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Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 yTBeEpXAeHUM [NpaBu HaaNEXallLeN NPON3BOACTBEHHON M... Aata coxparennsa: 25.10.2018

3apeructpupoaHo B MuHtocte Poccum 10 ceHTabpa 2013 r. N 29938

MWHUCTEPCTBO NPOMbILLSIEHHOCTWU U TOPIrOBJIU POCCUNCKOWN ®EAEPALIUN

NMPUKA3
oT 14 nioHa 2013 r. N 916

OB YTBEPXOEHWUU NPABUN
HAONEXALLEW NPON3BOACTBEHHOM NPAKTUKA

Cn1coK N3MeHSLWNX JOKYMEHTOB
(B peq. MNpukasa MuHnpomTtopra Poccum ot 18.12.2015 N 4148)

B cooTtBeTcTBMM € YacTbio 1 cTaTtbu 45 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-903 "O6 ob6pauleHun
nekapcTBeHHbIxX cpeacts” (CobpaHme 3akoHopaTtenbcTBa Poccuiickon ®epepaumm, 2010, N 16, cT. 1815; 2012, N 26,
CcT. 3446; 2014, N 43, cT. 5797; N 52, c1. 7540; 2015, N 10, cT. 1404; N 27, c1. 3951; N 29, cT. 4359, cT. 4367;
odmumanbHbI MHTEPHET-NopTan npasoBon nHgopmaummn http://www.pravo.gov.ru, 15.12.2015, N 0001201512150001)
n noanyHktoMm 5.2.18(31-1) lNonoxeHns o MuHMCTEpCTBE NPOMbILLNEHHOCTM U Toproenu Poccuiickon depepaumum,
yTBEpXXAEHHOro nocrtaHoBneHnem [lpaButensctBa Poccuiickon Pepepaumm oT 28.11.2015 N 1283 (CobpaHue
3akoHogaTtenbcTBa Poccuickon degepaummn, 2008, N 24, ct. 2868; 2009, N 3, ct. 378; N 25, cT1. 3065; 2010, N 6, cT.
649; N 9, cT. 960; 2011, N 43, cT. 6079; N 46, cT. 6523; N 47, cT. 6662; 2012, N 43, cT. 5886; 2013, N 23, cT. 2909;
2014, N 9, c1. 923; N 37, cT. 4961; 2015, N 14, cT1. 2118; N 27, cT. 4080; N 40, cT1. 5563; N 44, cT. 6136; N 49, cT. 6976)
npuKasbIBato:

(npeambyna B pea. Mpukasza MuHnpomtopra Poccun oT 18.12.2015 N 4148)

1. YTBepanTb Nnpunaraemslie [NpaBuna Hagnexawien npoMs3BoACTBEHHON NPaKTUKN.
(8 peq. MNpukasa MuHnpomTtopra Poccum ot 18.12.2015 N 4148)

2. KOHTpO.I'Ib 3a UCMOJTHEHNEM HaCTOsALLEero npukasa octaBsidAo 3a cobon.

MuHucTp
0.B.MAHTYPOB

YTBEpXOeHbI
npukazoM MuHnpomTtopra Poccun
oT 14 nioHs 2013 r. N 916

_ NPABUNA )
HALNEXALLEA NPOM3BOACTBEHHOW MPAKTUKM

Cn1coK N3MeHsLWNX JOKYMEHTOB
(B pea. Opukasza Munnpomtopra Poccun ot 18.12.2015 N 4148)

|. OBLLUME MONOXEHNA

1. MNpaBuna Hagnexawen Npou3BOACTBEHHOW MNpakTukn (panee - [NpaBwna) ycrtaHaBnuBalT TpeboBaHWs K
opraHusaumMm npou3BOACTBA W KOHTPOMS KavyecTBa NEKapCTBEHHbIX CPeACTB AN MEOUUMHCKOrO MPUMEHEHUs U
BETEPUHapPHOro NPYMEeHeHHUs.

(B pea. MNpukaza MuxnpomTtopra Poccum oT 18.12.2015 N 4148)
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2. MNpaBuna pacnpocTpaHsTCA Ha BCe BMAbI IeKapCTBEHHbIX CPEACTB M yCTaHaBnMBatloT obLme TpeboBaHus K
opraHusauMnm MX MPOM3BOACTBA M KOHTPOMA KadyecTBa, a Takke creuuanbHble TpeboBaHUsa K opraHusaumu
NpoM3BOACTBA OTAENbHbIX BUAOB NEKapCTBEHHbLIX CPEACTB.

3. Hactosiwme [paBuna He pacnpoCTpaHAKTCA Ha BOMPOCHbI OXpaHbl Tpyda MepcoHana, 3aHAToro B
npon3BoacTBe, Ha obecneveHne MNPOMbILIIEHHON ©e30nacHOCTK, MoXxapHol 6e3onacHOCTM, B3pbIBOGE30MAacHOCTH,
XUMnyeckon 6e3onacHOCTU, CaHUTapHO-TMIMeHnYecko Ge3onacHoCcTM M WHOW 6e30nacHOCTM Mpu NPOU3BOACTBE
nekapCTBEHHbIX CPEACTB, @ TakkKe He 3aTparvBaloT BOMPOCHI OXpaHbl OKpyxatowen cpeabl. MNpUHATUE HEOOXOAMMbIX
Mep B YKasaHHbIX Crny4vasx SBSIeTCS HENnocpeaCcTBEHHOW 00S3aHHOCTLIO MPOU3BOAUTENS B COOTBETCTBUM C
HOpMaTMBHbLIMW NPaBOBbIMK akTamu Poccuiickon ®epepaunn.

Il. TEPMWHBI N OMPEOENEHNA
4. Inga uenewn Hactoswux NpaBmn MCNonb3yTCs cneayroLmne OCHOBHbIE MOHATUSA:

GannoH - KOHTEMHepP OObIYHO UUMHAPWMYECKON (POpPMbI, MPUCNOCOBMNEHHbIM AN CXKATOro, CXWKEHHOTo WNnn
pacTBOPEHHOrO ras3a, OCHALLEHHbIN NPUCNOCODNeHNneM [ns PerynMpoBKM CMOHTAHHOIO BbITEKAHWS rasa npu
aTtMocdepHOM JaBrieHUM 1 KOMHaTHOW TemnepaType;

OGuonoruyeckne areHTbl - MUKPOOpPraHm3mbl, BKIO4Yaa MoJlyYeHHble MeToOaMu reHHomn NHXEeHepun, KnetovHblie
KynbTypbl 1 3HO0NAPa3nTbl, Kak MNaToreHHble, Tak N HeENaTOreHHbIE;

BGuopeakTop - 3aKpbiTas cuctema, Takas Kak dhepmeHTep, B KOTOPY BBOAAT Guonornyeckue areHTbl Hapsigy C
OPYrUM CbipbeM TakuMm 06pa3oMm, YTO 3TO NPUMBOAMT K MX PA3MHOXEHMIO UMW K NPOAYLMPOBaHNIO MMU OPYruxX BeLLecTB
nyTeM B3auUMOOEWCTBUA C APYrUM CbipbeM. BropeakTopbl 06bIMHO CHabXeHbl PerynypyowmmMm U KOHTPOMMPYOLLUMU
npubopamu, a Takke npucnocobneHssMn ana AobaBneHus n yaaneHns BeLLecTs;

Banupaumns - OOKYMeHTanbHO oOopMIeHHble OeNCTBUSl, AaloLimMe BbICOKYH CTerneHb YBEPEHHOCTU B TOM, YTO
MeToauka, npouecc, obopyaoBaHve, MaTepuar, onepaums UM CUCTEMa COOTBETCTBYIOT 3a4aHHbIM TpeboBaHMAM 1 X
ncnonb3oBaHue G6yAeT NOCTOSIHHO NPUBOAUTL K pesynbTaTaM, COOTBETCTBYHOLLMM 3apaHee YCTaHOBMEHHbLIM KPUTEPUSIM
NnpuemMnemMocTy;

BO3BpAaT - BO3BPaT NeKapCTBEHHOro CpeacTBa ero Npou3BoAMUTENIO UMW NOCTaBLUUKY;

BO3AYLUHBIVA LLMIO3 - OrpaHU4YeHHOe MPOCTPaAHCTBO C ABYMS UMM HECKONBbKUMW OBEPSIMU, PACMONIOKEHHOE MEXAY
ABYMSI WIMU HECKOMNbKMMU NMOMELLEHUSMW, HanpuMep, pasHblX KNacCoB YMCTOTLI, NMpeAHasHavyeHHoe Ans pasgerneHus
BO3AYLIHbIX Cped MOMELLEHUA Npu BXOAE B HUX W WCMONb3yeMoe Kak Ans nepexofa nepcoHana, Tak u ans
nepeMeLLeHNst MaTepuarnos;

BbICOKO aKTUBHbIE BELLECTBA - XMMUYECKNE COEAMHEHUS, OKasblBalOLLMe BO3OENCTBME Ha OpraHm3m 4erioBeka B
HU3KNX KOHLUEHTpaUKnAX;

BbICOKO aKTMBHbIE NEKapCTBEHHbIE CPEACTBa - NeKapCTBEHHbIE cpeacTBa, AaloLume apmakonornieckuin adpdext
B HU3KUX [03aX (KOHLEeHTpauusax);

rotoBasi npoaykuusi (roTOBbIA NPOAYKT) - JEKApCTBEHHbIN MpenapaT, KOTOPbIA Mpowen Bce craguu
TEXHOIMOrMYEeCKOoro NpoLecca, BKM4Yas OKOHYATENbHYHO YaKoBKY;

3anncb - AOKYMEHT, (UKCUPYIOLWMIA BbINOSIHEHME pPasfUYHbIX OEeNCTBUI AONs [oKasaTerlbCTBa COOTBETCTBUS
WHCTPYKLMSIM;

nm3onnpoeaHHasa 30Ha - 30Ha, O60pyﬂ,OBaHHaﬂ COOTBETCTBYHOLLNMU CbMJ'IpraMI/I n yCTpOIZCTBaMI/I noaroToBKn
BO3QyXa And npeaorepalleHnsa KOHTaMuHauuun BHELLHEN Opr>|<arou.|,e|7| cpeabl OMONOrM4eckMMn  areHTamu,
npuCcyTCTBYyHOWMNMN B 3TON 30HE;

N30NALMSA - ASNCTBUSA MO OrpaHNYEeHNIo pacnpocTpaHeHns GUOMOrMYECKNX areHToB UMK APYrX KOHTaMUHAHTOB 33
npenens onpeaeneHHoro NPocTPaHCcTaa;

n3ondauna BTOpPUYHaAA - CUCTeMa un3onAauun, npepotepallarollas NMpoHUKHOBEHME BGuornormyeckoro areHta BO
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BHELLHIO OKPYXKaloLylo cpedy Wnu B apyrne pabouyme 30Hbl, YTO AOCTUraeTCsi MCMOJSIb30BaHWEM TMOMELLEHU CO
cneumanbHbIMW CUCTEMaMK MOATOTOBKM BO3[yXa, HanmuMuMeM BO3AYLUHbLIX LUM30B U (MNWU) CTEPUNM3aTOpPOB Arns
nepegayy martepuanoB Hapyxy Hapagy C npoueaypamu GesonacHoro BefeHus npouecca. Bo MHormx criydasix
ncnonb3yeTcs Ans NoBblleHNs 3PPEKTUBHOCTM NEPBUYHON U3ONALIMMK;

N30MAUNS MepBUYHAs - CUCTEMa M3onAuuW, npegoTBpallalollasl MPOHWKHOBEHME OMOnormyeckoro areHta B
OKpYyXaloLLlylo cpedy, HenocpeACTBEHHO mMpunerawwyo K pabovyen 30He, 4YTO [OCTUraeTcs MoCpeacTBOM
NCNONb30BaHUA 3aKpbITbIX KOHTEMHEPOB unn GokcoB Ana Ge3onacHoro BedeHusi Guornorumdeckux paboT Hapsagy ¢
npoueaypamu 6e3onacHoro BegeHus npouecca;

WMHMUMPOBAHHBIN - 3apa)KeHHbI MOCTOPOHHUMW OMOMNOrMYECKMMU areHTaMu U1, CriedoBaTesibHO, CMOCOOHLIN K
pacnpoCcTpaHeHuo MHEKLUUN;

NCXOAHOE Cbipbe - 06Lliee NOHATME, Uchonb3yemoe Ansi 0003HaYeHMsT UCXOAHbLIX MaTepuanoB, PeakTUBOB W
pacTBopuTenen, npeAHasHauYeHHbIX Ans MNPOM3BOACTBA MPOMEXYTOYHOM MpoAyKuuM unu  dapMaueBTUYECKON
cybecTaHuuy;

KaJ'II/I6pOBKa - AEMOHCTpauua Toro, 4to KOHerTHbIﬁ an60p mnnn yCTpOIZCTBO naeT pe3dyrnbTaTbl B YCTAHOBJI€HHbIX
npegenax no cpaBHEHUK C pes3ylbTaTtaMu, nonyv4aemMmbiMM Npu  UCMNOJNb30OBaHUM CTaHOAAPTHOro o6pasu,a nnn
conocTtaBmMmMoro co ctraHgapTomMm 06pa3u,a nnbo aTanoHa BO BCEM COOTBETCTBYHOLLEM AMana3oHe M3MepeHI/Il7I;

KapaHTWH - CTaTyC WMCXOAHOrO CbIpbsl, YMAKOBOYHbIX MaTepuarnoB, MPOMEXYTOYHOW, HepacdacoBaHHOM wunu
roTOBOW NPOAYKLUN, N30NMPOBaHHbIX (OU3NYECKU UK ApYrMMU 3PdEKTUBHBIMK cnocobamu, A0 NPUHATUSA pelleHnst 06
UX 040BPEHNMN UMK OTKITOHEHWM;

KBanvdukaums - LENCTBUS, YOOCTOBEPSAIOLLMNE N MOATBEPXKAAOLWMNE AOKYMEHTAsbHO TOT (hakT, YTo 06opyaoBaHme
Unu BcriomoraTteribHble CUCTEMblI CMOHTUPOBaHbI AOMKHBIM 06pa3oM, NpaBunNbHO OYHKLMOHUPYIOT U OENCTBUTENBHO
NPUBOASAT K OXuaaembiM pesynbTatam. MNMoHATre "Banupaums” sensietcs 6onee WMPOKMM M MHOr4a BKMoYaeT B cebs
noHaTue "kBanudukauna";

KNeTouYHasi KynbTypa - KNeToyHas Macca, MonydYeHHas B pesynbTaTte BblpaliyMBaHus in  vitro KneTok,
N30MNMPOBaHHBIX OT MHOTOKNETOYHbIX OPraHU3MOB;

KONMEKTOp - YCTPOWCTBO unu obopygoBaHue, npedHasHauyeHHoe AN O4HOro MM HecKosbkuMx 6annoHoB
(KOHTENHEpPORB) M NO3BOJISAOLLEE OOQHOBPEMEHHO OUYUCTUTL U HAMOMHWUTBL ra3oM 6annoH (KOHTENHep);

KOMMbIOTEPU3NPOBAHHAsA cUCTeMa - NPOLECC UMy onepauus, o6beauHeHHasa B OAHO LIenioe C KOMMbIOTEPHOW
CMCTEMOM, BKMioYalolelr BBOA AaHHbIX, MX 3MEKTPOHHYK 00paboTky W Bbldadvy WMHopMauWu, UCMonb3yemMoin Ans
OOKYMEHTasrbHOro oopMIIeHust U (Unn) Onsi aBTOMaTUYECKOro YrpaBeHus;

KOHTpONMpyeMasi 30Ha - 30Ha, MOCTPOEHHas M 3KcniyaTupyemasi TakMm oGpa3oM, 4YToGbl KOHTPONMpoBaTb
BO3MOXHYIO KOHTaMUHaLMIO U CryYaiiHoe pacnpoCTpaHeHWe XMBbIX MUKPOOPraHM3MOB, KoTopasi aKCniyaTupyeTcs npu
0TpYLUATENBHOM AABMNEHUM MO OTHOLLEHWIO K CMEXHBIM KNacCMULMPOBaHHbIM NMOMELLEHUAM U NO3BONSAET 3PPEKTUBHO
YCTPaHSATb HE3HAYUTENbHbIE KONMUYECTBA HaxXOASLIMXCH B BO3AyXe WCTOYHWMKOB KOHTAMUHALMW, NPU 3TOM CTeneHb
OCYLLECTBMSIEMOro KOHTPOS 3aBUCUT OT BMAa MUKPOOPraHW3Ma, UCNomnb3yemMoro B NPOLIEeCCE;

KOHTPOMb B MPOLIECCE MPOM3BOACTBA (BHYTPUMNPOU3BOACTBEHHbLIN KOHTPOIb, MEXONEPaLMOHHBIA KOHTPOrb) -
KOHTPOIb, BbIMOMHSAEMbI B XOA€ TEXHONMOMMYecKoro npoLecca C LEenbi MPOBEPKU COOTBETCTBUS MPOMEXYTOYHOM
npoaykuum v (Mnv) npoaykuuM 3adaHHbIM - TpeGoBaHWsAM, MO peaynbTataM KOTOPOro MOXET  BbIMOMHATLCA
KOPPEKTUPOBKA MapamMeTpoB TEXHOMOrMYecKoro rnpouecca. KOHTPOMb COCTOSIHMA — OKpyXawlled cpedbl  unm
060pyaoBaHMA paccMaTPMBAETCS Kak fieMeHT KOHTPOIs B NpoLecce Npov3BoACTEa;

KOHTPOIb KayecTBa - KOHTPOMb KayecTBa BKIoYaeT B ceba oTbop npob, npoBedeHre WUCMbITaHWi, NPOBEpPKN Ha
cooTBeTCcTBME TpebGoBaHUSM creuudukaumuii, a Takke npoueaypbl OpraHvM3auuu, AOKYMEHTMPOBaHWS W Bblgayu
paspeLUeHns Ha BbIMycCK;

KPUOreHHbI Cocya - COCyA, NpeAHasHauYeHHbIN AN XpaHEHUA CKMKEHHOTO ra3a npu CBePXHU3KUX TemnepaTypax;

JleKapCTBEeHHOe pacTeHune - ueroe pacteHne unm ero 4actu, ncnosibsyemMmble B MeANLUUHCKUX Lenax;
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rieKapCTBEHHbIE CPeACTBa - BELLEeCTBA UIN MX KOMOMHALMK, BCTyNatoLLMe B KOHTAKT C OPraHM3MOM YerioBeka 1nm
XMBOTHOTO, MPOHUKAIOLLIME B OpraHbl, TKAHW OpraHW3Ma YenoBeKa UMW KUBOTHOrO, NPUMEHsieMble AN NPOdUNaKTUKK,
OMarHoCTUKN (3a WUCKIIOYEHMEM BELLECTB WM MX KOMOWHALMA, HEe KOHTaKTUPYIOLIMX C OpraHu3MoM YenoBeka unu
XMBOTHOrO), neyeHuss 3aboneBaHusl, peabunUTauMK, [ONA COXpPaHeHUs,, NPedoTBPalleHUss WNM npepbiBaHus
GepeMeHHOCTM 1 MosyYeHHble U3 KPOBW, MnasMbl KPOBWU, U3 OpraHoB, TKaHEN opraHuMaMa YerioBeka Wnv XMBOTHOTO,
pacTeHWid, MUHepasioB MeTodaMW CUHTe3a WM C NMpUMEHeHVMeM OKoNorMyeckux TexHonornin. K rnekapcTBeHHbIM
CpeAcTBaM OTHOCATCA hapMmaLeBTUYecKme CyGCTaHLMN 1 TeKapCTBEHHbIE NpenapaThbl <*>;

<*> [yHkT 1 cTatbu 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93 "O6 obpalleHn nekapcTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTenncTBa Poccunckon ®egepaumn, 2010, N 16, c1. 1815).

NeKapCTBEHHLIN pacTUTENbHbIA Npenapar - JIEKAapCTBEHHLIN NpenapaT, NPou3BeaeHHbIN UK U3rOTOBINEHHbIA U3
OOHOTO BWMAa NEKAPCTBEHHONO pPacTUTENbHOIMO Chlpbs WM HECKONbKUX BWOOB TaKOro Chlpbs WM peanusyembli B
pacchacoBaHHOM BMAE BO BTOPUYHON (NOTPEOUTENBCKON) YNAaKOBKE <*>;

<*> [yHkT 14 cTtatbu 4 ®enepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaleHnn nekapcTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumn, 2010, N 16, c1. 1815).

MaTepVIaJ'IbeIIZ OanaHC - COOTHOLUEHME mMexay KonmyectBOM npoaykuunmnm wunm  mMartepuanoB, KOTOpoe
TEOPEeTUHECKM MOXET MCNOoNb30BaTbCA B NPOU3BOACTBE U NONyvaTbCA B pe3ynbTate npoun3BoacTBa, U KOJIMYECTBOM
npoaykumm nnn matepuanos, (*)aKTI/I‘-IeCKM MCNoJyib30BaHHbLIM B NPON3BOACTBE U (baKTI/I‘-IeCKI/I NoJNly4eHHbIM B pe3ylbTaTe
npoun3soacTea, C y4eTomMm 0nyCTUMbIX OTKIOHEHWUI;

HepacdacoBaHHasi NPoAyKUMsi - niobasi NPoAyKUMs, NpoLUealas Bce CTaduM TEXHONOrMYecKoro npouecca, 3a
UCKIIOYEHNEM NOTPEGUTENBCKOW YMAKOBKY;

HOMep cepuu (HOMep napTuM) - YHUKanbHas KomMOuHauus uudp, OykB U (MNK) CUMBOMOB, KOTOPblE
NMOEHTUULMPYIOT cepuio (MapTUI0) M Ha OCHOBaHWM KOTOPbLIX MOXHO NPOCNeauTb UCTOPUI ee MPOU3BOACTBA M
peanusauun. Mpn NPpUCBOEHNN HOMEpPa cepum NCMONb3YTCs apabckne undpsl, NocnegHue YyeTblpe LUgpbl B HOMEpe
cepum 0603Ha4alT MeCsL, U rof, N3roToBMneHns nekapcTBEHHOro CPeACTBa;

nepeKkpecTHasi KOHTaMUHaUMS - 3arpsi3HEHUE MCXOAHOIO Chipbsl, Matepuana unv npoaykumMu OpyrMM UCXOZHbIM
CbipbeM, MaTepuasiom unu npoaykumen;

nosTopHas o6paboTka - noBTOpHas obpaboTka CepuMum UM YacTu cepuu NpPOAYKUUW, HE COOTBETCTBYIOLLEW
3adaHHbIM TpeboBaHWAM, Ha4yMHas C onpedeneHHoOn cTaguv NPOW3BOACTBA - BBEAEHWE MPOMEXYTOYHOM MpOoAyKUun
unu apmaueBTM4eCcKon cybCcTaHumW, BKMOYas He COOTBETCTBYIOLLYIO CTaHdapTaMm unu cneuudukaumm, B npouecc
NpoM3BOACTBa W MNOBTOPEHME 3Tana KpucTannu3auuv wunu OpYyrux XUMUYECKUX UNn OU3MYECKMX MaHUnynsuui
(Hanpumep, gucTUNNauMs, dunbTpauus, xpomaTtorpadvpoBaHue, W3MerbYeHWe), KOTopble HBMSATCA CcTaguen
YCTaHOBMNEHHOro NPOM3BOACTBEHHOIO npouecca. [pogomkeHe ocyLLecTBNEeHUs cTaamMm NPOM3BOACTBEHHOMO npouecca
nocrne TOro, Kak KOHTPOSMb B Mpouecce MPOM3BOACTBA Mokasan, YTO CTagus He 3aBeplueHa, CUMTaeTCsl YacTbio
00bIYHOro NpoLecca, a He NOBTOPHOM 06paboTKOMN;

NMOBTOPHOE UCMOSb30BaHNE - BBEAEHME NMPOU3BEAEHHON paHee cepuu npoaykumm Tpebyemoro kavecTtsa (Mnu ee
4YacTu) B OPYryro Cepuo NPOAYKLMN Ha onpeaeneHHon cTaanm Npov3BOACTRa;

noceBHas KynbTypa:

cuctema MOCEBHOW KynbTypbl - CUCTEMA, B COOTBETCTBUM C KOTOPOM NocrneAoBaTeflbHble CEpUU NPOAYKLUUK
Npon3BoaAT U3 OOHOW M TOW Xe rMaBHOW MOCEBHOWN KynbTypbl MpU ornpefeneHHOM KONnyecTBe nepeceBoB (Maccaxen).
Ona obbl4HOro mpoussBoacTBa pabouyylo MOCEBHYH KynbTypy FOTOBSIT M3 [NABHOW MOCEBHOWM KynbTypbl. Wcxoga w3
TpeboBaHuM 6e3onacHOCTN 1 3PPEKTUBHOCTM NPU NPON3BOACTBE FOTOBOW NPOAYKLUKN, KOTOPYIO NMoNyyalT M3 pabouen
NMOCEBHOM KyIbTypbl, HE OOJMPKHO MCMOSMb30BaThCA Gonbluee KONMYECTBO Naccaxewn U3 rMaBHOM MOCEBHOW KynbTypbl,
YyemM AN BaKLUMHbI, NpoLlellen KNUHM4Yeckue uccrenoBaHus. [MpoucxoxgeHne u KONUYeCcTBO MacCaxXew rraBHOM
NMOCEBHOM KyNnbTypbl 1 paboyen NOCEeBHON KynbTypbl AOMKHLI ObITb 0OPMIIEHBLI JOKYMEHTASBHO;
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rmaBHasi NMoceBHasl KynbTypa - KynbTypa MWKPOOPraHM3MOB, pacnpeneneHHas u3 ogHoro obbema MoCeBHOM
KynbTypbl B EMKOCTU B MpoLecce OAHOW onepauum Takum obpasom, YTobbl obecneunTb 0OAHOPOAHOCTb, NPeaoTBpaTUTb
KOHTaMWHaLMIO U rapaHTUpPOBaTb CTAabUNbHOCTb. [MaBHYO MOCEBHYHO KyNbTypy B XWOKOM BuAe OOLIYHO XpaHAT npwu
Temnepatype MuHyc 70 °C unm Huxe, B NMOMUNN3MPOBaHHOM BUAE - NPWU U3BECTHOW TeMnepaTtype, obecneymnBatoLLen
CTabUNbHOCTL;

paboyasi moceBHas KynbTypa - KyfnbTypa MMKPOOPraHW3MOB, MOMyYeHHasi M3 [MaBHOW MOCEBHOM KymnbTypbl U
npegHasHavyeHHas Ons Ucnonb3oBaHWs B NPou3BoAcTBe. Pabouyto NMOCEBHYIO KynbTypy pacnpefensioT B eMKOCTU U
XPaHSAT, Kak ON1caHo Bbllle AN rMaBHbIX MOCEBHbIX KyNbTYp;

MPOAYKLMS - MPOMEXKYTOYHas!, HepacgacoBaHHas U roToBasi NPOAYKLUMS;
NpoM3BoAMUTENb - NPOU3BOAUTENb NIEKAPCTBEHHBLIX CPeACTB - OpraHusauusl, OCyLLecTBhsLWwasa NpousBoaCTBO

nekapcTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHmamMu PegepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03 "O6
obpalLeHnn NeKapCTBEHHbIX CPEACTB" <*>;

<*> CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumm, 2010, N 16, cT. 1815.

MPOM3BOACTBO - AEATENLHOCTL MO NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB, OpraHu3aLmsamMmn - NPon3BoaUTENAMM
NeKapcTBEHHbIX CPeACcTB Ha OOHOW CTafuu, HECKOMNbKMX UMW BCeX CTaausaX TEXHOMOrMYeckoro rnpolecca, a Takke no
XpaHeHUo 1 peanusaummn NpousBedeHHbIX NekapCcTBeHHbIX CpeacTB <*>, koTopas BKMo4aeT B ceGs ocylUecTBIeHue
ornepauuit U KOHTPOMS, CBA3aHHbIX C MpUEeMKo MaTepuanoB, TEeXHOMNMOrMYECKUM MPOLIECCOM, YMaKoBKOM,
nepeyrnakoBKOW, MapKUPOBKOW, MepeMapKUPOBKOW, BbIMYCKOM, XpaHEHMeM W peanusauver npousBedeHHbIX
NeKapCTBEHHbIX CPeAcTB M hapMaLeBTUYEeCKMX CybCcTaHLui;

<*> [yHkT 31 cTaTbn 4 PepepanpHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalyeHnn nekapCcTBEHHbIX
cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumn, 2010, N 16, ct. 1815).

NPOMEXyToYHas NPOAYKLUMS - YacTUYHO 06paboTaHHOe UCXOOHOE Chipbe, KOTOPOE AOMMKHO MPONTK nocregytowme
cTaauy NPou3BOACTBa MNpexae, YeM OHO CTaHeT HepacdacoBaHHOW MpoAykumen. B oTHoweHun apmaueBTU4ecKmx
cybcTaHuum - maTepwarn, KOTOpbIA MOMNy4alwT B XOAe CTaguMn TEXHONOrM4Yeckoro npolecca nNpov3BOACTBaA
hapmMaueBTUYECKUX CYOCTaHUMA, W KOTOPbIA MNpeTepneBaeT AanbHenwne MONeEKynsapHble MpeBpalleHns  unm
nodBepraeTcs OYUCTKE Npexae, YeM OH CTaHeT hapmaueBTudeckon cybetaHumen. MNMpomexyTouHas npoaykuus B
OTHOLLIEHMN apmMaLeBTUYECKON CyOCTaHLUMM B XO4€e TEeXHOSOMMYEeCKOoro npouecca MOXET noaBepraTbCs WU He
noagepraTbCs BblOENEHWNIO;

npouenypa - [AOKYMeHTanbHO OQOPMIIEHHOE OMMCaHue ornepauui, noanexawmx BbINOMHEHUO, Mep
NPeaoCTOPOXHOCTU U MEPONPUATUI, MPSIMO UITM KOCBEHHO OTHOCSILLMXCA K MPOU3BOACTBY MPOMEXYTOYHON MPOAYKLMM,
apmavneBTNYeCcKon cybcTaHumMm Unm NekapcTBEHHOrO CPEACTBa;

riekapCTBEHHOE PaCTUTENbHOE Cbipbe - CBEXUE UMK BbICYLLEHHbIE pacTeHUst NMMBO NX YacTu, UCnosb3yeMble Ans
MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHvM3aumsiMM - MPOU3BOAUTENSIMU JIeKapCTBEHHbIX CpeacTB  wunu
N3roTOBMEHUS NeKapCTBEHHbIX NPenapaToB anTe4YHbIMWM OpraHM3aunus M1, BETePUHAPHLIMK anTeYHbIMU OpraHn3aLusaMu,
NMHOMBUAYaNbHbIMU NPeaNPUHUMATENSMN, UMEIOLLMMU NULEH3UI0 Ha (hapMaLeBTUYECKYIO AeATENbHOCTb <*>;

<*> [yHkT 13 cTaTtbun 4 PepepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalyeHnn nekapcTBeHHbIX
cpepnctB" (CobpaHue 3akoHogaTensctea Poccuiickon Pegepaumm, 2010, N 16, c1. 1815).

cepusi (NapTus) - onpeerneHHoe KONMMYECTBO WCXOAHOrO Chipbsi, YNAKOBOYHbIX MaTepuanoB Wnu npoayKumu,
nogsepraemoe 0bpaboTke B OQHOM UMK B psde nocrnenoBaTernbHbIX TEXHOMOMMYECKMX NPOLLECCOB TakuM 06pa3om, 4To
MOXXHO paccyuTbiBaTb HA OAHOPOAHOCTb MPOAYKLUMN B YCTAHOBMEHHLIX Npeaenax, npu 3TOM C TOUKU 3pEHUSI KOHTPOSS
rOTOBON MPOAYKUMU CepUsi BKNioYaeT B cebsi COBOKYMHOCTb €AUHULL [103MPOBaHHON (POpMbl feKapCTBEHHbIX CPeacTs
(nekapcTBEHHON (OOPMbI), MPOU3BEAEHHbIX WM3 OAHOrO obbema WUCXOQHOro MaTtepuana W MpoLleflunx eauHyto
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nocrnefoBaTENbHOCTL MPOM3BOACTBEHHBLIX OMepauuii UMW eAVHbIN UMK CTepUnusaumu, a npy  HEenpepbiBHOM
NPOU3BOACTBE - BCE €4MHMLbI, MPOU3BEAEHHBbIE B 3a[aHHbI MHTEPBaN BpeMeHU. [Ins 3aBepLUEHUs] HEKOTOPbIX 3TanoB
NMPOM3BOACTBA MHOrAa HEOBGXOAMMO pasdenuTb CEepuio Ha OMNpeaeneHHOEe KOMUYECTBO MOACEPWI, KOTOPbIE MO3Xe
06BbeAMHAT AN NOMyYeHUs OKoHYaTenbHOW OAHOPOAHOW cepuu. Mpu HenpepbIBHOM MPOW3BOACTBE MOHATME Cepuu
JOJDKHO OTHOCUTBLCS K OMnpefeneHHoN YacTu NpoayKuMKM, XapakTepusyemoln ofHOpPOAHOCTbIo. Pa3vep cepun B 3TOM
cryyae MOXeT onpenenatbcs 6o (DMKCUPOBAaHHBLIM - KONMYECTBOM, NUGO KONMMYECTBOM, MNPOU3BEAEHHbIM 3a
onpefeneHHbI NPOMEXYTOK BDEMEHN;

CXKWXEHHble rasbl - rasbl, KOTOpble NPW CTaHAAPTHLIX TemrepaType W AaBNEeHWM HaMOfHEHUs HaxoOsTcs B
6annoHe B CXWKeHHOM BUAE;

CuctemMa - COBOKYMHOCTb B3aMOCBA3aHHbIX OEeNCTBUA N TEXHUYECKMX cpencrts, 06pa3y+ou.|y|x eaunHoe uernoe anA
opraHm3aumnm nNnpomnsBoacTBa U KOHTPOI1A Ka4eCTBa JieKapCTBEHHbIX CpeacTB,;

cucteMa OaHKOB KNeTok - cucTeMa, NpW KOTOPOW MocregoBaTeribHble Cepuy MNPOAYKUUW MNPOM3BOAAT U3
KNeTOYHbIX KynbTyp, NpUHaANexaLLmx rnaBHoMy 6aHKy KNeToK, KOTOPbI NMOMHOCTbIO OXapaKTepM3oBaH Ha NOAMMHHOCTb
N OTCYTCTBME KOHTaMuMHauMiA. HekoTopoe KONMMYECTBO €EMKOCTEM [naBHOro 6aHka KNeTok ucrnonb3yetcs Ans
dopmupoBaHMs pabodero 6aHka kneTok. Cuctema GaHKOB KIETOK OOIMKHA ObiTb BanuaMpoBaHa Ha onpenenieHHoe
KOJTn4eCcTBO nepeceBoB UIN KONMNYECTBO yﬂBOGHI/IVI nonynaunun, 00 AOCTUXKEHUA KOTOPbIX OHXU MOTYT UCNOJNb30BaTbCA B
TeKyLLieM NPOV3BOACTBE;

cneumduKaumsa - nepeyveHb MCNbITaHWIA, CCbINIOK Ha aHanuMTuyeckue MEeTOAMKM W KpUTepueB MpUeMIIeMOCTH,
npeacTaBnaoLWmx cobon YMCroBble rpaHuLbl, MHTEpBanbl UKW Apyrne Kputepuu Ans COOTBETCTBYIOWMX UCTbITaHWUN.
Creuundukauns yctaHaBnueaeT Habop KpuTepueB, KOTOPbIM AOMKEH COOTBETCTBOBaTb MaTepuan, 4Tobbl cuMTaTbhbCs
npyemMnemMbiM Ons ero npegnonaraemoro npumeHeHus. lNoHAaTue "cooTBeTcTBMe cneumdukaumun” osHadvaeT, 4To
MaTepuan, npowealnid UCMbITaHUS COMMacHO MNepevYuCrnieHHbIM  aHanuTUYeckuM MeTodukam, COOTBETCTBYeT
npuBegeHHbIM KpUTEPUSM NPUEMIEeMOCTH;

CTEPUNBHOCTb - OTCYTCTBUE XMBbIX OpraHnaMoB. TpeboBaHuMs K NPOBEOEHWMI0 KOHTPONSA CTEpPUIIbHOCTU
npuvBedeHbl B COOTBETCTBYOLWMX obwen dapmakonenHon crtaTbe, QapmMakonemnHon cratbe, HOpPMaTUBHOW
OOKYMeHTaumMm unn HopMaTUBHOM AOKYMEHTE;

TEXHOMNMOrMYEeCKN MpoLecc - BCe onepauuu, CBA3aHHble C MPOM3BOACTBOM feKapCTBEHHOro cpeacTtsa Wmu
hapmaLeBTUYEeCKON CyOCTaHUMW, HauMHaKLWMecs C NPUEMKU WCXOOHOro Chipbd, Npogorkatowmecs obpaboTkon u
ynakoBKOM U 3aBepLualoLwmnecs nony4eHnem rotoson npogykumm;

ynakoBKa - BCe ornepaumu, Bknoyas acoBKy Y MapKUPOBKY, KOTOpble HEOGX0AMMO MPONTU HepacdacoBaHHO
NPOAYKUMK, ONsi MOMyYeHWsi TOTOBOM NpoAykuuMu. HamonHeHvue cCTepwnbHOW MpoAyKUuuM, Kak npaBwurio, He crnegyet
paccMaTpuBaTb Kak 4acTb MpoLecca YNaKoBKW, MOCKOMbKY B MEPBUYHbIE YMNaKOBKM MNPOAYKUUA OO3MPYETCH, HO
OKOHYaTenbHO He YNakoBbIBAETCS;

YMaKOBOYHbIA MaTepuan - nwobor matepuan, MCMoNnb3yeMbli NPW  YMaKOBKE JIEKApPCTBEHHOrO CPeacTBa,
dhapmMaueBTNYECKON CyBCTaHLMM UK NPOMEXYTOYHOW MPOAYKUMU, KpoMe ftobon TpaHCMOPTHON Tapbl AN XpaHeHUs,
TPaHCNOPTUPOBKN UK OTIrPY3KWU. YnakoBOYHbIE MaTtepuanbl noapasgendarTcA Ha nepBUYHbIeE U BTOPUYHbIE B
3aBUCMMOCTU OT Hann4yma npAMoro KOHTakTa C nekapCTtBeHHbIM CpeCTBOM;

YNONTHOMOYEHHOE 1MUO - paboTHMK MNpPOWU3BOAWUTENS  NeKapCTBEHHbIX CPEeACTB, WMelWwWid  Bbicluee
hapmaueBTUYECKOE, XMMMYECKOE MUInn Brororndyeckoe obpasoBaHme NMBo Npu NPOM3BOACTBE NEKAPCTBEHHbLIX CPEACTB
AN BeTeprHapHOro NpUMeHeHUst BeTepuHapHoe obpasoBaHue, CTax paboTbl HE MeHee YeM NATb neT B obractu
NPOM3BOACTBA M KOHTPOMNS KayecTBa JieKapCTBEHHbIX CPEACTB M aTTeCTOBaHHbIN B MOpsAKe, YCTAHOBIEHHOM
YNONMHOMOYEHHBLIM (hefepanbHbIM OpraHoM UCMOMHUTENBHOW BnacTu <*>;

<*> YacTtb 7 cratbu 45 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalueHnn nekapcTBEHHbIX
cpenctB" (CobpaHue 3akoHogaTenscTBa Poccuiickon Pepepaumm, 2010, N 16, cT. 1815).

ynctas 30Ha - 30HA, MOCTPOEHHas WM JKCnIyaTupyemasl TakuM o0pa3oM, YTO B Hel cBedeHbl K MUHUMYMY
NpoHMKaHne, obpa3oBaHME U HAKOMMEHNE KOHTaAMWHAHTOB B BMAE YacTUL, U MUKPOOPraHmamoB. Knaccbl YNCTbIX 30H
onpegeneHsbl B Mpunoxernnn N 1 k HacToawmm Mpasunam;
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yncTas M30NMpPOBaHHAsA 30Ha - 30Ha, MOCTPOEHHAs M AKCMyaTupyemasi Takmm obpasomM, YTO OHa OOQHOBPEMEHHO
ABISETCA YUCTOWN N N30NIMPOBAHHOW 30HOMW;

9K30TUYECKMIN OpraHn3M - BUOMNOrMYECKUA areHT, Bbi3biBaloOLLMIA 3aboneBaHne, OTCyTCTBYIOLLEE B [AHHON CTpaHe
unun reorpaduyeckon 3oHe, MO ABMAAOLLMIACA 06 BEKTOM NPOMUIAKTUHECKUX MEP UMW MPOrpaMMbl MO €ro yCTpaHEHUIo
B J@HHOM CTpaHe unu reorpadmuyeckon 30He.

[ll. OCHOBHbIE TPEBOBAHNA K OPTAHN3ALMN MPON3BOACTBA
N KOHTPOITA KAHECTBA NEKAPCTBEHHbLIX CPEACTB (HACTb | <*>)

<*> 3pgecb u panee no Tekcty [pasBun B ckobkax NPMBOAMTCA Hymepauus CTPYKTYPHbIX €AVHUL, TeKcTa,
cooTBeTcTBYOLWas npasunam GMP EC.

SAPMALIEBTUYECKAA CNCTEMA KAYECTBA (I'TIABA 1)
MpuHUMN

5. NpoussoanTenb AOMKEH NPOM3BOAUTL NEKapCTBEHHbIE CpeacTBa Tak, YTOObl rapaHTUpoBaTb UX COOTBETCTBUE
CBOEMY HasHayeHuto, TpebOoBaHWSIM PErnmcTpaLMoHHOrO [OCbE WM MNPOTOKOMY KIMHUYECKOrO WCCredoBaHus U
UCKMIOYNTb  PUCK, CBSI3aHHbIN C HEey[oBMeTBOPUTENbHbIMM  ©E30MacHOCTbIO, KayecTBOM, 3(EKTUBHOCTLIO.
OTBETCTBEHHOCTb 3a BbIMOJNIHEHNE 3TUX TpeboBaHWA HECET PYKOBOACTBO npousBoauTens. VX BbinonHeHue Tpebyet
Hagnexallero UCMofiHEHUs CBOUX 0DS3aHHOCTEN MEPCOHANOM pPasfMyHbIX NoapasaeneHuii NPou3BOANTENST Ha BCEX
YPOBHAX, @ Takke MOCTaBLiMKaMW W OpraHM3auusmMu OMNTOBOW TOProBNM NeKapCTBEHHbIMW cpeacTBamu. [ns
OOCTWXEHUSI 3TUX Lener NpovM3BOAMTENb AOMKeH paspabotatb M obecneunTb nNpaBuiibHOE (OYHKUMOHMPOBaHME
(papMaLeBTUYECKON CUCTEMbl KayecTBa, KOTopas BKMOYAET BbIMONHeEHMe TpeboBaHuM Hactosawmx [lpaBun u
OCYLLECTBMEHNE YMNpaBrieHWss puckamm [ns  kadectBa. [lpomsBoanTenb [OMKEH [OKYMEHTANbHO OGOpPMUTb
dapmaueBTUYECKYD CUCTEMY KayecTBa M KOHTponupoBaTb ee 3dhdeKTUBHOCTb. [Ond (pyHKUMOHMPOBAHMS BCEX
3NeMeHTOB  (hapmaueBTMYECKOA  CUCTEMBI KayecTBa  npoumsBoguTenb  [OMmkeH  obecneunTb  Hanuuve
KBanMuUUMpPOBaHHOIO MepcoHana, Haanexaiwmx nomelleHuin, obopyaoBaHuss U TexHudeckux cpeactB. OCHOBHbIE
NPUHLMMbI YNPaBfeHNa KayeCcTBOM OpraHusaumm npom3BOACTBA M KOHTPOSS KavyecTBa U ynpasreHus puckamun Ons
KayecTBa ABMAOTCA B3aMMOCBA3aHHbIMM.

GDapmaueBqueCKaﬂ CncTtemMa KavyecTtBa

6. (1.1) YnpaBneHue kayecTBOM Kak BceobbeMmiollee MNOHATME, OXBaTbliBalllee BCe BOMPOCHI, KOTOpble MO
OTAENbHOCTM MMM B LIENIOM BAMSIIOT Ha KayeCcTBO MpoAyKuuW, NpeactaBnsieT cobol COBOKYMHOCTb OpraHvM3aLMOHHbIX
Mep, HanpaBneHHbIX Ha obecrneyeHne COOTBETCTBUA KayeCTBa NeKapCTBEHHbIX CPEACTB MX NpeaHa3HavyeHuto.

7. (1.2) Hacrosawme lNpaBuna npuMeEHSIOTCA KO BCEM CTaAMsIM >KU3HEHHOro LMKNa NeKapCTBEHHbIX CpeacTB:
NPOM3BOACTBO JIEeKapCTBEHHbIX NMpenapaToB A58 KNUHUYECKMX UCCrefoBaHun, nepeHoc TEXHOMNOrMuU, NpoMblLLfieHHoe
NpOM3BOACTBO, MNpeKkpalleHve MpPou3BOACTBa NeKapCTBEHHbIX CpeacTB. [lpou3BoauTens BnpasBe pacrnpoCTpaHuUTb
dapmaueBTMYECKYI0 CUCTEMY KayecTBa Ha TaKyld CTaguio >KM3HEHHOro UMKNa feKapCTBEHHbIX CpeAacTB  Kak
dapmaueBTMyeckas paspaboTka, YTO CnocobCTBYeT MHHOBALMAM M MOCTOSHHOMY YIyULLEHWIO, a Takke YNpOYHEHMIO
CBSA3N Mexay dhapMaLleBTU4eckon pa3paboTkon n NporM3BoACTBOM.

8. (1.3) MNpwn paspaboTke HOBOW hapMaLEBTUYECKON CUCTEMbI KayecTBa UMM MPU U3MEHEHWUU CYLLECTBYOLLEN
CUCTEMbl HEOOXOOUMO y4yMTbiBaTb OOBLEM U  CINOXHOCTb [AEATENbHOCTM Npou3BoauTens. HekoTopble acnekThbl
dhapmaLeBTUYECKON CUCTEMbI KadecTBa MOIYT MPUMEHATLCA K AEeATENbHOCTW NPOM3BOAMTENSA B LIEMOM, a MHble -
TONbKO K onpeaeneHHbIM NPOn3BOACTBEHHbLIM nnowagkam. Npu aToM appekTMBHOCTb BHEAPEHUS hapMaLeBTUYECKON
CUCTEMBI KadecTBa 00bIYHO [OKa3bIBAETCS Ha YPOBHE NMPOM3BOACTBEHHOM NIOLLaaKu.

9. (1.4) dapmaueBTMYECKas cUCTEMA KayecTBa, NnpeaHasHauyeHHas Ans Npou3BOACTBa NeKapCTBEeHHbIX CPpeacTB,
[OMKHa rapaHTMpOBaTh, YTO:

a) (i) BbINyCK nekapCTBEHHOro CpeacTBa C COOTBETCTBYHOLMMUM MOKasaTensMm kKadectBa [[ocTuraetcs
NocpefcTBOM pa3paboTky, MNMaHMPOBaHWS, BHELPEHWs, NOOOEPXaHUST UM HEMNPEpPbLIBHOIO YCOBEPLUEHCTBOBAHUS
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CUCTEMBI;

6) (ii) 3HaHMs 0 NekapcTBEHHOM CpPEeACTBe M NpoLiecce ero Npou3BOACTBa NPUMEHSIIOTCA Ha MPOTSKEHUM BCeX
CTafuii XXM3HEHHOro LMKNa;

B) (iii) nekapcTBeHHbIE cpeacTBa pa3paboTaHbl U nccnegoBaHbl ¢ y4eToM TpeboBaHmn HacTosAwmx MNpasun;
r) (iv) onepauuv no NPoOn3BOACTBY M KOHTPOIO onpeaeneHbl 1 COOTBETCTBYIOT TpeboBaHusiM HacToswmx MNpasun;
4) (v) OTBETCTBEHHOCTb U 0683aHHOCTM NepcoHana YeTko onpeaeneHsbl;

e) (Vi) NPUHATLI Mepbl, obecneynBatomne npon3BoACTBO, NOCTABKY U UCMOJNIb3OBaHME Hagnexawmx UcxogHoro
CbiIpbA N YNaAaKOBOYHbIX MaTepurarioB, a TakXe NpuHATbl Mepbl No Bbl60py N KOHTPOJIIO NOCTaBLUMKOB U ONA NMPOBEPKU
TOro, YTO KaKgasd NoCTtaBKa OCyLlecTBJIeHa Yepe3 yTBepXXAEeHHYI Lienb NOCTaBOK;

X) (vii) BHeApeHb! npouecckl, obecrneynBalolLme ynpasneHne OeATernbHOCTbIO, NepeaaBaeMoi AN BbINOMHEHNS
ApYroi opraHusauum (ynpaeneHue ayTCOPCUHIOM);

3) (viii) ycTaHOBNEHO ¥ nNoJOepPXMBAETCA MOCTOSHHOE KOHTPOMMPYEMOE COCTOsSiHME nyTeM pas3paboTkm wu
MCMOoJ1b30BaHUA 3(1)(*)eKTI/IBHOFO MOHUTOPUHIA WU KOHTPOJIbHbIX CUCTEM B OTHOLUEHUU Sd.)(beKTI/IBHOCTVI npouecca u
KayecTBa NekapCTBEHHOro cpeacTaa;

n) (ix) pesynbTaTbl MOHWTOPWUHIA JIEKAPCTBEHHOIO CPEACTBa M MPOLECCOB MPUHMMAOTCA BO BHUMaHWe npu
BbiNyCKEe Cepuu, MpU paccrnegoBaHUM OTKMOHEHUA W ONs MNPUHATUS npedynpexaalwmnx mep BO uUsbexaHue
NOTeHLManbHbIX OTKMOHEHMWIA;

K) (X) MPOBOAUTCA HEOOXOAUMBIA KOHTPOMb NMPOMEXYTOYHON NPOAYKLUM, KOHTPOSb B MpOLEcce NpPoV3BOACTBA U
OCyLLECTBISIETCS BanMaauus;

J'I) (Xi) OCyLUEeCTBNAETCA NOCTOAHHOE Yyry4ylleHne nocpeacrtsomMm BHeOApeHUsA yCOBepLLIeHCTBOBaHMVI, OCHOBaHHbIX
Ha aKTyallbHbIX 3HaHUAX npouecca n npoaykKunu;

M) (xii) NnpyHUMalOTCA Mepbl AMs NePCNeKTUBHOW OLEHKN 3anfaHUpOBaHHbIX M3MEHEHUN U UX YyTBEPXKOEHUS A0
BHegpeHnA C y4eToM yBedoOMIeHUA U cornacoBaHunA C YNnoJIHOMOYEHHbIM (be,qepaanbuvl opraHom WUCMONMHUTENbHOMN
BMnacTtu, ecnu aTo TpebyeTcs;

H) (xiii) npoBOAUTCSA OLEHKa NPOBEAEHHbIX U3MEHEHWI Nocne UX BHeApeHUs ONns NoATBEpPXKOAEHUs TOro, YTo Lernb
N3MeHeHUiA Bblna JOCTUrHYTa U YTO 3TO HE OTPa3UMOCh HEraTUBHO Ha KayecTBe NPOoayKLUK;

0) (xiv) BO BpeMsi paccrnefioBaHUs OTKNOHEHWIA, B TOM YuUCrie NpeanonoXeHun o Hanmuumn aedekra npoaykumm un
apyrmx npobnem, NpUMEHSIETCA COOTBETCTBYIOLUIA YPOBEHb aHanm3a OCHOBHbIX MPUYMH OaHHbIX HECOOTBETCTBUMN.
MprynHbI MOryT 6bITH ONpPeAeneHbl C NCNONb30BaHNEM MPUHLIMIOB yNpaBreHus puckamm Ans kadecTtBa. B cnyyae ecnu
WUCTUHHAA NpUYMHA HECOOTBETCTBMS HE MOXET OblTb onpeaeneHa, JommkHa ObiTb YCTaHOBIEHa Hambornee BeposATHas
npuymHa. B cnyyae ecnu B kayecTBe MpuuYMHbBI NOOO3PEBAETCS MMM YCTAHOBIEHA YernoBeyeckas owimbka, Hanuuve
TakoW MPUYMHbI [AOMKHO ObITb [JOKasaHo, 4TOObl rapaHTUMpoBaTb OTCYTCTBME CYLLECTBYIOLMX MNPOLIECCHBIX,
npouenypHbIX WM CUCTEMHbIX OWMOOK unu npobnem. [lo pesynbTatam paccrnefoBaHus onpefensioTcsa U
NpeanpYHMMAalOTCA COOTBETCTBYIOLLME KOPPEKTUpYoLWMe 1 (Mnn) npegynpexaatowme gencrams. ApPeKTMBHOCTb TaKnX
OEeNCTBUA [OIMKHA MPOBEPATLCA M OLEHMBATbCA MNPOM3BOAUTENEM B COOTBETCTBUM C MNPUHUMMNAMU yrNpaBrieHus
puckamu s Ka4yecTBa;

n) (Xv) BBOA, NEKAPCTBEHHBLIX CPEACTB B rpaXKaaHCKMIM 060pOT A0 BblAAa4M YNOMHOMOYEHHBIM NULIOM paspeLLeHuns
Ha BbIMYCK He AonyckaeTcs. YNOTHOMOYEHHOE NULI0 YAOCTOBEPSIET, YTO KaXaas cepusi ieKapCTBEHHOrO cpeacTea Obina
npou3BefeHa W MPOKOHTPONMpOBaHa B COOTBETCTBUM C TPEeOOBaHUSIMM PErncTPaLMoOHHOIO [OCbEe U HACTOSALLMX
Mpasun;

p) (XVi) npeanpuHATblie Mepbl obecneunBaloT Ka4ecTBO NeKapCTBEHHbIX CpeacTB B Te4HEHNE BCEro CPpOKa rogHOCTH
npn nx XxpaHeHun un nocnegyrvowem 06paLLl,eHVIl/I;

¢) (xvii) nmeeTcs npouenypa NpoBeaeHUs CaMOUHCNEKUMM U (MnK) ayguTa KayecTBa, B COOTBETCTBUMN C KOTOPOW

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 8 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

perynsapHo oueHuBatoTcs adhEKTUBHOCTb N MPUFrOAHOCTb hapMaL,eBTUYECKON CUCTEMbI KavyecTBa.

10. (1.5) PykoBoACTBO HeceT OTBETCTBEHHOCTb 3a Hanuume 3addeKkTMBHOW ¢hapMaLeBTUYECKON CUCTEMBI
KayecTBa, HeOOXO4MMbIX PECYPCOB, @ TakkKe 3a TO, YTO 0OsiI3aHHOCTU, OTBETCTBEHHOCTb W MOSTHOMOYUS ONpeneneHbl,
JoBefeHbl 40 CBeAEHUS KaxXgoro paboTHUKa M BbIMOMHAKTCHA BO BCEX NoApasgeneHmsx nponssogntens. PykoBoacteo
aKTMBHO y4yacTByeT B (hapMaLEeBTUYECKON CUCTEME KayecCTBa, YTO rapaHTMpyeT MOAAEPXKKY U 3aUHTEPECOBaHHOCTb
nepcoHana Ha BCEX YPOBHSAX M BO BCEX NoApasaeneHunsix npomsBoguTens B yHKUMOHMPOBaHMM hapMaLeBTU4ECKON
CUCTEMbI Ka4yecTBa.

11. (1.6) Heobxogumo npoBoanTb nepuognyeckne o63opbl PYHKLUMOHUPOBAHUS (hapMaueBTUHECKOW CUCTEMBI
KayecTBa C BOBJfIEYEHMEM B 3TOT MPOLECC PYKOBOACTBA ANSA NMOCTOAHHOIO YIyylleHMs NPOAYKLUMMK, NPOLIECCOB U CaMOM
CUCTEMBI.

12. (1.7) ®apmaueBTMYeckass cuctema kadectBa [OSKHa OblTb OOKyMeHTanbHO odopmreHa. Mpoussogutens
OOMKeH YTBEPOUTb PYKOBOACTBO MO KayecTBY WM aHanorMYHbIA OOKYMEHT, COAepXalui onvcaHue CUcTembl
yrNpaBrieHUs Ka4eCTBOM, BKITHOUYast OTBETCTBEHHOCTb PYKOBOACTBA.

OpFaHI/ISaLl,I/IFl npon3BoAcCTBa N KOHTPOIIA Ka4eCTBa
NEeKapCTBEHHbIX CpeacTB

13. (1.8) OpraHusaums Npou3BOACTBA W KOHTPONS KayecTBa JIEKApCTBEHHbIX CPEACTB SABMSETCA 4acTbio
yrnpaBrneHus KayecTBOM, KOTOpas rapaHTMpyeT, 4YTO MPOAYKUUSA MOCTOSIHHO MPOM3BOAMTCA M KOHTPOMMpyeTcs Mo
CTaHOapTaM KadecTBa, COOTBETCTBYWOLIMM e€e TMpedHasHadeHuto, a Takke B COOTBETCTBUM C TpeboBaHUsiMU
perncTpaumoHHOro 4ocke, NMPOTOKONa KNMHUYECKUX UCCnegoBaHum 1 cneumdmkaumm Ha 3Ty NPOLYKLUMIO.

14. OcHoBHble TpeboBaHua HacToswmx Mpasun:

a) (i) Bce nNpoM3BOACTBEHHbIE MPOLIECCHI OOMKHbI ObiTb pernaMeHTUPOBaHbl, [OOMKHbI CUCTEMATUYECKU
nepecMaTpmBaTbCs C Y4ETOM HAKOMMEHHOrO OMbITa, a TaKkke AOIMKHA NOATBEPXAATbCA UX CNOCOBHOCTL obecneyvmBaTb
NOCTOSIHHOE NMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB TPebyeMOoro kayecTsa B COOTBETCTBUM CO crieyudmkaumamu;

0) (ii) kpuTMyeckne cTtaguM NPOM3BOACTBEHHOrO MNpoLEecca WM CYLLECTBEHHbIE U3MEHEHUsI Mpouecca OOIDKHbI
NponTN Banugauuio;

B) (iii) gomkHbl ObITb 06ecneyeHbl HeobxoanMble YCrOBUS AN BbINONHEHUSA TpeboBaHMn HacToAwwmx [pasun,
BKMOYas Hanuuue:

Hagnexawmm obpa3om 06y4eHHOro nepcoHarna, MMeLero HeobxoaMmMyto kBanmdukaumio;
COOTBETCTBYHOLLMX NOMELLEHMI N NNOoLWaneun;

COOTBETCTBYOLLMX 060pYA0BaHNS U 0OCNYKNBAHWS;

COOTBETCTBYIOLLNX UCXOOHOIO ChIPbS Y YNAKOBOYHbIX MaTepuaros;

YTBEPXKAEHHbLIX NPOLIEAYP U UHCTPYKLUIA B COOTBETCTBUN C (hapMaLEBTUYECKON CUCTEMOW Ka4ecTBa;
COOTBETCTBYIOLLMX YCIOBUA XPaHEHMS N TPAHCMOPTUPOBKMY;

r) (iv) vHCTpykuMM u npouenypbl AOMKHbI OblTb KOHKPETHbIMW, W3MOXEHbl B MUCbMEHHOW ¢opme SCHO W
OOHO3Ha4YHO;

4) (V) nepcoHan gomkeH 6bITb 00yYeH Hagnexailemy BbINONHEHUIO NpoLeayp;

e) (vi) B mpouecce Npon3BoacTBa AOMKHbI COCTaBNATLCA 3anncy (PyKOMUCHBIM CMOCOBOM U (UNN) C MPUMEHEHUEM
TEXHWYECKNX CPeAcTB), AOKYMeHTanbHO MoATBepXaawwme aktuyeckoe npoBegeHne 3Ttanos, Tpebyembix
YCTaHOBMIEHHbIMW MEeTOAMKaMM N UHCTPYKLUMSAMM, a Takke TO, YTO KONMYECTBO M KayeCTBO NPOAYKLMM COOTBETCTBYIOT
YyCTaHOBMEHHbIM HOpMaM;
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X) (vii) OTKNOHEeHMs1 OOIMKHbl ObiTb OGYOPMIIEHBbI OOKYMEHTANbHO W paccriefoBaHbl C LENbi OonpeaerneHus
NPWUYNHBI OTKITOHEHWNS U OCYLLIECTBINEHUS COOTBETCTBYIOLLMX KOPPEKTUPYIOLWLMX U Npeaynpexaalowmnx AeiCTBUN;

3) (viii) gocbe Ha cepwito, BKMNOYas OOKYMEHTaUMIO MO peanu3auun, OOMMKHO NMO3BOSMSATb OTCMNEXWBaTh MOIHYH
NCTOPUIO NMPOU3BOACTBA CEPUM, COCTABNATLCS B MOHATHOW DOPME M XpaHUTbCS B JOCTYMHOW hOpME;

n) (ix) npy peanu3aumm nekapcTBeHHbIX CPeacTB HEOBXOAMMO CBECTU K MUHMMYMY BCE PUCKM AN UX KayecTBa U
yu4uTbIBaTb OpaBuia ONTOBON TOProBuv fieKapCTBEHHbIMY CpeacTBaMy ANS MeOULMHCKOTO NPUMEHEHNs <*>;

<*> [puka3 MuHUCTEpPCTBA 34paBOOXpaHEHNs U coumanbHoro pas3sutus Poccuickon depepaumm ot 28 nekabps
2010 r. N 1222H "O6 yTtBepxaeHun [MpaBun ONTOBOW TOProBNM NEKAPCTBEHHBIMWM CPEACTBAMW AN MEOULMUHCKOro
npuMeHenua" (3apernctpupoBaH B MwuHucTepcTBe toctuumm  Poccuinckon ®depepauum 4  despans 2011 r.,
perncTpaumoHHbin N 19698).

K) (X) BormkHa BbITb OpraHn3oBaHa cucTema OT3biBa MBON cepum nekapcTBEHHbIX CPeACTB 13 obpalleHus;

n) (xi) OOMKHbI paccMaTpUBaTLCA NPETEH3UM B OTHOLLUEHUM KauyecTBa pearnv3oBaHHbIX JIEKapCTBEHHbIX CPEACTB,
paccrnenoBaTbCs NPUYMHBI OEEKTOB U MPUHMMATLCA COOTBETCTBYIOLLIME Mepbl Kak B OTHOLUEHUM NEKapCTBEHHbIX
CPeACTB HeHaanexallero kayecTsa, Tak U Ana npeaoTepalleHns NogobHbIX cryyaes.

KoHTponb kayecTBa

15. (1.9) KoHTponb kayecTBa BkntodaeT B cebst 0TOop Npob, NpoBeAeHNE NCMbITAHUIA, MPOBEPKM HA COOTBETCTBME
TpeboBaHnsaM crneuudmkaumii, a Takke npouedypbl OpraHu3auvu, LOKYMEHTMPOBAHWS M Bbldayn paspelueHnss Ha
BbiNycKk. Llenb KOHTponsa kadecTBa 3aknoyaeTcs B HEAOMYLLEHUN K UCNONBb30BaHMIO UM peanusaumm Matepuanos Unm
nNpoayKunn, He yaOBMNEeTBOPAOLLMX YCTAHOBMNEHHbIM TpeboBaHMAM.

16. OCHOBHble TPeGOBaHNUSA K KOHTPOSO KayecTBa:

a) (i) HannumMe COOTBETCTBYIOLUMX MNOMELLEeHNA 1 obopydoBaHus, OBy4EeHHOro nepcoHana u yTBepXOEeHHbIX
mMeToauk Ansa otbopa npod, KOHTPONS U UCMbITAHUA MCXOLHOIO ChbIPbsl M YNAKOBOYHbIX MaTepuanos, NPOMEXYTOYHOWN,
HepacdacoBaHHOW 1M rOTOBOWM NPOAYKUUK, a Takke Npn HeoObXOAMMOCTM AN MOHUTOPWHIA YCNOBUIA NPON3BOACTBEHHOM
cpedbl B Lensx BbIMONHEHNs HacToawmx Mpasun;

6) (i) nposegeHne oTbopa Npob® WUCXOOHOrO Chbipbs W  YNAKOBOYHbIX MaTepuanoB, MPOMEXYTOYHON,
HepacgacoBaHHOW W TOTOBOWM NPOAYKUMM aTTeCTOBaHHbIM MEPCOHANoOM B COOTBETCTBMM C  MeETOAMKaMW,
YyTBEPXKAEHHBIMU NoApasaeneHnemM KOHTPOIsi KayuecTBa;

B) (iii) MeTOQUKM UCNbITaHWA AOIMKHbI ObITb BAaNMAUPOBaHbI;

r) (iv) coctaBneHue 3anmcen (PyKonMcHbIM CrocoboM 1 (Mnn) ¢ NOMOLLBI0 TEXHUYECKUX CPEACTB), AOKYMEHTarnbHO
NoATBEepXAawLwWwmx, YTo BCe Heobxoaumble MeponpuaThs Mo OoTbopy npob, KOHTPOMO M MeToAMKaM WCMbITaHWUN
AeNCTBUTENbHO NpoBeaeHbl. Bce oTknoHeHWs ohopMnATCa AOKYMEHTanbHO U paccrneayroTcs;

nO) (v) roToBas npogykuusi [OOMmKHa —copepxaTb dphapMaueBTUMYeckMe cybcTaHuuuM, COOTBETCTBYHOLLME
perucTpauvoHHOMY [0Cbe MO KaYeCTBEHHOMY W KONMMYECTBEHHOMY COCTaBy, a Takke UMeETb Tpebyemylo 4ucToTy,
HaZnexaLlyto ynakoBKy 1 NpaBuUnbHY MapKUPOBKY;

e) (vi) 3anucu, odopmMneHHble NO pe3ynbTaTam KOHTPOMSA W MCMbITAHUA WUCXOAHOrO CbipbS U YMAKOBOYHbIX
MaTepuanoB, MPOMEXYTOYHOW, HepacgacoBaHHOM W TOTOBOM NPOAYKUMKW, LOIMKHbI ObiTb COMOCTaBMEHbl C
TpeboBaHnsiMm cneundukaumn. OueHka MpoAyKUMM [OIbkHA BKModaTb 0630p U OLEHKY COOTBETCTBYHOLLEN
NPOM3BOACTBEHHOW AOKYMEHTALMN N OLLEHKY OTKIIOHEHWUI OT YCTAHOBMEHHbIX NMpoueayp;

X) (vii) HM ogHa cepusa NpoayKumMM He MOXeT BbITb BBeAeHa B rpaXkgaHCcKkMn obopoT A0 TOro, Kak YNnosTHOMOYEHHOoe
nMUO He YAOCTOBEPUT ee COOTBETCTBME YCTaHOBMEHHbIM TpeboBaHusiM cornacHo [Mpunoxenunto N 16 k HacToAWMM
MpaBunam;
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3) (viii) coxpaHeHMe [O0CTaTOYHOrO KONMMYECTBA KOHTPOJSIbHBIX 00pasL0B WCXOAHOIrO Cbipbs, YMNAKOBOYHbIX
mMaTepuanoB M rOTOBOW MPOAYKLUW, KOTOPOE MO3BOMWT Npu HeobXOAMMOCTM MPOBOAWTHL WCMbITaHus B Oyayuwem B
cooTBeTcTBMM C [NpunoxenHnem N 18 k HacToswmm [Npasunam. O6pasubl roTOBOM NPOAYKLUUN AOIDKHbI XPaHUTLCH B
OKOHYaTenbHOM yNnakoBKe, 3a UCKtoYeHem obpasLoB 6onbLInx o6bema, Macchl Unu rabapuTos.

O630p kavecTBa NPOAYKLMM

17. (1.10) [poussogutenb [JOMKeH perynspHo npoBoauTb 0630pbl kavyecTBa BCeX MpPOU3BeOeHHbIX
nekapCTBEHHbIX MpenapaTos, B TOM YMCIe NeKapCTBEHHbIX NpenapaToB, N3roTOBMSEMbIX TOMbKO Ha 3KCMOPT, C Lenbio
NOATBEPXAEHUSA NOCTOSHCTBA MMEIOLLLErocs npoLecca, CoOoTBETCTBMSA AENCTBYIOLNUM cneumduKkaumnsamM Kak Ha UCXO4HOoe
Cbipbe, Tak M Ha rOTOBYI MPOAYKUMIO, ONSA BbIABNEHUS TEHAEHUMW W YCTAHOBIEHUS BO3MOXHOCTW YMyudlleHUs
npodykumm un npouecca. Takme o630pbl JOMKHbI ObiTb 0POPMIIEHbI AOKYMEHTanbHO M MPOBOAMTBLCS, Kak Mpasunio,
eXerogHo C y4eToM npeapblayLumx o630pos.

18. O630phbI kKa4YecTBa AOMKHbI BKMOYaTh NO KparkHeW Mepe crieytoLuee:

a) (i) 0630p MCXOOHOro Cbipbs U YNAKOBOYHbIX MaTepuarioB, UCMONb3yeMbIX MPU NMPOU3BOACTBE, OCOBEHHO TeX,
KOTOpble MnoJlyd4eHbl OT HOBbIX MOCTaBLKWKOB, W OT.EleﬂbeII7I O630p npocnexmBaemMoctn uenm nocrtaBoOK
dapmaLeBTNYECKUX cybCcTaHuui;

6) (i) 0G30p KPUTMYECKMX TOYEK KOHTPOSNs B MpoOLEecce MNPOM3BOACTBA M pPe3ynbTaToOB KOHTPOSS FOTOBOWA
npoayKuuK;

B) (iii) o630p BCcex cepwuid, KOTOpble HE COOTBETCTBOBANM YCTAHOBIEHHLIM cneundukaumsm, n pesynbTaToB
COOTBETCTBYHOLUMX paccriefoBaHui;

r) (iv) 0630p Bcex CyLleCTBEHHbIX OTKMOHEHWI UM HECOOTBETCTBUN, 0630p CBA3AHHbLIX C HAMW paccriefoBaHuUmn,
3h(PEKTUBHOCTM M Pe3yNbTaTUBHOCTM NPEANPUHATBIX KOPPEKTUPYIOLLNX U NpeaynpexaatoLmx 4eNcTBUI;

D,) (V) 063op BCEX N3MEHEHWI, BHECEHHbIX B npouecchbl unn aHarmTndyeckmne meTognku;

e) (vi) 0630p nodaHHbIX, yTBEPXKOEHHbIX UMM OTKNOHEHHBIX M3MEHEHUI B perncTpaunoHHoe Aocke, a Takke 0630p
N3MEHEHW B JOCbe Ha NekapCTBEHHbIe Npenaparhbl, NpeHasHaYeHHble TONbKO AN 3KCnopTa;

X) (vii) 0630p pe3ynbTaToB NPOrpaMmbl MOHUTOPUHIa CTabUNBHOCTM U HEBNAroNPUSATHBLIX TEHOEHLUNIA;

3) (viii) 0630p BCeEX CBSI3AHHLIX C KAYECTBOM MPOAYKLIMM BO3BPATOB, MPETEH3UI 1 OT3bIBOB, @ TaKKe NPOBEAEHHbIX
B 9TO BPEMS paccrefoBaHui;

n) (ix) ob3op AoOCTAaTOYHOCTM MOObIX paHee nNPOBeOEHHbIX KOPPEKTMPYHOLWMX OEWCTBUA B OTHOLUEHMM
npounsBoacTea unv obopynoBaHus;

K) (X) 0630p NOoCTpEerncTpaunoHHbIX 00s3aTeNbLCTB npu noJsly4eHnn HOBbIX PerncTpaumOHHbIX y}J,OCTOBepeHMVI nnn
BHECEHWUW U3MEHEHUN B perncTtpaunmoHHoe OoChbe;

J'I) (Xi) COCTOAHNE KBaJ'IM(*)I/IKaLI,MM COOTBETCTBYHOLLNX O60py,EI,OBaHMF| N TeXHN4YeCKnxX cpeacrts, Hanpunmep, CUCTeMbI
Harpesa, BEHTUNAUUN N KOHONUMOHUPOBaHUA BO3ayXa, CUCTEM CHabXeHust BOOOW, CXaTbIMKU razamu;

M) (xii) 0630p NOObLIX A4OroBOPOB, yKa3aHHbIX B NyHKTax 237 - 255 HacToawmx Mpasun, ¢ Lenbio NOATBEPKAEHNS
NX COOTBETCTBUA AENCTBYOLWMM TpeboBaHMAM.

19. (1.11) B pamkax chapmaueBTUYECKOW CUCTEMbI KayecTBa MPOM3BOAMTENb U HOPUAMYECKOE NMLO, HA MMS
KOTOPOro BbiJAaHO PErucTpauMoHHOE yOOCTOBEpPeHME (ECNU OHU SBMASKTCA pPas3HbiMU  OpraHu3auusiMu), OOIDKHbI
oueHuBaTb pesynbTaTbl ob630pa KayecTBa MpoAykuMM W Aenatb BbIBO4 O HEOOXOOUMOCTU KOPPEKTUMPYHOLWMX WU
npegynpexgaowmnx AencTBUN UNM nNposefeHus noBTopHoW Banupauun. OormkHbl ObiTb paspaboTaHbl npouenypbl
ynpaBneHus 1 aHanusa Takux AencTBuiA; adhdEKTUBHOCTb 3TUX MpoLeayp AOoMmkHa ObiTb NpoBepeHa npu npoBedeHun
CaMOUHCMNEKLINIA.

20. O630pbl kKayecTBa MOXHO rpPyNNUPOBaTh MO BMAaM NpoayKkummn (Hanpumep, TBepAble NekapcTBEeHHblIe POPMbI,
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XnZKNe nekapcTBeHHble (DOPMbl, CTEPUSIbHBLIE JIEKAPCTBEHHbIE NPenapaThbl), eCiv 3TO Hay4YHO 06OCHOBAHO.

21. Ecrn ropungnyeckoe nnuuo, Ha MMA KOTOPOro BbliAaHO perncrtpaunoHHOEe yOoCToBepeHune, He -FABIAeTCA
npoussoauTenemM, Mexay YyKas3aHHbiIM J5nuuoM U npou3BoauTernieM  OOJKHO OblTb 3akNO4YEHO cornalleHue,
onpegendwwiee cCooTBeTCTByOLNe 00s1I3aHHOCTH CTOPOH B OTHOLLEHUN COCTaBJ1IEHUNA o630pa Ka4decTBa.

YnpaBneHve puckamu Ansa kayecTsa

22. (1.12) YnpaBneHue puckamu Ans kayecTsa ABMASETCS CUCTEMATU3NPOBAHHBIM NPOLIECCOM OLIEHKU PUCKOB AN
KayecTBa NeKapCTBEHHOIO CpeacTBa, X KOHTPONS, nepefayn MHopMauun, a Takke 063opa B OTHOLLEHUUN YKa3aHHbIX
pUCKOB. DTOT NPOLIECC MOXET NPOBOANTBLCSA Kak NePCNeKTUBHO, Tak U PETPOCMEKTUBHO.

23. (1.13) MpuHUMNbI yNIpaBneHUsa puckamu Ans KavecTsa:

a) (I) OUEeHKa PUCKOB 14 KadeCTBa OCHOBbIBAETCA Ha HAay4HbIX 3HaHUAX, OMNbiTe paGOTbI B OTHOLLUEHUN npouecca 1
B KOHE4YHOM c4eTe HarnpasJieHa Ha 3alluTy nauneHTa,

6) (ii) ypoBeHb ycunuii, doopmanmsauum n AoKyMeHTanbHOro ochopmIieHnst npolecca yrnpaBrneHus puckamm ans
KayecTBa COOTBETCTBYET YPOBHIO pUcka.

MEPCOHAI (I'TTABA 2)
MpuHLMN

24, OpraHusaums U YHKLUMOHWPOBaHWE Haanexaiwen cuctembl obecreyeHust kavyecTBa W Hagnexallero
NMpOM3BOACTBA NEeKapCTBEHHbIX MpenapaToB 3aBUCAT OT 4YenoBeyeckoro daktopa. [lo aTol npuyvMHe npousBoAUTErb
AN pelueHnst BCeX 3adad, 3a KOTopble OH OTBEYaeT, MMeeT [0CTaTOYHOE KOMWYECTBO KBanugULUPOBAHHOMO
nepcoHana. Kaxgbli pabGoOTHMK 3HAET U MOHWMaeT CBOM [OIMKHOCTHble 00SI3aHHOCTM, KOTOpble Heo6XxoauMo
OOKyMeHTarnbHO ochopMuTh. Becb nepcoHan 3HaeT nonoXeHus HactoAwmx MNpaeun, OTHOCSALWMECS K ero AeATEeNbHOCTH,
a Takke MNPOXOAUT MEepBUYHOE W Mocrenylolee HenpepbiBHOe OOy4YeHue, BKIYas WMHCTPYKTaXK MO BbIMNOMHEHUIO
MMrMeHNYecKnx TpeboBaHNI.

O6wume TpeboBaHus

25. (2.1) lNpousBoauTens OOMMKEH WMMeTb OOCTaTOMHOE KOMUYECTBO MepcoHana, UMmerLwero Heobxoanmyto
KBanuduvkaumio 1 onbiT paboTtbl. Kpyr AOMKHOCTHBIX 00A3aHHOCTEN KaXgoro paboTHMKA He JOImKeH ObiTb CIULLKOM
OBLMPHBIM, YTOObI MCKIMIOYNTL BO3MOXXHOCTb BO3HUKHOBEHMS PUCKOB A1 KaYecTBa NpoayKUmn.

26. (2.2) MNpowussoguTenb OOMKEH MMETb YETKYH OPraHU3aumMoHHYH CTPYKTYpY. [OmMKHOCTHblE 00s13aHHOCTM
paboTHMKOB, 3aHMMaIOLLMX OTBETCTBEHHbLIE [OSMKHOCTU, AOSMKHbI OblTb W3MOXEHbl B OOMKHOCTHBLIX MHCTPYKLMSX.
YKkasaHHble paboTHMKM OOMKHbI 0bnagaTtb MOSIHOMOYUSIMU, HEOOXOAMMBIMU AN BbIMNONTHEHUST BO3NOXEHHbIX Ha HUX
dyHKUMA. NX OOMKHOCTHbIE 06siI3aHHOCTU MOryT ObiTb NepefaHbl APYrMM Ha3HAYeHHbIM 3aMellatom paboTHMKaMm,
obrnagarwLwmm OOCTaTouHbIM YPOBHEM KBanuduvkaumu. Npu onpegeneHun OOIMKHOCTHLIX 0Osi3aHHOCTEW nepcoHana
npou3BoguTenbe He [OJPKEH [OMnyckaTb CryvyaeB HeOOOCHOBaHHOro AybnupoBaHus obsisaHHOCTEW W PyHKUMA
paboTHMKOB, a Takke Cny4daeB, korga kakme-nnbo o6a3aHHOCTU, CBA3AHHbLIE C BbIMNOSIHEHMEM TPEOOBaHUA HACTOSILLUX
MpaBun, okasbiBaOTCS HE 3aKPEneHHbIMU HW 33 OOHUM U3 PABOTHUKOB.

OTBETCTBEHHbIV NepcoHarn

27. (2.3) K oOTBETCTBEHHOMY MepcoHany OTHOCATCA pPYyKOBOAUTENb MNPOM3BOACTBA WM PYKOBOAUTENb
noapasgeneHns KOHTPOns KayecTBa, a Takke YNoNHOMOYeHHoe(ble) nmuo(a), ecnm NOsTHOMOYUSA YNOMHOMOYEHHOrO(bIX)
nvua (Nuu) He BO3MOXEHbl Ha PyKOBOAWUTENS MNPOM3BOACTBA W (MnM) pyKOBOAUTENSA noapasgeneHus KOHTPOons
kadyectBa. OTBETCTBEHHbIN NepcoHan [ofkeH paboTaTb, Kak MpaBuiio, Ha YCMOBMSX NOMHOro paboyero BpeMEHW.
PykoBogutenu npovsBoacTBa U noapasgenieHnst KOHTPOns KavecTBa OOMKHbI ObiTb He3aBUCUMbI Apyr OT Apyra. [Ans
npounssoanTenen, SBNsIWUXCA KPYMHbIMU OpraHn3aumsMm, YacTb 06s3aHHOCTEN, NpegyCMOTPeHHbIX nyHkTamn 30 - 32
HacToswwx [Npasun, gonyckaeTcs nepeaasaTb APYrMM paboTHUKaM.

28. (2.4) O643aHHOCTM YNOMHOMOYEHHOrO nuua:
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a) (a) ynonHOMOYEHHOE §nMUO [AOMDKHO MNOATBEpAWTb, YTO Kakgas Cepusi JeKkapCTBEHHbIX CpeacTB,
npounsBeneHHaas B Poccuickon depepauuun, npousBedeHa U UCMbITaHA B COOTBETCTBUM C  OENCTBYHOLLUM
3akoHodaTenscTBOM Poccuickon denepaunm n TpeboBaHUs MU permcTpaLMoHHOro A0ChHE;

6) (b) B OTHOWEHWM neKapCTBEHHbIX CPEACTB, BbIMyLIEHHbIX 3a npegenamu Poccuinckon ®egepauun,
YMOSTHOMOYEHHOE LU0 AOMKHO NOATBEPAWTb, YTO Kaxkaasd MMMopTMpyeMasi cepvst NMPOAYKLUUWM MpoLuna NpoBepKy B
nopsigke, yctaHosrneHHoM B Poccuiickon ®eagepaunu;

B) (C) yNONHOMOYEHHOE NNLIO OOMKHO AOKYMEHTANbHO NOATBEPANTb, YTO NPOLECC NPOM3BOACTBA OCYLLECTBIIEH B
COOTBETCTBMM C HacToAwumu lNMpaBunamm, a Takke yOOCTOBEPUTb Nepen Bbldadeln KaXkaoro paspelleHus Ha BbInyck,
YTO Kaxkgasd cepwvsi MpoayKumMu npomssedeHa u (Mnm) ucnbelTaHa B COOTBETCTBUM C TpeboBaHMAMM perncTpaLmoHHOro
aocee.

29. Keanudwukauusa ynorHOMOYEHHOrO 5nuvua [OIPKHAa COOTBETCTBOBaTb TPebOOBaHUSAM, YCTAHOBMEHHbLIM
3akoHofartenbcTBom Poccuiickon ®egepaumn. YNONHOMOYEHHOE NNLIO AOMKHO COCTOATh B WTaTe npoussoautens. Ero
0053aHHOCTN MOTYT ObITb NepeAaHbl TONIbKO APYroMY YNOSIHOMOYEHHOMY(bIM) nuuy(am).

30. (2.5) OcHoBHble 0653aHHOCTM PYKOBOANUTENS NPOU3BOACTBA:

a) (i) obecneunBaTb NPOM3BOACTBO N XPaHEHME NPOOYKLMN B COOTBETCTBUN C YTBEPXKAEHHOW JOKYMEHTaunen ans
JOCTUMXEHUs HEOBXOAMMOro Ka4yecTBa;

6) (i) yTBEpxgaTb WHCTPYKUMM, KacalwLwMecs NPOM3BOACTBEHHbLIX Onepauun, u obecneynmBaTb WX TOYHOE
BbIMNOMNHEHNE;

B) (iii) obecneynBaTb OLEHKY M NOANNCaHWE NMPON3BOACTBEHHbBIX 3anMCen YNONTHOMOYEHHbLIM Ha 3TO NepCcoHarom
nepen ux nepegadven B nogpasgeneHne KOHTpons KayecTBa;

r) (iv) koHTponupoBaTb paboTy MNOAYMHEHHOrO CTPYKTYPHOrO noapasgeneHunsl, cogepXaHue MnoMeLLeHNn,
aKcnnyaTaumio n TexHnyeckoe obecnyxusaHne obopynoBaHus;

4) (v) obecneynBaTb NpoBeAEHNE COOTBETCTBYIOLLEN Banuaaunm;

e) (vi) obecneumBaTb npoBeAeHME HEOOXOAMMOro MEPBUYHOTNO W MOCMEAYILEro HenpepbiBHOrO 00y4eHus
nepcoHana nog4YvMHeHHOro CTPYKTYPHOro nogpasaeneHust.

31. (2.6) OcHOBHble 06513aHHOCTM PyKOBOANUTENSA NoApasaeneHnst KOHTPOs kadecTBa:

a) (i) opobpsATb MNU OTKMNOHATb WMCXOOHOE Chbipbe, YMaKOBOYHbIE MaTepuarnbl, a Takke MNPOMEXYTOYHYIO,
HepacacoBaHHY0 1 rOTOBYIO MPOAYKLNIO;

0) (ii) oueHMBaTb OOCbE Ha Ceputo;
B) (iii) obecneunBaTb NpoBeaeHNe BCEX HEOOXOOUMbIX UCMbITAHWUIA;

r) (iv) yTBepxgaTb cneumndumkaummn, MHCTPYKUMM No oTbopy npob, MeToabl UCMbITAHUI 1 gpyrue npouenypbl No
KOHTPOIO Ka4yecTBa;

) (V) yTBepxaeHue 1 MOHUTOPUHI UCMOMNHUTENEN NO JOroBopaM, ykasaHHbIM B nyHkTax 237 - 255 HacToswmx
MpaBun (McnbiTaHMA NO KOHTPaKTY);

e) (vi) koHTponupoBaTb pabOTy MNOAYMHEHHOrO CTPYKTYPHOrO nogpasfeneHnd, coaepXaHue MNoOMeLLeHUn,
aKcnnyaTaumo 1 TexHnyeckoe obcnyxmaHne o6opynoBaHUS;

X) (vii) obecneunBaTb NpoBEAEHNE COOTBETCTBYHOLLIEN BanMaaumy;

3) (viii) obecneumBatb npoBegeHMe HEOBGXOAMMOrO MEPBMYHOrO U MocredyloLero HenpepbiBHOrO 06yyeHust
nepcoHana Nnog4MHeHHOro CTPYKTYPHOro NnoapasaeneHus.

32. (2.7) PykoBoguTtenu npou3BoAcTBa W noapasgeneHvs KOHTpomns kavecTBa MMerT obliue nnm COBMECTHO
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BbINOJTHsIEMble 0653aHHOCTU, OTHOCSLLMECS K KAYeCTBY, KOTOPbIE BKITOYalOT B ce0sl, B YAaCTHOCTU, CriedytoLee:
yTBepXOeHne npoueayp v Apyrux AOKYMEHTOB, BKIOYas BHECEHWNE U3MEHEHUI B HUX;
MOHWUTOPWHT 1 KOHTPOIb NMPOW3BOACTBEHHON Cpeabl;
KOHTPOIb NPOV3BOACTBEHHON MMINEHbI;
Banvaaumio NpoLeccos;
oby4eHne nepcoHana;
yTBEPXXOEHNE Y MOHUTOPWHTI NMOCTaBLLUMKOB MCXOAHOIO Cbipbsi M YNAKOBOYHbIX MaTepUaros;

yTBEPXOAEHME Y MOHUTOPUHI UCNONHUTENEN NO AOroBOopaM, yKasaHHbIM B NyHkTax 237 - 255 HacToawmx MNpasun
(KOHTPaKTHbIN MPOU3BOANTEND);

onpeneneHne u MOHUTOPUHT YCIOBUIA XPaHEHUS UCXOOHOMO Cbipbsi U MPOAYKLUNM;
XpaHeHue 3anunce;
MOHUTOPWHI COOTBETCTBUS TpeboBaHusaM HacTosAwmx MNpasun;

NpoBEpPKy, uUccrnenoBaHne U B3sTUe Npo6 B LENsX MOHUTOPMHra (hakTopoB, CMOCOGHbLIX BNUATb Ha KayecTBO
NpoAyKUMn.

OGyueHune

33. (2.8) Mpowussoagutenb pomkeH obecneuntb obyyeHWe nepcoHana, AOIMKHOCTHble O00S3aHHOCTU KOTOPOro
npegnonaratoT npebbiBaHWe B NPOM3BOACTBEHHbLIX 30HAaX MMM KOHTPOIbHbLIX nabopaTopusix (BKMOYas TEXHWUYECKUA U
obcnyxmBalLWMin nepcoHarn, a Takke paboTHMKOB, NPOBOAALLMX YOOPKY), @ Takke ApPYroro nepcoHana, AeaTernbHOCTb
KOTOPOro MOXET OKasaTb BIIUSHNE Ha Ka4yeCTBO NPOayKUMMU.

34. (2.9) Kpome OCHOBHOro 0Oy4eHWsi, BKIIOYAIOLLEro TEOPUIO M MPaKTUKy MPUMEHEHUs HacToswmx [Mpaswun,
BHOBb MPWHSATbIE HA paboTy pabOTHUKM AOMKHLI MPONTU NEPBUYHOE OOyYeHME B COOTBETCTBUM C 3aKPENEHHbIMU 3a
HUMK 06si3aHHOCTAMK. Mpon3BoaUTEND AOMKEH Takke NPOBOAUTL NMocreayroLLee HenpepbiBHOE 0byyYeHne nepcoHana,
NePUOANYECKM OLIEHMBAsI Er0 NpaKTUYeckyto acpdekTMBHOCTL. OByyYeHne nepcoHana AoMKHO NPOBOAUTLCS MO YYEOHbIM
nporpamMmmam, yTBepKAeHHbIM COOTBETCTBEHHO PyKOBOAMUTENeM Npou3BOACTBa NMGO pykoBoauTeneM noppasfaeneHus
KOHTpOnsi KayecTBa. MNponseoanTenb 06s13aH XpaHUTb AOKYMEHTaLMI0 O NpoBeaeHnn 0by4eHus.

35. (2.10) MNMepconan, paboTatolwmii B 30HaX, rAe KOHTaMMHaUUSA NpeacTaBnAeT OnacHOCTb, HanprMMep, B YUCTbIX
30Hax WM B 30Hax paboTbl C BbICOKO aKTMBHBIMW, TOKCUYHBIMW, WHMUUMPYIOWMMU WU CEHCUOMIM3NPYIOLLUMU
BELLEeCTBaMM, LOMMKEH NPONTK cneunansHoe obydeHue.

36. (2.11) NoceTuTenun unn He npowwepwme obyveHne paboOTHUKM HE AOMKHbI JOMYCKATbCsl B NPOM3BOACTBEHHbIE
30HbI M 30HblI KOHTpONs kadectBa. [lpy HeOOGXOOUMOCTM MOCELEHMS [OaHHbIX 30H YKa3aHHble nuua OOSKHbI
npeaBapuTENbHO MPOWTU MHCTPYKTaX, B 4aCTHOCTM, MO MpaBuiiam JIMYHOW TUIMEHbI U UCMOJIb30BAHUIO 3aLLUTHOM
ofexabl. 3a aTMMK NuuamMm SOMKHO OCYLLECTBAATLCA T aTenbHOoe HabnoaeHve.

37. (2.12) Mpun oOy4eHUM [OMKHBI NOAPOOGHO pPas3bACHATLCA UM 0OCYXOATbCHA Kak MNpuHUUNbLl obecrneveHus
KayecTBa, Tak 1 BCe Mepbl, yry4llatoLme Nx MOHNMaH1e N OCyLLEeCTBIEHME.

M'Mrmena nepcoHana

38. (2.13) lNpousBoguTenb AOMKeH paspaboTaTb M BHEOPWUTb KOMMMEKC MEePOnpUsATMI MO NPOU3BOLCTBEHHOW
rMrMeHe ¢ y4eTom 0COBEHHOCTEN KOHKPETHOrO NMPOU3BOACTBA. YKa3aHHbIA KOMMIIEKC MEPONPUSITUA OOIKEH coaepXaTb
npouenypbl, kacawwmecs cobnogeHns TpeboBaHWI K COCTOSHMIO 300POBbS, CaHUTAPHbLIX NpaBuid U TpeboBaHUA K
ogexae nepcoHana. Kaxapii paboTHUMK, OOIMKHOCTHbIE 006S3aHHOCTM KOTOPOro npegnonaraloT npebbiBaHWe B 30HaX
NPOM3BOACTBA M 30HAX KOHTPONS KayecTBa, AOJDKEH MOHMMATb M CTPOro cobntogaTb 3TM npoueaypbl. PykoBoaawmm
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rnepcoHan HeceT OTBETCTBEHHOCTb 3a BbIMNOMHEHWE MepcoHanoM npaBumn FMWYHOM TUMMEHbI M OpraHu3aLuio
HeobxoaMMoro obyyeHus.

39. (2.14) Jlvua, npuHMMaemble Ha paboTy, AOMKHbI NPOWTU MeAMUUHCKMN ocmoTp. [pousBoauTens obssaH
YyTBEPOUTb MHCTPYKUMKM, obecnevmBaioLme ero 0CBe4OMMEHHOCTb O COCTOSIHUM 3[10POBbS NEPCOHana, KoTopoe MOXeT
NOBMNMATb Ha KayecTBO npoaykumun. lNocne nepBUYHOrO MEeAMUMHCKOro OCMOTPa AOSMKHbI MPOBOAWUTLCS perynsipHble
nocregyowmne MeanLMHCKMe OCMOTPbI NepcoHana.

40. (2.15) [lpousBoauTenb [OMMKEH NpeanpuHATb Mepbl, obecneyuBalowmMe HegonylweHve nuy
WHMEKLUMOHHBbIMY 3ab0NeBaHNsSMMU UMK OTKPbITbIMWA MOBPEXAEHUSIMU Ha OTKPbITbIX y4acTkax Terna K Npou3BOACTBY
neKkapCTBEHHbIX CPeaCTB.

41. (2.16) Jlnua, Bxogswme B NpOM3BOACTBEHHbIE 30HbI, AOMKHBI HOCUTb 3aLLUUTHYIO OAEXAY, COOTBETCTBYHOLLYHO
BbINOSTHAEMbIM B 3TUX 30HAX onepawusm.

42. (2.17) B npou3BOACTBEHHbIX 30HAX W 30HaX XPaHEHWsl 3anpeLlarTcs NpUeM MULLM, NUTbE, XEBAHWE WK
KypeHue, a TaKKe XpaHeHWe MULLEBbIX MPOOYKTOB, HAanMUTKOB, TabayHbIX W3JENMA U JIMYHbIX JIEKapCTBEHHbIX
npenapaTtoB. He pgonyckaetca nobas OeaTenbHOCTb, Hapyllakwas YCTaHOBIMEHHbIE TUrMeHuveckme TpeboBaHus B
NPON3BOACTBEHHBIX U APYTMX NOMELLEHMAX, KOTOpasi MOXET oKa3aTb OTpuLaTenbHOE BMSAHUE Ha KA4eCTBO NPOaYKLUN.

43. (2.18) Heobxogmmo nsberaTe HEMOCPEOCTBEHHOIO KOHTAKTa PyK NepcoHarna ¢ OTKPbITON NPOAYKUUEN, a TaKkKe
¢ nobown yacTbio 060pyaOBaHMS, KOHTAKTUPYIOLLIEN C MPOAYKLUMEN.

44.(2.19) MNepcoHan JoMmKeH NPOUTM MHCTPYKTaX MO NpaBunam MbiTbs PyK.

45. (2.20) CneuumanbHble TpeboBaHUS K TUIMEHe MnepcoHana, 3aHATOro Ha MnpoM3BOACTBE 0COObIX rpymnn
NpoAyKUUM (Hanpumep, CTEPUIbHbIX NTEKapCTBEHHbIX NpenapaTos), oTpaxeHsbl B [punoxeHnn N 1 n MpunoxeHnn N 5 k
HacToswmMm [Npasunam.

MOMELLEHMA 1 OBOPYOOBAHUE (I'TIABA 3)
MpuHUMN

46. TlomeweHns wn obopygoBaHMe HeobxoouMO pacnonaratb, MPOEKTUPOBaTb, CTPOUTb, OCHaLlaTb U
3KCNnyaTupoBaTb Takum o06pa3oM, 4YTOObl OHWM COOTBETCTBOBaNM NPOBOAMMBIM oOnepauusM. WX nnaHupoBoyHoe
pelleHne 1 KOHCTPYKLUMS OOMKHbI CBOAUTL K MUHMMYMY pUCK OLIMBOK 1 obecneynBaTb BO3MOXHOCTb 3((EKTUBHOM
OUUCTKM U OBCNYXMBaHUSA B LIENSAX UCKIIOUYEHNS NEPEKPECTHOW KOHTaMUHALUMKU, HAKOMMEHUS MbIN UNK TPsA3n 1 MobbIx
HebnaronpuATHbLIX (hakTOPOB ANs KayecTBa NPoaYyKLUM.

MNomelleHus
Obwume TpeboBaHus

47. (3.1) MNpun ycnoBun cobniogeHnss BCex Mep Mo 3aliMTe NPOU3BOACTBA OKpyXKawllias cpeda MNOMELLEHWN
OOJKHa npeacTaBnATb MUWUHUMAanbHbIN PUCK KOHTaMWHaUnn matepuanos U NpoayKkunn.

48. (3.2) Okcnnyatauusi, NpoBeAEHME TEXHUYECKOrO OOCNYyXMBaHUA W PEMOHTA MOMELLEHUA He LOJIKHbI
OKasblBaTb OTpMLATENBHOIO BIIMSHUSA Ha KayecTBO MNPOAYKUUKW. YOopka W [e3nHMEKUUA MOMELLEHUA OOSKHbI
NPOBOAMTBLCS B COOTBETCTBUM C NOAPOOHLIMU MHCTPYKLMSMU, YTBEPXKOEHHBIMU MPOU3BOANTENEM.

49. (3.3) OcselleHue, TemnepaTypa, BMaXHOCTb WM BEHTUNAUMSA AOMKHbI COOTBETCTBOBATb Ha3HAYEHMUIO
NMOMELLIEHNSI U He OKa3blBaTb NMPSIMOrO WINKN KOCBEHHOrO HEOMNAronpUSATHOrO BO3AEWCTBUS HA NEKapCTBEHHbIE CpeacTBa
BO BPEMSs UX NMPOU3BOACTBA M XpaHEHUS, a TaKkke Ha Hagnexawee PyHKUMOHNPOBaHMe 06opyaoBaHuS.

50. (3.4) MNpwn npoekTMpoBaHWM W 3KCMfyaTauun MoOMeLeHnn AomkHa ObiTb obecneyeHa 3awmTta OT
NPOHUKHOBEHWUS B HUX HACEKOMbIX UMW XUBOTHbIX.

51. (3.5) B nomeLlleHnss He gonyckalTcsa Nvua, He MMeroLwme npaBa AocTyna B HUX. [1pon3BOACTBEHHbIE 30HbI,
CKNafCKMe 30Hbl M 30Hbl KOHTPOMS KadecTBa He OOSMKHbl UCMONb30BaTbCA AN CKBO3HOrO Mpoxoda nepcoHana, He
paboTatoLLero B HUX.
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npOI/I3BOJJ,CTBeHHaFI 30Ha

52. (3.6) Ons MMHMMM3auMM puUCKa ANS 340POBbs JoAen BCNeacTBUME MNEPEKPECTHOW KOHTaMuHaLMK npwu
NPOn3BOACTBE HEKOTOPbIX fEKAapCTBEHHbIX MpenapaTtoB, TakMX Kak CeHcubunuaumpylowme BellecTBa (Hanpumep,
NEHUUUNNKUHBLI) WU BuonorMyeckne nekapcTBeHHble npenapaTtbl  (Hanpumep, W3 KMBbIX MUKPOOPraHU3MOoB),
HeoOXoOMMO MpedycMOTPEeTb cneumanbHO MpefHasHavyeHHble M 00ocobneHHble MnoMmelleHusi, obopydoBaHWe W
cpenctesa Mx obcnyxvBaHus. B OgHUX U Tex Xe MOMELLEHMAX He OOMyCcKaeTcsl NMPOM3BOACTBO OTAENbHbIX BUAOB
aHTUONOTUKOB, OnpeaerieHHbIX FOPMOHOB, LIUTOTOKCUHOB, BbICOKO aKTMBHbLIX IEKAPCTBEHHBLIX CPEACTB U NMPOAYKLUMM, He
ABNSAOLLENCS NEKAapCTBEHHbIMU CcpeacTBaMn. B MCKNOUMTENbHBIX Cryvasx MNpPOM3BOACTBO TaKMX JIEKAPCTBEHHbIX
CpPeAcCTB AoMycKaeTCa B OAHMX MOMELLEHMAX MpU pasfeneHun LMKNOB NpoM3BOACTBA MO BPEMEHM C cobrnogeHnem
crneumanbHbIX Mep NPeaoCTOPOXHOCTU U NPOBEAEHNEM HEODXOANUMOWN BanuaaLlumn.

53. 3anpeljaeTca NPOU3BOACTBO S0B TEXHUYECKOTO HasHauYeHWUsl, TakMX Kak nectuumabl U repbuunabl, B
MOMELLIEHUAX, UCMONb3yeMblX AMns NPOM3BOACTBA NEKapCTBEHHbLIX CPEACTB.

54. (3.7) TNnaHMpoBO4YHbIE pELUEHMST MOMELLEHMI OOIMKHbI 06ecneynBaTh BbIMONIHEHME TPeOOBaHUIM K YPOBHIO
YACTOTbI W, TMPU  HaMUYUMM  BO3MOXHOCTW, [OJDKHbI COOTBETCTBOBaTb  JIOTMYECKOM MOCNEe4oBaTENIbHOCTU
NPOM3BOACTBEHHbIX Onepaumn.

55. (3.8) MNMnaHnpoBoYHbIE PeLIEHMS NPON3BOACTBEHHBIX 30H U BHYTPUMNPOM3BOACTBEHHbIX 30H XPaHEeHNs OOMKHbI
obecneunBaTtb nocrnegoBaTternisHOe U NOrMYHOE pasmellleHne obopydoBaHUs U maTepuarnos, cBogsiiee K MUHUMYMY
PUCK MepenyTbiBaHUA pPasfUYHbIX NEKApCTBEHHbIX CPEACTB WM UX KOMMOHEHTOB, obecrneuyvBatollee OTCyTCTBUE
NepeKkpecTHON KOHTaMUHaLMN U CBOASLLEE K MUHUMYMY PUCK MPOMycka WUin HEMPaBUITbHOMO OCYLLECTBIEeHMs ftoboro
aTana npv NPOM3BOACTBE UMW KOHTPOre.

56. (3.9) B nomMeLleHnax, B KOTOPbIX MCXOOHOE Cbipbe U NEepBUYHbIE YNAKOBOYHbIE MaTepuarbl, MPOMeXyTovHas
unn HepacdacoBaHHasd NPOAYKUMA MOABEPXKEHbI BIIMAHMIO MPOU3BOACTBEHHOW Cpefbl, BHYTPEHHWE MOBEPXHOCTU
(CTeHbl, Nonbl U MOTONKN) OOIMKHbI ObITb rmagkumu, 6e3 Wwenen n TpewmH Ha CTbikax, He LOMKHbI BblAeNATb YacTul, a
TakKe JOIMKHbI NErko U 3PEKTUBHO oumLaTLCS U NPU HEOOXOAUMOCTU Ae3MHPULMPOBATHLCA.

57. (3.10) TpybonpoBoabl, OCBETUTENbHbIE NPUOOPbLI, BEHTUNSALWOHHBLIE YCTAHOBKM W ApPYrMe CUCTEMBbI
o6CcnyXmMBaHMsa OOMKHbI OblTb CNPOEKTUPOBaHbI M PacnonoXeHbl Takum obpas3om, 4Tobbl He Obino yrnybneHun,
3aTPYAHAOWNX MX OYMCTKY. [lpy HannumMm BO3MOXHOCTM AOCTYN K HUM Onsi OOCNyXMBaHWS OOIMKEH ObITb M3BHE
NPON3BOACTBEHHBLIX 30H.

58. (3.11) To4kn NOAKMHOYEHUS] K KaHaNMU3aLMOHHbIM CTOKaM [AOMKHbl OblTb COOTBETCTBYIOLLUX pPa3MepoB WU
o6opynoBaHbl yCTPOMCTBaMK AN NpefoTBpalleHusa obpaTHoro noTtoka. pu HanmMumMm BO3MOXHOCTU crnegyeT n3beratb
OTKPbITbIX CINMBHBLIX XenoboB. Ho ecnu cyuwectByeT HeEOOXOAMMOCTb WX MWCMOSNb30BaHUS, OHW OOMKHbI ObiTb
Hernybokummn gnsi obnerdeHnst OYNCTKM U OE3UHPEKLMN.

59. (3.12) B npon3BOACTBEHHbIX 30HaX AOMKHA UCMNOMb30BaThCA APPeKkTUBHaAA cucTeMa BEHTUNALUKN, UMetoLLas
cpencTsa Ans KOHTPOSA NapameTpoB Bo3ayxa (BKNoyas TemnepaTtypy 1, rae Heobxo4MMo, BNaXXHOCTb M ounbTpaLmio)
B 3aBUCMMOCTU OT BbIMyCKaeMow NpOAYKLMM, BbIMOJTHSAEMbIX ONepaLmii U OKPY>KatoLLLEN cpeapl.

60. (3.13) B3BelumBaHne NCXOLHOrO Chipbsl, KAk NpaBuUIio, OCYLLIECTBRASETCA B OTAENbHOM, NpeAHasHa4YeHHoM Ans
3TOro NOMELLIEHUN.

61. (3.14) B Tex cnyyasx, korga npoucxoaut obpasoBaHuwe nbiNu (Hanpumep, BO BpeMst OTbopa npob,
B3BELUMBaHWNSA, CMeLUMBaHWS, NMPOU3BOACTBEHHbLIX Onepauui, YNnakoBKM CyxXOW MNpPOAYKUWUW), OOIMKHbI ObiTb MPUHSATHI
cneuvanbHble Mepbl NPELOCTOPOXHOCTM B LENAX NpeaynpexneHus MNepekpecTHOW KOHTamuHaumm 1 obrneryeHus
OYUCTKM.

62. (3.15) MNomeLleHnss ona ynakoBKM NEKapCTBEHHbIX CPeACTB AOSMKHbI ObiTb crneuuanbHO CNpoeKTUPOBaHbl K
pacnonoxeHbl Takum obpa3som, 4Tobbl nsbexaTb nepenyTbiBaHWSA UMW NEPEKPECTHON KOHTaMUHaLUNW.

63. (3.16) MNpon3BoACTBEHHbIE 30HbI JOIMKHBI BbITh XOPOLLO OCBELLEHbl, 0COBEHHO B MecTax, rge npoBOAMTCSA
NOCTOSIHHbIN BU3YyarbHbIA KOHTPOSb.

64. (3.17) KoHTponb B npoLecce Npou3BOACTBA MOXHO MPOBOAUTbL B MPOM3BOACTBEHHOM 30HE, €CNU 3TO He
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co3gaeT pucka Ans TEXHOMorM4yeckoro npotecca.
Cknapgckue 30Hbl

65. (3.18) Cknagckve 30Hbl OOMKHbI UMETb BMECTUMOCTb, AOCTATOYHYIO AN YNOpsOOYEHHOro XpaHeHus
pasnuyHbIX KaTeropui matepuarnoB U NPOAYKUUW: UCXOAHOrO ChipbS U YNAKOBOYHbLIX MaTepuarioB, NPOMEXYTOYHOM,
HepacacoBaHHON M FOTOBOM MPOAYKLMM, a TakkKe NpOoayKUMN, HaXOOALWENCA B KapaHTUHE, NPOaYKUMK, paspeLLeHHOom
Ons BbINyCKa, OTKNOHEHHOW, BO3BPAaLLEHHOW UM OTO3BaHHOWN.

66. (3.19) lNpy NpOEKTMPOBaHUM U OCHALLEHUWU CKMaACKUX 30H Heobxoaumo npedycMaTpvBaTth Hagnexaiime
ycnoBus xpaHeHus. Cknaackme 30Hbl JOIDKHbI ObITb YACTBIMU U CYXMMU, B HUX OOIDKHA NOAAEpXuBaTbcs Tpebyemas
TemnepaTtypa. Ecnm TpebytoTcsi cneuuwanbHble YCMOBUMS XpaHeHust (Hanpumep, Temnepartypa, BIaXHOCTb), TO
HeobxoaMmMo obecneunBaTb N MPOBEPSTb TAKME YCIOBMS, a TAKKE OCYLLECTBMASATb X MOHUTOPUHT.

67. (3.20) B mecTtax npuemku m OTrpy3kn AormkHa ObiTb obecrneveHa 3alimMTa MCXOZHOIO Chipbsl, YNAKOBOYHbIX
mMaTepuanoB ¥ NpPoAyKUUW OT BO3AENCTBUSA MOrOAHbIX YCHOBUW. 30HbI NPUEMKN AOSMKHbI ObiTb CNPOEKTUPOBaHbI U
obopyaoBaHbl Takum 0ob6pas3om, 4TOOblI Tapy C MOCTYNalLMMW WUCXOOHbIM CbIpbeM W YNaKOBOYHLIMW MaTepuanamu
MO>HO ObINO ounwaTh Nepen cknagnpoBaHueMm.

68. (3.21) Ecnn pexum kapaHTMHa obecnednBaeTCsi XpaHEHMEM NPOAYKLUMU B pa3fesibHbIX 30HaX, TO 3TU 30HbI
OOMXKHbI BbITb 4YeTKO ODO03HayeHbl, a LOCTYN B HUX pa3pelleH TONbKO MepCoHany, MMeKLEMY COOTBETCTBYHOLLME
nonHomouus. Jliobas gpyras cuctema, 3ameHsiollas PU3NYECKMI KapaHTUH, OOIMkHA obecneynBaTb 9KBMBANEHTHYIO
BesonacHoCTb.

69. (3.22) OT60p NPOG MCXOQHOrO Chipbsi U MEPBUYHBIX YMAKOBOYHbIX MaTepuasnoB, Kak npaBwuio, cnegyet
BbINOMHATE B OTAEeNbHOM 30He. OT6op Mpob, OCyllecTBMAsieMbli B 30HE XpPaHEHWs, JOMKEH MPOBOAUTBLCA TaKUM
o6pa3oM, 4TOObI NPeaoTBPaTUTE KOHTAMMHALMIO NI NEPEKPECTHYHO KOHTaMMHALMIO.

70. (3.23) Ons xpaHeHusi 3abpakoBaHHbIX, OTO3BaHHbLIX UMM BO3BPALLEHHbIX UCXOLHOMO Chipbsi, YNAKOBOYHbIX
MaTepuanoB UNU NPOaYKUUW OOIMKHbI ObITb NpegyCMOTPEHbI N30NMPOBaHHBLIE 30HbI.

71. (3.24) BblCOKO aKkTVBHble BelLlecTBa W NeKapCTBEHHble CpeacTBa, B OTHOLIEHMU KOTOPbIX HOPMaTUBHbIMU
npaBoBbIMK akTamu Poccuiickon depepaumm yCTaHOBMEHbI crieumarnbHble YCNOBUSA XpaHeHUs, AOIDKHbI XPaHUTLCH B
6e30nacHbIX M 3aLUMLLEHHBIX 30HaX.

72. (3.25) JomkHo 6bITb 06ecneveHo H6e3onacHoe U HageXHoe XpaHeHWEe NeYvaTHbIX YNakoBOYHLIX MaTepuaros,
TaK KaK OHM CHUTAKTCA KPpUTUYECKMMW ONA obecnevyeHnss cOOTBETCTBUSA NNeKapCTBEeHHOro cpeactea yCTaHOBJI1E€HHbIM
TpeboBaHusM.

30HbI KOHTpONA KayecTBa
73. (3.26) JTabopaTopun KOHTPOMS KayecTBa OOIMKHbI OblTb OTAENEHbI OT NPOM3BOACTBEHHbLIX 30H. ATO OCOBEHHO
BaXHO Ana nabopaTopuMin MO KOHTPOMK OMONOrMYEecKUX M  MUKPOOMOMOTMYECKMX FeKapCTBEHHbIX CpeacTB W
pagMon30TOMNOB, KOTOPbIE TaKKe A0MKHbI OblTb OTAENEHbI APYr OT Apyra.
74. (3.27) KoHTpomnbHble nabopatopum [OMKHBI ObiTb CMPOEKTUPOBaHbI TakMM 0Opas3oM, 4TOObl OHWU
CcoOTBETCTBOBaNy TpeboBaHUAM K BbINOMHSAEMbIM B HUX paboTam. MNnowane nabopatopuit gomkHa GbiTe 4OCTATOYHON
ONst UCKIMIOYEHWS NepenyTbiBaHWS U NEPEKPECTHON KOHTaMUHALUMK, a Takke ANs XpaHeHust o6pasLoB 1 3anncen.

75. (3.28) ns 4yBCTBUTENBHLIX NPUOOPOB, HYXAAKLNXCA B 3ajuTte OT BMOpaLMMK, INEKTPOMArHUTHLIX MONewn,
BMaXHOCTW BO3AyXa U APYrMX YCNOBUN, AOMKHbI ObiTb NPeAyCMOTPEHbI OTAENBHBIE KOMHATDI.

76. (3.29) Ecnu HopmaTuBHbIMM MNpaBoOBbIMW akTamu Poccuiickon depepaumm yCTaHOBMEHbI crneumanbHble
TpeboBaHnsi K nabopaTopusiM, B KOTOPbIX NPOBOAATCS paboTbl CO crneumduyecknMyn BeLlecTBaMu, Hanpumep,
BuronorMyeckMmMm Unn pagmoakTUBHLIMKU MaTepuanamm, Takue TpeboBaHMs JOSMKHBI cobnioaaTbes.

BcnomoraTenbHble 30HbI

77. (3.30) KomHaTbl oTAbIXa U Npyema NULm OOMKHbI ObITb OTAENEHbI OT APYrUX 30H.
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78. (3.31) Nomewennsa ona nepeoneBaHnsi, Tyanetbl N OylweBble KAOWHbI OOMKHbI MMEeTb YAOOHbIA OOCTYN; MX
NnnaHMpoBKa W pasmepbl OOSMKHbI COOTBETCTBOBATb YMCINEHHOCTU NepcoHana. He ponyckaetcsi, 4Tobbl TyaneThbl
HenocpeacTBEHHO COOOLLANMCh C NPOU3BOACTBEHHBIMU NN CKNNAACKUMU 30HaAMMU.

79. (3.32) MacTepckme Mpu HanmuMyMM BO3MOXHOCTM [OJDKHbI ObiTb OTAENEeHbl OT MPOM3BOACTBEHHbLIX 30H. B
crny4yae ecnu xpaHeHue 3anacHbIX YacTel U MHCTPYMEHTOB OCYLLECTBIISIETCA B NPOU3BOACTBEHHOW 30HE, OHW OOJMKHbI
coaepXaTtbCs B MPeAyCMOTPEHHBIX A4S 3TOr0 KOMHaTaxX Uy 3anuparoLLmMxcs swmkax.

80. (3.33) BuBapuu 0omkHbl ObITb M30NMPOBaHbI OT APYIUX 30H, UMETb OTAESNbHbIV BXOA (AOCTYN K XXMBOTHBIM) U
OTAEerNbHbIe CUCTEMbI BO34YXOMNOATOTOBKM.

O6opynoBaHue

81. (3.34) KoHCTpyKumsi, MOHTaX M NOpPsAOK TEXHUYECKOro obCnyxmMBaHUSI NMPOU3BOACTBEHHOro obopyaoBaHuMs
OOMKHbI COOTBETCTBOBATb €0 HA3HAYEHMIO.

82. (3.35) PaboTbl MO PEMOHTY WU TEXHUYECKOMY OOBCNy>XMBaHMIO OOOPYAOBAHUSA HE [OOIDKHblI OKa3blBaTb
OTpULATENBHOIO BNNAHWS Ha Ka4eCcTBO MPOLYKLMM.

83. (3.36) KoHCcTpyKumsi NnporM3BOACTBEHHONO 000PYAOBaHUSA AOMKHA ObITb TakoW, YTOObI €ro MOXHO ObINo Nerko u
TwarenbHo ounwatb. OuncTKy HeobXxooumMo MpPOBOAUTL B COOTBETCTBUM C  NOAPOOHBIMU  MHCTPYKLUSIMU,
yTBEpXaeHHbIMY nponseoanTenem. ObopyaoBaHMe OOMKHO COAepXKaTbCs TOMbKO B YACTOM M CYXOM COCTOSIHUN.

84. (3.37) NnuBeHTapb 1 cpeacTea Ans YOOPKM U OYUCTKN HE LOIMKHbI ObITb MCTOYHMKAMW KOHTaMUHaLNW.

85. (3.38) ObopynoBaHne OOSMKHO OblTb YCTAHOBMEHO TakMM obpa3om, 4YToObl He JonyckaTb BO3HUKHOBEHWE
Kakoro-nnbo prcka owmnbOoK UM KOHTaMUHaLMIO.

86. (3.39) TexHomormyeckoe obopyaoBaHME He [OIPKHO BNMUSATbL HA KA4yecTBO MNPOAYKUMM WM NPeAcTaBnATb
OonacHoOCTb Ansl NPoAyKumMn. Yactu TexHomnormydeckoro obopygoBaHusi, KOHTaAKTMpYOLWME C NpoayKuuen, He OOSMKHbI
BCTynaTb C HEM B XMMWYECKYKD peakuumio, Bblaenatb unn abcopbupoBaTb BeELLECTBA, OKasbiBalolMe BAUSIHUE Ha
KayecTBO NPOAYyKLUN.

87. (3.40) ToyHoCTb M paboumit gmanasoH BECOB W APYrUX CPeacTB M3MEpPeHWUn OOSMKHbl COOTBETCTBOBATb
NPON3BOACTBEHHBIM N KOHTPOJBbHBLIM ONepaunsiM, B KOTOPbIX OHM UCMOIb3YHOTCS.

88. (3.41) KanunbpoBka M noBepka BEeCOB W APYrNX CPeacTB M3MEPEHUN, PErvCTPUPYIOLLMX U KOHTPOSbHbIX
Np1MbOPOB [AOMKHbI MPOBOAUTLCA C OMNPEAENeHHOW MEePUOAMYHOCTLI0 COOTBETCTBYHLMMKU MeTodaMu. Pesynbrathbl
KanmbpoBKN 1 NOBEPKM OOSMKHbI ObITb JOKYMEHTarbHO 0hOPMIIEHbI U NOAMNEXaT XPaHEHUIO.

89. (3.42) CraumoHapHble TpybonpoBoAbl AOMKHbI UMETb MAapKMPOBKY C yKasaHMEM MPOXOASLMUX MO HUM
BELLECTB U, ecnu TpebyeTcs, HanpaBrneHns notoka.

90. (3.43) TpybonpoBoabl 4Nsi BOAbI OYNLLEHHOWN, BOAbLI 4SS UHBEKUUIA (OUCTUINIMPOBAHHOW, AENOHU3MPOBAHHOM)
n npu HeobxogumocTn TpybonpoBOoAbl ANA APYron BoAbl AOIMDKHbI MOABEpraTbCs CaHuTapHou obpaboTtke B
COOTBETCTBMM C WHCTPYKUUSAMM, YTBEPXKAEHHLIMU MNPOM3BOAMTENEM, B KOTOPbIX YKasaHbl npedensl MUKPOOHOM
KOHTaMWHaLMN 1 Mepbl, NPUHUMAEMbIE B CIly4ae X NPeBbILLIEHUS.

91. (3.44) HeuncnpaBHoe obopygoBaHWe OOMKHO ObITb yaaneHo M3 Mpou3BOACTBEHHOM 30HbI M 30HbI KOHTPOSS
KayecTBa Unu No KpamHen Mmepe YeTKo MapkMpoBaHO Kak HEMCNpPaBHOE.

OOKYMEHTALUA (TTIABA 4)
MpuHUKMN
92. [lokymeHTaumMsa COCTaBMSsiET HEOTbLEMMEMYH 4acTb (papmaLeBTUYECKOW CUCTEMbI KayecTBa WU sIBrsieTcs
KINOYEBbIM 3fIEMEHTOM OpraHM3auun NPOM3BOACTBA M KOHTPOMS KayecTBa NPOOyKUUU B COOTBETCTBUU C HACTOSLLUMM

I'IpasmnaMM. B cucreme ynpaelieHnA KadeCTBOM npounsBoauTena 4YeTKO YCTaHaBITIMBAKOTCA pasfiMdHblie BUAObl
VICﬂOJ'Ib3yeMOIZ OOKYyMeHTauunmn un HocuTEenen I/IH(bOpMaLI,VII/I. ,D,OKyMeHTaLI,I/IFl MOXeT CyLleCTBOBaTb B Pa3JyIN4HbIX (bopmax,
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B TOM 4ucne Ha ByMa)KHOM, 3NIEKTPOHHOM UIN MHOM HocuTene. NaBHOW LIENbo MPUMEHSEMOW CUCTEMBI JOKYMEHTaLUN
SIBNSETCA CO3[aHue, ynpaBrieHWe, KOHTPOMNb M perucTpaumsi BCen OeATEeNbHOCTU, KOTopas MOXET HEenoCpeaCTBEHHO
Unn onocpenoBaHHO BIMSATb Ha BCE acCMeKkTbl KadecTBa feKapCTBEHHbIX cpeacTB. CucTema ynpaBreHusi Ka4yeCTBOM
COAEPXKUT O0CTaTOYHO NoApobHbIe YkasaHua Ans obecnevyeHus Hagnexawlero OOKYMEHTanbHOro odopMIeHnUs
pasnuyYHbIX MPOLECCOB U OLEHKU Kakux-nnbo HabniogeHwn. 3TW yKasaHus HanpaeneHbl Ha obllee MnoHMMaHue
TpeboBaHWI C Lenblo AeMOHCTpaLnnN X cobrnoaeHus.

93. CyLlecTByOT Ba OCHOBHbIX BUAa AOKYMEHTaUuuu: Ans BbiNonHeHus TpeboBaHuii HacToswmx Mpasun, To ecTb
pernameHTVpyloLLas OOKYMEHTaUus, U Ans perucTpaunm nx cobriogeHusl, To ecTb perucTpupylollas AoKyMeHTauus.
MpounssoauTens obecneynBaeT Hagexallee CoCTaBreHne yka3aHHON JOKyMEHTaLUMN B 3aBUCMMOCTHM OT ee Buaa.

94. MMpousBoguTenb OCYLLECTBASET KOHTPOSb Ans obecneyvyeHus TOYHOCTW, LEeNOCTHOCTW, OOCTYNHOCTU WU
OOHO3Ha4YHOCTM [OOKYMEHTOB. PernameHTupyowme AOKYyMEHTbl OOMXHbl OblTb AOCTYMHbI, TO €CTb 3anucaHbl unu
3acpmkcupoBaHbl UHBIM CMOCOOOM Ha TakMX HOCUTENsX MHAOPMAaLMK, OaHHblE C KOTOPbIX MOryT ObiTb MOMyYeHbl B
yntTaemon opme, U He JOMKHbI cogepaTb OLLUMBOK.

Buaobl JOoKyMeHTOB

95. OcHOBHOe [oCbe MNPOM3BOACTBEHHOM MroWankn npeacTaBnsieT cobol AOKYMEHT, B KOTOPOM oOnucaHa
opraHu3auma npoumsBoacTBa M KOHTPOJIA KadecTBa JeKapCTBEHHbIX CpeacTtB B COOTBETCTBUUM C Tpe6OBaHI/IF|MI/I
HacToswwmx MNpasun.

96. [ocbe Ha ceputo npefcTaBnsieT cOOOM OOKYMEHT, OTpaalolui NpoLecc Mpou3BOACTBa KaXdon cepumn
npoaykuum, B TOM YuCrle Bblgayy paspelleHusi Ha ee BbIMNyCK, U BCe (paKTopbl, BUSIOLLIME HA KA4eCTBO FOTOBOM
npoayKumn.

97. PernameHTupyloLLlas JOKYMEHTaUWs BKIoYaeT B cebs crieaytoliye BUAbl JOKYMEHTOB:

cneundmkaumMm - OOKYMEHTbI, copepXxawme noapobHble TpeboBaHMs, KOTOPbIM AOMKHbI COOTBETCTBOBATb
NCXOOHOE Chipbe, YNakoBOYHbLIE MaTepuarnbl U NPOAYKLMS, UCMONb3YOLIMECs UK nosfy4Yaemble npu npounssoactee. OHU
SIBMSALOTCA OCHOBOW ANS OLIEHKWN Ka4YecTBa fIeKapCTBEHHbIX CPeACTB;

MPOMBILLMEHHBIN pErnameHT, TEXHOMOrM4yeckue WHCTPYKLMKU, BKIHOYAs WMHCTPYKUMM MO YNakoBKe, METOOWKM
UcnbITaHWA - AOKYMEHTbI, copepaiive noApobHyo MHpopmauuilo 060 BCEM WCMOMb3YyEMOM WCXOOHOM Chipbe,
060py0BaHMN U KOMMNBIOTEPU3MPOBAHHBIX CUCTEMAX (MPU UX HaNM4uuK), a Takke BCE MHCTPYKUMM MO OCYLLECTBMEHWIO
TEXHOIMOMNMYECKMX NPOLIECCOB, YMNakoBke, 0TOOPY Npob M MpPOBeAEHUD UCMbITaHWA. [Ae NPUMEHUMO, OOMKHbI ObITb
yKkasaHbl BCE TOYKM KOHTPONs B MpoLiecce MNpoM3BOACTBA, a Takke MCMoNb3yemble MNPOLECCHO-aHannTuyeckne
TEXHOIOMMN BMECTE C KpUTEPUSIMU NPUEMIIEMOCTY;

npoueaypbl (Takke MOryT Ha3blBaTbCst UHCTPYKLMAMU UMM CTaHAAPTHBIMU ONepaLMoHHbIMU Mpoleaypamu (aanee
- COIM)) - BoKyMeHTbI, cofepKallme ykasaHus no BbINOMHEHUIO ONpeaeneHHbIX onepauuin;

MPOTOKOMbI (NfaHbl) - JOKYMEHTbI, CoAepKallue yKkasaHusi No NPOoBeAEHNIO U perncTpaumm oTAerbHbIX ornepauuii
(Hanpumep, NPOTOKON BanMaaLuM, OCHOBHOW NiaH Banugaumu);

00roBopbl - cornaweHunsd, 3akrnYeHHbIe Mexay 3aka3dnkaMmm 1M UCNOJTHUTENAMU OTHOCUTESTbHO pa60T, KOTOpble
BbIMOJTHAKTCA CTOPOHHMW OpraHn3aunamMu (aYTCOpCVIHI').

98. PeructpupytoLias 4OKyMmeHTauus (3anucu n (unun) otyeTsl) BKNOYaeT B cebs crnegylowme Buabl JOKYMEHTOB:

3annMcy - OOKYMEHTbI, (OMKCMPYIOLLME BLIMOMHEHWE Pas3fnM4YHbIX OEWCTBUWA ON1S [AoKasaTenbCTBa COOTBETCTBMS
WHCTPYKUUAM, Hanpumep, MeponpusaTun, MpOUCLUECTBUN, paccrenoBaHuin. B OTHOWEHWW cepun 3anucu SOSTKHbI
cofepaTb UCTOPUIO KaXkdoW cepwuy NPOAYKUMKW, BKMYas ee peanusauuto. 3anucu cogepaT MCXOAHble AaHHble,
ucnonb3dyemble Ans OpMUPOBaHUA Apyrvx 3anucen. B cnyyae ecnu 3anucm BegyTCcs B 3NEKTPOHHOW dhopme,
nonb3oBaTenu NporpammHoOro obecneyveHns, Ha KOTOpbIX BO3MOXeHa OTBETCTBEHHOCTb 3a BeAeHMe TakuX 3anucew,
OOMKHbI onpenensaTb, KakMe faHHble He0OX0OUMO MCMONb30BaTh B KAYECTBE MCXOAHbIX. B kayecTBe MCXOAHBLIX OOJKHbI
ObITb OTpaXKeHbl, MO KpanHen Mepe, Bce AaHHble, Ha KOTOPbIX OCHOBLIBAIOTCS PELLEHNS MO KaYeCcTBY;

OOKYMEHTbI, noaTBepXxaatuijme Ka4ectso (nacnopTa, aHannMTnyeckne rnMCTkn, N NHble aHanorn4yHble ,EI,OKyMeHTbI),
- AOKYMEHTbI, cogepxalline pe3toMe pes3ynbTaTtoB ncnbiTaHWn O6pa3LI,OB npoaykumMm umnn UCXogHOro Cbipba U
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YNakoBOYHbLIX MaTepuanoB BMECTE C OLIEHKOW COOTBETCTBUS YCTaHOBMIEHHOM cheumdukauuun. B cnyydae ecnu npwu
NPOn3BOACTBE CEPUM MCMONb3yeTCcs npoueccHo-aHanuTudeckass TexHonorus (MAT), TO oueHka COOTBETCTBUS CEpPUM
TpeboBaHNSIM pPErncTpaumMoOHHOIrO [OCbe MOXET ObiTb OCHOBaHa (LENIMKOM WM YacTUYHO) Ha aHanu3e [LaHHbIX,
napamMeTpoB M pe3ynbTaToB, NOMy4YeHHbIX B pearnibHOM BpeMeHu (pe3toMe N 0THETbI 06 OTKITOHEHUSX);

OTYeTbl - AOKYMEHTbI, CONpoBOXAakLllne BbINOJNIHEHNE KOHKPETHbIX 3agaHun, NpPoeKToB Unn paccnep,osaHMVl n
oTpaxawLwue pedynbTaThbl, BbIBOAbl N pekoMmeHaauunn.

MogroToBka n KOHTPOIb AOKYyMeHTaLuuun

99. (4.1) TlNpoussoguTenb AorkeH pa3paboTaTb BCe BWAbl AOKYMEHTOB M obecneunTb Wx cobniogeHuve.
TpeboBaHMA NPUMEHSIOTCA B paBHOW Mepe KO BCEM TuMaM HocuTenen nHgopmaummn. KomnnekcHas cuctema OoSmkHa
ObITb MOHATHOW, Hagnexawum obpasom [OKYMeHTanbHO OOPMIEHHON WM BanMAMPOBaHHOW, U B OTHOLUEHUN Hee
OOMKeH BbITb YCTAHOBMNEH AOCTaTOYHbIA KOHTPOSb. HekoTopble AOKYMEHTbI (MHCTPYKUMU U (Mnun) 3anucu) moryT BbiTb
CMeLlaHHbIMK No hopme, TO eCTb 4YacTb AOKYMEHTa MOXET CyLLeCTBOBaTb B 3NIEKTPOHHOM BuAe, a Apyras 4YacTb - Ha
BymaxHoM HocuTene. B3anmocBsian M Mepbl MO KOHTPOSO B OTHOLUEHUW OPWUIMHaNoB OOKYMEHTOB, YYETHbIX KOMUWM,
06paboTKkn AaHHBIX U 3anncemn AOSMKHbI OblTb YETKO U3MNOXEHbI KaK ANs CMeLLaHHbIX Mo opme, Tak U Ans OGHOPOAHbIX
no doopme cUCTeEM AOKYMEHTaLMN. YYeT KOMUIN OCYLLIECTBIAETCA B NOPSAKe, onpeaensemMom npoussogutenem. [JOrmKkHbI
ObITb BHEApPEHbl COOTBETCTBYIOLLME KOHTPOSIbHbIE MEPOMNPUATUS B OTHOLUEHUU 3NEKTPOHHbLIX JOKYMEHTOB, TakUX Kak
WabnoHbl, PopMbl 1 NEPBUYHbIE AOKYMEHTbI. [JOMmKHbI NPOBOAUTBLCA COOTBETCTBYHOLLUME KOHTPOSbHbIE MEpPONPUSATUS
Anst obecneyeHns LENOCTHOCTUN 3anMcen B TeYEHNE CpoKa XpaHeHWs.

100. (4.2) [domkeH GbiTb yCTaHOBMEH MOPSAOK pa3paboTky, ohOpMIIEHUS, Bblgadn, U3bLATUS AOKYMEHTOB U
BHECEHUA B HUX U3MEHEHUN. ,D,OKyMeHTbI AOJDKHbI COOTBETCTBOBATb Tpe6OBaHl/IF|M perncTpaumoHHOro aocbe, a Takxke
OOKyMeHTaM, nogaBaeMbiM ONA NonyyvYeHua nnuueH3nm Ha npon3BoCcTBO J1IeKapCTBEeHHbIX CpencTB. Bocnpom3Be,quv|e
OpPUrMHanbHbIX AOKYMEHTOB C LIENbIO MOMYyYEHUs] YYETHbIX KOMUIA HE OOIMKHO NPUBOAUTL K BO3HWKHOBEHMIO KaKMX-NMGO
OLUMBOK NpY KONUPOBaHUMK.

101. (4.3) PernameHTupyowme OOKYMEHTbl YTBEPXKOAOTCH M MOAMUCHLIBAIOTCA NMUaMK, VMEKLUMW NpaBo
noanucu, ¢ ykasaHvem patbl. CogepxaHue OOKYMEHTOB AOIMKHO ObiTb OAHO3HAYHbIM. [JOKYMEHTbl OOSMKHbI MMETb
YHUKanbHyo naeHtudukauymio. Heobxogumo yctaHaBnMBaTh CPOK AEACTBUSA JOKYMEHTOB.

102. (4.4) PernameHTupytoLne JOKYMEHTbI AOMKHbI MMETb JIOTMYHYIO CTPYKTYpY, 0DecneunBatoLyo NpoCcToTy UX
NPOBEPKN. CTunb U3nNoXxeHus OOKYMEHTOB AO0J1KEeH COOTBETCTBOBATb UX nNpeanofiaraeMomMy UCNoJsib30BaHUIO.

103. (4.5) JokyMeHTbl JOJMKHBI PErYNAPHO NepecMaTpmMBaTbCs M aKTyanv3npoBaTbCs, HEOOXOAMMO WUCKMIOYUTL
MCrnonb3oBaHWe ycTapeBLUUX BEPCUN.

104. (4.6) JokymeHTbl He pekoMmeHayeTcs ohopMNATbL B PyKONUMCHOM Buae. Ecnn B AokyMeHTe npedycMOTpeHo
PYKOMMUCHOE BHECEHUE AaHHbIX, TO ANs 3TOro A0MMKHO ObiTh JOCTAaTOYHO MeCTa.

I'Ipanu'la Haanexauwero JOKyMeHTallbHOro O(*)OpMJ'IeHI/IFI

105. (4.7) BHeceHMe pyKOMUCHbIX AaHHbIX OOMKHO BhINOMHATLCA YeTKO, pa3bopynmBo U Takum obpasom, YTOObI
BHECEHHbIE JaHHble Hemnb3da Obino yaanuTb.

106. (4.8) 3anvcn cnefyet BECTM NPW BbIMOMHEHUM KaXO0ro AEWCTBUS U Takmm obpasom, 4ToObl MOXHO Obinio
NpOoCreanTb BCHO 3HAYMMYIO AeATEeNbHOCTb, KacatoLLyoCsl NPOM3BOACTBA fIEKAPCTBEHHbIX CPeACcTB.

107. (4.9) NNo6oe n3ameHeHne, BHOCUMOE B OKYMEHT, MOAMNUCLIBAETCA U AaTUpyeTcs. VIaMeHeHne LOMKHO AaBaTb
BO3MOXHOCTb MPOYTEHUS MNepBOHa4YanbHONW WHpopmauun. Foe npuMeHMMo, [ormkHa ObiTb yKasaHa npuyYnHa
N3MEHEHUS.

XpaHeHne JOKyMEHTOB
108. (4.10) Heobxoanmo 4YeTko onpenenutb, Kakue 3anucu oTHOCATCS K KOHKPETHOMY BMOY MPOW3BOACTBEHHOM

[esaATenbHOCTM U rOe OHM HaxoasTcs. Heobxogumo npeaycMoTpeTb Mepbl KOHTPOIA, KOTOpPbIe obecneunBatoT
LLeNIOCTHOCTb 3anucen Ha NPOTAXEHNUN BCEro CpokKka UX XpaHeHUA. I'Ip|/| HeobxoQMMOCTUN 3Tn Mepbl OO0JTKHbI ObITb
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109. (4.11) Ocobble TpeboBaHUA BbIABUrAOTCSA K JOKYMEHTALMM HA CEPUI0, KOTOPYIO CreayeT XpaHUTb B TeYeHne
OOHOro roga nocne oKOHYaHUSA cpoka rOAHOCTU 3TOW CEPUN UMK HE MEHee NHATU NeT NOCe OLEHKN COOTBETCTBUS Cepun
YMOSTHOMOYEHHbIM NMLOM (B 3aBUMCUMOCTW OT TOro, Kakon Cpok pJdonblie). [Ona nekapcTBeHHbIX npenapaTos,
npegHasHavYeHHbIX Anst KNMHUYECKUX UCCefoBaHWi, JOKYMEHTAUMIO Ha CEPUI0 CnedyeT XpaHUTb He MeHee NATU neT
nocne 3aBepLUEHNS U NPeKpaLLeHns KMMHUYECKUX NCCNefoBaHuin, B KOTOPbIX UCMOMb30Banu 3Ty Cepuio.

110. (4.12) Onga gpyrmx BMOOB AOKYMEHTaUUW CPOK XpaHeHWs 3aBUCUT OT BUOOB OEATENbHOCTU, KOTOpY aTa
OOKyMeHTaumsa conposoxgaeT. KpuTnyeckyto OOKYMeHTauuu, BKMYas UCXOdHble OaHHble (Hanpumep, Kacarolmecs
Banuaauum unu ctabunbHOCTK), NoATBEpXAaoLWwme MHGHOPMaLMI0 perncTpaumMoHHOro Aocbe, HE0BX0AMMO XpaHUTb Ha
MPOTSXKEHUM CPOKa [OEWCTBUMA  PEerMcTpaumMoHHOro  yaocTtoBepeHus. [lonyckaeTcs yHUYTOXaTb OnpedeneHHyo
AOKyMeHTaumio (Hanpumep, UCXO4Hble AaHHbIe, COMPOBOXAAKLWME OTYeTbl MO Banuaauuv unum ctabunbHOCTH), ecnu
AaHHble ObiNM 3aMeHEeHbl MOMHbLIM KOMMMEKTOM HOBbIX AaHHbIX. OB60CHOBaHWE Takux AEeNCTBMW [AOMKHO ObiTb
odpOpMMEeHO AOKYMeHTanbHO. [pyn 3ToOM HEOBXOAMMO yuuTbiBaTb TPeboBaHUA K XpaHEHU0 OOKYMEHTauuuM Ha cepuio,
Hanpumep, B cnyvae faHHbIX MO Banvaauum npouecca ConpoBOXAaloLlwme UCXoAHble AaHHble cneayeT XpaHuTb, No
KpavHen Mepe, Takoe Xe BpeMsi, KaKk W [OOKyMeHTauuilo Ha BCe Cepuu, Afs KOTOpbIX paspelleHne Ha BbIMyCcK
NOATBEPXXAEHO AaHHBIMW 3TUX BanMAaLUMOHHbIX UCCegoBaHWN.

Cneundmkauun

111. (4.13) lNpousBoguTenb OOMKEH UMETb COOTBETCTBYIOLIMM OOpasom yTBepXaeHHble creuudmkaumm Ha
NCXOAHOE Cbipbe, YNAaKoBOYHbIE MaTepuanbl U rOTOBYIO MPOAYKLMIO C YKasaHWeM AaTbl yTBEPXAEHWS.

Cneuundukaumm Ha UCXOOHOE Cbipbe M YNaKoBOYHbIE MaTepuarnsi

112. (4.14) Cneuncmkaumm Ha UCXOQHOE Cbipbe M YNaKOBOYHbIE MaTepuansl AOMDKHbI coaepaTtb (Mnn SOSMKHbI
NPUBOANTLCH COOTBETCTBYIOLLME CChIMKU, FAe NPUMEHUMO) crneaytoLlee:

a) (a) onmcaHne MCXOOHOTO Chipbs UMM YNAKOBOYHbLIX MaTepuarnoB, BKIHOYaoLWee:
HaMMeHOBaHWe 1 BHYTPEHHWI Kog (Mpy HeOBX04MMOCTH);
CChIJIKY Ha (hapMaKOMenHy CTaTblo, HOPMATUBHYIO [OKYMEHTALMIO UM HOPMATUBHbIA LOKYMEHT;

HanMeHOoBaHMEe YTBEPXOEHHbIX NOCTaBWMKOB W npous3soauTena WUCXOOHOro CbhbipbA WM YNAKOBOYHbIX
MaTepunanos,

obpasey, nevyaTHbIX MaTepuarnos;

6) (b) HCTpPyKLUUKM Mo oTOOPY NPOO 1 NPOBEAEHUIO UCMbITAHWIA;

B) (C) Ka4eCTBEHHbIE M KONMMYECTBEHHbIE XapaKTEPUCTUKN C yKasdaHneM npedernbHbIX 3Ha4YeHWI;

r) (d) ycnoBusi xpaHeHus n mepbl NPeJoCTOPOXKHOCTH;

4) (e) cpok rogHocTH.

Cneuudurkaumm Ha NPOMEXYTOUHYIO U HepacacoBaHHY MPOaYKLUMIO

113. (4.15) Cneundmkauum Ha NPOMEXYTOYHYIO U HepacdacoBaHHY NPOAYKLUIO AOIMKHbI ObITb B HanMymMm npu
ee npuobpeTeHnn unu oTrpy3ke U Npu UCNOMb30BaHWM AaHHbLIX O NMPOMEXYTOYHOW MPOAYKLUMW MPWU OLIeHKe KayecTsa
roToBOM Mpoaykumu. 3T cneumndukauum [ormkHbl BblTb aHanornyHbl cneuudurkaumam, COOTBETCTBEHHO NGO Ha
ncxogHoe cblpbe, NGO Ha roTOBYO NPOAYKUMIO.

Cneuundukaummn Ha roToBy NPOAYKLUMIO

114. (4.16) Cneumdukaumm Ha roToByt0 NPOAYKUMIO AOIMKHBI CoAepXaTb Creaylolme gaHHble:

a) (a) HanMeHoOBaHWe NekapCTBEHHOIO CPeACTBa U ko4 (Npy HeobXxoanMocTh);
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6) (b) coctaB nekapCTBEHHOro CpPeACTBa WIM CCbIIKY Ha COOTBETCTBYHOLLYIO (hapMakonenHy CcTraTbio,
HOPMaTUBHYIO JOKYMEHTALMIO UMY HOPMATUBHBLINA JOKYMEHT;

B) (C) onmcaHune nekapcTBeEHHON hopMbl M NOAPOGHbBIE CBEAEHUS 00 YNakoBKE;

r) (d) nHcTpykumMmn No oTéopy Npod M NPOBEAEHMIO UCTILITAHUIA;

4) (e) Ka4eCTBEHHbIE N KONNYECTBEHHbIE XapakTePUCTUKM C yKaszaHWeM A0MNyCTUMbIX NpeaenbHbIX 3Ha4YeHW;

e) (f) ycnoBus xpaHeHus 1 Mepbl TPegoCTOPOXHOCTU NPY MCNONb30BaHUK (rae NPUMEHUMO);

X) (g) cpok rogHoCTw.

MPOMBILLNEHHBIN PEerfaMeHT N TEXHOMOTrMYeCckne MHCTPYKLMK

115. Ha kaxpgoe npousBoAMMOE IeKapCTBEHHOE CPeacTBO M Kaxabli obbem cepum Heobxoaumo UMeTb
NMPOMBILLSIEHHBIN  pPernaMeHT, YTBEPXKOEHHbI pyKoBOAMUTENEM MNPOM3BOAMTENS  MEKapCTBEHHbIX CcpeacTts, W
TEXHOMNMOrn4Yeckne UHCTPYKLUMU.

116. (4.17) TMpOMbIWNEHHBIN pernameHT BKMNoYaeT B cebd nepeveHb UCMOMb3yeMbix dapMaueBTUYEeCKUX
cybcTaHuuin M BCnOMOraTenbHbIX BELECTB C yKasaHWeM KOMNMMYyecTBa KadKAoro M3 HuX, AaHHble 06 ucnonb3yemom
obopynoBaHMKM, onucaHue TEeXHOMOIMYeckoro npouecca UM MeTOAOB KOHTPOMs Ha Bcex ITanax npou3BOACTBA
nekapcTBeHHbIX cpeacTB. O6wme TpeboBaHUs K CTPYKTYpe U WHble TpeboBaHUA K COOEPXKaHWI0 MPOMbILMEHHbIX
pernameHTOB yCTaHOBMEHbI COOTBETCTBYHOLUMMN HOPMATUBHBIMU MpaBoOBbIMK akTamu Poccuiickon ®egepauun.

117. (4.18) TexHoNorMyeckme MHCTPYKLMK BKMOYAIOT B cebs:

a) (a) OaHHble O MeCTe OCyLleCTBIieHna rnpouecca un 00 OCHOBHOM OGOpyﬂ,OBaHVIVI, KOTOpO€ AOJIXHO MNMpn 3TOM
MCMoJ1b30BaTbCA;

6) (b) MeTodbl MMM CCbINKM Ha METOAbl, KOTOpble WCMOMb3yTCA AN MNOATOTOBKM MPOW3BOACTBEHHOIO
obopynoBaHus (HanpUMep, O4YMCTKa, MOHTaX, kKanMbpoBka, cTepunmaauns);

B) (C) WMHCTpyKUMM MO MpOBEpKe TOro, 4Yto obopygoBaHMe M paboyee MecTo CBOOOAHbLI OT npeablayLlien
npoayKkumn, HeHYXXHbIX ONA 3anfiaHMPOBaHHOIO rnpouecca AOKYMEHTOB U MaTtepuaroB, a Takke no npoBepke YNCTOTbI
o6opyanoBaHMs 1 ero roTOBHOCTU K CrieytoLlemMy npoLeccy;

r) (d) nogpoGHOe onucaHWe Kaxgoro LEeWCTBUS (Hanpumep, MNPOBEPKM MaTepuanoB, nNpeaBapuUTeribHOM
06paboTkn, nopsaka 3arpy3ku Cbipbsi, KPUTUYECKMX NapaMeTpoB npoLecca (Bpemsi, Temneparypa);

,D,) (e) MHCTPYKUMN NO BUOaM KOHTPOIA B Mnpouecce npous3BoAcTBa C YyKasaHMeM [OONMYyCTUMbIX Mnpenenos
KOHTPOJTMPYEMbIX NapaMeTpOB;

e) (f) TpeboBaHMa K XpaHeHUI0 HepacdacoBaHHOM MNPOAYKUUW, BKMOYas Tapy, MapkMpoBKY W cneumanbHble
YCrNoBWs XpaHeHus, rae aTo TpebyeTcs;

X) (g) cneumanbHble Mepbl NPEAOCTOPOXHOCTH.
MHCTpyKUMmM No ynakoBke

118. (4.19) Onsa kaxgoro rnekapCTBEHHOro CpeacTBa, pasMepa W Tuna ynakoBKU LOIDKHbI ObiTb YTBEPXKOEHbI
WHCTPYKLUK MO YNakoBKe, BKMoYatoLwme crnegyoLlme CBeAEHUSA UK CCbINIKM Ha HUX:

a) (a) HaumeHOBaHWe NEeKapCTBEHHOro npenapara, BKMoYas HOMep Cepuu HepachacoBaHHOW MPOAYKUMM U
roTOBOV MPOAYKLMY;

6) (b) onncaHne ero nekapcTBeHHON hopMbl U O3MPOBKM (A€ MPUMEHMMO);

B) (C) KOnn4ecTtBO J1ieKapCTBEHHOINo cpenctea B OKOHYaTesNbHON ynakoBke, BblpaeHHOe B LITYKaX, eaunHunuax
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Macchl Unn oobema;

F) (d) NOSHbIN nepeyvyeHb BCeX HeobxoauUMbIX YNakoBOYHbIX MaTepuanos, BKIo4Yasda MX KONMMYeCTBO, pa3Mepbl U
TUNbI C YKa3aHWeM Koga nnn Homepa, OTHOCALLMNXCA K Cl'IeLI,VI(bI/IKaLI,VIS'-IM Ha KaXkabln yrlaKOBO‘-IHbIIZ maTtepuan;

4) (e) rae npumeHnmo, obpasey, Unn KoMK COOTBETCTBYHOLLMX NMeYaTHbIX YNaKOBOYHbIX MaTtepuanos 1 obpasubl,
yKasblBaloLLMe Ha MECTO HAHECEHNS HOMepa Cepum 1 cpoka roAHOCTU NPOLYKLMM;

e) (f) ykasaHuma no npoBepke O4YUCTKM Mcnonb3yemoro obopyaoBaHus M pabovero mMecta OT npeapiaylien
NpoAyKUMK, JOKYMEHTOB UMM MaTepuarnoB, KOTOpble He TPebylTcsa NS NpOBeAeHUS 3annaHMpOBaHHbIX onepauui no
yrnakoBKe (YMCTOTa NMMHMM), @ TaKKe YNCTOTbI U FOTOBHOCTW AAHHOrO 060pyaoBaHMs K MCMOMNb30BaHUIO;

X) (g) Mepbl NpefoCTOPOXHOCTM, BKIOYasl TLLUATENbHYIO MPOBEPKY 30HbI yNakoBkM U 06opyaoBaHus,
rapaHTVUpyOLLME OYUCTKY YNAKOBOYHOWM NUHWUM Nepeq Hadanom paboTsl;

3) (h) onucaHue npouecca ynakoBKW, BKIOYash BCE BaXHble BCMNoMoOraTernbHble onepaumM M UCNofib3yemoe
obopynoBaHue;

n) (i) onmcaHne KOHTPONs B NMpoLiecce NpoM3BOACTBa C Yka3aHUsiMM Mo oToopy npob 1 AonyCcTUMbIX NPeaenos.
[ocbe Ha ceputo

119. [docbe Ha cepuvio COOEPXMT 3anmMcyu Mo NPOM3BOACTBY CeEpWM, 3anncu Mo YMakoBKE cepuv u Apyrue
OOKYMEHTbI, MOATBEPXAAoLLME NPOM3BOACTBO CEPUN B COOTBETCTBUMN C HacToswmMMmM [NpaBunamm, a Takke OOKYMEHTHI
ONd peanusaummn cepun.

3anucu no Npon3BOACTBY Cepum

120. (4.20) Ha kaxayto npon3BedeHHY0 Cepuio LOMKHbI COXPaHATBLCS 3anvMcn No Npou3BOACTBY CEpUn, KOTopble
OCHOBbLIBAIOTCA Ha MPOMBILUMIEHHbLIX pEerfiaMeHTax W TEXHOJOTMYECKMX WHCTPYKUMSAX W COAepXaT CreayloLlyo
MHdOopMaLnIo:

a) (a) HaMmeHoBaHWe N HOMep cepun NPOaYKLMK;

6) (b) AaTbl M BpeMsi Ha4Yana u 3aBepLUEHNSA TEXHOJOMMYECKOrO MPOLIECCa, a TaKKe OCHOBHbIX NMPOMEXYTOUHbIX
cTagum;

B) (c) chamunuio(M) uU uHUUManNbLlI onepaTopa(oB) KaKAOW OCHOBHOW TEXHOMOrM4yeckon onepauum wu, npu
HeobXxoaMMOCTH, NnUa, NPOBEPMBLLETO KaXayo U3 3TUX onepauui;

r) (d) Homep cepun n (UNN) HOMEP aHaANUTUYECKOrO KOHTPONS, a Takke (pakTUYecKkn OTBELLUEHHOE KONMUYeCcTBO
NCXOJHOTO ChIpbsi KaXA0ro Buaa (BKroyas HoMep cepum 1 konmyectso nioboro 4obaBneHHOro pereHepmMpoBaHHOro UMK
nepepaboTaHHOro Cbipbsi);

4) (e) OCHOBHbIE TEXHONOrMYEeCKNe onepauum Nnn AencTems, a Takke OCHOBHOE NCMNONb3yemMoe obopyaoBaHme;

e) (f) 3an1cm No KOHTPOIIO B NPOLECCE NPOM3BOACTBA C yKa3aHWeM UCTONHUTENEN U NOMNYYEHHbIX Pe3yrnbTaToB;

X) (g) BbIXOA NPOAYKUMM Ha pas3NnyHbIX CTaamsax Npou3BoaCcTBa;

3) (h) ornvcaHne OTKITOHEHUA OT NPOMBILLUITIEHHOIO pernamMmeHTa n TEXHOJIONMYeCKnx VIHCprKLl,I/IIZ, noanncaHHoe
YNOJTHOMOYE€HHbIM JIMLUOM C YKa3aHMeM OaTbl;

n) (i) noanMck nuua, OTBETCTBEHHOrO 3@ TEXHONMOMMYECKUIA NPoLece, C ykasaHmem aathbl.

121. 3anncm no NpoM3BOACTBY Cepun NPOAYKUMM OPOPMIAIOTCA AOKYMEHTaNbHO O4HOBPEMEHHO C BbIMOJSTHEHVEM
COOTBETCTBYHOLLEN Onepaunn.

122. B cny4yae ecnu BaJ'II/Iﬂ,I/IpOBaHHbIﬁ npouecc nogsepraetcd NOCTOAHHOMY MOHUTOPWUHIY W KOHTPOJIO, TO
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aBTOMAaTUYECKN CO34aBaeMble OTYETHI MOMYT OrPpaHUMYMBATBLCS OOLUMM 3aKkM4YeHMeM O COOTBETCTBMM M oTyeTamu 06
OTKIOHEHUAX U (MNK) OTCTYNNEHUSX OT cneunduKaLmn.

3anucu no ynakoBke cepum

123. (4.21) Ha kaxgylo Npou3BeOEeHHYI CEPUID UMM YacTb CEPUM LOIDKHbI COXPaHATbLCHA 3anmMcy MO YNakoBKe
cepvmn. OHM OOMKHbI OCHOBbLIBATLCHA HA COOTBETCTBYIOLLUMX YaCTAX MHCTPYKLMI MO YNaKoBKe.

124. 3an1cum no ynakoBKe CEpUN OOMKHbI BKMNtoYaTh B ce0s crnegyrolime gaHHbIe:
a) (a) HaMMeHoBaHWEe N HOMEpP Cepun NIEKAPCTBEHHOIrO CPEACTBa;
6) (b) paTy (maTbl) 1 Bpems NpoBeAeHMs onepaLmii No YNaKkoBKe;

B) (c) dhamunuio(M) n uHMUManNbl onepaTopa(oB) KaXKAOW OCHOBHOW TEXHOIIOMMYECKOW onepauum u, npu
HeoOX0AMMOCTH, N, NPOBEPUBLLENO KaXaylo 13 3TUX onepauuii;

r) (d) 3arnncm npoBepokK MAEHTUYHOCTU U COOTBETCTBUA WUHCTPYKUMAM MO YNakOBKe, BKIOYaA pe3ylbTaTthbl
KOHTPONA B npouecce npon3soacTea,

4) (e) cBegeHuss 06 OCyLECTBMEHHbIX OMepauMsx MO YMNakoBKe, BKIOYAs CCbIKM Ha WCMONb30BaHHOE
obopyaoBaHVe 1 yNakoBOYHbIE MUHNK;

e) (f) obpasubl MCNONBb3OBAHHOIO MEYaTHOro YMakoOBOYHOrO Martepuana, BkIo4vasi 00pasubl ¢ HaHECEHHbIMU
HOMepOM cepun, CPOKOM roaHOCT 1 Npo4YnMn OONONTHUTENIbHBIMU MapKUPOBOYHbIMW AaHHbIMW;

X) (g) onucaHue OTKMOHEHWI OT MHCTPYKLUIA MO yNakoBKe, NOAMUCAHHOE YNONHOMOYEHHbBIM NULOM C YKa3aHUEM
faatbl;

3) (h) KOnMMYEeCTBO M CCbIIKy Ha HOMEpP WNN HaMMEHOBAHWE BCEX MevaTHbIX YMaKOBOYHbLIX MaTepuanoB W
HepacdacoBaHHOM NPOAYKUMM, BblAaHHbIX, UCMOMb30BaHHbLIX, YHUYTOXEHHbLIX UMW BO3BPALLEHHbIX Ha cknagd, a Takke
KONMYeCTBO FOTOBOrO MpoayKkTa ANsi COCTaBMeHUs MaTtepuanbHoro G6anaHca. OneKTPOHHbIA KOHTPOMb B Mpolecce
yNaKkoBKM SBMSIETCA OCHOBaHUEM 19 HEBKITHOUYEHUS TaKOW MHdopmMaLmm;

n) (i) noanMck nuua, OTBETCTBEHHOIO 3a NPOLECC YNaKoBKM, C YKa3aHUEM AaTbl.

Mpouenypbl 1 3anmcu
Mpuemka

125. (4.22) Ha npuemKky Kaxgomn MOCTaBKW KaKOoro BMAa MCXOOHOrO Cbipbsl (B TOM 4vucre HepacdacoBaHHOMW,
NPOMEXYTOUYHOW MMM FOTOBOW MPOAYKLMMK), @ TakKe NepBUYHbIX, BTOPUYHBLIX U MeYaTHbIX YNakoBOYHbIX MaTepuanos
OOMXKHbI ObITb B HANMYMK YTBEPXKAEHHbIE MPON3BOANTENEM NPOLEeaypbl M NOATBEPXKAAOLINE 3aMMUCK.

126. (4.23) 3anvcy no npuemke OOSMKHbI coaepXaThb:

a) (a) HanmeHoBaHWe MaTepmana B HaknagHowm 1 Ha Tape;

0) (b) BHyTpM3aBOaCKkOE HAMMEHOBaHWE (ECNN OHO OTNMYAETCA OT HAMMEHOBaHUS, yKa3aHHOro B nNoAanyHkte "a"
HacTosLero nyHkTa) n (unu) kog matepuana (npu HeobxoaumocTw);

B) (C) 4aTy NpuemMKu;
r) (d) HaumeHoBaHMe NocTaBLLMKa N HAMMEHOBaHWE NMPOU3BOANTENS;
4) (e) HoMep cepun NPoM3BOAMTENS;

e) (f) obLuee KoNMYeCTBO NOSYYEHHbIX MaTepPManoB U YUCNO eANHNL, YNaKOBOK;
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X) (g) HOMep cepum, NPUCBOEHHbIN NOCNEe NPUEMKM, rae NPUMEHNMO;
3) (h) ntobble cyLecTBEHHbIE 3aMeyaHms.

127. (4.24) TpousBoanTesnb OOIMKEH YTBEpAUTb Mpouedypbl MO BHYTPU3aBOACKOW MapKUPOBKE, KapaHTUHY U
XPaHEeHUo NCXOOHOIo CbipbA, YNaKOBOYHbIX U, eCnn H€O6XO,EI.I/IMO, Aopyrux matepuanos.

OT60p npob
128. (4.25) lMpousBoanTenb AOMKEH yTBEpAUTb Mpouedypbl nNo oTbopy npob, cogepxailimve cBegeHuss ob
ncnonb3yembix MeTogax U obopygoBaHUM, KONMYECTBAX, KOTOpbIE OOIMKHbI ObiTb OTOOpaHbl, M MOObLIX Nognexawmnx

coGniofeHnio Mepax MpeaoCTOPOXHOCTA BO M30exaHWe KOHTamMuMHauMu Matepuana unv nioGoro yxyalweHus ero
KayecTBa.

lNpoBeneHne ncnbiTaHun
129. (4.26) [lpousBoauTenb [OOIDKEH YTBEPAUTb METOOUKA UCMbITAHUST WUCXOAHOrO Cbipbsi, YMaKOBOYHbIX
MaTepuanoB M MNPOAYKUUM Ha pasnuMyHbiX CTagusax Mpou3BOACTBA C YyKa3aHWeM UCNOoMb3yemMblX MEeTO4OB U
obopynosaHus. lNpoBeaeHHbIe NCMbITaHUA 0POPMNATCA JOKYMEHTaNbHO.

WNHble penctBus

130. (4.27) MNMponseoguTenb OOMMKEH YTBEPANUTL NpoLeaypbl, yCTaHaBNMBaKLME NOPSIAOK BbiNycka U 3a0pakoBKM
Cblpbsi M MPOAYKUMM, B YACTHOCTM, BblAa4u YMOMHOMOYEHHbLIM(M) nuuoM(amu) paspelleHnss Ha BbIMYyCK FOTOBOW
npoaykumn. Bce 3anucu AOOJMKHbI ObITb OOCTYNHbl YNONTHOMOYEHHOMY nuuy. ﬂ,OJ‘I)KHa ObITb BHeJpeHa cuctema ansd
0603HavYeHuUs cneymnanbHbix HAbNIAEHWI U NMOOLIX U3MEHEHWUI B OTHOLLUEHUN KPUTUYECKUX OAHHbIX.

131. (4.28) lNponsBoguTenb OOMKEH BECTU U COXPaHATb 3arnMcyu MO peanu3auun Kaxgon cepumn npoaykumm B
uensax obneryeHns oT3biBa 3TON cepum B Cnydae HeobxoammMocTu.

132. (4.29) Heo6x0OUMO MMETL MUCbMEHHO U3MNOXEHHbBIE MPUHLMMbI, MPOLLEAYpPbl, NfaHbl, OTYETbI U OTHOCSALLNECS
K HAM 3anucu npeanpuHATLIX AEACTBUI UNW CAENaHHbIX 3aKNOYEHUI, rae NPUMMEHNMO, B OTHOLLEHUM:

Banupauum un ksanudurkaumm npoueccos, 060pya0BaHUSA U CUCTEM;
MOHTaxa v KanmbpoBku 06opya0BaHNS;

nepeHoca TeXHOMOri;

TEXHWUYECKOro 0B6CnyXMBaHWsA, O4YMCTKN U Ae3nHdeKumnu;

nepcoHana, BKMoyaa ngeHtndurkauuio nognucen, obyyeHne Hactodwmm lMpaBunam n TEXHUYECKMM BOMpoOCcaMm,
nepeogeBaHne 1 rmrmeHnyeckne TpeboBaHus, a Takke NpoBepky 3hPeKTUBHOCTM 0OyHEHUS;

MEPONPUSITUIA, HAaNPaBITEHHbIX HA OCYLLLECTBIIEHME KOHTPOJS NOSIBIIEHMS U pacnpoCTpaHEHWs1 BpeanUTenewn;
npeTeH3un;

OT3bIBOB MPOAYKLUNY;

BO3BpaTOB NPOaYKLUUU;

KOHTPOSIS1 UBMEHEHNIA;

paccrnenoBaHnst OTKIOHEHNIA U HECOOTBETCTBUM;

BHYTPEHHEro ayauTa kayecTtsa v (Unm) COOTBETCTBUSA TpeboBaHUSAM HacToswmx Npasun;

0606LLeHNs 3anmcer (Hanpumep, ob63opa kavecTsa NPOAYKLMMN) NPy HEOBXOONMOCTH;
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OLEHKW, MpPOBEOEHHOMW B TOM 4YMCMe B MeCTe OCYLeCTBNeHMs AeATeNbHOCTU MOoCTaBluuKa (ganee - oueHka
nocrasLumka).

133. (4.30) MNpoussoauTenb OOMKEH YTBEPAUTL OOHO3HAYHbIE MHCTPYKLMM MO SKCMMyaTaunun OCHOBHbLIX €4MHMLY
NPOM3BOACTBEHHOIO M KOHTPOSbHO- aHanMTnyeckoro obopyaoBaHms.

134. (4.31) [llpomsBoguTenb [OMMKEH BECTU pPerMcTpauMoOHHbIe >XypHanbl Ans Hanbonee BaXXHOro Wnu
KPUTMYECKOTO TEXHOSOrMYECKOr0 M KOHTPOSbHO- aHanutuyeckoro obopyaoBaHus, a Takke Ans MOMeLleHun, rae
npoussoaunace MNpoaykumsi. B aTux XypHanax [OOMKHbl PermcTpupoBaTbCA B XPOHOMOrMYEcKoM nopsigke ntoboe
ncrnonb3oBaHne 3TNX NomeLLeHun, obopyaoBaHMsa U MeTOA0B, NpoBeAeHne KannbpoBKK, TEXHUYECKOro 0bCnyxnBaHus,
OYMCTKU UMM PEMOHTA C yKa3aHWeM Aat 1 nuL, BbINOHMBLUMX 3TN paboTbl.

(4.32) MpomnsBoauTenb AOMKEH BECTU YYeT JOKYMEHTOB B pamMKax CUCTEMbI YrpaBneHnss Ka4eCTBOM.
NMPON3BOACTBO (IMMABA 5)
MpuHUMN

135. TexHonornyeckue onepaunn OCYyLLEeCTBNAKTCA MO YEeTKO YCTaHOBIIEHHbIM nMpoueaypam, oTBedaroT
HacToAWnm npaBI/IJ'IaM ana  nonyyvyeHua npoaykuumu Tpe6yeM0ro Ka4yeCctBa W COOTBETCTBYHOT JMUEH3UN Ha
Npon3BOACTBO JIEKAPCTBEHHbLIX CpeACTB N permctpaunoHHOMY OCbe.

O6wme TpeboBaHusA

136. (5.1) Npon3BOACTBEHHbIV MPOLLECC OOMKEH OCYLLECTBASATLCA M KOHTPONUMPOBATLCA KBanMUUUMPOBaHHbLIM
nepcoHasnom.

137. (5.2) Bce pencrtsus, NpoBoaMMblE C UCXOAHBIMU CbhipbE€M, YMAKOBOYHbIMWM MaTepuanamv n npogykumen,
Takve Kak npuemka, KapaHTuH, oTbop npob, XpaHeHwe, MapKkupoBKa, Bblgada B MPOM3BOACTBO, TEXHOJOMMYECKUN
npouecc, ynakoBka v peanu3sauns, JOMMKHbI OCYLLECTBATLCA COrMacHo npoueaypam U NHCTPYKUUSAM, YTBEPXKAEHHBIM
npounssoauTenem, n opopMnATLCA AOKYMEHTasbHO.

138. (5.3) Bce noctynatwowwme NCXodHOE Cbipbe U YNakoBOYHbIE MaTepuanbsl JOIMKHbI OblTb MpoBepeHbl, YTObbI
rapaHTMpoBaTh, YTO MOCTaBKa COOTBETCTBYET 3aKa3dy. TapHble MecTa AOMKHbI ObITb OUYMLLEHBI (MPU HEODXOANUMOCTI) U
MapK1poBaHbI C ykazaHneM Tpebyemon nHgopmaumu.

139. (5.4) ®akTbl NoOBpeXOeHUS Tapbl N YNAKoBKM U NioOble Apyrne npobremMbl, KOTopble MOryT HebnaronpusaTHO
NOBIMUATbL HA Ka4yeCTBO UCXOAHOro CbipbA W YNAKOBOYHbLIX MaTepuanoB, OOJTKHbI ObITb paccnenoBaHhbl, OCII)OpMJ'IeHbI
OOKYyMeHTalbHO, a I/IH(*)OpMaLI,VIH O HUX OOJNKHa ObITb OOoNoXeHa B nogpasaeneHne KOHTpoJA KavdecTBa.

140. (5.5) MocTynatolme UCXOQHOE Cbipbe M YNakoBOYHblE MaTepuanbl ¥ Mpou3BeAeHHas rotoBasi NpoayKums
OOMKHbl HEMENEeHHO MoMelLaTbCA B KapaHTWH, OeWCTBYIOLWMUA MO MPUHLMIY pasgenbHOro XpaHeHust UnM 3a cyeT
OpraHn3aLmMoHHbIX Mep, U COAepPXaTbCA B HEM [0 MOMyYeHWUs paspeLleHnsl Ha UCMOoMnb3oBaHWEe UCXOQHOrO Chipbs UNU
paspeLleHns Ha BbiMyCK rOTOBOW NPOAYKLIK.

141. (5.6) Npuemka 3akynaemor NPOMEXYTOUYHOM U HepacdacoBaHHOW NPOAYKLUMM NPOBOAUTCS B COOTBETCTBUM C
npasunamv, 4ENCTBYOLWUMN NS MCXOQHOMO ChipbS.

142. (5.7) Bce ncxoaHoe cbipbe, YNakoBOYHble MaTepuansl U NPoAyKUMIO criedyeT XpaHUTb B COOTBETCTBYIOLLIMX
YCNOBUSIX, YCTAHOBINEHHbIX NPOM3BOAUTENEM, B ONpeAeneHHOM nopsake, obecrneymsalollemM pasaeneHue no cepusm u
YCTaHOBIIEHHYIO 04YepeHOCTb UCTONb30BaHNS CKITaACKMX 3anacoB.

143. (5.8) NpownssognTens AoMmKeH NPOBOAUTL NPOBEPKU BbIXOAOB U MatepuanbHoro banaHca, 4tobbl ybeamTbes
B OTCYTCTBMM OTKIMOHEHWI, NPEBbILLaOLWMX AONYCTUMbIE NPeaernbHble 3Ha4YEHUS.

144. (5.9) He ponyckaeTcsi oQHOBPEMEHHOE WIM MoOcCrefoBaTefibHoe MNpoBedeHue onepauuin ¢ pasnnuyHbIMU
npoayktaMm B OOHOM M TOM e TMOMELLUEHMM, 3a MCKMYEHMEM Tex CrnydaeB, Korga He CyLlecTBYeT pucka
nepenyTtbiBaHNA Unn I'IepereCTHOI7I KOHTaMUHaLUUW.
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145. (5.10) MNMpoayKkumsi, nCxogHOE Cbipbe N YNaKOBOYHbIE MaTepuarbl AOIMKHbI ObITh 3alMLLEHBI OT MUKPOGHON 1
Opyrov KOHTaMUHaLMK Ha BCeX CTaausax NpoM3BOACTBa.

146. (5.11) lNpu paboTte C cyxuMuM MaTepuanamum W MNPOAYKUMENH HeoOXoAUMO MpUHMMAaTbL ocobble Mepbl
NPeLOCTOPOXHOCTU MO NPeAOTBpaLleHNI0 06pa3oBaHUA 1 pacnpoCcTpaHeHus Nbiln. ATo 0cobeHHO BaxkHO npu paboTe ¢
BbICOKO aKTMBHBIMU 1 CEHCUOUNU3NPYIOLMMN BELLLECTBAMMU.

147. (5.12) B TeuyeHue Bcero BpeMeHM MpoLecca MNPoOU3BOACTBA BCE MWCMOMb3yeMble WCXOOHOE ChbIpbe,
yNakoBOYHblE MaTepuanbl, Tapa Ans HepacdacoBaHHOW NPOAYKUWUW, OCHOBHbIE €OuHMLbI 000pyooBaHUA W, Mpu
HeoOXOAMMOCTU, MOMELLEHNS AOMMKHbl OblTb MapKUMpOBaHbl 3TUKETKAMW WM UHBIM CMOCOOOM C  yKasaHWeEM
NpoM3BOAMMON NPOAYKLMKN Uin o6pabaTbiBaeMOro MCXOOHOTO Cbipbsi M YNAKOBOYHbLIX MaTtepuarnos, a Takke J03UMPOBKU
(roe npyMeHMMO) 1 HOMepa cepuv NPOM3BOAMMON NPOAYKUMU. Takas MapKMpoBKa OOSPKHA Takke ykasbiBaTb CTaguto
TEXHONOrMYecKoro npowecca (rge npUMeHUMo).

148. (5.13) OTMKeTKM, MPUKPENSIEHHbIE K KOHTelHepaMm, 00OpyOoBaHUKO WM MOMELLEHUSIM, LOIDKHbI ObiThb
YeTKMMW, OQHO3HaYHbIMK, YCTAHOBEHHOW Npou3BoautTenemMm opmbl. PekomeHayeTcs B 4ONOMHEHNE K MHOpMaumm Ha
3TUKETKAX AN yka3aHusi cTaTyca UCNonb30BaTh LIBETOBYHO MapPKMPOBKY.

149. (5.14) lNpomnsBoguTenb LOMKEH KOHTPONMPOBATb MPaBUIBHOCTL COeAUHEHUsI TpyOonpoBOAOB M OpYrnx
yacten obopyaoBaHMs, MPUMEHSIEMbIX A1 TPAHCMOPTUPOBKM NPOAYKLUUN U3 OOHOM 30HbI B APYTYHO.

150. (5.15) He ponyckatotcs niobble OTKNOHEHNS OT UHCTPYKLMI Unn MeToamk. Ecrnv nponsoLwno oTknoHeHne, To
OHO JOIMKHO ObITb MMCbMEHHO CaHKLMOHMPOBAHO NMLOM, MMEILWUM COOTBETCTBYHOLLME NOMHOMOYKS, C NPUBIEYEHNEM
npu HeobXxoAMMOCTM NoapasaeneHnst KOHTPONS KayecTsa.

151. (5.16) B npou3BoOACTBEHHbIE MOMELLEHUA MOXET BXOOAUTb TONbKO MepcoHar, MMeLWnin npaso goctyna B
HUX.

152. (5.17) B nomeLleHusax 1 Ha obopyaoBaHuW, NpeaHa3HavYeHHbIX 4Ns NPOM3BOACTBA JIEKapCTBEHHbIX CPEACTB,
He JonyckaeTcs MPOM3BOACTBO MPOAYKLMM, HE ABMSOLWENCS NeKapCTBEHHbIMU CpeaCcTBaMM.

MpepnoTBpaLLeHne NepekpecTHON KOHTaMUHaLUM NPy NPON3BOACTBE

153. (5.18) domkHa ObiTb WCKMOYEHA KOHTAaMWHALMS WCXOOHOrO ChIpbs UMW NPOAYKUUW OPYIMM UCXOOHBLIM
CbipbeM WM  npoaykumen. Puck crnyvyavHOW MNepekpecTHOMW KOHTaMuMHauuMu BO3HWKaeT B pesynbTate
HEKOHTPONMUPYEMOrO PacnpoCTPaHeHns Nbinwu, rasos, MapoB, al3po3oneV WM MUKPOOPraHM3MOB, B pesyrnbTaTe
06paboTKM MCXOAHOMO Chipbs U NMPOAYKLUN, BCEACTBME HANn4ns oCTaTkoB Ha 060pyaoBaHUM U Ha odexae nepcoHana.
CteneHb pucka 3aBWCUT OT TUMNA KOHTAMMHaHTa M KOHTaMuHupyemown npogykumn. K Haubonee onacHbIM
KOHTaMUHaHTaM OTHOCATCSI BELLECTBA C BbICOKON CEHCUOMNU3MPYIOLLEV aKTUBHOCTLIO, B1oNornyeckne nekapcTBeHHbIe
npenapatbl, CoAepXaliMe >XMBble MWKPOOPraHW3mbl, oOfnpedeneHHble FOPMOHbl, LUTOTOKCUYECKUE FleKapCTBEHHbIe
npenapaTtbl U Apyrue BbiCOKO akTMBHble BellecTBa. Hanbonee onacHon SBNSeTCA KOHTaMUHaUUS NEKapCTBEHHbIX
npenapaTtoB, NpeAHa3HavYeHHbIX ANS UHBEKUMI, a TakkKe NekapCTBEHHbIX NpenapaTos, NPMHMMaeMbiX B 60MbLLIMX Jo3aX
n (UnNu) gnMTensHoe BpeMmsi.

154. (5.19) [Ona npegoTBpalleHUsl MEPEKPECTHOM  KOHTaMUHAUMWM  OOSKHbl  ObiTb  MpegyCMOTpEHb
COOTBETCTBYIOLLNE TEXHUYECKNE U (MW) OpraHM3aunOHHbIE MEPbI, B TOM YMCHE:

a) (a) Npon3BOACTBO B BblAeNEeHHbIX 30HaxX (o6si3aTenbHOEe Ans TakuMx MPOAYKTOB, Kak MEHWMUWUNWHBI, KUBble
BaKUMHbI, leKkapCTBeHHble MpenapaThl, CoaepKallme XMBble MUKPOOPraHU3Mbl, U HEKOTopble Apyrne Guomnorndeckue
nekapcTBeHHble npenapaTbl) UK NPOM3BOACTBO MO MPUHLMMY NMPOU3BOACTBEHHLIX LIMKIOB (KaMnaHuii ¢ pasgeneHnemM
BO BPEMEHW) C NOCreayoLLE COOTBETCTBYHOLLEN OUYNCTKONM;

6) (b) obecneyeHne BO3OYLUHLIMU LLNO3aMU U BbITSXHBIMW YCTPONCTBAMMU;

B) (C) cBedeHMEe K MWHUMYMY pUCKA KOHTaMWMHAUMW, BbI3bIBAEMOIO PELMPKYNSUMEN WU NOBTOPHLIM
nocTynreHnem HeobpaboTaHHOro UNM HegoCTaToOvYHO 06paboTaHHOIO BO3AyXa;

r) (d) xpaHeHue 3alMTHOM oAexabl BHYTPM MOMELLEHMIN, B KOTOPbIX 0bOpabaTbiBaeTcss npoaykumsi, cosaatoLlas
0C0B6€eHHO BONbLLON PUCK NEPEKPECTHON KOHTaMUHaLUWW;
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a) (e) NpMMeHeHne METOAOB OUYNCTKM N AEeKOHTaMMHaLMKN C N3BECTHON 3P EKTUBHOCTLIO, TaK Kak HeadhheKTUBHO
ounLeHHoe obopynoBaHMe 0ObIYHO ABNAETCH MCTOYHUKOM MEPEKPECTHOM KOHTaMUHALNN;

e) (f) ncnonb3oBaHme "3aKpbITbIX CUCTEM" NPOU3BOACTBA;
X) (g) KOHTPONb HaNU4YMs OCTaTKOB N NPUMEHEHNE 3TUKETOK, YKa3blBaloLWUX CTaTyC O4UCTKM 060pyaoBaHuMS.

155. (5.20) NpoussoauTenb AOMKEH nNepuognyeckm NnpoBepsaTb NpoBeaeHue MeponpuaTUii No NpeaoTBpaLLeHUIo
nepeKkpecTHOM KOHTaMUHALMK U NX 3PPEKTUBHOCTb B COOTBETCTBUN C YTBEPXKAEHHBIMW NpoLieAypamMu.

Banugauus

156. (5.21) MeponpuaTns No Banugaumm SOSMKHbI ObITb OCHOBOM 4118 HaANeXallen opraHu3aumm NnponM3BoacTea 1
KOHTPOMSsi Ka4ecTBa NIEKAPCTBEHHbLIX CPeACTB B COOTBETCTBUM C HacTosAwmmn MNpasunamu. OHM JOSMKHBI NPOBOANUTLCA
B COOTBETCTBMU C YCTAHOBIIEHHbIMU NpoueaypamMu. [NonydeHHble pe3ynbTaThl U BbIBOAbI AOMKHbI ObITb OOPMIIEHbI
OOKyMEHTanbHo.

157. (5.22) Npw BBEAEHUN HOBOrO NPOMBbILLIIEHHOTO PerfiameHTa UM HOBOro METOAA NPOU3BOACTBA HEOOX04MMO
[oKasaTb UX NPUrogHOCTb AN CEPUIAHONO NPoM3BoACTBa. omkHO ObiTh [OKa3aHO, YTO AaHHbIA NPOLIECC NPon3BoACTBa
Npy UCMNOMb30BaHWM MPEaYyCMOTPEHHBIX MCXOAHOMO ChIpbsl, YMAKOBOYHbIX MaTepuanoB U 000pyaoBaHWs MO3BOMSET
NMOCTOSIHHO NPOM3BOAMTL NPOAYKLMIO TPEOYeMOoro ka4yecTsa.

158. (5.23) CyLuecTBeEHHblE M3MEHEHMST MpoLuecca NPou3BOACTBA, BKoYasi noboe nameHeHne obopyaoBaHUS
WM UCXOOHOrO Chipbsi M YNAaKOBOYHbIX MaTepuarnoB, KOTOpble MOTMyT MOBMUSATb Ha Ka4yecTBO MNPOAYKUUW WU (Mnn)
BOCMPOM3BOAMMOCTb NpoLecca, AOIMKHbI MPONTY Banngaumio.

159. (5.24) MNpouecchl n Npoueaypbl crieqyeT NoABeprate NEpUOANYECKON peBanuaaunm (NOBTOPHON Banuaauum)
ONS rapaHTUKM TOro, YTO OHWU OCTalTCS NPUFOLAHBLIMW ANst AOCTUXKEHMS TpebyeMblX pe3ynbTaTos.

McxogHoe Cblpbe

160. (5.25) 3akynka MCXOOHOrO Chipbsi SIBMISIETCA Ba)XKHOW onepaumen, B KOTOPYH LOMKeH ObiTb BOBMNEYEH
nepcoHan, pacnonarawLwmn nogpobHbIMU 1 NOMTHLIMU CBEAEHUAMM O MOCTaBLLMKAX.

161. (5.26) VicxogHoe cCblpbe [LOIMKHO 3aKynaTbCs TOMbKO Y YTBEPXKAEHHbIX MOCTaBLUMKOB, YKa3aHHbIX B
COOTBETCTBYIOLLEN cneundukaumm, 1 Npu Hammuymm BO3MOXHOCTM HEMOCPEACTBEHHO Y MPOW3BOAMTENeN UCXOZHOro
Cblpbsl, KOTOpble OyAyT SBMAATbCA MOCTaBLUMKaMM WCXOOHOro Cbipbs. PekomeHgyeTcs, 4TOObI cneumndukaumu,
YyCTaHOBIEHHbIE NPOU3BOAUTENEM NEKapCTBEHHbIX CPEACTB HA UCXOAHOE Cbipbe, BblnNn cornacoBaHbl C NOCTaBLLMKaMMU.
Bce acnekTbl Npou3BOACTBA M KOHTPONS MCXOOHOrO Cbipbs B OTHOLLEHMM TpeboBaHui k obpalleHuto, MapKupoBKe,
ynakoBKke, npoueaypaM OTOpakoBkM, a Takke pacCMOTPEHWI0 NpPeTeH3WA AOMKHbl OblTb COrnacoBaHbl Mexay
Npoun3BOAMTENEM NIeKapCTBEHHbIX CPeaCTB U NOCTaBLUMKOM.

162. (5.27) B kaxgou nocTaBke AOMKHbI MPOBEPATLCS LIENOCTHOCTb YNAaKOBKM M NNIOMB, COOTBETCTBUE yKa3aHHbIX
B HaKNagHOW CBEAEHWU 3TUKETKaM NOoCTaBLUMKa.

163. (5.28) Ecnn ogHa nocTtaBka NCXOAHOIO Chipbsi COCTOUT U3 PasfiMYHbIX CEPUI, TO KAXKAYI0 ceputo Heobxoammo
paccmMmaTpmBaTb Kak OTAESIbHYHO B OTHOLUEHUU 0T60pa npo6, nposeaeHusA WCMbITaHUA 1" Bblgayn paspelleHna Ha
ncnosnb3oBaHue.

164. (5.29) Haxopgsiweecs B CKMafCKoW 30HE WCXOOHOE Cbipbe AOMKHO ObiTb COOTBETCTBYHOLWMM 06pasom
MapKupoBaHo (MyHKT 148 HacToswmx MNpaBun). ATUKETKM OOMMKHbI COAepXKaTb B TOM YMCHEe Cneaylowyo MHdopMauuio:

HanuMeHoBaHWe NPoaYKUMM U NPU HEOBXOAUMOCTU BHYTPU3ABOACKOM KOA;
HOMEp Cepuy NPOM3BOAUTENS U (UNN) HOMEP CepUM, NMPUCBOEHHbIV MPU NPUEMKE;

roe  NpUMEHMMO, CTaTyC COAEpPXMMOro (Hanpumep,
"3abpakoBaH0");

B KapaHTMHe", "Ha wucnbiTaHun", "paspelueHo",
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CPOK FOAHOCTM UIK, rae NpUMeHMMO, AaTy, Nocre KOTOpoi TpebyeTcs NpoBeAeHME NMOBTOPHOIO KOHTPOSIS.

Ecnu MCNONb3YKTCA NOJNIHOCTbIO KOMMbOTEPU3INPOBAHHbIE CUCTEMbl XpaHEeHUA, TO YKa3blBaTb BCH 3Ty
VIH(bOpMaU,I/HO Ha 3TUKeTKke He 0bsi3aTenbHO.

165. (5.30) [lpomsBoguTenb [OOSMKEH YTBEPAUTb Npoueaypbl UMW  Mepbl, rapaHTupylLwue MnoASIMHHOCTD
COAEPXKNMOr0 Kaxaoro KOHTerHepa MCXO4HOTO Cbipbs. KOHTEeNHepbI, U3 KOTOpbIX Bbinn 0To6paHbl Npobbl, JOMKHBLI BbIThb
npomapkuMpoBaHbl (MyHKT 216 HacTodAwmx [Npasun).

166. (5.31) [llpomsBoguTenb [OOIMKEH WCMONb30BaTb TOMbKO TO WCXOOQHOE Chipbe, KOTOPOE paspeLlueHo
nogpasgeneHnem KOHTPOIs KayecTsa U UMEET HE UCTEKLLMIA CPOK FOQHOCTH.

167. (5.32) VicxoaHoe cbipbe AOMKHO BblAaBaTbCs TOMbKO cneumanbHO Ha3HayeHHbIMU NiLamMn B COOTBETCTBUN C
yTBEPXXAEHHOW Mpoueaypow, YToObl rapaHTUpPOBaTh, YTO HY>XHOE MCXOAHOE Cbipb€ TOYHO OTBELLEHO WM OTMEPEHO B
YMCTYHO M Hagnexawum o6pa3omM MapkKMpoOBaHHYH Tapy.

168. (5.33) JomkHa npoBOANTLCS He3aBMCUMAas NPOBeEpKa KaXAoro BblAAHHOMO MCXOOHOMO Chipbsi, @ TaKKe ero
Macchl unn obbema. Pe3ynbTaTbl NPOBEPKU AOMKHBI ObiTb 0POPMMEHbI 4OKYMEHTAbHO.

169. (5.34) VcxoagHoe cbipbe, BblAaHHOE AN KaXXaon cepum, OMKHO XPaHUTLCH BMECTE M YeTKO MapKnpoBaThCS.

TexHomnormyeckune onepawmn: NPoOMeXKyToYHas
N HepacgacoBaHHas npoayKuus

170. (5.35) lNepen Hayanom nOOON TEXHONOMMYECKONM Onepauun AOMmKHbl ObiTb NPUHSTHI MEPbI, rapaHTUpYoLLME,
4yTo paboyas 30Ha M o0bopyaoBaHME OYMLLEHBI M OCBODOXAEHbI OT NOOOro UCXOAHOrO Chipbsi, NPOAYKLUNU, OCTaTKOB
NPOAYKUUN UK OOKYMEHTALUN, HE MMEIOLLNX OTHOLLEHWSI K 3anfiaHMpOBaHHONM onepauun.

171. (5.36) MNMpomexyTouHast  HepacdacoBaHHas NPOAYKUNS OOIPKHA XPaHUTLCS B Haanexalumnx ycroBusix.

172. (5.37) Kputundeckue npouecchl 4OMKHbI NPOWTU Banugaumio (MyHkTbl 156 - 159 HacTosawmx MNpasun).

173. (5.38) OomkHbl ObITb NPOBEAEHbl M AOKYMEHTanbHO OMOPMIIEHbl BCE HEOobXoaMMble MEeponpusTUa Mo
KOHTPOIIO B MpoLuecce Npou3BoACTBa U KOHTPOIK NPOM3BOACTBEHHOW Cpeabl.

174. (5.39) Jlioboe cyliecTBeHHOE OTKIIOHEHME OT OXMOAEMOro BbIXOAA NPOAYKUMU AOIMKHO ObiTb 0OpMIIeHo
[OKYMEHTarnbHO 1 paccrnefoBaHo.

YnakoBo4YHble MaTepuarnbl

175. (5.40) 3akynke v KOHTPOSIO NEPBUYHBIX U NMEYATHbIX YNaKoBOYHLIX MaTepuarnos, a Takke 0bpaLleHno C HUIMM
HeobX0aMMO yaenaTb Takoe e BHUMaHUe, Kak U UCXOAHOMY CbIpblo.

176. (5.41) Ocoboe BHMMaHMe HeobXO0AMMO yaenaTb nevaTHbiM MmaTepmanam. OHU OOIMKHbI XPaHUTbCS B
Ge3onacHbIX YCMOBUSIX, UCKMOYAOLWMX AOCTYN MOCTOPOHHMX Nuu. PaspesaHHble 3TUKETKM U Opyrne paspo3HEHHble
neyatHble Martepuanbl OOMKHbI XPaHUTLCA M TPAHCMOPTUPOBAaTLCHA pasfderfibHO B 3aKPbITOWM Tape, UCKMYalowen nx
nepenyTbiBaHMe. Pa3pelueHne Ha UCNOb30BaHNE YNAKOBOYHbIX MaTeEpPUarioB OOSMKHO BblAaBaThbCs TOMBKO creunansHo
HasHa4YeHHbIMW NMUAMK B COOTBETCTBUUN C YTBEPXKAEHHON NPOLIEAYPOWA.

177. (5.42) Kaxgon noctaBke WM CepuUM MEPBUYHBIX MMM MEYaTHbIX YMaKOBOYHbIX MaTepuarioB AOIDKEH ObiTb
NPUCBOEH NOEHTUMDUKALNOHHBIA HOMEP MUIMN NOEHTUMPUKALUOHHBIN 3HaK.

178. (5.43) TNpocpoYeHHbIE WM HEMPUrOAHbIE K MCMOJSIb30BaHUIO MNeyaTHble WU MEepBUYHbIE YMAKOBOYHbIE
MaTepuanbl AOIDKHbI ObITb YHUUTOXEHbI C AOKYMEHTarbHbIM OOPMIIEHNEM.

Onepauun No ynakoske

179. (5.44) TMpu cocTaBneHMU MMaHOB oOMepauui Mo ynakoBke ocoboe BHUMAHWE [OJMKHO ObiTb yAeneHo
CBEAEHMI0 K MWHVMMYMY pWCKa MEPEKPecTHOW KOHTaMuHauuu, nepenyTbiBaHUS WA nogmeHbl. He ponyckaetcs

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 29 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

ynakoBbiBaTb NMpOAYKUNIKO pa3finyHbiX BNOOB B HeﬂOCpe,D,CTBeHHOVI 6nmsocTu apyr ot gpyra, 3a UCKIn4eHmnem criy4aes,
npeaycMaTpuBaroLLnx cbmamquKoe pasgeneHue.

180. (5.45) lNepen Havyanom onepauun NO ynakoBke AOMKHbI ObITb NPeAnpPUHATLI MEpbI, rapaHTupyloLwmne, 4YTo
paboyas 30Ha, ynakoBOYHbIE FIMHMM, NeYaTHble MalluHbl 1 Apyroe 060pyAoBaHNE ABNSAIOTCH YUCTbIMU U He coaepxat
nto6ble MCMOoNb30BaBLUMECHA paHee NeKapCTBEHHbIE CPeACTBa, YNaKoBOYHbIe MaTepuanbl Unu AOKYMEHTbI, €CNIN OHU He
TpebyloTca AnA 3annaHvpoBaHHOW onepauun. O4vucTka NVMHUM JOMKHA MPOBOAMTBCA COMMAcHO YTBEPXAEHHOW
npoueaype.

181. (5.46) HanmeHoBaHMe U HOMep CEpUW YMaKOBbIBAEMONM MPOOYKUMM OOSKHbI OblTb yKasaHbl Ha KaXKooMm
YyNakoBOYHOM MECTE WU JIMHUN.

182. (5.47) lMpwn nocTynneHuM NPOAYKLUUM U YNaKOBOYHbIX MaTepuarioB Ha y4acTOK YMaKOBKUM OOSMKHO ObiTb
NPOBEPEHO MX KONNYECTBO, MOEHTUYHOCTb M COOTBETCTBUE MHCTPYKLMSM NO yNaKoBKe.

183. (5.48) MaTepuanbl NepBUYHOM YNaKoBKW Mepes Havariom onepauun HamoNTHEHUS LOIDKHbI OblTb YMCTBIMM.
Heobxogumo obGecneuntb MpefoTBpalleHVe U ycTpaHeHue nbon KOHTaMMHauuW, TakOW KakK OCKOMKU CTekna u
MeTannmMyeckmne Yactumubl.

184. (5.49) PekomeHOyeTcs OCYLLECTBNSATb MapPKUPOBKY Kak MOXHO ObicTpee nocrie ¢acoBKM M YKYMOPKM.
[omkHbl ObITb MPUHATHI HEOOXOOUMbBIE MEpbI, FapaHTMPYIOLWKME, YTO He MPOU3OMAET nepenyTbiBaHMSA UM OWNOOYHOM
MapKMUPOBKW.

185. (5.50) MpaBKnbHOCTL BLINOMHEHUS MOObLIX MeYaTHbIX onepauuin (Hanpumep, HaHeCeHUs1 HOMEPOB CEpUN,
CpoKa rogHOCTM), OCYLLECTBNSAEMbIX NMOO Kak OTAeNbHash TeXHosornyeckas onepauus, NMbo B npouecce ynakoBKW,
HeoOXOAMMO TLlaTeNbHO KOHTPONUpOBaTh M 0hOPMASATb AOKyMeHTanbHo. Ocoboe BHUMaHWE AOMKHO ObITb YAEneHo
PYy4HOWM MapKUPOBKE, KOTOPYIO HEOBXOOUMO pErynspHO NepenpoBepsiTh.

186. (5.51) Ocobble Mepbl NPeAOCTOPOXHOCTU [AOMKHbI COGMAaTECA MPU  UCMONb30BaHUN  paspe3aHHbIX
3TUKETOK W HAHECEHUN MAPKMPOBKM BHE IMHWUM YyNakoBkW. [na npefoTBpalleHus MepenyTbiBaHWs nevyaTHOro
MaTepuana pekoMeHAYyeTCs UCMONb30BaTh 3TUKETKM B PYFIOHE BMECTO pa3pe3aHHbIX 3TUKETOK.

187. (5.52) MNpounssognTens QOMKEH NPOBOAMTL NPOBEPKMW, rapaHTUpyoLWme, YTO BCE 3MEKTPOHHbIE YCTPOMCTBA
CUYMTbIBAHUS KOAA, CHETUMKN STUKETOK U aHarnorm4Hble yCTpoMUCcTBa paboTatoT NpaBuIbHO.

188. (5.53) Mapk1poBKa ynakoBOYHbLIX MaTepuarnoB, HAHECEHHAs! C NMOMOLLBbIO NeYyaTu UM MeTogoM TUCHEHWS,
OOMKHa ObITb OTYETIIMBOM U YCTOMYMBON K BbILBETAHMIO UM CTUPAHUIO.

189. (5.54) MNpu koHTpone npoLecca YnakoBKA MNPOAYKUMW Ha NUHUM [OOMKHO NPOBEPSTLCHA, B YaCTHOCTH,
cnegylwoulee:

a) (a) obLumMIA BHELLIHUI BN YNAKOBOK,;

6) (b) KOMMMEKTHOCTb YNaKOBOK;

B) (C) MCNONb30BaHWe Hagnexalumx BUA0B NPOaYKLMN U YNaKOBOYHbIX MaTepuarnos;

r) (d) npaBunbHOCTb HAHECEHMWS NMOOO MAaPKUPOBKY;

A) (e) npaBunbHOCTb PaboTbl KOHTPOSbHbLIX YCTPONCTB Ha NNHUK.

190. O6pasupl, B3ATbIE C YNAKOBOYHON MNMHUW, HE criedyeT BO3BpaLlaTb NOBTOPHO Ha fMHWUIO.

191. (5.55) Ecnu npu ynakoBke MNpOAYKUMW BO3HUKNN HenpeaBUAEHHble OOCTOATENbCTBA, OHA MOXET ObiTb
BO3BpalleHa B MPOU3BOACTBO TOSbKO MOCHE CreLluansHon NpoBepku, NPoBeAeHUs paccrnefoBaHusa U C paspelleHus
nvua, VMeloLWero COOTBETCTBYHOLUME TOMHOMOYMS. YKasaHHble AeWCTBUS [OMKHbl OblTb OOpMMeHbl B BuAae

npoToKonNna, KOTOprVI HeobxoaMmo XpPaHUTb B YCTAHOBJ1IEHHOM NopsAake.

192. (5.56) Mpn cywecTBEHHOM WM HEOOLIMHOM pPaCXOXOEHWUW, YCTAHOBMIEHHOM BO BpPEMSI COCTaBrEHUS
MaTepuanbHoro 6anaHca, Mexagy Konm4ecTBoM HepactacoBaHHOM NPOAYKLMKN, NeYaTHOrO YNakoBOYHOro Matepuana u

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 30 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

YMCIIOM NPOU3BEAEHHbIX €AUHUL, FOTOBOW MPOAYKUMM HEOOGXOAMMO NMPOBECTM paccrefoBaHWe W YCTaHOBUTb MPUYUHY
3TOr0 pacxoXaeHUs 40 BblAaun paspelleHust Ha Bbinyck.

193. (5.57) lMocne 3aBeplueHWs onepaunii MO YMNakoBKe IoOble OCTaBLUMECS YMaKOBOYHbIE MaTtepuanbl C
HaHeCEeHHbIM Ha HMX HOMEPOM CEepUW AOSDKHbl OblTb YHUUTOXEHbI C MOCNEAYLWMM AOKYMEHTanbHbIM ohopmMieHnem.
BosBpaT Ha cknag HeMapKMpOBaHHbLIX YMAKOBOYHbIX MaTepuanoB MPOM3BOOSAT B COOTBETCTBUM C YTBEPXKOEHHOM
npoueaypoun.

loToBasd npoaykuua

194. (5.58) [Jo BblgauM paspelleHuss Ha BbIMYCK FOTOBas MpOOyKUWUst OOIDKHA coAepXaTbCs B KapaHTUHE B
YCIOBUSIX, YCTAHOBJIEHHbIX MPON3BOANTESNEM.

195. (5.59) [lo MOMeHTa nony4eHnss paspeLLeHns Ha BbINycK JOJKHA OblTb NpoBeAeHa OLeHKa kayecTBa roTOBOM
NPOAYKUUN 1 HEOBXOAMMOWM JOKYMEHTAUMN B NOpsiAKe, yCTaHOBNEHHOM nyHkTamm 202 - 236 HacTosawwmx Mpaswn.

196. (5.60) MNMocne Bblgaum paspeLleHns Ha BbINyCK roToBasi NPOAYKLUUSA AOMKHA XPaHWUTLCH Kak npurogHas Ans
peanusauuv B yCrNoBUsIX, YCTAaHOBINEHHbIX MPON3BOAUTENEM.

OTKMNOHEHHbIE, NMOBTOPHO UCMNOJIb30OBaHHbIE N BO3BpPaALLEHHbIE
MaTtepuarbl U npoayKuna

197. (5.61) OTkNOHeHHbIE MaTepuarnbl U NPOAYKUMS AOIDKHbI UMETb YETKYI0 MapKUPOBKY U XpaHWUTLCHA pa3genibHo
B 30Hax C orpaHuyeHHblM goctynom. OHM nognexart BO3BpaTy NocTaBLUMKY, nepepaboTke (ecnu 3To JoMyCTUMO) Unu
YHUYTOXEHUIO0. JTiobble BbIMOMHEHHbIE AENCTBUS OOMKHbI ObiTb OCHOPMIEHbI AOKYMEHTanbHO W CaHKUMOHMPOBAHbI
nvuaMu, UMeLLMMN COOTBETCTBYIOLLME NMOMHOMOYKS.

198. (5.62) lNepepaboTka OTKIOHEHHOW MNPOOYKLMWU AOMYCKAETCSH B WUCKMOYUTENbHbBIX Cyvasx Npu yCrioBuM
OTCYTCTBUSA yXyALIEHUS KavyecTBa roToBOW NPOAYKLMWU U BbINOMHEHUS Bcex TpeboBaHui cneundukaumn. NepepaboTtka
OOMKHa OCyLLECTBMATLCH B COOTBETCTBUN C YTBEPXKAEHHBLIM NPOMbILLIIEHHBIM PErfaMeHToOM nocne OLeHKM BO3MOXHOro
pvcka ¢ nocrneayowmm OKyMeHTanbHbIM 0hOpMIIEHNEM.

199. (5.63) NoBTOpPHOE MCMNOMB30BAHME BCEW CEPUMN UNN YACTU paHee NPOM3BEOEHHbBIX CEPUN COOTBETCTBYIOLLIErO
KayecTBa nytem OObeAVHEHWs C Cepuen Takon e npoaykuMuM Ha onpedeneHHoW cragum npou3BOACTBA,
npeayCMOTPEHHOW MPOMbILLINIEHHBIM PErMamMeHTOM, AOMKHO OblTb CaHKLUMOHWPOBAHO 3apaHee C YYEeTOM OLIEHKM
BO3HMKAIOLLMX PUCKOB, BKMoYas noboe BO3MOXHOE BMMSHWE Ha CPOK rogHOCTW. [deATenbHOCTb MO MOBTOPHOMY
NCMNoNb30BaHMI0 A0MKHa BbiTb 0hOpMIIeHa JOKYMEHTanbHo.

200. (5.64) HeobxoanmocTb AONONHUTENBHOIO KOHTPOMS Mnobon roToBon NPoAyKLmMK, npoweaien nepepaboTky,
Ny Npoaykuum, B KOTOPYH Obina BKMOYEHa MOBTOPHO WCMOMb30BaHHas NPOAYKUMS, onpedensieT nogpasgerneHue
KOHTpONS KayecTsa.

201. (5.65) BosBpalleHHasi C pblHKA NPOAYKUUS, Hag KOTOpou Obin yTpadeH KOHTPOSlb CO CTOPOHbI
npounsBoguTens, OOMMKHA ObITb YHUUTOXEHA, €Cnu He MOATBEPXOEHO COOTBETCTBUE €€ KayecTBa YCTAHOBMEHHbIM
TpeboBaHusM. PelleHve O MOBTOPHOW NpoAaxe, NepemMapkMpoBKE WM MOBTOPHOM MCMONb30BAaHUN MOXET ObIiTb
MPUHATO TONBKO MOCHEe cneumanbHOro aHanuaa, NpoBeAeHHOro NoApasaernieHnemM KOHTPOns KayecTBa B COOTBETCTBUM C
yTBEepXXAeHHoW npoueaypon. Npn 3ToM HEOOXOAMMO y4MTbIBaTh XapakTep NpoayKuun, ee NpeabiCTOPUO U COCTOSIHUE,
cobnogeHne cneumnanbHbIX YCMOBUA XPaHEHWUs U BpeMms, npollewee ¢ Aatbl Bbinycka. [Npu niobbix COMHEHUSX B
OTHOLLUEHMN KayecTBa NPOAYKUUM HE [OMNyCKaeTcs ee MOBTOPHOE WCMOSfb30BaHWE WM MOBTOPHbLIA BbIMYCK, HO
Jornyckaetca ee xyMmmyeckas nepepaboTka C Lenbi pereHepauun akTUBHbIX MHrpeauMeHToB. Bce BbinonHsemble
OEVCTBUS LOMKHbI ObITb 0OPMIIEHBI JOKYMEHTASBHO.

KOHTPOIJ1b KAYECTBA (I'TTIABA 6)
MpuHUMN

202. KoHTporb KadecTBa Bkro4daeT B cebs oT6op npob, npoBeaeHne UCMbITaHWI 1 NPOBEPOK Ha COOTBETCTBUE
TpeGoBaHNAM crneunduKaumin, WHCTPYKUUA W OpYrMxX [OOKYMEHTOB, OpraHusauuvilo paboTbl, [AOKyMeHTarnbHoe
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ochopmneHne 1 Bbigady paspelleHun Ha BbiMycK. Lienb KOHTpoNns KayectBa - He AOMNYCTUTb K MCNOMb30BaHWMIO UNn
peanusauuvM MaTepuanbl UM NpoayKuuio, He yAOBNEeTBOPSALWME YCTaHOBIEHHbIM TpeboBaHuaM. KoHTponb Kayectsa
He orpaHuyMBaeTcs nabopaTtopHbiMy paboTamu, OH OOMKEH CONPOBOXAATb MPUHATME BCEX PELUEHWI, KacaloLLMXCS
kayectBa npoaykuun. OcHoBononarawmum NpUHLUMNOM ANs YAOBNETBOPUTENBHOW paboThl NogpasaeneHnss KOHTPoNns
KayecTBa CHMTAETCs ero He3aBUCUMOCTb OT NPOM3BOACTBEHHbIX NoapasaeneHnn (NyHKTbl 5 - 23 HacToAwmx [Npasun).

Obwume TpeboBaHus

203. (6.1) B cCTpyKType Kaxgoro mMpou3BOAUTENs [OOIDKHO ObiTb nogpasgerneHne KOHTPONSA KadvecTea,
He3aBMCMMOE OT OpYyrux nogpasgeneHuidi. PykoBoauTenb 3TOro noapasfeneHusi OMKeH MMEeTb COOTBETCTBYHOLLYIO
KB&'IVI(*)I/IK3LI,VIIO n onbIT paGOTbI, B ero noagYMHeHun [OOJIKHbl HaxXoAUTbCA OAHa WM HEeCKOJNIbKO KOHTPOJbHbIX
nabopatopuii. MogpasgeneHme OMKHO GbITb 06ecneyeHo AOCTaTOuHbIMU pecypcamm, YToObl rapaHTUPOBaTh, YTO BCe
MEpPONPUATHKS MO KOHTPOSIO KadecTBa NpoBoaATcs 3hPEKTUBHO M HAOEXHO.

204. (6.2) OcHoBHbIe 00513aHHOCTU PYKOBOAUTENSA NoApa3AeneHnst KOHTPONSA KavyecTBa M3NOXEHbI B NMyHKTax 24 -
45 Hactosawmx lNpaBun. Ha nogpasgeneHne KOHTPONs kadectBa MOryT ObiTb BO3MOXEHbl MHble 00s1I3aHHOCTU, B TOM
yncne paspaboTka, BanugaumMs M BHELPEHWE BceX Npouenyp MO KOHTPOSO KavyecTBa, XpPaHEHWE KOHTPOSbHbIX
00pasL0B MCXOOHOTO Chipbsi, YNMAKOBOYHbLIX MaTepuanoB W npoaykuun, obecrneyeHve npaBWUibHOW MapKMPOBKU
YNaKoBOK C UCXOAHbIM CbIpbEM U NPOAYKLMEN, HabMogeHne 3a CTabubHOCTLIO MPOAYKUMK, yHacTue B paccrnenoBaHmm
MPETEH3MN B OTHOLUEHMM KayecTBa NpoAyKuMu. YKasaHHble 06513aHHOCTM OOIDKHbI BbIMOMHATLCA B COOTBETCTBUM C
yTBEPXXOEHHbIMY NpoLeaypamMm U Npu Heo6Xo0AMMOCTN 0DOPMNATLCSH AOKYMEHTaNbHO.

205. (6.3) MNpu oueHke kauyecTBa rOTOBOW MPOAYKLMM [OOIKHbI paccMaTpuBaTbCs BCE COOTBETCTBYHOLLUE
dakTopbl, BKMK4Yas YCNoBMS MNPOM3BOACTBA, pe3ynbTaTbl KOHTPONAs B nNpouecce npousBoactea, 0030p
NPON3BOACTBEHHOW JOKYMEHTaLUUN (BKHOYasi AOKYMEHTALMIO Ha YNakoBKY), COOTBETCTBUE crienudunKkaLmsM Ha roTOBYH
NPOAYKLMIO N MPOBEPKY OKOHYATENbHOW YNaKoBKM rOTOBOM NPOAYKUUN.

206. (6.4) NepcoHan noapa3sfeneHns KOHTPOMNS KadecTBa A0MKEH UMETb JOCTYN B MPOU3BOACTBEHHbIE 30HbI AN
oTbopa Npob 1 npoBeaeHUst HEOOXOAMMbIX UCCIIe4OBaHNUN.

MpaBuna Hagnexatyero nabopaTopHOro KOHTPONS KadYecTBa

207. (6.5) MomeweHuss 1 obopydoBaHWE KOHTPOSbHLIX NabopaTopuil AOMKHblI COOTBETCTBOBATbL OOWMM M
crneumanbHbiM TpeboBaHUSAM, NpeabsBNAEMbIM K 30HAaM KOHTPOSsl KayecTBa, YCTAHOBMEHHbIM MNyHKTamu 46 - 91
HacToswwmx MNpasun.

208. (6.6) MNepcoHan, nomeweHns n obopydoBaHue nabopaTtopuii AOMKHbI COOTBETCTBOBaTb BUAY M 0O6beMy
npousBoacTBa. B oTaenbHbIX crnyvasx [JonyckaeTcsi MCMOnb3oBaHWe CTOPOHHMX nabopatopuii nNpu  YCrNoBWUM
BbINOMHEHUST UMK TpeboBaHWIA, N3NOXEHHBbIX B NyHKTax 237 - 255 HacToAwmx NpaBun, 1 BHECEHNS] COOTBETCTBYHOLLMX
3anvcen B AOKYMEHTbI MO KOHTPOJSIO KavyecTsa.

[okymeHTauus

209. (6.7) OJokymeHTaums KOHTPOSbHbIX fabopaTopuii AoMmkHa COOTBETCTBOBATL TPeOOBaHMAM, U3NOXEHHBLIM B
nyHkTax 92 - 134 Hactoswux MNpasun. BaxHas YacTb 3TOM AOKYMEHTaLMM OTHOCUTCS K KOHTPOMIO KayecTsa.

210. B nogpasgeneHnn KOHTPONs kadecTBa AoSMkHa ObiTb Nerko 4OCTynHa crneayroLwas OKyMeHTaums:
cneuundukauuu;
npouenypbl oT60pa Npoo;

METOAMKN U JOKYMEHTbI MO NPOBEAEHHBLIM UCMbLITAHUSIM (B TOM YUCIIE aHaANUTUYECKME OnepaLMOHHbIE NMUCTLI U
(Mnn) nabopaTopHbIe XypHanbl);

aHanuTuyeckue oTyeTbl U (UNn) JOKYMEHTbI, NOATBEPXKAALLINE KaYyeCcTBO;
pe3ynbTaTbl MOHUTOPWHIa NPON3BOACTBEHHON cpeabl, rae TpebyeTcs;

NPOTOKOIbI Bannaaunun Mmetoank ncnbiTaHui, rae NPUMEHNMO;
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npoueaypbl 1 NPOTOKObI KAannMbpoBku NPNGOPOB U TEXHNYECKOTO 06CNyXNMBaHMsS 060pya0BaHNS.

211. (6.8) Nobasi JOKYMeHTaUWsi MO KOHTPOSIKO KavyecTBa, OTHOCALAsCA K 3anMcsiM Mo MPOU3BOACTBY CEpUN
NPOAYKUUN, AOMKHA XPaHUTBLCS B TEYEHUE OHOMO rofa nocrie UCTEYEHUs] CpoKa rogHOCTU CEPUN U B TEYEHME HE MEHEE

NSATU NET MOCMEe OLEHKA COOTBETCTBUS CEPUM YMOMHOMOYEHHBIM JIMLOM B YCTaHOBMEHHOM nopsigke (MognyHKT "B
nyHkTa 28 HacToswmx Mpaeun).

212. (6.9) Inga HekoTOpbIX BUAOB AaHHbLIX (HANpUMep, pe3ynbTaToB aHanMTUYeCKUX UCTbITaHWUI, BbIXO4a rOTOBOM
npoayKuun, napameTpoB MNPOU3BOACTBEHHOW Cpedbl) PEKOMEHAYeTCs XpaHuTb 3anucu B Buae, MO3BONSAOLIEM
oueHuBaTb TEHAEHUMWN U3MEHEHUsI NapamMeTpoB.

213. (6.10) B gononHeHune Kk MHhopmauun, ABNAOLLENCS YacTbio 4OCbE Ha CEepUto, AOMKHbI COXPaAHATLCA U ObITb
NerkoAoCTYMHbIMU ApYyrMe NCXOAHble AaHHbIe, TakMe Kak nabopaTopHbIe KypHarbl U (Unn) 3anucu.

Ot60op npob

214. (6.11) TlpousBoguTenb AOMKEH OCYLLECTBMASATb OTOOpP nNpobd B COOTBETCTBUM C  YTBEPXKOEHHBIMU
npoLieaypamu, KOTopble onpeaensioT:

cnocob otbopa npobbi;

ncnonb3yemoe obopynoBaHue;

Konm4ecTBO obpasLa, KOToOpoe AOIMKHO OblTb 0TOOPaHO;

npoueaypbl No pasgeneHunio otobpaHHoro obpasua Ha YyacTu (Npu Heo6xoauMOCTK);

TUMN U COCTOSIHME Tapbl, UCMONb3yeEMON AN 0TOopa Npobbl;

naeHTudmrkaumo Tapbl ¢ oTobpaHHLIMK Npobamu 1 Tapbl, U3 KOTOPOWN BblNK 0TOGPaHbLI NPOGLI;

nobble ocobble Mepbl NPeOOCTOPOXHOCTU, KOTOpble HeobxoamMmo cobntogaTtb, 0cobeHHO npu oTbope 06pasLoB
CTEPUIbHBIX U BPEAHbIX BELLECTB;

YCIOBUA XpaHeHus;

npoLeaypbl MO 0YNCTKE U XpaHeHuto obopynoBaHust Anst oToopa nNpoo.

215. (6.12) OToOpaHHbLlE KOHTPOSbHbIE 06pa3subl AOMMKHbI NpeacTaBnsaTb cobol npeacTaBUTENBHYHO BbIOOPKY
CEPUN WNCXOOHOTO Cbipbsl, YMAKOBOYHbIX MaTepuanoB WM TFOTOBOM npoaykumn. MoryT ObiTb Takke oOTOOpaHbl
JononHutenbHble obpa3ubl ANS MOHMTOpPMHra Havmbonee BaHbIX 3TanoB Mpouecca (HanpyuMmep, ero Hadana unum
OKOHYaHuS).

216. (6.13) Ha atukeTke Tapbl C 0TOOpaHHbIMM O6pa3suaMu OOMMKHbI ObITb yKkas3aHbl ee CoAepXMMoe, HOMeEpP
cepun, gata otbopa npob, a Takke 0603HaYEHNE YNAKOBKM, U3 KOTOPOW 3TN Npobbl ObiNM 0TOBpPaHsI.

217. (6.14) OononHutenbHble TpeboBaHWA B OTHOLLEHWM KOHTPOSbHBLIX UM apXMBHbIX 06pas3LoB MpuBeAeHbl B
MpunoxeHumn N 18 k HacTosAwmM [MpaBunam.

lNpoBeneHne ncnbiTaHnn

218. (6.15) MeToamkM KOHTPONS KadecTBa AOSMKHbI OblTb BanvMauMpoBaHbl. Bce wmcnbiTaHus, NpuMBeOeHHble B
perncTtpaumMoHHOM OCbe, OOJTKHbI ObITb nposefeHbl B COOTBETCTBUU C YTBEPXXAEHHBbIMU MeTOANKaMW.

219. (6.16) MNMony4yeHHble pe3ynbTaThl UCMbITAHUIA OOMKHbI ObITb 4OKYMEHTanbHO 0hOpPMIIEHBI U NPOBEPEHbI A1
rapaHTum nx COOTBETCTBUS ApYr Apyry. Bce pacyeTbl 4OMKHbI TWATEeNbHO NPOBEPATLCH.

220. (6.17) lMpoBoanMble MCMbITAHUSA OOSMKHbI PErMCTPUPOBATLCA C yKasaHMeM B AOKYMEHTax, B TOM u4ucre
cnegylowmnx aHHbIX:
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a) (a) HanmeHoBaHME WCXOOHOrO Cbipbs, YMAKOBOYHbIX MaTepuarnoB WNM MNPOAYKUMW U MpU HEOBXOAMMOCTU
nekapcTBeHHo OopMbl;

6) (b) Homep cepun, NPUCBOEHHLIN NpPU NPUEMKE, U, FAe NPUMEHNMO, HOMEP CEpUM MPOU3BOAUTENS, a TakkKe
HauMeHOBaHVe Npou3BoaNTENS U (M) NOCTaBLUUKA;

B) (C) cCbifnka Ha COOTBETCTBYOLLME crneundurKkaumm n npouenypbl MCNbITaHWUI;

r) (d) pesynbTaTbl WUCMbITaHWA, B TOM YMUCle HaGMIOAEHMS!, BbIMUCIEHMS, U CCbINIKM Ha BCE [OOKYMEHTb,
cofepkallume pesysibTaTbl IPOBEAEHHbIX aHaNN30B;

4) (e) oatbl NpoBeaeHUs NCMbITaHWUIA;
e) (f) bamunumn n nHMuMansl N1y, NPOBOAMBLUMX UCTbITAHUE;

)K) (g) (baMM.I'IMI/I n nHUumnanbl nuid, npoBepmuBLUNX npoBeaeHune nenbiTaHui un pe3ynbTaTthbl BblYMCNEHUN, rae
NMPUMEHNMO;

3) (h) ogHO3Ha4yHOe 3akrYeHne O Bblgade paspeLleHVst UK OTKIOHEHUW MPOAYKUMW (Mnn Apyroe pelueHune o
cTaTtyce Npoaykumm), gaTa v NOANMCb OTBETCTBEHHOIO nuua.

221. (6.18) Bce onepauum no KOHTPOM B MpoLEecce MpOM3BOACTBA, BKMOYas Te, KOTOpble BbIMOMHSIOTCA B
NMPOM3BOACTBEHHOW 30HE MPOM3BOACTBEHHbIM MEPCOHaNoM, HeobOXOAMMO OCYLWeCTBNATbL B COOTBETCTBUM C
MeToAMKaMU, YTBEPXOEHHbIMU NoApa3ferieHMEM KOHTPONSA KayecTBa, a UX pesynbTatbl AOSMKHbI ObiTb 0hopMIEHbI
OOKYMEHTanbHo.

222. (6.19) Ocoboe BHMMaHME HeoOXOOUMO yAensiTb KayecTBy JlabopaToOpHbIX pPeakTMBOB, MEPHON
nabopaTopHOW Nocyabl M TUTPOBaHHbLIX PacTBOPOB, CTaHAAPTHbLIX 06pasLoB 1 NUTaTenbHbIX cped. Vx npurotoBneHue u
MOAroToBKa AOJMKHbI COOTBETCTBOBATH TPEOOBAHMSAM YTBEPXKAEHHBLIX NHCTPYKLNIA.

223. (6.20) JTaGopaTopHble pacTBOPbl peakTUBOB AOMKHbI UMETH MapKMPOBKY C Yka3aHMeM AaTbl NMPUroTOBNEHMS
M C noanucamMu ucnonHutenen. Ha aTukeTke JOMKeH OblTb yKa3aH CPOK FOAHOCTU HecTabuibHbIX pPeakTUBOB WU
nuTaTenbHbIX cpeq U cneumdunyecKkme ycrioBus Mx XpaHeHud. [Ons TUTpOBaHHbIX pacTBOPOB HEOGXOOUMO YyKa3blBaTb
haTy nocriefHero yCTaHoBNeHUs TUTPa U COOTBETCTBYIOLLMI NOMPaBOYHbIN KO3(PULIMEHT.

224, (6.21) Tlpyn HeobxogumoCTM Ha Tape criegyeT ykasbiBaTb [AaTy MONyYeHMs! KaXOgoro BELLECTBA,
NCMNoMb3yeMoro Ansi NpoBeAeHNst UCMbITaHUIA (HanpuMep, PEakTUBOB U CTaHAAPTHLIX 00pasLOoB), C COOTBETCTBYHOLLMMU
WHCTPYKUMSIMM MO €ro MCMonb30BaHMIO W XpaHeHuto. B HekoTopbiXx criyyasix nocre MnoryyeHnsa wnm nepepg
NCNoNib30BaHNEM peakTUBa MOXET BO3HUKHYTb HEOOXOOUMOCTL MPOBEAEHUSI €70 UCMbITAHUS HA MOAEHTUYHOCTL U (UNn)
OpYyroro ncnbiTaHus.

225. (6.22) XKnBoTHble, MCNOMNb3yeMble A4S KOHTPOSIA KOMMOHEHTOB, UCXOAHOMO ChIpbA UMW MPOAYKUMMW, OOIMKHbI
npy HeobxooMMOCTM MOMELLATLCA B KapaHTUMH nepen Hadyanom paboTbl C HUMW. YXOA 3a XUBOTHLIMU U UX KOHTPOJSb
OOIMKHbI  OblTb  OpraHu3oBaHbl Takum obpas3om, 4ToObl obecneunTb WX MNPUrOAHOCTb [AMfs UCNONb30BaHUA MO
HasHayeHuto. XKNBOTHbIE AOMKHbI ObITb MapKMPOBaHbI, a AaHHbIE O npellecTByoLlen paboTe ¢ HUMKU OOMKHbI ObiTh
0POPMIIEHBI AOKYMEHTAmbHO.

I'Iporpamma nocnenyrouero Nn3y4yeHus cTabunbHOCTU

226. (6.23) lMNMocne Bbinycka B obpalyeHne HeobxoaMmMo NPOBOANTL MOHUTOPWHI CTabUNbHOCTY NeKkapCTBEHHOMO
npenapaTta B COOTBETCTBUM C MPOrpaMMou, KOTOpas MO3BOMUT BbIABUTb Kakue-nmbo npobriembl cO CTabunbHOCTbLIO
neKkapCTBEHHOro npenaparta AaHHOro coctaBa B MOTPeOUTENbCKOW ynakoBKke (Hanpumep, U3MEHeHWUst coaepkaHus
npumecen unu Npouns pacTBOPEHUSI).

227. (6.24) Lenbto nporpaMMbl NOCMEAYOLEro N3yYyeHns cTabunbHOCTU SBNAETCA MOHUTOPUHI feKapCTBEHHOMO
npenapaTta B Te4eHUe BCEro cCpoka rogHoOCTU M onpeferieHne Toro, YTo OH COOTBETCTBYET CBOel crneuudumkaumm npu
COONI0AEHNM YCIOBUI XpaHEHNs!, yka3aHHbIX B MapKUPOBKE.

228. (6.25) BblweykasaHHble TpeboBaHMA OTHOCSATCS, [NaBHbIM 00Opa3oM, K TOTOBbIM JIEKAPCTBEHHbBIM
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npenapatam B NOTpeGUTENbCKOi ynakoBke, HO HEOBXOAMMO TaKke BKIIOYWTL B MPOrpaMMy MOCHEeAYOWEro N3y4yeHus
CTabUNbHOCTM HepactacoBaHHy NPoAyKLUMI0. B YacTHOCTM, ecnn HepacdacoBaHHYO NMPOAYKUMIO XPaHAT AnUTeNbHoe
Bpemsi 40 YMNakoBKU U (MNK) nepedayn ¢ NpOU3BOACTBEHHOIO y4acTKa Ha y4acToOK YNakoBKW, HEOGXOOUMO U3YYnTb U
OLEHUTb BIUSIHME 3TOr0 (oakTopa Ha CTabunbHOCTb FOTOBOWM NPOAYKUMM MpU COOTBETCTBYHOLUMX MapameTpax
OKpyKatoLleln cpedbl. YkazaHHOe TpeGoBaHne NpMMEHSIETCS Takke K NPOMEXYTOYHONM NpoayKUmMW, KoTopasi XpaHUTcs U
ncnonb3yeTcs B TeyeHVe AnuTenbHoro nepuoaa. MiccnegoBaHue ctabunbHOCTU NEKAPCTBEHHOMO MpenapaTa, KOTopbli
FOTOBUTCS HEMOCPEACTBEHHO nepen TMPUMEHeHWeM, MPOBOASAT Npu pa3paboTke JekapCTBEHHOro mnpenapaTa.
BkritoueHne Takux rnekapcTBeHHbIX MpenapaToB B NporpaMMy MOCIeayoLero n3y4yeHns ctabunsHocT He TpebyeTcs.
OpHako, ecnu NpUMeHNMO, MOXET NPOBOAMTLCS Nocrneaytollee n3yvyeHne cTabunbHOCTM Takoro npenapara.

229. (6.26) lNMporpamma nocneyroLiero n3ydeHus ctabunbHOCTU JOIMkHA ObiTb OhOpMIIeHa OOKYMEHTanbHO B
COOTBETCTBMM C TPeOOBaHUSAMMW, YCTAHOBIEHHbIMU MyHKTammn 92 - 134 Hactosiwux [paBun, a pesynbTaTtbl paboTbl
odopmneHbl B Buae otveta. ObopygoBaHue, wucnonb3yemoe ANA U3ydeHus CcTabunbHOCTM (B 4aCTHOCTH,
KnuMaTtuyeckne Kamepbl), AOMMKHO OblTb  KBanMduuMpoBaHO U AOMDKHO obcnyxmBaTbCA B COOTBETCTBUMM C
TpeboBaHNsIMK, YCTaAHOBMEHHbIMU NyHKTamMu 46 - 91 Hactosiwmx lMpasun u MMpunoxenmem N 15 Kk HacTosAWMUM
MpaBunam.

230. (6.27) OtyeT 0 paboTe No NporpaMmme MOCreayLero N3y4yeHnsa cTabunbHOCTU OOIMKEH BKMoYaTb B cebs
BeCb nepuoa Ao Ncte4eHna Cpoka rogHoCT npoaykunm n cogepxatb, B HaCTHOCTU, cneayrouime gaHHble:

Homep(a) cepun(n) 4N pasnuyHbiX JO3MPOBOK M pasHbIX pasMepoB Cepuii, rae NPMMEHNMO;
AaHHbIE O (PU3NYECKNX, XMMNYECKUX, MUKPOBMONOrNYECKMX N1 BUONOrM4YeCcKknX MeToaax UCNbITaHWI;
KpUTEepum NpuemnemMocTy;

CCbIfIKN Ha MeTOoAbl UCTIbITaHWI;

onvcaHvie Buaa ynakoBKu;

NepUoaNYHOCTb UCMbITAHWUIN (TOYKN KOHTPOIS BO BpEMEHN);

onucaHue YCroBWUIA XpaHeHust (HeobxooMMo UCMoNb3oBaTb CTAHOAAPTU3MPOBAHHLIE B HOPMATUBHBLIX MPABOBbIX
akTax Poccuiickon degepauuy ycnosus Ans ANUTENBHOMO WCMbITAHWUSA CTabUMbHOCTM, COOTBETCTBYHOLUME AaHHbLIM
pervcTpaumoHHOro 4oche);

apyrue HeobxoaMMble nokasaTenu, cneu,mcbwqecme Anda AaHHOro JiekapCTBEHHOIO npenapara.

231. (6.28) OtuyeT 0 paboTe No nporpamme MOCMEayLero U3ydeHnss CTabunbHOCTU MOXET OTnmMyaTbCs OT
oT4yeTa O nepBOHa4allbHOM OJIUTENBbHOM UCMNbITAHUN CT36I/IJ'IbHOCTI/I, npeactaeiieHHOro B pernctpalMoHHOM ocbe, npu
yCcrnoBun OBOCHOBaHWA W [OKYMEHTanbHOro odpopmreHuss B otyeTe (B TOM YMCne OTNMYMA B NEpUOANYHOCTU
UCNbITaHUI).

232. (6.29) Yuncno cepuin 1 NEPUOANYHOCTb UCMBITAHUI OOMKHLI 06ecnevnBaTh AOCTATOUYHbIN O6BbEM AaHHbBIX AN
npoBeAeHnsa aHanuMsa TeHAeHUUn n3aMmeHeHus. B nporpammy nocrneayroLero n3y4eHns exeroqHo OOSMKHA BKIOYATbCS
KaKk MWHMMYM OfHa Cepusi NPOU3BEAEHHOro IeKapCTBEHHOro npenapaTta B KaXaoW A03MPOBKE M B KaXaoM Buae
NepBMYHON YNaKoBKWU. VICKMOYeHMEM SIBNSAOTCA Clyvaun, Korga B TEeYEeHWe roda He MpoM3BEeAEeHO HU OOHOW cepumn
JaHHOrO FeKapCTBEHHOrO npenaparta, ecnu MHoe He OyaeT obocHoBaHO npou3dBoguTenem. Ons nekapcTBEHHbIX
npenapaToB, nocrneayuee ndyvyeHne ctabunbHOCTU KOTOPbIX TpebyeT MCMOMb30BaHUS XMBOTHBIX U HE CyllecTByeT
anbTepHaTMBHbIX BanMAMPOBAHHbIX METOOUK, MEPUOAMYHOCTb KOHTPONSA MOXET ObiTb YCTaHOBMEHA Ha OCHOBaHWUK
OLEHKN pUCKOB. MoryT MCnonb30BaTbCA paMOYHble UMM MATPUYHbBIE CTPYKTYPbl MPU AOKYMEHTanbHOM ochopMneHun,
€CInn UX NPUrogHOCTbL COOTBETCTBYHOLLMM 06pa3oM Hay4Ho obocHOoBaHa.

233. (6.30) B HekoTOpbIXx cnyyasx B nocnegylwee WU3yYyeHe CTabunbHOCTM [OOJDKHbI  BKIHOYATbCS
JononHutenbHble cepun. B yacTHocTu, nocneayolwee nsyyeHme ctabunbHoCcTn Heobxognumo NPoBOAMTL nocre nboro
3HAYNUTENbHOIO M3MEHEeHUA Wunn 3HaYnTernbHOro OTKIIOHEHUA B npouecce npou3BoacTBa UM YNAKOBKW. 310 Xe
OTHOCUTCS U K NIoObIM onepawmsiM No NoBTOPHON 00paboTke, NepepaboTke Unn pereHepauun.

234. (6.31) PesynbTaTbl nocnegylowero udydeHust CTabuibHOCTUM AOMMKHbI OblTb OOCTYMHbI OTBETCTBEHHOMY
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nepcoHany u 0cCOOeHHO ynonHomoveHHoMy(biM) nuuy (fvuam). Ecnu nocnepylowee um3ydyeHne CTabunbHOCTU
OCYLLECTBMNAETCA He Ha MecTe MPOM3BOACTBa HepacdacoBaHHOM UMW FOTOBOM MPOOYKUMW, TO MeXAy y4acTBYHLLMMN
CTOpOHaMn OOJTIKHO ObITb Od)OpMHeHO COOTBETCTBYKOLlEE CornalleHune. Pe3yJ'IbTaTbI nocneagywouiero nsyyvyeHuda
CTabUNBbHOCTUN AOMKHbI HAXOOUTBLCA Ha MecTe NMPOW3BOACTBA ANA NPEeACTaBMeHUs YNONHOMOYEHHOMY dheaepanbHOMY
OpraHy MCNoONHUTENBHON BracTu.

235. (6.32) TlpousBoguTenb [OOSMPKEH aHanM3MpoBaTb Criyyanm BbIXO4a 3a Mpedenbl cneundukaumm wu
CYLLECTBEHHbIE HETUNUYHbIE TeHaeHumn. Jliobon NOATBEPXOEHHbIM BbIXOA 3a npedensl cneundukauum mnm
CYLLLECTBEHHbIE HeraTuBHble TEHOEHUUN OOIMKHbI JOBOAUTLCS OO0 CBEAEHMS YNONTHOMOYEHHOro deaepansHOro opraHa
ucnonHuTensHon Bnactu. B cooTtBeTcTBUMM C TpeboBaHWAMM, YCTaHOBMEHHBIMM MyHKTaMW 256 - 272 HaACTOALWMX
MpaBun, a Takke MpU KOHCYNbTauUMX C YNONHOMOYEHHbIM hefepanbHbiM OpraHOM WCTOMNHUTENBHOW BNacTu criegyet
paccMOTpPeTb BO3MOXHbIE JENCTBUSA B OTHOLLEHUN CEPUI, HAXOOSALLMXCS Ha PbIHKE.

236. (6.33) 3akno4veHWss MO MU3y4YeHUo CTabUNbHOCTU, B TOM YMCME MPOMEXYTOYHblE BbIBOAbLI, OOSMKHbI
ochbopMnsTECS AOKYMEHTanbHO. [laHHble No cTabunbHOCTY crieayeT NogBepratb nepuoamnyeckomy o63opy.

OEATENbHOCTb, MEPELABAEMASA ANA BbINOMHEHUA APYIOW
OPIrAHU3ALMN (AYTCOPCUHI) (TTTABA 7)

MpuHUKMN

237. Niobasi oesaTenbHOCTb, HA KOTOPYHO pacrnpocTpaHsoTcs HacToswwme MpaBuna u KoTopasi nepegaHa gpyron
(cTOopoHHeN) opraHusaumm (nNepedaHa Ha ayTCOPCUHT), Hagnexawmm obpasomMm onpegensietcs, CorrnacoBbIBAETCHA U
KOHTponupyeTcsa BO u3bexaHue pasHOMTEHUN, CNOCOOHLIX NMPMBECTU K HEYAOBNETBOPUTENBHOMY KavyecTBy NpoayKuum
nnn BbINOJTHAEMbIX pa60T. ,D,OFOBOp Mexay 3aka3ydMkoM W  UCnofiHuTenem 3akni4yaeTtca C YyKa3aHuemM 4YeTKo
onpefeneHHbix 06s13aHHOCTEN KaXOoW W3 CTOPOH W npedycMaTpuBaeT MNoOpsOoK OeNCTBMA M OTBETCTBEHHOCTb
YMNONMHOMOYEHHOI0 NLa 3a Bblady paspeLLeHmnst Ha BbiNyCK Kaaon cepum npoayKumu.

238. TpeboBaHusi, ycTaHOBMNEHHbIE NyHKTaMu 237 - 255 Hactoawmx lMpaBun, He OTMEHSAIOT COOTBETCTBYHOLLMNX
o0ba3aHHOCTEN nNponsBoguTenen no opMMpoBaHNIO PETMCTPALMOHHOIO A0ChE U HEOBXOAMMOCTU HanNUunus NUUEH3Un
Ha MPOWM3BOACTBO J€KapCTBEHHbIX cpeAcTB. OHU He ycTaHaBNMBalOT OTBETCTBEHHOCTb WCMOMHMTENS M 3akasuvka
nepepn notpebutenem, kKoTopas onpegenieHa UHbIMM HOPMaTUBHBLIMW NPaBOBLIMU akTamn Poccuiickon depepaunu.

O6wme TpeboBaHMA U pekoMeHaaunm

239. (7.1) B poroBop, No KOTOPOMY OCyLLeCTBMseTCA nepefadva AeATENbHOCTM Ha ayTCOPCUHI, pekoMeHayeTcs
BKIOYATb YKa3aHus Ha nNpodyKumio, paboTbl UNn ycrnyru, ocyLLecTBlieHMe KOTOPbIX NepeaaeTcsl Ha ayTCOPCUHT, a Takke
BCE CBSI3@aHHble C TaKOW AeATEeNbHOCTbIO TEXHUYECKME U UHble COrnalleHnsi K 4OroBopy.

240. (7.2) Oorosop, NoO KOTOPOMY OCYLLECTBASIETCA nepegava AeAaTenbHOCTM Ha ayTCOPCUHI, a Takke Bce
npeanoXeHHble WU3MEeHEeHUA TEeXHUYECKUX WU UHbIX cornatleHun OOJDKHbl COOTBETCTBOBATb 3akKoHOOATElbCTBY
Poccuinckon ®egepaunm n perucTpaumoHHOMY JOCbE Ha COOTBETCTBYIOLLYIO NPOAYKLMIO.

241. (7.3) Ecnn topugmyeckoe nuuo, Ha MMsi KOTOPOro BblAAaHO perncTpauuoHHOe YOOCTOBEpPEHue, W
Npon3BoaMTENb He SABMSIOTCA O4HOW OpraHu3auven, TO MeXAy HMMU AOMKHbl ObiTb 3akmntoyeHbl COOTBETCTBYOLLMNE
COrnaLleHnsi C y4eTOM NOMNOXEHUI, YCTAHOBMNEHHbIX NyHKTamun 237 - 255 HacTosawmx [Npasun.

3akasuuk

242. (7.4) ®apmaueBTMYECKas CUCTEMA KayeCTBa 3akas3uduMka [OSKHa BKMoYaTb B Ce0si KOHTPOMb U MPOBEPKY
nobon fesTenbHOCTU, NepedaHHOM Ha ayTCOPCUHr. 3akas3yuk rapaHTUpyeT npoBefeHWe KOHTPOnNs AesTenbHOCTMH,
nepe,anHoM Ha ayTCOPCUHT. 3T1oT KOHTPOJIb AOJIKEeH BKINOYaTb NPUHUUNbI ynpaBleHna pUckamMun OnAa KadecrtBa U
YUUTbIBATb HKENPUBELEHHbLIE MOSIOXKEHUS.

243. (7.5) [o nepepayn OeATENbHOCTU Ha ayTCOPCMHI 3aka3uuMK JOImkeH ybeguTbCa B MPaBOCMOCOOHOCTM
ucnonHutens (B TOM 4YUCre B HanmMumm y Hero HeobxoguMoOM B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickon
depepaumm nuLeH3nM), B €ro KOMMETEHTHOCTU W Hanuyuu y HEero BO3MOXHOCTM BbIMNONMHUTL 06si3aTenbcTBa Mo
[OroBopy Hagnexawum obpas3oMm B COOTBETCTBMM C TpeboBaHMsMM HacToswmx [lpaBun. PekomeHayeTcs Takke
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BKIOYATL B IOrOBOP MONoXeHus, obecneynBarolme BbiNonHeHne TpeboBaHuii HacToAwmx Mpasun.

244, (7.6) 3aka34ymk OOMKEH NpegocTaBUTb UCMOMHUTEN BCHO MHAOPMaLMIO U cBeAeHus, Heobxoaumble Ons
Haanexallero MCNofHEHUs MpeayCMOTPEHHbIX [OrOBOPOM 005A3aTenbCTB B COOTBETCTBUM C 3aKOHOOATENbLCTBOM
Poccuiickon ®egepauum n permctpaunoHHbIM Aockbe. 3akaszunk AOIMKEH rapaHTUpOoBaTb, YTO MCMOMHUTENb MOMHOCTLIO
ocBefoMiieH 060 Bcex hakTopax, CBsI3aHHbIX C MPoAYKUMEN NN AesiTeNIbHOCTbIO, NepeaaBaeMOon Ha ayTCOPCUHT,
KOTOpble MOryT MPeACTaBnsiTb OMNACHOCTb AN ero nomelleHuin, obopyaoBaHuMs, nepcoHana, UCXOOHOro Cbipbs UMK
Opyrov NpoayKLuun.

245, (7.7) 3akasuvMk [OIMKEH KOHTPONMMPOBaTb WM MPOBEPSATb AEWCTBUS UCMOMHUTENS, a Takke BHeJpeHue
NCNoSTHUTENEM Jo00oro Heo6xoaMMOro yry4LleHus.

246. (7.8) 3akasunk siBNSieTCA OTBETCTBEHHbIM 3a MPOBEPKY U OLEHKY 3anncen u pesynbTaTtoB, CBA3aHHbIX C
OEeATeNbHOCTbIO, NEPEfaHHON Ha ayTCOPCUHr. 3aka3umk [OoSkKeH ybeanTbCA CamMOCTOSITENIbHO WM HA OCHOBAaHMM
NMOATBEPXKAEHUS YMOMTHOMOYEHHOIO NUuUAa WCMOMHUTENS, YTO BCHA MpOAyKUWst M MaTepuarbl, MOCTABMEHHbIE €My
ucnonHuTenem, obinn NponssBeaeHbl B COOTBETCTBMU C HACTOALWMMM [paBnnamm n permcTpaumoHHbIM OChe.

McnonHutenb

247. (7.9) WcnonHutenb JOMKEH MMETb HEOOXOAMMblE 3HAHWS, OMbIT M KOMMETEHTHbIA MEepcoHan, a Takke
pacnonaratb COOTBETCTBYIOLUMU MOMELLEHNSMM, 060pyaOBaHNEM A1 HaANeXallero NCNosfiHeHns 06a3aTenscTB no
[OroBopy.

248. (7.10) UcnonHnTenb JOMKEH YAOCTOBEPUTHLCH, YTO BCS NpeaocTaBneHHass eMy NpoayKUns, MICXOOHOE Cbipbe,
yNakoBOYHbIE MaTepuarbl U CBEAEHMS MPUTOAHbI A1 UCMOMb30BaHUA MO Ha3HAYEHMIO0.

249. (7.11) WcnonHutens He OOIMKEH nepegaBaTb TPETbEN CTOPOHe paboTbl MNW yCryru, NOPyYEeHHbIe emy Mo
gorosopy, 6e3 npeaBapuUTENbHOIO PAaCCMOTPEHUS U COrMacoBaHWs ¢ 3aka3vymkoM. [pu 3aknoyeHnmn cornatleHns Mexay
NCMONHUTENEM U TPETbEN CTOPOHOM AOKHa ObiTb obecneyeHa rapaHTUs TOro, YTO MHOPMaLUs, BKIOYas CBEAEHUS
006 OLeHKke COOTBETCTBMS TpeTbel CTOPOHbI, NPedOCTaBNsAeTCs TakuMm e obpas3oM, kak Mexay nepBoHayanbHbIMU
3aKa3ynKoM M UCMONHUTENeM.

250. (7.12) WNcnonHutenb He AOMKEH NPOU3BOAUTbL HECAHKLUOHWPOBAHHLIE U3MEHEHWUs], BbIXOASALME 33 pPaMKu
[0roBopa, NocKoJSIbKy 3TO MOXeT HebnaronpmaTHO NOBMUATL Ha KAYECTBO paboT, MPOBOAMMbIX A1 3aKa34duka.

251. (7.13) VcnonHuTenb OOMKEH NOHMMATL, YTO paboThl, NepefaBaemMble Ha ayTCOPCUHT, BKITlOYasa npoBeaeHue
aHanusa no JoroBopy, NPOBEPSIOTCA YNOSTHOMOYEHHBIMU ddeaepanbHbIMU OpraHamMu UCNOSTHUTENBHOM BRacTu.

[orosop

252. (7.14) Mexgy 3aka34yMKOM W UCMONHUTENEM OOMMKEH ObITb 3aKMOYEH OOrOBOP, B KOTOPOM pEKOMeHAyeTcs
onpegenuTb UX B3auMHble 0b0sA3aTenbCTBa W Mpouenypbl nepegadn MHGOpMaumm, CBSA3aHHble C OEATENbHOCTbLIO,
nepegaBaeMoOn Ha ayTCOPCUMHI. TexHMYecKue acnekTbl [AOoroBopa [LOMKHbI COCTaBMATbLCA NMUaMW, UMEKLUMM
COOTBETCTBYIOLLME 3HAHWS, CBA3AHHbIE C OEATENbHOCTLIO, NepegaBaeMon Ha ayTCOPCUHI, U HacTodAwmMn MNpasunamu.
CornacoBaHHble CTOpOHaMu YCroOBUS 4OroBopa W BCe CBSA3aHHblE C AOrOBOPOM TEXHUYECKME U MHble COrnalleHuns
OOMKHbI COOTBETCTBOBATL 3akoHoAaTeNbCTBY Poccunckon ®enepaumm n permctpalmoHHOMY LOChE.

253. (7.15) B poroBope pekoMeHAyeTCs yKa3blBaTb, kKakasi U3 CTOPOH OTBEYaeT 3a Kaxabll aTan OedATenbHOCTH,
nepegaBaemMon Ha ayTCOPCUHT (HanpumMep, ynpasrieHne 3HaHUAMK, NepeHoC TeXHOMNorun, obecnevyeHne Lenm nocTasBok,
3aknoyeHne Joroopa C TpeTben CTOPOHOM, 3aKyrnky WMCXOOHOro Cbipbsi, MarepmanoB U WX KayecTBoO, NpoBedeHue
UCMbITaHWA U Bbldady paspeLleHus Ha MCMofib30BaHME UCXOQHOTO Cbipbsl M YMAaKOBOYHbIX MaTepuaros, NpoBeAeHue
NMPON3BOACTBA N KOHTPOISA KayecTBa (BKIOYas KOHTPOSb B MpoLiecce NpovM3BoacTea, 0T6op o6pasLoB 1 Nx aHanus)).

254. (7.16) Bce 3anucu, cBsi3aHHble C AEATENbHOCTbIO, NepefaBaeMON Ha ayTCOPCUHI, Hanpumep, 3anucu
NpOM3BOACTBA, aHanv3a M peanu3aumyM Npoaykumu, a Takke COOTBETCTBYHOLLUME KOHTPOSbHble 00pasLbl AOMMKHbI
XPaHUTbCA Y 3aKkas3yuka, v 3akasymk JOMHKEH UMETb K HUM JocTyn. Jltobkble 3anvcu, OTHOCALMECS K OLieHKE KayecTBa
NpOAyKUUW, B Crydae npeabsBreHNss MNPETEeH3WNn, npearnonaraemMoro HecoOoTBETCTBUS TpeboBaHMAM wnv  npu
paccrnefoBaHuy B Criydae npeanornoxeHns o danbcudmrkaumm npogykumm AomkHbl ObiTb AOCTYMHbBI 3aKa34nKy 1 TOYHO
onpegeneHbl B ero COOTBETCTBYHOLLUX NpoLeaypax.
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255. (7.17) B poroBope peKkoMeHOyeTcs npedycMaTpuBaTbh MpaBO 3aka3vvMka Ha ayauT nepedaBaeMon Ha
aYTCOPCUHTI OeATENTbHOCTU, KOTOPasA BbINOJTHAETCA UCNONMHUTENEM U B3aMMHO cornacoBaHHOM TpeTbeI7I CTOpOHOI7I.

MPETEH3UNU N OT3bIB NMPOOYKUWA (TTIABA 8)
MpuHUMN

256. Bce npeTeH3Mu n MHopmauus, Kacawwmecs noTeHuuanbHO HeaobpoKayeCTBEHHBLIX NEKAPCTBEHHBLIX
CpeacTB, TWATENbHO paccrnenylTcss B COOTBETCTBUM C YTBEPXAEHHbIMM npouedypamu. [Mpoussogutens umMeeT
cucteMy ObICTPOro 1 3¢EeKTUBHOrO OT3blBA C PblHKA MNPOAYKUMU C BbISIBNEHHbIMW WM MpeanonaraeMbimMu
HapyLUEeHUSIMW Ka4ecTBa.

MpeTeH3unn

257. (8.1) MNpowussoanTens OOMKEH Ha3HauYUTb PabOTHWKA, OTBETCTBEHHOrO 3a PACCMOTPEHME MPETEH3UN U
NPUHATME peLLeHA, MMEKLLEro npaBo NpuBrekaTb Heobxooumbld nepcoHan. Ecnu aToT paboTHWMK He sBnsieTcs
YMOSTHOMOYEHHbLIM JIULIOM, TO YMOSTHOMOYEHHOE NULIO OOJMKHO ObiTb MOCTaBNEHO B M3BECTHOCTb 000 BCex dhakTax
npeabsaBneHns NPeTEH3UN, paccnefoBaHni U OT3bIBOB NPOAYKLMN.

258. (8.2) Oencteusa No pacCMOTPEHUIO MPETEH3NA Ha MOTEeHUManbHO HefobpoKaYeCTBEHHbIE NEeKapCTBEHHbIE
cpeaoctBa M MO MPUHATMIO pelleHust 06 OT3biBe NpOoayKUMM [OIKHbI ObiTb  M3NMOXEHbI B COOTBETCTBYHOLLMX
YTBEPXXAEHHbIX NpoLieaypax.

259. (8.3) Iltobas npeTeH3nsa No KayecTBy NpOoAyKUUM OOIMKHA ObiTb 3aperncTpupoBaHa C ykasaHMeM UCXOOHbIX
AaHHbIX U TWaTenbHo paccregoBaHa. K atol paboTe, kak npaBuno, cnegyeT npuBrekaTb NvLo, OTBETCTBEHHOE 3a
KOHTPOJIb Ka4ecTBa NpoayKuuu.

260. (8.4) Ecnn obHapyeHO unu nogo3peBaeTcsl HECOOTBETCTBME KayecTBa KakoOW-NMMOO cepumn npoayKuum
yCTaHOBMEHHbIM TpeboBaHaM, HEOOXOAMMO MPUHATL PeLUeHne O NPOBEpKe aHanorMyHbIX Cepui, a Takke Tex Cepun,
KOTOpble MOTyT BKMoYaTb NPoayKThl, NOMyYeHHbIe Npu nepepaboTke HegobpokayeCTBEHHON Cepun.

261. (8.5) PelweHns n mepbl, NpUHATbIE MO pes3yfbTataM pacCMOTPeHMs N0OON NPeTeH3uKu, OOSKHbI ObiTb
3aperncTpmpoBaHbl 1 BKIMOYEHbI B COOTBETCTBYHOLLEE AOChE Ha CEPUIO.

262. (8.6) Banucm paccMOTpeHusi NpeTeH3MN AOMKHbl PeryrnsipHoO aHanu3upoBaTbCA C Lenbl BbISBEHUSA
crneunduryecknx 1 MNoBTOPSIOLWMXCS (hakTopoB, KoTopble TPebytoT ocoboro BHUMaAHWUA M MOTYT MPUBECTU K OT3bIBY

NpoAyKUMU.

263. (8.7) Ocoboe BHMMaHue HeobxoAMMO YyAenATb OUEHKe TOro, SBMASeTCA I MNPUYUMHOW MNpeTEeH3Un
danbcudmkaLma NpoayKUmnn.

264. (8.8) B cnyyae ecnu npousBoguTenb NpeanpuvHMMacT AEWCTBUS, SBNAOLWMECS CNeaCcTBUEM BO3MOXHbIX
owmnboK B NPON3BOACTBE, YXYALLEHUS KayecTBa NPOAYKUNN, BbISIBNEHUS danbCuULMpOBaHHON NPOAYKLNN NN OPYIUX
Ccepbe3HbiX Npobnem, CBA3aHHbIX C KayeCcTBOM MPOAYKUUW, AOMMKeH OblTb NpOMH(OpMUPOBaH COOTBETCTBYHOLLMUI
YNOMHOMOYEHHbIV dhefeparnbHbiid OpraH UCMONHUTENBHOW BNACTW.

OT3bIB NpoayKumnn
265. (8.9) MNpownseogutenb AOMKEH Ha3HauYNTL paboOTHMKA, OTBETCTBEHHONO 3a CBOEBPEMEHHbIN OT3bIB NPOAYKLUN
C pblHKa, MMelolWero npaBo npuBrekatb HeobxoAumbln nepcoHan. Kak npaBuno, 9TOT paboTHUK OOMKeH ObiTb
He3aBUCUMbIM OT noApasfeneHvuin peanusaumMnm U mapkeTuHra. Ecnu atoT paboTHMK He ABRSIeTCA YNONHOMOYEHHbIM
AMUOM, TO YNONIHOMOYEHHOE NNLIO AOKHO ObiTb OCBeAOMIIEHO 000 BCex hakTax OT3biBa NPOSYKLUMU.

266. (8.10) Mopsagok oT3biBa NPOAYKLMM OOMMKEH OblTb pernaMeHTUpoOBaH YTBEPXKOEHHOW MpoLesypon, KOTOPYIO
cnefnyeT perynspHo NpoBepsTb 1 NpU HEOBXOAMMOCTU NepecMmaTpmBaThb.

267. (8.11) OT3bIB NPOAYKLMN OOIMKEH OCYLLECTBNATLCA ONepaTMBHO U B Ntoboe Bpewmsi.

268. (8.12) KomneTeHTHbIe opraHbl BCex CTpaH, kKyaa Obina HanpasneHa NpoayKumus, OMKHbI 6biTb HeMeaneHHo
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MH(POPMMPOBaHbI O MPUHSATUM pelleHnst 06 OT3biBe MPOAYKUMW B CBSI3W C TMOOO3PEHWEM WM OOHapyXeHUeM
HEecoOTBETCTBUSA ee KayecTsa.

269. (8.13) 3anucu no OTrpyske [OSMKHbI ObITb AOCTYMHbI NMUy (Nvuam), OTBETCTBEHHOMY(bIM) 3a OT3bIB
npodykuun, n cogepxaTb AOCTaTOYHy0 WHdopmaumio 06 opraHMsaumsax OMTOBOW TOProBMAWM feKapCTBEHHbIMM
CpeAacTBaMy U NpsIMbIX 3akasyunkax (agpeca, Homepa TenedoHoB n (unn) dakcoB B paboyee n B Hepabouee Bpems,
HoMepa cepuii 1 06beMbl MOCTaBOK), BKITKOYAs 3KCMOPTHbIE MOCTaBKN 1 NOCTaBKM 06pa3sLIOB fekapCTBEHHbIX CPeACTB.

270. (8.14) OTO03BaHHYI NPOAYKLUIO HEOOXOOUMO MPOMApPKMpOBaTb M XpaHWUTb OTAENbHO B Oe30macHOn 30He
BMIOTb O NPUHATUS PELUEHUS O ee AarbHeNLeM UCMONb30BaHUN UM YHUHTOXEHWMN.

271. (8.15) MNocnepoBaTenbHOCTL AENCTBUI MPU OT3bIBE NPOAYKLUMU AOMKHa BblTb 0opmIieHa OKYMEHTanNbHO.
OkoHuyaTenbHbIA OTYET [OMKEeH coAepXaTb MaTepuanbHbll 6GanaHC Mexay KONUMYecTBOM  MOCTaBMIEHHON W
BO3BpaLLEHHOM NPoayKLMU.

272. (8.16) SdpeKTMBHOCTbL MEPONPUATUIA NO OT3bIBY NPOAYKLUN AOMKHA perynspHO aHann3mpoBaTbCs.
CAMOUHCIIEKUWA (TNABA 9)
MpuHUMN

273. CamouHcneKkums NpoBOAMTCS C Lenbio MPOBEPKM BbINOMHEHUS Npou3BoauTenem TpeboBaHW HaCTOALLMX
MpaBun 1 NpeanoXxeHUss HeEO6XOANMbIX KOPPEKTUPYIOLLNX OENCTBUNA.

274 (9.1) Bonpochbl, kacawlimecs nepcoHana, nomeLleHnn, obopyaoBaHnst, OKYMEHTaAUUM, TEXHOOMMYECKOro
npouecca, KOHTPONs KavecTBa, peanu3auuu NEeKapCTBEHHbIX CPeAcTB, MepOonpuaTMiA no paboTe € NpeTeH3usIMMU,
OT3bIBOB NPOAYKUUK, a Takke OeATENBHOCTM MO NMPOBEAEHNIO CAMOMHCMEKLUNIA, OOIMKHbI PErynsipHO aHanNnM3npoBaTbCS B
COOTBETCTBMM C 3apaHee YTBEPXAEHHOW MporpaMmon no onpeaeneHHoMy rpaduky Ans NpoOBEpPKU UX COOTBETCTBUSA
npuHUMnam apmaueBTUYeCKON CUCTEMbI Ka4YecTBa.

275. (9.2) CamowuHcneKkuMs OOfMKHa NPOBOAMTLCS HE3aBUCUMO W TLATENbHO CheuManbHO Ha3HaYe€HHbIMU
KBaJ'IVIQJI/ILl,I/IpOBaHHbIMVI nuamm, coctodlmMmm B WTaTe Nponu3BoanTend. |_|pl/l H606XO,EI.I/IMOCTI/I MOXeT ObITb nposeaeH
He3aBUCUMbIN ayauT npouns3soauTena skcnepTtaMmm CTOPOHHUX OpFaHI/I3aLI,VII7I.

276. (9.3) PesynbTaTbl CAaMOVHCNEKUMIA OOIDKHBI ObITb ODOPMEHbI 4OKYMeEHTanbHO. OTYeThl, COCTaBMEHHbIE MO
pesynbTataM CaMOMWHCMNEKUMIW, AOIKHblI BKMYaTb B Ce0A BCIO MNOMyYEHHYH MWHpopmauuio u Heobxoammble
KoppekTupytowme fdencteus (rae npuMmeHumo). [encTtBus, npeanpuHMMaemMble MO pesynbTaTtaM MNpOBedEeHHbIX
CaMOUWHCNEeKUN, Takke criegyeT oPopMNATb JOKYMEHTanbHO.

IV. OCHOBHbIE TPEBOBAHNA K PAPMALIEBTUYECKNM CYBCTAHLINAM,
NCMONb3YEMbIM B KAHECTBE MCXOAHOIO CbIPbA (HACTD 1)

BBEJEHME (1)

277. mpMﬂMHeCKMe mua, Ha UMMA KOTOPbIX BblAaHbl pernctpaunoHHblie yOoOoCTOBEpeHud, n npoumssoauTenu
AOOJIXHbl UCMNOJIb30BaTb B Ka4deCTBe€ WCXOOAHOro CbipbA TOJIBKO Te cbapmaueBqueCKme CY6CTaHLI,I/IVI, KOTOpble
npounsseneHbl C cobntogeHnem HacToALLMX I'Ipanu'l.

Lenb (1.1)

278. Hactoswas rnaBa ycTaHaBnuMBaeT TpeboBaHWsi, Kacalwowmecs Haanexallero npov3BoacTea
dhapmaueBTMHeCKMX CyOCTaHUMI C COOTBETCTBYHOLLEN CUCTEMON ynpaBneHust kadyectsoM. OHa Takke npegHasHaveHa
Ans uenen obecnevyeHns KavecTBa M YUCTOTbl AEMCTBYIOLIMX BELLECTB B COOTBETCTBMM C MPeAbsABNAEMbIMUA K HUM
TpeboBaHuNsIMN.

279. B HacTosLel rmaBe TepMUH "NPon3BOACTBO" BKMOYAET B cebs BCe BMAbI onepaunii ¢ dhapMaLeBTUYECKUMN
cybcTaHuusaMN: NpuMemMKy MaTepuarnoB, MPOU3BOACTBO, YMaKOBKY, MNepeynakoBKY, MapKUPOBKY, MNepemMapKUpOBKY,
KOHTPOSb KayecTBa, Bblgady pa3peLleHust Ha BbIMYCK, XpaHeHWe M peanun3auuio, a Takke COOTBETCTBYHLLUME Mepbl
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KoHTponsi. TpeboBaHus, yCTaHOBMEHHbIE HACTOALLEWN [MNaBoOW, SABNATCA obsA3aTenbHbiMK, ecnu [punoxeHnamn K
HacTosAwmM [NpaBmnam He yCcTaHOBMNEHbI UHble TpeboBaHUA, nognexalne NPUMEHEHNI0 B COOTBETCTBYHOLLUX Criy4asX,
a Takke ecnu cobniogeHne ykasaHHbIX TpeboBaHWA He MOXeT ObiTb 3aMEHEHO anbTepHaTUBHbIMU OENCTBUSIMU,
obecneunBaloLLMMM N0 KparHen Mepe 3KBMBArEHTHLIN YPOBEHb KayecTBa NpoayKLnm.

280. Hactosiwue T[lpaBuna He ycTaHaBnuBawT TpeboBaHMs, MpeabsBrseMble MNpyU  perncrpauun
hapmaueBTMyecknx cybctaHumn. [lpomsBoguTens 0053aH BbIMONHATL BCe TpeboBaHWUS, YCTAHOBMEHHbIE MpU
BKITIOMEHUN hapmaLeBTUYECKMX CyBCTaHLMIn B rocygapCTBEHHBIN peecTp NekapCTBEHHbIX CPeacTB.

O6nactb npumeHeHus (1.2)

281. Hactosiwas rnaBa ycTaHaBnuBaeT TpeOOBaHMA K NPOU3BOACTBY papmaueBTUYECKMX CybCTaHuuRn,
ncnosnb3yembiX B NPON3BOACTBE NEKAPCTBEHHbLIX NpenapaToB ANg MegULMHCKOTO U BETEPMHAPHOIO NPUMEHEHMS, B TOM
yncre K npou3BoAacTBy hbapMaueBTUHECKMX CyOCTaHUMA, noflydyaemblX C MCMOMb30BaHMEM [OOHOPCKOW KPOBU MMn
nnasmbl B KA4eCTBE NUCXOAHOMO Cbipbd. OHa NPUMEHSIETCA KO BCEM UCXOAHBIM OENCTBYIOLLUM BeLLeCcTBaM COBMECTHO C
Mpunoxernumamm N N 2 - 7 k Hactoawum [lpaBunam, rge cogepxatcs [OMONHUTENbHble TpeboBaHnua Ans
onpeferneHHbIX BUAOB AEVCTBYHOLLMX BELLECTB.

282. MyHkTbl 622 - 644 HacTosAwwmx [NpasBun cogepxat TpeboBaHUSA, KOTOpblE PACMpPOCTPAHAIOTCHA TOMbLKO Ha
NPou3BOACTBO (hapMaLeBTUHECKUX CyOCTaHUMI, WCMOoNb3yeMblX AN MONyYeHUs NeKapCTBEHHbIX MNpenaparos,
npegHasHavYeHHbIX Ans KIMMHUYECKUX UccrnegoBaHui.

283. K nponsBoacTBy CTepunbHbix papMaLeBTUYEeCKUX cybcTaHumn TpeboBaHNsl HAacTosLLEN rmaBbl NPUMEHUMbI
TOMBKO A0 CTaguu cTepunuaauum.

284. Hactosiwas rnaBa He pacnpoCTpaHsAeTCs Ha Mnpoueccbl CTepunu3aummM 1 MNpou3BOACTBA CTEPUIIbHBLIX
dhapmaueBTMYeCcKMx CybCcTaHuMin B acenTUYeckux ycrnoBumsax. Takme npouecchl 4OMKHbI NPOBOAUTLCH B COOTBETCTBUM C
npvHUunamMmm Hactoswmx MNpasun, TpeboBaHMAMN, N3nNoxkeHHbIMK B MpunoxeHnn N 1 k HacToswwmm MNpaBunam, a Takke
B MHbIX HOPMaTMBHbIX NPaBoBbIX akTax Poccuickon ®egepauun.

285. Hacroswas rmaBa He pacnpoCTpaHAETCsA Ha LienbHY0 JOHOPCKYH KPOBb M NnasmMy, NOCKONbKY TpeboBaHus
Mo B3ATMIO U UCMbITAHMIO KPOBW OMNPEAEnsTCA COOTBETCTBYIOLLMMM HOPMATMBHLIMU NMPaBOBbIMK akTamu Poccuickomn
degepaummn, a Takke Ha HepactacoBaHHble NekapcTBeHHble npenapartbl ("aHrpo”, "vH 6ank"). Ecnn HopmaTmBHbIMK
npaesoBbIMK akTamu Poccunckon ®enepauum yctaHoBneHbl cneumanbHble TpeboBaHus anga obecneyeHns kayecTsa npu
NPON3BOACTBE NEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NMPUMEHEHNS NMPOTMB 3KTOMapasuToB, Takme TpeboBaHus
OOMKHbI cobntogaTtbes.

286. WcxogHoe cbipbe [Anis NPOM3BOACTBA  (hapMaueBTUYECKMX CYOCTaHUMIM - 3TO UCXOQHOE Chbipbe,
NPOMEXYTOUHbIE MPOAYKTbI WUNM Apyrne dapmaueBTnyeckne cybcTtaHumm, KOTOpble WUCMONb3ylT B NPOU3BOACTBE
hapMaLeBTUHECKMX CyOCTaHUMIA W KOTOpble KaK BaXHbIA CTPYKTYPHbIN  (oparMeHT BBOAAT B  CTPYKTYPY
dapmaneBTmyeckon cybctaHummn. KMcxogHoe cbipbe Ans npousBoacTBa apMaleBTMHECKUX CYOCTaHUMA MOXeT
npuobpeTaTbCsi MO JOrOBOPY Y OOHOMO WIWM HECKONbKMX MOCTaBLUMKOB NMOO MNpPOM3BOAUTBCA CaMOCTOATENBHO.
McxogHoe chbipbe Ansa npou3BoAacTBa hapMaLeBTUYECKUMX CyOCTaHUMKW, Kak MNpaBwuio, WMEET YCTaHOBSIEHHbIE
XUMUYECKME CBONCTBA U CTPYKTYPY.

287. TllpousBoauTenb [JOMKEeH onpedenutb U OOKyMeHTanbHO 06OCHOBaTb CTaguMilo, C KOTOPOW [OSMKHO
HauyMHaTbCS NPOU3BOACTBO hapMaLeBTMYecKon cybcTaHumn. [ns nNpoLeccoB CMHTE3a 3Ta CTagus onpegensdeTcs Kak
CTagus BBOAA B TEXHOMOMMYECKMIN MPOLLECC MCXOOHOrO Chipbs ANS NPOM3BOACTBA hapmaLueBTuYecknx cybctaHumi. Ans
OpyrMx npoueccoB (Hanpumep, Ans epmMeHTauun, 3KCTPaKLMKU, OYUCTKU) OAHHYK CTaguilo ONpPeaensioT C y4eTom
KOHKpEeTHbIX ocobeHHocTen npomssoacTea. B tabnuvue N 1 npuBegeHbl TpeboBaHWs OTHOCMTENBHO MOMEHTa, Korga
00Obl4HO BBOAAT B MPOLIECC UCXOOHOE Cbipbe Arsi NPOM3BOACTBA hapmaueBTUHeCKMX cybcTaHuuin. HaunHas ¢ aTow
CTaguu, Ha [AaHHble MNPOMEXYTOYHble MPOAYKTbl WM (MnM) CTaauu npou3BoAcTBa (hapMaueBTUHeCKMX CcybcTaHuui
pacnpocTpaHsiloTca TpeboBaHua HacToswen rmasbl. OHM BkM4YalT B cebA Banvaaumio KpUTUYECKMX CcTaaun
NMPON3BOACTBEHHOMO MpoLecca, OKasbiBaKLLMX BMAHUE HA Ka4yecTBO hapmMaLueBTMYecKMx cybcTaHumin. B 1o xe Bpems
BbIGOp NponsBoAMTENEeM CTaaMmn TEXHONOMMYECKOro npouecca Ans NposBeAeHus Bannjauun He obsazaTenbHO O3Havaer,
YTO 9Ta CTagusa sABNseTcsa Kputudeckon. TpeboBaHUs HaCTOSLLEN rMaBbl PACNPOCTPAHAIOTCS, Kak NpaBumno, Ha ctaguu,
BblgeneHHble B Tabnuue N 1 cepbiM POHOM. OTO HEe 03Ha4vaeT, YTO B NMpoLecce NPOn3BOACTBA AOMKHbI BbIMONHATLCH
BCe CTaguu, yKasaHHble B gaHHow Tabnuue. CTporocTb crniefoBaHus TpeboBaHUSIM HacTosIWeW rnaBbl AOSDKHA
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[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHus: 25.10.2018

Bo3pacTtaTtb OT paHHUX CTaguin npou3BOACTBa hapMaueBTUYeCKMX cybcTaHumm
TEXHOSOrMYECKOro MnpoLecca, OYUCTKM U YNaKOBKM.

HacToswas

rnmaBa He TMpUMEeHAETCA K CTaauam,

K 3aBeplialolMM CTaausam

O6paboTky usmMyeckumm MeTogamm apMaleBTUHECKUX
cybcTaHumin, Takyto Kak rpaHynsaums, NokpbiTue obonoykon unn usndeckoe nsmMeHeHne pasmepa vactuy (Hanpumep,
rpyObivi 1 TOHKMI NOMoON), criedyeT NPOBOAUTL MO KpalHen Mepe B COOTBETCTBUU C TpeboBaHusaMM HacTosawmx MNpaswun.
KOTOpble NpeAlIecTBYIOT BBEAEHVMIO B MPOLECC BeLlecTs,
onpefeneHHbIX Kak UCXOAHOEe Cbipbe AfiA NPoM3BoACTBa hapMaLeBTUYEeCKNX CyOCcTaHLmMNM.

288. B HacTosen rmase ucnonb3dyetca TepMmuH "dhapmauesTudeckas cybctaHums" (PC), kotopbein cnegyet
paccmaTtpuBaTb Kak B3aMMO3aMeHsiEMbI C TEPMUHOM "aKTUBHBIN hapmaveBTuyieckuin uirpeaneHt" (A®U). TepmuHel,
ynoTpebnsiemble B HACTOsILLEN MaBe, U onpefeneHns 0603Ha4YEHHbIX UMY MOHSTUIA (KOTOPbIE NpUBEAEHbI B MYHKTE 645

HacToALlWnx I'IpaBMn) NCMOJ1b3YHTCA TOJIbKO O11A Lenen HacTosiLen rnasbl.

Tabnwuua N 1. MpumeHeHune rnasbl [V HacToswwmx MNpaBun K NPon3BoACTBY hapMaLeBTUYecknx cybcTaHuum

Twun Cranuu npomssoncTea &®C, Ha KOTOpHE pacHnpocTpaHseTcsa rJjaBa 1V
IIPOM3BOACTBA HacTosammx [IpaBuil (BbBIOEJIEHE CEePbIM QOHOM)
XyMndeckoe [IpOMB3BOACTBO BeenmeHue B IIpOMBBOOCTBO BeimesieHue |[ObpaboTka
IPOU3BOACTBO MCXOOHOTO CHPbA |OpoLecc IPOMEXYTOUHOTO |M OUMCTKa |duanuecKuMu
s oC MCXOIOHOT O nponykra (oB) MeToIaMM U
CEIPb S OJISA yInakoBKa
NPOMU3BOACTBA
oC
®C, nomydaeMmele |COOp OpPraHOB, Peska, BeeneHue B BreimesieHne |[O6paboTka
"3 CHpPbA KUIOKOCTEN WUIIN cMemyBaHue npolecc ¥ ouMcTKa |dusnuecKuMm
XMBOTHOT'O TKaHen n (mym) MCXOOHOTO MeTomamMm u
IPOUCXOXIEHUS IepBUYHAaA CBHIPbS IJ11 yInakoBKa
obpaboTka npomussoncrea oC
®C, nomayduaeMmele |COOp pacTeHUM Peska u BeeneHue B BreimesieHne |[O6paboTka
"3 CHpPbA [IepBUYHAS npolecc ¥ ouMcTKa |dusnuecKuMm
PacCTUTEJILHOTO BSKCTPaKLMI MCXOOHOTO MeTomaMu u
IPOUCXOXIEHUS CBHIPbS IJ11 yInakoBKa
npomseoncraa @C
PacTuTesbHEIE Cbop pacTeHuUm Peska u - HanvHevmas [ ObpaboTka
3KCTPAaKTH, [IepBUYHAS 3KCTpakumMd | busmudecKyMm
JMICIIOJIb3yEeMEE B SKCTPAKLUA MeTomaMu u
xauecTBe OC yInakoBKa
®C, cocrodaume Cbop pacTeHuit u|Peska u - - ObpaboTka
nus (11111) (1a111) busmueckuMM
pas3MeJIbUYeHHBIX KYJIb TUBMPOBAHUE | M3MeJIbUeHM e MeTonaMu u
MM PacTEPTHX B (M cOOpP yInakoBKa
IOPOWOK
pacTeHun
Buorexnomnorusa: |CosnaHue Honmepxanue |KyneTuBMpoBaHUE |BelmeneHue |O6paboTka
bepMeHTALUA U TJIABHOTO M pabouero KJIETOK U (mim) M OUuMCTKa |dUsmuyecKuUMmu
(nm) pabouero GaHKOB |OaHka KJIETOK [bepmMeHTalLMS MeTomaMu u
KyJIb TUBUPOBAHME | KIIETOK yInakoBKa
KJIETOK
"Knaccuueckaa" |CozmaHue [loomepxaHue |[BBOI KJIETOK B Brelmesienue |[O6paboTka
bepmeHTauMAa 0514 |D0aHka KJIETOK OaHKa KJIETOK [IpoLecc U O4YMCTKa |dusmueckumm
npomssoncTea @C dbepMeHTaALUMN MeTonoaMmu u
yInakoBKa
\
’ Ycunenve TpeboBaHUN \
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YIMPABJIEHVE KAYECTBOM (2)
MpyHumnbl (2.1)
289. (2.10) OTBETCTBEHHOCTb 3a Ka4eCTBO AOMKEH HECTU BECb NEepcoHarn, 3aHAThIN B MPOU3BOACTBE.

290. (2.11) Kaxgblh npousBoguTenb QOMKeH paspabotatb, AOKYMEHTarlbHO 0dOopMUTb W BHEAPUTb
AP PEKTUBHYIO CUCTEMY YNPaBMAEHNA Ka4eCTBOM MpU y4acTum PyKOBOASALLErO MU NPOU3BOACTBEHHOIO NepcoHana.

291. (2.12) Cuctema ynpaBsreHUs KayeCTBOM [OMKHa OXBaTblBaTb OPraHM3aUMOHHYK CTPYKTYpy, npouenypbl,
npoueccbl U pecypcbl, a Takke AeATeNnbHOCTb, Heobxoanmyo Ans obecneveHws rapaHtTum cootBeTcTBus ®C Bcem
TpeboBaHNAM COOTBETCTBYOLMX crneundukaumin B OTHOLUEHWM KavecTBa W 4YMCTOThbl. [lpousBoguTenb OOMKeH
onpegennTb U JOKYMeHTansHo 0opMnUTb BCE BUAbI 4EATENBHOCTU, MMEIOLLNE OTHOLLEHNE K KaYecTBy.

292. (2.13) Y npousBogmMTens JOMMKHbI OblTb CO3AaHbl NoapasgeneHus, BoiNonHsowme yHkumnm obecneveHuns un
KOHTpONs KayecTBa, KOTOpPble OOIMKHbI OblTb HE3aBUMCUMMbIMW OT MPOW3BOACTBEHHOrO noapasdeneHuns. YkasaHHble
YHKLUUN MOTYT BbIMOSTHATHCS MO0 OTAENbHbIMU NoapasaeneHnssMn obecneyeHns 1 KOHTPoNS KadecTBa, fMbo MoryT
ObITb BO3MOXEHbBI HA OL4HO NMLO UMK TPYNNY NKL, B 3aBMCMMOCTU OT Pa3MepOoB U CTPYKTYPbl OpraHu3auum.

293. (2.14) HeobxoaMmo TOYHO oOMpefenuTb NWL, YMONTHOMOYEHHbLIX BblgAaBaTb paspelleHne Ha BbIMycK
nNpoMexXyTo4Hon npogykumnm n ®C.

294. (2.15) Bce pencrteus, MMelOWME OTHOLIEHWE K KayecTBy, [AOMKHbI OMOPMAATLCS AOKYMEHTanbHO
HenocpeACTBEHHO NPW UX BbINONTHEHUN.

295. (2.16) Jltoboe OTKIOHEHME OT YCTAHOBMEHHbLIX MNpoUedyp OOMMKHO OdOPMIIATECA AOKYMEHTaNbHO W
obocHoBbIBaTbCA. Heobxogumo npoBoAMTbL paccrnefoBaHMe KPUTUYECKUMX OTKITOHEHWW, a Takke 0qopMnsiTb
[OKyMEeHTanbHO Takoe paccriefjoBaHve 1 caenaHHble BbIBOAbI.

296. (2.17) NcxogHoe cbipbe Anst Npou3BOACTBa hapmaLeBTUYECKMX cybCcTaHLMM 1 Mmatepuanbl He MOryT ObiTb
pa3speLUeHbl K BbIMYCKY MM MCNOSb30BaHbI 4O MONTyYeHUs yO0BNETBOPUTENIBHOIO 3aKIHYEHMS MO pe3yribTaTaM OLEHKM,
npoBefeHHON  noapasgeneHveM  (NogpasgeneHvsiMM)  KadecTBa, €cnv Yy MPOU3BOAUTENST  OTCYTCTBYHOT
COOTBETCTBYIOLLME CUCTEMBI, paspeluaroline Takoe UCMNoMb3oBaHWEe (Hanpumep, BbINYCK B CTaTyCe KapaHTWHAa, Kak
onncaHo B NyHKkTe 472 Hactoswmx Npaeun, nMbo 1cnonb3oBaHWe UCXOOHOMO CbIpbS MM MPOMEXYTOYHOW NPOAYKLMK,
OLEeHKa KayeCTBa KOTOPbIX eLLe He 3aBEpLLEHA).

297. (2.18) lNpousBoanTens OofmkeH paspaboTaTb npoueaypbl CBOEBPEMEHHOrNO OMOBELLUEHUS PYKOBOOSALLEro
nepcoHana o6 MWHCNeKunsx YNONHOMOYEHHOro beaepanbHOro opraHa WCMONMHUTENbHOW BriacTu, HegocTatkax B
OTHOLLEHMU cobntoaeHns TpeboBaHui HacToAwmx MNpaBun, gedekTax NPOAYKLUUM U O MPUHATMM COOTBETCTBYHOLLUX MEP
(Hanpumep, O paccMOTPEHUW nNPeTeH3WA B OTHOLWEHWM KavecTBa, 00 OT3biBax NpPoOAyKUMM, O [OEWCTBUAX
YMNONIHOMOYEHHOro hefgepanbHOro opraHa UCNOMHUTENbBHOW BNacTw).

298. (2.19) [Ona pocTwXKeHus Uuenu YynpasreHWs KavyecTBOM [OSPkHa ObiTb BHegpeHa BCECTOPOHHE
pa3paboTaHHasa 1 NpaBuUnbHO (PYHKUMOHMPYIOLLAsi cMCTeMa KayecTBa, BKMoyatowas B cebst opraHusaumio paboTtbl no
HacTosAwwmMM [paBunam, B TOM YMCIe KOHTPOIb KA4YeCTBa M CUCTEMY YNPaBIEHNs pUCKaMK AN Ka4ecTsa.

Cucrtema ynpaneHusi puckamm gnsi kadyecrtea (2.2)

299. (2.20) YnpaBneHue puckamun Onsi KayecTBa SBNSAETCA CUCTEMATUYECKUM MPOLIECCOM OLEHKM, KOHTPOns,
nepeaayv nHdopmaummn 1 obsopa puckoB ans kadectsa PC. DTOT NPOLECC MOXHO OCYLLECTBIATb Kak NepCrneKkTUBHO,
Tak U peTpOCNEKTUBHO.

300. (2.21) Cuctema ynpaBneHus puckamu ans kadecTsa AOSHKHA rapaHTUpoOBaThb, YTO:

oLieHKa p1CKoB GasnpyeTcsl Ha HayYHbIX 3HaHWSAX, OMNbITe NPOM3BOACTBA U B KOHEYHOM CYETE CBSi3aHa C 3aLLUTO
nauueHTa nytem obmeHa uHdgopmMaumeii ¢ npnodpetatenem ©C;
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YPOBEHb YCUIWIA, (hopManusaumm u [OKyMeHTasnbHOro OdOPMIIEHUS MpoLecca YMNpaBleHns puckamu Anst
KayecTBa COM3MEPUM C YPOBHEM PUCKOB.

O6s3aHHOCTM NoapasfeneHus (nogpasaenexHun) kadecrtsa (2.3)

301. (2.30) MNoapasgenexve (NnogpasgeneHus) kKayecTsa AOMKHO (4OMKHbI) OblTb BOBMEYEHO(bl) B PELLUEHNE BCEX
BOMPOCOB, OTHOCALLMXCS K Ka4ecTBy.

302. (2.31) lMNMoppasgeneHve (noapasgeneHnst) KavyecTBa OOIMKHO (OOSMKHbI) paccmMaTpuBaTb M COrNacoBbIBaTb
BCE [JOKYMEHTbI, UMEIOLLIME OTHOLLEHUNE K KAYECTBY NPOAYKLUN.

303. (2.32) OcHoBHble 00683aHHOCTM He3aBUCUMOro(blX) noapasgeneHns (nogpasgeneHuii) Kavectsa He
nognexaT nepegade ApyruMm nogpasgeneHnam. OTm 00A3aHHOCTU [OMKHblI ObiTb AOKYMEHTanbHO OGOPMIIEHbI U
BKIto4aThb B cebsi, B YHAaCTHOCTK, criegyloLuee:

a) (1) Bblgavy paspeLleHns Ha BbIMycK Uin OTKIIoOHeHne Bcex PC, a Takke Bblgady paspeLleHnsi Ha BbIMyCK UIn
OTKIMOHEHWE MPOMEXYTOYHOM  MPOAYKUUKM, nNpedHasHayeHHoOM Ana  UCNOMb30oBaHUA BHe cdiepbl  KOHTPONSA
npovssoguTens,

6) (2) cosgaHne cucTeMbl Bbldauu paspeLleHnst Ha BbIMyCK UMW OTKMOHEHUS UCXOOHOMO Cbipbsi, MPOMEXYTOYHOA
MPOAYKUMK, YNIaKOBOYHBIX MaTepuasioB 1 MaTepuarnoB A MapKUPOBKY;

B) (3) NpoBepKy COCTaBMEHHbLIX 3anucelt Mo NPouU3BOACTBY CEpUM U AOKYMEHTOB NabopaTOpHOro KOHTPOMs B
OTHOLLEHWW KPUTUYECKMX CTadui NpoLecca nepes Bblaaden paspelleHus Ha Bbinyck ©C;

r) (4) obecnedeHne paccnenoBaHusi NPUYMH KPUTUYECKUX OTKIIOHEHUI U UX YCTPaHEHWE;
4) (5) cornacoBaHue unu yTeepxaeHune Bcex cneumngukaumn 1 OCHOBHbIX NPON3BOACTBEHHbBIX UHCTPYKLNIA;

e) (6) cornacoBaHve wnu yTBEpXOeHWEe BCeX Mpoueayp, KOTopble MOryT oOKasblBaTb BIIMSIHME HA KavyecTBO
npoMexyTovHon npogykumm unu eC;

X) (7) obecneyeHne npoBeAeHN BHYTPEHHUX ayaUTOB (CaMOMHCTEKLWNA);
3) (8) ogobpeHue nponssoanTenen NpomexxyTouHon npoaykummn n ®C, paboTaroLwmux no 4Orosopy;

n) (9) yTBepXOEHUE W3MEHEHWIA, KOTOpble MOTEHUMANbHO MOryT MOBMAMSATb Ha KauyecTBO MNPOMEXYTOYHOW
npoaykuum nnn eOC;

K) (10) npoBepky 1 yTBEPXKOEHWE NPOTOKOOB M OTYETOB N0 Banuaauuu;

n) (11) obecnedyeHne NpoBeOeHUS paccrnefoBaHUs UM MPUHATUSA PELUeHUM MO MPETEeH3NsIM, CBSI3aHHbIM C
Ka4yecTBOM,;

M) (12) KOHTPOJIb CBOEBPEMEHHOIo BbINOJIHEHNA TEXHUYECKOro 06CJ'Iy)Kl/IBaHI/I$|, KaJ'IM6pOBKl/I N NOoBEPKN
KpUTn4eckoro O60py,CI,OBaHVI9|;

H) (13) obecneveHne COOTBETCTBYIOLMNX MCMbITAHUA WUCXOAHOTO ChIpbA W MaTepuanoB M [OKYMEHTarnbHOro
ochopmMneHnsi pesynbTaTos;

0) (14) obecneveHne HanU4uMsi 4aHHbIX O CTAbMIBLHOCTU AN NOATBEPXKAEHUS YCTaHABMBAEMbIX OAT NPOBeAEHUs
MOBTOPHbIX WUCMbITAHUA WUNU UCTEYEHMSI CPOKOB FOAHOCTU, a Takke YCNoBui xpaHeHust OC 1 (Mnun) NpoMeEXyTOYHOM
npoayKuMn B TeX Criydasx, korga aT1o uenecoobpasHo;

n) (15) npoBegeHne 0630poB kavecTBa npoaykuum (NyHkTel 307 - 308 HacToAwmx MNpasun).

O6sa3aHHOCTM NO NPOU3BOACTBEHHON AEATENBbHOCTM (2.4)

304. O6s3aHHOCTH MO I'IpOI/I3BO£I,CTBeHHOIZ AesaATenbHOCTU OOMKHbI ObITh LOOKYyMeHTallbHO Od)OpMJ'IeHbI N BKIMKOYaTb
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B cebs, B YacTHOCTH, crieaytoLlee:

a) (1) paspaboTky, nepecmoTp, YTBEPXKAEHMNE U pacrnpefeneHme MHCTPYKLMIA No NPOU3BOACTBY MPOMEXYTOYHOWN
npoaykuumn nnm ¢C B COOTBETCTBUN C YTBEPXKOEHHON Npoueaypowu;

6) (2) npomssogctBo ®C M Mpu HEOOGXOOUMOCTU MPOMEXYTOYHOW MNPOAYKLMM B COOTBETCTBMM C 3apaHee
YTBEPXAEHHBIMU UHCTPYKUMSAMMU;

B) (3) paccMoOTpeHue BCex 3anucen no NPOU3BOLACTBY CEepun Npoaykuum u noaTBepXAEHWE MOMHOTblI UX
3aMoNHEHNs U NoANUCAHUS;

r) (4) obecneyeHne o06s3aTENBHOrO [OKYMEHTUMPOBAHMS BCEX OTKIOHEHWA OT Mpouecca Mnpov3BoACTBa U
NPOBEAEHUS UX OLEHKM, a TakkKe paccrefoBaHUs BCEX KPUTUYECKUX OTKIMOHEHWUA M OOKYMEHTanbHOro odhopMIieHUs
Nosny4YeHHbIX BbIBOAOB;

a) (5) obecneyeHne YNCTOTbI MPON3BOACTBEHHbBIX NMOMELLEHWI U NPY HEOOXOANMOCTU X Ae3MHAEKUNY;

€e) (6) obecneyeHne BbINOMHEHNST HEOOXOAMMbIX KanMbpoBOK, a Takke BeAeHNUst U XpaHEeHUs 3anuncen;

X) (7) obecnedeHne obcnyxmBaHusi NOMELLIEHWIA U 000PYAOBaHUS, a TaKKe BEAEHUS U XpaHEeHUs 3anncen;

3) (8) obecneyeHne NPOBEPKM M COrnacoBaHWsi NPOTOKOMOB BanugaumMm u OTYETOB;

n) (9) oueHKy npeanaraemblX U3MEHEHMI B OTHOLLEHUN NPOAYKUMM, NpoLuecca unm obopyaoBaHus;

K) (10) obecnedeHue kBanudukaumm HOBbLIX W NPU HEOBXOAMMOCTM MOLEPHMIUPOBAHHLIX MOMELLEHUA |
obopynoBaHus.

BHyTpeHHMe ayguTbl (camounHenekuus) (2.5)

305. (2.50) [Ons noaTteepxaeHwuss cooTBeTcTBUS npoussogctBa PC TpeboBaHusaM Hactoswmx [Mpasun
NpPoun3BOAMTENb AOIKEH PETYNSAPHO NPOBOAMTEL BHYTPEHHME ayAuThbl COrfacHo YTBEePXKAEHHOMY rpadomky.

306. (2.51) PesynbTaTbl BHYTPEHHEro ayauta M MNOCreaylolme KOppekTupylowue OenctBuss Heobxoammo
OOKyMeHTanbHo odopMNsATb M AOBOAWUTL OO0 CBeOEHWs pyKoBoAdALWero nepcoHana npoussogutens. CornacoBaHHble
KOppEKTUpYyHLLne AENCTBUS LOMKHbI OCYLLLECTBATLCA CBOEBPEMEHHO N 3OPEKTUBHO.

O0630p kavecTBa NpoayKumm (2.6)

307. (2.60) [Ona noaTBepxaeHMst MOCTOSIHCTBA Mpouecca Mpou3BOoACTBA HEOOXOOAUMO perynsipHO MpPOBOAMWTL
0630p kadectBa PC. Takme 0630pbl KayecTBa LOMKHbI MPOBOAUTHCSH, KaK MPaBUIIO, €XErogHo C Mnocnenywmm
AOKyMeHTanbHbIM ochopmneHnem. OHM JOIMKHbI BKTOYaThL B cebs No kKpanHen mepe crneayiowlee:

0630p pes3ynbTaToB KOHTPONsS B Mpouecce NpOM3BOACTBA MO KPUTMYECKUMM TodkaMm M ucnbiTaHuii ©C no
KpUTUYECKUM NapamMeTpam;

0630p BCcex cepuii, He COOTBETCTBYIOLLMX YTBEPXKAEHHBIM crieundmrkaumam;

00630p BCEX KPUTUYECKNX OTKITOHEHWUW UM HECOOTBETCTBUM M CBSAA3AHHBLIX C HUMW paccrneaoBaHuin;
0630p NOObIX U3MEHEHWIA, BHECEHHBIX B MPOLIECCHI UM aHaNUTUYeCKNe METOONKM;

00630p pe3ynbTaToB NPOrpaMmmbl M3y4EHUS CTabUNBHOCTY;

0630p BCex BO3BPaTOB, NPETEH3UI U OT3bIBOB, CBA3aHHbLIX C KAYECTBOM;

0030p [OCTAaTOYHOCTU KOPPEKTUPYIOLLMX AENCTBUMNA.

308. (2.61) Heobxogumo aHanuMaupoBaTb pes3ynbTaTbl Yyka3aHHOrO 0030pa W OueHuBaTb, cneayet nu
npeanpuHMMaTh KOppeKkTupytollee AEeNCTBME UMW NPOBOANUTL MOBTOPHYH Banuaauuio. O6ocHoBaHME HEOBXOAMMOCTH
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Takoro KOpPPEKTUPYHLLEro OeNCTBUSA OOIMKHO ObiTb O0hOpMITEHO AOKYMeHTanbHO. CornacoBaHHblE KOPPEKTUpYoLne
0EeNCTBUS OSMKHbI OCYLLECTBASATLCSH CBOEBPEMEHHO U 3(P(PEKTMBHO.

MEPCOHAT (3)
Keanudwmkauus nepcoHana (3.1)

309. (3.10) lMpomnsBoanTenb JOMKEH NMETb JOCTAaTOYHOE KONMMYECTBO NEpCoHana, MMeLero COOTBETCTBYOLLEE
obpasoBaHuMe, NOAroTOBKY M (UNK) onbIT paboTbl AN OCYyLLEeCTBNEHUS NPON3BoACTBa NPOMEXYTOYHON npoaykuumn n dC,
a TaKke Hag3opa 3a UX Npon3BoACTBOM.

310. (3.11) OGs3aHHOCTM BCEro nepcoHana, 3aHATOrO0 B MPOW3BOACTBE MPOMEXYTOYHOW npoaykumm n dC,
OOMXKHbI BbITb TOYHO onpeeneHbl U U3NoXeHbl B MMCbMEHHON hopMe.

311. (3.12) TpousBoguTenb [OOJDKEH PErynsipHO NpPOBOAUTbL OOydeHMe nepcoHana C MNpUBIEYEHNEM
KBanunUMpOBaHHbLIX CMeunanicToB Mo BOMPOCaM, CBA3aHHbIM C  KOHKPETHbIMW OnepauusiMui, BbINOMHAEMbIMU
paboTHMKOM, a Takke C TpeboBaHMsAMM HacToAwMX [lpaBun, WMEKLWMMM OTHOWEHNE K (YHKUMOHANbHbIM
06sa3aHHOCTSAM paboTHMKa. Heobxoanmo BecTr 3anucu no oby4eHno n NPOBOAUTL NEPUOLAMYECKYHO OLEHKY 0By4eHus.

'MrueHa nepconana (3.2)

312. (3.20) NepcoHan gormkeH cobnogaTe CaHUTapHbIE NPaBuUna.

313. (3.21) lNepcoHan [AOMKEH HOCUTb YUCTYH), COOTBETCTBYIOLLYIO €ro MpOM3BOACTBEHHON AESATENbHOCTU
ogexay, KOTopyl npuv HeobxoOAMMoCTM criefyeT MeHaTb. [Ons 3awmTbl NPoOMeXyTouHoW npogykumm m ®C ot
KOHTamMmHaLun npy HeobXoAMMOCTM OOMKHa WMCMNOMNb30BaTbCA AOMOMHUTENbHASA 3aluTHas OAeXAa, 3aKpblBatOLLYHO
rofnioBy, NULO, PYKU N KUCTU PYK.

314. (3.22) NepcoHan gonmkeH n3beratb HeNOCPEOCTBEHHOrO KOHTaKTa C MPOMEXYTOYHOW npoaykumen nnv eC.

315. (3.23) KypeHue, npuem nuwin, NnTbe, XEBaHUE U XpaHEHWE MULLEBLIX MPOOYKTOB AOMYCKATCS TOMbKO B
cneumanbHO NpegHa3Ha4YeHHbIX 30HaX, OTAENEHHbIX OT NPOM3BOACTBEHHbIX 30H.

316. (3.24) Mpu Hanuumnm y pabOTHMKOB WHMEKLUMOHHBLIX 3aboneBaHWii UMM OTKPbITLIX MOBPEXAEHUA Ha
He3alMLEHHbIX y4acTKax MOBEPXHOCTWM Tena Takue paboTHMKM LOIMkHbI ObiTb OTCTpaHeHbl OT yyactus B paboTe,
nockonbKy npu aTom kadectso ®C nopBepraetcs pucky. Jlloboro paboTHMKa € SBHbIMY NpU3Hakamu 3aboneBannst nnm
OTKPbITbIMU MOBPEXAEHNSIMA KOXM (MO pe3ynbTatam MeAMUMHCKOro obcnegoBaHus MM HabntogeHus) Heobxoammo
OTCTPaHUTL OT paboT, MpW BLINOMIHEHUM KOTOPbLIX COCTOSIHME €ro 340POBbsi MOXET Oka3aTb HebnaronpusTHoe
Bo3geicTBme Ha kavectBo ®C, 0O BbI3OOPOBIEHUS UMM MOMYYEHUS] MEAULMHCKOrO 3akmtoyeHust 0 TOM, YTO y4vacTue
aTOro paboTHMKa B NPOM3BOACTBE He NpeAcTaBnsieT pucka ansa 6esonacHocTu nnm kadectea OC.

KoHcynbTaHThl (3.3)

317. (3.30) KoHcynbTaHTbl N0 BONPOCaM NpOU3BOACTBA M KOHTPOSS NPOMEXyTovHON npoaykunn nnn ®C OomKHbI
UMETb COOTBETCTBYHLLEee OOpasoBaHue, NoAroToBKY M OMNbIT paboTbl MnmM nwboe Mx coveTaHne Ans Toro, YToObl
KOHCYNbTUPOBATbL MO BONPOCaM, ANs peLleHns KOTOpbIX UX Npuriacunu.

318. (3.31) Heobxoanmo BecTu 3anucu C ykasaHuem amunumn, MMeHu, otyecTBa (Mpu Hanwuumm), agpeca u
KBaJ'IVIQJI/IKaLWII/I KOHCYJ1IbTaHTOB, a TakXe Tuna npegocraBideMbiX UMW yCIyr.

3O0AHNA U NOMELLEHWA (4)
MpoekTupoBaHue u ctpomTenscTso (4.1)
319. (4.10) 3gaHua M MNoMeLleHusl, MUCMonb3yeMble NPW NPOM3BOACTBE MPOMEXYTOYHOW npoaykuun u dC,
HeobxooMMO pacnonaraTb, MPOEKTUPOBATb U KOHCTPYMpOBaTb Takum o6pa3om, 4YToObl obecneuntb BO3MOXHOCTb UX

O4YUNCTKMN, O6CJ'Iy)KMBaHI/IF| n (byHKLlMOHMpOBaHI/IFl B COOTBETCTBMM C TUMOM U cTagunen npon3soacTBa. MNomeweHmns
AOOJTXHbl  NPOEKTUPOBATLCA TaKUM 06p830M, 4TOObI CBECTM K MWHUMYMY BO3MOXHYKO KOHTaMUHaUWUIO. Ecnu
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yCTaHOBINEHb! creunduKkauumM B OTHOLLIEHUM MUKPOGUONOrMYEcKNX nokasartenen NpoMexyTodHoi npoaykumm unu eC,
nomMeLLeHUs HeobXoAMMO MPOEKTMPOBAaTb TakMM 0Opa3oM, YTODbl MO BO3MOXXHOCTM OrpaHUYUTL PUCK HexenaTenbHON
MUKPOBHOW KOHTaMUHaLIUM.

320. (4.11) 3gaHns U NOMeLLEHNst JOMMKHbI OblTb 4OCTATOYMHO MPOCTOPHBLIMWU AMS MPaBUITbHOMO PacnoNoXeHUs
060opyaoBaHNst, XpaHEHUS U NepeMELLLEHUS MaTepmnanos, YToObl NpegoTBPaTUTL NEPENyTbIBAHNE U KOHTaMUHALMIO.

321. (4.12) Ecnun obopynoBaHue (HanpvuMep, 3akpbiTble UM U30NMPOBaHHbIE CUCTEMbI) 0becneynBaeT HagexHyo
3aluTy MaTepuanos, TO OHO MOXeET OblTb PACNONOXEHO BHE NOMELLEHUS.

322. (4.13) MNepemelleHne maTepuanoB U NepeaBwiKeHne nepcoHana B 34aHUM U MOMELLEHUAX OOIDKHbI ObiTb
npeaycMoTpeHbl TakuM 00pa3oM, 4Tobbl NpegoTBPaTUTb NepenyTbiBaHNE U KOHTaMUHAUMIO.

323. (4.14) OorxHbl ObITb onpedeneHbl KOHKPETHbIE 30Hbl MM OPYrMe CUCTEMbl KOHTPOMNS Afsl CriegyloLmx
onepauui:

npuvemka, naeHtudmkaums, otéop nNpob M KapaHTMH NOCTyMNalLWMX MaTepuanoB [0 Bblgauu paspelueHuss Ha
NCMNosb30BaHNE UM 0 OTKIIOHEHUS;

XpaHeHne I'IpOMG)KyTO‘-IHOVI npoaykummn wun dC B KapaHTMHe 00 Bbldayu paspeleHnd Ha BbiNyCK unn 0o
OTKITOHEHUA,

oT60p Npob npomexyTouHon npogykuum n ®C;

XpaHeHNe OTKIMOHEHHbIX MCXOAHOro ChipbA W YNAKOBOYHbIX MarepuanoB A0 M3basBneHus oT HuxX (Hampumep,
BO3BpaTa, MOBTOPHON 06paboTKu Unn YHNUUTOXEHUS);

XpaHeHWe MaTepuarnoBs, KOTopble pa3peLleHbl K UCMONb30BaHUIO;
TEXHOmMornyeckme onepawmm;

onepauum Mo ynakoBKe 1 MapKUPOBKE;

npoBeaeHne NabopaTopHbIX aHaNM30B.

324. (4.15) lMpousBogutenb OOMKEH NpPeoycMOTPeTb HamnuuMe HeoOXOAMMbIX MOMELLEHUA Ansi NMOAroTOBKU
nepcoHana (B 4acTHOCTW, A4S MbITbS PYK) U TyaneTHbIX KOMHAT B AOCTAaTOYHOM KONMMYECTBE U NOAAEPXKMBATb B HUX
unctoty. K HUM pormkHa ObiTb noaBedeHa ropsyas M XorogHasi Boda, AOJMKHbI ObiTb B HANMM4YMM MbINIO UM UHOE
MoloLLEee CpeacTBo, BO3AYLLUHbIE CYLUMIKMA UM OAHOPA30BbIE NOMOTEHLA. YMbIBANbHUKN 1 TyaneTHble KOMHAaTbl JOMKHbI
ObITb OTAENEHbl OT NPOU3BOACTBEHHbBIX 30H, HO NErkogocTynHbl. [JomkHO ObiTb 06ecneyeHo Hanuune nomeLleHnn ang
nepeogeBaHnsi U Npu HEOBXOAMMOCTU AN NPUHATUS oyLua.

325. (4.16) JNlabopaTopHble 30HbI, MeCTa BbIMONIHEHNA nabopaTopHbIX PaboT pekomeHayeTcs OoTAensATb OT
NPON3BOACTBEHHbLIX 30H. HeKOTOpre na6opaToprle 30Hbl, B 4aCTHOCTW, 30Hbl, UCMNOJIb3yeMble AOfd KOHTpONA B
npouecce nNpPOM3BOACTBA, MOXHO pasMellaTb B MPOM3BOACTBEHHbIX 30HAX MpWM  YCMOBWUW, YTO oOfepauuu
TEXHOJIOrMYECKOro NpoLiecca He OKasbiBalT HeEGNaronpuUsTHOro BIMSIHMA Ha TOYHOCTb NabopaToOpHbLIX U3MEPEHWUN, a
nabopaTopHble paboTbl He okasblBalT HebnaronpuAaTHOTO BO3AENCTBUST HA  TEXHOMOMMYEcKMin  npouecc,
NPOMEXYTOUHYI0 Npoaykuuto nnm eC.

NHxxeHepHble cuctemsbl (4.2)

326. (4.20) Bce mHxeHepHble CUCTEMbI, KOTOPblE MOTYT MOBMMATL HA KA4eCTBO NPOAYKUUKU (Hanpumep, CUCTEeMbI
obecneyeHns Napom, rasamu, cxaTtblM BO3LYXOM, @ TaKKe CUCTEMbI HarpeBaHus, BEHTUMNSALMN U KOHOULMOHUPOBAHMS
BO3yxa), OOIDKHbI NMPONTU KBanudukaumo. Heobxoanumo cooTBETCTBYOLWMUM 0Opa3oM KOHTPONMpPOBaTb UX paboTy u
npeanpvHMMaTb Mepbl, €Cnv MPEeBbIWEHbl AOMYCTMMbIE MpPederibl KOHTPONMpyeMbiXx napameTpoB. [lpounssBoguTternb
[OIDKEH UMETb B HANUYMU YEPTEXN ITUX UHKEHEPHBLIX CUCTEM.

327. (4.21) TNpn HeobxogmmocTu criefyeT npegycMmaTpuBaTb COOTBETCTBYIOLLME CUCTEMbI BEHTUMSLUN U
unbTpauMm BO3Oyxa, a TaKKe BbITSXKHbIE YCTPOWCTBA. OTU CUCTEMbI [AOMKHbI OblTb CMPOEKTMPOBAHbI U
CKOHCTPYMpOBaHbl TakuM 06pa3om, YTobbl CBECTU K MUHUMYMY PUCK KOHTaMMHAUUKN U NEPEKPECTHON KOHTaMUHALUN.
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OHu Tarke JOIMKHbI ObITb CHabXeHbl 060pygOBaHMEM AN KOHTPOMs AaBMeHMs BO34yxa, HanMyns MMKPOOPraHn3MOoB
(ecnn 310 HEOGXOAMMO), 3amnbIIEHHOCTU, BIIAXHOCTU WM TemnepaTtypbl, €criM 3To TpebyeTcsa Ons OaHHOW cTaguu
nponssoacTea. Ocoboe BHUMaHWE cnenyeT yaenaTb 30HaMm, B koTopbix PC nogBepraoTca BO3AENCTBUIO OKpYXKatoLLen
NPOn3BOACTBEHHOW Cpeabl.

328. (4.22) B npon3BOACTBEHHbIX MOMELLEHMAX C PELMpPKYnsuMen Bo3ayxa cregyeT npedycMOTpeTb Mepbl Mo
npeagoTeBpalleHno pucka KoHTaMnuHauumm n I'IepereCTHOVI KOHTaM1HauUUn.

329. (4.23) CraumoHapHble Tpybonposoabl crieqyeT OOSMKHBIM 00pa3om MaeHTMUUMPoBaTh. ATO MOXET ObiTb
CAENaHO C TMOMOLLbID MapKMpOBKU OTAENbHbIX TpyOONpoBOAOB, COOTBETCTBYHOLIEN [AOKYMEHTaUWuM, CUCTEM
KOMMbIOTEPHOrO KOHTPONSA WMNKU UHbIMKM cnocobamu. TpyGonpoBoabl criegyeT pacnonaratb Takmm obGpas3om, 4TOObl
nsbexaTb pUcka KOHTaMUHALMN NPOMEXYTOYHOW npodykumm unn OC.

330. (4.24) CraumoHapHble TpyOOnpoBOAbl AOMXHbI UMETb COOTBETCTBYHOLLME pa3Mepbl U ObiTb CHabXeHbI
CMCTEMOW BO3AYLLUHOMO 3aTBOpA WK1, ecriv 3To HeobxoauMo, YCTPOMCTBOM Ansi NpeaoTBpaLLeHns oOpaTHOro NOTokKa.

Bopa (4.3)

331. (4.30) Bopga, wucnonbsyemaa B npoussoactee @DC, pomkHa COOTBETCTBOBaTb MpegnoriaraemMomy
HasHa4veHuto. CobnogeHne gaHHoro TpedoBaHmsa OOMKHO ObITb MOATBEPXKAEHO Noapa3neneHnemM KavecTea.

332. (4.31) KadectBO BOAbBI, MUCMOMb3yeMOM B MNPOWM3BOLACTBEHHOM MpoLecce, AOIMKHO COOTBETCTBOBATb
TpeboBaHNsaM HOpMaTMBHLIX NPaBOBbLIX akToB Poccuickon ®egepauun, npeabaBnsemMbiM K Ka4eCcTBY NUTLEBOW BOAbI.

333. (4.32) Ecnu ans obecnedveHus kavyectsa ®C xapakTepuCTUK NUTLEBOW BOAbl HEAOCTAaTOYHO U HEOOXOoOUMBI
bonee xecTkne TPeOOBaHUA K XUMMYECKMM U (UNKM) MUKPOBMOIIOTMYECKMM XapakKTeEPUCTUKAM BOAbl, OOJDKHbI ObiTb
pa3paboTaHbl COOTBETCTBYKOLME crneundmkauum Ha Body Mo PUINYECKMM CBOWCTBaM, XMMUYECKMM CBOMWCTBaM,
obLwemMy yncny MMKpOOpPraHM3mMoB, HEAOMYCTUMbIM MUKPOOPraHmamMam 1 (Unu) cogepxaHnio 3HOOTOKCUHOB B BOAE.

334. (4.33) Ecnu npoussBoauTenb nNoaBepraeT BoAy, UCMOMb3yemMylo B NMPOU3BOACTBE, crneuuansHon obpaboTke
O OOCTWXKEHUS1 onpedeneHHoro Kayectea, To npouecc o0paboTku AOMKEH NPONTU Banupauuio M ero Heobxoanmmo
KOHTPONMpOBaTh C y4€TOM YCTaAHOBIIEHHbIX NPEAENoB.

335. (4.34) Ecnu npoussoauTens HecTepunbHon DC HamepeBaeTCsl MCMOMb30BaTb CBOKW MPOAYKUMIO AN
nocrneayoLero npou3BOACTBA CTEPUITBHOIO JIeKApCTBEHHOIO Mpenapata Wnu yTBepXaaeT, YTo ero npoayKuus
npurogHa ans nofydeHusi CTepUbHOrO NEKapCTBEHHOrO npenaparta, TO BoAa, MCMNosfb3yeMasi Ha NocrneaHnx cTtagusax
BblAEMNEHNS N OYMCTKU, AOSMKHA NoABEPraTbCA MOHUTOPUHIY M KOHTPONMMPOBATLCA B OTHOLLUEHMU OOLLEro KonuyecTtsa
MMWKPOOPraHM3MOB, HEAOMYCTUMbIX MUKPOOPraHM3MOB U SHLOTOKCUHOB.

PaspeneHue 30H (4.4)

336. (4.40) MNpon3BoacTBO NPOAYKLUMN C BbICOKON CEHCUBUNN3NPYIOLLIEA aKTUBHOCTbLIO, TAKOW Kak MEHULUITIMHDI
nnn LLe(*)aJ'IOCI'IopI/IHbI, HeO6X0,D,I/IMO OCyLLeCTBNATbL B cneunarnbHO BblAeNIeHHbIX MPON3BOACTBEHHbIX 30HAX, KOTOPbIe
MOTyT BKMNtoYaTb NoMeLleHus, obopyaosaHue anst o6paboTkm Bo3gyxa u TexHonormdeckoe obopyaoBaHue.

337. (4.41) CneumanbHO BblOeNEHHbIE NMPOWM3BOACTBEHHbLIE 30HbI OOIMKHBI ObITb MPEegyCMOTPEHbl Takke AONd
BELeCTB C MHPUUMPYHOLWMMN CBOUCTBAMWU, C BbICOKOW (papMaKkoriorMyeckom akTUBHOCTbIO WM TOKCUYHOCTbLIO
(Hanpumep, HekoTopble CTepouabl MMM LUTOTOKCMYECKME MPOTUBOOMYXONEBbIE CPEeACTBa), 3a MCKMOYEHUEM Tex
cny4yaes, Korga yCTaHOBMEHbI U OCYLLECTBAIOTCA BanManpOBaHHbIE Npoueaypbl MHAKTUBALUA U (M) OYUCTKN.

338. (4.42) TMpousBoguTenb [OIMKeH paspaboTtaTtb U BBECTM B [JEWCTBME Mepbl, Heobxoaumble AONd
npeaoTBpaLleHns NepekpecTHOM KOHTaMMHaLUMM CO CTOPOHbI NMepcoHarna, a Takke WCXOLHOrO Cbipbsl, YNaKOBOYHbIX
MaTepuanoB, MNPOMEXYTOYHON NpPoAyKuuK, OOOPYAOBaHUA W WHbIX MNPeaMeToB, MNepeMeLlarlnxcsa M3 OLHOM
BblAEMNEHHOM 30HbI B APYryto.

339. (4.43) Jlobble TexHomorMyeckne onepauumn (BKMYasi B3BElUMBaHME, pPas3MONl UMM YMaKoOBKy) C
BbICOKOTOKCMYHBIMW HedapMaLeBTUYECKMMU BeLLecTBaMu, TakMMK Kak repbuumabl M nectuuuibl, He OOmnyckaeTcs
NpoBOAMUTb B TEX X 34aHusX U (unun) Ha Tom xe obopygoBaHMK, KOTOpble MCMoMb3ylTca Anst npoussogctea PC.
PaboTa ¢ Takumu BbICOKOTOKCUYHbLIMY HedhapMaLeBTUHECKMMUN BELLECTBAMM N UX XPaHEHWE OOMKHbl OCYLLECTBNSATHCS
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otaenbHo oT @C.
OcselyeHne (4.5)

340. (4.50) Bo Bcex 30Hax AOMKHO ObITb 0GecneyeHo oceelleHne, Heobxoammoe Anst Toro, YTobbl NPOBOAUTL
OYMCTKY, TEXHUYECKOE ODCMNYXXMBAHNE W HaAMNexXallee BbINOfMHEHNE onepaLui.

Ctokn n otxogpl (4.6)

341. (4.60) Ctokn, oTxoabl u apyrme otTpaboTaHHble MaTepuansl (Hanpumep, TBepAble, XuakMe n razoobpasHble
nobo4yHble MNpPOAYKTbl NMPOM3BOACTBA) BHYTPUM W CHapyXu 30aHWA, a TaKKe Ha HEeNocpeaCTBEHHO npunerawLlen
TeppuTopun HeobxoaMmMo CBOEBpPEMEHHO yaanaTb, obecneuvvBasi 6e3onacHOCTb U cobnogas caHWTapHble NpaBuna.
KoHTelrHepbl Ans mycopa u (Unm) CToYHble Tpybbl AOMKHBI OblTb YETKO NPOMAaPKUPOBAHBI.

CaHutapHas obpaboTka un TexHnyeckoe obcnyxusaHue (4.7)

342. (4.70) 3paHus, ucnonb3yemble MNpyM MNPOU3BOACTBE MPOMEXYTOYHOM npoaykumm n dC, Heobxoanmo
Hagnexawmm obpasom obcnyxunBaTb, PEMOHTUPOBATL U COAEPXaTb B YNCTOTE.

343. (4.71) MNMpounssoguTens AomkeH pa3paboTaTb JOKYMEHTbI, onpeaenstowmne oTBETCTBEHHOCTb 3a NpoBeAeHNe
caHuTapHom ob6paboTkM, B KOTOPLIX NPUBEAEHbI rpadkn NPOBEOEHNS OYUCTKU, NepedncrneHbl MeToabl, obopygoBaHue
1 maTtepuanbl, UCNoMb3yemble NPy O4YMUCTKE 30aHWUIA U NMOMELLEHUIA.

344. (4.72) Mpun HeobxogumocCTn AN TOro, YTo6bl n3bexaTb KOHTaMUMHaUMM 0BOPyOOBaHUSA, UCXOQHOMO CbIpbS,
YyNakoBOYHbIX MaTepuanoB M mMaTepuanoB AN MapKUPOBKW, MPOMEXYTOYHOW npogykumm n ®C, AomxHbl BbITb Takke
pa3paboTaHbl npoleaypbl N0 UCMOMb30BAHUIO CPEACTB NPOTUB IPbI3yHOB, MHCEKTULMAOB, OyHMMUMAOB, (DYMUIaHTOB U
CpeacTB OYUCTKM U ae3nHpekumnmn OC.

TEXHOJIOTMYECKOE OBOPYAOBAHME (5)
lMpoekTupoBaHue n moHTax (5.1)

345. (5.10) ObopynoBaHue, UCNONbL3YEMOE MPU NPOM3BOACTBE NPOMEXYTOYHON nNpoaykuun n ®C, [OmMKHO NMETb
COOTBETCTBYIOLLYIO KOHCTPYKLMIO, COOTBETCTBYKOLUME pa3Mepbl M pacrnonaratbCd B COOTBETCTBMM CO CBOWUM
Ha3Ha4YeHneM 1 TakuMm ob6pas3om, YTOObl NepcoHan MOr OCYLLECTBSATb OYNCTKY, Ae3MHMEKLMIO (MPU HEODXOANUMOCTI) U
TexHu4yeckoe obcnyxmnBaHue aToro obopynoBaHus.

346. (5.11) MNMoBepxHOCTU 060PYAOBaHNS, KOHTAKTUPYIOLLME C UCXOAHBLIM ChipbEM, MPOMEXYTOYHLIMWU NPOAYKTaMU
unn OC, He [OMKHbI BMMATb Ha KayeCcTBO MPOMEXYTOYHbIX MPOAYKTOB U PC M U3MEHATb UX XapakTepUCTUKM 3a
npegenbl 40NYCTUMbIX 3HAYEHUIN, YCTAaHOBIEHHbIX B crieLMduKkaumsix.

347. (5.12) TexHonorunyeckoe oOoOpygoBaHME HeobXoAMMO WUCMNob3oBaTb TOMbLKO B npegenax paboumx
OManasoHoB, YCTaHOBIEHHbIX NpY KBanudukaumm.

348. (5.13) OcHoBHOe 06OpyaoOBaHME (Hanpumep, pPeakTopbl, €MKOCTU AN XPaHEeHMs) U CTauMOHapHble
TEXHOMOrMYeckMe §UMHUKU, WUCMONb3yeMble B MPOU3BOACTBE MPOMEXYTOYHOM npogykumm wunn ®C, OormkHbl ObiTb
COOTBETCTBYOLLUM 06pa3om naeHTUPULMPOBaAHbI.

349. (5.14) JMobble BewiecTBa, Heobxooumble AN PYHKUMOHMPOBaAHWUS OOOPYAOBaHUSA, TakMe Kak CMasku,
KMAKOCTW ANsi HarpeBa UNu xnagareHTbl, He OOIMKHbI KOHTAKTUPOBATb C MPOMEXYTOYHONM npoaykunen unu dC, 4ytobbl
He U3MEHATb UX Ka4yecTBo. [1ponsBoauTenb AOMKEH NPOBECTU OLEHKY JTHObIX OTKNOHEHWI OT 3TOro TpeboBaHus, YTOObI
ybeanTbcsl, YTO OTCYTCTBYET HeOnaronpusTHoe BO3AEWCTBME ITUX MaTepuanoB, BrVAKOLLEE Ha MNPUrogHOCTb
NpoMeXxyTovHon npoaykumen unm ®C ansg ucnonb3oBaHus. Tam, rge 370 BO3MOXHO, JOJPKHbI MCMOMb30BaTbCA CMasku
W Macna, npegHasHa4YeHHble ANnd NULEeBO NPOMbILLIIEHHOCTMW.

350. (5.15) Bo Bcex cnyyasix, korga 370 NPUMEHMMO, OOSPKHO MCMONb30BaTbCH 3aKPbITOE UNU repMeTUYHO
3akpbiBatolleecd obopyaoBaHue. [Npu MCNonb30BaHWM OTKPbITOro 0obopyaoBaHMSA WM ero OTKPbITUM Heobxoaumo
NPUHSATL Mepbl NPEAOCTOPOXHOCTM, YTOOLI CBECTU K MUHUMYMY PUCK KOHTaMUHaLWW.
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351. (5.16) Y npousBoaMTEnst OOIMKEH UMETLCS B HaNU4MM aKTyamnbHbI KOMMMEKT YepTexen UCMOoNb3yemoro
obopyaoBaHUsA, a Takke KpPUTMYECKUX CUCTEM OOBA3KM (HanpuMMep, KOHTPOSIbHO-U3MEPUTENBHbLIX NPUOOPOB,
BCMOMOraTesbHbIX CUCTEM).

TexHunyeckoe obcnyxuBaHue 1 oumctka obopygoBaHus (5.2)

352. (5.20) TMMpodunakTnyeckoe TexHMYeckoe oOcnyxmBaHne ob6opygoBaHWs HeOoOXoAMMO MNPOBOAUTL B
COOTBETCTBUU C yTBEPXOAEHHBbIMU Fpaqf)I/IKaMVI M npoueagypamu, B KOTOPbIX AOJDKHA ObITb onpenerieHa oTBeTCTBEHHOCTb
3a Ux NpoBeAeHue.

353. (5.21) lMNpownsBoanTens JommkeH paspaboTaTb MHCTPYKUMM MO O4YUCTKE ODOOpyaoBaHUs M nocnegyowemy
MONy4YeHN0 paspeLLeHns Ha ero UCMonb30BaHMe NMpu NPOM3BOACTBE MPOMEXYTOYHON npoaykumm n ®C. Mpouenypsl
OYUCTKM AOSMKHbI ObITb ONUCAHbI AOCTATOMHO NOAPOOHO, YTOOLI onNepaTopbl MOMMM NPOBOAUTL OYMCTKY O00OpPYyAOBaHUSA
noboro TMna BOCNPOM3BOAMMBIM N 3(PMEKTUBHBIM CNOCOBOM. 3TN Npoueaypbl AOIMKHbI BKOYATb:

yCTaHOBIEeHNe OTBETCTBEHHOCTN 3a O4MCTKY 060pyAoBaHuS;
rpadmKn OYUCTKM, BKIIOYas (Npy HeobxoanmocTu) rpadmkn caHuTapHon obpaboTkuy;

MONHOe onucaHue MEeTOAOB W MaTepuarioB, BKMHOYas MPUrOTOBIEHWE CPEACTB, WMCMOMb3YeMbIX Afsi OYUCTKM
obopyaoBaHus;

WHCTPYKUMK Mo pa3bopke M cOopke kaxaol (Mpyu HeobGxoaMmocTu) eanHULbl oGopyaoBaHus Ans obecneveHus
Hagnexallei O4YMCTKU;

WHCTPYKLUM NO yAaneHWo MapKMpOBKX NpeablayLLen cepuu;
WHCTPYKLIMK MO 3aLLMTe YNCTOro 060pya0BaHNs OT KOHTaMUHALIMK NEPEL, ero UCMONb30BaHNEM;

nopAaAoK nMNpOBEPKU YYUCTOTbI O60pyp,OBaHI/IF| HenocpeacTBeHHO nepen ero ucnonb3oBaHuem, ecnn 3TO
NpakTn4eCKkn ocyLLeCTBMMO;

yCTaHOBrfeHWe (korga MPUMEHUMO) MaKCMMAsibHOMO MPOMEXYTKa BPEMEHW MEXAY OKOHYaHWeM npouecca U
O4NCTKOM 00OpPYyAOBaHUS.

354. (5.22) O6opynoBaHve W NPUHAANEXHOCTU [OOSMKHbI OYMLLATBLCS, XPaHWUTbLCA M NpU  HEeobXoaUMOCTU
noaBepraTbCsl CaHWTapHon obpaboTke MM CTepunM3oBaTbCs ONA NPEeAOTBPALLEHMS KOHTaMUHAUMKM WM nepeHoca
MaTepuana, KoTopble MOryT U3MEHWUTb Ka4eCTBO MPOMEXYTOYHOM npoaykumm un ®C 3a npegenbl, YCTaHOBMEHHbIE B
cneundunkaumnsx.

355. (5.23) [ns obopynoBaHus, nNpegHa3Ha4YeHHOro ANl HeMpPepbIBHOrO TEXHOMOMMYECKOro npoiecca unu ans
NPOu3BOACTBa KaMnaHWsAMKU  (MPOM3BOACTBEHHbIMM  LMKNaMM) MocnefoBaTefibHbIX Cepuit OgHOW U TOW  Xe
NMPOMEXYTOYHOM MpOoAYKUMM unn ogHon u Ton xe ®C, HeobXogMMO NPOBOAMTL OYUCTKY Yepe3 onpefeneHHble
NPOMEXYTKM BPEMEHUN BO N30EXaHNE HaKOMNMEHUSI U MEPEHOCa KOHTaMUHAHTOB (Hanpumep, NPoAYKTOB PasnoXXeHNs Unm
HeZonyCcTMMOro KoNM4yecTBa MMKPOOPraHM3MOB).

356. (5.24) ObopygoBaHue, Mcnonb3yemMoe A5 NPOU3BOACTBA pPa3HbiX MaTepuarnos, OOJPKHO OYMLLATbCA B
NPOMEXYTKax MeXay X CMEHOIN BO n3bexaHne nepekpecTHON KOHTaMUHaLUN.

357. (5.25) NMpounsBoanTens AOMKEH YCTAaHOBUTb 1 060CHOBaTb KPUTEPUN NPUEMIIEMOCTM B OTHOLLEHUN OCTATKOB,
a TaKkke OCYLLEeCTBUTb N 060CHOBaTL BbIGOP NpoLeAyp OYUCTKU Y MOKLLNX CPEACTB.

358. (5.26) Ob6opynoBaHne [OIMKHO ObiTb COOTBETCTBYHOLLIMM 00pa3oM MPOMapKMpPOBaHO B OTHOLUEHWM €ro
COoOepXXMMOro U CoOCToAHNA YACTOTbI.

Kannbpoeka (5.3)

359. (5.30) KanmbpoBKy KOHTPOSbHO-U3MEPUTENBLHOIO M aHanmMTU4Yeckoro obopyaoBaHus (B TOM 4Yucrie BECOB,
npubopoB Ans MOHWTOPMHIA), UMEIOLIEero KpuUTM4eckoe 3HayeHue AN obecrneyeHns KavecTBa MPOMEXYTOYHOM
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npogykuum nnn ®C, HeobxooumMo NPOBOAWUTL B COOTBETCTBUMU C YTBEPKAEHHBIMU WUHCTPYKUUSMWU U YCTAaHOBMEHHBIM
rpaconKom.

360. (5.31) KanubpoBka AoOfmkHa NPOBOAUTLCA C WMCMOMb30BAHWEM COOTBETCTBYHOLUMX CEPTUMULMPOBAHHbIX
CTaH4apTOB UMM CONOCTaBMMOrO CO CTaHAapTOM obpasua nMbo aTanoHa (eCcnu TakoBble CYLLECTBYIOT).

361. (5.32) 3anncu npoBeaeHUs KanMdpPOBOK AOSMKHbI COXPAHSITLCS.

362. (5.33) Tekywwmii ctaTyc KanubpoBKM KpUTUYECKOro 0OOpyLoBaHUS AOmkeH ObiTb M3BECTEH M [aBaTb
BO3MOXHOCTb €r0 NMPOBEPKMU.

363. (5.34) He ponyckaeTtcst ucnonb3oBaHne npnbopoBs, KOTOPbIE HE COOTBETCTBYIOT KPUTEPUSM KannbpoBKu.

364. (5.35) OTKMNOHEHNs1 OT YTBEPXKOAEHHbLIX CTAaHOAPTOB KanuOpoBKU ANs KPUTUYECKUX MpubopoB Heobxoanmo
paccrnegoBaTb, YTOOblI ONpeAenvTb, MOBMAUSNO M 3TO HA Ka4eCTBO NPOMEXYTOYHON npoaykumm n ®C, nponsBeaeHHbIX
C MCNoNb30BaHNEM AaHHOro 06opyAoBaHNs NOCMe ero NocnegHen yCneLwHon KanmbpoBKu.

KomnbtoTepusnpoBaHHble cuctemsl (5.4)

365. (5.40) KomnbloTepmnsnpoBaHHble CUCTEMbI, OTHOCSLLMECHA K HacTodAwmMM [NMpasunam, noanexat Banuaauuu.
O6bem Banupauum 3aBUCUT OT MHOroobpasmsi, CNOXHOCTU U KPUTUYHOCTU MPUMEHEHUS KOMMbIOTEPU3NPOBAHHBLIX
CUCTEM.

366. (5.41) Hagnexawme kBanudpukaumss MOHTaxa W KBanudukaums OYHKUNOHUPOBAHUSA  OOIDKHbI
NPOAEMOHCTPMPOBATL MPUroAHOCTbL KOMMbIOTEPHOrO 000PYAOBaHUSA U NporpaMmMHoro obecrneveHns Ons BbINONHEHUSA
nocTaBMEHHbIX 3a4au.

367. (5.42) Wcnonb3yemoe nporpammHoe obecneyeHne, kotopoe Obino KBanudpuuuposaHo, He Tpebyet
NpoBeLEeHNs UCTMbITAHWIA TOrO Xe YypoBHS. Ecnu cywecTBytoLLas cuctema He npoLuna sanuaaumio BO BpeMs YCTaHOBKM,
NPV HaNM4YUM COOTBETCTBYIOLLIEN JOKYMEHTALMM MOXHO MPOBECTU PETPOCMNEKTUBHYIO Banuaaumio.

368. (5.43) Heobxoammo, YTOObl KOMMNBIOTEPU3NPOBAHHBIE CUCTEMbBI MMENN AOCTaTOYHbIA YPOBEHb KOHTPOMS AN
npefoTBpaLLeHUs HECAHKLMOHMPOBAHHOIO AOCTYyNa K AaHHbIM UM U3MEHEeHUst AaHHbIX. [JommkHa ObiTb NpegycMoTpeHa
3almTa oT NoTepu AaHHbIX (HAaNnpUMep, Npu BbIKMoYeHUM KoMnbloTepa). MHdopmMaums o nobbix M3MEHEeHNsIX faHHbIX, O
nocrneaHeM BBoAE AaHHbIX, O TOM, KEM M KOra OHM Obinun caenaHbl, NOANEXUT permcTpauum.

369. (5.44) lNpownsBoauTenb OOMKEH WMETb YTBEPXKAEHHble npouedypbl N0 3KCnnyaTaumm U TeXHUYECKOMY
06CnyXMBaHMIO KOMMNBIOTEPU3NPOBAHHBLIX CUCTEM.

370. (5.45) Ecnu kpuTudeckue [aHHble BBOLAT BPYYHYH, HeobxoaMMoO nNpegycMoTpeTb AOMOSTHUTENbHYIO
NPOBEPKY TOYHOCTU MX BBeAEHMS. Takyio NPOBEPKY MOXET BbINOMHUTL BTOPOK onepaTop unv cama cuctema.

371. (5.46) Cb6ou B paboTe KOMMbLIOTEPM3UPOBAHHBLIX CWUCTEM, KOTOPble MOryT MOBMUATL Ha KayecTBO
NpoOMeXyTo4yHon npogykumm wunu PC, Ha [OOCTOBEPHOCTbL 3anvMcer WU pesynbTaToOB WCMbITAHURA, noanexat
OOKyMeHTaneHoMy ochopMIIEHNIO U paccnefoBaHuIo.

372. (5.47) N3ameHeHMA B KOMMbIOTEPU3MPOBAHHbLIX CUCTEMaxX HeobXoAMMO OCyLEeCTBRAATb B COOTBETCTBUM C
npouegypamu BHECEHUS U3MEHEHUIN, ODULMANbHO UX CaHKLMOHUPOBaTb, OPOpMIATE JOKYMEHTANbHO U TECTUPOBATL.
JOmKHbl COXpPaHATbCA 3anMcu BCEX M3MEHEHWN, BKIHYas MoAMMMKAUMIO U YCOBEPLUEHCTBOBaHWE KOMMbIOTEPHOrO
obopyaoBaHuWs, NPorpamMmMHOro obecneyeHns n gpyrmx KPUTUHECKMX KOMMNOHEHTOB CUCTEMbI. OTU 3anncy AOSMKHbI ObiTb
AoKasaTenbCTBOM TOro, YTO cucTeMa nogaepunsaeTcs B BaNyaMpoBaHHOM COCTOSIHUM.

373. (5.48) Ecnn cboi unu nornioMka cuctemMbl MPUBOAMUT K NMOCTOSIHHOWM NOTEpe 3anucei, Npon3BoauTenb OOJIKEH
NpegycMoTpeTb CUCTEMY PE3EPBHOIO KONMpPOBaHMs MHopMaummn. Bo Bcex KOMMNbIoTEPU3NPOBaHHBIX CUCTEMAX AOMKHbI
ObITb NpegycMoTpeHbl cpeacTBa, obecnedmBaroLLne 3alnUTy AaHHbIX.

374. (5.49) B pononHeHne K KOMNbIOTEPHOW CUCTEME AONYCKaeTCs 3anuchb AaHHbIX U OPYrM crnocobom.

JOKYMEHTALUMA N 3ANUCHK (6)
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Cuctema gokymeHTaumu u cneuyudukarmm (6.1)

375. (6.10) Bce [OKyMEHTbl, MMEKLLME OTHOLUEHME K MPOM3BOACTBY MPOMEXYTOYHOM npoaykumm unm PC,
HeO6X0,D,I/IMO COCTaBIIATb, NpOBepATb, YyTBepXdaTb W pPacnpoCTpaHATb B COOTBETCTBUM C YTBEpPXOAEHHbIMU
npou3ssoauTeneM npouenypamu. Takune OOKYMEHTbl MOryTt ObITb O(i)OpMJ'IeHbI Kak B MMCbMEHHOM, TakK U B 3J1IEKTPOHHOM
BUAE.

376. (6.11) Bbliga4vy, nepecmMoTp, 3aMeHy WM U3bsTME BCEW OOKYMEHTauuum HeoOXOoOAMMO KOHTPONMpoOBaTb C
COXpaHeHMeM cBefieHMI 06 ux npegbiayLmnx Bepcusix.

377. (6.12) NpousBoanTenb JOMKEH OpraHU3oBaTb CUCTEMY XpaHEHUS BCEX AOKYMEHTOB (Hanpumep, OT4ETOB O
pa3paboTke, OT4eTOB O MaclwTabupoBaHWM, OTYETOB O Nepefdaye TEXHOMOMMW, OTYETOB O Banugauuu npouecca,
3anucen no obyyeHunio, 3anncemn No NPON3BOACTBY, AOKYMEHTOB MO KOHTPOMIO U 3anMcen No peanu3auun) ¢ ykasaHmem
CPOKOB XPaHEHWUs TaKuX JOKYMEHTOB.

378. (6.13) Bce 3anucu no npounsBoACTBY, KOHTPOSO U peanu3aumm HeobxoAMMO XpaHuTb He MeHee 1 roaa
nocrie UCTEYeHUss cpoka roAHOCTU cepun. 3anucu, codepXXalime OaHHble MOBTOPHbIX ucnbiTaHun PC, OOMmKHbI
XPaHUTbLCA HEe MeHee 3 NneT nocne NosIHOM peanusauumn cepun.

379. (6.14) 3anmcy HeOBXOAMMO BbIMOMHATL HECMbIBAEMbBIMY YEPHUAMK B CneunanbHO NpesyCMOTPEHHbIX ANs
3TOro MecTax cpasy Xe Mocre BbIMOMIHEHUS oOnepauun; Nuuo, CAOernaBllee 3anucb, OOMKHO ObiTb 0003HAYeHO.
WcnpaBnennss B 3anucax JoOfkHbl ObiTb NogmnMcaHbl C MPOCTaBfEeHWEM AaTbl. Takue WCNpaBneHUs He LOJIKHbI
NpenaTCcTBOBaTb MPOYTEHUIO 3aMNMCK B €€ NepBOHaYaribHOM Buae.

380. (6.15) B TeyeHue nepuoga XpaHEHWUs1 OpurMHarbl UK KOMUK 3anncent OOIMKHbI ObiTb NEerkogocTynHbl Ha
NPOM3BOACTBEHHOW MroLWlajake, rae OCYLEeCTBNSANMCb pabdoTbl, ONMcCaHHble B 3TUX 3anucax. [onyckaeTcs Takke
ObICTpoe nonyyeHne 3anmcen n3 Apyrnx MECT XpaHEHUS C MOMOLLIbIO 3NEKTPOHHbIX UK APYrMX CPeacTB.

381. (6.16) Cneumndukaunm, NHCTPYKLUUW, NpoLeaypbl 1 3anmMcu MOXHO XpaHuTb nNubo B opurnHane, nubo B Buae
KOMWUN, TakMX Kak OTOKONUM, MUKPOMDUMbMbI, MUKpPODULIM unn Apyrne opmbl TOYHOTO BOCMPOU3BEAEHUS
opuvrMHanbHbIX 3anucen. Ecnn ncnonb3oBanucb MeToabl yMEHbLUEHUS] OpuUrMHana, Hanpumep, MUKpoguUbM1MpoBaHue,
WNn 31eKTPOHHbIE 3anucK, To HeobxoaMMOo UMeTb COOTBETCTBYIOLLEE CUMThIBatoLLee obopygoBaHue, a Takke CpeacTea
ANs N3roTOBMEHNS NeYvaTHbIX KOMUW.

382. (6.17) MponsBoanTenb OoOMKeH paspaboTatb M 0POPMUTL AOKYMEHTanbHO crneumdukaumm Ha UCXOLHOEe
Cblpbe, MPOMEXYTOYHYIO npoaykuuio (npy Heobxogumoctn), ®C 1 MaTepuanbl ONS MapKMPOBKM U YNMAKOBKW.
JononHutenbHO  MOryT MOHagoOMTbCs  cneuMdwukauum Ha  HekoTopble  Apyrme  maTepuvansl  (Hanpumep,
BCMOMOraTernbHble MaTtepuanbl, NPOKagku), UCMonb3yemble B Xo4e MpPOU3BOACTBA NMPOMEXYTOYHOW MPOAYKUUN UMK
®C, koTOopble MOryT ObITb KpUTMYECKMMU ONs kadecTBa. Heobxoaumo ycTaHOBUTH M OPOPMUTL LOKYMEHTAIbHO
KpUTEPUU NPUEMNEMOCTM AN KOHTPOMS B NpoLiecce Npon3BoaCcTBa.

383. (6.18) EcnM wnCrnonb3yloTCA SMEeKTPOHHbIE MOAMWCU  Ha OOKYMEHTax, TO OHWM JOMKHbl  ObITb
NAEHTUDULMPOBAHbI U 3aLLMLLEHbI.

3anucu o4ncTKM 1 ncnonb3oBaHusa obopynoBaHus (6.2)

384. (6.20) B 3anucsix MCNonb30BaHWsl, OYUCTKW, CaHUTapHoW obpaboTkM M (Mnun) cTepunu3aumu, a Takke
TeXHUYecKoro obcnyxnBaHUsa OCHOBHOro obopyaoBaHWS AOMMKHbI ObiTh ykasaHbl gaTa, BpeMs (nmpy HeobxoammocTu),
HaMmeHOBaHVe NPOAYKLUUW, HOMEP KaXXAoW cepum Mpou3BeAeHHOW Ha 3ToM 060opyAoBaHWM MPOAYKUMK, a TakkKe nuvuo,
KOTOpPOE NPOBOAMIIO OYUCTKY U TEXHMYECKOE 0BCMyXnBaHue.

385. (6.21) He TpebyeTcs cocTaBneHus OTAENbHbIX 3anMcen O4MCTKM U UCNONb30BaHUs 060pyaoBaHUs B criyyae,
€CNn OHO creumanbHO NpegHa3HayYeHo AN NPou3BOACTBA OAHOMO HaVMEeHOBaHUS MPOMEXYTOYHOro npogykra unn ®C
N cepum 3TOrO MPOMEXYTOYHOro npoaykta unu ®C npovsBOAATCA B NpPOCREXMBaeMOW nocnegoBaTenbHocTu. B
cry4yasix MCNonb30BaHWS CcreunanbHo npegHa3HayeHHoro obopydoBaHMSA  3anuMcyM  ero  OYMCTKW, TeXHUYECKOro
obCcnyXMBaHMs 1 aKkcnnyaTaumm MoryT 6biTb MO0 YacTbio 4OChE Ha ceputo, NMMBO OTAENbHBIM JOKYMEHTOM.

3anuncuK Ha ncxogHoe CbIpbe, NPOMEXYTOYHbIE
NPOAYKTbI, YNAaKOBO4YHbIE MaTtepuarbl 1 MaTepuarbl 44 MapKUpoOBKA
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dhapmaLeBTMieckux cyoctaHumi (6.3)

386. (6.30) Heobxogumo BecTU 3anmMcu Ha WUCXOAHOE Cbipbe, MPOMEXYTOYHbIE MNPOAYKTbI, YMNAKOBOYHbIE
MaTepuansl, Mmatepuanbl gnst Mapkuposku ®C, cogepxaluime cnegyowme aHHbIE:

HanMmeHoBaHME Npon3BOOUNTENA, VI/J,eHTI/I(bVIKaLI,I/I}O M KONMYECTBO KaXKOOW MOCTaBKW KaxKoow cepun ncxogHoro
CblpbA4, npomemyTquoM npoayKuMn nnn ynakoBOYHbIX MaTepuanoB 1 MaTtepuarnoB 514 MapKUPOBKU dC;

HaMMeHOBaHWE MOCTaBLUUKA; KOHTPOSbHbIN HOMep (HOomepa) nocTaBliMKa (ecnu W3BECTeH) WM ApYyrou
NMOEeHTUMVKALNOHHBIA HOMEP; HOMEP, MPUCBOEHHbIV NMPU NPUEMKE, U AaTa NPUEMKU;

pes3ynbTaTbl BCeX NpoBeaeHHbIX UCMbITaHWI UNn NpoBEepPOK U caenaHHble Ha UX OCHOBaHWUWM BbIBOAbI,
3arnmncun, B KOTOPbIX OTCIeXxXmnBaeTcAa UCNorib3oBaHNE MaTepunarnosB;

AOKYMEHTAaLMIO MO OLEHKE W MPOBEpPKE YMaKOBOYHbIX MaTepuarioB M maTtepuanoB aAns mapkuposku ®C Ha
COOTBETCTBME YCTAHOBMEHHBIM CrieLuduKaLUaM;

OKOH4aTeJIbHOE pelleHne OTHOCUTEINIbHO OTKITOHEHHbIX WCXOAHOro CblpbA, npomex(yTquoPl npoaykumm unu
YNakoBOYHbIX MaTtepuasnoB 1 MatepuarnoB 114 MapKMpoOBKK C.

387. (6.31) lNpownsBoauTenb AOMKEH XPaHWUTb YTBEpPXAEHHble 06paslbl 3TUKETOK ONA CPaBHEHUS C HUMU
BbIMyCKaeMbIX 3TUKETOK.

[MpOMBILLINIEHHbIN PErfamMeHT U TEXHOOMMYECKNE UHCTPYKLUK (6.4)

388. (6.40) [Ona obGecneveHuMss OOHOPOOHOCTU OT CEpPUM K Cepunm npom3BoauTeNb [OOSPKEH paspaboTtaTb
NMPOMbILLSIEHHbIE pernameHTbl Ans kaxgoro Buga ®C, koTopble YTBEpPXKAAKTCA PyKOBOAUTENEM Mpou3BOAUTENS, a
Takke HeE3aBMCMMO NPOBEPSIOTCS, NMOANUCLIBAOTCS NULIOM M3 NogpasferneHnst kayectTsa C NpocTaBrneHMem gatbl. Ha
OCHOBaHWUM MPOMBILUNIEHHbIX PErfaMeHTOB pa3pabaTbiBaloTCA TEXHOMOrMYECKMe WHCTPYKUUW ANs KaXZow cTaguu
TEXHOJOrMYECKOro npouecca v (Mnu) Ans Kakgoro Buga NpoMeXyTOYHOW NPOAYKLMU, KOTOPbIE MOANUCHIBAOTCS O4HUM
nMUOM C MpOCTaBfEeHWEM [AaTbl, a Takke HEe3aBUCUMMO MPOBEPSIOTCH, NOAMMCBIBAOTCA NULOM M3 NoapasferieHns
KayecTBa C npocTaeneHvemM pgatbl. [POMbILMEHHbIA pernaMeHT BKMAYaeT B cebs nepeveHb WCMosb3yemblx
MaTepuanoB C YyKasaHMEM KOMMYecTBa KaXZoro M3 HUX, AaHHble 06 ucnonb3yeMoM 00opyaoBaHUKM, OnMcaHue
TEXHOJIOrMYECKOro NpoLecca U MeTOAOB KOHTPONS Ha Bcex aTanax npoussogctea ©C. O6wme TpeboBaHMs K CTPYKType
N VHble TPeBOBaHMSA K COOepPXXaHMIO MPOMbILLIIEHHbIX PEMMTAMEHTOB YCTaHOBMNEHbI COOTBETCTBYIOLLMMMU HOPMaTUBHBLIMU
npasoBbIMK akTamun Poccuiickon ®epepaumn.

389. (6.41) TexHonorMyeckne MHCTPYKLMN SOIMKHbI BKIHOYaTb:

HanmveHoBaHune BbIHyCKaeMOVI I'IpOMG)KyTO‘-IHOVI npoaykumm unum ®C 1n crtagum TEXHOMNOrM4Yeckoro npouecca, a
TakKke, ecinm npuMeHnmo, COOTBeTCTByIOLLI,VIVI KOO OOKYMEHTa,

NOJTHbIN nepeyvyeHb MUCXOOHOro CbipbA U npomemyTquoﬁ npoaykumm C ykasaHmem HaMMeHOBaHW MM KOOOB,
AO0CTaTO4HO CﬂeLl,I/l(*)VI‘-IHbIX ans Toro, 4ToObl MOXHO ObINo npoBecTn VI,D,eHTM(*)I/IKaLIMIO n onpenenntb nobble
cneunarnbHble XapaKTepUCTUKN Ka4eCTBa,

TOYHOE yKa3aHue Konun4yectea Ui COOTHOLLEeHUEe KaXaoro HanMmeHoBaHUA UCMNOoJ1b3yeMOoro MCXO0A4HOro Cblipbda Unn
npomemyTquoﬁl npoaykumn c ykadaHunem eanHul, nsmMepeHus. Ecnu Takoe KonmyecTtBo He ABndeTcs (bl/lKCMpOBaHHbIM,
TO Heobxogumo NPUBECTN pacHeT ONna KaXXOoro pasmMepa cepun unn pexmnma TeXHONOrm4ecKkoro npouecca. Takke
HeobxooMmMo YKa3aTb OTKIIOHEHUA OT YKa3aHHbIX KOJTM4eCTB, €Clih OHU 000CHOBaHBI;

MECTO OCYyLLeCTBIIEHNA TeXHOJIoOrM4eckoro npouecca n OCHOBHOe TexHorlorn4eckoe oGopynoaaHme, KOTOpOe npu
3TOM UCNONb3yeTCA,

I'IOL'J,pO6HbIe TEXHOMOrMYyeckne AencTems, B TOM Yucne:
nocnenoBaTesibHOCTb, KOTOPYHO HeobxogMMo cobnioaath;

MCMONb3yeMble AManasoHbl NapameTpoB NpoLecca;
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ykasaHus no oTbopy nNpob M KOHTPOO B NpoLiecce NPON3BOACTBA C yKasaHWeM KpUTepueB NpuemMnemMocTu, Kkorga
3TO HEOOXOAUMO;

npedernbHble CPOKM 3aBepLUeHNs OTAENbHbIX CTaauidi TEXHONOrMYeckoro nmpouecca U (Unu) Bcero npoiecca B
Lenom, Kkorga 3To Heo6XoaNMO;

oXuaaemble OManasoHbl BbiIXO4a MPOAYKLMM Ha COOTBETCTBYIOLIMX CTaausiX Mpouecca MNu B onpeaeneHHoe
BpeMs;

ocobble ykasaHuss U Mepbl MPEAOCTOPOXKHOCTM, KOTOpble Heobxoaumo cobniofatb, UM COOTBETCTBYIOLLME
nepeKpecTHble CChIMKM Ha HUX, Koraa aTo Heobxoamnmo;

YKa3aHua no XpaHeHuko npomemyTquon npoaykumm - mnun ®C pns obecnedyeHuss ux npurogHocTn K

MCMONb30BaHMIO, BKOYAs YNakoBOYHbLIA MaTepuarn v matepuan Ans MapkupoBKU, a Takke 0cobble YCIoBUA XpaHeHUs
C yKa3aH1eM CpPOKOB, Koraa aTo LenecoobpasHo.

[ocbe Ha cepuio (3anmMcy NO NPOU3BOACTBY Y KOHTPOIHO
kauyectBa) (6.5)

390. (6.50) Onsa kaxgoro mpomexyToyHoro npogykta u ®C gomkHO ObiTb NMOAFOTOBMEHO [OCbE HA CEpUto
npoaykuum, BKovarolee B cebsa nomnHyw MHgopmaumio O MpoM3BOACTBE W KOHTPOSiE KadecTBa Kaxaow Cepuu.
BblgaBaemaa dopma aOna BHeCeHWs 3anucerd no MpoOM3BOACTBY [OSMKHA COOTBETCTBOBATb TEXHONOrMYeckom
WHCTPYKUUN N SBRATBCA akTyanbHOW Bepcuen. Ecnn dopma ans BHeceHus 3anucen no npousBOACTBY cepum
COCTaBfeHa Ha OCHOBaHWW OTAENbHOM YACTU TEXHOMOIMYECKON MHCTPYKLMK, TO TAKOM OOKYMEHT LOOMKEeH CoAepXaTb
CCbIfIKY Ha UCMOMb3yeMY0 AENCTBYIOLLYIO TEXHONOMMYECKYH MHCTPYKLMIO.

391. (6.51) ®opmbl ANA BHECEHMS 3anMCen AOMKHbI ObITb NPOHYMEPOBaHbl C yKasdaHWeM KOHKPETHOro Homepa
cepum unn MAeHTMUKALUMOHHOITO HOMepa, a Takke mnoanuMcaHbl C MpocTaBneHnem pAatbl npu Bblgade. [pu
HenpepbIBHOM MNPOM3BOACTBE KOA MPOAYKUMM, a Takke faTa M BpeMsi BbiMycka MOTMyT CRAYXUTb OAHO3HAYHbIMU
naeHTndrkaTopammn 4o NPUCBOEHNSA OKOHYaATENbHOIO HOMEpa CEpPUN.

392. (6.52) B pocbe Ha cepuio (3anmcsax No NPOM3BOACTBY M KOHTPOSIO KayecTBa) NpogyKkumm Nocne 3aBepLueHns
KaXkOon BaXKHON TEXHOSOMMYECKOM CTaammn AOMKHbI ObITh YKa3aHbl cnegyowmne cBegeHns:

AaTa u, rae NpyMeHUMO, BPeMS;

OCHOBHOE 1cnonb3yeMoe 06opyaoBaHue (HanpuMep, peakTopbl, CYLUUITKA, MENbHULIbI);

cneundmyeckasl MOEHTUUKAUMS KaxKOOW Ccepuv, BKIYas Maccy, eAuHMUbl W3MEPEHUsi, HOMepa Ccepuii
NCXOQHOTO CbIpbsl, MPOMEXYTOYHOWM MPOAYKUMM UMK MoObIX MaTepuanos, npoleawnx NoBTOPHY 06paboTky B xone
NMpPOV3BOACTBA;

3aperucTpupoBaHHble hakTuyeckme pesynbTaTbl KPUTUYECKMX NapaMeTPOB NPoLecca;

OaHHble 0 NbbIX NPoBeAEHHbIX 0T6opax Npob;

noanncn nud, BbINONMHABLUMX KaXOyrw KPUTUYECKYK0 CTaguio npu pa60Te, a TaKXe OCyLlecTBAaBLWNX
HeHOCpeﬂCTBeHHbIVI HaA30p Ui NpoBEPKY;

pe3ynbTaTbl UCMbITaHUIA B NpoLecce NPOM3BOACTBa M NTabopaTopHbIX UCTbITAHWIA;

chakTuyecknin BbIX0 Ha COOTBETCTBYHOLLUX CTaMSIX UMK B onpefeneHHoe Bpems;

OnMcaHne ynakoBKU 1 MapKUPOBKU NS MPOMEXYTOYHON npoaykuum unmn eC;

obpasel aTukeTkM Ans OC unu NpoMexxyTo4HON NPOAYKLUW, ECIN OHU MPOU3BEAEHbI AN NPOAAXN;

nioGoe 3aMeyeHHOe OTKIOHEHWEe, €ero oueHka, WHgopMauuss O NpPOBeAEeHHOM paccrefoBaHuu  (npu
HeoBGX0AMMOCTH) UK CChifka Ha Takoe paccriefoBaHue, eCrii COOTBETCTBYIOLLME AOKYMEHTbI XPaHATCS OTAENbHO;
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pe3yrbTaTbl KOHTPOJS NPU Bblaaye paspeLleHnst Ha BbiMyck.

393. (6.53) MNpousBoanTenb OOMKeEH pa3paboTaTtb M yTBEPAUTL MpoLeaypbl, KoTopble Heobxoammo cobntogatb
npu paccrenoBaHUn KPUTUYECKUX OTKMOHEHWUIA MW NMPU HECOOTBETCTBUU CEPUIA MPOMEXKYTOYHON Npoaykuum nnm ©C unx
cneundmrkaunsam. Takoe paccrnefoBaHne AOMKHO pacnpoCcTpaHATbLCS U Ha ApYrve CepUn, K KOTOPbIM MOrnn 6bl UMeTb
OTHOLLEHMWE AaHHble HECOOTBETCTBUS UMW OTKIOHEHUS.

[okymeHTbl nabopaTopHOro kKOHTpons (6.6)

394. (6.60) [HdokyMeHTbl nabopaTOPHOrO KOHTPOMS [OOSMKHbI BKMHOYATb MOMHYHD MHAOPMAaLMI0 O AaHHbIX,
MOMyYeHHbIX B XOA4E BCEX WCMbITaHUA, NPOBEAEHHbIX ANA MNOATBEPXKAEHUST COOTBETCTBUS YCTaHOBMEHHBIM
cneumMdpukaumsm n obuen dapmakonenHon cratbe, apMakoneiHOW cTaTbe, HOPMATUMBHOW OOKYMEHTaUMu Win
HOPMaTUBHOMY OOKYMEHTY, BKIOYas UCCNEA0BaHUSA N KONMYECTBEHHbIE ONpPeaeneHmnsl, a UMEHHO:

onucaHne o6pasuUoB, MOMyYEHHbIX AN MPOBEAEHUs UCTbITaHWs, BKIoYas Ha3BaHWe WMCXOAHOro Cbipbsl, MECTO
oT6opa npobbl, HOMEP Cepuu UNN APYroi XapakTepHblt kod, gaty otbopa npobbl M, roe NPUMEHUMMO, KONUYECTBO
obpasua, NpeacTaBeHHOro A NPOBeAEHNS UCTIbITAHWI, U AaTy ero NoslyyYeHus:;

onucaHme Kaxagoro ncnosnb3yemMoro metoga NCMbITaHUM Unn CCbIJIKY Ha Takon meTon;

yKasaHue Maccbl o6pasua unu Opyrux eauvHul uaMmepeHuss ans obpasua, WUCMonb3yeMoro Ons Kaxooro
UCMbITaHWA, B COOTBETCTBMM C OMMCAHHLIM METOAOM; AaHHbIE O MPUrOTOBMEHUN U UCTbITAHUM CTaHAAPTHLIX 0GPa3LIoB,
peakTUBOB W CTaHAAPTHbLIX PACTBOPOB UMM COOTBETCTBYIOLLME NEPEKPECTHLIE CChINKU;

MONHbIE 3aMUCU BCEX UCXOOHBLIX AaHHbLIX, MONYyYaeMbIX B XO€E KaXOoro UCMbITaHusl, B AOMNOMHEHUE K rpadukam,
Tabnuuam UM cnekTtpam, MOJflyYeHHbIM C MOMOLWbBK JlabopaTopHbIX NpMOOpPOB, Hagnexawum obpasom
I/I,D,GHTVIQ)I/ILLI/IpOBaHHbIe Ona KOHKPeTHOro BelecTBa n cepui, nogsepraeMbliX UCMbITAHUIO;

3anncy BCeX pacyeToB, BbIMONHEHHbIX B CBA3WM C MPOBEAEHUEM WUCMbITAHUS, BKOYas eduHUUbl U3MepeHus,
koachbprUMeHTbI NepecyeTa 1 pakTopbl 9KBUBANEHTHOCTHU;

n3noxxeHune pe3ynbTaTtoB NCMbITAHUIA U X COOTBETCTBUS YCTaHOBJ1€EHHbIM KpUTEPUAM NPUEMINEMOCTH;
noanncb nuda, npoBoAMBLLEINO KaxXaoe ucnbitaHune, n aaty (D,aTbI) X npoBeneHnd;

narty n noanucb nuua, cBnaeTeNnbCTBYOLWEro, YTo opurnHanbl 3anucen obinn npoBepeHbl B OTHOLWEHUN TOYHOCTH,
NOJNTHOTbI N COOTBETCTBUA YCTAHOBITIEHHbLIM TpeGOBaHMﬂM.

395. (6.61) Heobxoammo Takke BECTU NOSHbIE 3aMNUCU C YKa3aHUEM:
NtoBbIX N3MEHEHWUI YCTAHOBIEHHbIX aHANUTUYECKUX METOANK;

nepuoanyeckon  kanmbpoeknm nabopatopHoro  obopygoBaHusi,  annapaTtoB, CPeaCTB  U3MEPEeHun U
perncTpupyroLLnxX yCTPOUCTB;

Bcex ucnbiTaHun ®C Ha cTabunbHOCTb;
paccrnefoBaHns OTKIOHEHNIA OT cneumduKkaumin.
0630p gocke Ha cepuito (6.7)

396. (6.70) [Ona onpedeneHuss COOTBETCTBUS MNPOMEXYTOYHOW npoaykumm wunn PC  ycTaHOBMEHHBIM
cneunukauusaMm nepep BblAaven paspellueHVs Ha BbIMYCK Cepuu unu nepeq ee peanu3auven OOMMKHbl ObiTb
paspaboTaHbl Npoueaypbl, KOTOpbIM HEOBX0AUMO crnefoBaTh Npy 0630pe U yTBEPXKAEHUN 3anMcen No NPOM3BOACTBY U
nabopaTopHOMY KOHTPOIO Cepuii, BKIOYas YNakoBKY U MapKUPOBKY.

397. (6.71) 3anucn no nNpov3BOACTBY Cepuii U NabopaToOpHOMY KOHTPOSIO KPUTUYECKMX CTagun npouecca
noanexaT NpoBepke U NOATBEPXAEHMIO nogpasgenerHvem (nogpasgeneHmsammn) kKayectea nepes Bolgavyen paspeLueHns
Ha BbINyCK vnu nepepn peanusauunen kaxgon cepum ®C. 3anucu no nNpou3BoacTBy U nabopaTopHOMY KOHTPOM ANd
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HEeKpUTUYECKNX CTagui mpouecca MoryT OblTb NpOBEpeHbl KBanMUUMPOBaHHBIM MEPCOHANIOM MPOU3BOACTBEHHOIO
nogpasgeneHna unn gpyrux nonpas,u,eneHmVl B COOTBETCTBMU C npouenypamu, yTBepXaeHHbIMW noapasaernieHnem
(nogpasgeneHnsiMun) kavecTsa.

398. (6.72) Bce OTKMOHEHMS, OTYETbI O PaACCrefOBaHUSIX M OTKIOHEHMSX pe3ynbTaToB OT crneumdukauni
HeobxoaMMO oLeHMBaThL B NpoLecce 0630pa 4OCke Ha cepuio Nepes Bbigavel pa3peLleHnst Ha BbIMyCcK 3TON cepum.

399. (6.73) [lNogpaspeneHuve (nogpasgeneHust) kadectBa MOXET (MOryT) nepefaBaTb MPOU3BOACTBEHHOMY
noapasaeneHnto 0653aHHOCTU M MONTHOMOYMS! B OTHOLLEHUW Bblayn paspeLleHnst Ha NCMofb30BaHNE MPOMEXKYTOYHOM
NpoayKUMN 3a WCKIIOYEHMEM TeX CrydaeB, Korga MpoAyKuus npedHasHadeHa Ans NocTaBkM 3a npepenbl caepsl
KOHTPOISi Npon3BoAnTENS.

PABOTA C MCXOOHbIM CbIPbEM (7)
O6wwit KoHTponb (7.1)

400. (7.10) lMpousBoguTenb OOMMKEH YTBEPOAMTb [AOKYMEHTbI, OMUCbIBAOLIME MPUEMKY, WAEHTUUKALMIO,
nomelleHne B KapaHTWH, XpaHeHue, obpalieHne, otbop npob, NpoBegeHWe UCMbITaHUR, a Takke ogobpeHve unu
OTKITOHEHME UCXOOHOIO ChIpPbA.

401. (7.11) Tlpou3BoauTEnM NPOMEXYTOYHOM npodykumm u (unn) OC [OOMmMKHBI MMETb CUCTEMY OLEHKM
NOCTaBLUMKOB UCXOLHOIO ChbIpbs, KPUTUYECKOrO Ans KayecTBa.

402. (7.12) TlocTtaBka WCXOQHOrO CbipbA [OMXHA OCYLIECTBNATbCA MOCTaBLUMKAMMK, YTBEPXAEHHbIMU
noapasgeneHvem (nogpasgeneHnsiMm) kayectsa, B COOTBETCTBUM C COTNAcoBaHHbIMU crneumndukalmsamm.

403. (7.13) Ecnn nocTaBWMK KPUTUYECKOrO WCXOQHOIO Cbhipbsi HE $SBMSETCH €ero npov3BoguTeneMm, TO
Npon3BoOAMTENb MPOMEXYTOYHOW npoaykuun u (unm) ®C OormkeH 3HaTb HasBaHue M agpec NPov3BOAUMTENSA 3TOro
NCXOOHOrO CbIpbA.

404. (7.14) 3ameHa nocTaBLMKA KPUTMYECKOrO WMCXOAHOrO Cbipbs AOMKHA MPOBOAUTLCA B COOTBETCTBMM C
nyHktamn 540 - 547 Hactoawmx Mpasun.

Mpuemka u kapaHTuH (7.2)

405. (7.20) MNpwn nony4yeHnn 1 nepeq NPUEMKON Kaxaoe TapHOe MECTO C UCXOAHBIM CbIPbEM MMM Fpynna TapHbIX
MecT obcregylTca Bu3yanbHO Ha MPaBUNBHOCTb MapKMpPOBKM (BKMOYas COOTBETCTBUE Ha3BaHWW, WUCMOSMb3yeMbIX
NMOCTaBLUMKOM WM 3aKa34yMKOM, €CIM OHW OTNMYalTCHA) U Hannume NOBPEXOEHUN KOHTEeNHepa, NOBPEXAEHHbIX MIOMO,
CBMAETENbCTB MOCTOPOHHEr0 BMeELIATENbCTBA MMM KOHTaMumHauuu. McxogHoe cblpbe [OOMKHO coaepXXaTbCs B
KapaHTMHe [[o otbopa npob, NPOBEPKUM WNU MNPOBEAEHUS WCMbITAHUA W [0 MNOMyYeHWUs paspelleHuss Ha ero
NCNosnb30BaHueE.

406. (7.21) Oo cmewmBaHUA MOCTYNMBLLUErO WMCXOOHOrO Chbipbd C MMEKLWWUMWUCH 3anacamu (Hanpumep,
pacTBOPUTENAMM UMM 3anacamMm B HaKONWUTENbHbIX OyHkepax) MOCTynuBLUEE WCXOOHOE Cbipbe [OOIMKHO ObITb
0603Ha4YeHO Kak COOTBETCTBYlOLLee TpeboBaHMAM K 3TOMY UCXOAHOMY CbIpblO, NpoLlefllee HeobXoanMble UCMbITaHWS,
€Cnu NpMMEeHMO, 1 pa3peLleHHoe Ans ncnonb3oBaHus. Heobxogumo paspaboTaTtb npoueaypbl N0 NpegoTBpaLLeHNto
OLUMBOYHOW BbIrPY3KM NOCTYNUBLLETO UCXOOHOMO Chipbs B MMEIOLLMIACS 3anac.

407. (7.22) MNpownssognTenb AOMKEH UCKIIOYMTL BO3MOXHOCTb NMEPEKPECTHOM KOHTaMuUHauuM NocTaBkun "aHrpo”,
€CIn OHa OCYLLECTBIISAETCS B EMKOCTSIX, HE NpeAHa3Ha4YeHHbIX crneynansHo Ansa Hee. [ins nogTBepXaeHus 3Toro MoryT
NCMNonb30BaTbCHA OOHO UMM HECKOMbKO CNeayLMX AoKa3aTenbCTB:

HanmMumne OOKyMeHTa, MOATBEMKAAILLEr0 OYNCTKY;

MCMbITaHWe Ha Hanuuue cregoB NpuMecen;

OLeHKa MocTaBLUMKa.

408. (7.23) Bonblwimre eMKOCTU ONS XpaHeHUs1 U obcrnyXuBawwmue MX TPybONpoBOAbl, NIMHUU HaMOMHEHUSA W
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pasrpy3ku OOMMKHbI MMETb COOTBETCTBYHOLLYYIO MAPKMPOBKY.

409. (7.24) Kaxgoe TapHOe MeCTO Unu rpynny TapHbIX MECT C UCXOOHbIM CbipbeM (Cepuen UCXOLHOro Cbipbsl)
HeoOX0AMMO MOEHTUULMPOBATL C MOMOLLBI XapaKTepPHOro Koga, HoOMepa CEeEpUM UnNM HOMepa, MPUCBOEHHOrO Npwu
npvemke. YKasaHHbIi HOMEP OOJPKEH UCMOMb30BaTbCA MPU PEerncTpaumn MeCTOHaxXOXAEHUs Kaxaown cepun. JormkHa
ObITb cUCTEMa nageHTUMKauumn ctaTyca Kakaomn cepumn.

OT160p npob 1 npoBedeHMe NCMbITAHNI NOCTYNUBLUNX UCXOOHOIO
cblpbsa 1 Matepuanos (7.3)

410. (7.30) Ona noaTBEpXXAEHUSA MOASIMHHOCTM KaXXA0M CEPUN NCXOOHOIO ChipbA Y MaTepuanos (3a UCKMOYEHNEM
NCXOAHOrO Chbipbsi M MatepuaroB, YkasaHHbIX B NMyHkTe 412 HacTosAwmx [NpaBmn) Heobxoanumo NpoBecTn XoTs O6bl OAHO
ucnoitaHme. Ecnm npousBogntens MMEET CUCTEMY OLIEHKM MOCTABLLMKOB, TO BMECTO MPOBEOEHUSA OPYrMX UCMbITaHWN
MOXHO UCMOSb30BaTb AOKYMEHT MOCTaBLLUMKa, NOATBEPXKAAIOLLMI Ka4yeCTBO.

411. (7.31) lNpoueaypa yTBEPXKAEHUS MOCTaBLUMKA AOIDKHA BKIHOYATb OLEHKY CMOCOOHOCTM Mpou3BOaUTENS
NMOCTOAAHHO MOCTaBMATb CbiPpb€ M Martepuarnbl, COOTBETCTBYHLUME cneunudukaumam (Hanpuvep, OaHHble O KayecTBe
npeablaywmx nocraeok). lNponssoguTens npexae YeM COKpaTUTb OOBEM UCMBITAHUIA MPU BXOOHOM KOHTPOIE, OOIMKEH
NPOBECTU MOJSHbIA aHanu3 Kak MMHUMYM Tpex cepun. B nobom cnyvae nonHbin aHanns Heobxoaumo NpoBoANTbL Yepes
onpefeneHHble MPOMEXYTKM BpPEMEHM W CpaBHMBATb €ro pesynbTaTbl C AaHHbIMWM  JOKYMEHTa MoCTaBLuuKa,
NoATBepXAaloLWero kayectBo. [lOCTOBEPHOCTb [AaHHbIX [OKYMEHTOB, MOATBEPXKOAIOWMX KAYEeCTBO, MOANEXUT
perynsipHov NpoBepkKe.

412. (7.32) He tpebyeTcs npoBefeHWe KOHTPOMS TEXHOMOrm4yeckux 4obaBoK, OMacHOro UMM BbICOKOTOKCUYHOIO
CbIpbs, APYrNX cneumanbHbIX MaTepuanos Unv matepuanos, nepegaBaemMbix B Apyroe nogpasgerneHne nog KoHTponem
3aKkasuuka, Npy HanM4Mnm OOKyMEHTa Npou3BoaMTENs, NOATBEPXKAAIOLWEro Ka4ecTBO, yAOCTOBEPSIOLWLEr0 COOTBETCTBUE
3TOrO Chbipbs YCTAHOBMEHHbIM TpeboBaHuAM. MaeHTudukaumsa 3TMX maTepuanoB MPOBOAUTCA NyTeEM BU3yarbHOW
MPOBEPKN TapHbIX MECT, 3TUKETOK M pernctpauum Homepos cepuin. OTCYTCTBME KOHTPOSS TaKOro Cbipbsi HA MecTe
OOMKHO BbITb 060CHOBaHO 1 OHOPMIEHO AOKYMEHTarbHO.

413. (7.33) Mpobbl JoMKHBI BbITh penpe3eHTaTUBHbI A1 CEPUN UCXOLHOTO Cbipbs, U3 KOTOPOM OHM OTODOpaHbl. B
MeToamkax oTbopa Npob AOMKHbI ObITb YCTAHOBMEHbI YMACIO TapHbIX MECT, U3 KOTOpPbIX HeobXxoaumo oTbupaTb NpobbI,
M Ta 4acTb TApHOro MecTa, oTkyga bGepeTtcs npoba, a Takke KONMMYECTBO Chipbsi, KOTOPOE AOIMKHO 6bITb 0TOBpaHO 13
Kakgoro TapHoro mecrta. Ymucno TapHbIX MecT anst oTbopa npob m pasmep Npodbl OOMKHbLI ObITh yKas3aHbl B MnaHe
oT6opa Npob, B KOTOPOM YYUTLIBAETCSH KPUTUYHOCTL Cbipbsi, UIBMEHYMBOCTb CBOWCTB Cbipbsi, NPEeALEeCTBYOLWNA ONbIT
paboTbl C NOCTaBLUMKOM B OTHOLLEHMM Ka4YeCcTBa, a Takke KOM4ecTBO, Heobxoanumoe Ansi aHanmaa.

414. (7.34) OT160p Npob HeobxoauMO NPOBOAUTL B OMNPEeAENneHHbIX MecTax U B COOTBETCTBUMN C MHCTPYKLMSIMMU,
npegHasHadYeHHbIMY ANS NpegoTBpaLLeHUs KOHTaMUHaUMM 0ToBpaHHON NPobbI U ApYrMx maTepuanos.

415. (7.35) TapHble mecTa, U3 KOTOpbIX OTOMpaloT Npobbl, HEOBXOAMMO OTKpPbIBAaTb OCTOPOXHO M Mocrie oTbopa
nNpobbl HEMEAMNEHHO CHOBA 3aKpbiBaTb. Takue TapHble MecTa nogfiexar MapkuMpoBKe ANs ykadaHus hakta oTbopa
npoobl.

XpaHeHue (7.4)

416. (7.40) ObpalleHne C UCXOOHBbIM CbIPbEM U €ro XpaHeHMe OOIMKHO OCYLLECTBNATLCA TakuM ob6pasom, YTobbl
NpegoTBPaTUTL €ro pasnoXeHne, KOHTaMUHALMIO N NEPEKPECTHYH KOHTaMUHALMIO.

417. (7.41) WcxopHoe cbipbe, XxpaHsdweecd B (pubpoBbix GapabaHax, Melwkax WnuM SWwukax, He [AOMKHO
pasmMeLlaTbcs Ha nony. YkasaHHoOe Ccbipbe HeobxoamMmo pacnonaraTtb TakuMm o6pas3om, 4Tobbl 06ecneynTb BO3MOXHOCTb
npv HEOOXOAMMOCTM NPOBECTU OYUCTKY U OCMOTP.

418. (7.42) VcxogHoe Cbipbe AOMKHO XPaHWUTLCH MPU Takmx YCIOBUSX U B TEYEHWE Takoro cpoka, KOTopble He
oKasblBalOT HebnaronpuaTHOro BO3OENCTBUA Ha MX KadvecTBo. PekomeHayeTca cneauTb 3a TeMm, YTOObI MCXOOHOEe
Cblpbe, MOCTYNUBLLUEE paHbLUe, BbINo NCMOMbL30BaHO B MEPBYO O4epeab.

419. (7.43) HekoTopoe ncxogHoe Cbipbe B COOTBETCTBYHIOLLMX TAPHBIX MECTAX MOXET XPaHUTbLCSA BHE MOMELLIEHWI
npu ycrioBUK, YTO NAEHTUPUUMPYIOLLNE STUKETKM OCTalTCs pa3bopuMBbIMUY, @ TapHble MecTa Hagnexalmum obpasom
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oyuniatoT nepen BCKpbITUEM U UCNOSIb3OBAHUEM.

420 (7.44) [Ona Toro 4TOObI NpegoTBpPaTUTb HECAHKUMOHMPOBAHHOE WCMOSMb30OBaHWE B NPOM3BOACTBE
OTKIMOHEHHOMO MCXOAHOTO Chipbsi, OHO AOIMKHO ObITb MPOMapPKMPOBaHO M HAXOOUTLCS MOL KOHTPOSIEM B KapaHTUHE.

MoBTOpHas oueHka (7.5)

421. (7.50) Mo mepe HeobXoOAMMOCTM UCXOOHOE Cbipbe AOMXKHO NOABEpPratbCA MOBTOPHOW OLEHKe ANis Toro,
yToObl ONpenenuTb ero MPUrogHoOCTb AN UCMONb30BaHMA (HanpuMep, nocne NPOAOIKUTENBHOrO XpaHeHus unm
BO3[eNCTBMA Temnna unm BraxHoCcTy).

TEXHONOMMYECKWIN MPOLIECC W KOHTPOJb B MPOLIECCE
NMPOU3BOACTBA (8)

TexHonornyeckune onepauun (8.1)

422. (8.10) NcxopHoe chbipbe ONA NPOM3BOACTBA NMPOMEXYTOYHOM npogykumm n ®C cnegyeT B3BelMBaATb MMM
OTMepuBaTb B COOTBETCTBYHOLLMX YCIMOBUSX, HE OKa3blBalOLLIMX BIIMSHUSA Ha €ro MpUrogHocCTb Afs UCMOSIb30BaHUA.
Heobxognumo, 4ToOblI BeECcbl M YCTPOMCTBA ANA U3MEpPeHus obbema WMMEeNu TOYHOCTb, MpPUEMMEMYKD LIS
npegnonaraemoro Ucrnonb3oBaHus.

423. (8.11) Ecnu ucxogHoe cbipbe [enAT Ha HECKONbKO MOpUUA AMfis NOCnedyloLwero UCMnosfb3oBaHus B
TEXHOJIOrMYECKNX onepaumsix, KOHTENHEP, B KOTOPbIA NOCTyNaeT MCXOAHOE Cbipbe, OOIMKEH OblTb MPUrogHbIM ANs 3TOro
W MapKUpoBaH TakMMm 06pa3oM, YTOGbI Obina B Hanuumm crneayowas nHpopMauus:

Ha3BaHWe NCXOOHOTO Chipbs U (MUnK) ero Kog;

HOMep, NPVUCBOEHHbIV NPU NPUEMKE, UIN KOHTPOSbHbIA HOMEP;

macca Unu o6 beM UCXOAHOTO Cbipbsi B HOBOM KOHTEMHEDE;

npu HeobXo0AUMOCTM AaTa NPOBEAEHNSI MOBTOPHOWM OLEHKM UM NOBTOPHBIX UCMbITAHWIA.

424. (8.12) Heobxogumo HabnogaTe 3a KPUTMYECKUMU OMepaumsMu  B3BELUMBAHWUS, OTMEPUBAHUSA UMK
pasgeneHnss U yaocToBepsiTb WX  BbIMOMHEHWe 1nubo noaBepratb MX 3KBMBANEHTHOMY KOHTpor. [lepen
NCNONb30BaHMEM WCXOAHOIO Cbipbsi MPOM3BOACTBEHHLIN MEepcoHan AOMMKEH YAOCTOBEPUTbLCA B TOM, YTO OHO
OEeNCTBUTENBbHO ABMSETCS TEM CbIPbEM, KOTOPOE yKa3aHo B hopmMe ANns 3anmcu no Npou3BOACTBY CEpUM ANst AAaHHOM
npoMexyTovHon npogykumm unu eC.

425. (8.13) BbinonHeHne Opyrux KPpUTUYECKMX OMepaumii OOMMKHO Takke MPOBOAWUTBLCS MO KOHTPONEM BTOPOro
crneumanucTa unm nogsepraTbCs 3KBUBaNEHTHOMY KOHTPOJSTHO.

426. (8.14) Ha onpefeneHHbIX cTagusix TEXHOMOMMYECKOro npouecca akTU4eckne BbIXoAbl OOMKHbI ObiTb
conocTaeneHbl ¢ oxugaembiMn. Oxugaemble BbIXOObl B COOTBETCTBYHOLUMX Mpegenax OOSPKHbl ONpeaensTbCs Ha
OCHOBaHWM [aHHbIX MNPOBEAEHHbIX paHee nabopaTopHbIX, OMbITHLIX MW MPOMbIWMEHHBIX WUCMbITaHWA. [pUYnHbI
OTKIMOHEHWI OT OXMAAEMOro BbiX04a, CBA3aHHbIE C KPUTUYECKMMU CTaansiMmM npolecca, JOJPKHbI OblTe paccnegoBaHbl,
4yTOObI ONPEenenUTb UX BNUSHUE (MM BO3MOXHOE BIMSIHME) HA KAYeCTBO COOTBETCTBYIOLLMX CEPUN.

427. (8.15) Jlloboe OTKNOHEHWME JOMKHO ObiTb OHOPMIEHO LOKYMEHTANbHO U 00bACHeHO. Jlloboe kputmnyeckoe
OTKIOHEHWe A0MKHO BbITb paccnenoBaHo.

428. (8.16) TexHoNorMyeckMm cTaTyC OCHOBHBLIX eauHuL obopyaoBaHus [ormkeH ObiTb ykasaH nnbo Ha
KOHKPETHbIX eauHuuax obopyaoBaHusi, MO0 B COOTBETCTBYIOLLEN OOKYMEHTauuu, Nnbo C UCMONb30BaHMEM CUCTEM
KOMMbIOTEPHOrO KOHTPONS, NGO C NOMOLLbIO anbTepHaTUBHbBIX METOO0B.

429. (8.17) MNMpoussoguTenb JOMKEH KOHTPONUPOBATbL MaTepuansl, NpeaHa3HayYeHHbIe Ans NOBTOPHON 06paboTkm
unun nepepaboTkun, AN NpeaoTBpaLleHnss HeCaHKLMOHUPOBAHHOMO UCMONb30BaHUS.

OrpaHuyeHune BpeMeHu BbINoNHeHUs onepauui (8.2)
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430. (8.20) Ecnn B TexHonorndeckon MHCTpyKuum (NyHKT 389 HacTosAwmx MNMpaBun) ycTaHOBMEHbI OFPaHUYEeHUs Mo
BPEMEHU, nx Heobxogumo cobnoaaTtb Ang obecneveHms kadecTBa NpomexyTodHon npoaykumm n OC. MNMpounssoantens
OOMKeH JOKyMEHTanbHO opopMIaTb OTKIOHEHMS OT 3TUX OFPaHUYEHUA U NPOBOANTL MX OLEHKY. Takue orpaHuyveHus
MOryT He notpeboBaTbCs NPW MPOBEAEHUM TEXHOMNOrMYECKoro npouecca A0 AOCTUXEHUS YCTaHOBMEHHbIX 3HAYEeHWUI
napameTpoB (Hanpumep, AOCTWXeHWe HeobXxoaMMoro 3HadeHust pH, rugporeHmsaums, cylika A0 npeaBapuTenbHO
YCTaHOBMIEHHON BEeNUYUHbLI MapameTpa), MOCKOMbKY 3aBeplleHWe peakuuMn Wnum CcTagum npouecca onpegenseTcs
nocpeacTeom oTbopa Npob v ucnblTaHUi B npoLecce NpoM3BoACTBa.

431. (8.21) NpomMexyTOUHY0 NPOAYKLMIO, NpegHa3HaYeHHyY0 Ang aansHenwen obpaboTkm, He06X0ANMO XPaHUTb
npwv onpefeneHHbIX YCroBUsiX, YTOObI obecneynTb ee NPUrogHOCTb AN AaNbHENLWeEro NCnob30BaHus.

OT60p Npob 1 KOHTPONb B NpoLiecce nponssoacTaa (8.3)

432. (8.30) NMpousBoanTenb JomkeH paspaboTaTb U yTBEPAUTb UHCTPYKLMN MOHUTOPUHIA NpoLuecca U KOHTPOrs
BbINOMHEHNA Tex CTaaui npouecca, KOTopble SABNSATCA MPUYMHOW HEMOCTOsIHCTBA MNoKasaTenen KadecTtBa
npomexxyTodHon npoaykuun n OC. MNMopsagok NpoBeaeHUsa KOHTPOMsS B MpoLecce Npou3BOACTBA M COOTBETCTBYIOLLME
KpUTEPUM MNPUEMITEMOCTU [OMKHbl ObiTb oOnpefeneHbl Ha OCHOBaHWM WHGOPMaUMK, MNOMyYeHHOW Ha cTaguu
pa3paboTku, UM Ha OCHOBaHMK MPEeLecTBYOLLErO ONbiTa MPOU3BOACTBA.

433. (8.31) Kputepumn npvemnemocTtu, Tun u 006bemM UCNbITaHWA MOrYT 3aBUCETb OT MPUPOAbI BblNyCKaeMbIX
NPOMEXYTOUHOM npoaykumm n ®C, peakummn nnu ctagumn npoLiecca u CTeneHn BrMsSHUSA TEXHONOMMYECKOro npoLecca Ha
HEMOCTOSIHCTBO KayecTBa NpoAyKuMu. Ha HavanbHbIX CcTagusix npouecca [onyCTUMO MPOBEAEHUE MEHEE KECTKOro
KOHTPOMs B NpoLiecce NpoM3BOACTBA, TOrA4a kak Ha bonee no3gHMx cTagusix npouecca (Hanpumep, CTaavu BblAeneHns
N OYMCTKM) HEODXOAMMO NPOBOAUTL Bosiee XKeCTKMI KOHTPOSb.

434. (8.32) Kputuyeckme atanbl KOHTPONSA B npouecce Npou3BOACTBA MU MOHUTOPWUHI KPUTUYECKMX MPOLECCOB,
BKITHOYAs TOYKM M METOAbl KOHTPOMS, OOJMKHbI ObITb M3NOXEHbI B MUCbMEHHOM BUAE W YTBEPXAEHbI NoapasfeneHnemM
KOHTPOsi Ka4yecTBa.

435. (8.33) KoHTponb B npouecce NpoM3BOACTBA [O/PKEH  OCYLLECTBMATb  KBaANMUUMPOBAHHbIN
NPOM3BOACTBEHHbIA NepcoHan. KoppekTtupoBaTb npouecc MOXHO 6e3 npeaBapuTEnbHOM CaHKuMM noppasfaeneHus
KayecTBa, eClnv Takasi KOPPEKTUPOBKA NPOBOANTCS B 3apaHee YCTaHOBIEHHbIX NPeAenbHbIX 3HAYEHUSIX, YTBEPXKOEHHbIX
noapasaeneHnemM kavectsa. Bece ncnbiTaHmsa u ux pesynbTaTbl AOMKHBLI ObiTb MONHOCTHI OPOPMIIEHBI AOKYMEHTANbHO
Kak 4acTb [OCbE Ha Cepuio.

436. (8.34) MeTtogbl oTOopa Npob ANs mMaTtepuanoB, HAXOLSALWMXCSA B NpoLecce NpOM3BOACTBA, NMPOMEXYTOYHOM
npogykuum n ®C AomKkHbl ObITb NPUMBEAEHbI B MHCTPYKUMSIX, YTBEPXKAEHHBLIX npou3soguTenem. lMNnaHel otdéopa npob n
MEeTOAMKN OO0MMKHbI 6asmpoBaTbCca Ha Hay4YHO 060CHOBaHHOM nopsigke otbopa npob.

437. (8.35) MNpousBoanTenb AOMKEH OCYLLECTBNATL OTOOP Npob B npoLiecce Npou3BOACTBA C UCMOSb30BaHUEM
npouenyp, NpegycmaTpuBaloLLmMX npegoTBpaLleHne KOHTaMMHaUMM 0TobpaHHOro Matepuana u Apyron NpoMeXXyTOYHOW
npogykuum nnn ®C. Heobxoanmo paspaboTtatb npouenypbl Anst obecneyeHus cCoOXpaHeHUsl LLeNToCTHOCTM o6pasLoB
nocre otbopa.

438. (8.36) lMpu npoBegeHUM uCMbITaHUA B MpoLecce NpPOM3BOACTBA, KOTOpblE OCYLLECTBASAIOT C Lenblo
MOHUTOPUHIa 1 (UNKN) KOPPEKTUPOBKU NPOLIECCA, Kak NpaBuro, He TpebyeTcsa paccnegoBaTh Clyvyan HECOOTBETCTBUS
cneundunkaumnam.

CmelumBaHue cepuin NPOMeXyTOYHON NpoayKLmnm
nnu dapmaueBTnyeckmx cybecraHumn (8.4)

439. (8.40) B HacTosiller rnaBe CMeLIMBaHWE ONpedensieTcs Kak npouecc 06beavHeHuUs BeELLECTB,
COOTBETCTBYOLUX TpeboBaHNAM OAHON crneuundmrkaumm, Anst NonyyYeHns OogQHOPOLAHOW NPOMEXYTOYHOW NPOAYKLUN UIn
®C. CmewmBaHne B npouecce NPOM3BOACTBA YacTel OQHOW U TOW Xe cepun (Hanpumep, oObeanHEHNE HECKOSbKUX
3arpy3oK LIEeHTpUdyrn n3 O4HOM Cepuun, MOJSIYYEHHOW Mpu KpuUcTannm3auumn) unm obbeduHeHne 4dacTen pasriMuyHbIX
cepun gna nocrnegytowenn obpaboTkM cUMTAEeTCs YacTbl TEXHOMOrMYEeCcKoro mpouecca M He paccMaTpuBaeTCsl Kak
CMeLLMBaHue.
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440. (8.41) CmelwumBaHue cepuii, He oTBevarLwmx TpeboBaHMaM cneundmkauun, ¢ ApyrMmMmn cepusMm ¢ Lesblo
obecneyeHns1 cooTBETCTBUSA CI'IeLI.I/ICpI/IKaLI.I/IFlM ABNnAaeTca HegonyCTUMbIM. Kam,qaﬂ cepusa, Bxoaduwaa B COCTaB CMeCH,
AOOJKHa ObITb npounseeneHa no yCTaHOBJ'IeHHOVI TexXHonorun, nHamengyarnbHO UCNbITaHa U OO0JKHA COOTBETCTBOBATb
YCTaHOBIEHHbIM crieuundmrkaumnsam nepes CMeLlnBaHNEM.

441. (8.42) Onepauun cMeLnBaHUS NpUeMIeMbl, B YaCTHOCTK, ANs:
CMeLUnBaHuNst HeBOMbLUMX CEpUn ANnst yBENUYEHNUs pasMepa cepum;

CMeLUMBaHNsA OCTaTKOB (TO €CTb OTHOCUTENbHO HEBONbLUMX KONMYECTB BbIAENEHHOro BeLwecTBa) Cepuii OaQHOM U
TOW e NPOMEXYTOYHOM NPOAYKLUN UK ogHou 1 Tor e ®C ana nonyyvyeHns eanHon cepun.

442. (8.43) lNpownssoauTernb OOMKEH KOHTPONMPOBaTb U OPOPMIATb AOKYMEHTanNbHO MPOLECChl CMELLUBAHUS.
MonyyeHHas B pe3ynbTaTe CMELUMBAHWUS CEPUS, TAe NPUMEHUMO, JOIKHA NOABEPraTbCs UCMbITAHUAM Ha COOTBETCTBUE
cneundukaumnam.

443. (8.44) Hocbe Ha cepuio, OTpaxalllee CMeluMBaHWe, OOMMKHO obecneymBaTb BO3MOXHOCTb OOpaTHOro
NPOCMEXMBaHUSA OTAENbHbIX CEPUNA, U3 KOTOPLIX caenaHa CMech.

444. (8.45) B Tex cnyyasix, korga dumaundeckne xapakrepuctukn ®C asnsioTca kputudeckumn (Hanpumep, ©C,
npefHasHadeHHble AN NonyvyeHns TBepablX NekapCTBEHHbIX (DOPM MMM CYCNeH3Mn Ans npuvema BHYTpb), onepauunu
CMeLLnBaHna HeobxoaMmo BanMaupoBaTb, YTOObI rapaHTMpoBaTb O4HOPOAHOCTb 0O6beauHeHHOW cepuun. Banupauums
OOIKHA BKMNIOYaTb MNPOBEAEHME MWCMbITAHUA KPUTUYECKUX XapakTepucTuk (Hanpumep, pacnpegeneHus yactuy, no
pasmepam, HacbIMHOW MMAOTHOCTM M MIIOTHOCTU MPW YMNOTHEHMW), Ha KOTOpble MOXeT oKasaTb BMMsSHME npoLecc
CMeLLMBaHus.

445, (8.46) Ecnu cmelumBaHMe MOXeT okasaTb OTpuLaTenbHOe BO3OeNCTBME Ha CTabUNbHOCTL, NMPOU3BOAUTENb
OOIMKeH NPOBOANTb UCMbITaHUSA CTAabUINBHOCTU OKOHYATENbHBLIX CEPUIA, NOMNYYEHHbIX B pe3yrbTaTe CMEeLLIMBaHUS.

446. (8.47) DaTa okOHYaHMsA cpoka rogHOCTM UK AaTa NpoBeaeHWs NOBTOPHbLIX UCTbITAHWUI cCepun, NONyYEeHHONW B
pesynbTaTte CMeLlVBaHWs, OOMKHa OnpeaenaTbCa Ha OCHOBaHWWM AaTbl NPOM3BOACTBA CaMbIX CTapbiX OCTaTKOB WNu
camoW CTapown cepun B CMeCH.

KoHTponb KoHTamuHaumu (8.5)

447. (8.50) JonyckaeTcst BHOCUTb OCTaTKN BELLECTB (B YACTHOCTM, OCTaTKN, HANumnLme Ha CTeHKY U3MenbynTens,
CMOW BraXHbIX KpUCTaNoB, OCTaBLUMXCA Ha CTeHkax 6aka ueHTpudyr1 nocne pasrpysku, octaTtku, obpasoBasLlLmecs B
pesynbTaTte HEMONHOM BbIFPY3KM >XWOKOCTENW UMW KpUCTanmnoB u3 paboyert eMKOCTU Mpu nepeHoce BellecTBa Ha
cregyioLyo CTaauio npouecca) B nocrnegylowme cepun TOW e NPOMEXYTouHon npogykumn unm ®C npu ycnosuwn
npoBedeHUs COOTBETCTBYIOLLErO KOHTPONsA. Takoe BHeCeHVWe He OOIMKHO MoBfiedb 3a cobonm nepeHoca MpoayKToB
pasnoXeHns UM MUMKPOBHOWM KOHTaMMHaLUW, KOTOpble MOryT OTpuuaTenbHO MOBMAMATbL Ha YCTAHOBMEHHbIA npodusb
npumecen ®C.

448. (8.51) TexHomnormyeckMe onepaumMm [OMKHbI NPOBOAUTLCA TakuM obpas3om, 4YTOObI NpeaoTBpaTUTh
KOHTaMMHaLMIO MPOMEXYTOYHOM Npoaykumn nnn ®C apyrumm BeLecTBamm.

449. (8.52) C uenblo NpegoTBpalleHMsl KOHTaMMHaUUKW MPOU3BOAUTENb AOMMKEH cobniogaTb ocobble Mepbl
npeaocTopoXXHOCTH Npu paboTe ¢ PC nocne ee OUNUCTKN.

YMNAKOBKA N MOEHTUNONLUNPYIOLLAA MAPKUPOBKA ®APMALIEBTUYECKNX
CYBCTAHLUNU 1 MPOMEXYTOYHOW NPOOYKLINN (9)

Obwwe TpebosaHus (9.1)
450. (9.10) MNpownssoguTens OOMKEH YTBEPAUTb MpoLeaypbl, ONUChIBaloLLMe NOPSAOK NPUEeMKN, MAEHTUdUKaL MK,
MoMeLLeHns B KapaHTWH, oTbopa npob, nccnegoBaHvs U (MnNn) UCMbITAHUSA U BblgAa4yM paspeLlleHnst Ha UCMoNb3oBaHue

YNMaKoBOYHbIX MaTepUaroB 1 MaTepUarnos Ans MapKUPOBKM, a TakkKe Nopsaok oGpallieHrsl ¢ TakMu MaTepvanamu.

451. (9.11) YnakoBoudHble MaTepuansl W MaTepuanbsl AN MapkUMpoOBKM  OOIDKHbI  COOTBETCTBOBaTb
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cneundukauusaMm. Te M3 HUX, KOTOpble He COOTBETCTBYHOT TakUM creumdukaumsamM, OOMMKHbI ObiTb OTKMOHEHbI AN
NpeaoTBpaLLeHUst X UCMONb30BaHMSA NMPU BbIMOMHEHUN onepauui, AN KOTOPbIX OHU HEMPUTOAHbI.

452. (9.12) NpownssoauTens JOMKEH BECTU 3annUCK ANS KaXa0W NOCTaBKM 3TUKETOK N YNAKOBOYHbLIX MaTtepuarnos
yKasaHveM JaHHbIX 06 X NpuemMke, NpoBEPKE MMM UCTIbITaHMK, a Takke 006 UX NMPUHATMN U OTKIIOHEHNN.

YnakoBouyHble maTepuansbl (9.2)

453. (9.20) Tapa pgomkHa obecneunBaTb HaAnexallyl 3almTy OT MOPYU UMM KOHTaMWHALMKN MPOMEXYTOYHOM
npoaykummn nnn ®C Bo BpeMsi TPAHCMNOPTUPOBKN M XPaHEHUS! B MPEAYCMOTPEHHBIX YCIOBUSIX.

454. (9.21) Tapa pomkHa OblTb YNCTOM U, ecnn 3TOro TpebyeT xapakTep NPOMEXYyTOYHOM npoaykumm unu OC,
noasepraTbCsl caHUTapHomn obpaboTtke Ans obecnevyeHns ee NPUrogHOCTM AN UCMOMb30BaHWUSA MO Ha3HayeHuo. Takas
Tapa He JormkHa obnagaTb XMMWYECKOW aKTMBHOCTbI, abcopbupyloliyMMu CBOWMCTBAMW WU CRYXWUTb MCTOYHWUKOM
MOCTOPOHHMX MpuUMecen, 4TOObl He Bbi3blBaTb M3MEHEHWIN KayecTBa MPOMEXYTOYHOM npoaykumm mm PC ceepx
npegenbHbIX 3HaYEHUIN, YCTaHOBMEHHbIX B cneundukaumm.

455. (9.22) Ecnu Tapa npegHasHayeHa [Anis NOBTOPHOIO WCMONb3OBaHWA, OHa [JOMKHA ouyMwaTbCa B
COOTBETCTBMM C YTBEPKAEHHLIMU MHCTPYKLUMSIMU, @ BCE NPEAbIAYLLNE STUKETKN AOMKHbI ObITb yaaneHs! Unn ctepTol.

Bblgaya aTMkeTOK 1 kKOHTponb (9.3)

456. (9.30) [octyn B 30Hbl XpaHEHWs 3TUKETOK [JOIDKEH ObiTb paspelleH TOMbKo fuuam, UMEHLUM
COOTBETCTBYIOLLME MONTHOMOYUA.

457. (9.31) [llpousBoguTenb [OIDKEH MPUMEHATb MpoLeaypbl COMOCTaBMEHMS KOMMYECTBa  BblAAHHbIX,
MCMONb30BaHHbIX WM BO3BPALLUEHHbIX 3TUKETOK AN OLUEHKU pacxXOXOEHWUst Mexay KOJIMYeCTBOM MapKMpPOBaHHbIX
YMNaKkoBOK WM KONMUYECTBOM BbIOAHHbIX 3TUKETOK. PaKkTbl pacxoxgeHus Heobxooumo paccriefoBaTb, a MofydYeHHble
pes3ynbTaTthl 4OMKHbI ObITh YTBEPXAEHbI NoAgpa3aeneHnem (NnogpasgeneHmsMum) KayecTsa.

458. (9.32) Bce Heucnonb3oBaHHbIE 3TUKETKM C HOMEpamMu Cepui Wnu Jpyron neyvyaTHoOM WHcopmaumen,
OTHOCSILLENCS K 3TUM CepusiM, AOMKHbl ObiTb YHWYTOXEHbl. Bo3BpalleHHble 3TUKETKM Heobxooumo copepXaTtb U
XpaHUTb TakMuM 00pa3oM, 4ToObl NPegoTBPaTUTL UX NepenyTbiBaHMe U obecneunTb Haanexatlyto naeHTmdukaumio.

459. (9.33) YcTapeBLUME STUKETKN AOMKHbI OblTb YHUYTOXEHbI.

460. (9.34) lNMpoussoguTenb AOMKEH KOHTPONMPOBaTb 06OpyAOBaHWE, UCMONb3yeMoe ANs nevyaTtaHus 3TUKETOK
npu onepauusix ynakoBKW, B Lensx obecrnevyeHns COOTBETCTBUS BCEX OTTMCKOB NEeYaTHOMY TEKCTY, yka3aHHOMY B
3anucsx no Npov3BoACTBY CEPUMN.

461. (9.35) OTnevaTaHHble 3TUKETKM, BblAaBaeMble O11s1 OnpeaenieHHON Cepun, OOIMKHbI TLLATENbHO NPOBEPATLCS
B OTHOLWUEHNUN nX NOANTMHHOCTU N COOTBETCTBUA YCTAHOBJIEHHbLIM TpGﬁOBaHI/IFIM. Pe3yJ'IbTaTbI Takomn NPOBEPKN OOJIKHbI
0POPMIIATLCA AOKYMEHTAsbHO.

462. (9.36) Obpasey oTnevyaTaHHOW 3TUKETKU, COOTBETCTBYIOLLMIA WMCMOMb30BaHHbIM 3TUKETKaM, HeobXxooumo
BKIOYaTb B 3anMcy Mo NPOU3BOACTBY CEPUN.

Onepauunu no ynakoske n mapkuposke (9.4)

463. (9.40) MNpomnsBoguTeNnb OOMKEH YTBEPAUTL MHCTPYKUMM, NpeaHas3HavyeHHble Ans obecnevyeHnsi NpaBuibHOIo
NCMNOMb30BaHNs YNaKOBOYHbLIX MaTEPMAIIOB U STUKETOK.

464. (9.41) Tlopsgok OCyLWeCTBNEHUs oOnepauuin MNo MapKUPOBKE [OOIMKEH UCKN4YaTb BO3MOXHOCTb
nepenyTbiBaHWS MaTepuanoB AN MapkMpoBkn. Heobxooumo cmsmdeckoe unu NpocTpaHCTBEHHOE pa3genexne pabor,
CBSI3aHHbIX C pa3HON NPOMEXYTOYHOM npoaykuuen nnu eC.

465. (9.42) DTUKETKM, UcNonb3dyemble O MaPKMPOBKM HAPYXXHOW MOBEPXHOCTN KOHTENHEPOB C MPOMEXYTOYHOM
npoaykunen nnu ®C, OOMKHbI COAepXKaTb Has3BaHWE UNU UOEHTUAUKALMOHHBIA KOoAd, HOMEp cepun npoaykumm wu
YCINOBUSA XpaHEeHWsl, ecrnu Takas MHOpMaLuus ABMSETCA KPpUTMYECKOM Ans obecrnedeHns KayecTBa NPOMEXYTOYHOW
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npoaykuum nnmn e©C.

466. (9.43) Ecnu npomexyTouHas npogykuma unu OC npegHasHayeHbl Ons TPAHCNOPTUPOBKM 3a npedensl
cdepbl KOHTPOMNSA CUCTEMbBI YNpaBeHUs MaTepuanaMy npovM3BOAMTENS, TO Ha 3TUKETKE OOMKHbI OblTh Takke ykasaHbl
HasBaHWe W agpec MpPOU3BOAUTENS, KONMMYECTBO COAEPXKMMOro, OCOOble YCIOBMS TPaHCMOPTUMPOBKM U MoOble
crneumanbHble TpeboBaHWsA, YCTaHOBMEHHble (AapMakonenHbIMM CTaTbsiMM, HOPMAaTMBHOM [AOKYMEHTauuem wunm
HOPMaTUBHbLIMK LOKYMEHTaMu. [Ansa npoMexyTo4yHon npoaykumm n ®C, KoTopble UMEKT YCTAHOBIIEHHbIA CPOK rO4HOCTH,
Ha 3TUKETKE M B AOKYMEHTE, NoATBEpXAalLeM KavyecTBO, A0/MKHA ObiTb ykasaHa AaTta UCTEeYEHUst cpoka rogHOCTM.
[na npomexyTouHon npoaykumm n ®C, B OTHOLLIEHMM KOTOPbIX YCTaHOBMNEHA AaTa NMOBTOPHbLIX UCMbITaHWA, Takas gaTa
JomkHa ObITb yka3aHa Ha 3TUKeTKe 1 (UNn) B AOKYMEHTE, NOATBEPXKAAIOLLEM Ka4yeCcTBO.

467. (9.44) MNpownsBognTenb OOMMKEH NPOBEPUTb MoMelleHus u obopyaoBaHve AN YNakOBKM U MapKMpPOBKM
HenocpeACcTBEHHO nepen MX UCMNonb3oBaHWeM, YTobbl yoeauTbes, YTO yaarneHbl Bce MaTepuanbl, KOTOpPble HE HYXHbI
Onsi cnegylolen onepaumy ynakoBku. Takasi mpoBepka AofbkHa ObiTb odopmiieHa [AOKyMEHTanbHO B 3anucsx Mo
NPON3BOACTBY CEPUM, B XKypHane MCnofb30BaHUS NOMELLEHWUI 1 SKCMyaTaumMm obopyaoBaHms Unm oTpaxeHa B ApYrou
cMcTeMe JOKyMeHTauumm.

468. (9.45) MNpounssoanTenb OOMKEH NPOBEPUTL YNAKOBAHHYIO M MapKMpOBaHHYIO MPOMEXYTOYHYIO NPOAYKLMIO
unn ®C, 4ytobbl yOeanTbcs, YTO NepBUYHAs U BTOPUYHASA yNakoBKa ANiS CepyMn MMeeT NPaBuibHY0 MapKMpoBKy. Takas
npoBepka AofkHa ObITb YacTbio onepauun No ynakoBke. PedynbTaTbl yKa3aHHOW NPOBEPKU AOMKHbl ObITb OTpaXeHbl B
3anucsax No NPOM3BOACTBY CEPUN UIU B JOKYMEHTaX MO KOHTPOSIH.

469. (9.46) YnakoBku C MpomexyToudHou npoaykuuen mnu OC, nognexaiwume TpaHCNoOpTUPOBKe 3a npegensl
cepbl KOHTPONSA nNpou3BoauTeNs, HeobxoaMMo onnomMbMpoBaTb Takum 0bOpa3oM, UTOObl B cCryvyae HapylLleHUs unwu
OTCYTCTBUSA MIIOMObI nony4aTenb MOr 06paTuTb BHUMaHWE Ha BO3MOXHOCTb U3MEHEHWSI COAEPXKMMOTO.

XPAHEHWE W PEANTM3ALNA (10)
XpaHeHue Ha cknage (10.1)

470. (10.10) MNMpousBoguTens AOMKEH NPeayCMOTPETb NOMELLEHNST N TEXHUYECKME CPEeACTBa, HeobxoanMble Ans
XpaHeHnsi BCeX MaTepuanoB B COOTBETCTBUM C YCTAHOBMEHHBIMW YCIOBUAMU (Hanpumep, KOHTpONMpyeMble
TemnepaTypa 1 BNaXxHOCTb, korga 310 Heobxogumo). Heobxoaumo BeCTM 3anucy napaMeTpoB 3TUX YCIIOBUI, ECIIN OHU
ABNSAOTCHA KPUTUYECKMMU ANSA COXPaHEHWs1 CBOMCTB MaTepuarnos.

471. (10.11) MpousBoauTeNb OOMKEH BbIAENUTb OTAENbHbIE 30HbI AN BPEMEHHOIO0 XpaHeHUs HaxoAsLInXcs B
KapaHTUHE, OTKIMOHEHHbIX, BO3BPAaLLLEHHbIX UM OTO3BaHHLIX MaTepMarnorB 40 NPUHATUSA pelleHust 06 UX MCMOMb30BaHWM,
€cnnm He KVMeeTCsl OPYroh CUCTEMbl AN MpefoTBpalleHus HernpegHaMEepPEeHHOro WM  HeCaHKLUWMOHUPOBAHHOTO
NCNONb30BaHUA YKa3aHHbIX MaTepuaros.

Peanusauus (10.2)

472. (10.20) Peanusauns ®C 1 npoMeXyTOYHbIX MPOAYKTOB TPETLUM NMLaM AOMNYyCKAaeTCs TOMbKO NOCe Bblgaym
nogpasgenexHnem (nogpasgeneHnsiMmn) KadecTBa paspeLleHns Ha UX BbIMYyCK M NOATBEPXKAEHMS COOTBETCTBUSA CEPUM
YNOMMHOMOYEHHbIM nuuom. ®C 1 npomexyTouHas NpoAyKUMs B CTaTyce KapaHTUHa MOoryT ObiTb nepegaHbl B Opyroe
nogpasgeneHne, Haxogdweecss B cdepe KOHTPONs MNpou3BOAUTENS, €Cnv 3TO paspelleHo nogpasgereHnem
(noopasgeneHuaMmn) kayecTsa U NPU HaNU4YMM COOTBETCTBYIOLLIMX KOHTPONSA 1 AOKYMEHTaLNN.

473. (10.21) Ycnoeusa TpaHcnoptupoBkn ®PC 1  MNpPOMEXYTOYHOM MPOAYKUMM He [OOIDKHblI OKasblBaTb
oTpvUaTeENLHOrO BO3AENCTBUSA HA UX Ka4eCTBO.

474. (10.22) Ocobble ycnoBusi TPaHCMOPTUPOBKM UNN XpaHeHust OC nnm NpoMeXxyToO4YHON MpoayKUMU OOSIKHbI
ObITb yKa3aHbl Ha ATUKETKE.

475. (10.23) Mpoussogutens JomkeH y6eamTbCs B TOM, YTO UCMOSNHUTENb, OTBETCTBEHHbLIV 3a nepeBo3ky ®C mnu
NMPOMEXYTOYHOM NPOAYKLUN, OCBEAOMIIEH 00 YCNOBUSAX TPAHCNOPTUPOBKM U XpaHEHUS U cobrnofaeT ux.

476. (10.24) lNpownsBoguTenb OOMKEH UMETb CUCTEMY, MO3BOSANOLLYI ObICTPO YCTAHOBUTbL MyTU peanv3auuu
KaXkgowm cepum npoMexyTovHon npogaykumm n (unun) ®C B yenax obecnevyeHms BO3MOXHOCTU UX OT3blIBa.
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NABOPATOPHBIV KOHTPOJb (11)
O6wwmii koHTponb (11.1)

477. (11.10) HesaBucumoe nogpasgeneHve (nogpasfeneHnd) kadectsa [OMKHO (OOMKHbI) UMETb B CBOEM
pacnopsiKeHUn COOTBETCTBYHOLLME NabopaTopHble NomeLLeHns n obopyaoBaHue.

478. (11.11) TllpomsBoauTenb AOMMKEH YTBEPAMTb MWHCTPYKUMM, OMNMCbiBawoWme OTOOp npob, npoBedeHuwe
ucnblTaHWM, Op0GpeHVWe WM OTKNOHEHME MaTepuarnoB, a Tawkke [AOKyMeHTanbHoe odopMNeHve U XpaHeHue
nabopaTopHbIX AaHHbIX. BegeHve nabopaTopHbIX 3anncern OOMKHO COOTBETCTBOBaTb TPeOOBaHWAM, YCTAHOBEHHbIM
nyHkTamu 394 - 395 HacTosawmx Mpasun.

479. (11.12) Bce cneuudpmkaumm, nnaHbl otbopa npob M MEeToAMKU WCMbITAHUM OOMKHbI ObiTb Hay4HO
060CHOBaHbl M [OIMDKHbI FapaHTMpoBaTb, YTO MWCXOAHOE Chipbe, MpOMeXyTouyHas npoaykuus, ®C, aTukeTkn wu
yNakoBOYHbIE MaTepuarnbl COOTBETCTBYIOT 06LMM hapmakoneHbIM CTaTbsiM, hapMakoneHbIM CTaTbsiM, HOPMaTUBHOW
AOKYMEHTaUMN UM HOPMAaTUBHOMY LOKYMEHTY MO kayecTBy W (Mnu) umctoTte. Cneundukaumm n METOAUKN UCMbITaHWUN
OOIMKHbI  COOTBETCTBOBATb TpeboBaHWAM perncTpaumMoHHoro pfocbe. [lpousBoauTenb Takke MOXeT YTBepauTb
cneumdurkauumn, AOMONHAOWME cneumdmrKaumm permctpaumoHHoro gocbe. Cneumdmkauun, nnaHel otéopa npob wu
METOAMKN  MUCMbITAHWW, BKMHOYas BHOCKMMble B 3TW  [OKYMEHTbl M3MEHeHUs, [OIkHbl OblTb COCTaBMEHbI
COOTBETCTBYIOLUM nNoAdpasfernieHneM MpousBoauTEns, a Takke nMpoBepeHbl W YTBepXAeHbl noapasaeneHuem
(nogpasgeneHnsiMun) kavecTsa.

480. (11.13) T[llpousBoauTenb [JOIMKeH yTBepAUTb cneundmkauum ans OC, cooTBeTCTBYOLIME OOBLIUM
(hapmakornemnHbiM cTaTbaM, papmMakonenHbIM CTaTbaM, HOPMaTUBHOW AOKYMEHTaUMU UM HOPMATUBHOMY JOKYMEHTY U
cornacyroLimecs ¢ npoueccom npom3soactea. Cneundukaumm OOMKHbI cogepXaTtb TpeboBaHUsA K KOHTPOMO npumecen
(HanpuMep, opraHNYecKknx N HeopraHMYEeCKUX NPUMeCcemn N oCcTaTouHbIX pacTBoputenen). Ecnun nveetcsa cneundunkaumns
ans ®C B OTHOWEHUN MUKPOOMONOrMYEeCcKOM 4YUCTOTbl, TO AN obulero KonmmMyecTBa MMWKPOOPraHM3MOB W Anis
He4oMNyCTUMbIX MUKPOOPraHM3MOB HeobXOAMMO YCTaHOBWUTb Mpedernbl, Tpebylne NpuHATUS Mep B COOTBETCTBUM C
npoueaypamu, yTBepXaeHHbIM1 npoussoguteneM. Ecnn nmeetcsa cneundukaumsa ans ®C B OTHOLLIEHWUU CoAaepXaHus
3HOOTOKCUHOB, TO HEOHXOAMMO YCTaHOBUTL COOTBETCTBYIOLME Npedensl, TpebyoLwme NpuHATAS Mep B COOTBETCTBUN C
npouenypamu, yTeepxaeHHbIMU NPOU3BoANUTENEM.

481. (11.14) Bce npoueaypbl TabopaToOpHOro KOHTPOIS AOMKHbI MPOBOAMTHCS B COOTBETCTBUM C YTBEPXKAEHHBIMM
WHCTPYKUUAMN M 0hopMIIATECA B MMCbMEHHOM BUAE BO BPEMS BbINOSMHEHMUS. JTloOble OTKIMOHEHMS OT BbilIEYKa3aHHbIX
npoueayp OOMKHbI ObITb JOKYMEHTaNbHO 0POPMITIEHBI C COOTBETCTBYIOLLMM OO BbACHEHNEM.

482. (11.15) JliobOble nonydeHHble OaHHble O HECOOTBETCTBUM cheuudumkaumm HeobXoaMMo paccrefoBaTb M
OOKyMeHTanbHO ohopMIiATbE COrMacHO YTBEPXAEHHONM npoueaype. B cooTBeTcTBUM € 3TOM npoueaypon Heobxoammo
npoaHanM3MpoBaTtb AaHHble, AaTb OLEHKY TOro, MMEKTCH N CYyLLEeCTBEHHble Npobnembl, onpeaenuTb Heobxoammble
KOppeKTupytoLme 4encTBusa U caenaTb BbiBOAbl. J1lo6on noBTOpHbIN 0T60p Npob u (Mnr) NOBTOPHLIE UCMbITAHMSA NOoCcne
nonyyeHnss pesynbTatoB O HECOOTBETCTBMM creundmnkaumm HeobxooMmMo NpOBOAWTbL COMMNAcHO YTBEPXAEHHOM
npoweaype.

483. (11.16) [MpomsBoguTenb AOOIMKEH TFOTOBUTb M MapkuMpoBaTb peakTUBbl M CTaHOapTHble pPacTBOpbl B
COOTBETCTBUMN C YTBEPXAEHHbIMN WUHCTPYKUUAMU. Ha nocyge C aHaliMTU4eCKMMKU peakTmBamun uUnn crtaHgapTHbIMU
pactBopamn (ecnu 3TO UenecoobpasHo) AommkHa ObiTb ykasaHa garta, OO0 KOTOPOW OHM MOFYT WCMONb30BaThbCs
("wcnone3osaTb 40").

484. (11.17) Tpn npomussoactee ®C (npy HeobOXoAMMOCTM) HEOOXOOUMMO MMETb MEPBUYHbLIE CTaHOAPTHbIE
06pasupl. ICTOYHUK Kaxkgoro nepBMYHOrO CTaHgapTHOro obpasua AormkeH ObiTb 3adhmMkcMpoBaH B OOKYMEHTaUUW.
HGOGXO,D,I/IMO BECTU 3anncn XpaHeHua Kaxaoro nepBUYHOro crtaHAapTHOro o6pasu,a n ero ucnonb3oBaHnda B
COOTBETCTBMM C pekoMeHZauMsiMu nocTaBLiMKka. [lepBuYHbIe CcTaHgapTHble obpasubl, NonyyYeHHble U3 oduumnansHoO
NMPU3HaHHbIX UCTOYHMKOB U XpaHsILLMECS B COOTBETCTBMM C PeKOMEHAaLUsIMU NOCTaBLLMKa, Kak NpaBumo, UCMOSb3yoT
6e3 NnpoBeAeHUsT X UCTIbITAHUIA.

485. (11.18) lpu oTcyTCTBUM NEPBUYHOrO cTaHgapTHoro obpasua y oduumanbHO MNPU3HAHHOTO WCTOYHMKA
OOmkeH ObiTb paspaboTaH "BHYTPEHHMI" MNEpBUYHLIN CTaHZApTHbIM obOpasey. [ns OOCTOBEPHOro YCTAHOBIEHWUS

NOAJTMHHOCTUN N YNCTOTbI TaKOoro nepBn4YHOro ctaHgapTHOro o6pa3u,a HeobxoaMmo NPOBECTN Haanexaline ncnbiTaHu4.
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"O6 yTBeEpXAeHUM [NpaBu HaaNEXallLeN NPON3BOACTBEHHON M... Aata coxparennsa: 25.10.2018

Heobxogumo coxpaHATb COOTBETCTBYIOLLYIO AOKYMEHTaLMIO NPOBeAeHNS 3TUX UCTIbITaHUIA.

486. (11.19) lMpousBoanTene [OMMKEH FOTOBUTb, MAEHTUUUMPOBATb, MCMbITbIBATb, YTBEPXOaTb M XPaHUTb
BTOPMYHbIE CTaHOapTHble o6pasubl Hagnexawmm obpasom. [lepeng nepBbiM  MCMOMb30BaHMEM Heobxooumo
onpefenaTe MPUrOAHOCTb KaXAOW CepuM BTOPWMYHOrO CTaHAapTHOro obpasua MnyTeM CpaBHEHWUS C MEPBUYHBIM
CcTaHAapTHbIM 0OpasuoM. Kaxpgas cepusi BTOPUYHOIO CTaHO4apTHOro obpasua [ormkHa nepuoandecks noaBepraTbes
NOBTOPHOW KBanudukaLumMm B COOTBETCTBUMN C MPOTOKOSIOM.

McnbiTaHusa npomexXyToYHOM NpoayKumMmn 1 hapmaLeBTUHeCcKmX
cybcraHuui (11.2)

487. (11.20) Ona kaxgow cepum MNPOMeXyTovHon npogykuum n PC [gomkHbl NPOBOAUTLCS HeobXxoaumble
nabopaTopHble NCMbITAHUA C LeNblo MOATBEPXKOEHNSA COOTBETCTBUS cneumdukaumnsm.

488. (11.21) Kak npasuno, ansa kaxgoro ®C cnefyeT ycTaHaBnuBaTb Npodunb nNpuMecern, OnUChbIBatoLLMK
NMOEHTUPULUMPOBAHHbIE N HEUAEHTUMLMPOBAHHbLIE NMPUMECK, NPUCYTCTBYIOLIME B TUMWYHOW CEPUW, MONYYEHHOW B
pesynbTate OnpeAeneHHOro KOHTPONMPYEMOro TEXHOMOrM4Yeckoro npouecca. Npodunb npumecen OOMKeH BKAYaTb
NOEHTUMKALMIO UK KaKyr-NMBO KaYyeCTBEHHYIO aHANMUTUYECKYH) XapakTePUCTUKY (Hanpumep, Bpemst yaepXnBaHus),
npegernsl cogepXaHus kaxxaon obHapy>xmpaemMon NpMMecH 1 Krnaccudmkaumio Kaxkgon naeHtTuduumposaHHon npuMmecu
(Hanpumep, opraHnyeckas u HeopraHuyeckas npuMmecu, pacteoputens). [Npodune Nnpumecei, Kak npaBuno, 3aBUCUT OT
0COBEHHOCTEN TEXHOMOrMYeckoro npouecca n npovcxoxgeHns ®C. B OonblUMHCTBE cryvyaeB HET HeoOXO04MMOCTU
onpegenatb npocdunb npumecen ansg PC pacTUTENBHOIO UIN XXMBOTHOIO NMPOUCXOXAEHMS.

489. (11.22) Mpodunb npumecern 4yepes onpenerieHHble MPOMEXYTKM BpPeEMeHM Heobxooumo cpaBHMBaTb C
npocunem npumecen, NpUBELAEHHbLIM B PErMCTPaUMOHHOM [OCbe, WM C paHee MNOJyYEHHbIMU AaHHbIMWU, YTOObI
0OHapyXuTb M3MeHeHuss B PC, gaBnsowmecs pe3ynbTaToM WU3MEHEHWUA WCXOAHOTO Cbipbsl, NMapaMeTpoB paboThbl
060opyaoBaHNST UM TEXHOSTOTMYECKOro npouecca.

490. (11.23) lpousBoguTtens AOMKEH MPOBOAUTH COOTBETCTBYHOLLUME MUKPOOUONMOrMYECKMEe UCNbITaHWMA AN
KaXXKOon cepum NPOMeXyToYHON npogykumm n ®C, ecnnm nx mukpobuonormyeckast YacTotTa HOpMUPYeTCs.

Banugaumsa aHanutnyecknx metoguk (11.3)

491. Banupgauua aHanuTMYecknx MeToAuK AOSKHa OCYLLECTBRSATbLCA B COOTBETCTBUM C nyHkTamu 511 - 539
HacTosAwwmx NMpasun.

[okymeHTbl, noaTBEpXaatoLLme kayecTBo (11.4)

492. (11.40) Onsa kaxxgon cepum NpOMEXyTOYHOM npoaykumm unu ®C OormkeH No 3anpocy BblAaBaTbCsi OpUrMHarn
[JOKyMeHTa, noaTBepXKaatoLero kKa4yecTso.

493. (11.41) [okymeHT, noATBepXJalwLlMiA KayecTBO, AOMKEH codepXaTb WHPOPMAaLMIO O Has3BaHUK
npoMexyTovHon npoaykummn mnu ®C, Bknoyasd npyv HeOOXOAMMOCTU COPT, HOMEp cepum M AaTty Bbeinycka. Ecnv ang
NpomeXXyTouHon npogykuumn unu ®C yctaHoBNEHa Aata UCTEYEHNs1 Cpoka rogHOCTH, 3Ta gaTa AoJkHa ObITb yka3aHa Ha
3TUKETKE M B OOKYMEHTE, noATBepxaawweM kayectBo. Ecnn gna npomexytouHon npogykuumn mnm ®C yctaHoBneHa
[aTa NOBTOPHOro UCMbITaHUA, TO 3Ta AaTa OOMKHA OblTb yKaszaHa Ha 3TUKETKe 1 (Unn) B JOKYMEHTE, NOATBEpXKAaoLLEM
KayecTBO.

494. (11.42) B gokymeHTe, NoATBeEpXXAaloWweM KavyecTBO, AOSMKEH OblTb NpUBEAEH NMepeyYeHb BCEX UCMbITaHWMN,
NpoOBedeHHbIX B COOTBETCTBUM C TpeboBaHuAMKM oOwen dapmMakonenHon cratbW, dQapMakonemHom cTaTbu,
HOPMaTUBHOW [OOKYMEHTauuu WM HOPMAaTMBHOrO [OKyMeHTa, a Tawkke TpeboBaHuamu nokynatens ®C wnu
NPOMEXYTOYHON NPOAYKLMK, BKIIOYas AONYCTUMbIE NpedernibHble 3HaYeHUs U NoNyYeHHbIe YNCNOoBblE pe3ynbTaThl (rae
3TO MPUMEHMMO).

495, (11.43) JoKyMeHT, NOATBEPXOALWNA KA4yeCTBO, AOIMKEH ObiTb noanucaH paboTHMkamu noapasgerneHus
(nogpasgeneHuin) Kayectsa, MMEKLWMMW COOTBETCTBYIOLLME MOMTHOMOYMSA, C MNPOCTaBfeHMEM fAaTbl U cogepxaTb
HaumMeHoBaHMe, agpec M Homep TenedoHa MNepBoHaYanbHOro npoussBoaAuTensa. Ecnn aHanua 6bin npoBedeH
opraHu3auuen, OCYLLEeCTBISOWEN MNepeyrnakoBky WU MOBTOPHYD 00paboTKy, B AOKYMEHTE, NOoATBEpXAalLeM
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KauyecTBO, HeoOXOAMMO YyKasaTb €ro HauMMeHOBaHWe, apgpec, Homep TenedoHa W ykasaTb HaMMeHOBaHWe
nepBoHaYanbLHOro NpousBoauTENs.

496. (11.44) Ecnv opraHusaumsamm, oCcyLLEeCTBIIAIOLWUMUN NepeynakoBKy 1 (Mnn) NOBTOPHY 06paboTKy, BbiAaTCS
HOBble [OOKYMeHTbl, MoATBEpXAaloLlMe KavyecTBO, TO B HMX OOSKHbl ObiTb yKasaHbl HasBaHue, agpec U Homep
TenedoHa nabopatopuun, NPoOBOAMBLUEN aHanW3bl. Taknme AOKYMEHTbl, MOATBEPXAaloLlmne KavyecTBO, AOMKHbI TakkKe
cofepaTb CCbIfIKy Ha HaMMeHOBaHMEe M afpec nepBOHAYanbHOrO MPOU3BOAUTENS M Ha MepBOHAYanbHbIA JOKYMEHT,
noaTBEPXAaoLLMI KAYEeCTBO, KOMUIO KOTOPOro Heob6xoaumMo npunaratb.

KoHTponb ctabuneHocTy hapmarieBTudeckmx cybctaHumim (11.5)

497. (11.50) [lpousBoguTenb [JormkeH paspaboTatb  OOKYMEHTaNlbHO  OGOPMIIEHHYK  Mporpammy
NPOAOITKAIOLWMXCH MCMbITAHUWA, NpedHasHayeHHyl ANnS KOHTpons ctabunbHocTu xapaktepuctuk PC. lMonyyeHHble
pe3ynbTaTtbl HEODXOANMMO MCMONb30BaTb AMs MOATBEPXAEHUA HaAnexaliux YCroBUN XpaHeHUs U aT NpoBeAeHus
NMOBTOPHbIX UCMbITAHUIA NN UCTEYEHWUSI CPOKa FOAHOCTMU.

498. (11.51) MeToaMku WCMObITAHUA, WUCNONb3yeEMble NPU UCCeAoBaHMM CTabWUNBbHOCTM, AOMMKHbI MPONTU
Banunaauuo n obecneuymBaTtb nony4yeHue HGOﬁXOJJ.I/IMbIX AOaHHbIX O CTabunbHOCTH.

499. (11.52) OGpasubl Ans UCMbITAHUA Ha CTabMIbHOCTb HEOOXOOUMO XpaHWTb B Tape, MOAENMVPYHOLLEN
notpebutenbckyto Tapy (ynakoBky). Hanpumep, ecrnin @C peanuayloT B MeLLKaXx, yNnakoBaHHbIX B unbpoBblie 6apabaHsbl,
TO obpasubl ANA UCMbITAHWMI HA CTabUNBbHOCTb MOryT ObITh YNakoBaHbl B MELLIKM M3 TOTO e MaTepuana, NnoMeLLeHHbIE B
fapabaHbl MeHbLUEro pasmepa, W3roTOBMEHHble M3 MaTepuana, aHanorMyHoro WnM WOEHTUYHOro Martepuany
dnbposbix bapabaHos, B koTopbix ®C nocTtynaeT B NpOAaxy.

500. (11.53) Kak npaBuno, B NporpamMmy MOHUTOPMHra CTabuibHOCTUM ONSA MOATBEPXKAEHUS OaT NpOBEAEHUS
MOBTOPHbIX MCMbITAHUA WM WUCTEYEHMS CpoKa FOOHOCTM [OOSPKHbI ObiTb BKIHOYEHbI NEpPBblE TpU peanu3yemble
NpOM3BOACTBEHHbIE Cepun. Ecnn gaHHble npeaBapuTeNnbHOrO WCCnefoBaHWs CBUOETeNnbCTBYT, 4to ®C MoxeT
COXpPaHATb CTabunbHOCTbL NO KpaHen Mepe B TedeHne OBYX feT, JoMNYyCKaeTCsa UCMOoNb30BaTb MEHEE TPexX Cepun.

501. (11.54) NMocne aTtoro B NporpamMmmy NPOAOIKaOLLMXCSA UCMbITaHUA CTabnnbHOCTM HEOBXOAUMO BKIHOYATL Kak
MUWHUMYM OfHY npou3BedeHHyto ceputo PC B rog (3a UCKMOYEHNEM TeX ClyyaeB, korga Npoun3BOACTBEHHbIE Cepun B
[aHHOM roy He BbIMyCKanuncb) U HE MEeHee OOHOro pasa B rof NPOBOAWTbL €€ WUCMbITaHus ONns NoATBEPXAEHWS
CTabunbHOCTW.

502. (11.55) B oTHoweHun ®C C KOPOTKUMWU CPOKaMu XPaHEHWUS UCMbITaHMA HeoOXoAMMO MPOBOAWTL Yalle.
Hanpumep, ans tex 6uotexHonornyeckux, omonormdeckmnx n gpyrmx ®C, cpokm XxpaHeHUs1 KOTOPbIX COCTaBMSIOT OA4MH
rogq Wnu MeHblle, HeobxoaMmo OTOupaTb 00pasubl AN MCMbITAHUA Ha CTAbUINBLHOCTb U MPOBOAUTH UCMbITAHUS
€XEMEeCAYHO B TeyeHMe nepBbiX Tpex MecsueB, a 3aTeM kKaxable Tpu Mecdua. Ecnm mmeloTca paHHble,
noAaTeepxaatrowme, Yto ctabunbHocte PC coxpaHsieTcs, TO AONyckaeTcst YANMHEHWE NEPUOLOB MEXAY UCMbITaHUAMU
(Hanpumep, 0eBATbL MecsLEB).

503. (11.56) Mpu ucnbiTaHMAX Ha CTabMNBHOCTb pekoMeHayeTcsa obecneynBaTb COOTBETCTBUE YCIOBUIA XpaHEHUS
Pykosoactey MexgyHapogHon KoHdepeHumn no rapmoHusauumn "M3yyeHue cTabumbHOCTUM HOBbIX J1IEKAPCTBEHHbIX
cybcTtaHuuin n npenapatos” (ICH Q1A) <*>.

<*> CnpaBo4HO: PykoBOoAcTBO MexayHapogHOW KOHMEpPeHUMM no rapmoHusaumm "UN3yveHne ctabunbHOCTU
HOBbIX  feKapcTBeHHbix  cybctaHuMn u  npenapatos” (ICH Q1A) onybnukoBaHo no  agpecy B
WHOPMaLIMOHHO-TENEKOMMYHUKALIMOHHON cetn "HTepHeT":
http://www.ich.org/fileadmin/Public_ Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/Q1A_R2_Guideline.pdf

[daTbl nctedeHns cpoka rogHOCTU U NPOBEAEHWS MOBTOPHbIX
ncnblTaHmn (11.6)

504. (11.60) Ecnn npomexyToyHas NpoAyKuus npedHa3HadveHa Ans nepefadvv 3a npefenbl cepbl KOHTPONS
CUCTEMbI yMpaBMeHus mMaTtepvanamMu Npou3BoauTENs U ANs Hee onpederieHa gaTta UCTEeYEeHUs cpoka rogHOCTM Unu
NpoBeAEHNS NOBTOPHbIX UCMbITAHWIA, TO AOMMKHA ObITb B HANU4MM MHOpMaUUs, noaTBepxaarwan ee cTabunbHOCTb
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(HanpuMep, onyGrNMKoOBaHHbIE A@HHbIE, Pe3ynbTaTbl UCMbITaHWIA).

505. (11.61) [HaTtbl ucTeyeHUs cpoka rOAHOCTU UMM MNPOBEAEHUSA MOBTOPHbIX UCMbITaHun PC  OOMmKHbI
OCHOBbLIBaTbCS Ha pesynbTatax OUEHKM [AaHHbIX, MNOMYYeHHbIX Mpu M3ydeHun ctabunbHocTn. OB6biMHO Ana dC
MCNonb3ytloT AaTbl NPOBeAEHUS NOBTOPHbLIX UCMbITAHUIA, a He AaTbl UICTEYEHUS CPOKa rOOHOCTMU.

506. (11.62) MNpeaBapuTenbHble AaTbl UCTEYEHMS CPOKa rOQHOCTU UIM NMPOBEAEHMST MOBTOPHLIX UchbiTaHnin ®C
MOrYT OCHOBbIBATbCSl HA pe3yrnbTaTax, NoNy4YeHHbIX A5 ONbITHbIX CEPUR, ecnu: 1) AN ONbITHBIX CEPUIA UCTIONb3YHTCS
cnocob Npom3BOACTBA WM Npoueaypbl, MOAENUPYIOLWME OKOHYATENbHbLIA MPOLECC NPOMbILIIEHHOrO Npon3BoAcTBa 1 2)
kadyecTBo ®C COOTBETCTBYET Ka4eCTBY BeLLeCcTBa, KOTopoe OyaeT BbinyckaTbCs B MPOMBILLIIEHHOM MacLuTabe.

507. (11.63) [Ana npoBeAeHNs1 NOBTOPHbIX UCMbITAHWI HEOOXOAMMO OTOMpaTb penpe3eHTaTMBHbIE 00pa3ubl.
ApxuBHble obpa3supl (11.7)

508. (11.70) ApxuBHble 0bpasubl HEOOXOOUMO YNaKOBbIBATb U XPaAHWUTb C LIEMbI0 BO3MOXHOW OLIEHKM KavecTBa
cepun ®C B OyayLiemM, HO He AN NPOBEAEHNS UCTIBITAHWUI HA CTabUNBHOCTb.

509. (11.71) Hagnexawmm o6pa3om MapkupoBaHHble apXuBHble 0Bpa3subl kaxaon cepun GC JOMmKHbI XpaHUTbCA
B TeYeHMe OHOro roga nocrie Aatbl UICTEYEHUSA CpoKka ro4HOCTM Cepun, KoTopas onpeaenseTcs npou3sBoanTeneMm, Unm
B TeYeHWe Tpex feT fnocrne peanusauum Cepun B 3aBUCUMOCTU OT TOrO, KaKOM CPOK SABMsieTcst 6onee AnMTENbHbIM.
ApxuBHble 06pasubl PC ¢ yCTaHOBMEHHOW AATOW MOBTOPHbLIX MUCMbITAHUA HEOOXOAMMO XpaHUTb B TeYeHMe Tpex neT
rocne TOro, kak cepusi 6bina NoNHOCTLI0 peanu3oBaHa NPOM3BOANTENEM.

510. (11.72) MNMpn xpaHeHMU apxMBHOro obpasua HeobXoouMO WUCMOSb30BaTb TaKyk e CUCTEMY YNaKOBKMW, B
KoTopomn xpaHutcs ®C, unu Takyto, KOTopas 3KBMBaANeHTHa cUcTeMe YNakoBKW, NpefHasHaYeHHOW Ans NpoaaXxu, uUnu
obecneunBaeT nyywyo 3awmTy. Npon3BoguTens OOMKEH XPaHUTb apXMBHBIN obpasel, B KONM4ecTBe, AOCTaTOYHOM
0N NpoBedeHns Kak MWHMMYM [OBYX TMOJIHbIX aHanM30B B COOTBETCTBMM C 00wlen dapmMakoneriHon cTaTbewn,
dhapmakonenHon ctaTben UNu Npu OTCYTCTBUMM papMakonemHoOW CTaTbW - OBYX MOSHbIX aHanM3oB B COOTBETCTBUMN C
HOPMaTUBHOMN OOKYMEHTaUVeN Unnm HOpMaTUBHBIM JOKYMEHTOM.

BANMMOALINA (12)
Monutuka Banugauum (12.1)

511. (12.10) MNMpowussognTenb JOMKEH AOKYMEHTarnbHO 0POPMUTL OBLLYI0 MONMUTUKY B OTHOLLEHMW Banuaauuu, ee
3aja4vv 1 NpUHLMNbLI, BKNOYasa BanMaauuio TEXHOMOMMYECKNX NpoLeccoB, npoueayp OYUCTKU, aHaNUTUYECKNX METOONMK,
npoueayp KOHTPOns B npouecce Npon3BOACTBA, KOMMbIOTEPU3UPOBAHHBLIX CUCTEM M B OTHOLLEHUN WL, OTBETCTBEHHbIX
3a pa3paboTKy, NpOBEPKY, YTBEPXKAEeHNe N JOKYMeHTanbHoe opopmMreHne Kaxaoro atana sanvaaumm.

512. (12.11) Kputudeckue napameTpbl U (MKM) XapakTEPUCTUKW, KaK NpaBuIio, cneayeT onpeaensatb Ha ctaguu
pa3paboTkn unM Ha OCHOBaHMWM AaHHbIX MpeABapUTENbHOrO onbiTa paboTbl; crieayeT Takke onpeaenuTb AuanasoHbl
3HaYEHU 3TUX KPUTUYECKMX napameTpoB M  (MMM) XapakTepucTuk, HeobxoauMmble Aana  obecneyeHns
BOCNpPOU3BOAMMOCTY npouecca. [pu 3ToM Heo6xoanMo:

onpegenuTb Kputudeckne xapakrepuctkn ®C kak npogykuuu;

ykasaTb MapamMeTpbl npoLecca, KoTopble MOryT BNMATb Ha KpUTMYeckme nokasarenu kadectesa ®C;

YCTAHOBWUTb [AManasoH 3HAYeHWn KaxOoro KpUTUYECKOro napameTpa npouecca, KOTOopbl npeanonaraeTtcst
MCnonb3oBaTh Npu cepuiHOM NPON3BOACTBE U KOHTPOIe npoLecca.

513. (12.12) Onepaumu, KOTOpbIe CYNTAKTCS KPUTUYECKUMM NS KavyecTBa u umctoTbl ®C, nognexar Banugauumu.
[okymeHTaums no sanugauum (12.2)
514. (12.20) Ons kaxpgoro npouecca, MNOANEexallero Banugauuu, [OomkeH ObiTb pa3paboTaH npOTOKOM

Banuaaumn. ATOT NPOTOKON AOMKEH ObiTb NMPOBEPEH U YTBEPXKAEH NoApasaeneHneM (noapasaeneHusMmn) kadectsa u
OPYrMMK COOTBETCTBYIOLLIMMM NoapasneneHnsmMu.
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515. (12.21) B npoTokone Banugauun OOMKHbI ObITb OMpedeneHbl KPUTUYECKME CTagumn npouecca U Kputepun
npvemMnemMocTn, a Takke Bug NPOBOAMMON Banvpgauum (Hampumep, PeTPOCMEKTUBHAas, MepcneKkTuBHas,
COI'IyTCTByEOLLI,aﬂ) N KONMM4eCTBO NpOon3BOACTBEHHbIX LIMKIOB.

516. (12.22) OTyeT O BanMAauuM [AOIMKEH coAepXxaTb MEpPeKPecTHble CCbIKA Ha NPOTOKON Banuvgauun wu
06006wWwaTb nony4YeHHble pesyrbTaTbl, 00bACHATL NMOObIe OOHaPYXEHHbIE OTKITOHEHNSI C COOTBETCTBYHOLMMM BbIBOAAMU,
BKIMOYAOLWNMN PEKOMEHAYEMbIE N3MEHEHMS OIS UCNPaBfieHNst He4OCTATKOB.

517. (12.23) Jobble OTKNOHEHUS OT MPOTOKONa BanMAauuMn AOMKHbl ObiTb OOPMIEHbI OOKYMEHTANbHO C
COOTBETCTBYOLLUM 060CHOBAHMEM.

Keanudukauyusa (12.3)

518. (12.30) Jo Hayana paboT no Banugauuu npouecca HeobXoAMMO 3aBEPLUNTL KBaNM@UKaLMIO KPUTUHECKOTO
obopyanoBaHMs M BcromoraTenbHbiX cucTteMm. KBanudwukaumio o06blMHO MNpoBOASAT MO cnegylowym 3tanam  (no
OTAENbHOCTU UMW B COBOKYMHOCTW):

KBanuuKauus npoekTa: AOKyMeHTanbHO O(OPMIIEHHOE MNOATBEPXAEHME TOro, YTO NpearioKeHHbIA MPOeKT
NPON3BOACTBEHHbIX MOMELLEHNI, 060PYA0BaHNS UM CUCTEM ABNSETCS NPUIOAHBIM ANA NPUMEHEHNS MO Ha3HaYeHWIo.

KBannMuKaLuus MOHTaxa: AOKYMEHTanbHO O(OpPMIIEHHOE MNOATBEPXKAEHWE TOro, YTO MOHTaX MNOMELLEHWI,
cucTeM U oGopyaoBaHUA (YCTAHOBMIEHHbIX UMW MOAUMULMPOBAHHLIX) BIMNOSIHEH B COOTBETCTBUM C YTBEPXKOEHHbLIM
MPOEKTOM, peKOMeHAALUUSIMU N3roToBUTENS U (MNn) TpeBGoBaHUSIMI NPOU3BOAUTENS NEKAPCTBEHHBLIX CPEACTB.

KBanudukauus yHKLMOHUPOBaHWS: OOKYMEHTanbHO OOopMIIeHHOe MOATBEPXKOEHWE TOro, YTO MOMELLEHMS,
cucTembl U 0GopyaoBaHWe (YCTAHOBSIEHHbIE UMM MOAMMULMPOBaHHbIE) OYHKLMOHUPYIOT B COOTBETCTBMU CO CBOUM
npeaHasHavYeHWeM BO BCEX NPeayCMOTPEHHbIX pexxrMax paboThbl.

KBanudukauua akcrnnyaTaumm: 4oKyMeHTanbHO odopMIIEHHOE NoATBEPXKAEHME TOro, YTO MOMELLEHUS, CUCTEMBI
1 oGopynoBaHMe NpyY COBMECTHOM WCMOMb30BaHUM paGoTaloT 3heKTUBHO U C BOCMPOM3BOAMMBIMI NMoKasaTensaMu B
COOTBETCTBUW C YCTaHOBMEHHbIMU TpebOoBaHUAMM 1 XapakTepucTukamm npouecca.

Moaxoabl k Banvaaumu npouecca (12.4)

519. (12.40) Banupauumsa npouecca npoBoANTCA B LieNsAX AoKasaTenbCTBa TOro, YTo npouece, (OYHKLMOHUPYOLLNIA
B Npefenax YCTaHOBMEHHbIX MapaMeTpoB, obecneymBaeT 3d(PEKTMBHOE M C BOCMPOU3BOOUMBIMWU pe3ynbTaTamu
NPOn3BOACTBO NMPOMEXYTOUYHOM Npoaykumm nnm ®C, coOOTBETCTBYHOLUMX NPeaBapUTENbHO 3adaHHbIM cneundmrkaumsam um
nokasaTensam kayectea. PesynbraTthl Banugauum npoLlecca noanexart AOKYMeHTansHoOMYy 0OpMIIEHNIO.

520. (12.41) CywecTtByeT TpM Noaxoda K Banvaaumu: nepcnekTuBHas Banvaauums, ConyTcTByoLas Banuaauns un
peTpocnekTuBHasi Banupaums. epcnekTuBHas Banvaauusi siBNSieTCA NpPeanodTUTESNbHbIM NOOXOAOM, HO UMEHTCS
WCKITHOYEHUS!, NO3BOSAIOLLNE NCMONBb30BaTh ApYrMe Noaxoabl.

521. (12.42) TepcnekTuBHY BanuMaauuMio PEKOMEHAYETCA BbIMNONHATL AN BCeX MPOLEeCcCcoB, CBA3aHHbIX C
npounssoacteoM ®C, kak ykasaHo B nyHkTe 513 Hactosawwmx [Mpasun. MNepcnekTvBHasa Banugauvs, nposBogumas Aans
npouecca, cBs3aHHOro ¢ npowussoacTtBom @PC, pomkHa ObiTb 3aBeplleHa [0 Havyana peanusaumm roToBOro
NekapCTBEHHOro npenapara, npounsseneHHoro n3 aton ¢C.

522. (12.43) ConyTcTBYlOLWas Banugaunsi MOXeT ObITb NpoBeAeHa NPY OTCYTCTBUM aHHbIX A5 NOBTOPSIIOLLMXCS
TEXHOJOIMYECKMX LUKMOB, €CMX BbIMYLLEHO OrpaHmM4eHHoe vmcno cepuin PC, ecnm cepum ®C Bbinyckanucb peako vmnm
Obinn NpousBeneHbl NMOCPEACTBOM BanvMAMPOBAHHOIO Mnpouecca, KoTopbid Obin MoaudmumpoBaH. [o 3aBeplueHus
conyTcTBytowen Banugaumm cepun ®C moryT ObiTe BbiNyLEHbl Y MCMOMb30BaHbl A1 NMPOU3BOACTBA fEeKapCTBEHHOMO
npenaparta, npegHa3Ha4YeHHoro AN peannsaumu, Npu ycroBmm NofHOro KoHTpons cepumn ®C.

523. (12.44) Kak wckndeHMe MoXeT ObiTb MNpoBeAeHa PeTPOCNeKTUBHASA Banvaauusa Ans  XopoLlo
OpraHM30BaHHbIX NPOLIECCOB, B KOTOPbIE HE ObIfI0 BHECEHO 3HAYMTENBHbIX N3MEeHeH ans nonyyexHms ®C tTpebyemoro
KayecTBa BCNeaCTBUE U3MEHEHUA WCXOOHOM0 Cbipbsi, OOOPYAOBaHWUS, CUCTEM, TEXHUYECKUX CPeacTB WUIu
TEXHOSOrM4Yeckoro npovecca. Takon Nogxo4 K Banugaunm MOXeT ObiTb MCMONb30BaH, eCru:
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a) (1) onpegeneHbl KpUTUYECKUE NMOKa3aTenn kayecTBa 1 KpUTUYECKME napaMeTpbl NpoLecca;
6) (2) ycTaHOBMEHbI Haanexalime KpUTepumn NPUEMEMOCTM U KOHTPONS B NpoLecce NPOM3BOACTBa;

B) (3) oTcyTCTBOBanNu CyLLeCTBEHHbIE COOM B X04€e npouecca unv 6pak npoayKuumn no NpuyYnHam, He CBA3aHHbIM C
owmbkamu onepaTtopa unu otkasamm obopyaoBaHus;

r) (4) 6binn yctaHoBneHbl Nnpoduny npuMmecei ans gaHHon ©C.

524. (12.45) Cepun, oTobpaHHbIEe ANA PeTPOCNEKTUBHOW Banuaauun, AOMKHbI NPeACTaBNATb penpe3eHTaTuBHY0
BbIBOPKY 13 BCEX Cepuii, MPOU3BELEHHbIX 3a NPOBEPSEMbIA Neprog, B TOM Yncne NobbiX cepuin, He COOTBETCTBYHOLLMX
cneumdukauusam. MNMpu 3TOM KONMYECTBO Takmx Cepui AOMKHO ObiTb JOCTATOYHbLIM Afsi JOKa3aTenbCTBa MOCTOSHCTBA
npouecca. B uensax nomyyeHuss AaHHbIX ANs PeTPOCMEKTMBHOM Banugauum npouecca MoxeT OblTb npoBegeHo
UCMbITaHNe apXmMBHbIX 06Pa3LoB.

Mporpamma Banvaaumm npouecca (12.5)

525. (12.50) KonnyecTBO NpPOM3BOACTBEHHbLIX LMKIOB, HEOOXOOUMbIX ONSA Banuaauuu, OOIDKHO 3aBUCETb OT
CMOXHOCTW npouecca Unm oT 3Ha4YMMOCTU U3MEHEHUI npouecca, noanexalumx paccMoTpeHuto. [Ins nepcnekTuBHON v
COMyTCTBYIOLLEN Banuaaumu [OMXHbl ObiTb WMCMONb30BaHbl AaHHble, MOflyYeHHble ANA Tpex nocnegoBaTenbHbIX
NMPON3BOACTBEHHbLIX CEpun NPOAYKUMM Hagnexawero kadvectBa. OpgHako MoryT OblTb CuTyauuwn, Kkorga Ans
JokaszaTenbcrBa MOCTOAHCTBA Mpouecca HeobXxoaumbl AONOMHUTENbHbIE NPOM3BOACTBEHHbIE UMKNbI (Hanpumep,
npoueccbl NPou3BoAcTBa CrnoxHbix ®C vnu gnutenbHble npouecchl npounssoactea PC). [ns oueHKM MOCTOAHCTBA
npouecca npu pPeTpoCrneKTUBHOW Banugauuu, Kak npaswuno, Heobxoaumo wuccnegosaTb AaHHble ans 10 - 30
nocnegoBaTternbHbIX CEPUI, HO MPU COOTBETCTBYIOLLEM 06OCHOBaHWUM 3TO YMCIO MOXET ObITb YMEHbLUEHO.

526. (12.51) Bo Bpems npoBegeHUs MccregoBaHui No Banugauum npouecca HeobXoaMMO KOHTPONMpoBaTh U
NpoBeEPATb €ro KpUTUYeckne napameTpsbl. NapameTpbl npouecca, He CBA3aHHbIE C KAYECTBOM, Hanpumep, NepeMeHHbIe,
KOHTPONMpyeMble B LENSIX COKpalleHusi noTpebneHus aHepruM WnvM WUCMnonb3oBaHUsi 0OOpyAOBaHMS, MOXHO He
BKITIOYaThb B Banugauumio npotecca.

527. (12.52) Banugauusa npouecca gomKkHa NOATBEPXAATb, UTO nNpodunb npumecen ana kaxgon OC Haxoautcs
B 3agaHHbIX npegenax. podunb npumecen gormkeH ObiTb cxogeH (NMMbBo OBbITb nydwe) ¢ paHee NONyYeHHbIM
npocunem, a Takke (rae aTo NPMMEHMMO) C Npodhunem nNpumecen, yCTaHOBMEHHbIM Npu pa3paboTke npouecca unm
cepwii, NCNOMNb30BaHHbIX AN OCHOBHbIX KIMHUYECKMX U TOKCUKOMOTMYECKNX UCCrnegoBaHui.

Meproanyeckasa npoBepka BannanpoBaHHbIX cuctem (12.6)

528. (12.60) Cucrtembl 1 npoueccbl HeOBX0AMMO NOoABepraTe NEPUOANYECKON OLIEHKE ANS NOATBEPXOEHMS TOro,
YTO OHW MO-MpeXHeMy (YHKUMOHUPYIOT npaBurbHbIM obpa3oM. Ecnvu B npouecc unu cuctemy He Obinio BHECEHO
CYLLECTBEHHbIX M3MEHEeHWN M 0030p KavecTBa NOATBEpPAMsl, YTO CMCTEMa WMM Mpouecc MOCTOSHHO obGecnevnBaioT
NPOW3BOACTBO MaTepuana, COOTBETCTBYIOLLEro cneumdukaumsaM, Kak npaBuno, OTCYyTCTByeT HeobxooumocTb B
npoBegeHUN NOBTOPHON Banuaauuu.

Banunpgaumsa ounctkm (12.7)

529. (12.70) MNpouenypbl O4MCTKKU, KaK NpaBuIo, OOMKHbI NPOUTM Banugauuwio. Banugaumio o4McTkM NpoBOASAT B
crny4asix, Npy KOTOpbIX KOHTaMUHALUWsS UM MEPEHOC BELLECTB NPeAcTaBnsAloT HaMbonbLUy0 ONacHOCTb AN KayecTBa
®C. Hanpumep, Ha HayarnbHbIX CTaAMAX TEXHONOMMYECKOro npouecca MOXeT He TpeboBaTbCca NpoBeAeHUsT BanMaaunm
npoLenyp o4MCTkM 06OpYyAOBaHNA, €CNN OCTAaTOYHbIE BELLECTBA YAANA0T Ha NOCNEeAYIOWNX CTaansaX OYUCTKM.

530. (12.71) Banupauus npouenyp OYUCTKM [OSDKHA OTpaxaTb (aKTUYECKUA XapakTep WCMoSb30BaHUs
obopynoBanus. Ecnu pasHele ®C vnu pasnuyHyto NPOMEXYTOYHYI MPOAYKLUIO NMPOM3BOAST Ha OOHOM M TOM e
o6opynoBaHuy 1 9To 060pyaOBaHME OYULLAIOT OAHMM U TeM Xe cnocobom, To Afis Banugaumm O4MCTKM MOXHO BblbpaThb
penpeseHTaTMBHY0 MNPOMEXYTOUHY0 npoaykumio mnn OC. Takon BbIOOP [OMMKEH OCHOBLIBATLCA Ha [OaHHbIX O
pacTBOPMMOCTU M TPYOHOCTAX OYUCTKM, a Takke Ha pacyeTe MNpedenbHOro coaepXaHusi OCTaTkoB, C Y4eTOM UX
aKTMBHOCTM, TOKCUYHOCTU 1 CTABbUNBHOCTM.
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531. (12.72) B npoTtokone Banvgaumm OYUCTKM OOJPKHbI ObiTb onMcaHbl 06opyaoBaHMeE, NOASEeXallee O4nMCcTKe,
npouenypbl, MaTepuanbl, NpUeMNeMble YPOBHM OYUCTKW, KOHTPOMMpyeMble W perynupyemble napameTpbl W
aHanuTuyeckue mMetoaukui. B npoTtokone HeobxoamMMo Takke ykasaTb BMAbl 0OTOMpaeMbix Npob, cnocobbl nx oTbopa u
MapKUPOBKM.

532. (12.73) Onsa obHapyXeHWs1 Kak HepacTBOPUMBbIX, TaKk U PacTBOPUMbIX OCTaTKOB MeToabl oTbopa npob
OOIDKHbI  BKIKOYATb, WCXOAS U3 CuUTyauuu, B3siTUE MA3KOB, CMbIBOB WNM ApyrMe MeToAbl (Hanpumep, MpsiMyio
3KCTpaKumio). Micnonb3yemble MeToabl OTOOpa NPob A0MKHbI NO3BOMATL KONMMYECTBEHHO ONpeaendTb YPOBHU OCTaTKOB
Ha noBepxHOCTAX obopyaoBaHusa nocne ounctkn. Metoa otbopa npob nocpeCTBOM B3ATUS Ma3KOB MOXET OKa3aTbCs
NpaKkTU4YECKM HEOCYLLECTBUMbIM, €CMM KOHTaKTUpYLWMe C MPOAYKTOM MOBEPXHOCTU SABMSOTCS TPYOHOLOCTYMHBLIMU
BCNEACTBME KOHCTPYKTMBHBIX OCOOeHHOcTen obopyaoBaHus (Hanpumep, BHYTPEHHME MOBEPXHOCTW  LUMAHIoB,
TPaHCMOPTHBIX TPYOOMPOBOAOB, EMKOCTU PEAKTOPOB C Y3KMMMW fllOKamK, a Takke Hebonblloe Mo pasmepy CIoXHOoe
obopyaoBaHue, Hanpumep, MUKPOHM3ATOPbLI U MUKPOPACMbINMTENK) 1 (MNK) ecnn CYLLIECTBYIOT OrpaHnYeHus npouecca
(Hanpumep, obpaboTka TOKCUYHbLIX BELLECTB).

533. (12.74) Heobxogumo wucnonb3oBaTb BanNWAWPOBAHHbIE aHanMUTMYeckMe MeToauku, obnagawowue
[OCTaTOYHOW YyBCTBUTENBHOCTBIO OJ19 OOHApPY)XEHUSA OCTaTKOB MNIM KOHTaMuMHaHTOB. lNMpegen obHapyXeHWUst Kakoon
aHanMTU4YeCcKoM MEeTOOUKN LOMKeH ObiTb OOCTaTOYHbIM AN OOHapyXeHus OnpefeneHHOro MpUeMIIEMOro YpPOBHS
ocTaTka UnM KOHTaMuHaHTa. [1na meToamkm HeobXoaMmMO YCTaHOBUTb JOCTUraembll YPOBEHb M3BIEYEHMsT BeLlecTBa.
Mpenenbl coaepXaHusi OCTaTKOB AOMKHbI ObiTb pearnbHbIMKU, OOCTMXMMbIMU, MPOBEPSIEMbIMU N OCHOBLIBATbLCS Ha
copepXxaHum Haunbornee BpegHoro octatka. [Mpegenbl MOXHO YCTaHaBNUBaTb, OCHOBLIBAsiCb Ha MWHUMAarbHOM
obnagarouwemM U3BeCTHOM hapMakonorMieckom, TOKCUKONOrM4eckon nunm ruanonormyeckon akTMBHOCTbIO KONMYECTBE
®C unu ee Hanbonee BpegHOro KOMMOHEHTA.

534. (12.75) [Ona npoueccoB, B KOTOPbIX CyLIeCTBYeT HeOOXOOMMOCTb CHWXEeHUs obLiero KonuyecTsa
MMKPOOPraHM3MoB WiN 3HAOTOKCMHOB B PC, unm ana ApyrMx NpoueccoB, rAe MOXET MMeTb 3HauyeHve Takas
KOHTaMuHauuss (Hanpumep, NPOM3BOACTBO HecTepusbHbiXx PC, uMcnonb3yeMbix AN NPOM3BOACTBA CTEPUSIbHbIX
NeKapCTBEHHbIX MpenapaToB), MCCnegoBaHWE OYMCTKM M (Unn) caHuTapHou obpaboTkm obopydoBaHMs HEOOGXOAMMO
NpPOBOANTbL B OTHOLLEHUW KOHTaMUHaLUM MUKPOOPraHU3Mamm U SHOOTOKCUHAMM.

535. (12.76) MNMpousBoauTensb OOMKEH KOHTPONMpOBaTh MpoLeaypbl OYUCTKN C onpeaerieHHON NepuoanyHOCTbIO
nocne sanugaumm, 4tobbl y6eamTbes, YTO aTK Npoueaypbl ABNATCA 3EEKTMBHBIMU NPU UX UCTIONB30BAaHNM BO BPEMS
TeKyllero TEexHONMorm4yeckoro npouecca. Ymcrtoty o6opygoBaHus, korga 9TO  OCYLeCTBUMO, Heobxogumo
KOHTPONMpoBaTb NOCPEACTBOM NPOBEAEHMS aHANMUTUYECKMUX UCMbITAHWUIA U BU3yarnbHOro oCcMoTpa. BuayanbHbIi ocMoTp
no3BonseT 06HAPYXUTb 3HAYNTENbHbIE CKOMMEHUS KOHTaMUHAHTOB Ha HEBOMbLUMX yYacTKax, KOTOpble MOryT OKa3aTbCs
He 0GHapyXeHHbIMU MHBIM cnocobom npu oTéope Npob u (unn) aHanuse.

Banugaumsa aHanutnyecknx metoguk (12.8)

536. (12.80) WNcnonb3yemble aHanUTUYecKne MeTOAUKM AOSMKHbI MponTu Banuaaumio. [purogHoCTb Bcex
NCNosb3yeMblXx METOAMK UCMbITAHUA HEOOXOAMMO, TEM HEe MeHee, NPOBEPSiTb B pearbHbIX YCIOBUSX MPUMEHEHUS, a
pe3ynbTaTbl 0QOPMAATL JOKYMEHTasbHO.

537. (12.81) Banupauusa MeToamk OOIMKHA NMPOBOAUTLCS C YYETOM XapaKTepPUCTUK, NPUBEAEHHbIX B PYKOBOACTBAX
no Banuaaumm aHanutTuyecknx metogmk. O6bLemM NPOBOAMMON aHANUTUYECKOW Banuaauun OOSHKEH 3aBUCETb OT LEenu
aHanusa u cTagmm TEXHONOrm4yeckoro npouecca npomssogctea ¢C.

538. (12.82) Jo Havana BanvMgauuM aHanUTUYECKMX METOAMK AOIMKHa ObiTb MpOBedeHa COOTBETCTBYOLLAdA
KBanMdukaumsi aHanmTu4eckoro obopyaoBaHus.

539. (12.83) Heobxogmmo BeCTM MOMHble 3anucu nbbIX M3MEHEHUI BanuOMPOBAHHOW aHanMTU4ECKOW
mMeToaukn. Takue 3anucu AOIMKHbI OTpakaTb NPUYMHY M3MEHEHMSI U COOTBETCTBYIOLUME AaHHble ANsi NOATBEPXOEHUS

TOro, YTO U3MEHEeHVe NPUBOAUT K pedyribTaTam, KOTOpble CTOMb )K€ TOYHbl U HaAEXHbI, Kak U pe3yrbTaTbl, NoNy4YeHHble
C NMOMOLLIbIO NMPUHATON METOOUKM.

KOHTPOJ1b UBMEHEHWI (13)

540. (13.10) MpousBoguTens AOMKEH pa3paboTaTb CUCTEMY KOHTPOISS U3MEHEHWUIA AN OLEHKN BCEX U3MEHEHUN,
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KOTOPble MOryT NOBJIUATb Ha Npon3BOoACTBO U KOHTPOJ1b npomemyTquon npoaykumm n oC.

541. (13.11) TllpousBoguTenb [JOMKeH YTBepAMTb npouedypbl AN uaeHTudukaumm, LOOKYMEHTaNbHOro
OPOpPMMEHNs, COOTBETCTBYIOLLEA MNPOBEPKM U YTBEPXKOEHUS W3MEHEHWA B OTHOLIEHUWM WCXOAHOro  Chlpbs,
cneunurKauuin, aHanMTUYeckux MeToauK, MOMELLEHUI, BCnoMoraTenbHbiX CcucTeM, 00opyaoBaHuWs (BKMovas
KoMnbloTepHoe obopyaoBaHuWe), cTaguid npouecca, YNakoBOYHbIX MaTepuanos, MaTtepvanoB Ans MapkUpPOBKK, a Takke
KOMMbIOTEPHOrO NporpaMmmMHOro obecneveHus.

542. (13.12) JTiobble npennoxeHuss MO U3MEHEHUSIM, KacaloLMMCHa opraHusauum MnpousBoACTBa M KOHTPONS
KayecTBa eKapCTBEHHbIX CPeAcCTB, AOIMKHbl ObiTb MOArOTOBMEHbI, MPOBEPEHbl U YTBEPXAEHbI COOTBETCTBYIOLLMMM
nogpasgeneHusiMun, a 3atem NpoBepeHbl 1 yTBepXaeHbl nogpasaeneHnem (nogpasgeneHnsammn) kadecTsa.

543. (13.13) HeobxoaMmo OUEHUTH BO3MOXHOE BfUSIHUE MNPEOJSIOKEHHOIO W3MEHEHMSI Ha KayecTBO
npomMexxyTovHon npoaykummn unm ®C. MNpoueaypa knaccupukauum N3MEHEHNn MOXET NOMOYb B onpegeneHun obbema
UCMbITaHWI, BanuaauMn u OoKyMeHTauuu, Tpebyemblx Anst 060CHOBaHUS U3MEHEHMWIN, BHOCUMbIX B BanuaMpOBaHHbIN
npouecc. N3meHeHna moryT ObiTb KrnaccuduuMpoBaHbl (HanpyMep, Kak CyLeCTBEHHble WM HecyleCTBEHHble) B
3aBUCMMOCTU OT MX XapakTepa M obbema, a Takke BWAHMSA, KOTOPOE OHW MOryT okasaTb Ha npouecc. C yyeTom
0BOCHOBAHHOTO  3aKNIOYEHUS NPOU3BOAWTENb [AOMKEH OnpeaenuTb, Kakve [OOMNOMHUTENbHbIE WUCMbITaHWA W©
nccrnegoBaHud no Banugaumm HeobxoanMbl 4ns 0O0CHOBaHUSA TaKUX U3MEHEHUN.

544. (13.14) Tpu BHeOpeHWM YTBEPXKOAEHHbLIX WM3MEHEHUN HEeoOXOOUMO MNEepPecMOTPETb BCE [OOKYMEHTbI, Ha
coaepXaHne KOTOpbIX BIIUSAIOT 3TU U3MEHEHNS.

545. (13.15) MNMocne BHeapeHUss U3MEHEHNS HEOBXOAMMO NPOBECTU OLEHKY NEepBbIX CEPUN, MPOU3BEOEHHbIX NN
UCMbITaHHbIX NOCNE BHECEHUSA 3TOM0 N3MEHEHWS.

546. (13.16) [lpomsBoauTeNnb [OOIMKEH OLIEHUTb BO3MOXHOCTb BO3OENCTBUSI KPUTUYECKMX W3MEHEHWI Ha
CTabunbHOCTb W, cnegoBaTernbHO, Ha YCTAHOBMNEHHblE AaTbl MOBTOPHbLIX MCMbITAHUA WNW OaTbl UCTEYEHUS CPoKa
rogHoctn. [pn HeobxoammocTn ob6pasubl NPOMEXYTOYHOW npogykumm unu PC, koTopble ObinM NPov3BeaeHb!
NnocpeacTBOM M3MEHEHHOro npouecca, MoryT ObiTb BBeAE€Hbl B MPOrpamMmy YCKOPEHHOrO U3y4YeHus CTabunbHOCTU U
(Mnu) BKNOYEHBI B NPOrpaMMy MOHUTOPUHIra CTabunbHOCTU.

547. (13.17) MNpounssoanTenb AOMKEH NPOUH(OPMUPOBATL COOTBETCTBYIOLUMX NPOU3BOAUTENEN NEKAapCTBEHHbIX
npenapatoB 06 M3MEHEHUSX B YCTaHOBMEHHbIX TEXHONOIMYECKMX Mpoueccax M npouedypax KOHTpons npouecca,
KOTOpble MOryT NoBMNMATL Ha kavecTBo PC.

OTKINOHEHME N NOBTOPHOE MCMNOJIbSOBAHVE MATEPUAIOB (14)
OTtknoHeHne(14.1)

548. (14.10) MNpomexxyTouHyto npoaykuuio n ®C, KoTopble HEe COOTBETCTBYIOT YTBEPXKAEHHbLIM crneundukaunam,
HeOOXOAMMO 4YeTKO MPOMapKMpoBaTb COOTBETCTBYHOLLMM 00pa3oM KU copepXaTb B YCMOBMAX KapaHTuHa. Takas
npomMexyTovHasa npogykumst unm ®C moxeT nogsepratbCs NOBTOPHOW obpaboTke mnu nepepaboTtke. OKoHYaTENBHOE
pelleHne B OTHOLUEHMM OTKITOHEHHBLIX MaTepPMarioB JOJMKHO ObITb OPOPMITEHO JOKYMEHTASBHO.

MoeTopHas obpaboTka (14.2)

549. (14.20) MNoBTOpHOE BBEAEHME B MPOLIECC NPOMEXYTOYHOW Mpoaykumm unu ®C, Bkno4vas nNpoaykuuio, He
COOTBETCTBYIOLLYIO cheuudmkaumam, n nx noBTopHas obpaboTka MyTeM MOBTOPEHWUs CTaauMu KpucTannmsauum unm
OpYrMx COOTBETCTBYIOLLUMX CTaaun obpaboTKM XMMUYECKMMU Unn randeckumn cnocobamm (Hanpumep, OUCTUNISaUns,
GunbTpaums, xpomatorpadupoBaHue, U3MeSbYEHME), SABMNAOLMXCA 4acTbl0 YCTAHOBMEHHONO MNPOW3BOLACTBEHHOMO
npouecca, obbl4HO cunTatoTea npuemnemsiMu. OgHako ecnv noBTopHas obpaboTka ucnonb3dyeTcs Ans 6oNbLMHCTBA
cepuii, ToO ee HeobXoAMMO BKMOUYUTL B KAYeCTBe YacTu CTaHAapTHOrO TEXHOMOrMYEeCcKoro npouecca.

550. (14.21) MNMpoaormKkeHne OCYyLLECTBMEHMS CTagun TEXHONOMMYECKOro npouecca nocre Toro, kak KOHTPOSb B
npouecce NPOM3BOACTBa NoKasar, YTO CTagus He 3aBepLUeHa, CYMTaeTCs YacTbio 00ObIYHOrO npolecca, a He MOBTOPHOW
06paboTKoMn.

551. (14.22) lNoBTopHOE BBEOEHME HEMpopearMpoBaBLUEro BeLlecTBa B MPOLECC M MOBTOPHOE MNpOBEAEHUE
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XUMWYECKON peakuum CHMTaKTCs NOBTOPHOW 06paboTKON, ecnu 3TO He ABMSIETCH YacTbl YCTaHOBIIEHHOrO npoLecca.
Takon noBTopHOM 06paboTke AOMKHA NPeALlecTBOBaTh TLWATENbHAA OLEHKA, rapaHTUpyoLasi, YTo 3TO He MOoBnuseT
oTpUuaTeNbHO Ha KaA4YeCTBO NMPOMEXYTOYHOW npoaykumm nnn ®C BcneacTeme BO3MOXHOIO 0b6pasoBaHuMst MOBOYHbIX
NPOAYKTOB M BELLECTB, NpopearMpoBaBLUNX CBEPX YCTAHOBEHHOW HOPMbI.

MepepaboTka (14.3)

552. (14.30) lNepen npuHATMEM pelleHuss O nepepaboTke cepuii, He COOTBETCTBYHLIUX crneundmrkaumnam,
Heo6Xxo4MMO NPOBECTU paccriefoBaHne NPUYNH Takoro HECOOTBETCTBUS.

553. (14.31) Cepwuun, nogBeprHyTblie nepepaboTke, JOIMKHbI ObITb 06beKkTaMu (ecnu Anst 3TOro eCTb OCHOBAHWUS)
COOTBETCTBYIOLLUX OLEHKW, WCMNbITAHWA, WCCNEAOBaHUSI CTabUNbHOCTM W AOKYMEHTanbHOro OdOpMMeHus, 4ToObI
rapaHTupoBaTb, 4TO nepepaboTaHHasi MPOAYKUUSI MO KAYecTBYy SKBMBANiEHTHA MNPOAYKUMM, MPOU3BEOEHHON
NOCPeACTBOM MepBOHAYyarnbHO YCTAaHOBMEHHOrO MPOW3BOACTBEHHOro npouecca. Hawnbonee uenecoobpasHbiM
noaxo4oM K Banugauuvm npouenyp nepepaboTku sBNAeTCA ConmyTCcTBylOLWaAa Banuaauus. [JaHHbli noaxos no3sonsieT
COCTaBUTb 3anucy npoueaypbl nepepaboTkM, YCTAHOBUTbL MOPSIAOK €e NPOBedEeHWs W OnpefenuTb oXuaaemble
pesynbTatbl. Ecnn nepepaboTke NoanexuT TOMbKO OfHA Cepusl, TO MOXET ObITb COCTaBMEH MUCbMEHHBIA OTYET, a
cepus pa3peLleHa K BbiNycKy cpa3sy nocre noaTBepXaeHns ee kadyecTBa.

554. (14.32) lMpousBoauTens [OIMKEH YTBEpAWUTb Npoueaypbl ANs CPaBHEHMS Mpodunsa npumecen Kaxaow
nepepaboTaHHON cepuu C NPOPUNAMU NPUMECEN CEePUi, NPOU3BELEHHbBIX NMOCPEACTBOM YCTAHOBIIEHHOMO npoLecca.
Ecnun npuMeHdemble aHanMTUYeCcKMe MeETOOUKM He MO3BOMST Haanexawmm obpa3om oxapakTepu3oBaTb
nepepaboTaHHy0 cepuio, TO crieqyeT BOCNONb30BaTbCs JOMNOMHUTENBbHBIMU METOANKAMM.

PereHepauunsa matepunanos n pactsoputenen (14.4)

555. (14.40) PereHepauns (Hanpumep, U3 MaTOYHOW XUOKOCTU UNKN PUNbLTPATOB) PEaKTUBOB, MPOMEXYTOYHOWN
npogykuum unn ®C cumtaeTcs JONYCTMMOW MNPV HanmuuuMu yTBEPXKOEHHbIX Mpoueayp pereHepaummM M COOTBETCTBUU
pereHepvMpoBaHHbIX MaTepuarnoB crneundukaumam, MnoaxogdwmMM Ois npeanonaraemMoro MCMnorb30BaHUS  TaKux
MaTepunanos.

556. (14.41) JonyckaloTcs pereHepauns u NOBTOPHOE MCMOMb30BaHWE pacTBOpUTENen B TeX Xe Unu Opyrux
npovueccax npv ycnoBuu, YTO NpoLeaypbl pereHepaumny KOHTPONMPYOT U MPOBEPSAOT AN obecneyeHnss COOTBETCTBUSA
pacTBopuTenen cneumdukaunsam nepesg ux NoBTOPHLIM MCMONb30BaHNEM UMM CMELLMBAHUEM C APYrMMM 000OpEeHHbIMU
MaTepuanamu.

557. (14.42) [donyckaeTcs cMmelLUMBaTb HOBble U pereHepupoBaHHblE pPacTBOPUTENM U peakTuBbl, €CNn B Xoae
COOTBETCTBYIOLLUX UCNBITAHUIA MOKa3aHa NX NPUrogHOCTb A1 BCEX TEXHOMOMMYECKNX NMPOLLECCOB, B KOTOPbLIX OHN MOTYT
ncnonb3oBaThCs.

558. (14.43) Wcnonb3oBaHue pereHepupoBaHHbIX PacCTBOPUTENEN, MAaTOYHbIX >KUOKOCTEM W OpYrux
pereHeprMpoBaHHbIX BELLECTB AOIMKHO BbliTb 0hOPMITEHO AOKYMEHTAmMbLHO.

Boaepar (14.5)

559. (14.50) lMpounssoanTenb AOMKEH Hagnexawmm obpasom MapkupoBaTb BO3BPALLEHHYIO MPOMEXYTOYHYHO
NPOAYKUUIO Unu Bo3BpaLlleHHble PC 1 cogepxaTtb NX B YCNOBUSX KapaHTUHA.

560. (14.51) Ecnu y npomsBoguTens BO3HWKAT COMHEHUS OTHOCUTENbHO COOMOAEHUS Haanexalumx yCroBUi
XpaHeHVst UM TPaHCNOPTUPOBKM BO3BPALLEHHOW MPOMEXYTOYHOW NPOAyKUMU unm Bo3BpalleHHbix ®C go unu B
npouecce ux Bo3Bparta WM OTHOCUTEJNIbHO COCTOAHMA Tapbl B 4aCcTU BO3MOXHOIO BJIMAHUMA Ha KadecTBO, TO
BO3BpaLleHHas NPOMEeXyTovHas NpoAyKuus unm BosepalleHHble ®C nognexaT noBTopHOW obpaboTke, nepepaboTke
UM YHUYTOXEHUIO B 3aBUCUMOCTM OT KOHKPETHOW CUTyaLun.

561. (14.52) MNMponssoanTens JOMKEH BECTU 3annucu Bo3BpaTa NpoMexXyTovHow npogykuumm nnm ®C. Ona kaxgoro
BO3BpaTa B JOKYMeHTauun Heobxoammo ykasatb:

HanmMeHOoBaHWE N agpec rpysonony4yarens,
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HaMMeHOBaHWe NPOMEXYTOYHOM npoaykuun nnn ®C, Homep cepmm 1 BO3BpaLLEHHOE KOJTIMYECTBO;

NpUYUHY BO3BpaTa;

yKasaHue Ha MCMNosfib30BaHME UITM YHUUTOXEHME BO3BPALLEHHOM NMPOMEXYTOUYHOW npoaykumm unm eC.

MPETEH3MN N OT3bIBbI (15)

562. (15.10) lMNpowussoauTenb OOMKEH OOKYMEHTanbHO oopMMSaTb M paccrefoBaTbh COrfacHO YTBEePXAEeHHOW
WHCTPYKLUN BCE NOMyYEHHbIE UM NMPETEH3MN OTHOCUTENBHO Ka4yecTBa HE3AaBUCUMMO OT TOro, B Kakow doopme (YCTHOM nnm
NMNCbMEHHOI) N3NOXEHbI TaKNe MPeTeH3nN.

563. (15.11) 3anucn paccMoTpeHnsa NpeTeH3ni A0MKHbI CoaepXaThb:

HanmmMeHoBaHWe N agpec nuua, npeabAaBuBLUEro NpPeTeH3nto;

d)aMI/IJ'II/II'O, nmMA, OT4eCTBO (an Ha.l'IMLIMI/I), a npu HeobXxoQMMOCTM TaKkKe OOMKHOCTb Nuua, npegbAaBuBLLETO
npeTeH3nto, 1 HOMep ero Teﬂed)OHa;

CyTb NpeTeH3un (BKrtovas HassaHne n Homep cepumn ®C);

OaTy NoCTYNfeHUs NpeTeH3nu;

nepBOHaYarnbHO NPUHATbIE MEPbI C yKasaHWeM AaTbl U nuua, NPUHABLLErO Mepbl;

OanbHelwne 4encTBms Mo PaCCMOTPEHUIO MPETEH3NN;

OTBET, OTNPAaBIEHHbIN NUUy, NPeabsaBMBLLEMY NPETEH3MI0 (BKMNoYas gaTy OTnpaBKku Takoro oTeeTta);

OKOHYaTenbHOe peLleHne OTHOCUTENBHO CEPUN U NAPTUKN MPOMEXYTOYHOM NpoayKumn nnmn eC.

564. (15.12) 3anucym paccMOTpeHUs NPETEH3UN HEOOXOOUMO COXPaHATb ANS OUEHKN TEeHOEHUUN, 4acToThbl
MOCTYMNNEHNS NPETEH3UA N X CePbe3HOCTU ANS NPUHATUS AONONHUTENBHOIO WU, NPU HEOBXOAMMOCTU, HEMEONEHHOro

KOPPEKTUPYIOLLIErO AENCTBUS.

565. (15.13) MNMpousBoanTenb OOMKEH YTBEPAMTb MpoUeaypy Onsi onpeneneHns obCToATeNbCTB, NMPU KOTOPbIX
Heob6xo4MMO paccmaTpuBaTb BONPOC 06 OT3biBE MPOMEXYTOUHOM npoayKuumn nnu eC.

566. (15.14) MNMpoueaypa 0OT3biBa JOMKHA OoNpeaendTb, KTO AOMKEH MPUHUMAaThL yyacTue B OLeHKe uHdopmauuu,
Kak HeobxoaMMO HaumMHaTb Mpoueaypy OT3blBa, KTO JOSMKEH ObiTb MponHdopMmnpoBaH 00 OT3biBE U Kak HEobxoanmo
nocTynaTb C OTO3BaHHLIM MaTepMarnom.

567. (15.15) B cny4ae cepbe3HOV MnM NOTEHUMANbHO YrpoXalLlen XU3HU CUTyalMuM Npou3BOAMTENb AOIMKEH
npouHcgopmupoBate 06 3TOM  YMNONHOMOYEHHbI defdepanbHbIi  OpraH WUCMOMHUTENBbHOW BNactu, a TakKke
KOMMETEHTHbIE OpraHbl BCEX CTPaH, Kyaa Obina HanpasneHa NpoayKLus.

NPOW3BOACTBO MO JOFOBOPY (BKIMOYAS TABOPATOPUW) (16)

568. (16.10) Bce wcnonHutenu, paboTatowme no AoroBopy (Bkno4vas nabopatopun), OOMKHbI cobntogatb
TpeboBaHuna HacTosiwmx [lpaBun. Heobxogumo ypgenutb 0coboe BHUMaHME NPELOTBPALLEHUIO NEPEKPECTHOW
KOHTaMUHaLuM 1 06ecrnedeHnto NPoCneXMBaemMocTy.

569. (16.11) 3aka3uunk OOMMKEH OLEeHMBaTb UCNONHUTENS, paboTatoLiero no gorosopy (Bkntodas nabopatopum), ¢
LUenblo OnNpefeneHnss COOTBETCTBUS KOHKPETHBLIX oOnepauuil, BbINOSHSAEMbIX Ha MNPOM3BOACTBEHHbIX MNoLWanKax
ncnonHuTens, paboTatoLwero no Aorosopy, TpeboBaHuaM HacTosALwmx Mpasun.

570. (16.12) B poroBope, 3akno4aeMOM MeXOy 3aka3yMkoM W UCMONHUTENEeM, pekomeHayeTcs noapobHO
onpefenaTb 06493aHHOCTM CTOPOH B OTHOLLEHMU cobrniogeHns TpebosaHmn HacTosAwmx MNpasun, BKOYas MeponpuaTms
Kaxkgoun 13 CTOPOH Nno obecneveHunto kavecTaa.
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571. (16.13) PekomeHayeTcs npegycmaTpuBaTb B [OOrOBOPE BO3MOXHOCTb 3akas3uumka MNpOBOAWUTL ayauT
AeAaATesIbHOCTU UCnofiH1UTend Ha cooTBeTCcTBMe Tpe6OBaHI/IF|M HacToALnX I'Ipanu'l.

572. (16.14) PekomeHoyeTca npegycMaTpuBaTb B [JOroBope YycroBuMe O TOM, YTO MWCMOMHUTENb BrpaBe
npuenekaTb TPeTbUX N1, 415 UCNONTHEHNSI OrOBOPA TOSbKO C COrfacus 3akas4yumka.

573. (16.15) [lMpomsBoacTBeHHble W nabopaTopHble 3anucuM HeobXOAMMO XpaHWTb Ha NPOU3BOACTBEHHOW
nnoLagke, Ha KOTOPOW BbIMOMHANUCEL paboTbl. Takue 3anncy AoMmKHbI ObITb NErKo AOCTYMHbI.

574. (16.16) PekomeHngyeTcsi npegycMaTpuBatb B [AOrOBOpPE YCMIOBME O TOM, YTO WCMONHUTENb HE BrpaBe
BHOCUTb M3MEHEHUA B corflacoBaHHble CTOpPOHaAMM TEXHOMNOrN4YecKnn npouecc, o6opy,q0|3aH|/|e, MeToauKun I/ICI'IbITaHVII7I,
cneumdukaumm, a paBHO B UHbIE YCroBUS AoroBopa 6e3 cornacus 3akasuuka.

OPIAHU3ALIMK, OCYLLECTBNSIOLWME MEPEYNAKOBKY
W (UNN) NEPEMAPKUPOBKY (17)

O6nactb npumeHeHus (17.1)
575. (17.10) TpeboBaHus, ycTaHOBMNEHHble nMyHkTamwm 575 - 589 HacTosAwmx [NpaBun, pacnpocTpaHsalTca Ha
opraHv3aumu, OCyLLeCTBSLWME NepeynakoBKy U (Mnv) nepeMapkUpoBKy, KOTOpble He SBMAIOTCA NepBOHayanbHbIMU

npon3sogunTenaMmmn ®C nnu I'IpOME)KyTO'«-IHOI?I npoaykumun.

576. (17.11) OpraHu3aunu, OCYLLECTBISOWLME MepeynakoBky W (Unu) nepemapkMpoBKy, AOMKHbI cobnogatb
TpeboBaHWsA HaCTOsILLEN [MaBbl.

MpocnexnBaeMocTb peanu3oBaHHbIX hapMaLleBTUYECKUX CyOCTaHLMI
N NPOMEXYTOYHOM npoaykuum (17.2)

577. (17.20) OpraHu3aumm, oCyLLeCTBASIOWME NepeynakoBky U (Mnv) nepemMapKkMpoBKy, AOIDKHbI obecnevmBatb
MOSHYI0 MPOCMNEXMBAEMOCTb peannsyembix nmm ®C 1 NpomMexXyTovHOM Npoaykumu. [ns 9Toro Heo6xoaumo MMeTb U
XpaHWTb criegytowmne JOKYMEHTbl U CBeAeHMS:

HavMeHoBaHWe NepBoHaYanbHOro NPOM3BOANTENS;

agpec nepBoHa4anbHOro NPOM3BoOANTENS;

3aKas3bl Ha MOCTaBKY;

HaknagHble (TpaHCNOPTHbIE JOKYMEHTbI);

OOKYMEHTaLUMIO O NMPUEMKE;

Ha3BaHve nnu obosHaveHre ®C nnm NPOMEXYTOUHON NPOAYKLMN;

HOMep cepun, NPUCBOEHHbIN NPON3BOANTENEM;

nHdOpMaLMI0 O TPaHCMOPTMPOBKE W peanu3auuu;

BCe OpurMHanbl JOKYMEHTOB, NOATBEPXAaloWwmnX KadecTBO, BKMOYas OOKYMEHTbI, noATBepxaalowmne KavyecTso,
nonyyYyeHHble MoOcCMne nepeynakoBkn W (UNKU) nNepemMapkMpoBKM, a Takke MOofyvYeHHble OT MepBOHaYarbHOro
Npon3BOAMTENS;

AaTy npoBeAeHUst MOBTOPHbIX UCNbITAHUIA UNW AaTy UCTEYEHUSA CpoKa rO4HOCTM.

YnpaeneHue kayectsom (17.3)
578. (17.30) OpraHusauun, OCyLLEeCTBRSAIOLWNE NepeynakoBky U (MNu) nepemMapkUpoBKY, OOIMKHbI cO3faTb U

BHeApUTb 3(PMEKTUBHYIO CUCTEMY YMNpaBieHUA Ka4yeCTBOM, KaK ykasaHo B nyHktax 289 - 308 HacTtoawwmx [Npasun, a
Takke BECTU HEOBXOANMYIO JOKYMEHTALMIO.
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MepeynakoBka, NepeMapKkMpoBKa 1 XxpaHeHne hapmaLleBTUYECKUX
cybCTaHuMM 1 NpoMeXyTovHOM npoaykuum (17.4)

579. (17.40) MepeynakoBky, nepemMapkMpoBky W XxpaHeHne PC M NPOMEXYTOYHOW NPOAYKUMM Heobxoammo
OCYLLEeCTBNATb B COOTBETCTBUM C TpeboBaHusAMK HacTosAwmx [NpaBun, 4yToObl M3bexaTb nepenyTbiBaHUSA UMK yTpaThbl
NOANIMHHOCTM NGB0 YMcToThl PC MNN NPOMEXYTOUYHOWN NPOAYKLUM.

580. (17.41) lNepeynakoBKy HeOOXOOAMMO OCYLLECTBMNATb B COOTBETCTBYHLUMX YCIMOBUSX MNPOU3BOLACTBEHHOWN
cpeabl Ang npegoTBpalleHns KOHTaMUHaLUKM UNn NePeKPeCTHON KOHTaMMUHaUuK.

CrabunbHocTtb (17.5)

581. (17.50) Ecnn ®C mnv npoMexXyTOYHY MPOAYKUMIO NepeynakoBbiBalOT B Tapy (NEPBUYHYIO YMAKOBKY), TUM
KOTOpOW oOTnMyaeTcs OT ucnonb3dyemoro npoussoguteriem ®C mnyv NpoOMEXYTOYHOW NpoAyKuuu, TO Heobxoammo
uccnefoBaTb CTabunbHOCTb Ansi OOOCHOBAaHWSI YCTAHOBMEHHbIX [AaTbhl WUCTEYEHUS Cpoka rOAHOCTM WnM  AaThl
npoBeAeHUs NOBTOPHbIX UCMbITAHWIA.

Mepenava nHgpopmaumm (17.6)

582. (17.60) OpraHunsauun, ocyLLeCTBNSAOLME NepeynakoBKy 1 (Unn) nepemMapknpoBKy, AOIMKHbI NepeaaBaTtb BCO
WHOPMALMIO O KavyecTBe W pelleHMsX YMNONIHOMOYEHHOro dheaepanbHOro opraHa WCMONHUTENbBbHOM BRacTw,
nomny4yeHHyto ot npoussogutens ®C wunyv npomMexyTovyHOW npoaykuuu, npuobpetatento, a wHdopmaumio OT
npuobpeTtaTens - nponssoantento PC nnm NpomMeKyTOUHON NPOAYKLNN.

583. (17.61) OpraHusaumm, ocyLecTBAAIOLME NEPEYNaKkoBKy U (M) NnepemapkupoBky, npu peanunsauun ®C nnm
NPOMEXYTOYHOM NpoAyKuMM npuobpeTaTento AOKHbI yKa3blBaTb HaMMeEHOBaHME MEepPBOHaYanbHOr0 NPOU3BOAUTENS
®C unu NpomeKyToUHOM NPOaYKLMU U HOMeP (HOMepa) NOCTaBnseMon cepuun.

584. (17.62) OpraHusauun, OCYLLECTBSKOLWMNE NepeynakoBky M (MnM) nepemMapkupoBKy, 00si3aHbl Takke Mo
3anpocy YMOSIHOMOYEHHOro dyedeparnbHOro opraHa WCNOMHUTENbHOW BracTM npefocTaButb  MHGOPMAUMIoO O
nepeBoHavanbHoM npoussogutene ®C unu NPoOMEXyTOMHOM NpoAaykuuwu. lNMepBoHaYvanbHbI Npou3BoauTENb MOXET
NpefocTaBuUTb  Takyld  UHMOPMaUMIO  YNONMHOMOYEHHOMY  dbedepanbHOMYy  OpraHy  UCMOMHUTENbHOW — BRacTu
HenocpeaCTBEHHO MUIN Yepes CBOWX NpeacTaBUTEnNew.

585. (17.63) B oTHOWweEHUN JOKYMEHTOB, MOATBEPXOAMOLWMNX Ka4yecTBO, Heobxooumo cobntogaTb crneumarnbHble
TpeboBaHus, npegycMoTpeHHble NyHkTamu 492 - 496 HacToawmx Mpasun.

PaboTa c npeTeH3uamu n otaeiBamu (17.7)

586. (17.70) OpraHnsaumm, OCyLLECTBIIAIOWNE NepeynakoBKy U (Mnn) nepemMapkMpoBKY, OOMKHbI BECTU 3anncu
paccMOTpeHUs MPeTeH3nn 1 OT3bIBOB MO Npasunam, npefycMoTpeHHbIM nyHKTammn 562 - 567 Hactoawwmx lpasun, B
OTHOLLEHMWN BCEX NPETEH3NI 1 OT3bIBOB, KOTOPbIE NOMagatoT B cdepy MX AeATENbHOCTU.

587. (17.71) MNMpn HeobGXOQUMOCTU OpraHv3aumu, OCYLLECTBIISOLME MepeynakoBky W (Mnv) nepemapKupoBKY,
OOMMKHbI paccMaTpuBaTb MPETEeH3MI0 BMecTe C nepBOHayanbHbiM npoussogutenem ®C mnm NpPOMEXyTOYHON
npogykuun, 4tobbl onpegenuTb, crnegyeT nv npegnpuvHumaTtb AdanbHenve OeWCTBUS COBMECTHO C  ApyrvMu
npuobpetatensamu, KoTopble MoOrnuM nonyunTe Takne xe OC unu  NpomexyTouHylo npogdykuuio, nmbo c
YMNONHOMOYEHHbBIM hefieparbHbIM OPraHoM MCNOMHUTENbHOW BNacTu, nubo co BceMu 3anHTepecoBaHHbIMU CTOPOHaMM.
PaccnegoBaHve npuuMHbl MPETEH3UM WM  OT3biBa AOJPKHO MNpPOBOAUTLCA M 0POPMAATBCA  AOKYMEHTanbHO
COOTBETCTBYIOLLEN CTOPOHOM.

588. (17.72) Ecnu npeTeH3ns kacaeTcsa nepBoHavansHoro npomssogutens ®C unu npomexyTo4HON NPoAyKuUn,
TO 3anucu paccMOTPEeHUs MpPeTeH3Un, KOTOopble BeAyT opraHumsauuu, OCYLLeCTBNSIWME nepeynakoBky wu (unwu)
nepemMapKMpoBKY, AOJKHbI codepXaTb Nobble OTBETbl, MOMy4YeHHble OT MepBOHayanbHoro npoussoguntens ®C wnm
NMPOMEXYTOYHOM NpoAyKuun (BKMoYas AaTy v NpeaocTaBeHHyo MHopMaumio).

Pa6oTta c Bo3BpaTtamu (17.8)
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589. (17.80) Pabota c Bo3BpaTamu MPOAYKUMM AOMMKHA NPOBOAUTLCA B COOTBETCTBUM C TpeboBaHMSAMW,
YCTaHOBMEHHbIMM MNyHKTOM 561 HacToswmx [lpasun. OpraHv3aumy, OCYLLECTBASOWMNE MNepeynakoBky u (vnwu)
nepemMapKMpoBKY, OOIMKHbI BECTM LOKYMEHTaLUMI0 No Bo3BpaLLeHHbIM PC 1 NpoMEXXyTOYHOW NPOAYKLMN.

CNEUMAINBHOE PYKOBOACTBO MO ®APMALIEBTUYECKM
CYBCTAHUUAM, MPOU3BOOMMBIM MYTEM KYJNIbTUBUPOBAHNA KINETOK
NN ®PEPMEHTALINA (18)

O6wume TpeboBaHus (18.1)

590. (18.10) B nyHkTax 590 - 621 HacToawmx lNMpaBun onpegeneHsl cneuunansHble TpeboBaHUS OTHOCUTENBHO
koHTpons ®C nnu NpoMexyTo4YHON NPoAyKUMK, KOTOpble NPOU3BOAATCA NOCPEACTBOM KyNbTUBUPOBAHUSA KIETOK UNu
depMeHTaLmmM C UCMONb30BaHUEM NPUPOLHBIX UM PEKOMOUHAHTHBIX OpraHM3MoB. YKa3aHHble TpeboBaHMSA He OOMKHbI
paccMaTpvBaTbCA OTAENBHO OT APYrMX, NOCKONbKY TpeboBaHus, NpUBeAeHHbIE B APYIMX NyHKTax Hactoswmx Mpaswun,
Takke NPMMEHUMbl K Takon npoaykuuu. Onga "knaccudeckux" npoueccoB MOMyYeHUs HU3KOMOSEKYNAPHbIX BELLECTB U
AN NpoueccoB, B KOTOPbIX MCMOMb3YTCA PEKOMOWHAHTHbIE M HEPEeKOMOWHaHTHbIE OpraHu3mbl AN NpousBoACTBa
6enkoB 1 (MK) NOAMNENTUAOB, AOIMKHBI MPUMEHATLCS OOHWU U Te XKe NPUHUMNLI hepMeHTaLNN, XOTS CTENEHb KOHTPOIS
npu aTom OyaeT pasnuuHomn. B AaHHbIX NyHKTax ykasaHbl 3TW pasnuuusi, €Crim OHW CYLLECTBYIOT Ha npakTuke. CTteneHb
KOHTpOnsi BMOTEXHOMNOrMYECKUX MPOLIECCOB, UCMOMb3yeMbIX AN NPOM3BOACTBa GENKOB M MONMNEenTUAOB, Bbille, YEM
ONS KraccM4eckux npoueccoB doepmeHTaumn.

591. (18.11) TepmMuH "OMOTEXHONOrMYECKUIA NpOLLECC” OTHOCUTCS K UCMNOMb30BAHWUIO KIETOK UM OpraHM3mosB,
NOMYYeHHbIX UNN MOOUULMPOBAHHLIX NMOCPEACTBOM TexHonornm pekombuHaHTHon [OHK, rubpuaomHon munu gpyrow
TexHonormu, ¢ uensto npomssogactea PC. ®C, nonyyeHHble C MOMOLLbI0 BUOTEXHOMOMMYECKMX MPOLECCOB, OOLIYHO
COCTOSAAT U3 TaKMX BbLICOKOMOJIEKYNSAPHbIX COEOUHEHUN, Kak 6enku v nonunenTuibl, cneuuanbHble TpeboBaHusA B
OTHOLLIEHMN KOTOPbIX MpuBegeHbl B nyHkTax 590 - 621 HacTtosiwmx lNMpasun. Mo TexHonorun pekombuHaHTHom [HK
Take MOryT ObITb nonydeHbl onpeaeneHHble ®C ¢ HU3KOWM MONEKYNSPHOM MacCoWl, TakMe Kak aHTUOMOTMKM,
aMUHOKUCIIOTbI, BUTAMUHbI M YrreBoabl. YPoOBEHb KOHTPoONsA aTnx BuaoB ®C aHanormyeH ypoBHIO, NpUMEHSeMOMY Ans
Knaccuyeckon oepmMeHTauuu.

592. (18.12) TepmuH "knaccumyeckass epmeHTauma" OTHocuTCA K npoueccam nonyyvyeHna OC, B KOTOpbIX
NCNonb3ylTCA NPUPOAHBbIE MUKPOOPraHuMamMbl M (MN) MUKPOOPraHu3mbl, MOANMULMPOBAHHLIE OOLLENPUHATLIMM
MeTogamu (Hanpumep, NocpeacTBOM OBNydYeHUss uUnu xumumdeckoro mytareHesa). PC, nonyyeHHble NocCpencTBOM
"Knaccuyeckon depMeHTaumm”, OObIYHO SBNSAOTCA NPOAYKTaMW C HU3KOW MOJIEKYNSIPHOW MacCoW, TakuMmu Kak
aHTUOMOTUKN, aMUHOKUCIOTbI, BUTAMUHbI U YTNEBOAbI.

593. (18.13) Tpoussogcteo PC wAM NPOMEXYTOYHON MPOOYKLUMWM M3 KIETOYHbIX KynbTyp WM METOAOM
depMeHTaumMmM BKNoYaeT B cebsa Takme npouecchbl, Kak KynbTUBUMPOBAHME KIETOK UMM 3KCTparMpoBaHMe M OYUCTKA
MaTepuana, MOMyYeHHOro OT XMBbIX OpPraHM3MoB. JTWM NPOLECCHbl MOryT BKMAKYaTb [OOMOSHUTENbHbIE CTaguu,
ABMAIOLMECH YaCTbi0 NPOM3BOACTBEHHOrO MpoLecca, Takne Kak mnsnko-xmmuydeckas moaudumkaums. Vicnonbsyemoe
ncxogHoe cbipbe (cpenpbl, b6ydepHble KOMMOHEHTbI) MOXeT obecneunBaTb BO3MOXHOCTb pOCTa KOHTaMUHUPYHOLLMX
MWKPOOPraHn3MoB. B 3aBMcMMOCTM OT UCTOYHMKA, cnocoba nonyyveHuss u npegnonaraeMoro npumeHeHns ®C wnm
NMPOMEXYTOYHON MpoayKumm MoxeT OblTb HeobXoauM KOHTPONb OMOHarpysku, KOHTaMuHauuMnm Bupycamu u (Mnum)
3HOOTOKCMHaMM BO BPEMS NMPOM3BOACTBA MU MOHUTOPUHIa npoLecca Ha COOTBETCTBYHOLLMX CTaguUsX.

594. (18.14) Ons obecnedyeHns kayecTBa NPOMEXYTOYHOM Npoaykuumn n (unn) ®C Ha Bcex cTaamsax NpoM3BOACTBA
[OIKeH ObITb YCTaHOBMEH Haanexallui KOHTponb. HecMoTps Ha To, YTO HacTosLWwas rnaea NPUMEHSIETCS, Ha4YuHas co
CTagumn KynbTUBMPOBAHUSI KNETOK UNn oepMeHTaumm, NpeaLlecTByolWme cTagum (HanpuMmep, co3gaHue 6aHka KneTok)
HeoOXoOMMO OCYLLEeCTBNATb MpW  Haanexalwlem npou3BOACTBEHHOM KOHTpone. Hacrtosiwasi rmaBa oOxBaTbiBaeT
KynbTMBMpPOBaHMWE KNETOK U oepMeHTaumio, Ha4umHasa ¢ Toro MoMeHTa, Koraa u3 6aHka KneTtok u3snekatT nakoH ¢
KynbTYypOW KNeTOK ANs UCNONb30BaHWs B NPOU3BOACTBE.

595. (18.15) [Ona cBedeHVMs K MUHUMYMY pUCKa KOHTaMUHAUMXU NPOM3BOAUTENb [AOMMKEH WCMNOoNb30BaTh
Hagnexawiee obopygoBaHME W MNPOBOAWUTbL KOHTPOMb NPOM3BOACTBEHHOW cpedbl. KpuTepuu npuemnemoctv Ang
KayecTBa NPOU3BOACTBEHHOW Cpefbl U YacToTa KOHTPOMS 3aBUCAT OT CTaauM U YCNOBUA TEXHOMOMMYECKOro npouecca
(OTKpbITBIE, 3aKPbITbIE UMW U30NUPOBaHHbLIE CUCTEMDI).

596. (18.16) Npun TEXHONOMMYECKOM KOHTPOSIE HEODXOANMO YUYNTbIBAT:
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nogaepxaHune pabdouero 6aHka KneTok (ecrv oH nmeeTcs);
npaBuIbHbLIN MOCEB N POCT KyIbTypbl;
KOHTPOJSb KPUTUYECKMX paboyumx napaMeTpoB BO BPEMS KyNbTUBUPOBaHWS KNETOK UK doepMeHTauuu;

KOHTPOJIb npouecca pocTa KNeTokK, KUX XM3HECnocobHoCTH (,El,J'lFl GonblUMHCTBA npoueccoB KynbTUBMPOBaHUA
KJ'IeTOK) N NPpOoAYKTUBHOCTU, rae 310 NPUMEHNMO;

npoueaypbl cbopa U OYMCTKU, MPU KOTOPbIX NPOUCXOOUT yaaneHne KneTokK, KNeTOYHbIX OCTaTKOB U KOMMOHEHTOB
CpeA C OAHOBPEMEHHOW 3aLMTON MPOMEXYTOYHOW npoaykumm unm ®C oT KoHTammHaumm (0COBEHHO KOHTaMuHaLum
MUKPOGUONOrMieckon Npupoabl) 1 OT yXyALIEHUS Ka4ecTBa;

KOHTpOINb OuoHarpy3km M YPOBHEW 3SHOOTOKCMHOB (NMpM HEOBGXOAMMOCTM) Ha COOTBETCTBYHLUMX CTagusax
TEXHONMOrMYeCcKoro npoLecca;

BOMpPOCHI BVIpyCHOIZ ©e3onacHocTu.

597. (18.17) Tam, rge 3TO NPUMEHUMO, AOSMKHO ObITb AOKa3aHO, YTO KOMMOHEHTbI cpen, 6enku KneToK-X03sieB,
Opyrue cBs3aHHble C NPOLLECCOM M COMYTCTBYIOLLME NPOAYKLUN NPUMECU N KOHTAMUHAHTbI yaaneHsbl.

MoppepxaHve HGaHka KNeTok u BegeHue 3anvcein (18.2)
598. (18.20) docTyn k 6aHKam KNeTok AOmKeH OblTb paspeLleH TOMbKO NMuaM, MMELLMM Ha 3TO MOSTHOMOYUS.

599. (18.21) baHkK KNETOK LOIMKHbI XPaHUTLCS B YCIOBUMSX, crneumanbHO npefHasHavyeHHbIx ans obecneveHus
NnoAaepKaHNst XXM3HECNOCOOHOCTM KNETOK U NpeaoTBpaLLEHUS KOHTaMUHALNN.

600. (18.22) lNMpounsBoanTenb SOMKEH BECTU U COXPaHATb 3anncu UCNONb30BaHUA 1 YCITOBUA XpaHeHUst hNlakoHOB
13 6aHKOB KMNeToK.

601. (18.23) B cny4yae HeobGxoguMMOCTU ©OaHKM KIeTOK [OIDKHbI MEepUoguYecKn MNpPOBEPSTbCSA C  LEnbho
onpegeneHns nx NpUrogHoCcTy Ansi UCMOSIb30BaHUS.

602. (18.24) Ecnn HopmaTuBHbIMKM MpaBoBbIMKU akTamu Poccuickon depepaumm ycTaHOBMNEHb! cneunanbHble
TpeboBaHNsi B OTHOLLEHWM coaepXaHusl OaHKOB KNeTOK, Takme TpeboBaHUs LOIMKHbI cobnogaThes.

KynbTuBnpoBaHue knetok unun pepmertaums (18.3)

603. (18.30) Ecnu knetouHble cybcTpathl, cpedbl, 6ydepbl 1 rasbl HeobxoamMMo [o06aBNATL B aCeNTUYECKUX
YCINOBMSAX, TO MO BO3MOXHOCTW [OOSMKHBI MCMOMb30BaTbCS 3aKpbIThle MMM M30NUMPOBaHHble cucTembl. Ecnn noces B
nepBOHaYanbHOM €MKOCTM WNW nocregylowme nepeHocbl wnu gobaeneHusi (B 4YacTHocTW, cped, 6Oydepos)
BbIMOSHAOTCA B OTKPbITbIX EMKOCTSIX, TO HEOOXOAMMO OCYLLECTBISATL KOHTPOSMb M COOTBETCTBYIOLIME Npoueaypbl Ans
CBEAEHNS K MUHUMYMY pUCKa KOHTaMWHaLWK.

604. (18.31) Ecnn MmynkpobHas koHTaMUHaLUMsi MOXET NOBNUATL Ha kavecTBo PC, To onepauun ¢ UCMONb30BaHNEM
OTKPbITbIX EMKOCTEeN [AOMKHbl npoBoauTbcs B 6okce, obecneumBatollem Ouvonornyeckyto 6Ge3onacHoCcTb, WM B
NPOM3BOACTBEHHOW Cpee, KOHTPONMPYEMON Taknm e obpasom.

605. (18.32) lMNpu paboTe ¢ KynbTypamu KMETOK nepcoHan AormkeH ObiTb O4eT B CrneumanbHyl oaexay wu
cobntogaTh cneumarnbHble Mepbl MPegoCTOPOXHOCTMY.

606. (18.33) [na obecneyeHnss MNOCTOSAHCTBA YCTAHOBIIEHHOrO npouecca MNPOW3BOAMTENb  OOJDKEH
KOHTpONMpoBaTb KpuTuyeckme pabouve napameTpbl (Hanpumep, TemnepaTypy, pH, CKOpocTb nepemelumBaHus,
pobaeneHve rasos, AaerneHue). Takke NpoM3BOAMTENb LOIMPKEH KOHTPONUPOBATb POCT, XM3HECMOCOBHOCTb (Ans
6ONbLIMHCTBA NPOLECCOB KyNbTUBMPOBAHMSA KMETOK) W, rae 3TO MPUMEHUMO, NPOAYKTMBHOCTb kreTok. Kputnyeckune
napameTpbl OydyT pasnuuHbiMM OT Mpouecca K npoueccy, M AN Krnaccuyeckonm epMeHTauum MOXeT He
noTpeboBaTbCA KOHTPONb ONpeAerneHHbIX NapamMeTpoB (HanpuMep, XM3HEeCcrnoCoBHOCTU KNEeTOK).
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607. (18.34) O6opynoBaHue, UCNonb3yemoe Ansi KyNbTUBUPOBAHUSA KIETOK, MOCMNE MCMOSb30BaHUS AOMKHO ObITb
OYULLEHO 1 CcTepunuaoBaHo. Npu HeobxoanmocTn obopyaoBaHue Anga NpoBefeHUs hepMeHTaLnn Takke JOIMKHO ObiTb
OYMLLEHO, NOABEPIrHYTO CaHMTapHOM 06paboTke nnn cTepunn3oBaHo.

608. (18.35) [lutaTtenbHble cpedbl MNeped WX WCMOMb3OBaHMEM HeobXoAMMO  CcTepunu3oBatb  Anis
npenoTBpaLleHnst HebrnaronpUATHOro BNMUsiHMSA Ha kadecTeo PC.

609. (18.36) lNMpousBoauTens AOMKEH YyTBEPAUTb MpoLeaypbl AN BbIBNEHUS KOHTaMWHAUMKM U onpeneneHus
OEeVCTBUN, KOTOpble HEOOXOAMMO OcyLLecTBUTb. K HUM OTHOCATCA npouenypbl onpeaeneHns BAUSAHUS KOHTaMUHALMK
Ha NPOAYKUMIO M npouenypbl AeKOHTamuHauuum oDOpyooBaHUS U BO3BPALLEHUS €r0 K COCTOSIHMIO, MO3BONSOLLEMY
ucnonb3oBaTb 3TO 0O60pPyAOBaHME A9 NPOM3BOACTBA NOCNEAYOLWUX CEPUN.

610. npOI/ISBOJJ,I/ITeJ'II: OOIKeH npu HeobxoaMMocCTun I/Iﬂ,eHTMd)MLI,MpOBaTb NOCTOPOHHNE  OpraHn3mbl,
06Hapy)KeHHbIe B XoAae npoLeccoB CbepMeHTaLl,I/II/I, M OUEHUTb BInAHUE UX MNMPUCYTCTBUA Ha KayveCTBO NpPOAYKUUN.
Pe3y1'|bTaTbI Takmx OLEHOK [OJDKHbl ObITb NPUHATBI BO BHMUMaHME nNpu peweHnn BoOnpoca O BO3MOXHOCTU
MCnoJib3oBaHMA NMoJiy4eHHoro matepuana.

611. (18.37) lNpoussoanTenb OOMKEH COXPAHSTb 3arn1cu Cnyyaes BbisiIBIEHNA KOHTaMUHALMN.

612. (18.38) Nocne ouncTKM yHMBEpPCanbHOro (NpegHa3Ha4YeHHoro Assi MpoM3BoACTBa MHOTMX BUAOB MPOAYKUMMK)
obopygoBaHWs Mexay UuuMknamu 1o  MpoM3BOACTBY pasHOW Mpoaykumm MoxeT noTpebosaTbCa npoBedeHue
AONONMHUTENbHbIX UCMbITaHUN C uenbio ceegeHna K MUHUMYMY pUcka I'IepereCTHOIZ KOHTaMUHaUnun.

C6op, BbligeneHne n ounctka (18.4)

613. (18.40) Ctagum cbopa Kak ans yaaneHus KNneToK UM KNeTOYHbIX KOMMOHEHTOB, TakK U Anga cbopa KNeTo4YHbIX
KOMMOHEHTOB Nnocne paspyLleHna OO0 KHbl OCYLLeCTBIIATLCA C NOMOLLbIO O60py,D,OBaHI/IF| M B 30HaX, npegHa3Ha4YeHHbIX
ana ceegeHnda K MUHUMYMY pUCKa KOHTaMUHaUnn.

614. (18.41) Tlpouegypbl cbopa W  O4YMCTKM, MNO3BOMSAWME yAansaTb WM MHaKTMBMPOBATb
MMWKPOOPraHM3M-NpPOAYLEHT, KIETOYHbIE OCTaTKM U KOMMOHEHTbl cped (NpyM CBEOEHUM K MUHMMYMY paspyLUeHus,
KOHTaMMHaLMN U CHWKEHUS KayecTBa), OOIMKHbI obecneyvMBaTb MNOSyYEeHWE MPOMEXYTOYHOW npoaykumm unm OC
NOCTOSIHHOIO KavecTBa.

615. (18.42) MNocne ucnonb3oBaHWsi Bce 00OpyaoBaHUE OOIMKHO ObiTb OYULLEHO U MOABEPrHYTO CaHMTapHON
obpaboTke B YycTaHOBReHHOM nopsigke. [Mpon3BOACTBO HECKOSbKMX MOCNenoBaTesibHbIX CEPU  MPOMEXYTOYHOM
npoaykuum n ®C 6e3 ouncTkn o6opyaoBaHUSA SONYCKAETCs TOMbKO B TOM Crlydae, ecriv 3TO HE OKa3biBaeT BMUSIHUSA Ha
MX Ka4yecTBO.

616. (18.43) NMpKn Mcnonb3oBaHNM OTKPbITBIX CUCTEM OYUCTKA LOJDKHA MPOBOAMTBLCS B KOHTPOMNMPYEMbIX YCIOBUSAX
NPOM3BOACTBEHHOW Cpefbl, 00ecnevmBaloLLMX COXpaHEHNE KavyecTBa NPOAYKLUN.

617. (18.44) Ecnn obopygnoBaHue ucnonb3yetcs AN Npou3BOACTBA Pas3fUYHbIX BUAOB NPOAYKLMKW, TO MOTyT
NPUMEHSATLCS LOMNOMHUTENBHBIE BUAbLI KOHTPOSS, TakMe Kak UCMOMb30BaHME creumanbHbIX XpoMaTorpadmyecknx CMor
U NpoBefeHne SOMNOMHUTENBHbBIX UCMbITaHUN.

Ctaguun yganeHus unm ndaktueaummn smpycos (18.5)

618. (18.50) Ecnn HopmaTuBHbIMKM MpaBoBbIMU akTamu Poccuickon depepaumm ycTaHOBMNEHbI cneunanbHble
TpeboBaHNsi B OTHOLLEHWM yOANEeHNs U MHaKTMBALMKN BUPYCOB, Takne TpeboBaHUs OOMKHbI cObnoaaThCs.

619. (18.51) Ctaguu yganeHus n MHaKTMBaUMM BUPYCOB SBNSAIOTCA KPUTUYECKUMW cTagusiMu obpaboTku ans
HEKOTOpPbIX NMPOLECCOB, U UX HEOBXOAMMO OCYLLECTBNATL B NpeAenax napaMmeTpoB, NpoLleaLlwnx Banugaumio.

620. (18.52) MNpomnssoanTens AOMKEH NPUHMMaTb HagnexalimMe Mepbl NPegoCTOPOXHOCTU ANA NpeAoTBpaLleHms
NoTeHUManbHOW KOHTaMMHaUMM BMpycamMu MPOAYKUMMW, Npolledlwen cTagun yaaneHns unn MHaktmeauum BUPYCOB, OT
nNpoayKuum, KoTopas 3TM ctagumn He npoluna. NMostomy 06paboTKy B OTKPbITbIX CUCTEMAX HEOOXOAMMO OCYLLECTBIATL B
30HaX, OTAENEHHbIX OT APYrnMxX 3TanoB TEXHOMOrMYeckoro npouecca M MMeKLWMX OTAEeNbHble CUCTEMbl 00paboTku
BO3ayXxa.
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621. (18.53) OgHo un TO e obopygoBaHMe, Kak MPaBuo, HE UCMOSb3YIOT Ha PasfNYHbIX CTaausaX OuMCTKU. Ecnn
HeobxoaMMO uMcnonb3oBaTb OAHO U TO e 0bopygoBaHue, neped MOBTOPHbIM MCMOMb30BaHMEM ero Heobxoammo
Hagnexawmm obpasom OYMCTUTbL U MOABEPrHyTb CaHuTapHon obpaboTtke. lMpoussogutenb OOMKEH NpeanpuHNMaTh
Hagnexaline Mepbl NPefoCTOPOXHOCTM AN NpeaoTBpaLLeHsl BO3MOXHOro nepeHoca BMPYCOB C NpeablayLimMx cTaani
(Hanpumep, Yepe3 06opyaoBaHNe NNy NPOU3BOACTBEHHYIO Cpeay).

S®APMALIEEBTUYECKUE CYBCTAHLIMWN, NMPEAHA3SHAYEHHbLIE
AnA KNMHNMYECKUX MCCNEOOBAHUA (19)

O6wwme TpeboaHusa (19.1)

622. (19.10) He Bce BMAObl KOHTPOMs, ONWCAHHbIE B NMPebIAyLLUX MYHKTAX HacToAWEeNn rnaBbl, MPUMEHUMbI MpU
nponsBoacTee opurnHanbHon ®C, npeaHasHadeHHOM ANS MPOBEAEHUS UCCeLOBaHUA BO Bpemsi ee pa3paboTtku. B
nyHkTax 622 - 644 HactosAwmx Mpasun npuBeaeHbl cneunanbHble TpeboBaHus K aTum OC.

623. (19.11) KoHTpomnb, ocyuwlectBngembld npu npoussoactse PC, npegHasHayeHHbIX ONS  KIAMHUYECKUX
nccnegoBaHWi, OOMKEH COOTBETCTBOBaTb (hase pa3paboTkm NekapCTBEHHOro npenapara, B COCTaB KOTOPOro BXOAUT
®C. [lpouecc n MeTOOUKM MCCnenoBaHWA AOSMKHbI OblITb MMOKMMK Onst obecnevyeHus BO3MOXHOCTUM BHECEHUS
N3MEHEHN MO Mepe HaKOMMEHUs 3HAHUIM O MPOLIECCE M NPOOBWKEHUS] UCCIeLOBaHNA NEKAapCTBEHHOrO npenapara oT
OOKNUHMYECKUX WCCNEAOBaHUM K KIMHMYECKUM uccrnegoBaHuaMm. Korga paspaboTka nekapCTBEHHOro npenapaTa
Jocturaet ctagum, Ha kotopon ®C nonyyalT Ang NpUMEHEHUs B NieKapCTBEHHOM npenapaTe, npegHasHavYeHHOM s
KIMHUYECKUX UCCIeA0BaHNA, NPOM3BOANTENN OOIMKHbI rapaHTMpoBaTth, 4To ®C nponsBedeHbl C MOMOLLLI NOAXOASLLMNX
TEXHUYECKNX CPEACTB C MCMOMb30BaHNEM COOTBETCTBYIOLLUX Mpoueayp NPOM3BOACTBA M KOHTPOMs, HEOOXOOUMbIX AN
obecneyeHns kayectea ¢C.

KauectBo (19.2)

624. (19.20) Mpu npomsBoactBe PC, npegHasHaYeHHbIX ANs KIMHUYECKMX WCCnefoBaHui, Heobxoanmo
NPUMEHATbL COOTBETCTBYHOLLME TpeboBaHUA HacToAwmx MNMpaBmn 1 Hagnexallyt npoueaypy o4o0peHnst Kaxxaomn cepun.

625. (19.21) Heobxoammo opraHnsoBaTtb HedaBucumoe(ble) OT NPOM3BOACTBA nodpasgeneHve (nogpasgeneHns)
KadecTBa Anst o4o06peHUs Unmn oTKIoOHeHNs kaxaon cepumn PC, npegHasHaYeHHON ANst KNMMHUYECKUX NCCnefoBaHNN.

626. (19.22) HekoTtopble M3 (PyHKUMIA MO NPOBEAEHMIO UCMbITAHWI, BLINMOMHAEMbIX OObIMHO MnoapasaeneHnem
(nogpasgeneHnsiMn) kayecTsa, MOXXHO OCYLLIECTBNATL B APYTMX NOAPa3AeneHUsIX.

627. (19.23) MeponpuaTna B OTHOLLIEHMM KayecTBa [OIMKHbl BKNHOYATb CUCTEMY UCMbITAHUA UCXOAHOrO ChIpbs,
YNaKoBOYHbIX MaTepuUarnos, MPOMEXYTOYHOM Npoaykummn n OC.

628. (19.24) MNpownsBognTenb AOMKEH aHanuM3npoBaTb NPobGrembl, CBA3aHHbIE C NPOU3BOACTBOM U KayeCTBOM
®C, npegHasHaYeHHbIX 4118 KIMHUYECKNX UCCneaoBaHni.

629. (19.25) Tekct mapkupoBkun OC, npegHasHayeHHbIX ONs1 KIMHUYECKUX WCCredoBaHUn, Heobxoammo
Hagnexawmm obpasom KOHTponvpoBaTb. B HemM [omkHO ObiTb ykaszaHO, 4YTO BELLEeCTBO NpeaHasHavyeHo aAns
nccnenoBaTenbCkux Lenen.

MomelleHns n o6opynoaHue (19.3)

630. (19.30). Bo BpeMsi Bcex a3 KIMHUYECKOTO UCCIe40BaHNS, BKIOYas NCNOSb30BaHNE OMbITHBIX Y4aCTKOB UMK
nabopartopun ana npomsBoactBa cepui ®C, npeaHasHaYeHHbIX AN KIUMHUYECKUX WCCNEeAOBaHWN, OOMKHblI ObiTb
npeaycMoTpeHbl Npoueaypbl, rapaHTupylowme, 4to obopygoBaHue npoKanvbpoBaHO, OYULLEHO W COOTBETCTBYET
CBOEMY HasHa4eHuIo.

631. (19.31) lNopsigok akcnnyaTtaumm obopyaooBaHMs OOMMKEH rapaHTUMpoBaTb MpoBedeHue paboT C MCXOOHbIM
CblpbeM Takum 06pa3om, 4Tobbl CBECTU K MMHUMYMY PUCK KOHTaAMUHALIMKN 1 NEPEKPECTHON KOHTaMUHaLUN.

KoHTponb ncxogHoro cbipbs (19.4)
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632. (19.40) WcxogHoe chipbe, ucnonb3dyemoe npu npoussoactse ®C, npeaHasHayeHHbIX AN KIAMHUYECKUX
nccregoBaHuin, Heo6xoaMMO OLEHMBaTL NMOCPEACTBOM NPOBEAEHUS UCTBITAHWMI UK NOofyYaTe BMECTE C pe3ynbTaTamu
aHanusa, NpoBedeHHOro nocraBLMKOM. [ponsBoguTenb Takke AOSMKEH NPOBOAUTL UCMbITAHWE MCXOOHOMO Chipbsi HA
NoASIMHHOCTb. ECnn BeLwecTBO cUMTaeTCst onacHbIM, TO AOCTATOMHO aHanm3a, NPOBEAEHHOrO NOCTaBLLUKOM.

633. (19.41) B HekoTOpbLIX criy4yasix NPUroAHOCTb UCXOAHOrO Chipbsl MOXHO OnpefensTb nepes 1cnonb3oBaHNeM
Ha OCHOBaHWW Pe3yrnbTaToB, MOMyYEHHbIX MNPV MPOBEAEHUM peakuun Hebonblioro macwTaba (TO eCcTb MCMbITaHWi
PYHKLMOHaNbHOW NPUrogHOCTH), YTO NMpeanoyTUTeNbHEe, YeM NPOBEAEHNE TOSNBKO aHANUTUYECKMX UCTIbITAHNNA.

MpounssoacTeo (19.5)

634. (19.50) Mpoussoacteo PC, NpegHa3HAYEHHbIX ANS KITMHUYECKUX NCCneaoBaHnii, Heobxoanmo uKCnpoBaThb
B nabopaTopHbIX XypHarnax, B 3anucsax Ha CEepuio UMK C MOMOLLbI APYrMX MOOXOOSAWMX CPeAcTB. OTU OOKYMEHTbI
OOJIDKHBI BKITOYaTh MHAopMauuio 06 ncnonb3oBaHUK MaTepuanos, 06 o6opyaoBaHMM, TEXHONOIMYECKOM MpoLiecce, a
Takke Hay4Hble HabngeHus.

635. (19.51) Oxupaemble BbIXoObl NPOAYKUUM MOFYT OTNUYATLCA OT OXMAAeMbIX BbIXOOOB NPOAYyKUUM B
npoueccax, BbINMOMIHAEMbIX B MPOMbILSIEHHOM MacwTabe, u ObiTb MeHee ornpefeneHHbIMU MO CPABHEHUID C HUMM.
PaccnenoBaHus NPUYNH OTKITOHEHWUI OT BENMYMHBI OXKMOAEMOro Bbixoda He TpebyeTcs.

Banugaumsa (19.6)

636. (19.60) Ecnu nponsseneHa ogHa cepus PC nmubo ecnu uaMeHeHUst npouecca Bo Bpems paspabotku OC
JenawT BOCMNPOM3BOACTBO CEPUIN 3aTpPyOHWUTENbHLIM WM HETOYHbIM, Banugaums npouecca npomssoactea OC,
npegHasHa4YeHHOW AN KIMHUMYECKUX uccnegoBaHui, oObIMHO HeuernecoobpasHa. Ha atom cragum paspaboTtku
kayectBo ®PC obecneymBaeTcd COYETaHMEM KOHTPOMS, KanmubpoBku U npu HeobxoammocTy kBanudukaumm
obopyaoBaHus.

637. (19.61) Ecnn cepun nponsBoadaTcs 4119 KOMMEPYECKOro UCMOSb30BaHMs, Banvaauuo npotecca Heobxoanmo
nNpPoBOAUTbL B COOTBETCTBUM C NyHKTamu 511 - 539 HacTosawmx [NpaBun, gaxe ecnu TakMe cepuym Npou3BogaTcs B
OMbITHOM WSN OMbITHO-NPOMBILLITIEHHOM MacLuTabe.

N3meHeHus (19.7)

638. (19.70) lNpomsBogMTenb OOSMKEH BHOCUTbL COOTBETCTBYKOLLME M3MEHEHMS BO Bpems pa3paboTkM no mepe
NpuobpeTeHNss HOBbIX 3HaHWI M pocTa macwTaba npousBoacTea. Kaxgoe M3amMeHeHne B TEXHOMOMMYECKOM MnpoLecce,
crneumdpuKkaumsix nnm meToamkax UCrnbiTaHNN HEOOXOANUMO Haaexallmm obpa3om perncTpmpoBaThb.

JTaGopaTtopHbI koHTpOrb (19.8)

639. (19.80) HecmoTpss Ha TO, 4YTO aHanMTUYECKNE METOOMKW, WCMOoNb3yemble AN oueHku cepun OC,
npegHasHa4YeHHoW ANsl KIIMHUYECKMX MCCIegoBaHWA, MOTYT ele He MPOWTU BanuMaaumio, OHU OOSKHbl ObITb Hay4HO
00OCHOBaHbI.

640. (19.81) NpownsBoanTEnb OOIMKEH OPraHN30BaTb CUCTEMY XpPaHEHUS apXMBHbIX 06pa3uoB Bcex cepui. JTa
cucteMa foimkHa obecnednBaTb COXpaHEHME [OCTATOYMHOro KOMMYECTBa KakAoro apxuBHoro obpasua B TeyeHue
YyCTaHOBMEHHOIO Neproga BpeMeHu nocrne ogobpeHnsi, 3aBepLUeHns Unm 0T3biBa 3asBKN Ha permctpaumio.

641. (19.82) OnpeneneHne gatbl UCTEYEHNSA CpOKa rOAHOCTM W AaTbl NPOBEAEHUSI MOBTOPHbLIX UCMbITAHWUMA, Kak
ykaszaHo B nyHktax 504 - 507 Hactoswmx [lpaBun, MNpMMEHMMO MO OTHOLWEHW K cyulectsyowum @C,
npefHasHa4YeHHbIM AN KIMHUYECKNX ncenegosanui. Ona HoBbix ®C, HAXOAAWNXCA HA PaHHUX CTagusAX KIMHUYECKMX
nccnenoBaHui, TpeboBaHus, ykaszaHHble B nyHkTax 504 - 507 HacToswmx NpaBun, 0ObIYHO HE NPUMEHSIOTCA.

HokymeHTauma (19.9)
642. (19.90) Cucrtema [OKyMeHTaLMM [OIDKHA rapaHTMpoBaTb, YTO WHQoOpMauus, nonyyeHHas B xoAe

paspaboTkn u npoussoacTea ®C, npeaHasHayYeHHbIX ONs KIMMHUYECKUX WUcCredoBaHWi, GyaeT AOMKHbIM 0Gpa3oM
ocbopmIieHa AOKYMEHTamNbHO U AOCTYMNHA A4S UCNOSb30BaHMS.
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643. (19.91) PaspaboTka 1 npUMeHeHNe aHanMTU4YEeCKUX METOAMK, NCMOSb3yeMbIX ANs NOATBEPKAEHMS BbiNycka
cepun ®C, npegHasHa4YeHHOW AN KMMHUYECKUX nccnegoBaHnii, OMKHbI ObITb 0POPMINEHbI AOKYMEHTarbHO.

644. (19.92) MNMpoussooutenb AOMKEH pa3paboTaTe U BHEAPUTL CUCTEMY XPaHEHWsI 3anucen no NpPou3BOACTBY U
KOHTPOIO N COOTBETCTBYHOLLIEN AOKYMEHTauMm. OT1a cuctema gormkHa obecneumBaTtb XpaHEHUE 3anucen u JOKYMEHTOB
B TEYEHNE YCTaHOBIMEHHOIO Neproga BpemMeHu nocne ogobpeHns, 3aBepLUeHmns Uy 0T3biBa 3a8BKM Ha permcTpaumio.

TEPMWHbI N ONPEQENEHUA (20)

645. [Ina uenen HacTosLLelN rnaBbl KPOMe TEPMUHOB U ornpeaeneHuin, npegyCMoTpeHHbIX rnason |l HacToAwmnx
MpaBurn, UCNOMb3yITCA TaKKe CreayloLmne OCHOBHbIE NOHATUS:

GuoHarpyska - ypOBE€Hb W BWO MUKPOOPraHuM3MoB (Hanpumep, Henpuemnemble WM O0MNyCTUMbIEe
MWUKPOOPraHnambl), KOTOpble MOryT MPUCYTCTBOBaTb B WCXOOHOM Cbipb€, WCXOAHOM Chipbe [Ans Npou3BOACTBa
dhapmaueBTUYECKOl CyGCTaHLUMKN, NPOMEXYTOUYHOW NpoayKUUM Unu B hapMaLeBTUYeckoi cybeTaHumn. BrioHarpysky He
crieayeT cuuTaTb KOHTaMUHAUMEN, ecrniv ee YPOBHU He MPEeBbIA0T YCTaHOBMEHHbIE NpedesibHble 3Ha4YeHWUs Unu He
0BHapy>XeHbl MUKPOOPraHn3Mbl, onpeaensiemble Kak HeqonycTUMbIE;

BCTiOMoraTenbHble MaTepuanbl - MaTepuanbl, 3a WCKMIOYEHWEM pacTBOpPUTENEN, KoTopble SBMATCS
BCroMoraTenbHbIMU NPpU NMPOVU3BOACTBE NMPOMEXYTOYHOM NPOAYKUMU UNK chbapMaLeBTUYeCcKo cybcTaHUuM M camu No
cebe He y4yacTBYIOT B XMMWYECKOW WM GUOMOrMYeckor peakuun (Hanpumep, UNbTpyOWMe MaTepuarnsbl,
aKTVBUPOBAHHbIV Yronb);

BbIXO4 OXNOaeMbIA - KONNYECTBO mMaTtepuana unn npoueHT OoT TeopeTU4eCKoro Bbixoaa, oXXnagaemble Ha no6orn
COOTBeTCTByPOLLI,eﬂ CTagnn TeXHONnorn4eckoro npouecca, OCHOBaHHbIE Ha AdaHHbIX, NpeaBapuUTesibHO MOJTyYeHHbIX nNpu
npon3BoaCcTBeE 3TONro Martepuana B na60paToprlx, OMbITHbIX TN NPOMbILUNEHHbIX YCIIOBUAX]

BbIXo4 TeOpeTI/I‘-IeCKI/IIZ - KONnn4yecTtBO, KOTOpO€ onpegeneHo Ha OCHOBaHUM Konn4yectBa WCNONb3yemMoro
mMaTtepuana un MOXeT ObITb npon3segeHo Ha ntobowm COOTBeTCTByI'OLIJ,eI7I CTagmnm TexXHONOrm4eckoro npouecca npu
ycnosumn OTCyTCTBUA Kakux-nmobo noTepb nnn OTKITOHEHUI B yCcnoBuax peanbHOro TeXHOJ10rm4ecKkoro npouecca,

JaTa UCTeYeHUs cpoka FOAHOCTM - AaTa, yKasaHHasi Ha ynakoBke M (Unu) aTukeTkax dapMaueBTUYECKON
cybcTaHumm n obosHavalolwas nepuos BpPEMEHW, B TEYEHWE KOTOPOro Mpu XPaHEHUW B YCTAHOBIIEHHbIX YCIOBUSIX
XapakTepucTukmn hapmaLeBTUYecko CcybCcTaHUMM JOIMKHbI OCTaBaTbCsl B npegenax cneuudukauui, U no mcrtedeHun
KOTOPOro hapmMaLieBTUHECKYO CyOCTaHLMIO HENb3si UCNOMb30BaTh;

AaTta MOBTOPHOrO MCMbITaHWUs - AaTta MNpOBEAEHUsI MOBTOPHOrO KOHTPOMS mMatepuana Ans noATrBepXOeHusi ero
NPUrogHOCTM AN AanbHEWLWero MCnob30BaHus;

NCXOOHOE Cbipbe ANS NPOM3BOACTBA hapmaLeBTUYECKON CyOCTaHUMM - Cbipbe, MPOMEXYTOYHAs NPOAYKLMS UK
apyrve dapmaueBTudeckne cybcTaHuum, KOTopble UCMOMb3YITCA ANS NPou3BoACcTBa hapMaueBTUYECKNX CyOCTaHUMM
N BXOOAT B CTPYKTYpy hapMaueBTMYeCKon CybCTaHuum B KayecTBE BaXKHOrO CTPYKTYpHoOro cpparmeHta. McxogHoe
Cbipbe 41181 NpoM3BoACTBa hapMaLeBTUYECKON CcyOcTaHUmMm MoxXeT 6bITb NprobpeTeHo NPon3BOAMTENEM MO AOrOBOPY Y
OOHOMO WM HECKOSbKMX MOCTaBLUMKOB, NMOO MOXET MPOM3BOAMTBCA MM CaMoCToATenbHO. McxogHoe cbipbe Ond
npou3BoAcTBa apMaueBTUYEeCKOW cybCcTaHuuM, Kak NpaBuIio, MMEeeT YCTaHOBIEHHbIE XMMWYECKME CBOWCTBA W

CTPYKTYPY;

KOMMbIOTEPHAsi CMCTEMA - rpyrnna KOMMOHEHTOB annapaTHOro obecnevyeHmst 1 COOTBETCTBYIOLLIEr0 NPOrpaMmMHOro
obecneyeHunsi, CNpOeKTMPOBaHHAsA U CMOHTMPOBaHHAasi TakMM 06pa3oM, YTOObI BbLIMOMHATL onpeaeneHHy yHKLMIO
unun Habop yHKUNIA;

KOHTaMUHaUWs - HexXernaTeSlbHoe BHEeCeHWEe MpUMeceit XMMUYECKOM MM MUKPOBMOMornyeckon mpupodbl umm
MHOPOZHbIX BELLECTB B MCXOAHOE CbIpbe, MPOMEXYTOUHYIO Npoaykuuio unu ®C Bo BpeMsi TEXHONMOMMYECKOro npoLecca,
oT6opa Npob, ynakoBKu UMW NepeynakoBKn, XpaHEHWs! UMK TPAHCMNOPTUPOBKY;

KPUTEPUM  MPUEMIEMOCTU  (OOMYCTMMbIE HOPMbI) - YWCMOBble Mpedenbl, WHTepBanbl WM Opyrue
COOTBETCTBYHOLLUE MEPbI OIS NPUHSITUS Pe3ynbTaToB UCTbITAHWIA;

KpVITI/ILIeCKI/IIZ - TEPMWH, OTHOCALLUMACA K ﬂpOVI3BO,D,CTBeHHOIZ Ctagunn, ycnoBuiko TexXHOJIorm4eckoro npouecca,

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 79 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

TpeboBaHMO MCNbITaHUA unu nNobomy Apyromy CyLeCTBEHHOMY napameTpy wnv npeameTy, KOTopble [OMKHbI
KOHTPONMpOBaTbLCH B Npedenax 3adaHHbIX KpUTepues ANnd obecrneyeHusi COOTBETCTBUS NEKAapCTBEHHOro cpeacTsa u
(vnn) dbapmaueBTnYecKkomn cybcTaHUnm yTBEPXAEHHOW crneundmrkaumm;

maTepuan - oblee MoHATME, obo3Havawllee Cbipbe (MCXOOHOE Chipbe, PeakTWBbl, PacTBOPUTENN),
BCMOMoraTenbHble MaTtepuanbl, MPOMEXYTOYHYIO MNPOAYKUMIO, (DapMaLeBTMYECKYH CyGCTaHUMIO, YMNaKOBOYHbIE
maTtepuansl, MaTepuans! Ansa MapKUpPOBKY;

MaToYHasi XWAKOCTb - OCTaTOYHas XXMAKOCTb MOCMe MPOLIEeCCOB KpuUcTannusaumvm unu BbiaeneHusi. MaTodHas
XXMOKOCTb MOXET coaepxaTb HenpopearpoBaBLUME BELLECTBA, MPOMEXYTOUYHbIE MPOAYKTbl, HEKOTOPbLIE KONMMYecTBa
dapmaueBTHnyeckon cyoctaHumm n (unu) npumeceini. OHa MoOXeT ObITb MCNONb30BaHa AN AarnbHenwen o6paboTky;

obecneyeHne KayecTBa - COBOKYNMHOCTb BCEX OpraHm3alNOHHbIX MepOI'IpMﬂTI/IIZ, HanpaBJieHHbIX Ha obecne4veHne
TOro, 4Tobbl BCE NeKapCTBEeHHbIE CpeacTBa U (VIﬂVI) (*)apMaLl,eBTI/I‘-IeCKI/Ie Cy6CTaHL|,l/|I/I MMenn KadecTBO, Heobxoanmoe
and nx npeagnoniaraemMmoro npyuMmeHeHud, a Bce CMCTeMbl Ka4eCTBa noaaepxmBajincb B pa60qu COCTOAHUN;

OTKITOHEHue - oTCTynsieHme ot yTBepm,quHon WMHCTPYKUUN NN YCTaHOBJIEHHOIO CTaHOapTa,;

nepepaboTka - MpoBedeHNWe OJHOW WNN  HECKOMbKMX CTagui, OTMAMYaloWUXCA OT  YCTaHOBMEHHOro
NPOM3BOACTBEHHOIO Mpouecca, C uenbto obpaboTku TakoW MPOMEXYTOYHOW MNPOAyKUMM unn chapmMaueBTU4EeCKON
cybcTaHuumn, KoTopas He COOTBETCTBYeT cTaHdapTam unu cneumdukaumsam, Ans NonyyYeHus mnpoMeXyTOYHON
npoaykuum unu apmauesTnyeckon cybctaHumm npueMnemMoro kadectsa (Hanpumep, nepekpuctannmsauus c
MOMOLLIbIO APYroro pacTBopuTens);

noanmMcaHo, MOAMUCbL - MOAMUCL JMLA, KOTOpPOE BBLIMOSHANO OMNpedeneHHoe AEWCTBME WIM OCYLLECTBSNIO
NpoBepKy. OTa NOANUCL MOXET ObITb B BUAE UHULMANOB, NOSTHOTO PYKOMMCHOro BapnaHta haMunmm, UMEeHM 1 0T4eCcTBa
(Mpn HanNU4MK), pyKOMMUCHOM NOANUCK, NTIMYHOM NevaT UM ayTEHTUYHOMW U 3aLUMLLEHHOW 3NEKTPOHHOM Noanucy;

nogpasgeneHne (nogpasgeneHusl) kadectBa - nogpasgerieHne, KoTopoe He3aBUCUMMO OT NpOM3BOACTBa W
BbINOSTHAET 00S3aHHOCTM Kak Mo obecrneyeHuo KadvecTBa, TaK M MO KOHTPOS KadvecTBa. OTO MoOryT ObiTb nvbo
oTAenbHble nogpasgeneHnss obecneyvyeHns KavyecTBa UM KOHTPOMsS kadyecTBa, MO0 OOHO NULO wvnu rpynna nuy B
3aBMCMMOCTM OT MaciTaba 1 CTPYKTYpbl OpraHvu3aunu;

npuMechb - JOGOM KOMMOHEHT, MNPUCYTCTBYIOWMUIA B MPOMEXYTOYHON NpoAYKUMM UnK  hapMaLeBTUYECKON
CcyGCTaHUMK, Hanu4e KOTOPOro HeXernaTesbHO;

npoun3ssoauTenb, pa60Ta+ou.u4|7| no gorosopy - npoussBoaguTesb, BbIMOMHAOLLNIA onpe/J,eneHanZ BUA
I'IpOVISBO,D,CTBSHHOVI 0EeATENIbHOCTU NO NOpPy4YEeHUIo NnepBoHavYanbHOro Nnpon3BoanUTeENA;

MPOTOKON BanuaauuMn - [OOKyMeHTanbHO OMOPMIEHHbI NnaH, yKasblBaloWWii, Kak crneayeT MpoBoaUTb
Banuaauuio, 1 onpeaensioWmin KpuTepmumn npuemnemoctTu. B yactHocTu, B NpoTokone BanuaaumMn npov3BoACcTBEHHOMO
npouecca AOMKHbI OblTh YKasaHbl TeXHoNornyeckoe o6opyaoBaHne, KpMTUYECKUE NapamMeTpbl Npolecca u ero paboyne
PEXMMbI, XapaKTEPUCTUKN MPOAYKUMW, OTGOp Npo6, AaHHble UCTbITaHWI, KOTopble HeobxoauMo cobpaTb, KONMMYecTBO
BanMAaUMOHHBIX LIMKITOB U NpUueMrieMble pe3ynbTaTbl UCMbITaHWUIA;

npodunb NPUMECEN - onMcaHne MAEHTUOULNPOBAHHBIX N HEMAEHTUMDULMPOBAHHbBIX MPUMECEN, MPUCYTCTBYIOLLIMX
B (hapmaLeBTUYECKON CyOCTaHUnW;

pacTBOpUTENDb - HeOpraHWyeckasi WU OpraHuM4eckas >XWAOKOCTb, WCMONb3yemMasi B KavecTBe cpedbl ans
NPUroTOBNEHNA PacTBOPOB UMW CYCMEH3UN Npu MPOM3BOACTBE MPOMEXYTOYHOW MPOAyKUMU Unn apmaueBTU4ecKon
cybecTaHuuu;

cTaHOapTHbIM obpa3sel, BTOPWYHBLIA - cyBCcTaHUMA YCTAHOBIIEHHOTO KayecTBa M YWUCTOTbl, YTO [JoOKasaHo
MOCPeaCTBOM CpPaBHEHWs C NMEPBUYHBLIM CTaHZapTHbIM 06pasLoM, Uchosb3yemasi B kayecTBe CTaHAapTHoro obpasua
AN TEeKyLLMX NabopaTopHbIX aHanun3os;

cTaHOapTHbIM obOpasel, NEpBUYHBLIA - cCybCTaHUMSA, KoTopasi SIBMSIeTCS MOASIMHHBLIM BELEecTBOM, YTO 6bino
[0Ka3aHo C MOMOLLBIO PaCLLUMPEHHBLIX aHaNUTUYECKUX UCMbITAHWI, U KOTopas OOMKHa obnagaTbh BbLICOKOW CTENeHbHo
YUCTOTLI. OTOT CcTaHOapT MOXeT ObiTb: 1) MonyyeH M3 odUUMANbHO MPU3HAHHOTO MCTOYHMKA MNU 2) MONy4YeH
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NMocpeacTBOM HE3aBUCUMOIO CHHTe3a, Mnn 3) noryyYeH M3 UCMOSfb3yeMoro B MPOM3BOACTBE BELUECTBA C BbICOKOW
CTeneHbl0 YUCTOThl, UNM 4) MNPUroTOBNEH MOCPEOCTBOM MOCMEayloLlel OYMCTKM BeLLecTBa, WCMonb3yemMoro B
NpoV3BOACTBE;

hapmaueBTuyeckne cyberaHumm (®C) - nekapcTBeHHble cpeacTBa B BuAe [AENCTBYHOLWMX BELLECTB
Buonornyeckoro, BUOTEXHOMOIMYECKOro, MWHEPanbHOrO WM XMMUYECKOro  MpPOUCXOXAeHus, obnapatwowme
hapMakonorm4eckon akTMBHOCTbIO, NpeAHa3HayYeHHble As NPOM3BOACTBA, N3rOTOBIEHNS NeKapCTBEHHbIX NpenapaTos
n onpegenstowme nx aPPeKkTUBHOCTb <*>.

<*> [yHKT 2 cTatbu 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93 "O6 obpalueHun nekapcTBEHHbIX
cpenctB" (CobpaHue 3akoHogaTensctea Poccuiickon Pegepaumm, 2010, N 16, c1. 1815).

Mpunoxexue N 1
k MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

NPON3BOACTBO CTEPUIIbHbLIX NNEKAPCTBEHHbLIX CPEOCTB
[. APUHLUNM

1. K npon3BoAcTBY CTEPUIbHBIX NEKapCTBEHHbBIX CPEACTB NPeabsABNsaoTCA ocobble TpeboBaHust, YTOOLI CBECTU K
MWHUMYMY PUCK KOHTaMMHaLMM MUKPOOPraHW3mMamu, 4acTuuamu M NUuporeHamu. YkasaHHble MONOXEHUs 3aBUCAT OT
KBanudukauum Npon3BOACTBEHHOIO MepcoHana, ero obyvyeHus 1 oTHoWeHUst k paboTte. [ns obecneyeHus kavecTBa
NMpu NPOMU3BOACTBE CTEPUIIbHBIX MpenapaTtoB HeobxoouMOo MpuaepXKuBaTbCs TWATENbHO pas3paboTaHHbIX U
BanuaupoBaHHbIX CMOcoGOB Mpou3BoacTBa M npouedyp. KoHeyHas ctagms Npou3BOACTBA MNM KOHTPOMb TFOTOBOW
NPOAYKUMU He SIBMSIOTCS €MHCTBEHHbLIM CPEACTBOM 0becneyeHns CTepunbHOCTY UMK APYrux nokasaTenel kavyecTsa

NpoAyKUMU.

2. NetanbHble MeTOAbl ONpedeneHus YUCTOTbl BO3Adyxa, MOBEPXHOCTEM U OPYrMX OOBHLEKTOB MOHUTOPMHra no
MUKpOOpraHMamam 1 Yactuuam onpegenieHbl HopMaTUBHLIMI NPaBoOBbIMK akTamu Poccuiickon ®epepaunn.

Il. OBLUME TPEBOBAHUA

3. (1) CtepunbHyo npoayKumo Heo6XoaANMO NPOU3BOANTL B YACTbLIX 30HaX, AOCTYN B KOTOPLIE NepcoHana u (1nm)
nocTynneHne oBopyaoBaHUSA, MCXOQHOTO CbipbSi U YMAKOBOYHbLIX MaTepuanoB AOIDKHbl OCYLECTBAATHCH 4depes
BO3QyLIHblEe LWNO3bl. B 4MCTbIX MOMelleHnsax (30Hax) AOMKeH MoaAepXmMBaTbCs YPOBEHb YMCTOThI, OTBEYaloLuii
COOTBETCTBYHOLLEMY YPOBHIO YWUCTOTbl, B HWX HeoOXoAMMO nogaBaTb BO34yX, KOTOPbIA Mpowen 4epe3 unbTpbl
COOTBETCTBYIOLLEN 3PPEKTUBHOCTMU.

4. (2) Pasnu4yHble onepauun no NOArOTOBKE KOMMOHEHTOB, MPUroTOBMEHUIO MPOAYKLUMW U HAMOMHEHUIO LOMKHbI
OCYLLECTBMAATLCA B OTAENbHbIX 30HaX (MOMELLEHMAX) BHYTPU YNCTOM 30HbI (NOMeLLeHust). TexHonormyeckme onepauum
OensaTca Ha [OBe KaTeropuw: nepsBasi, korga nNPOAYKUMIO MogBepratoT (UMHULIHOW cTepunu3auum (B MNEPBUYHOMN
yMnakoBKe), 1 BTOpasl, koraa onepauum Ha HECKOITbKUX UIN BCEX CTAOQUSAX BbIMOJTHAKT B aCENTUYECKMX YCIOBUSX.

5. (3) YucTble 30HbI (MOMelleHMs)) AN NPOM3BOACTBA CTEPWUIbHOW MPOAYKUWMM  KracCcuduumpyoTcs B
COOTBETCTBMU C TpebyeMbiMM xapakTepucTMkaMu NpoM3BOACTBEHHOW cpefpbl. Kaxaas npovs3BoacTBeHHas onepauuns
TpebyeT onpeaeneHHOro YpOBHSI YWUCTOTbl MPOW3BOACTBEHHOW CPedbl B 3KCMfyaTUPYeMOM COCTOSIHUM C  Lenbio
CBeAeHNs K MUHUMYMY pVCKa KOHTaMMHaUMW YacTuuamu UM MUKpoOopraHmsMamu npogykra unv obpabaTtbiBaeMoro
NCXOAHOTO CbIpbs 1 MaTepuanos.

6. [Ins obecneyeHns cooTBETCTBUS TpeboBaHMSAM B "3IKCNyaTUpyeMoM" COCTOSIHAM YMCTble 30HbI (MOMELLEHMS)
OOMKHbl OblTb CNPOEKTUPOBaHbl Tak, 4YTOObl obecneunTb TOYHO OMpedeneHHbIi YpoBeHb YMCTOThbl BO3dyXa B
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"OCHaLleHHOM" COCTOSAHUN.

7. "OcHalleHHOe" COCTOsIHME - COCTOsIHME, B KOTOPOM YMCTOE MOMELLEHWEe MOCTPOEHO U (PYHKLMOHUPYET,
TexHornornyeckoe o6opyaoBaHMe NONHOCTLI0 YKOMMMEKTOBAHO, HO NepcoHan OTCyTCTBYET.

8. "Okcnnyatupyemoe" coCTosiHMe - 3TO COCTOSIHME, MPU KOTOPOM YMCTOE MOMELLEHME U TEXHOMOrmyeckoe
obopyaoBaHue PyHKUMOHMPYIOT B TpebyemMoM pexrmMe € 3agaHHbIM KONMYeCTBOM paboTaloLLero nepcoHana.

9. TpeboBaHus K "ocHalleHHOMY" 1 "aKcnnyaTupyeMomy" COCTOSHUSIM JOJKHbI OblTb YCTAHOBMNEHbI ANSl KaX40ro
YMCTOro MOMELLEHMS NN KOMMEKCa YUCTbIX NMOMELLIEHNI.

10. Yunctble 30HbI (I'IOMeLLI,eHMﬂ) npn Npon3BoAcTBe CTEPUIIbHLIX NEKAPCTBEHHbIX CPeaCcTB nogpas3aenAarnTCcAa Ha
YeTbIpe Krnacca:

Knacc A - nokanbHas 30Ha Ans NPOBEAEHWSI Ornepauuin, nNpeacTaBnsAlLWMX BbICOKMA PUCK ANSA KayecTBa
npoaykumn, B 4YaCTHOCTU, 30Hbl HaMNOJTHEHUA, YKYMNOPKWU, 30HbI, rae amnynbl U CbJ'IaKOHbI HaxogATCA B OTKPbITOM
COCTOSIHAM M BbIMOSHAOTCA COEeAMHEHMST YacTeln obopynoBaHWst B acenTuyeckux ycnoBusix. Kak npaBuno, Takue
ycnosus obecnevmBalTca NamMmmHapHbIM NOTOKOM BO3yXa Ha paboyem mecTte. CUCTEMbl TaMUHAPHOrO NOTOKa BO3dyxa
OOMKHbI obecneynBaTb paBHOMEPHYHKO CKOPOCTb Bo3gyxa B AmanasoHe 0,36 - 0,54 m/c (HopmaTMBHOE 3HaYeHue) Ha
paboyeli MOBEPXHOCTU, HAXOASLENCA B OTKPbITON YNCTON 30He. [MogaepxaHne naMmmHapHOCTU OOMKHO ObiTb JOKa3aHO
n nposanuaupoBaHo. B 3akpbiTbix u3onatopax M Bokcax € nepyatkamu  OONyckaeTcs  MCMONb30BaTb
O,EI,HOHaI'IpaBJ'IeHHbIVI NOTOK BO34yXa C MEHbLUMMUN CKOPOCTAMMU;

knacc B - 30Ha, HenocpenCcTtBeHHO OKpyXakuwada 30HYy Kracca A, npegHasHa4eHHyr O5nAa acenTtu4eckoro
NPUroToBIIEHUA N HANOJTHEHUA,

knaccbl C 1 D - ynucTble 30HbI 4515 BbIMNOSTHEHWUS MEHEE KPUTUYHbBIX CTaAMn NPpOU3BOACTBA CTEPUINBHOM NPOAYKLMK.
l1l. KNACCUDUKALIA YNCTbIX MOMELLEHUA N YACTbIX 30H
11. (4) YncTble nomelleHWss M uYucTble 30HbI Knaccuduumpyrotes <*>. lNMoaTBepxaeHWe knacca YMCTOoThl

HeobxoaQMMo 4YeTKO OTAeNnsTb OT MOHUTOPUHIa I'IpOI/I3BO,lJ,CTBeHHOVI cpenbl Npun npoeBeneHnn npolecca. MakcumanbHo
aonyctuMasa KOHUeHTpauna a3p030JibHbIX HaCTUL ANd KaXO0ro Knacca npmneegeHa B Tabnuue N 1.

<*> Cnpaso4Ho: [OCT P NCO 14644-1 (EN ISO 14644-1).

Tabnuua N 1
3oHa | MakcumanbHoO gonycTMmoe uncno yactuy B 1 ky6. M Bo3gyxa npu pa3mepe Yactull, paBHOM UIu
BonbLuem

B ocHalLeHHOM COCTOSIHUM B akcnnyatupyemoM cocTosiHu
0,5 MKM 5,0 MKM 0,5 MKm 5,0 MKM

A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520 000 29 000

D 3 520 000 29 000 He pernameHTunpyetca He pernameHTunpyetcs

12. (5) ns uenen knaccudmkauum B 30Hax kracca A MUHUManbHbIM 06bem 0Tbpaemon Npobbl BO3gyxa OOIMKEH
OblTb He MeHee 1 M3 gns kaxgon Todyknm otbopa npob. Knacc A cooteetctByeT knaccy NCO 4.8 no nokasartento
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npeaenbHOro KonuyecTsa YacTul B BO3ayxe pasmepoM = 5,0 MKM.

Knacc B (B ocHalleHHOM COCTOSIHUM) MO KONMUYECTBY a3apo30fibHbIX YacTul, cooTBeTcTByeT knaccy MCO 5 no
KonuuecTBy YacTuL, 060MX yKa3aHHbIX pasmeposB.

Knacc C (B ocHalleHHOM W 3KCNNyaTUPYEMOM COCTOSHMSAX) MO KOMMYECTBY adpO30SibHbIX YacTuL, COOTBETCTBYET
knaccy NCO 7 u ICO 8 cooTBeTCTBEHHO.

Knacc D (B ocHaLLEeHHOM COCTOSIHUK) MO KONMMYECTBY a3p030JbHbIX YacTuL, cooTBeTCcTBYeET knaccy MCO 8.
Ons nooTBepXOeHUs Krnacca YUCTOTbl MPUMEHSIETCS MeToauka <*>, B KOTOPOW pernameHTUpOBaHbl Kak

MWUHUMaArbHOE KOJIM4YECTBO TOYEK A5A 0T60pa r|p06, Tak n obbem I'Ip06bl C y4deToM npenenos OaHHOIO Kracca And
Konun4yecTBa 4acTuL, HambornbLUero 13 YKa3aHHbIX pa3mMepoB, a Takkke MeTo OUEeHKN NMOoJTyYeHHbIX JaHHbIX.

<*> CnpaBoyHo: [OCT P UCO 14644-1 (EN ISO 14644-1).

13. (6) Ansa nopTBepXaeHns kracca HeobXoAuMO UCNOoNb30oBaTb MNOPTATUMBHbIE CHETYMKM YacTUL, C KOPOTKUMM
Tpybkamu ans otbopa nNpob M3-3a OTHOCUTENBHO BbLICOKOTO YPOBHS OCaXOEHUs YacTul pasmepom =50 MkM B

ANCTaHUMOHHBIX cucteMax ans otbopa npob ¢ AnvHHbIMKM Tpybkamu. B cnydyae cuctem ogHOHanpaBneHHOro rMoToKa
BO34yXa AOMMKHbI UCMONb30BaTbCA N3OKUHETUYECKNE Hacaakm ansa otoopa npob.

14. (7) NoaTBepxaeHne knacca B 3KCNyaTUPYEMOM COCTOSIHUM JOMYCTMMO MPOBOAMTbL BO BpeMsi paboThbl MUnu
npu MogenupoBaHuy paboumx onepauvn, WM MNpu HanofmHeHWW nuTaTenbHbIMW cpegamu, Kak Toro Tpebyer
MOZEenMpOoBaHne CcuTyauuu, npyv  KOTOPOWN WMUTUPYIOTCA npedenbHO  AOMyCTUMble  MapaMeTpbl  BedeHWs
TEXHOSOrMYEeCcKoro npouecca npu caMmbix HebNaronpuATHLIX akTopax M YCroBuUsX (aanee - HaNXyALWnn criydyan) <>,

<*> CnpaBoO4YHO: YKasaHuWs MO MPOBEAEHUI0 MWCNbITaHWVA ANs NoATBEPXOEHWUS MOCTOSIHHOrO COOTBETCTBUSA
3afaHHOMY Kriaccy 4icToTbl npuBedeHsl B ctaHgapte FTOCT P UCO 14644-2 (EN ISO 14644-2).

IV. MOHUTOPUHI YACTbIX MOMELLEHWA N YACTbIX 30H

15. (8) Heobxogumo npoBOAUTb TEKYLLMA MOHUTOPUHI YUCTbIX MOMELLEHUA W YNCTBbIX 30H B MNEpUoS UX
akcnnyaTtauun. Toykn otbopa npob Ansa TeKyLlero MOHUTOPUHra BblOMpaloT Ha OCHOBE aHanu3a pUckoB M pe3ynbTaTos,
NOMy4YeHHbIX NpY Knaccumkaumm YUCTbIX NOMELLEHNUN N (UNN) YUCTBIX 30H.

16. (9) Ons 30H knacca A MOHUTOPUHI YacTWl, AOJHKEH MPOBOAWUTLCA HEMPEPbLIBHO Ha BCEM MPOTSKEHWUM
KpUTUYECKOro npouecca, Bkrtovyas c6opky obopynoanusi. Mpu Hagnexaliem o6G0CHOBAHUM UCKITIOYEHWE COCTaBMSOT
npoLecchl C NMPUMEHEHNEM 3arpA3HSIOLLNX BELLECTB, KOTOPble MOTYT MOBPEAUTb CYETUYMK YacTul, UNM NpeacTaBnsATh
coboi onacHOCTb, B YaCTHOCTU, XWBble OpraHvM3Mbl UMK pagmnonormyeckas onacHoCcTb. B Takmx criyyasix MOHUTOPUHT
crielyeT OCYLIEeCTBNATb BO BpeMs 0BblYHbIX Onepauuit No HacTpoiike 06opyOoBaHWA 40 MOMEHTa MOSIBMNEeHMs pucka.
Takke Heo6GXoaMMO NPOBOAWUTL MOHUTOPUHI BO BpeMsl MOAENMpOoBaHUs onepauuii. B 3oHax krnacca A MOHWUTOPUHT
JOIDKEH NMPOBOAMTLCSA C TAKOW YacTOTON M Npu TakoM ob6beMe oTGUpaeMblx NPob, YToGbl MOXKHO ObiNo 3adMKCUpPOBaTh
BCE BMeLlaTenbCTBa, CryyaiiHble cobObiTUS U fnobble MOBPEXOEHUS CUCTEMbl, a B Cllydae BbIXOga 3a npenern
npegynpexaeHuss - ModHATb TpeBory. HenocpeAcTBEHHO B MecTe HanoSfIHEHWS He Bceraa  BO3MOXHO
NPOAEMOHCTPUPOBATL HU3KME YPOBHU YacTul, pasmepoM =50 MKM B MpoLecce HamnonHeHust us-sa obpasoBaHus

YacTuuy unun Kanesib U3 camoro npoaykra.

17. (10) PekomeHayeTcs, 4TOObI Takas ke cucteMa npMMeHsnach Ans 30H knacca B, xota yactota otbopa npo6
MOXeT ObITb MeHblUel. BaXHOCTb CUCTEMbl MOHUTOPWMHra 4YacTuy AofbkHa ObiTb onpegeneHa 3ddeKTUBHOCTLIO
pasgeneHns Mexay pacnofioKeHHbIMM psaoM 3oHamm knaccoB A u B. B 3oHax knacca B MOHWMTOpUWHr AgorkeH
NPOBOAMTBLCS C TAKOM YaCTOTOM M COOTBETCTBYHOLLMM 06bEMOM 0TOMpaembix Npod, 4TOObI MOXHO ObINO 3adhMKkcnpoBaTh
N3MEHEHNA YPOBHA KOHTaMUHaUUn ” nobble yxXyaweHua paGOTbI CUCTeMbl, a B Cliydae BbiXoda 3a ypOBEHb TpeBOrun
MO>HO ObIN10 Bbl NPUHATL 3KCTPEHHbIE MEPbI.

18. (11) Cuctemsl MOHUTOPWUHIAa a3pO30JibHbIX YaCTUL, MOryT COCTOATb M3 HE3aBUCUMbIX CHETYMKOB 4HacTtul, U3
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CMCTEMbl MOCMeAoBaTeNbHO PAaCMONIOXKEHHbIX TOoYek oTbopa npob, NpMcoedMHEHHbIX TPyGompoBOAOM K OOHOMY
CYETUYMKY 4actuuy, mnm obbeauHsaTb 3TM ABa nogxoga. [lpu BbIbOpe CUCTEM KOHTPOMS OOSMKHbI Y4MTbIBATLCA
TpeboBaHus k pasmepam Yactuu. [pu ucnonb3oBaHnK yaaneHHbIx cuctem otbopa Nnpob HeoBX0AMMO ydnTbIBaTE OSTMHY
TpybOK M paguycbl M3rMboB TpyOOK C y4yeTOM BO3MOXHOCTM ocefaHus 4dactuy B Tpybkax. [Mpu Bbibope cuctembl
MOHMTOpPUHra HeobxooMMO Takke YyuuTblBaTb NOOOM PUCK, WCXOOAWMA OT MaTepuarnoB, WCMONb3yeMblX B
TEXHONOrMYEeCKoOM MpoLuecce, HanpumMep, Hanuuue XMBbIX MUKPOOPraHW3MOB WM PaguoOaKTUBHbBIX feKapCTBEHHbIX
npenaparos.

19. (12) Mpwn ucnonb3oBaHNM aBTOMATU3MPOBAHHOW CUCTEMbI TEKYLLErNO MOHUTOPUHra ob6bem Npob 3aBUCUT, Kak
npaBumno, oT CKopocTM oTbopa npob wucnonb3yemon cuctembl. O6bemM nNpobd npu TeKyLeM MOHUTOPUHIE MOXET
oTnunyaTbcsa oT 06bema Npod Npy NpoBeaeHUM KBanumKaumm YMCTbIX MOMELLEHUIA N YACTBIX 30H.

20. (13) B 3oHax krmacca A v B MOHUTOPUHI KOHLEHTpauuu yactuy pasmepom =5.0 MkM mmeeT ocoboe

3HaYeHne, MOCKOIbKY 3TO SIBMSETCH BaXKHbIM MHCTPYMEHTOM AMAarHOCTMKM OIS PaHHEro BbISIBIEHWSI HECOOTBETCTBYS.
NHoraa nokasaTtenu konuyecTBa Yactul pasmepoMm = 5.0 MKM MOryT ObiTb OLUMGOYHBIMU M3-33 3MEKTPOHHOIO LUyMa,

NOCTOPOHHEIO CBETAa, cnyqaﬁHoro CTeYeHUss 0OCTOATENLCTB U npo4nx (*)aKTOpOB. OpgHako ecnu  cYeTvuK
nocnegoBartesibHO U CUCTEMaTUYEeCKU perncTtpupyet masrnoe 4Yucrio 4actuul, TO 3TO YKa3biBaeT Ha BO3MOXHOCTb
KOHTaMnHauuun, 41o Tpe6yeT paccnenoBaHuA. Takune cnyyam moryTt 3a6naroapemeHHo YKa3blBaTb Ha HENCNPaBHOCTb
CUCTEeMbl BEHTUNAUNN N KOHONUNOHNPOBAHNA, YCTAHOBKM HaNONMHEHNA UM CBUOETeNbCTBOBaTbh O HapyLlleHnn npaBun
BO BpeMA Hanaaku O60py,D,OBaHMF| nnun ero akcnnyartauun.

21. (14) [onycTMMoe KONMMYEeCcTBO YacTul [AOJi OCHALWEHHOro COCTOSIHUA, yKasaHHoe B Tabnuue, OO0JMKHO
[ocTuraTbCsl MOCNe KOPOTKOro NMepuoda OYUCTKU NMPOJOIDKUTENBHOCTBIO 15 - 20 MUHYT (HOPMaTMBHOE 3HA4YEHUE) npu
OTCYTCTBMM NepcoHana nocrie 3aBsepLieHnst paboTbl.

22. (15) MoHnuTtopuHr 3oH kracca C m D B akcniyaTMpyeMOM COCTOSHUM [OMMKEH OCYLeCTBAATbCA B
COOTBETCTBMU C NPUHLMNAMK YNPaBneHns puckamun ons kavecrsa. TpeboBaHMs K YPOBHIO TPEBOMM U YPOBHIO AENCTBUSA
OyayT 3aBuceTb OT XapakTepa BbINOMHAEMbIX oOnepauui, ogHako B Nbom criyyae [OMKHO OblTb AOCTUIHYTO
pekomMeHOoBaHHOEe 3HadYeHue "nepmoaa oYncTkM".

23. (16) ,El,pyrvle nokasartesiM, Takme Kak TemMneparypa MU OTHOCUTESIbHaA BJIaXXHOCTb, 3aBUCAT OT MpoAyKUUU U
XapakTtepa BbINoJIHAEeMbIX Ol'lepaLl,VIVI. o1n napameTpbl He OO0JTXHbI BITUATb HAa YCTaHOBJ1IEHHbIE HOPMATUBbI YACTOThI.

24. (17) Npumepsbl onepaunii, KOTopble cneayeT BbINONHATL B 30HaxX C Pa3HbIMKU Knaccammn YUCTOThbI, NPUBELEHbI
B Tabnuue N 2, a Takke B NyHKTax 35 - 42 HacToswero MNpunoxeHuns.

Tabnuua N 2
Knacc MpuMepbl onepaunii Ang NpoayKUuMuK, noanexatien ouHULWHONM cTtepmunm3anmm (MyHkTbl 35 -
37 HacTosdwero NpunoxeHns)
A HanonHeHne npoayKummn, KOTOPYIO HENb3SA NoABepraTe PUCKY KOHTAMUHALIMM
C [MpuroToBneHne pacTBOPOB, KOTOPbIE HENBL3S NoABEpPraTh PUCKY KOHTaMUHauun. HanonHeHne
npoAyKumnm
D lMpuroToBneHme pacTBOPOB M NOATOTOBKA NEPBUYHON YNAKOBKW, MaTepuanos ans

nocneayrouwiero HanosfiHeHuA

Knacc MpuMepbl onepaunii AN NPUroToBAEHUS B aCENTUYECKNX YCNOBUAX (MYHKTbI 38 - 42
HacToswero MpunoxeHus)

A AcenTmnyeckoe NpUroToBrneHne 1 HanomnHeHne
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C lMpurotoBneHne pacTBOpOB, Nognexawimx punbTpaumm

D Onepaunu ¢ MaTepuanamm nocre Mowku

25. (18) Mpw BLINOMHEHNM aceNTUYECKMX MPOLECCOB HEOOXOAMMO MOCTOSIHHO NMPOBOAMTE MUKPOBMONOrMYecKkmin
MOHUTOPWHI C UCMONb30BaHMEM CEOUMEHTALNOHHOIO N acnnpaumoHHOro MeToaoB oTbopa npob Bo3ayxa, otbéopa npob
C I'IOBerHOCTeI7I MeTogoM CMbIBOB TaMMOHOM U C UCNOJSIb30OBAHUEM KOHTAKTHbIX MJ1AaCTUH. MeTO,EI,bI 0T60pa I'Ip06,
ncnosib3yemMble B IKCnyatmpyemMmom COCTOAHUWU, HE OOJIKHbl HAHOCUTL Bpen 3aluTe 30HbI. Pe3yanaTb| MOHUTOPWUHIa
OOMMKHBbI yYUTbIBATbCS NPU NpoBeAeHUN ob3opa [oCbe Ha cepuio Ons Bblaun paspelueHnsi Ha BbINMYyCK FOTOBOM
npoaykumn. Mocne BbINOMHEHNUS KPUTUYECKUX oOnepauuin HeobGXoaAMMO NPOBOAUTL MOHWUTOPUHI MOBEPXHOCTEN U
nepcoHana. Takke OO/MKeH NPOBOANTLCSA AOMOMHUTENbHbLIN MUKPOBUONOTrMYECKUA MOHUTOPUHT BHE TEXHOMOMMYECKOro
npouecca, B 4aCTHOCTU, NOCIe BanuaaLmMm CUCTEM, OUYUCTKM U Ae3NHEKLMN.

26. (19) PekomeHoyemble npegensl Npyu MUKPOOMONOrM4EeCKOM MOHWUTOPUHIE YUCTbIX 30H B 3KCMNyaTUpyemom
COCTOSIHMM NpuBeAeHbI B Tabnuue N 3.

Tabnuua N 3
Knacc PekomeHayeMble npeaenbl MMKPOGHOM KOHTaMuHaumm (a)
B Bo3ayxe, CeoumeHTauus Ha KoHTakTHble nnactnHbl | OTneyaTok nepyatku (5
KOE/ky6. m Yaluky avametpom 90 anameTpom 55 mm, nanbLes),
MM, KOE 3a 4 4 (b) KOE/nnactnHa KOE/nepuyatka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -
Mpumeyanne:
(a) MpuBeaeHsbl cpeaHne 3HaYeHs.
(b) OTAenbHble MNACTUHBLI ANA CeAUMEHTALUN MOTYT SKCMIOHMPOBATLCA MeHee 4 4acos.

27. (20) Mo pesynbTataM MOHWUTOPUHra 4acTuy, W MWUKPOOPraHM3MOB [OIDKHbI ObITb  YCTAHOBIEHbI
COOTBETCTBYHOLIME Mpeaenbl: YpoBeHb TPEBOMM M ypoBeHb AeWcTBusA. B onepaunoHHbIX mpoueaypax AOMmMKHbl ObiTb
OnMcaHbl KOPPEKTUPYIOLLME AENCTBUSA B Crlyyae NpeBbIleHNs STUX Npeaernos.

V. U3ONUPYIOLWLAA TEXHOJIOMNA

28. (21) Wcnonb3oBaHWe W3ONUPYIOLLEN TEeXHONOrMun CBOAUT K MUWHUMMYMY BMeLLaTenbCTBO 4ernoBeka B
NMPON3BOACTBEHHbLIX 30HaX, B pesyrbTaTe Yero 3HauyuTerbHO CHUXKAeTCA PUCK MUKPOOHOW KOHTaMuHauuv MpoAayKuuu,
NPON3BEAEHHON B acenTUYecKMX YCroBUSIX, U3 NMPOU3BOACTBEHHON cpefpl. CyllecTByeT MHOMO TUMOB U3OMATOPOB U
nepegaToyHbIX YCTPONCTB. M30MSTOp 1 €ro KOMNMEKTYLWMe A0MKHbI BblTb CKOHCTPYMPOBaHbI TaknuMm obpa3om, 4Tobbl B
COOTBETCTBYIOLLEN 30He obecneymBanocb Heobxoanmoe KayecTBo Bo3dyxa. N3onsaTopbl, N3roTOBMEHHbIE U3 Pa3HbIX
maTepuanoB, B Oonbllel WM MeHbLUeW CTENeHU NOoABEPXKEHbl MOBPEXAEHWUIO M30NSALMM U pasrepmeTusaunu.
MNepenaToyHble YCTPOWCTBA MOrYT ObiTb pa3HbIMU: OT KOHCTPYKUMIA C OQUHAPHOW UN OBOWNHON ABEPbIO A0 MOMHOCTLIO
repMeTM3NpOBaHHbIX CUCTEM, BKITHOYAIOLMNX YCTPOWCTBA ANA CTepUnIn3aLun.

29. (22) lMepepmaya maTepuanoB BHYTPb W HapyXy W30MnsaTOpa SABMASETCA OOHUM M3 caMbiX O0nbLUNX
NoTeHuUManbHbIX MICTOYHUKOB KOHTaMUHauMM. OBbIYHO MPOCTPAHCTBO BHYTPU U30MsiTOpa ABMNSIETCA OrpaHUYeHHOM 30HOW
0N NpoBeAEHUs onepaumin, NPeACTaBNSLWNX BBICOKME PUCKM AN KadecTBa npogykumn. B To ke Bpemsi gonyckaeTcs,
4yTO B paboyen 30He BCEX TaKUX YCTPONCTB MOXET OTCYTCTBOBaTb TaMMHAPHbIA MNOTOK BO34yXa.

30. (23) TpeboBaHusa K YUCTOTE BO3AdyXa B cCpede, OKpyKatoLen N3onaTop, 3aBUCAT OT KOHCTPYKUMK n3onsatopa u
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€ro HasHa4yeHus. YncToTy aTon cpeabl He06X0OUMO KOHTPONMMPOBaThb, M ANS acenTUYECKOro NPON3BOACTBA OHA AOKHa
COOTBETCTBOBATb, MO KpanHen mepe, knaccy 4mctoTbl D.

31. (24) WN3ongatopbl MoryT ObiTb BBEAEHbI B 3JKCMyaTauumilo TOMbKO MOCre MNpOBEAEHMSI COOTBETCTBYHOLLEW
Banuaauun. Banvpauma JomkHa yuuTbiBaTb BCe KpUTMYecKkMe (DakTopbl U30MUPYHOLLEN TEeXHOMOrMW, B YacCTHOCTMH,
Ka4eCcTBO BO34yxa BHYTPU W CHapyXu u30onATopa, MNopsgok Ae3nHdekumMn K3onsaTopa, Npouecchl nepejayn u
LiIeNOoCTHOCTb U30MnATopa.

32. (25) Heobxogumo npoBOAUTL HEMPEPBLIBHbLIA MOHUTOPUWHI, BKMYalWwuin B cebs 4YacTble KCMbITaHus
repmMeTUYHOCTM U30NATOPa U Y3MnoB "nepyaTky - pykasa".

VI. TEXHOJIOIMA "BbIAYBAHUE - HAMNOJTHEHUE - TEPMETU3ALINA"

33. (26) YcTpoiicTBO "BblgyBaHME - HANOJIHEHWE - repMeTM3aums” npeacTaensieT cobor YCTPOMUCTBO crneunansHom
KOHCTPYKLUWW, TOe B OO4HOM aBTOMaTU4ECKOM KOMIMIEKCe B TEYEHME OLHOMO HENMpPEPLIBHONO TEXHOMOMMYECKOro LmMKna u3
TEPMOMMACTUYHOIO TpaHynAaTa (POPMUPYIOTCA YMAKOBKW, KOTOPbIE HAMOMHSITCA MPOAYKTOM W repMeTU3upyloTCs.
YCTpPONCTBO "BblAyBaHME - HaMOMHEHUe - repMeTmnsaumnsa”, ncnonb3yemMoe B acenTu4eckoM Npomn3BOACTBE M MMelLee
30Hy knacca A ¢ adhpeKkTMBHbIM NOTOKOM BO3Ayxa, MOXeT BbiTb yCTaHOBMNEHO, NO KpanHen mepe, B 30He knacca C npu
YCMOBUM UCMONb30BaHUA oOeXAbl, NPUMEHSeMON B 30Hax Anda knaccoB A n (nnn) B. lNMpoussoactBeHHas cpeja B
OCHaLLEeHHOM COCTOSIHMM AOMKHA COOTBETCTBOBAThL YCTAHOBMEHHbIM HOpMaTMBaM Mo YacTuuam 1 MUKpoopraHuamam, a
B 3KCMMyaTMpyeMOM COCTOSHMM - TOSNbKO MO MWKpPOOpraHuaMam. YCTPOWCTBO "BblAyBaHWE - HaroIiHEHWE -
repmMeTusaumsa”, MCNonb3yemMoe B MNPOWM3BOACTBE MNPOAYKUMW, MoAnexawen QOUHULLHOW CTepunusaummn, LOIDKHO
ycTaHaBnmMBaTbCs, MO KpanHen mepe, B 30He knacca D.

34. (27) YuntbiBasi 0cOBEHHOCTU YKa3aHHOWM TEXHOMOrMK, Heobxoammo obpallatb 0coboe BHUMaHKE Ha:
KOHCTPYKLMIO 1 KBanudukauuo obopygoBaHus;
Banuaaumio U BOCNPOM3BOAMMOCTbL NPOLECCOB "o4nCcTKa Ha MecTe" 1 "cTepunmsaumns Ha mecte";

MPOCTPAHCTBO YMCTOrO MOMELLEHUS, KOTOpPOE SBMSIETCA MPOU3BOACTBEHHOW Cpefowt Ansl pa3MeLLleHHOro Tam
obopyaoBaHus;

o6yqume onepaTtopoB U nx oaexany,

OENCTBUSI B KPUTUYECKON 30HE 060pYyOoBaHus, BKIOYasi BbIMOSTHEHWE NOACOeANHEHUA U COOPKN B acenTU4ecKnx
YCINOBMSIX 4O Havana HanosfHeHus!.

VII. MPOAYKLUWA, MOABEPIAEMASA ®VHULLIHOW CTEPUNIN3ALIAN

35. (28) lNMoarotoBka KOMMNOHEHTOB MEPBMYHOM YMAKOBKU M OPYruxX maTepuarnoB U NPoOu3BOACTBO GONbLUMHCTBA
BMAOB NPOAYKLUUM OOSMKHBI NPOBOAUTLCS B MPOM3BOACTBEHHOW cpefe, Mo kpanHen mepe, knacca D, ytobbl obecneunTs
[OCTAaTOYHO HU3KUIM YPOBEHb PUCKOB KOHTaMMHALMM YacTuLLaMn U MUKPOOPraHM3MamMmu, NoaxoaaLinm ang unbtpaumm
n ctepunmsauun. Ecnn MukpobHasi KOHTaMUHaLMA NPeACTaBNsSET BbICOKME UM OCOBEHHbIE PUCKM AN npogykumn (B
YacTHOCTW, KOrga MNPOAYKUUS SIBNSETCA XOPOLWeW NuTaTenbHOM Ccpefon Ans pocta MUKpOOpraHvamoB nmbo ee
cTepunu3auumn npegLlectByeT ANUTENbHBIN Nepuos BpeEMeHU, NMbo TEXHONOMMYECKUIA Npouecc BegeTcs no 6onbluen
4YacTu B OTKPbITbIX EMKOCTSIX), MPUrOTOBMNEHME criedyeT OCYyLLEeCTBNSATb B MPOU3BOACTBEHHOM cpeae knacca C.

36. (29) HanonHeHwe npoayktamn, noanexawmMmy QUHULWHOW CTEepUnM3auuun, OOMDKHO NPOBOAUTLCA B
nNpou3BOACTBEHHOW cpefe, Mo KparHen mepe, knacca C.

37. (30) lMpu NOBbIWEHHOM pUCKE KOHTaMuHauuW NpoAdyKTa OT NPOU3BOACTBEHHOW cpedbl, B YaCTHOCTWU, ecnu
onepauum HanosIHEHUS1 NPOXOASAT MEAMNEHHO UNM YNakOBKW MMEKT LUMPOKOE ropno, unm ux Heobxoammo gepxatb
OTKPbITbIMU ©0Nee HeCKONbKUX CEeKyHA OO0 repMeTusauuu, HanosnHeHWe [AOMKHO MpoBOAUTLCH B 30HEe knacca A ¢
OKpy>KatoLLien cpenon, no kpanHen mepe, knacca C. NpurotosrneHne u hacoBky Masei, KpeMOB, CYCNEH3UA U AMYNbCUi
nepen VMHULLIHOWM CTepunusaumen Heobxoaumo, Kak NpaBuo, OCYLLIECTBSATL B MPOU3BOACTBEHHOM cpeae knacca C.

VIIl. ACENTUYECKOE NMPOMN3BOACTBO
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38. (31) Onepauum Cc KOMMNOHEHTaMW MEPBUYHON YMAKOBKM M APYrMMU MaTepuarnamy nocrne MOWKU OOIDKHbI
NpoBOAMNTLCS B MPOM3BOACTBEHHON cpefe, Mo KpaviHew mepe, knacca D. ObpaboTky CTepunbHOro NCXOAHOO Chipbs U
KOMMOHEHTOB, eCnv B AanbHeNLWeM He npedycMoTpeHa CTepunmsaums unm crepunuayowas dpunetpauuns, Heobxoammo
OCYLLECTBNSATb B pabo4er 30He knacca A ¢ Npou3BOACTBEHHON cpeaon knacca B.

39. (32) lMpuroToBneHne pacTBOPOB, KOTOpPblE B X04€e TEXHOMOrMYecKkoro rnpolecca noanexar cTepunuaytoLlen
unbTpaumm, OOMKHO NPOBOAUTLCA B NMPOM3BOACTBEHHOW cpefe knacca C. Ecnu ctepunusylowas dunbtpauus He
NpoOBOAWTCS, TO MOATOTOBKA MaTepuanoB U MPOU3BOACTBO MPOAYKLUMU OOIMKHbI OCYLLECTBNATbCA B paboyen 30He
Knacca A ¢ Npon3BoACTBEHHOM cpeaou knacca B.

40. (33) O6paboTky M HaMoNHeHVWe NPOAYKUUWN, NMPUrOTOBMIEHHOW B acenTUYecKMx YCIoBusX, HeobXxooumo
npoBoAuTb B paboyer 30He knacca A ¢ Npon3BOACTBEHHOW cpefon knacca B.

41. (34) lMepepayy (TpaHCMOPTUPOBKY) HE OKOHYATENbHO YKYMOPEHHbLIX NEPBUYHLIX YMAKOBOK C MpoAyKUMen,
Hanpvmep, NMoMNU3MPOBaHHOMW, 4O 3aBePLUEHNs NpoLecca YKYNopkyn HeobXoaMMO OCyLLEeCTBATbL UK B 30HEe Krnacca
A, Haxogsdulencs B NPOU3BOACTBEHHON cpefde knacca B, wnu B repMeTWyHbIX nNepedaToyHblX KOHTeVHepax B
Npoun3BoOACTBEHHOM cpefe knacca B.

42. (35) lNpuroTtoBneHve M HaMofHEHWE CTEPUNbHbIX Masen, KPeMOB, CYCMEH3UA U 3MYNbCUA HeobXOoAMMOo
OCyLLEeCTBMATb B 30He Knacca A, Haxofslenca B NpOM3BOACTBEHHOW cpede knacca B, ecnu npogykums HaxoguTtcs B
OTKPbITbIX EMKOCTSIX U B AanbHeNWeM He nogBepraeTcs cTepunumayowen punbTpauun.

IX. NEPCOHAI

43. (36) B uncTbix 30Hax AoMNycKaeTcs HaxoXaeHne TONbKo MUHMManbHO HeobXoauMOro KonuyecTea nepcoHana,
4YTo OCOBEHHO BaXHO ANA acenTUYecKoro npou3BOACTBA. [1pOBEPKM M KOHTPOMbHbIE oOnepauuu, Npu Hanuuum
BO3MOXHOCTM, criegyeT NPOBOAMTb, HAX0ASACh 3a Npeaenamm YACTbIX 30H.

44. (37) Becb nepcoHan (B TOM 4ucCre MepcoHan, 3aHATbI OYUCTKOM M TEXHUYECKMM obCnyxuBaHuem),
paboTaloLwmn B Takux 30Hax, OOIMKEH NMPOXOAMTb perynspHoe obydeHue no BOMpocaM Haanexalwiero npov3BOACTBA
CTEpPUIbHOM NPOAYKLUMM, BKIOYAas BOMPOCHI MMrMeHbl M OCHOBbI MuKpobuonoruu. Ecnu cyectByetr HeobxoamMocTb
TOro, 4ToObl MOCTOPOHHME NULA, He npolueawne Takoro obyyeHus (Hanpumep, paboTarolwme No AOroBOpPY CTpoUTEN
Uny Hanagyvkn o6opyaoBaHNs), HaXOQUMUCh B YACTOM MOMELLEHUW, TO YKadaHHble Nunua AOMMKHblI MPOUTN NOAPOOHbIN
WHCTPYKTaX M 32 HAMMW JOMKHO ObITb YCTAHOBMEHO CTporoe HabnoaeHwe.

45. (38) Bxoa B 30HbI CTEPUNBHOTO NPOU3BOACTBA NepcoHana, paboTarLwero ¢ CbipbeM 13 TKAHEN XXUBOTHBLIX UK
KyrnbTypamn MUKPOOPraHW3MOB, KOTOPble HE WCMOSNb3YOTCS B TEKYLLEM TEXHOMOMMYeckom npolecce, AonycKkaeTcs
TOJNbKO B Cryyae, ecrnv nepcoHan cobntogaeT yCcTaHOBMNEHHbIE NpoLeaypbl B OTHOLLEHMMN BXOAA.

46. (39) Heobxoammo BeINONHATL TpeboBaHUSA K NMMYHON rMrneHe n ynuctoTe. MNMepcoHan, 3aHATbIV B NPOU3BOACTBE
CTEPUIbHbIX NIEKAPCTBEHHbLIX CPEACTB, AOMKEH ObiTb MPOUHCTPYKTUPOBAH O TOM, YTO OH 00s13aH coobuaTtb 0 NobbIx
obcTosATENbCTBaX, KOTOpble MOryT OblTb MNPUYMHOM pPacnpOCTPaHEHMS HeOoMNyCTUMbIX KONMMYecTBa WM BUAOB
KOHTaMWHaHTOB; MPW BO3HUKHOBEHUWM TakMX OOCTOATENBLCTB HEOOXOAMMbI NEPUOAMYECKUE MELUUUHCKME OCMOTPbI
COTpyOHuKOB. [lencTBUs, KOTOpble HeobXxoOAMMO MpeanpuHATb B OTHOLLEHMM NepcoHana, KOTOpbIl MOXeT CcTaTb
WUCTOYHMKOM MWKPOOHOW KOHTaMMHaLMK, OOMKHbI ONpeaensaTbCsl cneuManbHO HasHayYeHHbIM fULOoM, obragaroLnm
Heob6Xxo4MMbIMU MOSTHOMOYNSAMN.

47. (40) B yncTbIX 30HaX 3anpeLlaeTcs HOCUTb HapyYHble Yachl U IOBENUPHbIE YKpaLLEHUs], @ Takke UCToNb3oBaTb
KOCMETWKY.

48. (41) MNepeopeBaTbCsd W MbITbCA HEOOXOOMMO B COOTBETCTBUM C YTBEPXKAEHHBIMM MPOU3BOAUTENEM
WHCTPYKUUSAMK, pa3paboTaHHbIMM Takum oOpa3oM, 4YTOObl CBECTM K MWHUMYMY PUCK KOHTAaMUHAUMKM ofexabl Ons
paboTbl B YACTbIX 30HAX UMW BHECEHWS KOHTAMWHAHTOB B YMCTbIE 30HbI.

49. (42) Ogexpaa 1 ee kKa4eCTBO AOMKHbI COOTBETCTBOBATbL TEXHONOMMYECKOMY MpoLEeccy M knaccy paboyein 30Hbl.
Ee HyXHO HOCUTb Tak, 4TOObl 06ecneYnTb 3aLnTy NPOAYKLUUN OT KOHTaMUHaLIMN.

50. (43) OnuncaHne HeobxoaNMON ogexabl AN KaXO0ro Krnacca YMCTOThbl MOMELLIEHWI NPUBEAEHO HUXKE:

knacc D: Bonochl, a Takke 6opoaa u ycbl (Mpy HanNM4Mmn) OOMKHbI ObITb 3aKpbiTbl. HEOGX0AMMO HOCUTL OBbIYHbIN
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3aLUMTHBIA KOCTIOM M COOTBETCTBYHOLLYH 00yBb Mnn Gaxumbl. [JOmkHbl ObiTb MPUHSATHI COOTBETCTBYHOLIME Mepbl A
npenoTBpaLLleHns nioboit KOHTaMUHaLMKN YACTON 30HbI U3BHE;

knacc C: Bomnocbkl, a Takke 6Gopoga M ycbl (MPU UX HanWuMK) OOMKHbI ObiTb 3akpbiThbl. HeobxoamMmo HocuTb
KOMOMHE30H MnM OpPHYHbIA KOCTIOM, MMOTHO obnerawlimii 3anscTbss M MMEHLLUIA BbICOKMA BOPOTHUK, a Takke
cooTBeTCTBYOWYO 06yBb MnM Gaxunbl. OT ogexabl U O00YBU MPaKTUYECKU He OOSKHbl OTAENSTbCS BOMOKHA WK
YyacTuupl;

knacc A/B: ronoBHoi# y6op JOIMKEH MOMHOCTLIO 3aKpbIBaTh BOMNOCHI, a Takke 6opody U ycbl (MpU UX Hanuuum), u
JOImKkeH ObiTb BCTaBMEH B BOPOTHMK KOCTIOMA, Ha nuue HeobxoOMMO HOCUTb Macky Ans npenoTBpalleHust
pacnpocTpaHeHusi kanenek. Tawke HeobxoOAMMO HOCUTb COOTBETCTBYHOLUMM 06pa3oM MpoOCTEPUIIU30BaHHbIE U
HeomnyapeHHble PE3VHOBLIE UMK MNIAacTVMKOBbIE NepYaTky U NPOCTEPUM3OBAHHYIO UMW NPOAE3NHMULMPOBaHHYO 00YBb.
HwxHre kpasi lWiTaHWH J0MmkHbI ObITh 3anpaBneHbl BHYTPb 06yBY, a pykaBa ofexabl - B nepyatku. 3alumTHas ofexaa
NpaKTUYeCKN He [OIKHA BbIAENSATL BONIOKOH UMM YacTuL, M AOMKHA 3aiepXKuBaTh YacTuLbl, OTAensoWmecs oT Tena.

51. (44) YnuuHyto ogexay 3anpelwaeTcsl BHOCUTb B KOMHAThI AS1s1 NepeofeBaHnsi, KOTopble BeAyT B MOMELLEHUS
knaccoe B n C. Kaxgbwm paboTHMk B 30He knacca A/B pomkeH ObiTb obecneyeH 4YMCTOM CTEPUNIBHON
(MpocTepunM3oBaHHOW UM NpoLLeLleNn COOTBETCTBYIOLLYIO CaHUTapHyl0 00paboTKy) 3alUMTHON OAEXAOM Ha Kaxaylo
pabouyto cmeHy. [lepyaTkm BO Bpemsi paboTbl HEOOXOOUMO perynsipHo gesvHduumMpoBaTb. Mackm n nepuyatku
HeOOXOAMMO MEHSITb, MO KpamHEN Mepe, KaXayto CMEHY.

52. (45) Opexay ANSA YMCTbIX MOMELLEeHUn HeobxoaMMo ouunwaTe U obpabaTbiBaTb TakuM 06pa3oM, YTOObI OHa
BNOCNEACTBUN HE CTAHOBMMAChb MPUYMHOW KOHTaMUHaUUW. OTWU onepauun SOMKHbl BbIMNOMHATLCA B COOTBETCTBUM C
YTBEPXKAEHHBIMU MHCTPYKUMAMMU. [INa noaroToBKM TakOW oOfexAabl >KenaTenbHO WMeTb OTAefbHble fpadveyHble.
HenpaBunbHasi 06paboTka ogexabl NoBpexaaeT BOSIOKHA TKaHW, YTO yBENMYMBAET PUCK OTAENEHMS YaCTULL.

X. MOMELLEHNA

53. (46) B u4uCTbIX 30Hax BCe OTKPbITble MOBEPXHOCTU [OSMKHbI OblTb rMagkuMmu, HenpoHuuaembiMU Y
HenoBpeXaeHHbIMW, YTOObI CBECTM K MUHMMYMY OOpas3oBaHMe M HaKOMMeHWe YacTul, UM MUKPOOPraHM3MOoB, a Takke
MO3BONATb MHOrOKPaTHO MPUMEHSTb MOOLLME U, NPU HEOBXOAMMOCTH, Ae3nHULMpPYoLLIMe cpeacTBa.

54. (47) Ona ymeHblUeHUs HakommneHus nbinn n obneryeHus yOOpKM B MOMELLEHWUSX He AOMMKHO ObiTb He
NoAdaoLLMXCA OYMCTKE YrNyOneHnh M JOIMKHO ObiTb Kak MOXHO MeHbLUe BbICTYNalwLWwmuxX Kpaes, MOSMOK, LWKadoB U
obopynoBaHus. [Bepy OOMKHbI ObiTb CKOHCTPYMpOBaHbI 6e3 yrnyOneHuin, HeAOCTYMHbIX ONS OYUCTKW, UCMOMb30BaTh
pa3gBuKHbIE ABEPU HEXenaTerbHO.

55. (48) TllogBecHble NOTOMKU [OOIMKHbI ObITb FEPMETUYHBIMU C  LENbil  MNpefoTBpalleHns nonagaHus
KOHTaMWHaHTOB 13 NPOCTPAHCTBA HaZ HUMW.

56. (49) MoHTax TpybonpoBoAOB, BO34yXOBOAOB M APYroro o6opyaoBaHUs HeOOX0AMMO BbINOMHATE Tak, YTOObI
He ObIno yrnyGneHnin n He3akpbITbIX OTBEPCTUI, @ TakKe OTCYTCTBOBAIN NOBEPXHOCTU, HE AOCTYMHbIE Ast O4YUCTKN.

57. (50) Banpelaetca ycTtaHaBnuBaTb PaKOBMHbI U CMAMBbLI B 30Hax knacca A u B, ucnonb3yembix Ans
acenTM4eckoro Npov3BoAcTBa. B gpyrnx 3oHax Heobxoammo npegycmaTpyBaTth paspbiB CTPyM Mexay obopyaoBaHUEM
N KaHanu3auMoHHoM Tpybow (BopoHKoi). CTOKM B MOy B YACTLIX KOMHATax ¢ 6omnee HU3KMM KIacCoM YMCTOThbl AOIMKHbI
ObITb 0becneyveHbl cMdoHaMmM Unm rMapo3aTsopamMm s npegoTepalleHns obpaTHOro NoToka.

58. (51) KomHaTbl ans nepeodeBaHus OOMKHblI GbiTb CKOHCTPYMPOBaHbI KakK BO3AYLUHblE LLUMO3bl U OOMKHbI
Mcnonb3oBaTbCA ONns obecrneyeHVst U3NYECKOro pasfenieHnst pasHbiX 3TaroB CMeHbl ofeXdbl W, Takum obpasom,
CBOANTb K MUHMMYMY KOHTaMUHALMIO 3aLUMTHOW oAexabl MUKpoopraHnamamMm n yactuuamm. OHU OOmKHbI 3hheKTUBHO
0b6TekaTbcsl OTUINBLTPOBAHHBIM BO34yXoM. 30Ha Nepef BbIXOAOM M3 KOMHaTbl (MOMELeHUs) Ans NepeopeBaHusl B
OCHaLLEHHOM COCTOSIHUM [OOMMKHA WMETb TOT XXe KMacC YMCTOTbl, YTO W 30HA, B KOTOPYI OHa BedeT. B HEeKoTopbIX
criyyasix Ons BXoAa B YMCTble 30HbI M BbIXO4a U3 HMX LienecoobpasHo MMeTb OTAelbHble KOMHaThl (MoMelleHus) Ans
nepeoaesaHus. Kak npaBuno, ycTpoicTea Ans MbITbs PYK OOMKHbI GbiTh TOMNBKO B HAYane KOMHaT Ans nepeogeBaHus.

59. (52) OGe pgBepy BO3AOYLWIHOrO LWMAK3a He MOryT ObiTb OTKPbITbI OOHOBPEMeEHHO. [ns npepoTBpalleHus
OOHOBPEMEHHOrO OTKpbIBaHUS Gonee ofHOW [OBepu [omkHa paboTatb ONOKMpPOBOYHAs cucTema unu cuctema
BU3yarnbHOro v (Mnu) 3ByKOBOro NpeaynpexaeHuns.
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60. (53) lMNogava oTOMNBLTPOBAHHOIO BO3AdyXa [OOIDKHA MNOAAEPXMBATL MOMOXUTENbHLIM Mepenag AaBrieHus
OTHOCUTENBHO MPOU3BOACTBEHHbLIX 30H C OOnee HU3KMM KaccoM npu Bcex pabouymx ycrnoBusiX, a BO3OYLUHbIA NMOTOK
AorxkeH apdekTmBHO 06TekaTb 30HY. CMeXHble NOMELLEHNS C PasHbIMW KNnaccammn YUCTOTbl AOMKHbLI UMETb pasHuLy B
pasnexHun 10 - 15 lMa (HopmaTtuBHOe 3HauveHue). Ocoboe BHMMaHWe criegyeT yAenATb 3alumTe 30Hbl HaMbOoMbLLMX
pUCKOB [Ans KayecTBa MNpodyKuMM, TO eCTb NPOU3BOACTBEHHOW cpede, HenocpeACTBEHHOMY BIMSHWUIO KOTOPOW
noasepraeTca MPOAYKUUS WM OYMLUEHHblE KOMMOHEHTbI, KOHTaKTUpylwme ¢ npogykumen. [onyckawoTcs pasHble
BapvaHTbl B OTHOLUEHWM NoJadv Bo3gyxa W nepenaga AaBreHWn, KoTopble MOryT noTpeboBaTbCs M3-3a NMPUCYTCTBUS
HEKOTOPbIX MaTepuanoB, B YaCTHOCTW, MATOrEHHbIX, BbICOKOTOKCUMYHBLIX, PaAMOaKTUBHBIX WUIN XWBbIX BUMPYCOB WU
BakTepuanbHbIX MaTepuanoB, Unu npenapaToB M3 HuUX. [Ins HeKoTopbiX onepaumi MoxeT ObiTb Heobxoguma
AeKOoHTaMMHaLmMs noMeLleHnii u obopyaoBaHusi u obpaboTka Bo3ayxa, yaansiemMmoro U3 Y1CTomn 30Hbl.

61. (54) Heobxoammo noaTBEpAWTb, YTO HarpaBleHWe BO3AYLUHbIX MOTOKOB He MpeacTaBrsieT PUCKOB AONs
KOHTaMuMHaLuM1 npoaykTa, B TOM 4Yucre cnegyeTt yaoCTOBEPUTBLCS, UTO B 30HY, MPEACTaBMSAIOLLYH0 HanbomnbLIMe PUCKM
ana KadecrtBa npoaykTa, ¢ BO3AYLWHbIM NMOTOKOM He MOCTynakT YacTulbl, NCTOYHUKaMU BblAeNEHNA KOTOPbIX ABIAKTCA
obcnyxMBatoLWuin nepcoHar, BeinorHsemas onepauus unm obopynoeaHue.

62. (55) domkHa ObITb NpeaycMoTpeHa cucTemMa aBapUMHOIO OMoBeELLEHUST 06 OTka3e CUCTEMbl BEHTUNSLUMN.
Ecnun pa3Huua B AaBneHun mexny aBymMsa rnomMeleHuAMn aBnaeTca KpI/ITI/I\-IHOVI, mexay HUMun HGOﬁXO.lJ.I/IMO YCTaHOBUTb
AaTynkn nepenaga gasneHus. 3HaveHus nepenaga AaBrneHus HEOOXOAMMO PerynsipHO 3anucbiBaTb UM OPOPMASTb
OOKYMEHTarnbHO MHbIM CNocoOoM.

XIl. OBOPYJOBAHWE

63. (56) He gonyckaeTtcs, 4ToObI Yepes neperopoaky, OTAENSLWY 30HY kracca A unu B oT npon3BoOACTBEHHOWN
30HbI ¢ 6onee HU3KOM YMCTOTOM BO34yxa, MPOXOAMSa NeHTa KOHBEWepa, 3a UCKIYEHNEM CnyyaeB, Korga cama neHTa
noaBepraeTcs HENPEpPbLIBHOW CTEPUNU3aLmmn (Hanpumep, B CTEPUIM3aLMOHHOM TYHHENE).

64. (57) ObopynoBaHue, PUTUHIM (MECTA COEOUHEHNST) U 30HbI OBCNYXXMBAHUST PEKOMEHAYETCS NPOEKTUPOBATL U
yCTaHaBnMBaTb Taknm obpasom, 4Tobbl paboTbl ¢ 0O0PYAOBaHNEM, €0 TEXHUYECKOE OOCNY>XMBAHNE U PEMOHT MOXHO
ObINO NPOBOAWTL CHAPYXWM YMCTOWN 30HbLI. Ecnn Heobxoguma cTepunmsaums, TO OHa AOIDKHA ObITb NpoBedeHa nocre
MaKcMmarbHO NosHon coopkn obopyaoBaHus.

65. (58) Ecnmu TexHuuveckoe obcnyxuBaHue o000pydoBaHMs ObiNO NPOBEAEHO BHYTPU YUCTOW 30HbI U
HeobOXxoaMMble HOPMbI YACTOTbI U (MNK) acenTukM ObiNyM HapylieHbl BO BpeMsi 3TOM paboTbl, TO 30Ha AOMkHa ObiTb
ouyvlweHa, npoaesnHduuupoBaHa W (unu) npocTtepunu3doBaHa (B 3aBMCUMOCTM OT TOro, YTO MOAXOAWT) A0
BO300OHOBNEHMA NpoLecca.

66. (59) YcraHoBKM [Ons MOArOTOBKM BOAbl M CUCTEMbI €€ pacnpenerneHust cregyeT MnpoeKTUpOoBaTh,
KOHCTPyMpOBaTb M 3KCNIyaTMpoBaTb TaK, 4TOObl obecneuntb HagexHoe obecrnedyeHue BOOOW COOTBETCTBYHOLLErO
kayecTBa. X Henb3s akcnnyaTnpoBaTb CBEPX MPOEKTHOW MOLLUHOCTU. Boagy Ans nHbekuun Heobxoammo npovnsBoauTb,
XpaHWTb U pacnpegensTe Takum obpas3om, 4ToObl NMpeaoTBpaTUTb POCT MUKPOOPraHM3MOB, Hampumep, 3a CYeT ee
NOCTOAHHOM LMPKynauuu npy TemnepaTtype Boiwe 70 °C.

67. (60) Bce obopynoBaHMe, Takoe Kak CTepunmusatopbl, CUCTEMbl 006paboTkm n dunbTpaumm BO3ayxa,
BO3yLllIHble N ra3oBble d.)I/IJ'IprbI, CUCTEMDI 06p660TKI/I, nonyyvyeHua, XpaHeHua W pacnpeneneHnda BOAbl OOJDKHbI
noanexaTb Banugauuv U NraHOBOMY TEXHMYECKOMY OOGCMYXMBaHMIO, @ HA UX MOBTOPHOE BBEAEHWE B 3KCMyaTauuto
OOMKHO ObITb BblAaHO paspeLueHne NULOM, UMEILWUM COOTBETCTBYIOLLME MOSTHOMOYMS.

XIl. CAHUTAPHAA OBPABOTKA

68. (61) CaHuTapHas obpaboTka YNCTbIX 30H UMeeT 0cobo BaxHoe 3HayeHume. 30Hbl HeobXxoaMMO TLiaTenbHO
oyMwatb B COOTBETCTBUM C YTBEPXKAEHHOM NPOM3BOAMTENEM WHCTPyKuuen. B cnydyae nposegeHust ges3vHGeEKLMN
OOMKHbI MPUMEHSTLCS HECKOSbKO TUMOB AE3NHMULMPYIOLNX CpeacTB. [ns BbISBNEHUS pasBUTUS PE3NCTEHTHBLIX
LITAaMMOB MUKPOOPraHW3MOB HEOBXOAMMO NPOBOANTL PETYNSPHbLINA KOHTPOb.

69. (62) Motwowue wn pgesvHUUMpyOWME CpeacTBa HeobxoauMO  KOHTPONMpoBaTb B OTHOLLEHWUM
MUKPOBMONOrMdeckon YMCToThbl. MIX pacTBopbl HEOOXOOUMO AepxaTb B MPefBapUTENbHO OYULLEHHBLIX KOHTEWHepax
(Tape) U XpaHuTb §WWb Ha MPOTSKEHUN YCTAHOBMEHHbIX CPOKOB, 3@ MCKIOYEHMEM TeX pPacTBOPOB, KOTOpble
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npoctepunuaoBaHbl. Motowmne n aesnHpUUMpyowmne cpeacTtsa, UCnonb3yemble B 30Hax knaccoB A v B, nepeg
MCnosrb3oBaHMEM OOJIKHbI ObITb CTepuInbHbIMN.

70. (63) Ons cCHWKeHUS MUKPOOHOM KOHTaMMHAUUW B HEOOCTYMHbIX MecTax MOXeT ObiTb nonesHa cymurauuns
YUCTbIX 30H.

Xlll. TEXHONOIMMYECKWM MPOLIECC

71. (64) Ha Bcex cragmsix nNpousBOACTBa, B TOM 4uCNe Ha CcTagusax, NpeaLllecTBYOLUX cTepunusauuu,
HeoOX0AMMO NPUHUMATL Mephbl, CBOAALLME K MUHUMYMY KOHTaMUHaUMIO.

72. (65) MNMpon3sBoacTBO NekapCTBEHHbLIX CPeACTB MUKPOBMONOrMYECKOro NPOUCXOXKAEHNS UMW HanofHEHNE UMK B
30Hax, ucnomnb3dyemblx ANA Npou3BOACTBA APYrMX NEKapCTBEHHbIX CPEACTB, He gonyckaeTcs. BakuuHbl, cogepxalime
ybuTble MUKpOOpraHuambl unu GakrepmarnbHble IKCTPaKTbl, NOCHEe UHaKTMBauuuM MoryT GbiTb pacdacoBaHbl B TEX Xe
NoMeLLEeHUSX, YTO U Apyrue CTepunbHble NlekapCTBEeHHbIe CpeacTBa.

73. (66) Banupgauusa npoueccoB, NMPOBOAUMbBIX B acenTUYECKMX YCIOBUSIX, AOIMKHA BKIHOYATb MOAENMPOBaHME
npouecca C WCMONb30BaHMEM MUTaTenbHON cpedbl (HamonHeHue nuTaTenbHbiMU cpedamu). [utaTenbHyo cpeay
HeoOxoaMMo BbIOGMpaTb C Y4EeTOM IeKapCTBEHHOW (hOpMbl NEKApCTBEHHOrO MnpenapaTa, a TakkKe CeNeKkTUBHOCTW,
NPO3pPaYHOCTU, KOHLEHTPALMUN 1 NPUrOAHOCTU NUTaTENbHOW cpeabl AN CTepUNn3aumm.

74. (67) MogenvpoBaHue npouecca OOMKHO Hanbornee TOYHO MMUTMPOBAaTb CEPUNHBIN MPOLECC acenTUyYecKoro
NpousBOACTBa W BKMYaTb B cebs ero nocrnegoBaTenibHble KpuTudeckue ctagun. Takke HeobXoaMMo y4uuTbiBaTb
pasnuyHble BMeLLaTeNbCTBa, KOTOpPble MOrYT BO3HUKHYTb BO BpeMsi 0ObIYHOrO NMpoM3BOACTBEHHOMO MpoLecca, a Takke
cuTyaumn "Hauxygwero cnyvas".

75. (68) MogenupoBaHue npoLecca npy NnepBoHaYanbHOM Banvaaumm 4OMMKHO BKNKOYATb TpY NocrneaoBaTeribHbIX
YAOBNETBOPUTENIbHbBIX UCMNbITAaHNA ONA Ka)K,D,OIZ CMEHbI onepaTopos.. B ,u,aaneVlmeM nx HeOGXO,EI,I/IMO NOBTOPATb 4Yepes
YCTaHOBIEHHbIE NMPOMEXYTKN BPEMEHMU, a TakkKe nocre nboro cywecTBEHHOrO U3MEHEHUSI B CUCTEME BEHTUIALNN U
KOHOMLMOHMPOBaHUS BO3dyxa, B 00OpygoBaHWM, nNpouecce WnuM konudectBe cMeH. Mogaenupytowme npouecc
UCMbITaHWS OOMKHbI MOBTOPATLCS ABaXAbl B rof ANst K40 CMEHbI ONepaTopoB U KaXaoro npouecca.

76. (69) KonmyecTtBo KOHTENHEpPOB (MEPBUYHBLIX YNAKOBOK), MpegHa3HavYeHHbIX Ans pacoBKU NUTATENbHbIX Cpea,
OOMKHO ObITb 4OCTaTOYHbIM, 4TOObI 0GecneunTb AOCTOBEPHYH OLEHKy. B cryyae HeGomnbluMX cepuil KonM4ecTBO
KOHTeNHepoB AN (hacoBKU MUTaTENbHbIX CPeA AOIMPKHO, Kak MMHMMYM, COOTBETCTBOBATb pasMepy Cepuu MpoayKUuu.
Heobxogumo cTpeMuTbCcA K OTCYTCTBMIO pOCTa MUKPOOPraHvW3moB, NPV 3TOM noanexart MpUMEHEHWIo crneaylolime
HOPMbI:

a) ecnu HanonHsinu meHee 5 000 eguHML, NPOAYKUNK, HE AOMKHO ObITb HU OHOW KOHTaMUHUPOBAHHOW eaNHULb;

6) ecnu HanonHsnm ot 5 000 go 10 000 eguHML, NPOAYKUUK, TO:

OoaHa (1) KOHTaMUHUpOBaHHaA eguHuua 4BndeTcd OCHOBaHMEeM A5nd paccrnegoBaHuA NpuyinH w“ I'IOBTOpHOIZ
(*)aCOBKM nnTaTenbHbIX Ccpen;

OBe (2) KOHTaMUHNPOBAHHbIE e4MHULbI - NPOBOAUTCA paccneoBaHme NPUYMH U NOBTOPHasA Banvaaums;
B) ecnu HanonHanwu ceelwe 10 000 eguHuy, TO:

oaHa (1) KOHTaMUHMPOBaHHAst €AMHMLA SABMNSETCS OCHOBAHWEM 4119 paccrefoBaHus NPUYnH;

OBe (2) KOHTaMVMHUPOBaHHbIE €4MHULBI - NPOBOAUTCS paccrefoBaHUe MPUYMH 1 NOBTOPHAas Banugauusl.

77. (70) TNpn nobom konmnyecTBe MNEPBUYHBLIX YMAKOBOK C MNWTaTENbHOW Cpedov nepuoguyveckne criyvam
OBHapyXeHUs MUKPOOGHOW KOHTaMmHauum MOryT YyKasbiBaTb Ha Hanuume HebonblLUMX YPOBHEN KOHTAMWHAHTOB, YTO
OOmkHO ObITb paccnenoBaHo. Npy oBHapyXeHUU 3Ha4YMTENbHON MUKPOBOHOW KOHTaMMHaLUMWM HeEOBX0OUMO paccMOTpeTb
BO3MOXHO€E BMMSIHWE HAa CTEPUIbHOCTb CEPUWI, BbIMYLLEHHbIX NOCne NpoBeAeHUs MOCNeAHUX YCNeLHbIX UCMbITaHWA C
HanomnHeHWeMm nNuTaTenbHbIMKU CpedamMu.
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78. (71) Heobxogumo obGecneunTb yCroBusi, MNpu KOTOpbIX ntobas BanvgauuMss He co3gaeT puck ans
TEXHOJTOrM4eCcKnx npoLeccos.

79. (72) NcTounnkn BogocHabxeHus, obopyaoBaHve Ans NOArOTOBKM BOAbI M MPUrOTOBMIEHHAs Boda noanexat
perynsipHoMy MOHWUTOPWHIY Ha HanuimMe XMMUYECKUX U BUOMNOrMYecKUX KOHTaMMHAHTOB M B HEOOXOAUMBIX CIydasx Ha
3HOOTOKCUHBI. Pe3ynbTaTbl MOHUTOPUHIA 1 MoObIX NPeanpPUHATLIX AEACTBUIA HE0H6X0AMMO 0QOPMIISATL AOKYMEHTASIbHO.

80. (73) B unctbix 30Hax, 0cobeHHO B X0Ae MnpoLecca acenTUYeckoro Npou3BoaCcTBa, AeATEeNbHOCTb NepcoHana
JormkHa OblTb MUHMMarnbHOW, a ero nepeaBmkeHne OOMMKHO OblTb pasMepeHHbIM M KOHTPONUPYEMbIM BO M3bexaHune
n30bITOYHOrO BbIAENEHUS YacTUL, U MUKPOOPraHM3MoB, ODYCMOBNEHHOTO MOBbILIEHHOW OBWUraTenbHOM aKTUBHOCTLIO.
TemnepaTypa W BRaXHOCTb OKpyXawlLllenh cpedbl OOIMKHbI OblTb HE O4YeHb BbLICOKMMM, 4YTOObI He co3gaBaTb
auckomdopTa € y4eTOM CBOMCTB UCMOSIb3yeMON oaexabl.

81. (74) MwkpobOHasi KOHTaMMHaUWsi WUCXOOHOrO Cbipbs WM MaTepuanoB [AOMKHa OblTb  MWHUMaNbHOW.
Cneundmkauum Ha HUX OOJMKHbI BKIHOYaTh B cebsa TpeboBaHNst K MUKPOBMONOrM4eckomn YnctoTe.

82. (75) B uncTbIX 30Hax HEOBXOAMMO CBOAUTbL K MUHUMYMY Hanuime KOHTEWHEepoB N MaTepuanos, OT KOTOPbIX
BO3MOXHO OTAENEeHNE BOMOKOH.

83. (76) Heobxoanmo npvHMMaThL Mepbl MO NPeaoTBPAaLLEHNI0 KOHTaMUHAUUKN FOTOBOW NPOAYKLMN YacTULaMMU.

84. (77) Mo oKoH4YaHWMM MpoLecca OYUCTKM KOMMOHEHTOB, KOHTEWHEPOB U 060pPYAOBaHWA C HUMKU HEOBXOAMMO
06x0anTbCA Tak, YTOObl He Mponcxoauna nx NOBTOPHasA KOHTaMUHALMS.

85. (78) WHTepBanbl BpeMeHU Mexay MOMKOW, CYLIKOM W CTEepUnM3aumen KOMMOHEHTOB, KOHTEMHEPOB W
0obopyaoBaHUs, a Takke MeXay Ux ctepunuaaumen u nocnenyowmm NCnonb30BaHUEM O0MKHbI ObITb MUHUMATbHBIMU U
UMETb OrpaHU4yeHme No BpeMeHU, COOTBETCTBYIOLLIEE YCIOBUSIM XPaHEHMS.

86. (79) Bpemsi mMexagy Hayanom nNPUroOTOBIIEHUS pacTBopa M €ero crepunusaumMent uUnmM CTepunuayloLllen
punbTpaumen SOMKHO OblTb MMHMMAarnbHbIM. [na Kaxgoro Buga nNpoAayKumm HeoBXOAMMO YCTaHOBUTbL MaKCUMAaIrbHO
[0MNyCcTMMOE BPEMS C y4ETOM €€ COCTaBa M YCTAHOBIIEHHOrO NopsiaKa XpaHeHus:.

87. (80) lNepen cTepunusaumen HeobBXOOUMO KOHTPONMPOBATb YPOBEHb MMKPOOHOW KOHTaMuHauMu. [JOImKHbI
ObITb YCTAHOBMEHbI paboyme rpaHnLbl KOHTaMUHaUUM HENOCPEACTBEHHO Nepea CTepunuaaumen, KoTopble COOTHOCATCS
C 3(P(PEeKTUBHOCTLIO UCMONb3YEMOro MeToda. YPOBEHb MUKPOOHOW KOHTaMUHAUUKM HEOoOXOOUMO KONMUYECTBEHHO
onpefenaTb ONs KaXOOoW cepum Kak MpOAYyKUMM, HaMOfIHEHHOMW B acenTUYEeCKMX YCrOoBUSAX, Tak W MNpOAyKumw,
noggepraeMon (UHULLHOW cTepunu3aumn. Ecnv gna nekapcTBeHHbIX npenapaTtoB, noaBepraembliXx (OUHULLIHON
cTepunusauum, ycTaHoBneHbl bornee xecTkie napaMeTpbl CTEpPUNN3auun, ypoBeHb MUKPOOHOW KOHTaMUHALMKM MOXHO
KOHTPONMpOBaTb TOMbKO Yepe3 COOTBETCTBYHOLUME WHTEpBanbl BpeMeHW cornacHo rpadwky. lpu mcnonb3oBaHUn
CMCTEM BbINycka No NapaMeTpam onpegeneHme MMKpOOHOW KOHTaMHaunm Heobxoanmo NPoOBOAMTL ANS KaXaon cepum
N paccmaTpmBaTb Kak UCMbITaHWE B NpoLiecce Npon3BoacTBa. [pu HeobX0AMMOCTN LOMKEH OCYLLECTBNATLCS KOHTPOSb
YPOBHSA 3HAOTOKCMHOB. Bce pacTtBopbl, OCOGEHHO WH(Y3NOHHbIE KUOKOCTU OGonblworo obbema, Heobxoammo
noagepraTtb CTepunuaytoLLen punbTpaumm no BO3MOXHOCTN HEMOCPEACTBEHHO Nepes HanosHeHNeM.

88. (81) KoMnoHeHTbI, KOHTENHEpPLI, 06OpyAOBaHNE U NoGble apyrve npeamMeTbl, HeOOXoAUMbIE B YMCTOM 30HE,
0ocobeHHO npu paboTe B acenTUYeCKMX YCMOBMAX [OOSMKHbI ObITb NPOCTEPUNU3OBaHbI M MepefaHbl Tyga depes
BMOHTUPOBAHHLI B CTEHY MPOXOAHOW CTepunuM3aTop C [ABYCTOPOHHUM OOCTYNOM MM WHbIM  cnocobom,
npegoTBpallalLLMM  KOHTaMUHaumMio. Heroptoune rasbl OOMKHbI MPOXOAWUTL 4epe3 unbTpbl, 3adepKuBatoline
MUKPOOPTraHN3Mbl.

89. (82) OdhdpekTnBHOCTL NMHOOOro HOBOro Mpouecca AOMmkHa ObITb MOATBEpXAeHa Mpu Banugauum, KOTOPYHO
HeoBX0AMMO PerynsipHO MOBTOPSATb B COOTBETCTBUM C MM@HOM, yYMTbIBaOWUM rpaduk dKCnnyataumm, a Takke npu
noOoM 3HaYUTENBHOM M3MEHEHMU B NpoLiecce unu obopyaoBaHmu.

XIV. CTEPUNN3ALNA
90. (83) Bce npouecchbl cTepunmMsaumMmM OOMKHbI nNponTu Banugauuio. Ocoboe BHMMaHWe HeobXoaMmo, ecnu

npuMeHsaeMbli MeTon, cTepunusaumm He onucaH B [ocynapcteseHHoW dapmakonee Poccunckon depepaumm unu
ucnonb3yeTca Ans NpPoaykTa, He SABMSOLWErocs NpocTbiM BOAHLIM UMW MacnsHbIM pacTBopoMm. [peanoyTutensHbIM
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ABNAEeTCA MeToa TepMquCKOVI crepununsaunn. B nobom cny4yae meTon cTtepunu3auunmn OoimkeH COOTBEeTCTBOBATb
JIMLUEeH3n Ha Npon3BoacTBO U pernctpalMoOHHOMY OOChe.

91. (84) lMepen BbIGopoM ntoboro npouecca crepunusaumm HeobGXOAMMO MPOLAEMOHCTPUPOBATH C MOMOLLBIO
PU3NYECKUX N3MEPEHUIA N, ECNTU BO3MOXHO, OMONOrMYECKMX UHAMKATOPOB, YTO OH NOAXOAMUT AN AaHHOW NpoayKuun u
adheKkTMBEH ANA OOCTUXKEHUST HEOOXOAMMbIX YCIIOBUW CTEpPUNM3ALMM BO BCEX YaACTAX KaXAoro Tuma 3arpysku.
Banvpauumio npouecca Heob6XoAMMO MOBTOPATb Yepe3 YCTaHOBMEHHbIE rPaddUMKOM MPOMEXYTKU, HO HE pexe OfHOro
pasa B rof, a Takxe Bcerga B Clyvyae BHECEHWS CYLLECTBEHHbLIX U3MEHeHWU B obopyaoBaHue. Heobxoanmo xpaHuTb
3anucu ¢ pesynbtaTamu.

92. (85) OAns adhbeKkTMBHOM CTepunM3aumym BeCcb mMatepuan B LiefnoM [OIkeH ObiTb noaBeprHyT Heobxoaumow
obpaboTke, a Mpouecc opraHW3oBaH TakMMm obpa3om, 4YTOObl rapaHTUpPOBaTb, YTO AOIMkHAs 3pdeKTMBHOCTL byaeT
OOCTUrHyTa.

93. (86) [Ons BCcex NPOLLECCOB CTEpUNU3auMu AOMKHbl ObiTb pa3paboTaHbl U OOMMKHbI MPONTKU BanMaauuto
cnocobbl 3arpysku.

94. (87) MNpumeHeHNe OMONOrMYECKNX MHAMKATOPOB LOMMKHO pacCcMaTpyMBaTbCA TOSbKO Kak [OMONHUTENbHbIN
MeTOo[, KOHTpONA cTepunuaauun. buonornyeckme MHOMKaTopbl HEOGXOANMO XPaHUTb M UCNONb30BaTb B COOTBETCTBUN C
WHCTPYKUUAMU MNPOU3BOOUTENSA, a WX Ka4yecTBO KOHTPONMpoBaTb MeTodamMu MNO3UTUBHOIO KOHTpons. B cnydvae
NCMnosnb30BaHns BUONOrMYECKNX MHOMKATOPOB HEOOXOOUMO MPUHSITL CTPOrMe Mepbl, NpeaoTBpaLLalolLme MUKPOOHYHO
KOHTaMMHaLMI0 OT CaMUX MHONKATOPOB.

95. (88) domxHbl BbITb YEeTKO onpedeneHbl Mepbl, obecneynBaroLLmMe pasgeneHne Npoaykuun, npoweawen u He
npoweawen crepunusauumio. Ha kaxagon KopsuHe, noTke WnvM APYron eMKOoCTW Ans NpoAyKUMM WM KOMMOHEHTOB
AomkHa OblTb 4YeTKas 3TWKeTKa C HavMeHOBaHMeM marepuana, HOMEepoOM CepuM W yka3aHueM, npollernl OH
cTepunusaumio unmn Het. [Npn HeobxoaMMOCTN MOTYT ObITb UCMONB30BaHbI Takne MHAMKATOPbI, Kak aBTOKNaBHas neHTa,
ANs ykaszaHusa Toro, npoLuna nu cepus (Mnun YacTb Cepumn) NpoLecc CTepunmsaummn, 0gHako OHW He AatoT AOCTOBEPHOro
NOATBEPXAEHUSA TOrO, AENCTBUTENBHO NN CEpUs CTepurbHa.

96. (89) Ons kaxgoro uUuWKNa CTepunusauMnm HeoOXOAMMO COCTaBMsATb 3amnuncu, KOTOpble AOMMKHbI ObITb
yTBEPXXAEHbI B paMKax npoLeaypbl BbiAaun pa3peLleHns Ha BbiMyCcK Cepun.

XV. TEPMUYECKAA CTEPUITN3ALNA

97. (90) Kaxgblin UMK TepMUYECKOW CTepunusaumm SormkeH ObiTb 3anucaH B BUAe Avarpammbl B KOOpAMHATaXx
BpeMsa-TemMnepaTypa B [JocTatodHo Oonbwom MacwTabe wnu ObiTb 3aperncTpyMpoBaH C MOMOLLBK  ApPYroro
COOTBETCTBYIOLLEro 00OpyoOBaHUSA, MMEKLWEro HeoOXOAMMYK MpPaBUITbHOCTb UM TOYHOCTb. MecTo pacnonoxeHus
TemnepaTypHbIX OaTYMKOB, WCMONb3yeMblX ANS KOHTPOns v (Mnv) 3anvcu, OOIMKHO ObiTb OnpefeneHo BO BpeMs
Banugauum M B criyyae HeoOXOOUMMOCTM Takke MPOBEPEHO C MOMOLLBI APYroro He3aBMCMMOrO TemnepaTypHoro
JaTyumKa, pacrnofioXXeHHOro B TOM Xe MecTe.

98. (91) OonyckaeTca ucnonb3oBaTb XMMUYECKUE U OMONOrMYeCcKNe UHOANKATOPbI, HO OHN HE AOIDKHbI 3aMEHATb
nposegeHne orUsn4eCcKnx N3MepeHni.

99. (92) domkHo BbiTb NPefyCMOTPEHO AOCTAaTOMHOE BpeMsi, YTOObl BeECb 0ObEM 3arpy3ku 4OCTUI HEOOXOAUMOW
TemnepaTypbl 40 TOro, Kak 6yaeT HayaT OTCYET BPEMEHU CTepunu3aumn. AToT nepuod SOImKeH OblTb onpegeneH ans
Ka)KOoro Tvna CTepunndyemon 3arpy3sku.

100. (93) MNocne 3aBepLUeHMa BbiCOKOTEMMNEPATYPHOM ha3bl LMKIa TEPMUYECKON CTepunm3aumm OOSKHbI ObiTh
NPUHATLI Mepbl NPeJoCTOPOXHOCTU, NpeAoTBpallallme KOHTaMUHALMIO NMPOCTEPUIIM30BAHHOM 3arpy3km BO BpeEMS
oxnaxaeHnus. Jliobas oxnaxgawowas >XWAOKOCTb WM ras, KOHTAKTUpYOLWME C npoaykumen, [OOMmkHbl OblTb
NpPOCTEPUNMU30BaHbI, KPOME CryyaeB, Korfga BO3MOXHOCTb MCMOMb30BaHWS HErepMETMYHbIX YMaKOBOK WCKIOYEHA W
npuBeaeHbl COOTBETCTBYHOLLME AOKA3aTENbCTBA.

XVI. CTEPUNN3ALINA NMAPOM

101. (94) MNpwn cTepunusaumm Napom HeOOXOAMMO KOHTPONMPOBAaTbL TEMNepaTtypy v AaBneHue. PekomeHayeTcs,
4yTOObI CpeacTBa ynpasneHus Obinv He3aBUCUMbI OT CPEACTB KOHTPOSIA M 3anucbiBaloLwuX YCTPONCTB. Ecnv gns aton
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Llenn MCMOnb3YHTCA aBTOMaTUYECKUE CUMCTEMbI YNPABMEHWUS U KOHTPOMS, OHW [OOMKHbI MPOWNTM Banuoaumio, YTobbl
rapaHTMpoBaTb UX COOTBETCTBME TPeBOBaHMSIM K KPUTMYECKOMY npoueccy. Hapyllenus B xode mpoLuecca [AOMKHbI
PEerMcTpupoBaThCs CUCTEMO M HaxoOMTbCSA Mof Haa3opoM onepaTopa. B xoge npouecca cTepunusauum nokasaHus
He3aBMCUMMOro gatymka TemnepaTtypbl He06xo,q|/||v|0 NOCTOAHHO CBEpPATb C AaHHbIMU OuarpamMmmbl 3anucbiBaloLlero
yCTpOVICTBa. D,J'Iﬂ cCTepunn3aTopoB, MMerLWnX CTOK B AHE KaMepbl, MOXET BO3HUKHYTb HeO6XO,EI,I/IMOCTb permcrtpauunm
TemrnepaTypbl B 3TOM TOYKe B TeYeHWEe BCEero LMKna crepunusaumu. Ecnu B UMKN cTepunusauum BXOOWUT aTar
BaKyyMVUpOBaHWsi, TO HEOBXOAMMO PErynsapHO NPOBOANTbL NMPOBEPKU KAMEPbI HA FrEPMETUYHOCTb.

102. (95) Ctepunumayemblie NnpeameTbl, HE HaXoOALWMECH B FrepMETUYHBIX YNaKoBKax, AOSMKHbI ObiTb 3aBEPHYTHI B
MaTepuan, nponyckawLLMi Bo3gyxX U nap, HO NpegoTBpaLLatolLnin NOBTOPHY KOHTAMUHALMIO 3TUX NPeaMeTOB nocre
ctepunmsauun. Heobxognmo obecneunTb KOHTaKT BCEX YaCTeN 3arpy3kvM CO CTEPUNU3YIOLLMM areHTOM Mpu 3adaHHbIX
Temnepartype 1 BpeMEHM.

103. (96) Heobxogmmo obecneunTb, 4TOOBI ANSA CTepunusaumm NPUMEHANCS Nnap Hagnexallero kadyecTBa, He
cofepXallMin Takoro KonuyectBa MpUMecenr, KoTopoe MOrno Obl Bbi3blBaTb KOHTAMUHALMIO MNPOAYKLUMW UMK
obopynoBaHus.

XVII. CYXOXXAPOBAA CTEPUNN3ALUNA

104. (97) MNMpu cyxoxapoBon CTepunusaumn OmkHbl BbiTb NPeayCMOTPEeHbl LMPKYNSALUSA BO34yXxa BHYTPU Kamepbl
N nogaepxaHve M3bbITOYHOrO AaBneHus Ans NpefoTBpalleHus MnonagaHus BHYTPb Hee HeCTepurbHOro BO3dyxa.
JTio6on nocTtynatoLwmuin BHyTpb BO34YX AOIMKEH NPoOXoauTb Yepe3 unbTpbl Beicokor addpekTnBHocTM (HEPA-bunbTp).
Ecnu ctepunusauusa npegycmatpuMBaeT yCTpaHeHWE MUMPOreHoB, TO Kak YacTb BanuiaumMu OOSKHbI ObiTb MpoBeneHbl
UCMbITaHWA C NpegHaMeEPEHHBIM MCNOMNb30BaHNEM 3HAOTOKCUHOB.

XVIIl. PADMAUMOHHAA CTEPUITN3ALNA

105. (98) PagvauuoHHyl  CTepunusauuio  UCMOMb3ylT  MaBHbiM — obOpa3oM  Ana  cTepunusaumm
TEPMOYYBCTBUTENbHbLIX MaTepuanoB W npogykumu. MHorve nekapcTBEHHblE cCpeacTBa M HEKOTOPble YMaKOBOYHbIE
mMaTepuanbl YyBCTBUTENbHbI K MOHU3MPYIOLLEMY W3MYyYEHWUIO, CrefoBaTenbHO, 3TOT MeTOo4 AOMNYyCTUM TONbKO Toraa,
korga ObiNo 3KCnepuMMeEHTanbHO MOATBEPXKAEHO OTCYTCTBME BPEAHOrO BINUSIHUS Ha npogykuuto. Kak npasuno,
ob6nyyeHue ynbTpadroneToBbIM U3NyYEHMEM He SBMsSieTCH NPUeEMNeMbIM METOAO0M CTepMnn3aumm.

106. (99) Bo Bpemsi npouecca CcTepunusauMmM [[OIDKHO MPOBOAUTLCH U3MepeHWe MnOorfoLweHHoNn [03bl
MOHM3UpYIOLWLEro uany4venus. [nsg aToro cnefyet WUCMNoOfb3oBaTb AO3UMMETPbI, MOKa3aHWUs KOTOPbIX HEe 3aBUCAT OT
NCNoNb3yeMoONn MOLLHOCTM [03bl M3MYyYEHUs, HO KOTOpble 06ecrnednBaloT KONMYECTBEHHYK pPEerucTpauuio  4os3bl
N3NyyeHusi, MOrMOLEHHYI0 camon npoaykunen. [o3uMeTpbl OMMKHbI OblTb pas3MeLLeHbl Cpean 3arpy3kim B 4OCTaTO4HOM
KONM4yecTBe M Ha LOCTaTOYHO OnM3KOM pacCTOsHUKM Apyr OT Apyra, Y4Tobbl rapaHTMpoBaTb Hanuune AO03MMETPOB BO
BCEX MecTax, nofBepraembix 00ny4yeHuto. NnacTtmaccoBble 403UMETPbI OSMKHBI MPUMEHATLCSA NULLL B NPeAenax cpoka
nenctens ux kanuobposku. lNMokasaHWs 0O3MMETPOB HEOOXOAMMO CHUMaTb B TEYEHMEe KOPOTKOro OTpe3ka BpeMEHMU
nocne o6nyyeHus.

107. (100) B «kayectBe cpeactBa [OMOMHUTENBbHOrO KOHTPONA MOMyT WUCNofb3oBaTbCs ©Buonornyeckme
NHOMKaTOPbI.

108. (101) lMpoueaypbl Banugauumn OOJMPKHbI rapaHTUPOBaTb, YTO YYTEHO BIIMSIHME Pa3HOW MMOTHOCTM YKMaaKu
CTEPUU3yeMon MpoayKLMK.

109. (102) Tpouenypbl oOOpalleHus € MaTepuanamy [OMKHbl NpefoTBpaliaTe nepenyTbiBaHME Mexay
06My4eHHBIMM 1 HEOBNyYeHHbIMKM MaTepuanamu. Ha kaxayro ynakoBKy OOMKHbI OblTb HaHECEHbl YyBCTBUTESNIbHbIE K
N3NyYEeHNIo LIBETOBbIE MHOMKATOPLI Af151 TOro, YTOObI pasnuyaTh YNakoBKu, Npollealwmne 1 He npolwegwmne obnydeHuve.

110. (103) CymmapHas nornoLieHHasa fo3a u3nyvyeHns gornxkHa obiTe HabpaHa B Te4eHne BpeMeHU, OTBEAEHHOro
Ha npouecc cTepunmaaumnu.

XIX. CTEPUNTN3ALINA OKCMAOM 3TUNEHA

111. (104) 31O0T MeTOO MOXET ObITb UCMONBL30BAH TOMLKO TOrAda, Korga HEeBO3MOXHO WCMOMb30BaHWe OpYyroro
cnocoba. Bo Bpemsa Banugauumn npouecca OOMKHO ObiTb JOKasaHO, YTO OTCYTCTBYET MnoBpexaalllee BrnvsHWE Ha
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NPOAYKUMIO, a NPEQyCMOTPEHHbIE Ans Aerasauun yCrioBusi U BPEMsi TakoBbl, YTO KONMYECTBO OCTATOYHOrO rasa u
NPOAYKTOB peakumun ByaeT HaxoauTbCA B OOMYCTUMbIX Npeaenax, YCTaHOBMNEHHbIX AN AAaHHOro BUAA NPOAYKUUM U
maTtepuana.

112. (105) CylwecTBeHHOe 3HA4YeHWe UMeET HEenocpPenCTBEHHbIM KOHTAKT Mexdy rasoM v MUKPOOpraHM3Mamu.
Heobxooumo npuHATE Mepbl NPegoCTOPOXHOCTM OT BKOYEHWS MMKPOOpraHM3moB B MaTepuan (Hanpumep, B
KpUCTanmbl Uy BbICyLLEHHbIN 6enok). Bug 1 konnyecTso ynakoBOYHbIX MaTtepuarnoB MOryT CYLLECTBEHHO MOBMNATb Ha
npouecc.

113. (106) Mepen obpaboTkoi rasom AO/MKHO ObITb OOecnevyeHO COOTBETCTBME BMAXHOCTU M TemnepaTypbl
maTepuanoB TpeboBaHUsM npouecca. Tpebyemoe ans 3Toro BpeMs AOMKHO OblTb, MO BO3MOXHOCTM, MUHUMATbHbIM.

114. (107) Kaxgbim uUMKn CcTepunusaumm [OMMKEH KOHTPONMPOBATbCA C  MOMOLLBI)  COOTBETCTBYHOLLUX
B1onorMyecknx NHANKATopoB, HEOOXOAMMOE KONMYECTBO KOTOPbIX AOMKHO OblTb paBHOMEPHO pacnpeneneHo no BCew
3arpyske. [NonyyeHHas npu 3TOM MHGOpPMaLMa OOMKHA COCTaBMATb YacTb JOCbE Ha CEpPUI0 rTOTOBOM NPOaYKLUU.

115. (108) Ans kaxxgoro umkna cTtepunmsanmm 4ormkHbl ObiTb 0OOPMIEHbI 3anncK ¢ yKazaHMeM BPEMEHU MOSTHOro
3aBeplieHna uukna, gaBneHund, tTemnepaTtypbl U BNaXXHOCTU B KaMepe BO BpeMA rnpouecca, a Takke KOHUEeHTpauun u
obLero konmMyecTea MCMNOMNbL30BaAHHOIO rasa. [laBneHme u Temnepatypy HeobxooMMo permcTpupoBaTtb Ha MPOTSXKEHUM
BCEro LuKna Ha guarpamme. 3Tu 3anucu A0MKHbI COCTaBMATb YacTb AOCbE Ha CEPUI0 rOTOBOM NPOAYKLUN.

116. (109) 3arpysky nocne cTrepunmusaumm HeoO6XoaUMO XpPaHUTb MO KOHTPOSIEM B YCIOBUSX BEHTUIALUK, YTOObI
obecneuntb CHUXEHUE CoOepXXaHWUsi OCTaTOYHOro rasa W NPOAYKTOB peakumMuM [0 YCTAHOBMEHHOro npepena. JT1oT
npoLecc AOMKEH NPONTU BanMaaLuuio.

XX. oUNbTPALUNA NEKAPCTBEHHBLIX CPEACTB, KOTOPBIE HE MOI'YT BblTb
NPOCTEPUITN3OBAHBLI B OKOHYATEJIbHOW YTAKOBKE

117. (110) lMNMpoBeaeHue ctepunuaylowen unbTpauun He SBNAETCS AO0CTAaTOYHbIM YCMOBUEM CTepunm3aumu,
€Cnn BO3MOXHO MpOBEAEHNe CTepunusaumn npoaykuum B OKOHYaTenbHOW ynakoske. [peanodTuTenbHbIM SBRSeTCs
mMeTon cTepunusaumu napom. Ecnu npoaykums He mMoxeT ObiTb MpPOCTEpUNM3oBaHa B OKOHYaATENbHOMW YMakoBKe, TO
pacTBOPbI UMK XUAKOCTU MOTYT ObiTb MPOUNBLTPOBaHbI Yepe3 CTEPUIbHbIA (DUMLTP C HOMMHAMBbHBIM pasMepoM Nnop
0,22 MKM (MnNn MeHee) unu 4Yepes uNbTP C aHanorM4yHoW CrnoCcOGHOCTBIO 3agepuBaTb MUKPOOPraHu3mbl B
npegBapuTenbHO NPOCTEPUIIN30BaHHbIE KOHTEWHepbl (ynakosku). Takue unbTpbl MOryT yaanatb 60MbWMHCTBO
DakTepun n nnecHesbix rPuBOB, HO He BCE BUPYCbl MMM MWKONMasMbl. [1oaToMy gormkHa ObITb paccMoTpeHa
BO3MOXHOCTb JOMOSTHEHUS npouecca hunbTpauumn Tepmudeckon 06paboTkor onpeaeneHHon CTeNeHun.

118. (111) B cBA3M C Tem, 4TO MNpu cTepunuayowen unbTpauum No CPaBHEHWIO C APYIMMU MpoLeccamm
CTepunM3aumMm CyLLecTByeT MOTeHUManbHbl  OOMNOSNHUTENbHbIA  PUCK, HENnocpeAcTBEHHO neped  hacoBkown
pekoMeHayeTCca MNOBTOpHaa unbTpauma 4Yepes [OOMNOSHUTENbHbLIM  CTEpUnu3ylowmin  punbTp, 3agepXusatowmin
MUKpOOpraHuamebl. NocrneaHion CTepunmaytoLLyo hunbTpaumio Heobxoaumo OCyLLECTBAATL Kak MOXHO Brivke K MecTy
dacoBkMu.

119. (112) Heobxogumo ucnornb3oBaTb QUIbLTPbI C MUHUMAaIbHLIM OTAENEHMEM BOJTOKOH.

120. (113) MNepepn ncnonb3oBaHMEM CTEPUNU3YOLLEro unbTpa 1 cpasy nocrie ero Ucnosib3oBaHUss Heo6xoaMMo
NpoOBEPATb €ro LEeNoCTHOCTb TakMM MeToOOM, Kak "Todka nysblpbka", MeToAoM Anddy3MOHHOrO notoka wnu
ucneiTaHMeM noA pasnexHvem. [pu Banupaumym LOIMKHBbI ONPEedenaTbCs Bpems, Heobxogumoe Ans unbTpauum
pacTtBopa 3agjaHHoro obbema, 1 nepenag gaBneHui Ha gunbTpe. Jliobble CyleCcTBEHHbIE OTKIIOHEHUSA OT YKa3aHHbIX
napameTpoB BO BpeEMS TeKyLlero npou3BOACTBa HeOOXOOAMMO perucTtpupoBaTtb U uMccnegoBatb. PesynbTaTbhl 3TUX
NpOBEPOK AOMKHbl ObITb BKMOYEHbl B OOCbe Ha cepuio npogdykuuu. Cpasy nocre Mcnonb3oBaHus Heobxoammo
noaTBepXaaTb LENOCTHOCTb KPUTUYECKMX Fa30BbIX U BO3AYLWIHbLIX PUNbTPOB. LienocTtHoCTb Apyrnx ounbTpoB OOMKHA
NOATBEPXAATLCS Yepe3 COOTBETCTBYHOLLME UHTEPBAITbl BPEMEHMW.

121. (114) He ponyckaeTtcsa ncnonb3oBaTb OAMH U TOT Xe hunbTp B TeyeHne 6onee ogHoro paboyvero aHs, 3a
NCKNn4YeHneM cny4aes, Korga BO3MOXHOCTb bonee ONUTENBHOIO ero NCnoJyib3oBaHMA noaTeepXxaeHa Banvlp,au,meﬁ.

122. (115) dunbTp He JOMKEH OKa3biBaTb BIINSIHUE Ha NPOAYKUMIO, 3a4epKMBasi ee NHIPEaNEHTLI UK BblAenss B
Hee Kakune-nnodo BellecTBa.
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XXI. OKOHYAHWE NPOLIECCA NMPOW3BOACTBA CTEPUIIbHOW MPOAYKLN

123. (116) YacTu4yHO YKyNOpeHHble pnakoHbl MOCMEe 3aBepLUEHUsT JMOMUIIBHOIO BbICYLUMBAHMSA LOOSKHbI
Haxo4MTbCA B 30HE krnacca A [0 X OKOHYATENbHOro YKyrnopusaHusi NpooOKoM.

124. (117) KoHTeliHepbl (NepBUYHbIE YMAKOBKWM) AOIMKHbI ObiTb YKYyNMOpeHbl COOTBETCTBYHOLMMK criocobamu,
KoTopble npownu Banugaumto. [Npu ucnonb3oBaHMM MeToda 3anawku, Hanpumep, CTEKMSAHHbIX WMNW MIacTMacCoBbIX
amnyn, BcA npoaykums nognexut 100%-HoMy KOHTPOMIO Ha LenoCTHOCTb. B Apyrnx cnyvasx KOHTPOMb LENOCTHOCTH
NPOAYKLUUN AOMKEH NPOBOANTLCHA YCTAHOBMEHHBIMU METOAAMM.

125. (118) Cuctema ykynopmBaHusi riakOHOB, HamMOMHEHHbIX B acenTUYecKUX YCroBUSAX, He SABMseTcs
MOSTHOCTBIO LIeNIOCTHOM 40 Tex Mop, Noka Ha yYKynopeHHOM npobkon drakoHe He ByaeT obxat (3akaTaH) antoMUHNEBDIN
Konnayok (kpblwka). B cBs3M ¢ 9TMM 0GXUM Komnnavka mnocrie yKynopuvBaHWSA MPoOKoN HeobXOAMMO BLIMOMHATL Kak
MOXXHO paHbLLE.

126. (119) MNockonbKy Npu 0OXMME KONMNaYKoB MOXET BblAENATLCA OOMbLUOE KONMMYECTBO MEXAHUYECKNX YacTuL,
obopynoBaHue Ans ob6xnma HeobxoanmMo pasmeLLaTb OTAEMNbHO U CHabXaTb CUCTEMOM BbITSXXKM BO34yXa.

127. (120) O6xvm komnnaykoB Ha pnakoHax MOXeT NPOBOAUTLCA Kak 4acTb acenTU4eckoro npouecca c
NCMNOMNb30BaHWEM MPOCTEPUITM3OBAHHBLIX KOMMaykoB UMM B YCIOBUSAX YMCTOrO MOMELLEHUSA BHE acenTU4ecKon 30Hbl. B
nocrnegHem crnyyae (nakoHbl AOMKHbl ObITb 3allMLlEeHbl 30HON Krnacca A, noka He MOKUHYT acenTUYecKyl 30HY, U B
AanbHenLweM yKyrnopeHHble Npobkamu hnakoHbl AOMKHbI ObiTh 3alUMLLEHbl MyTEM Nodayy YMCTOro Bosgyxa knacca A,
Moka Ha HMX He ByayT obXaTbl KOMMayKu.

128. (121) dnakoHbl 6€3 Npobku MM co cmelleHHon npobkoi Heobxoammo ypanaTe Ao obkmma konnadka. B
crny4yae ecnu npu obXume KornavykoB HEOOXOAMMO BMELLATENbCTBO YEroBeKa, AN UCKMIOYEHMS NMPSIMOrO KOHTakTa ¢
dnakoHamMy 1 MUHUMM3aLIMN MUKPOBHOIM KOHTaMMHaLMKM O0MKHa UCTMOMNb30BaTbCA COOTBETCTBYHOLLAA TEXHOMOMUSI.

129. (122) BpdhekTnBHBIM CPEACTBOM 3aWnTbl MOTYT BbITb Bapbepbl UMK N30MATOPbLI, OrpaHUYMBatoLLmMe AOCTYN B
pabouyio 30Hy, obecneuvBatowime Tpebyemble YCMOBMSA M CBOASALME K MWHUMYMY MpPSMOM [OCTYn 4enoBeka K
onepauun o6xunmMa.

130. (123) [lepBuYHbIe YMNaKoBKW, FEPMETU3NPOBAHHbIE MOA4 BakKyyMOM (BaKyyMHble YMaKOBKM), LOJIKHbI
NpOBEPATLCA Ha COXpaHeHWe BakyyMa nocrne 3apaHee onpegeneHHoro npoMexyTka BpeMeHu.

131. (124) lNepBUYHbIE YNAKOBKM C MNPOAYKUMEWN OIS MapeHTepanbHOro BBEAEHUS HEOOXOAMMO NpOBEPSThb
MHOMBUAYanbHO (MOWTYYHO) HA Hanuyme MOCTOPOHHUX BKIMIOYEHWA WM APYrMX HECOOTBETCTBUM MO KayecTBy.
BusyanbHbIn KOHTPOMb AOMMKEH MPOBOAUTBLCA MPU YCTAHOBMEHHbIX YPOBHSX OCBELLEHHOCTU U doHe paboyero nons.
Heobxoanmo perynspHo MNpoBepsATb 3peHue OnepaTopoB, BbIMNOMHALWMUX BU3yalnbHbIA KOHTPOMb (ecnu onepaTopbl
NCMNOMb3yloT O4YKW, TO MpOBepka 3peHus NpoBOAMTCA B o4kax). B xoge BusyanbHOro KOHTpomns npodykKumu
pekomMeHOyeTCsl 4OCTAaTOMHO YacTO OpraHu3oBbIBaThb MepepbiBbl B paboTe onepaTopoB. MNpu MCMONb30BaHUKU OPYrnX
METOAOB KOHTPOSS MPOLECC KOHTPONs Heobxogumo BanuaupoBaTtb, COCTOsiHME obopydoBaHus Heobxoanmo
neprmoanyeckn NpoBepsiTb. PedynbTaThl BU3yanbHOro KOHTPOMS AOMMKHbI 6biTb 0hOPMMAEHbI AOKYMEHTAarbHO.

XXII. KOHTPOINb KAYECTBA

132. (125) WcnbiTaHue roToBbIX MNPOAYKTOB HA CTEPUNBHOCTb HEoOXoOUMO paccMaTpuBaTb TOJSbKO Kak
3aBepLUalOLLMIA 3Tan B CEPUM KOHTPOJSIbHLIX MEPOMNPUATUNA, rapaHTUPYHOLWMX CTepUbHOCTbL. MeToamka ucnbeliTaHusa Ha
CTEPUNBHOCTb JOSMKHA ObITh BanmaupoBaHa Anst Kax4oro npogykra.

133. (126) B cny4asix, korga nonyyeHo paspelleHuMe Ha BbINYCK CTEPUIbHOW MPOAYKUMM NOo napameTpam (
MpunoxeHne N 17 k HacToswwmm [NpaBunam), ocoboe BHUMaHWE OOIMKHO YAENATbCA BanugauvMum U KOHTPOM BCEro
TEXHOJIOIMYECKOro npotiecca.

134. (127) Bbibopka o6pasuoB npoaykuuu, KoTopble Obinv oTobpaHbl ANd MpPOBEAEeHWUS MWCNbITaHWS Ha
CTEPUIBHOCTb, AOMKHa ObiTb penpe3eHTaTUBHON AN BCEN cepum U obs3aTenbHO BKoYaTb 06pasubl, 0TOGpaHHbIe 13
Tex yacTen cepun, Ans KOTOPbIX NpeanonaraeTcs HanbonbLUMI PUCK KOHTaMUHALMK, B YACTHOCTU:

a) (a) 4na NpoAyKTOB, HAMOMHEHHbIX B ACEMTUYECKUX YCMOBMSIX, OOpasLbl AOMKHbI BKIOYATb KOHTEWHEpPHI
(NepBuYHbIE YNaKoBKW), B KOTOPbIE MPOUCXOAWIO HamofHEHME B Hayane U B KOHLe NPOM3BOACTBA CEpuW, a Takke
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nocrie nodoro 3Ha4YMTENbHOrO BMELIATENbCTRA;

6) (b) ons npodykToB, MpoLUeANX TEPMUYECKYID CTEPUNU3ALMI0 B OKOHYaTENbHOM YrnakoBKe, AOIMKHO ObiTb
yAeneHo BHUMaHWe oT6opy Npob 13 noTeHUMarnbHO cambiX XONMOAHbIX YacTen 3arpysku.

Mpunoxexne N 2
K MpaBvnam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

NnPON3BOACTBO
BUONOIM’MYECKNX (B TOM YNCITE UMMYHOBWONOTI MYECKNX)
SAPMALIEBTUHECKNX CYBCTAHUMN N NNEKAPCTBEHHbLIX NMPEMNAPATOB

I. OBNACTb NMPUMEHEHUA

1. TexHomorus npousBoacTBa OGuonormdeckux (B TOM 4ucrne KMMMyHOBOMOMNOrnyeckux) dapmMaueBTU4eCcKnx
cybcTaHumMin n Buonornyecknx nekapcTBeHHbIX NpenapaToB (garnee - "Ouonornyeckne dapmaveBTuyeckme cybctaHuum
N nekapcTBeHHble npenaparbl”) ABMSeTCA KpUTUYeCKUM dhakTopoM, OnpeaensaowmMM COOTBETCTBYIOWNIA PEryNATOPHbIN
KOHTponb. ®apmaueBTuyeckme cybcTaHumMm 1 nekapcTBeHHbIe npenapartbl MoryT ObiTb onpeaeneHbl kak Guonornyeckne
B 3HAYMTENbHOW Mepe NCXOAA U3 TexHonorum ux npomssoacrea. Hactosuee MpunoxeHvne cnyxuT pyKOBOACTBOM AfS
BCEro cnekrpa duonornyeckmx dpapmaueBTUyeckmx cybcTaHumn n BMonormyeckmx nekapcTBeHHbIX NpenapaTos.

2. TpeboBaHusl, ycCTaHOBMNEHHble HacTosAWMM [1pUNoXeHUeM, pacrnpocTpaHATCA Ha aHTUOMOTUKM Ha
Buonormyeckmx crtagusix ux npoussoacTea. [paBuna Mpom3BoACTBa NEKAPCTBEHHbIX MpenapaToB, MOMYYEHHbIX U3
dpaKkLMOHMPOBAHHOM LOHOPCKOW KPOBWU UMW Nnasmbl, ycTaHoBreHbl [NpunoxeHmem N 14 k HacToawwmm lpasunam, a
0551 HETPaHCreHHbIX pacTUTENbHbLIX NTekapCcTBEHHbIX Npenapatos - [NpunoxeHnem N 7 k HacToAwmMm [Npasunam.

3. HacTtosiee anIJ'IO)KeHI/Ie pasgeneHo Ha ABe OCHOBHbIE YaCTu:

a) (a) Obwee pykoBoacTBO (HYactb A) - coaoepXuT LONOSMHUTENbHbLIE NMpaBuia NPOU3BOACTBA OMOMOrMyecKnx
hapmaLeBTUYECKMX CyOCTaHUMIA N NeKapCTBEHHbIX NpenapaTtoB, HAYMHAs OT KOHTPOSS NOCEBHbLIX KynbTyp U GaHKoB
KINeToK M 3akaH4MBas 3aknioYMTENbHbIMY OnepauusMn U NpoBeEAEHMEM UCTbITAHWN;

6) (b) CneumanbHoe pyKOBOACTBO MO OTAESbHbIM Tunam npoaykuumn (Hactb B) - copepXuT OOMOMHUTENbHOE
PYKOBOACTBO A51A OTAEN1bHbIX TUNOB ouonornyeckmnx CpapMaLl,eBTI/ILIeCKI/IX Cy6CTaHL|,I/IVI N NeKapCTBEHHbIX NpenapaTtos.

4. Obnactb NnpUMEHEeHNA HacTodLllero anIJ'IO)KeHI/Iﬂ BKITIOMAET ABa acnekra:

a) (a) cTagma NpousBoAcTBa: 4O TOro MOMEHTa, NMoka Guonornyeckne apmaueBTMyeckme cyocTaHUumM He cTaHyT
CTEPUIbHBIMMW, OCHOBHBLIM OOKYMEHTOM AN HUX aBnseTcs rmasa |V HacToswmx Mpasun. MNpaBuna Ana nocneayowmx
cTagui NponssoAcTBa GUOMNOrMYeckux NnekapcTBEHHbIX NpenapaTos coaepxaTtca B rnase |l HacToswwmx Mpasun;

6) (b) BMa npoaykumn: HacTosiwee [lpunoxeHue sBNSETCA PYKOBOASALMM OOKYMEHTOM AN BCEro crekrpa
BMONOrMYECKMX NeKapCTBEHHbIX NpenapaToB.

5. OTn gBa acnekta npegcTaBrneHbl B Tabnuue N 1. YpoBeHb TpebGoBaHU ycunuBaeTcs No Mepe nepexoga ot
paHHUX K MO3OHUM CTaausiM MPoOM3BOACTBa Ouonormdeckux dapmaueBTUiIeckux cybcTaHuuin, OAHaKo MpUHLMNbI
HacToswwmx [NpaBun gomkHbl cobnogatbcs Bcerga.

6. Ecnu HopmaTuBHbLIMM NpPaBoOBLIMK akTamu Poccuiickolit ®enepauum ycTaHOBMNEHbI cnelunanbHble TpebGoBaHus:
a) (a) ans TkaHen U KNeToK, UCMOMb3yeMbIX ANS NMPOM3BOACTBA JIEKAapCTBEHHbIX CPEACTB, KOTOPbIE CTAHOBATCS

GuonormyeckuMn  hapmaLeBTUYECKUMN CYGCTaHUMSAMU ONA  HEKOTOPbIX BWUAOB BGUOMOMMYECcKUX NeKapCTBEHHbIX
npenaparos;
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6) (b) B OTHOLUEHNM BbICOKOTEXHOSOMMYHBLIX NEKAPCTBEHHBLIX MpPenapatoB, B KOTOPbIX KPOBb UMM KOMMOHEHTHI
KPOBW UCMOMb3YylOTCH B KA4eCTBE MCXOOHOrO Chipbs B YaCTW yCTaHOBNEHWsS TpeboBaHui kK 0OTOOPY AOHOPOB, K Ka4ecTBy
n G6esonacHocTn npu 3abope, TecTMpoBaHMM, 0OpaboTKe, XpaHEHUM U TPAHCMNOPTUPOBKE YENOBEYECKON KPOBU U €€

KOMMNOHEHTOB;

B) (C) ANs NPOM3BOACTBA W KOHTPOSS FeHeTMYEeCKM MOAUULMPOBAHHBLIX OPraHW3MOB, B OTHOLUEHUW KOTOPbIX
pomkHa OblTb obecneveHa M cobnogeHa COOTBETCTBYHOLLAS M30MAUMSA M ApyrMe Mepbl 3awuTbl Ha 0ObekTax, rae

ocyllecTenseTcs

kakas-nnéo pabota c

reHeTn4eckun

MOD,VIq)I/I UMpoBaHHbIMU

MWKpPOOpPraHusmMamu, B

Luensax

yCTaHOBINEHUNA N cobntopeHust COOTBETCTBYHOLLEINo YPOBHA Buonoruyeckon 6e3onacHOCTH, - Takue Tpe6OBaHI/1$| OOJXHbI

cobntoaaTbes.

Tabnuua N 1. O6nacTtb npMMeHeHus HacTosLwero MNMpunoxeHus

Tun M UMCTOUHUK

[IpyMep NPOIYKLMM

HpMMeHeHVIe HacTOoAIMX Hpanm K CTaiyAaM INPpOM3BOILCTEBA

(BEIIIEJIEHO

MaTeprasioB cepeM QOHOM)
1. XuBOTHOTO T'enapmMH, WMHCYJMUH, C6op pacTeHMy, Peska, Nzongauua un IIpuroroBJieHue,
pZ83878 bepmeHTE, Oerku, OpPTaHOB, TKaHel CMelUBaHUE U ouMCcTKa HaloJIHeHNe
PaCTUTEJILHOTO BDKCTPaKTHL WM XUOKOCTEN (nnu) nepBUYHaAS
MIPOMCXOXIEHMS aJIJIepTreHoB, <1> oBpaboTrka
HETPaHCTEHHHE |BBICOKOTEXHOJIOTUUHEIE
JleKapCTBEeHHEE
npenapaTsl, MMMYHHEBE
CHIBOPOTKU
2. Bupyce nm BUpyCHBIE MUK CosnmaHme u KynbTypa KJIETOK VHaKTUBaLMA [IpuroTOBJIEHME,
GakTepun/ BaKTepurasbHLe nommepxaHue n (unm) npu HaroJIHEH e
bepmenTauua/ |BakUMHE, GEPMEHTH, TJIaBHOTO <2> 1 bepmeHTaLMA HeoBXOoOuMOCTH,
KYJIb TYPBI 6enkn pabouero ©aHKOB M30JIAUUA U
KJIETOK KJIETOK, TJIAaBHOTO ouMCcTKa
u pabouero
BYPYCHBEIX
IIOCEBHEIX
MaTepurasos
3. PexoMOMHaHTHEE CozpmaHue u KyJnpTypa KJIETOK Nsomauusa, IIpuroToBJieHUE,
BuoTexHOJIOTUA NPONYKTEH, nopnepxaHue n (unm) OuMCTKAa, HaloJIHeHMe
/bepmeHTaumsa/ MOHOKJIOHAJIb HEIE TJIaBHOTO U bepMeHTaLMSA Mommubmxaums
KYJIb TYPhI aHTuTesna, pabouero ©aHKOB
KJIETOK ajlepreHsl, BaKLMHEL, |KJIETOK, IJIaBHOM
JIeKapCTBEHHHE n pabouen
npenapaTs TeHHOM IIOCEBHEIX KYJIbTYP
Tepanuyu (BUPYCHEE U
HEeBUPYCHEHE BEKTOPEHI,
TJ1a3MMIEL)
4. XMBOTHOTO PexoMOMHaHTHEE TJIaBHBEI U Peska, Nzomnauusa, IIpuroroBJieHue,
NPOMCXOXISHNUA 6enku, pabounit CMelUBaHUE U ouMcTKa U HamnoJIHeHMe
TpPaHCTEeHHEEe BEICOKOTEXHOJIOTMYHEIE | TDAHCTeHHEM OaHK | (1) mnepBUYHAas MoOUdMKaLMSI
JIeKapCTBEHHEE obpaboTka
npenapatTsl
5. PexoMOVHaHTHEE T'JIaBHENT 1 BripammeaHue, IlepBruHadg, IIpuroroBJieHue,
PacTuresbHOTO ©eJiky, BaKLMHEL, pabounit cbop pacTeHuM SKCTpakuug, HaIlloJIHeHue
TIPOMCXOXIEHNA aJyiepreHsl TPaHCTEeHHE OaHK <3> M30JIAUUA,
TPaHCT'€HHHE OUMCTKA,
MoIupUKaLMS
6. depMEeHTE, C6op xmOxocTeit CMemvBaHMEe U V3omAauusa un [IpuroTOBJIEHME,
YesloBeUECKOTO |MNOJIydeHHEE M3 MOuM, (nnn) mnepeuyHasa ouMCcTKa HaroJIHEHME
TIPOMCXOXOEHUA TOPMOHE obpaboTka
7. JlekapCTBEeHHEIE Jonauusa, IIpon3BOOCTBO T'eneTnueckas |lIlpurorosseHue,
YeJioBEUECKOTO npernapaTs T'€HHOM nocTaBka U BEKTOPOB <4>, MoImuduraums HaloJIHeHMe
n (mnm) Tepanmn: VICIIEIT @HM S OUMCTKa KJIETOK I KJIETOK BHE
XMBOTHOTO TeHEeTUYECKN MICXOIOHBEIX TKaHeMn/ oBpaboTka opraHmsMa,
POMCXOXIEHMUSA MOIMQMUMPOBaHHEE KJIETOK <6> OumcTka 1 cozgaHue
KJIE TKU obpaboTka TJIaBHOTO M
NPOM3BOOCTBEHHEIX pabBouero
BEKTOPOB <5> u 6aHKOB
KJIETOK KJIETOK WJIU
KJIETOYHOT O
3amnaca
KoHcy. n
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JlekapCTBEeHHEIE Jonauusa, CozpmaHue MNsomaumnsa IIpuroToBJieHUE,
npenapaTe Tepanun nocraBka U TJIaBHOTO U KJIETOK, CoenuMHeHME,
coMaTnydeCKUMU VICIIBIT @aHUSA pabouero GaHKOB OuMCTKa HarlloJIHEHUE
KJIe TKaMM MICXOIOHBIX TKaHeMn/ KJIETOK MJIN KYJIBETYP,
KJIeTOK <6> KJIETOUYHOTO CoenMHEHME C
3amnaca HeKJIe TOUHBIMU
KOMIIOHEHTaMu
JlekapCTBEeHHEE Jonauus, IlepBruHasa Mzonaunsa IIpuroroBJieHue,
rnpenapaTe TKaHEBOM rnocraBska u obpaboTka, KJIETOK, coenuHeHue,
VHXeHepUn VCTBITaHUSA M30JAUMA U OuMCTKa HaroJIHEeHUe
MICXOIHEIX TKaHem/ OuMCTKa, KYJIBETYP,
KJIeTOK <6> coznaHue coenuHEHME C
TJIaBHOTO U HeKJIe TOUHBIMU
patouero OaHKOB |KOMIIOHEHTaMM
KJIETOK, 3arnaca
MePBUYHLIX KJIETOK

Ycunenne TpeboBaHMIL \

TepmMmuHbI NpuBedeHbl B HacTosweM [NpunoxxeHnn.

<1> MyHkTbI 87 - 94 HacToswero MNpunoxeHns.
<2> lNyHKTbl 54 - 62 HacTosLwero MNpunoxeHus.

<3> [ns BblpawmBaHus, y6opkn n nepBuYHON 0OpabOTKM, KOTOPbIE OCYLLECTBNSAOTCA B MOSEBLIX YCMOBUSX,
MOXET MpUMeEHSTbCA PykoBOACTBO MO NpaBunaM Hagnexallero BblpawuBaHus uM cbopa UCXOQHOro  Chlpbs
pacTUTENbHOro NPOUCXOXAEHMS.

<4> Korga 370 BMPYCHbIE BEKTOPbI, MPMMEHSETCS CTpoka 2 Tabnumubl.

<56> Tpe6OBaHI/IF| K 4enoBe4YeCKMM TKaHAM W KreTkaMm, WUCMNOoJib3yeMbiM Mpu Npon3BOoACTBE J1E€KapCTBEHHbIX
cpencTs, coaepKaTtca B HOPMaTUBHBLIX NPaBOBbIX akKTax Poccuiickon dJep,epaLwlM.

Il. MPUHLUMMN

7. MNpounsBoacTBo BGuonormyecknx papmaueBTUYecknx cybCcTaHuuin U nekapCTBEHHbIX NpenapaToB MMEeT CBOH
crneunduky, ONpPeaensemMyio XxapakTepom MpoaykuMmM W TexHOMNorven npousBoACTBa. XapakTep nNpou3BOACTBA,
KOHTPONS U NPUMeHeHUs BUONOrnyYecknx nekapcTBeHHbIX NpenapaTtoB TpebyeT 0cobbix Mep NPegoCTOPOXHOCTY.

8. B oTnuume oOT 0BblYHBLIX MEKapCTBEHHbIX CPEACTB, MNPOM3BOAUMBIX C MCMOMb30BAHMEM XUMUYECKUX W
13nyecknx MeTodoB, CrocobHbIX AeMOHCTPUMPOBAaTb BbICOKYI CTEMNEHb HageXHOCTWU, MPOM3BOACTBO GUMOMOrMYEcKUX
dhapmaLeBTUYECKUX CYOCTaHLMA U NeKapcTBEHHbIX NpenapaTtoB BKMYaeT B cebs Mcrnonb3oBaHWe GUOMormyeckux
MpoLEeCCOB M MaTepuaroB, TakMX Kak KyNbTMBMPOBaHME KNeTOK WNM 3KCTparMpoBaHWe MaTtepuana W3 XUBbIX
opraHu3MoB. YKasaHHble Guornornyeckme npoLecchl MOryT OAeMOHCTPUPOBaTb CBOMCTBEHHYIOD MM W3MEHYMBOCTb, YTO
MPUBOAUT K CYLLECTBEHHOMY AMana3oHy NMoGOYHbIX NMPOAYKTOB pasfiMyHON Npupodbl. [Mo3ToMy MPUHUMIBLI YNpaBreHuUs
puckaMmn Ans KayecTBa O0COGEHHO BakHbl ANS AaHHOTO Knacca maTepuanoB M JOMKHbI cobioaaTees Npu paspaboTtke
MeTOZI0B KOHTPONSA Ha BCeX CTaauax NpousBOACTBa ANA MUHMMM3aLUMM BapnabenbHOCTU U YMEHbLLEHUS BO3MOXHOCTM
KOHTaMMUHaLWUM 1 NepeKpecTHON KOHTaMUHaLWK.

9. Matepuansl, NUTaTenNbHbIE Cpeabl N YCMOBUS KyIbTUBUPOBAHMS LiENEBLIX MUKPOOPraHU3MOB, KyNbTyp KMeTOoK,
BMpycoe BO MHOIomMm CI'IOCO6CTByPOT BO3MOXHOCTU pOCTa KOHTaAMUHUPYIOLWMNX areHToB. MHorve NeKkapCTBEeHHble
npenapaTbl UMEKT OFPaHUYEHHYI YCTOMYMBOCTD K LUMPOKOMY CMEKTPY METOAOB OYUCTKM, B OCODEHHOCTM K MeTodam,
npefgHasHadYeHHbIM AN MHaKTMBALMU WKW YCTPAHEHUS MOCTOPOHHUX BUPYCHbIX KOHTAMWHAHTOB. [na cBedeHus K
MUHUMYMY BO3MOXHOCTW TaKOW KOHTaMMHALMKW NPOM3BOANUTENb AOMKEH YAENSTb OCHOBHOE BHUMAHME NNaHUPOBaHMIO
TEXHOMOrMYECKOro MpoLecca, KOHCTPyKUMM obopydoBaHusi, MOMELLeHU, cuctem obecneyeHusi, YycroBusiM
npuroToBneHunsa n gobaeneHus 6ydepoB 1 peareHTOB, 0T6OpPY Npob 1 00yveHuo NnepcoHana.

10. Cneundukaumm Ha npogykumio (B 4YacTHOCTW, creuudmkaumm B 06WKX dapMakonerHbiXx CTaTbsX,
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dapmakonenHbIx CTaTbsiX, PerncTpaumMoHHoe [OoCbe) AOMKHblI onpegensTe, MOryT fv (M ecnu MOryT, TO 4O Kakow
cTeneHn M OO0 Kakow cTaguu) BelwlecTBa M MaTtepuanbl MMeTb ONpederieHHbI ypoBeHb BUMOHarpyskum unm ke OHU
OOMXKHbI BbITb CTepunbHbIMK. MPoON3BOACTBO Takke AOMKHO COOTBETCTBOBATb APYrMM TpeboBaHUSAM, U3MNOXEHHbIM B
perucTpaumoHHoM pfocbe nubo B MNPOTOKOME KIMHWYECKOro uccrefoBaHus (Hanpumep, KONMMYECTBO reHepauui
(yOBOEHWIA, naccaxem) Mexay NOCEBHOWN KynbTypow UM GaHKOM KIeTok).

11. Ons 6uonormyeckux martepuanoB, KOTOpble He MOryT ObiTb MNpOCTEpPUNU30BaHbl (Hanpumep, MyTem
unbTpaumm), NPon3BoACTBO AOMKHO NPOBOAUTLCA B aCENTUYECKUX YCMOBUSAX O MUHUMWU3aLUUKM pUcKa BHECEHMUS
KOHTamMuHaHTOB. [na pernameHTaumy onpefeneHHbIX NPOUM3BOACTBEHHbLIX METOAOB, Hanpumep, Ans yAaneHus wnu
WHaKTUBaUMM BUPYCOB, HeOoBXOAMMO pYKOBOACTBOBATbLCS COOTBETCTBYIOLMMU YTBEPKOAEHHBIMU  MpoLeaypaMu.
MNprvMeHeHne COOTBETCTBYIOLLErO KOHTPOMS M MOHWTOPMHIa 3a COCTOsiHMEM MPOM3BOACTBEHHOW cpefpbl, W, rae 3To
ABMAETCA BO3MOXHbIM, CUCTEMbI YOOPKM U CTepunu3auum "Ha mecTe" BMecTe C MCNOMb30BaHWEM 3aKpbITbIX CUCTEM
MOXeT 3HaUUTENbHO YMEHbLUUTb PUCK CAYYaNHON KOHTaMUHaUUN U NEPEKPECTHON KOHTaMUHaLUNW.

12. KoHTponb Bkmo4vaeT B ceba Guonormyeckne aHanuTUyeckne MeToAbl, KOTOpble XapakTepuayloTcs Gonee
BbICOKOW CTEMNeHbl0 BapnabenbHOCTU, YeM hU3nKo-xuMmmyeckue metodbl. [1osToMy npu NponsBoacTBe GUONMOrMYECKNX
hapmaLeBTUYECKNX CYGCTaHLMIM 1 NeKapCTBEHHbIX NMPenapaToB KIOYEBYIO POSb UTpaeT HaaeXHbIV MPOM3BOACTBEHHbI
npouecc, 1 ocoGoe 3HayeHne UMeeT KOHTPOb B MPOLLECCce NPoM3BoACTBa.

13. Bronornyeckne nekapcTBeHHble MpenapaTtbl, B COCTaB KOTOPbIX BXOAAT AOHOPCKME TKaHWM WK KNEeTKWU, Kak
Hanpumep, ONpederieHHble BbICOKOTEXHOMOIMMYHbIE JIEKAapCTBEHHbIE MpenapaTbl, [OIDKHbI  COOTBETCTBOBATb
TpeboBaHnsM  3akoHogatenbcTBa Poccuiickon ®depgepaumm B 4acTM  MPOCNEXMBAEMOCTW,  YBEOOMIIEHUS
YNOSTHOMOYEHHOro hbefepanbHOro opraHa WCMOMHUTENbHON BAAcTM O HEOGNaronpuATHbLIX peakuMsiXx U KITMHUYECKUX
cny4yasix B Xxofe Tepanuu, a Takke B YacTu TeXHMYecknx TpeboBaHum no naeHtndmkaumumn, obpaboTtke, npegoxpaHeHuto,
XPaHeHWo N TPaHCNOPTMPOBKE LOHOPCKUX TKAHEW W KrneTok. 3abop maTepuanoB v NpOBeAEHME MCMbITAHUA OJIKHbI
NpoOBOAWUTLCA B COOTBETCTBUM C CUCTEMOW KadecTBa, S KOTOPOW onpedenieHbl CTaHOapTbl M TEXHUYeckue
TpeboBaHus.

14. Bbuonoruyeckne dapmaueBTUdeckMe cyBCTaHUMM M NeKapCTBEHHbIE npenapaTbl AOMKHblI COOTBETCTBOBATb
TpeboBaHNsAM HOPMAaTUBHbLIX NPaBOBbIX akToB Poccuiickont ®efepauun B OTHOLUEHWM YMEHbLUEHUSI pyucka nepeaayu
B03OyauTens rybyaton asHuedanonatum XUBOTHbIX M NATEHTHbIX BMPYCOB Yepe3 feKapCcTBeHHble npenapaTbl Afs
MEeANLMHCKOro NPUMEHEHMWS U AN NPUMEHEHNS B BeTepuHapum.

Ill. OBLUEE PYKOBOOCTBO (MACTb A)
MepcoHan

15. (1) MNepcoHan, pabGoTalwmii B 30HaX MNPOM3BOACTBA W KOHTpons 6uonornyecknx dapmMaueBTUYEeCKUX
cybCcTaHUMM 1 nekapcTBEHHbIX MpenapaTtoB (B TOM 4YWCMe MepCcoHarn, 3aHATbI OYMCTKOW, OBCIyXMBaHMEM wnu
KOHTpOMEeM KkadyecTBa), AOMKEH MNpoxoauTb obydyeHue u nepumoguyeckoe MOBTOPHOe obyveHne B COOTBETCTBUM CO
CBOMMW 0BA3aHHOCTSAMM M CneunduKon NPoM3BOAMMON NPOAYKUMMK, BKNOYas BCe OCOOble Mepbl NPefoCTOPOXHOCTU
ANA 3alWmnThl NPoAyKUMM, NepcoHana 1 oxpaHbl OKpyXatoLLen cpeabl.

16. (2) Anga obecneyeHns 6e30nacHOCTM NPOOYKLMU LOMMKHO NPUHUMATBCA BO BHMMaHWE 340POBbE MepcoHana.
COprp,HI/IKI/I, 3aHATbIEe B Npoun3BoaCcTBe, TEXHNYECKOM O6CJ'Iy>KI/IBaHI/II/I, nposegeHun McnbITaHU n yxoae 3a XXMBOTHbIMU
(B TOM 4Hucne ocyuiecrtendamowine KOHTpOJ‘Ib), npu HeO6XO,EI,I/IMOCTI/I AOOJTKHbI ObITb BaKUMHMPOBaAHbI COOTBETCTBYHOLLMMU
cneunryeckUMmn BakUMHaMK, a Takke OOSIKHbI NMPOXOAUTL perynsipHble MeguMuuHCKMe OCMOTPbI.

17. (3) ItoGble 3aboneBaHus nMepcoHarna, KoTopble MOryT HeGnaronpusiTHo MOBNUATL Ha KAdeCTBO MPOAYKTA,
OOMXKHblI MpensTcTBOBaTb paboTe Takoro nepcoHana B MNPOU3BOACTBEHHOW 30HE, a COOTBETCTBYHOLUME 3arnucu
coxpaHsaTbed. B npoussoactee BakumHbl BLK 1 nekapctBeHHbIX npenapatoB Ty6epkynmHa MoryT 6biTb 3aHATLI TONBKO
COTPYAHUKMN, KOTOPble PerynspHo nNpoxoAsT NpoBepKy MMMYHHOro cTaTyca Wnv peHTreHonorndyeckoe obcnegoBaHue
rpyaHon kneTkn. COTPpYyAHUKM AOMKHbI NPOXOAUTL MEOMLIMHCKUMIA OCMOTP C YYETOM pUcKa, KOTOPOMY OHW MOABEPXKEHBI.
MeauumHckmin ocMmoTp TpebyeTcs Ansa nepcoHana, paboTaroLero ¢ onacHbIMM OpraHM3amamm.

18. (4) C uenbid MUHMMM3ALUN BO3MOXHOCTW MNEPEKPECTHON KOHTaMUHAUMM HEOoBXOOUMO KOHTPONUpoBaTb
OorpaHVYeHne [OBWXEHUs nmepcoHana (B TOM 4ucrie COTPYAHUKOB CNyXObl KOHTPOMS KayecTBa, CrneuuanucrtoB Mo
obcnyxnBaHuio 1 ybopke) Ha OCHOBE MPUHLIMMOB yNpaBneHus puckamm Ans kadectsa. Kak npaBuno, He gomnyckaeTcs
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nepexon COTPYOHMKOB M3 30H, A€ BO3MOXEH KOHTaKT C XMBbIMW  MWKPOOPraHmsMamu, reHeTU4eCcKM
MOOUMPMLMPOBAHHBIMU OpraHn3Mamy, TOKCMHaMW WM XKMBOTHbIMW, B 30HbI, rAe MpoBoAasaTcA paboTbl C Opyrow
NpoAyKUMEN, MHaAKTUBMPOBAHHOW npoAyKumenh wunv Apyrumu opraHmsamamu. Ecnv nogobHbix nepexogoB um3bexatb
HEBO3MOXHO, JOIMKHbI ObITb MPUHATLI MEPbI AN KOHTPONSA KOHTaMUHaLUUW COrfacHo MpuHLUUNam ynpaBneHus pyuckamm
Ansi KavecTBa.

MomeweHus n obopygoBaHme

19. (5) CreneHb KOHTPOMNS MPOM3BOACTBEHHON Cpedbl B OTHOLEHUM KOHTaMMHALMKM 4YacTuuamum U
MUKpPOOpraHMaMamn B MNPOU3BOACTBEHHbBIX MOMELLEHUAX [JOIPKHA COOTBETCTBOBaTb BuAay (papmaueBTU4EeCKoN
cybCcTaHummn, NPOMEXYTOYHOM U FOTOBOW MpOAyKUMM U CTaamu TexHororumdeckoro npouecca. lNpu aTom Heobxoanmo
yunTbiBaTb YPOBEHb KOHTAMUHALMM UCXOAHBLIX MaTepuanoB M CTeneHb pucka Afis roToBOro npoaykra. B nporpammy
MOHWUTOPUHIa MPOU3BOACTBEHHOW cpeabl OOSKHbI ObiTb OOMOMHMTENBHO BKMAKYEHbI METOAbl ANis onpeaeneHus
NPUCYTCTBUSA cneundunyecknx MMKPOOPraHn3MoB (B YaCTHOCTM, OpraHn3mMa-xo3sivHa, OPOXOKEBbIX, NecHeBbIX rpnbos,
aHa3pPOOHbIX MUKPOOPraHM3MOB), €CINN Ha 3TO yKa3blBaeT NPOLECC YNpaBreHus puckamm ansa kayecTtsa.

20. (6) Mpon3BOACTBEHHbIE U CKIAACKME MOMELLEHUS OOMKHbI ObiTb CMPOEKTUPOBaHbI C Yy4EeTOM TPeGOBaHWUiA K
KrmaccaM YMCTOTbl, @ MPOLEecChl CrnylaHMpOoBaHbl TakMM obpasom, 4ToObl NMPedoTBpaTUTh KOHTaMMHALMIO MPOOyKLMUK
NMOCTOPOHHMMMU BelllecTBamu. NpegoTBpalleHne KoHTaMmMHaummn aenseTcs 6onee apdekTMBHBIM, YEM ee 0bHapyXeHune
N yCTpaHeHue, XOTA KOHTaMUHALMA MOXET MPOSABUTLCA BO BPEMS TakMX MPOWU3BOACTBEHHbLIX MPOLIECCOB, Kak
depmeHTaUMsa U KynbTUBMPOBaHMWE KNEeTOYHbIX KynbTyp. KOHTpONbHble W3MepeHusl, BKMYas KOHTPOSNb CUCTEM
obecrneyeHnss M KOHTPONb MNPOW3BOACTBEHHOW cpenbl, OOMMKHbI MPOBOAWUTLCA B COOTBETCTBUMW C MpUHLMNAMMU
yNpaBfeHuss puckamy A1 KayecTBa Ha ydvacTkax, rae NPOXOAAT OTKPbITble MPOLEecChl M MPOAYKUMS MOXEeT ObliTb
noABepXKeHa HerocpeacTBEHHOMY BO3[EUCTBMIO MPOW3BOACTBEHHOW cpenbl (HampuMep, BO BpemMsi gobaBreHus
BCromoraTtenbHbIX BelwecTB, cpen, Oydepos, rasos, paboT BO BpeMs MNPOU3BOACTBA BbICOKOTEXHOMOMMYHBLIX
nekapcTBeHHbIX npenapatos). Mpu BbiGope nocnegoBaTenbHbIX KNaccoB YMCTOThI B MPOU3BOACTBEHHBLIX MOMELLEHUSX 1
COOTBETCTBYHOLLUX METOAOB KOHTPOMSA NPUHLMMLI YNpaBneHns puckamu Ans kadecTsa AOSKHbI YYMTbIBATb MPUHLMMI,
N3IOXXEHHblE B COOTBETCTBYIOLLMX NyHKTax Mpunoxerus N 1 k HacToswmm MNpasunam.

21. (7) Pabota c XuBbIMM KNneTkamu, YCTOMYMBLIMU K Cpede MNPOU3BOACTBEHHbIX MNOMELLEHUNA, AOKHa
OCyLLEeCTBMATbCA B ChleuuansHO npeaHasHayeHHbIX MNPOM3BOACTBEHHbLIX MoMmelleHusx. Ecnu B npowusBoactee
NPUMEHSIIOTCA MaTOreHHble MWKPOOPraHuambl (Hanpumep, 1 M 2 rpynnbl NaTOreHHoCTM), TO Takke Heobxoaumo
MCMNonb30BaTh TOMbKO CreunanbHO npeaHa3HavyeHHble AN 3TOro NPON3BOACTBEHHbIE NOMELLEHNS.

22. (8) Ucnonb3oBaHue OQHOrO NOMeLLEeHWs AN NPOM3BOACTBA HECKOMbKMX JIEKapCTBEHHbIX NpenapaTtoB MOXeT
ObITb paspelleHo, ecnu MepedvncrieHHble HWXKe WM SKBMBaneHTHble (akTopbl U MeponpuaTUs (COOTBETCTBEHHO
paccmaTpvMBaeMbiM TuUNam MNPOAYKUMM) SBASIOTCA YacTbio 3PMEKTUBHOMN CTpaTerMm KOHTPOIS, HanpaBneHHOW Ha
npegoTepaLLeH/e NepekpecTHON KOHTaMUHaLUWK:

a) (a) 3HaHMe OCHOBHbIX XapaKTEPUCTMK BCEX KIMETOK, OPraHM3mMoB U N0ObIX NMOCTOPOHHMX areHToB (Hanpumep,
NaToreHHOCTb, BO3MOXHOCTb OBOHapy>XeHUs, YCTOMYMBOCTb, BOCMPUMMYMBOCTb K WHaKTMBauum), pabota C KOTOPbIMM
OCYLLIECTBMAETCS B OAHUX U TEX XKE NOMELLEHMSX;

6) (b) npn npomsBoacTBE MPOAYKUMM M3 MHOTFOYUCIIEHHBIX MarleHbKUX Cepui, MonydaemblX M3 pPasfnyHOro
NCXOOHOrO Chipbs (HanpumMep, NekapcTBeHHble npenapaThbl HA OCHOBE KIMETOYHbIX TEXHOMOIrMIN) Ha cTaguu pa3paboTku
CTpaTerun KOHTPOIA AOJIKHbl YHUTbIBATbCA Takue d.)aKTOpr, KaK COCTOdAHME 300pOBbA OOHOPOB C UENIbi0 CHMWXeHUA
pvcKa NosfiHOM NoTepu NPOAYKLMMK;

B) (C) mMpegoTBpalleHue nonafjaHus XMBbIX MUKPOOPraHW3MOB WM CMOP B CMEXHble MOMELLUEHUS Whn Ha
obopynoBaHue nyTem onpeneneHnst Bcex noTeHumanbHbIX MapLUpyTOB NepekpecTHON KOHTaMUHaLUMK Y UCMOSb30BaHuS!
OHOPA30BbIX KOMMOHEHTOB 1 COOTBETCTBYHOLLMNX MHXEHEPHLIX MEPONPUSATUI (HanpuMep, 3aKpbITbiX CUCTEM);

r) (d) Hanmuune MeponpUSTUA KOHTPONA MO YyAaneHUlo MUKPOOPraHW3MOB W Criop neped nocreaylowmm
MPOM3BOACTBOM APYroi npogykuuu. Mpoueaypbl OYUCTKM U AEKOHTaMMHALUUKU OT MUKPOOPraHW3MOB U CMOpP AOJSIKHbI
GbITb OTBANMANPOBaHbI (B TOM YMCE AN CUCTEM OTOMMEHMUS, BEHTUMALIMA U KOHOULMOHUPOBaHNA Bo3ayxa);

,D,) (e) €CIMN MUKPOOpraHn3mMbl ABNMAKOTCA YCTOVIHMBbIMM K ycrnoBuam l'IpOI/IBBOﬂ,CTBeHHOIZ cpenbl N B pacnopsa>XXeHnn
MMEIKTCA COOTBETCTBYWLWME MeTOoObl, KOHTPOIlb I'IpOl/I3BOﬂ,CTBeHHOIZ cpenbl, cneu,mbmqecmﬁ ana nojny4aemMmoro
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MWKpOOpPraHuama, HeobxoanMo NPOBOAUTL B CMEXHBIX 30HaX BO BPEMS MPOM3BOACTBA W NOCMEe 3aBEPLUEHNS O4YUCTKA U
OeKOHTaMMHauuKu. TakkKe HYXXHO MPUHMMATb BO BHUMaHWE PUCKM, CBSI3aHHbIE C MWCMOMb30BaHWEM OMpeaeneHHOro
KOHTPOIbHO-N3MEPUTENBLHOrO 060pydOBaHWA (HanpuMep, Ans OnpeAerneHus 4acTuy, B BO34yXe) B 30HaX, rae
npoBoaATcs paboThbl € XMBbIMU U (MK) CcNOpoobpasyoLYMKM MUKPOOPraHN3Mamu;

e) (f) npoaykuus, obopygoBaHue, BcnomoraTenbHoe 000pyaoBaHue (Hanpumep, Ansi KanmbpoBKM U Banuaaumm) n
oaHopas3oBble MaTepualbl AOJDKHbI NepeMellaTtbCA B npegenax npeaHasHavyeHHbIX 30H U A0S KHbI yaanAaTbCA U3 3TUX
30H Takmum obpasom, 4ToObl NPeaoTBPaTUTb KOHTaMUHALMIO APYrMX 30H, APYron MpOoOyKUMWM Ha pPasfUyHbIX CTagusix
Npon3BOACTBA (B YAaCTHOCTU, criegyeT NpeaoTBpaTUTb KOHTaMUHALMIO MHAKTUBUPOBAHHLIX NPOAYKTOB MM aHaTOKCUHOB
HEWHaKTMBMPOBAHHbLIMK NPOAYKTaMu);

X) (g) Npon3BoACTBO Ha OCHOBE MPUHLUUMNA NPOBeAEHWS OQHOTUMHbBIX LIMKITOB NPOM3BOACTBA (KaMnaHui).

23. (9) HeobxogMMOCTb Hanmuumsa crneunanMampoBaHHbIX NOMELLEeHUA AN GUHUWHOM 0OpaboTku (B YacTHOCTH,
ONSA NPUroTOBMEHWS, HAMOSTHEHWs, YMAKOBKW) OydeT 3aBMCETb OT MEPEYMCIEHHbIX Bbille (PAKTOPOB, a Takke OT
OOMNONHNUTENBHBIX PAaKTOPOB B OTHOLLUEHMM cneundukn BUoNormyeckoro NieKapCTBEHHOMO npenapaTta U XapaKTepucTuK
Opyron npoaykuuu, Bktodast nobble Hebuonornmyeckume npoaykTbl, MPOM3BOAUMBbIE B TEX >Xe MoMeleHusax. Ha
3aKMOYNTENBHBbIX CTaguax MOryT noTpeboBaTbCa ApyrMe Mepbl KOHTPOMs onpedeneHHoW nocnenoBaTenbHOCTH
nobaBneHns BeLLECTB, CKOPOCTU MepeMeLLMBaHUs, KOHTPOMS BPEMEHU W TemnepaTypbl, NpeaenibHOro BpPeEMEHM
BO3[ENCTBMSA CBETA U repmeTm3aumm (M30nsumm), a Takke B NpoLiedypax O4YnUCTKU B Criyqae Nponmea (paccbinaHus).

24. (10) MeponpuaTus 1 npoueaypbl, Heobxoammble Ans obecneyeHms 6e3onacHOCTM NPON3BOACTBEHHOM Cpeabl
W nepcoHana, He AOMXHbl MPOTUBOPEYNTL MEPONPUATUSM K Npouedypam, HeobxoaumbiM Ans obecneyeHus kavectsa
npoaykTa.

25. (11) Cuctembl BO3OyxonoAroTOBKM AOSMKHbI ObITb CMPOEKTUPOBAaHbLI, CKOHCTPYMPOBAaHbl M 06CHyXnBaTbCs
TakKnm 06pa30M, YTOObI UCKMIOYNUTb puck I'IepereCTHOVI KOHTaMuHauun mMexany pasyimyHbiMn Npon3BoACTBEHHbIMU
30HamMu. Takke MoxeT BO3HUKHYTb HeO6XOﬂVIMOCTb B OTAENIbHbIX CMCTeMaXx BO34yxXonoAroToBkM ONA onpenerieHHbIX
30H. PelueHMe OTHOCUTENbHO MCMOMb30BaHUS CUCTEM BEHTUNAUMM 6e3 peumpkynauum AOMKHO ObiTb NPUHATO Ha
OCHOBaHWUM NPUHLMMNOB yNpaBieHns puckamun ans kavecTsa.

26. (12) Paboty co cTepunbHOM NpoayKumen HeobXoAMMO BECTU B 30HAX C M3ObITOYHBIM AaBfEHMEM, HO B
0COObIX 30HaxX B TOYKaX foKanu3auum MaTOreHHbIX MUKPOOPraHM3MOB HeobXxoauMO co3faBaTh OTpuLaTENbHbIN
nepenag AaBneHust Anst NnpeoTBpaLleHnst pacnpocTpaHeHUst KOHTaMWHAHTOB 3a npefenbl 3Tux 3oH. Ecnn ansa paboTtbl
B acenTMyeckMx YCroOBMWSX C MaTepuanamu, COCTaBMAsOWMMUM 0cCOobbIl  puUcK (Hampumep, C NaTOrEeHHbIMU
MUWKPOOPraHn3mamm) UCMorb3yrTCA 30HbI C MOHWXKEHHBIM AaBrieHneM unm 6e3onacHble DOKChl, X CrieayeT OKpyXaTb
30HaMu COOTBETCTBYIOLLErO Krnacca YACTOTbI C M3ObITOYHBIM AaBneHveM. [aHHble nepenagbl JaBNEHUS OOIDKHbI ObiTb
4YeTKO onpeferieHbl U [OIDKHbl HaxoOUTbCA MOA MOCTOSIHHbIM  KOHTPONEM C COOTBETCTBYHOLLMMW HACTPOWMKaMu
aBapuUMHOM CUrHanmsauuu.

27. (13) KoHcTpykumsi 060pynoBaHusl, UCNOMb3YeEMOro Ans paboTbl C XMBbIMU MUKPOOPraHM3Mammn U KneTkamu,
BkNtoyas obopynoBaHue Ans otbopa npob, AoMmKHA UCKNoYaTb BO3MOXHOCTb KOHTaMUHaUMM BO BPEMS MPOBEAEHUS
paboT.

28. (14) KoHcTpykuums, obecnednBatoLLas NepBUYHYO U30NSALMIO, LOJDKHA UCKITHYaTb PUCK YTEYKN BMONOrm4eckmnx
areHToB B HEMOCpPeACTBEHHOE paboyee NPOCTPAHCTBO, YTO JOIMKHO ObITb MOATBEPKAEHO pe3ynbTataMu TECTUPOBaHMWS
C ornpenerneHHon NepMoanYHOCTBHO.

29. (15) MNMpu HanNMuYMM BO3MOXHOCTU PEKOMEHAYETCS MCMOMNb30BaTb CUCTEMbI "OUMCTKM Ha MecTe" n "obpaboTku
napom Ha mecte" ("ctepunusaumm Ha mecTe"). KOHCTpyKUMSA BEHTUNEN Ha pepMeHTaTopax OOrmKHa npedycmarpuBaTh
BO3MOXHOCTb UX CTEPMIM3aLnm Napom.

30. (16) BosgywHble punbTpbl JOMKHbI BbITb MMAPOGOOHBIMU, CPOK MX CryxObl JomKeH OblTb onpeaeneH B
npouecce Banuaauumn nytem NpoBepkU LENOCTHOCTU C onpeaeneHHon NepuoanyHOCTLIO COrflacHO COOTBETCTBYHOLLIMM
NpUHLUMNaM ynpaBneHns puckamm Ans kadecrtsa.

31. (17) KoHCTpyKumMsi OpeHaxHbIX CUCTEeM [OMKHa MO3BOMATb NPOBOAUTb A(PEKTUBHYIO HeWTpanusauunio u
OEKOHTaMMHaLUMI0 CTOYHbIX BOA AMNS WCKIIOYEHUS pucKa MepeKkpecTHOW KoHTamuHauuu. JOormkHO ObiTb obecneyeHo
BbIMoNHeHne TpeboBaHui 3akoHoaaTenbcTBa Poccuiicko ®enepaunm € LENbl MAHUMMU3ALMM PUCKA KOHTaMUHaLMM
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OKpY>KaloLLen cpedbl B COOTBETCTBUM C PUCKAMU, CBSI3aHHLIMU C BUONOrMYECKoi ONacHOCTbLIO OTXOA0B NPOM3BOACTEA.

32. (18) Beugy W3MEHYMBOCTM CBOWCTB OMONOrMYECKMX JEKAPCTBEHHLIX CPeACTB WM NPOLIECCOB  UX
Npou3BOACTBa HEOOXOAMMO OTMepuBaTb WNM B3BELMBATb Kakoe-nmnMbo COOTBETCTBYHLEE U (MNK) KPUTUYECKOE
ncxogHoe cbipbe (Hanpumep, NuTaTenbHble cpedbl U Bydepsbl) B Xxo4e TEXHOMNOrM4eckoro npouecca. B atux criyyasix B
NPOM3BOACTBEHHOW 30HE JOMYCKAETCA XpaHeHWe HebOomnbLUMX 3anacoB 3TOM0 MCXOAHOMO ChipbsS Ha MPOTSHKEHUN CpoKa,
YCTaAHOBMIEHHOINO Ha OCHOBAHWM COOTBETCTBYHOLUMX KPUTEPUEB (Hanpumep, OSIMTENbHOCTb NMPOU3BOACTBA CEpUU UMK
ONUTENbHOCTb KamnaHum).

JK1UBOTHbIE

33. (19) Insa nponssoacTBa BGUONOrMYECKMX NIEKAPCTBEHHBIX NMpenapaToB UCMOSb3YHTCA pasHble BUAbl XKMBOTHBIX.
MoxxHo BblAeNMnTb ABe oonblive rpynnbl MICTOYHUKOB!

a) (a) XuBble XWBOTHble, 0O6beAMHEHHbIE B rpynnbl, cTagda, ctan. Hanpumep, ob6esbsiHbl (BakuuHa NpoTUB
nonvMomMmenuTa), fnioaau, oBLbl U KO3bl (MMMYHHbIE CbIBOPOTKM NMPOTMB S40B 3MEW U CTONOHSKA), KOLKWU (annepreHbi),
KPOJMKMK, MbILLUN 1 XOMSIKM (BakuuHa NpoTuB 6elueHCcTBa), KO3bl, KPYMHbIA poraTbiii CKOT (TPaHCreHHbIe MPoayKTbI);

6) (b) TKaHN U KNETKN XXMBOTHOIO NPOUCXOXOEHUA, U3BITIEYEeHHbIE U3 YMepLUBI1€HHbIX XXUBOTHbIX (OBLI,I:I n CBI/IHI:I/I),
ncnonb3dyemble OnA4 NponM3BOACTBA BbICOKOTEXHOJIOMNMYHbLIX JIEKapCTBEHHbIX MNpenapaTtoB WM KakK Cbipbe AO5d
(*)epMeHTOB, AHTUKOArynAaHToB 1 rOpMOHOB.

34. JKvBOTHble TakkKe WCMOMNb3YTCA AN KOHTPOMs KavyecTBa B COOTBETCTBMM CO  crneumdurkaunamm
(MMPOreHHoCTb, TOKCUYHOCTL, 6E3BPEAHOCTL, cneundmryeckas akTUBHOCTD).

35. (20) B pgonornHeHne K BbIMOJSIHEHWIO HOPMAaTMBHBLIX TpeboBaHWIA B OTHOLUEHMM rybyaTon sHuedanonaTum
XMBOTHbIX, [OpyrMe oOnacHble areHTbl (BO3OyAMTENnn 300HO30B, aHTPOMO300HO30B  >KUBOTHbIX)  OOJIKHbI
KOHTPONMPOBATbCSA W PErNCTPUPOBATBLCS COrMacHO MOCTOSIHHO AEWCTBYIOLLEN nporpamMme MOHuTOpuHra. [ns
opraHusauMm Takmx nporpamm HeobxoAMmo norfyyYaTb KOHCYNbTauuto COOTBETCTBYHOLLEro crneuunanucta. B cnyvasx
3ab0neBaHNst KMBOTHBIX-AOHOPOB WIIN KUBOTHBIX, KOTOpblE WCMOMb3YOTCA B KayecTBE Cbipbsl, OOJDKHbI ObITh
NpoBeAeHbl U 3aperMcTpupoBaHbl COOTBETCTBYHOLUME WCCNEOOBaHWs Ha npeameT MpUrogHOCTM 3TUX KUBOTHBIX WU
MPUrogHOCTM XUBOTHbIX, NMPEOBLIBABLUNX B KOHTAKTE C BOMbHBIM XUBOTHBIM, OS99 MCMONb30BaHUA Npy NPOM3BOACTBE (B
KayecTBe MCXOAHbIX MaTepuanoB WM UCXOOHOMO Cbipbs), MPU KOHTPONEe KavyecTBa MPOAYKUUW M MpU MpPOBEeAeHWUU
ucnbiTaHM Ha 6e3onacHocTb. [lomkHa GbITb paspaboTaHa npoueaypa PEeTPOCNEKTMBHOrO aHanu3a, no3BonstoLlas
NpYHUMaTL pelleHne OTHOCUTENBHO FOAHOCTM Ouonornyeckon dapmaueBTUHECKON CyOCTaHLMN UM NeKapCTBEHHOMO
npenapaTa, B COCTaB KOTOPOro BXOAUT WK NMpu NMPOU3BOACTBE KOTOPOrO MCMOMb30Barics Takon matepuan XMBOTHOMO
NMPOUCXOXAEHNS] B KAYECTBE MCXOAHOIO MaTepuarna Uimn UCXO4HOro Cbipbs. [Ns yCTaHOBMNEHUS TOro, Kakasi U3 AoHauumn
nocnegHen nokasana oTpuuaTenbHblA pesynbTaT Ha Hanuuue 3aboneBaHus, Tam rge NpUMMEHWMO, NMPOBOAUTCH
NMOBTOPHOE TECTUPOBaHWE 0O0pasLoB, COXPaHEHHbIX NpU NpeabigylwieM B3ATUM  MaTtepuana oOT  TOro  xe
XMBOTHOro-goHOpa (ecnu TakoBble NMETCS), YTO BNMSAET Ha NpoLece NPUHATUA AaHHOro pelwenus. MNpu onpegeneHum
nepuoga WM3bLATUS KUBOTHBIX M3 MPOrpamMmbl OOJDKEH YYMTbIBATLCA MNEPUOS BLIBEAEHWUSI FEKAPCTBEHHbLIX CpPeacTs,
NCMNOSb30BaBLUNXCS A5 BBEAEHUS XUBOTHLIM-A0OHOPAM WITN XKMBOTHbIM, KOTOPbIE NCMOMNb30Barchk B KAYECTBE CbIpbS,
YTO JOIMKHO ObITb 0CPOPMITEHO AOKYMEHTAMbLHO.

36. (21) Ocoboe BHUMaHWe HeOOXOAMMO yOenATb NPefoTBPALEHUI0 W MOHUTOPUHTY MHMEKLUMOHHbIX
3aboneBaHnin y XMBOTHbIX, KOTOPbIE UCMOSb3YTCA B KA4YECTBE ChIPbS, U Y XMBOTHbLIX-A0HOPOB. [pvHMMaemble Mepbl
[JOIMKHBI BKINIOYATh KOHTPOMb MCTOYHWMKOB, MOMELLEHWA, NacTbumLL, KOHTpomnb Guonormveckoit 6€30MacHOCTH, PEeXUMOB
NpPOBEAEHUS UCTbITAHWI, KOHTPOIb BCMOMOraTemnbHbIX MaTeprarnoB 1 KOPMOB ANS XMBOTHbIX. OCOBEHHY 3HaUMMOCTb
MMEIOT MPOBEPKN XMBOTHBIX, CBOOOAHBIX OT crneuuduyeckux natoreHoB. [ormkHbl OblTb onpeaeneHbl TpeboBaHUS K
COOEPXAHMIO Y MOHUTOPUHIY 3[00POBbsi APYIMX XKUBOTHbIX (HANpUMep, XMBYLLMX B CTasX Unu ctagax).

37. (22) Ana nekapCTBEHHbLIX NpenapaToB, NPOU3BEAEHHbLIX C UCMOMNb30BaHUEM TPAHCTEHHbIX XUBOTHbLIX, AOMKHA
OblTb obecrneyeHa OTCNEXMBAEMOCTb WMCXOAHbLIX XXMBOTHbLIX, WCMOMNb30OBAHHbLIX AN CO34aHUsi U3 HUX TPaHCreHHbIX
YKVUBOTHbIX.

38. (23) Ocoboe BHMMaHWe OOMKHO ObITb yAeneHo BbINOMHEHUIO TpeboBaHWIA HOPMATUBHLIX MPaABOBbLIX aKTOB
Poccuiickoin ®epepauun, perynmpyrowmx BONpochl 3aLuThbl KUBOTHbLIX, MCMOMb3YeMbIX B 3KCNEepPUMEHTarnbHbIX LEensx, B
OTHOLLEHMN BMBApUEB, B KOTOPbIX COAEPXKATCS KMBOTHbIE, yX04a 3a XMBOTHLIMU U KapaHTUHa. Buapuu, B KOTOPbIX
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cogepxaTtcd XMBOTHblIe, UCnosib3dyemMble OnAa npon3BoactBa M KOHTPOJSIA KavecTBa oronormyecknx cpapmaueBqueCKmx
Cy6CTaHL|,I/IVI 1 NeKapCTBEHHbIX nNpenapaTtoB, A0S KHbI ObITb OTAENEHbI OT 30H Nnpon3BoOACTBA U KOHTPOIA Ka4vecTBa.

39. (24) Ona pasnuyHbIX BUOOB XMBOTHBIX OOIMKHBLI ObITb ONpefeneHbl OCHOBHLIE MOKa3aTenu, KoTopble 3aTeM
KOHTPOMMPYIOT 1 perncTpupytoT. [NokasaTeny MoryT BKtoYaTk BO3PACT, NOJ1, BEC U COCTOSIHNE 300POBbSI XKUBOTHbIX.

40. (25) Ona npepoTBpalleHust pucka nepenyTbiBaHWUS XMBOTHbIX, BMONOrMYECKMX areHToB W pesynbTaToB
NPOBEAEHHbIX WCMbITAHUA W NpefoTBpalLleHNss BO3MOXHLIX OMacHOCTEW, [AOMKHa CylecTBOBaTb cUCTeMa WX
naeHTndnkaumn.

[okymeHTauus

41. (26) Ona ncxogHoro cbipbs M UCXOOHBIX MaTepuanoB ANd NpousBoAcTBa BMONOrMYECcKMX NekapCTBEHHbIX
npenapaToB MOXeT notpeboBaTbCA AOMNONMHUTENbHAA MHopMaLus 06 UCTOUYHUKE, NPOUCXOXAEHUW, LEnu NMOCTaBoK,
mMeToae MNPOU3BOACTBA WM MPUMEHSIEMbIX MeTOAax KOHTpOns KadecTBa Ans obecnedveHus Heobxogmmoro obbema
KOHTPONS, B TOM Y/Cre MUKPOBMOMNOrM4ecKkoro KOHTPOnS.

42. (27) Ona HekoTOpbIX TUMNOB NPOAYKUMM MOXEeT noTpeboBaTbCcsA crneumduyeckoe onncaHwe maTepuanos,
BXOASALMX B CEPUIO, B YaCTHOCTWU, COMATUYECKUX KMETOK, MCMONb3yeMbIX NMpU NMPOU3BOACTBE BbICOKOTEXHOMOMYHbIX
neKkapCTBEHHbIX NpenapaToB. B OTHOLIEeHWM ayToNorMyHoro fiekapcTBEHHOro npenaparta v NekapcTBeHHOro npenaparta
OT cneumanbHO Nogo6paHHOro AOHOPa, NPOAYKLUMS A0IPKHA paccMaTpmMBaTbCs Kak ogHa cepust.

43. (28) [Ina nekapCTBEHHbLIX NpenapaToB, NPU NPON3BOACTBE KOTOPbLIX UCNOMNb3YIOTCA YernoBeYEeCKNE KNETKN UMK
TKaHW OOHOPOB, AOMKHa ObITb 06ecneyeHa NonHas NPOCNEXMBAaEMOCTb, HauMHash OT UCXOLHOIO Cbipbsi U MaTepuMarnos,
B TOM 4uCre copepxallast MHopMauuio 000 BCEX BELLECTBAX, KOHTAaKTUPOBABLUMX C KNETKaMU UMW TKaHAMW, BNSOTb
00 NOATBEPXKAEHUS MONyYEHMS NTEKapCTBEHHOIO NpenapaTta B MecTe ero npumeHeHunst. OQHOBPEMEHHO C 3TUM JOMKHa
ObiTb  obecrnedeHa aAHOHUMMHOCTb MAUMEHTOB W KOH(MAEHUManbHOCTb WHGOpMauum 06 wux 300poBbe.
CooTtBeTcTBYIOLWME 3anucK, obecnevmBaroLLme NPOCNeXNBAaEMOCTb NNEKAPCTBEHHONO npenapara, AOMKHblI XPaHUTbCS B
TeyeHne Tpuauatu neT nocrne AaTbl OKOHYaHWS CPoKa FOAHOCTM NekapCcTBeHHoro npenapata. Ocoboe BHUMaHue
OOIMKHO  yoensaAtbcs  obecrneyeHuto  MPOCNEeXMBAEeMOCTM  CneundUuYecknx nekapCTBEHHbIX MNpenapaTtoB  Ans
MCMNomnb30BaHNWs B 0CODbIX Cry4yasix, Kak Hampumep KreTku oT cneumanbHo nogobpaHHoro goHopa. [pon3BoacTBO
NeKapCTBEHHbIX CPEACTB C UCMOMb30BAHWEM KOMMOHEHTOB KPOBU B KayeCcTBE WCXOOHOIO Cbipbsl UMK Martepuarnos
OOMKHO  COOTBETCTBOBaTb  TpeboBaHuAM  3akoHopaTenbctBa. [lpy  Mpou3BoACTBE  BbICOKOTEXHOJOTMYHbIX
NeKapcTBEHHbIX MpenapaToB [OMkHa ObiTb obecnedeHa MNPOCNEXMBAEMOCTb YENOBEYECKMX KIETOK, B TOM 4ucne
reMonoaTU4YEeCKUX CTBOMOBbLIX krneTok. Meponpuatmns, obecnedmBaloline MNpOCNEXUBaeMoCTb U XpaHeHue
OOKYMeHTaumMM B TedeHne HeobXoaumoro nepvoga BpeMeHW, OOSMKHbI ObiTb BKIOYEHBI B TEXHUYECKME COrnalleHus
MeXOy BOBJIEYEHHBIMU B TaKyl0 AEATENbHOCTb CTOPOHAMMU.

MponssoacTeo

44. (29) YunTbiBas BO3MOXHYHO BbICOKYIO M3MEHYMBOCTb CBOWCTB OMOMOrMyecknx BewecTB W MNPOAYKTOB,
HeobxoaMMo obecneynTb Ha pasHbIX 3Tanax >XM3HEHHOro LUMKNa npodyKuun (Hanpumep, Ha 3Tane paspaboTku
npouecca) NnoBbllUeHWe HaJEeXHOCTU U YCTOMYMBOCTM NpoLecca, CHKasi TeM CaMbiM ero BapMabenbHOCTb M NOBbILLAs
BOCNPOU3BOAMMOCTb. [1OBTOpHas oLeHka A0KHa NPoBOANTLCS B Npouecce 0630poB kavecTBa NPOAYKLMM.

45. (30) [lNockonbky cpedbl M peakTMBbl B YCNOBUAX KyNbTMBMPOBaHUA obecnedmBaloT pPOCT KIMETOK WK
MWKPOOPraHM3MOB, KOTOpble, Kak MpaBuMo, SBMSKOTCS MOHOKYyNbTypamu, ocoboe BHMMaHWEe [OIMKHO YAenATbCs
CTpaTerMm KOHTPONS KayecTBa ANS rapaHTuM npeaynpexaeHus U MUHUMU3auMu OGMoHarpy3km U CBSI3@aHHOTO C Hew
3arpAsHeHuss metabonuTamm U 3HAOTOKCUMHaMWU. [N BbICOKOTEXHOMOMMYHbIX SIEKapCTBEHHbIX MpenapaToB Ha OCHOBE
KNeToK, KOTOpble, Kak MpaBuro, NPOM3BOASATCA MarnbiMUM CepuUsiIMW, PUCK MEPEeKPeCTHOW KOHTaMUHaUUM Mexay
KNeToYHbIMW NeKapCTBEHHbIMW npenapataMmyM OT pasHbIX [OHOPOB C PasfuMyHbIM COCTOSIHUEM 300POBbS OOJIKEH
KOHTPOMNMPOBAaTLCS COrNacHO YyCTaHOBMNEHHbIM TpeboBaHaM 1 npouedypam.

MNcxoaHoe cbipbe U UCXOAHble MaTepuarnsl
46. (31) CneayeT YeTko onpeaensiTb UCTOMHUK, MPOUCXOXKAEHWNE U MPUFOAHOCTb BGUONOrMYECKUX MCXOAHOTO ChIpbs

N UCXOOHbIX MaTepuanosB Afis NOCMeayloLwero Ux UCNonb30BaHMs (HanpuMmep, KpUOMpOTEKTOPbI, MUTaloLWmMe KneTku,
peareHTbl, NUTaTenbHble cpedbl, Bydepbl, CbiIBOPOTKM, DEPMEHTLI, LUMTOKUHBI, dakTopbl pocTa). Ecnu npoBeaeHue
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HEeOOXOAMMbIX UCMbITAHUI 3aHUMAET MHOIO BPEMEHU, AOMNyckaeTcs HauynmHaTb 0O6paboTKy MCXOAHbLIX MaTepuanos OO
nony4YyeHnsi pesynbTaTtoB 3TUX UCMbITAHUNA, HO AN UCMOMb30BaHUSA 3TUX UCXOAHbLIX MaTepuarnoB OOJPKHO ObiTb y4YTEHO
UX BMWSHWE Ha [pyrMe cepun B Criyyae BbISIBNIEHUS HECOOTBETCTBMS W OLEHEHbl PUCKU COMMacHO npuHUuNam
yrnpaBneHus puckamu Onsi kayecTtBa. B Takux cnydasix Bblgada paspelleHusi Ha BbIMyCK Cepun roToBOM NpoayKLum
3aBUCUT OT YOOBMETBOPUTENbHbIX pPEe3yrnbTaToOB WUCNbITAHUMA WMCXOAHOro Cblpbs. Ha ocHoBaHuM TpeboBaHWuA K
COOTBETCTBYIOLMM CTaguMsaM MPOU3BOACTBA [AOIMKHA MNPOBOAMTLCA UOEHTU(MKaAUUA BCEX MCXOOHbIX MaTepuanos.
HononHutenbHble TpeboBaHMsa NS OMONOrMYECcKMX NEKApPCTBEHHbBIX MpenapaToB M3rnoXeHbl B rnaee |l HacToswmx
Mpasun v MNpunoxennn N 8 k HacTosAwmM MpaBunam, a gns Guonornyecknx papmaLeBTUHECKMX CyOCTaHUMiA B rnaBe
IV HacToswwmx Mpaswun.

47. (32) lpn oueHke PUCKOB KOHTaMMHALMM WMCXOOHOrO CbIpbSl U UCXOAHbIX MaTepuarnoB BO BpeMs UX
NPOXOXAEHUST MO Lenu nocTaBok ocoboe BHMMaHMe HeobOXoOUMO yaensaATb pPUCKY, CBA3aHHOMY C ryb4daTow
3HUedanonatnen XMBOTHbIX W NaTEHTHbIMU BUpycamu. Takke [JOMKHO ObiTb yOeneHO BHUMAHWE WCXOOHBLIM
MaTepuanam, HenocpeaCTBEHHO KOHTAKTUPYIOLWMM C TEXHOMOrMYeckuM oOOopyLOBaHMEM WM MpoAyKUMEN (Takum Kak
nuTatenbHble cpeapbl, UCNOoMb3yeMble AMs1 CUMYMSLMM acenTU4ecKoro pos3nuea, U CMas3ouvHble MaTepuarnsl, KOTopble
MOrYT KOHTaKTUPOBAaTb C NPOAYKTOM).

48. (33) Bcneacteme TOro, YTO PUCKM BHECEHUSA KOHTaMUHaLUWM U COOTBETCTBYIOLLME NOCMEACTBMSA AN roTOBOroO
neKapCcTBEHHOro npenapaTa He 3aBMCAT OT CTaauMu NPOU3BOACTBA, YCTAHOBMNEHME CTpaTerMn KOHTpOnsA AN 3awuThbl
NPOAYKUUN, MPUrOTOBMNEHMS pacTBoOpoB, Bydepos 1 AobaBnsgemMbiX KOMMNOHEHTOB JOMKHO OCHOBBLIBATLCS Ha NPUHLMNAX
N PYKOBOASLLUMX yKa3aHusX, coaepXaluxcs B COOTBETCTBYOLWMX NyHKTax [Mpunoxernus N 1 k HacTosawmm Mpasunam.
Ocobyto BaXXHOCTb MMEIOT KOHTPOSbHbIE MEPONPUATUS, HEOOX0aUMbIE Asi MPOBEPKM Ka4yecTBa UCXOAHbIX MaTepuarnos,
a TakkKe Ans npouecca acenTu4eckoro NpoM3BoACTBa NPOAYKLUMN Ha KNETOYHOW OCHOBE, rae hmHMLWIHAA cTepunmaaumns
He SBnSeTCA BO3MOXHOW, a CMOCOGHOCTb YyaaneHus MUKpoOHbIX MOBOYHBLIX MPOAYKTOB orpaHuyeHa. Korga B
perucTpaumMoHHOM [OCbe WNN NPOTOKOME KIMHWYECKUX WCCNeAoBaHWM YCTaHOBNEH AOMYCTUMbIM TUM U YPOBEHb
BuroHarpysku, Hanpumep, Ha ctagum nonyyeHus papmaueBTuyeckon cybcTaHumm, Torga cTpaterns KOHTPONnsa AOMKHa
npegycmatpuBathb CMOcobbl, KOTOPbIMY ByaeT NoaaepKUBaTLCHA YCTaHOBEHHbIN YPOBEHb BUOHarpysku.

49. (34) MNpn HeobxoAMMOCTU CTEPUNM3ALMM UCXOOHOMO ChbipbS WM MaTepuanoB, Takas cTepunusaums, npu
HanmMuMn BO3MOXHOCTW, [OIDKHA MNPOBOAMTBCA TepMuyeckum meTodoM. [lpy  HeobxoAMMOCTM MOryT Takke
ncnonb3oBaTbCa Apyrme COOTBETCTBYIOLME METOAbI, MCMONb3YOLMECs ANA UHaKTuBauum Gnonormyecknx matepmanos
(B YacTHOCTWY, pagmnaumsa n dunsTpaums).

50. (35) MoxeT noTpeboBaTbCsi NpoBeAEHNE APYIUX MEPOMNPUSATUANA, B YaCTHOCTU, UCMOSIb30BaAHNE aHTUOWOTMKOB
Ha paHHMX dTanax NPou3BOACTBA C LENblo YMEHbLUEHUS] GUOHArpy3sku, KOTopasi BO3MOXHA MPU MOCTaBKEe JKMBbIX TKAHEN
N KneTtok. PekomeHayeTcss Mo BO3MOXHOCTM M3Geratb TakMx MEpPOMNPUATUIA, HO B Ccryyae HeoBXoaumMocTU WX
ncnonb3oBaHMe OOMKHO GbiTb OBOCHOBAHO, @ WX MPWMEHEeHMWE B TEeXHOMOrMYeckoM MpoLecce [OOMKHO ObiTb
npekpaLLeHo Ha CTaanKn, yKasaHHOW B permcTpalmoHHOM AOChbe UMK NPOTOKOme KIMMHUYECKUX UCCrieqoBaHNi.

51. (36) [Ons 4enoBeyecknx TKAHEW W KIETOK, WCMONb3yeMbiX B KaydeCTBE MCXOOHbIX MaTepuanoB ans
ounonornyeckmnx NeKapCTBEeHHbIX CpeacTs, HGOﬁXO.ElI/IMO yduTbiBaTh cneagywouwine Tpe6OBaHVI$|Z

a) (a) ux npuobpeTeHne, OoHaUMs U NpoBedEeHUE WCMbITAHUA OOMKHO OCYLLECTBASTbCA B COOTBETCTBMM C
HOpMaTMBHbIMKM MpaBoBbIMM akTamu Poccuickon degepaunn. OpraHu3aumu, NOCTaBMSOLWME WCXOQHOE CbIpbe,
OOIMKHbI UMETb paspelleHne ynoNHOMOYEHHOro dhefeparnbHOro opraHa MCMOMHUTENbHOW BNacTu B COOTBETCTBUWN C
3akoHogaTtenbcTBom Poccuiickon ®degepaunn. Hanmume HeobxoauMMbIX paspelleHWd OOSMKHO ObiTb MpPOBEPEHO B
pamkax CMCTeMbI yrpaBneHns nocTaBkamu,;

6) (b) B crnyyasix UMMOPTMPOBAHUSA TaKMX YEenOBEYECKMX KIMEeTOK W TKaHewW W3 Opyrux CTpaH, AOSKHbl ObiTb
cobniofeHbl CTaHAapTbl KOHTPOMS KadvecTBa W ©Ge3onacHOCTW, COOTBETCTBylOLWME TpeboBaHUSAM HOPMAaTUBHbIX
npaBoBbIX akToB Poccuinckon ®egepauuu;

B) (C) B HEKOTOPbLIX Cryyasix paboTa ¢ KrneTkamMu 1 TKaHSIMU, UCTIONb3YEMbIMU B KAYeCTBE UCXOAHbLIX Matepuanos
Ans G1oNorMyYecknx NekapcTBeHHbIX NpenapaTos, 6yaeT Npou3BoAUTLCS B OpraHM3aumsix no B3STUIO U (MN1) NpoBepke
TKaHell, B TOM Yucrne ANA COo3OaHUs HavamnbHbIX KINEeTOYHbIX OaHKOB WM KMNEeTOYHbIX TNUHWIA, NpealecTBYLNX
CO3[aHuni0 rmaBHOro 6aHka KneTok. B Takux crnyyasix B COOTBETCTBUM C 3akoHoaaTenscTBoM Poccuiickon depepaumm
JOIMKHO BbITh HA3HAYEHO NULIO, KOTOPOE OTBeYaeT 3a yKasaHHble aTanbl paboThl;

r) (d) oTBETCTBEHHOE NWLO B OpraHu3auuM Mo B3ATUIO M (MNKW) NPOBEPKE TKAHEW BblAAeT paspelleHue Ha
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NCnonb3oBaHMe TKaHeW W KINeTOK nepen WX MOCTaBKOW NPOM3BOAMTENIO NeKapCTBEHHOro npenapara, Mnocne 4ero
NPUMEHSAIOTCA CTaHA4apTHbIe Npoueaypbl KOHTPOMsS MCXOAHbLIX MaTepuanoB. PesynbTaTbl UCMbITAHUIM BCEX TKaHeW u
KNeToK, MOCTaBMsieMblX OpraHusauuen Mo B3ATUO W (MNU) NPOBEPKe TKaHeW, [OMMKHbI ObiTb MNpefoCcTaBneHbl
Npon3BOAMTENIO NeKapCTBEHHOro npenapara. [aHHas nHgopmauns OomkKHa MCNoNb3oBaTbCs AS19 COOTBETCTBYOLLENO
pasgeneHnst MaTepuanoB 1 onpegeneHns cnocoboB xpaHeHus. B cnyvyae HeobxoaAMMOCTM BO3MOXHA AOCTaBKa TKaHew
N KIeToK MpOM3BOAMUTENIO fIeKapCTBEHHOro npenapata A0 MOMyYeHWs pesynbTaToB MCMbITaHWMIM OT opraHv3auuu no
B3ATMIO M (MNKn) npoBepke TKaHeW. ITO BO3MOXHO MPW HanMyYMM COOTBETCTBYIOLMX Mep KOHTPONs Ans
npegoTBpaLLEHUs MEePEeKPeCcTHON KOHTaMMHaUMU TKaHAMU M KneTkamu. Takas [oCTaBka BO3MOXHAa C paspelueHus
OTBETCTBEHHOrO NuLa B opraHn3aLun no B3aTUIO U (UNM) NPOBEPKE TKaHew;

4) (e) TpaHcnopTUpoBKa YErioBEYECKMX TKAHEM W  KNEeTOK K MPOM3BOACTBEHHOW Mrowagke [AOIhKHa
OCYLLECTBNATLCS B COOTBETCTBUM C COrNalleHneM Mexay OTBETCTBEHHbIMW CTOPOHaMM. Mpon3BOACTBEHHbIE NIOLLAAKN
OOMKHbI UMETb AOKyMeHTanbHoe noaTBepXkaeHne cobnoaeHNss COOTBETCTBYIOLLMX crieLmdUYecKkmnx YCroBUiA XpaHeHns
N TPaHCNOPTUPOBKY;

e) (f) gomkHbl cobnogaTeca TpeboBaHUA NPOCNEXMBAEMOCTU, HAYMHAs C OpraHusauMu No B3ATUO W (MnK)
npoBepke TKaHeW [0 OOCTaBKU Mony4aTtesnio M BKMYas Matepuanbl, HaXOAMBLUMECS B KOHTAKTE C KreTkaMu unu
TKaHsAMMU;

X) (g) [OmkHO OblTb 3aKMOYEHO COrMalleHUe Mexay OTBETCTBEHHbIMM  CTOPOHaMu  (Hampumep,
NPOU3BOAMTENSMU, OpraHM3auusiMu Nno B3ATUIO U (MNK) NPOBEPKE TKaHeW, CroHcopamu, nuuamu, Ha UMS KOTOPbIX
BblA@Hbl PErMCTPaUMOHHbIE YOOCTOBEPEHUs), KOTopoe onpedensieT cdepbl OTBETCTBEHHOCTU KaXKAOW W3 CTOPOH
(BKNOYasA yKkazaHWe OTBETCTBEHHbLIX M YNOTHOMOYEHHBIX NNLY).

52. (37) B oTHOLIEHNM reHHON TepanuM HEOOXOAMMO YyYnUTLIBaThb crneayowmne TpeboBaHus:

a) (a) 4ns NpoayKuMKn, NPOM3BEAEHHON C UCMONb30BaAHWEM BUPYCHbIX BEKTOPOB, UCXOAHbIE MAaTeEpUarbl ABMAOTCS
KOMMOHEHTaMW, M3 KOTOPbIX MOMYyYeH BUPYCHbI BEKTOP, TO €CTb [MaBHbIA BUPYCHbIA MOCEBHOW MaTepuan wnm
nnasmuabl, KOTOPbIMW TPaHCUUMPYIOT Nakylollme KINeTKM, W rMnaBHbli GaHK KNeToK, UCMOoNb3yeMbll ANs MUMHWUM
nakyoLmX KNeTok;

6) (b) ona npoaykumu, NPOU3BEAEHHON C WUCMONb30BaHUEM MNa3mMui, HEBUPYCHbIX BEKTOPOB M FEHETUYECKU
MOONMLMPOBAHHBLIX MUKPOOPraHM3MOB, 3a UCKIMHOYEHNEM BUPYCOB M BUPYCHLIX BEKTOPOB, MCXOAHLIMU MaTepuanamm
SABNSATCA KOMMOHEHTbI, UCMOSb3yeMble AN CO34aHMs KINETOK-NMPOAYLEHTOB, TO eCTb NnasMuabl, 0aKTeEpUs-X03siMH U
rmaBHbIA 6aHK PeKOMOBUHAHTHBIX MUKPOOPraHU3MOB;

B) (C) ana reHetun4yecku MO,D,I/I(*)I/ILI.I/IpOBaHHbIX KNeToK WUCXoAHbIMU MaTepuanamm ABNAKTCA KOMMNOHEHTHI,
ncnonb3dyemble AOnA nonyvyeHuna reHeTndeckun MOJJ,I/ICt)I/ILI,I/IpOBaHHbIX KNeToK, TO eCTb WCXoAHble MaTtepuanbl AOnd
npon3BoACTBa BEKTOPOB, a TaKXKe KINeTKN YernoBeka Uin XXMBOTHbIX;

r) (d) npuHUMnbl HacTosWwmMX MNpaBun NPUMEHSIIOTCS, HauMHash OT CUCTEMbl GaHKa KIeTOoK, UCMOoSb3yemMoro asis
MpoV3BOACTBA BEKTOPA UMK MNasMnabl, KOTOPble UCMONMb3YIOTCA ANA NepeHoca reHoB.

53. (38) MNpn Nnpon3BoACTBEHHBIX MpoLeccax, B KOTOPbIX KNETKN YeroBeKa U XUBOTHBIX UCMONb3YIOTCA B KayecTBe
NUTAKOLLMX KINETOK, JOJDKEH NPOBOAUTLCA COOTBETCTBYIOLUA KOHTPOMb UCTOYHWMKOB, UCMbITAHWIA, TPAHCMOPTUPOBKN U
XpaHeHMs1 OaHHbIX MaTepuaroB, BKIOYas KOHTPONb B COOTBETCTBUU C TpeboBaHMAMM 3akoHoAaTenbcTBa Poccumnckom
depepauymun.

Cuctema noceBHOM KynbTypbl M GaHKa KIeTok

54. (39) Ona npedoTBpaLleHns HEeXenaTenbHOro M3MEHEHUsI CBOWCTB, KOTOPOE MOXET NMPOV3ONTW BCIEACTBUE
MHOFOKPaTHbIX MepeceBOB MnM OOMbLIOTO 4YMcha reHepauun, NPOM3BOACTBO OGuonornyeckmx apmaueBTUYeCcKnNX
CyOGCTaHUMM U neKapCTBEHHbIX MNpenapaToB, MNOMy4YaeMbliX W3 KyfbTyp MUKPOOPraHM3MOB, KynbTyp KIETOK Wnu
pasMHOXEeHNEM B 3MOPUOHAX, TKaHAX M OpraHax >XMBOTHbIX, JOMMKHO ObiTb OCHOBAHO Ha CUCTEME rnaBHOM U paboyen
BMPYCHbIX MOCEBHbLIX KynbTyp M (Mnn) 6aHKoB KneTok. Takas cuctema MoxeT OblTb HEMPUMEHWMOW KO BCEM TUMNaMm
BbICOKOTEXHONOMMYHbIX JIEKAPCTBEHHBIX NPEnapaToB.

55. (40) KonnyecTtBo reHepauui (yOBOEHWI, Maccaxemn) Mexay MOCEBHOW KynbTypouW unm 6aHKOM KNeTok u
Buonormnyeckon apmaueBTnyeckon cybctaHumen nnbo nekapcTBEHHbIM nNpenapaTtoM LOSMKHO COOTBETCTBOBATb
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TpeboBaHuaAM cneundukauuii B perucTpaumoHHOM JOCke UMK MPOTOKONE KIMMHUYECKUX UCCNeoBaHuiA.

56. (41) CosgaHue cucTeM MOCEBHbIX KynbTyp WM GaHKOB KNETOK, BKMYasl rnmaBHble U paboyne nocesBHble
KyNbTypbl, OOIMKHO SIBNATLCA 4acTbi YMNpaBEHUS XXMU3HEHHBIM LMKIOM MPOAYKUMM U MPOBOAUTLCA B Haanexalimx
ycnosusx. [1pov3BOACTBEHHAsA cpefa OOIPKHA HaxoAWTbCA MOA4 COOTBETCTBYHOLUMM KOHTpoONem Ans obecnevyeHus
Be3onacHOCTM cucTeM MOCEBHBIX KynbTyp M DaHKOB KNETOK, a Takke nepcoHana, pabotatowiero ¢ HuMu. [pu cosgaHum
MOCeBHbIX KynbTyp W 6aHKOB KNETOK He [onyckaeTcs oOdHOBpeMeHHas pabota C  OpyrMMU  KUMBbIMU - UMK
WHUUMPYOLWUMK MaTepuanamu (HanpuMmep, BUpycamu, NMMHUAMU UNW LUTaMMaMK KNETOK) B OOHOW U TOM Xe 30He unu
O[HOro M TOro e nepcoHana. JomkHa ObiTb AOCTYNHA OOKYMEHTauums, no3sonstoLlas obecneynTb NPOCNexXMBaeMocTb
CTagun, NpefLecTBYOWMX reHepauny rMaBHOW MOCEBHOM KynbTypbl UMW FMaBHOro 6aHka KNeToK, rae Moryt ObiTb
MPYMEHEHbl TONMbKO MPUHUMNBI HacToAwmMx [lpaBun. [aHHas [OOKyMeHTauus OOJDKHa BKMAYaTb MHopmauuto
OTHOCUTENIBHO KOMMOHEHTOB, MCMOMb30BaBLUMXCA BO BpeMs pa3paboTkym U BO3MOXHO BAMSKOLWMX Ha 6e30nacHOCTb
Npoaykuun (Hanpumep, peareHTbl OMONOrMYecKOro MNPOUCXOXAEHUS), OT HayanbHOIO WCTOYHMKA W [0 [NaBHOMO
KNeTOYHOro MUMnuM rnaBHOro NOCEBHOrO BaHka, ecnu NPUMEHNMO.

57. (42) Tocne dopMMpOBaHNS OCHOBHOMO W pabodero OGAHKOB KIETOK M MOCEBHbIX KyNbTyp OOIMKHbI
cobnogaTeca npouenypbl MO KapaHTMHY W paspelieHnto OaHKOB K MCMonb3oBaHuio. [OmkHbl OblTb NpoBedeHbI
COOTBETCTBYIOLMNE KBanUUKaLUMs M UCMbITAHNA B OTHOLUEHWM KOHTAMUHAHTOB. WX pdanbHenwasi npurogHocTb
BNOCNEACTBUN [OSMKHA ObiTb noaTBepXAeHa CTabuNbHOCTbIO XapakTEPUCTUK M KavyeCTBOM MOCMeayoLmnX Cepun
npogykuun. [lokazaTenbCTBO CTabMnbHOCTM U BOCMPOU3BOAMMOCTM NOCEBHbLIX KYNbTyp Unn 6aHKOB KNeTok Heobxoanmo
odhopMnATL OKyMeHTanbHO. CopepaHve 3anucen JoMmKHO NO3BOMSTb NPOBOANTL OLIEHKY TEHOEHLMNA.

58. (43) MNoceBHble KyNbTYpbl U GaHKN KNETOK HEOOX0AMMO cOo34aBaTb, XPaHUTb U UCMOMb30BaTb TakMuM obpasom,
YTOOBbI PUCK NX KOHTaMWHaLUN UMW U3MEHEHUS BblN MUHUMarbHBIM (HanpuMep, XPaHuTb B FrepMETUYHbIX KOHTENHepax B
Xugkom asoTe). B cnyyae xpaHeHWst pasnuuHbIX NMOCEBHbIX KyNbTyp M B6aHKOB KNETOK B OOHUX WM TeX XXe 30HaxX Unn ¢
NCMoNb3oBaHMEM OOHOrO M TOro >xe O0bOopyaoBaHWA [AOMKHbI ObiTb NPUHATHI Mepbl MO  NpefoTBPAaLLEHMIO
nepenyTbiBaHNS N NEPEKPECTHON KOHTaMMHALMKN C Y4ETOM MHEKLUMOHHOW NPpMPOAbl MaTepuraros.

59. (44) JlekapcTBeHHble npenapaTbl Ha OCHOBE KMeTOK OObIMHO NPOM3BOASATCA W3 KNETOYHOro 3anaca,
MOSTy4YEHHOro M3 OrpaHMYEHHOro KONmuyecTBa naccaxemn. B oTnmume oT AByXypOBHEBOMW CMCTEMbI MMaBHbIX U paboumx
6aHKOB KNeToK, KONMYecTBO NPOM3BOACTBEHHbLIX LMKIOB Ha OCHOBE KIETOYHOro 3amnaca OrpaHu4yeHo KONMYeCTBOM
anuKBOT, MOMYYEHHbIX MOCe pOCTa, W He PacnpoCTPaHAETCA Ha BECb >XW3HEHHbIM UMK npoaykumu. [NpoTokon
Banuaauum OIMKEH y4nTblBaTb M3MEHEHNS KNeTOYHOro 3anaca.

60. (45) EMKOCTM ONsi XpaHeHWs1 OOMKHbI OblTb FEPMETUYHO 3aKPbITbl U YETKO MapKUMpoBaHbl; X HeobxoauMo
cofepxaTb NPV COOTBETCTBYIOLLEN TeMnepaType. Heob6xoanumo BeCTV OOKYMEHTasbHbIA YYeT XpaHSALIMUXCA eMKOCTeM.
TemnepaTypy XpaHeHus crieqyeT HeMpepbIBHO PEMMCTPUPOBATL, @ B YCTAHOBKAX C XXUOKUM a30TOM KOHTPONMPOBATL ero
ypoBeHb. OTKIMOHEHMSI MNapaMeTpPoB XpPaHEHWUsI OT YCTAHOBJIEHHbIX TMpedenoB U nobble  NpeanpuHsATbIe
KOPPEKTMPYIOLLIME M Npeayrnpexaalolume 4eiCTBUS OOMKHbI GbiTb 0OPMMEHbI AOKYMEHTAMBLHO.

61. (46) PekomeHayeTca pasgensTb 3anacbl Ha 4acTu U XpaHWUTb pasdenbHO BO U30exaHwe MOMHOW yTparhbl.
KoHTponb mecTtopacnonoxeHus gormkeH obecneunsaTtb BbINOMHEHME YKa3aHHbIX Bbille TpebGoBaHWN.

62. (47) Ycnosus xpaHeHus n o6paboTku 3anacoB AOMKHbI ONpeaensaTbCs CornacHo TeM e cambiM npouedypam
n napametpam. lNocne B3ATUSA KOHTEMHEPOB M3 XpaHUNuLLa NMoCeBHOW KynbTypbl uUnu 6aHka KNeTok He JonyckaeTcs
BO3BpaLLaTb MX B XpaHUNULLE NOBTOPHO.

MprHUMNbI paboThbl

63. (48) lpwn ynpaBneHMM MU3IMEHEHUAMW C YCTAHOBIIEHHOW MNEPUOAMYHOCTBIO AOSMKHbI paccMaTpuBaThCs
adhpekTbl, BKNIOYAS KyMYNATUBHbIE 3dEKTbI M3MEHEHUI (HanNpUMep, B NPON3BOACTBEHHbIX NpoLeccax), BNngoLme Ha
kayecTBo, 6e30NacHOCTb M 3PEKTUBHOCTL FOTOBOIO JIEKAPCTBEHHOIO NpenapaTa.

64. (49) Kputuyeckne onepaumoHHble (TEXHOMOrMyeckne) unu Apyrme MUCXodHble napameTpbl, BRAvsoWuMe Ha
KayeCTBO JleKapCTBEHHOro nmpenapata, [AOMXHbl OblTb onpegeneHbl, BanuMAMPOBaHbl, AOKYMEHTUPOBaHbl U
noaaepKmMBaTbCs B COOTBETCTBUM C YCTAHOBIEHHBbIMU TpeboBaHNAMM.

65. (50) CTtpaTerns KOHTPOSsi MOCTYMNEHUS] UCXOOHOMO CbIPpbsi U UCXOAHLIX MaTepuasioB B MPOV3BOACTBEHHbIE
30Hbl [OMKHA OCHOBLIBATLCA Ha MPUHUMNAX YNpaBneHUs puckaMu Ana Kadectsa. [ns acenTUYeckMx MpoLEeccoB
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TEPMOCTOMKME UCXOLHOE Cbipbe N UCXOAHbIE MaTepuarnsl, nonagarLwme B YACTYIO UIN YUCTYIO U U3ONUPOBAHHYIO 30HY
OOIDKHBI, MPU HanNMuMM BO3MOXHOCTM, MOCTYMaTb B HWX 4epe3 MPOXOAHOM aBTOKMaB WM CyxXOoXapoBoW LKad.
HeTepMocTolikme uncxogHoe Cbipbe€ UM UCXOAHbIE MaTepuanbl LOMKHbl BHOCUTLCS Yepe3 BO3AYLUHbIE LWM3bl C
OroknpoBKon OBepen, noaeeprasicb npouenypam 3ddekTBHONM caHUTapHON 06paboTkn noBepxHocTU. PaspeluaeTcs
cTepunusauusa npegMeToB M MaTepuarnoB B APYroM MeCTE MpW YCroBWUM, YTO OHU COAEpXaT KONM4YecTBO 00epTok,
COOTBETCTBYIOLUX YWCAy CTagui, HeobxoaMMbIX ONS MPOXOXAEHMS B YUCTYIO 30HY, M BHOCATCA B Hee 4epes
BO3AYLWHbIA W03 C CcObGMiogeHneM COOTBETCTBYIOLLIMX Mep MNPEeAOCTOPOXHOCTM MYTEM CaHUTapHoM 06paboTku
NOBEPXHOCTEN.

66. (51) JomkHbl ObITb NOATBEPXOEHbI POCTOBbIE CBOWCTBA MUTATENbHLIX Cpen C LEenbl AokasaTenbcTBa KX
NPUroAHOCTM ANs MpeanoniaraeMoro UCNonb3oBaHuA. [uTaTenbHble cpedbl AOIMKHbI MPU HaNMMYMM BO3MOXHOCTU
CTepunnmsoBaTbCcsa Ha mecTe. [Mpy nnaHoBoW nogaye rasoB, NUTATENbHbIX Cpeq, KUCMOT UMK LWeNnoYen, neHoracutenen K
depMeHTepaM NPU HanMuYMM BO3MOXHOCTU PEKOMEHAYETCA MCMNOMb30BaTh CTEpUnuayowme ounbTpbl, BCTPOEHHbIE B
NUHUN Noaayn.

67. (52) dobaBneHne BeLECTB MNU KynbTyp B (bepMeHTepbl M ApyrMe cocydbl, a Takke oTbop npob M3 Hux
HeobXoAMMO MPOBOAMTL B TLATENIbHO KOHTPONMPYEMbIX YCMOBUSX AN NPefoTBpalleHnss KoHTamuHaumu, [lpu
BHeceHun nobaBok nnm otéope npob HeO6XOOUMO KOHTPONMPOBaTh NPaBUIbHOCTb NOACOEANHEHNS COCYO0B.

68. (53) Ecnu aTo HeobxoaMmo, JOMKEH OCYLLECTBMASTLCS MOCTOSAHHbBIA KOHTPOSIb HEKOTOPbIX NMPOU3BOLCTBEHHbIX
npoueccoB (Hanpumep, hepMeHTaumMm) ¢ BHECEHMEM pe3yNbTaToB KOHTPONSA B 3anvncy no npoussoAcTBy cepuu. [pu
NpoOn3BOACTBE C UCMONb30BaHMEM METoAa HEMPEpPbLIBHOIO KyNbTUBMPOBAHMS Heobxooumo cobntogathb crieuumarnbHble
TpeboBaHMsI K KOHTPOSKO KayecTBa, MOAnexaiwime npuMeHeHuo B pesyrnbrate Bblbopa Takoro nNpous3BOACTBEHHOTO
MeToaa.

69. (54) MNpouecchbl LeHTpUdYrMpoBaHMSA U CMELUMBAHNS MPOAYKTOB MOMyT NPMBECTU K 06pa3oBaHUio aspo3ornen,
NMo3aToOMy BO n3bexaHne NepekpecTHOM KOHTaMMHaLMW Takme NpoLecchl cneayeTt NpoBOANTb B M3OMNMPOBAHHbBIX 30HAX.

70. (55) Mpwu cnyyaitHon yTeuke, B 0COBEHHOCTU XKMBbIX MUKPOOPraHU3MOB, JOSMKHbI ObiTb MPUHSATLI HEOTIOXHbIE
Mepbl 6e3onacHOCTU. [ns KaXkaoro Buga Uy rpynnbl MUKPOOPraHM3MOB AOMKHbI GbiTh NpeaycMOTpeHb! crieunarnbHble
MeponpusATUSt NO AeKOHTaMuHauuu. Mpy MCNonb3oBaHWM PasnMYHbIX WTaMMOB OaKTepuii oOHOrO BMAa WM OYeHb
MOXOXXMX BMPYCOB 3Ta npoueaypa MoXeT ObiTb BanuaMpoBaHa B OTHOLUEHUM TONbKO OOHOMO U3 HUX, €CNN Y HUX HEeT
CYLLLECTBEHHbIX Pasnunynii B yCTOMYMBOCTU K COOTBETCTBYHIOLLEMY areHTy (areHTam) Ansi AeKOHTaMUHaLWK.

71. (56) Ecnn maTtepuansl, UCNonb3ylLmMecs A51s NPOM3BOACTBA U KOHTPOIS, BKIoYas GymaxkHble JOKYMEHTbI,
SIBHO SIBIAAKOTCA KOHTAMWHMPOBAHHbLIMMK, HaMNPUMEpP MPOSIUTLIMU KUOKOCTAMKU, a’3po30NsMU UNKU  NOTEHUMAIbHO
ONacHbIMW MUKPOOPraHn3mMamu, TO OHWU OOMKHbI ObITb COOTBETCTBEHHO AE3NHMMLMPOBAHbI, NN MHGOPMaUUS A0SHKHA
nepegaBsaTbCs Apyrumu cnocobamum.

72. (57) MNMpun MHaKTMBaLMW UK yaarneHun BUPYCOB B XOA4€e NMPou3BoACTBa HEOOXOOUMO NPUHMMATL Mepbl NPOTMB
NMOBTOPHOW KOHTaMMHaLMM 06paboTaHHON NPOAYKLUMM CO CTOPOHbLI HEOOPaBboTaHHON NPOAYKLUNN.

73. (58) Onsa npodyKToB, MHAKTUBUPYEMbIX NPU NOMOLLM JobaBneHns peareHToB (Hanpumep, MUKPOOPraHU3mbl B
npouecce NpPou3BOACTBa BakUWH), NPpOLECcC AOMKEH rapaHTUpoBaTh MOSMHY MHAaKTUBALMIO XXMBbIX MUKPOOPraHU3MOB.
Mocne TwWwaTenbHOro CMeLUMBaHNUS KynbTypbl U MHAKTUBMPYIOLLEro areHTa AOMKHbl yYuTbiBaTbCA BCE KOHTaKTUpyloLme
C NPOAYKTOM MOBEPXHOCTU, NpebbiBaBLUNE B KOHTAKTE C KyNbTypOW.

74. (59) Mpun npumeHeHUN xpomaTtorpaduiecknx MeToA0B UCMONb3YIOT pasHble BUuAbl 0bopyaoBaHus. MpuHUMnbI
yrnpaBneHus puckamu Ansi KayecTsa AOJKHbI cobnoaaTbesi Npu paspaboTke cTpaTermn KOHTPOrns copbeHTOB, KOPMyCcoB
KONMOHOK W gpyroro obopyaoBaHUs Npyv WX MUCMOMb30BaHWM ONA NPOM3BOACTBA B pEXMME KamnaHui unu B
NPON3BOACTBEHHON cpefe, NpeaHa3Ha4YeHHOW AN NPOM3BOACTBA HECKOMbKMX TUMOB Mpoaykuun. He pekomeHayeTtcs
NCMonNb3oBaHMe OJHUX M TeX e COPOEHTOB Ha pasHblX TEXHONMOrMYECKNX cTagmsax. Heobxoanumo ycTaHoBUTL KpUtepum
nNprvemMnemMocTu, ycrnoeus paboTbl, METOAbLI BOCCTAHOBIEHWS, CPOK CNY>Obl U MeToAbl CTEPUNU3aLMN UnNn aes3vHgekunm
KOMOHOK.

75. (60) [OonomHUTenbHblE WHCTPYKUMN OTHOCUTENIBHO MWCMOMNb30BaHWs OOMy4YeHHbIX 00opyaoBaHUs W
MaTtepuanos nanoxeHol B [NpunoxeHun N 12 kK HacTosawmm MNpasunam.

76. (61) JomxHa cyliecTBoBaTb CUCTEMA, rapaHTUpyloLLas LenoCTHOCTb U FrepMEeTUYHOCTb KOHTEMHEPOB nocne
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WX HaMoJTHEHWS, N MPeayCMOTPEHbI Mpouedypbl Ha criyyan Mbbix yTeyek Unm NpockinaH1um 1 NposIMBOB, B CriyYae ecnu
NPOAYKT UNN NPOMEXYTOUHbIN NPOAYKT NPEACTaBMAST 0COoObIN puck. [1nsa onepauni No po3nuBy M YNakoBKE AOMKHbI
cyliecTBoOBaTb npoueaypbl No cobnoaeHuto ycrosuin, obecneymsarolLmMx nogaepxaHue npoaykrta B YCTaHOBMEHHbIX
npegenax (Hanpumep, Bpems 1 (unu) Temnepartypa).

77. (62) Pabota c KoHTelHepamu (Hanpumep, ¢ amnynamu, dorakoHamm), cogepXalmmm 0Monormieckne areHThbl,
OOJKHa npoBOAUTLCA TaknM 06pa30|v|, yToObI M30EeXxaTb KOHTaMUHauun Opyrnx JnekapCTBEHHbIX npenapaTtoB wUin
NMPOHUKHOBEHUS J>KUBbLIX areHToB B MNPOM3BOACTBEHHYID WNW  OKpyXawwylo cpedy. [Ans nNpuHATUMS  pelueHus
OTHOCUTENBHO YMNpPaBMeHUs OaHHbIMW PUCKAMU OOMMKHbI ObiTb MPUHATHI BO BHUMaHWE >KM3HECNMOCOOHOCTb TaKMX
OpraHM3MoB U KX Buonornyeckas knaccudumkaums (rpynna natoreHHoCTH).

78. (63) Heobxoanmo yaenatb AOMKHOE BHMMaHWE MOArOTOBKE, MeYaTu, XPaHEeHU0 U HAHECEHWUI0 STUKETOK Ha
yNakoBKy, B TOM YWCfle HAHECEHMIO Ha MEepPBMYHYID M BTOPUYHYK YMaKOBKY crneuudguyeckon uHdopmaumm ans
naumeHT-cneunduyecknx NpoaykToB unm ob MCnonb3oBaHUM METOLOB FeHEeTUYECKOW WHXeHepuu. B cnyvae ecnu
BbICOKOTEXHOMOMYHbIE FlEKapCTBEHHbIE NpenapaTthbl npeaHasHadeHbl Afsi ayTONOrMYHOrO NPUMEHEHUS, Ha 3TUKETKE
OOMKHbl yKa3blBaTbCs YHUKamNbHbIA MOeHTUUKATOP naumeHTa v Hagnucb "TONbKO ANs ayTONOrMMYHOIO MPUMEHEHUS".
Ecnu BHeLWHsIst ynakoBka OTCYTCTBYET, AaHHas MHpopMaLuus OOMKHA YKasblBaTbCA Ha NEPBUYHON YraKoOBKe.

79. (64) B cnyyae wucnonb3oBaHWA CBEPXHU3KUX TemnepaTtyp XpaHeHUs YCTOMYMBOCTb MAapPKUPOBKU K
ncnonb3yembiM TemnepaTypam AofmkHa ObiTb noaTBEPXKAEHA.

80. (65) Korga uHopmaumst 0 cocTossHMM 300POBbS AOHOPA (YenoBeka WM XMBOTHOIO), MMetoLLas 3HadYeHune
ana Kkadectsa npoaykunmn, CtTaHOBUTCA ,EI,OCTyI'IHOVI nocne 3akynku, 3To AOJKHO y4MUTbIBATbCA B npouenypax oT3biBa.

KOHTpOJ’Ib Ka4vyecTtBa

81. (66) KoHTponb B mnpouecce nNpou3BOACTBa SABMsieTcsl Gonee BaxHbIM ONs obecneyeHunst CTaburbHOCTH
KayecTBa Ouonornyeckux dapmMaueBTU4ecknux CcybCcTaHUMn U NEeKapcTBEHHbIX npenapaToB, Yem Ans  Apyrux
NleKapCTBEHHbIX MnpenapaTtos. Memonepau,MOHanZ KOHTPOJIb OO0JKEeH OCYLLUeCTBNATbCA Ha COOTBETCTBYHOLMX CTaanAax
NPOM3BOACTBA C LIENbI0 KOHTPOSS YCIOBUN, SBNSOLWMNXCA BaXKHBIMU 41151 KA4eCTBa roTOBOro NpoayKTa.

82. (67) B cnyyae ecnn NpoMexXyTouHble MPOAYKTbI MOTYT XPaHUTbLCS Ha MPOTSKEHUN OJIMTENbHOrO BPEMEHMU
(aHn, Hepgenu unu gonblue), AoSMKHA OblTb pacCMOTPEHa BO3MOXHOCTb BKMOYEHUSA B TEKYLLYHO NPOrpamMmy UCMbITaHUS
CTabUNbHOCTN TaKMX Cepui roTOBOW NPOAYKLMKW, KOTOpble MNpPOM3BEAEHbl W3 MNPOMEXYTOYHbLIX MPOOYKTOB C
MaKkcMMarnbHbIM NepUOAOM XpaHeHUs B NpoLiecce Npou3BoacTBa.

83. (68) Ecnu aT0 gonyckaeTcsi permctpauuoHHbIM A0Cbe, ANsl OnpedesieHHbIX TUMOB KNeToK (Hanpumep,
aYTOJIOMNYHbIX KNEeTOK, NCMNOJ1b3yEMbIX B NPON3BOACTBE BblICOKOTEXHOJNTOMNMYHbLIX NMEKAaPCTBEHHbIX npenapaTOB), KOTOpble
MOryTt ObITb OOCTYNHbl B OrpaHU4YeHHbIX KoJln4vecTBax, npoeseneHune MCMNbITAHUA 1© nopAaaoK XpaHeHUA KOHTPOJIbHbIX
06pasLoB MOryT 6bITb U3MEHEHbI, YTO 0POPMISETCSA AOKYMEHTArbHO.

84. (69) Ana KNeTOYHbIX BbICOKOTEXHOITOMMYHLIX JIEKAPCTBEHHbIX CPEACTB TECTbl HAa CTEPUIIbHOCTb OOJDKHbI
npoBOAUTBLCA Ha KyInbTypaX KNneToK Uiun OaHkax KNeToK, CBO60,EleIX oT aHTI/I6I/IOTI/IKOB, Ona nonyyvyeHuna gokasaTtesnibCTBa
OTCYTCTBMS KOHTamMnHaLun 6aktepuammn u rppbamu, a Tarkke 4ns BO3MOXKXHOCTU OBHapyXeHUs opraHn3MoB, TpebyoLmx
crneumanbHbIX YCNOBUN KyNbTUBUMPOBAHMUS (€CNU NPUMEHNMO).

85. (70) CooTBeTCTBYIOLAA CTpATErMsi KOHTPONS OOJDKHA OCYLLEeCTBIATLCA AN NPOU3BOACTBA GMONOrMYECcKMX
nekapCTBEHHbIX NpenapaToB C KOPOTKUM CPOKOM rogHOCTW, onpeaensembiM B HacTosweMm [NpunoxeHun kak cpok go 14
,IJ,HeI7I, Ona KOTopbIX Tpe6yeTc;| BbINyCK Ccepun elle 0o OKOHYaHuA npoBeaeHusa MUCMbITAaHUA KadecTBa Bcen napTtumu
roTOBOM NPOAYKLMU (Hanpumep, nccrnefoBaHNe CTEPUIIbHOCTM). TakoW KOHTPOSb OOSMKEH OblTb OCHOBAH Ha rny6GoKoM
MOHWMaHUM CBOWCTB NEKApCTBEHHOIO npenaparta M NpPoM3BOACTBEHHOrO npouecca U AOSMKEH YYUTbIBATb KOHTPOSb M
XapaKkTepHble CBOWCTBaA WCXOAHOMO Chlpbsi U MCXOOHbLIX MaTepuarnoB. HeobxoaAMMo HanuumMe 4eTKoro M MOSIHOro
onvcaHusa Bcel npoueaypbl BbiMycka, BKMOYAOLWEro 00s3aHHOCTN OTAENbHbIX PabOTHMKOB, YYacTBYHOLUMX B OLIEHKE
NPON3BOACTBEHHbLIX N aHAINMUTUYECKUX OaHHbIX. ﬂ,OJ'I)KHa npoBOANTBLCA HenpepbiBHAA OLEHKa SQ)CbeKTI/IBHOCTI/I CUCTEMDI
obecneyeHnss Ka4yecTBa, BKNOYas BedeHWEe 3anucen, MOo3BOMALINX OLEeHMBaTb TeHAeHUMU. [ormkHbl ObITb
NpefycMOTpEeHbl  anbTepHaTMBHble MeToAdbl (Hanpumep, ObicTpble MUKpobuonornyeckne MeTtodbl) NoNyYeHUs
COOTBETCTBYHOLLMX Pe3ynbTaToB, NO3BOMSOWMX NPOBOANTL NPEABAPUTENbHOE NMOATBEPXKAEHNE COOTBETCTBUS CEPUIA B
cnyyasx, ecnm HeBO3MOXHO MPOBECTU MCMbITaHUSI FTOTOBOMO JIEKAPCTBEHHOMO Mpenaparta M3-3a ero KOpoTKOro cpoka
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rogHocTu. Mpoluenypa NoaTBepXaeHNss COOTBETCTBUS U BbIMyCKa Cepyn MOXeT NPOBOAUTLCA B ABa U Gonee aTana:

a) (a) oueHka OTBETCTBEHHbIM(-bIMKU) NMLIOM(-aMK) 3anncen, KacarLmMxcs npouecca npou3BoACTBa cCepuu, U
pe3ynbTatoB MOHUTOPMHIa NPOM3BOACTBEHHOW cpedbl (ecrnv MPUMMEHUMO), KOTOpble AOMKHbl OXBaTbiBaTb YCIOBUSA
NMpOM3BOACTBA, BCE OTKIOHEHUS OT CTaHO4APTHbIX Mpoueayp W CyLecTBylOLWME aHanuTU4yeckue pesynbTatbl ONnd
NepBUYHOrO paspeLLeHNst CEpUn NPoayKTa K BbIMYCKYy YNONTHOMOYEHHbIM MMLIOM;

6) (b) oueHKa YMNONMHOMOYEHHBLIM NULOM Pe3ynbTaTOB OKOHYaTeNlbHbIX aHaNUTUYECKUX MUCMbITAaHUA U OpYroi
JOCTYMHON MHdOpMaUUK NS 3aKMHYUTENBHOMO NOATBEPXKAEHUS COOTBETCTBUS CEPUM YCTAHOBIEHHBIM TPEGOBaHNAM.

86. [HomkHa ObITb npegycMmoTpeHa npouenypa, onucbiBawwas Heobxoaumble MeponpuaTusa  (BkMovas
B3aMMOEWNCTBME C MEAULMHCKMMWU paboTHMKaMu), B criyqae MoslydeHus pesynbTaToB WUCMbITaHWM, BbIXOASALWMX 3a
rpaHuubl  cneumMdpukauuin. Takme criydam [OOMMKHbI - paccrnegoBatbcs B MOMHOM  obbeme, COOTBETCTBYHOLLME
KOppeKkTMpytowme 1 npegynpexaatrolime OeNcTBusl, HanpasreHHble Ha MpefoTBpalleHMe BO3MOXHOCTU MOBTOPEHUS
TaKMX Cny4aeB, AOMKHblI PEMMCTPUPOBATHLCA AOKYMEHTaNbHO.

IV. CMELIMATILHOE PYKOBOACTBO MO OTAENBHBIM TUMAM MPOOYKLIN
(YACTb B)

JlekapcTBeHHble NpenapaThbl XXMBOTHOrO npoucxoxaeHuns (B1)

87. Hacrtosiwee pyKOBOACTBO NPUMEHSETCS K MaTepuanam >XUBOTHOTO MPOUCXOXOEHUS, B TOM 4uUCIe K
mMaTepuanam, MOMyYEeHHbIM M3 TakMxX Npeanpusatvuii, Kak ckoTobomHW. [MOCKOMbKy Lenu nocTaBOK MOryT ObiTb
OOWMPHBIMA M CMOXHBIMW, LOMXKHbI MPUMEHSITLCA CPeacTBa KOHTPONS, OCHOBAHHbIE Ha MNpuHUMMAxX YnpaBneHus
puckaMu anst kadecTtsa. [pyn 3TOM Heob6xoouMo yunThiBaTh TpeboBaHust [ocynapcTBeHHoW dapmakonen Poccuiickom
depepaummn, BKNOYas NPoBeAEeHVME COOTBETCTBYHOLUMX MWCMbITAHUA Ha onpedeneHHbiXx crtagusax. [ormkHa BecTUChb
COOTBETCTBYIOLAA OOKYMeHTauus, obecrneyvmBaroLlasi NpoCneXnBaeMoCTb LenM MOCTAaBOK C YETKMM YKazaHUEM POSu
Kakgoro y4acTHMKa Lenu NocTaBokK, BKIoYasl, Kak NpaBuio, AOCTAaTOMHO NOAPOOHOE onncaHne cxemMbl NOCTaBOK.

88. (1) Heobxogumo Hanuyune nporpaMM MOHUTOPWMHIA OMacHbIX ANsi YerioBeka OO0nes3Her XMBOTHbIX
(BeTepuHapHoe ocBuaeTenscTBoBaHMe). pu oueHke aKTOpOB pucKka [OIMKHbI OblTb MPUHATHI BO BHMMaHue
COOOGLLIEHUS 3aCIyXMBAKLMX AOBEPUE NUCTOYHMKOB OTHOCUMTENBHO PacnpoCTpaHEeHHOCTH 3aboneBaHns Ha TeppuTopun
rocygapcrea, B TOM Yucrne cogepalue MHopMauuio 0 NPOBEpKe COCTOSIHUA 300POBbS XXUBOTHbBIX M Nporpamme(ax)
KOHTPOIS Ha rocy4apCTBEHHOM M MECTHOM YPOBHSIX, BKIOYAs MEPONPUATUS KOHTPOMSA UCTOYHUKOB (Hanpumep, depmbl
UNn 3aroHbl NS CKOTa), M3 KOTOPbIX MOMYyYEeHbl XUBOTHbIE, U KOHTPOSMb BO BPeMSI TPAHCMOPTUPOBKM XUBOTHbLIX Ha
ckoTOOONHI0. OOHOM M3 OpraHn3aumin, OCyLLECTBIISIOWEN MOHUTOPUHT 3ab60NEBAEMOCTU XUBOTHbLIX B MUPE, SIBNSIETCS
MexayHapogHoe anu3ooTudeckoe 6topo.

89. (2) CkoTobGoWHM [OMKHbI COOTBETCTBOBaTb TPeOOBaHWSM, YCTAHOBIIEHHbIM HOPMAaTUBHBLIMU MPaBOBbIMU
aktamun Poccuiickon ®epepaumm, Npu UCNOMb30BaHUU UX B KA4eCTBE MOCTABLUMKOB TKAHEWN XMBOTHbIX. [OmkHbl ObiTb
MPUHATEI BO BHWMaHWe CBeAEHUst OT YMNOMHOMOYEHHOro dheaepanbHOro opraHa  WCMOMHUTENbHOW  BracTy,
noateepxpatrowme cobnogeHne TpeboBaHM ©6e30MacHOCTUM M KavyecTBa KOPMOB, YCTaHOBIIEHHblE HOPMAaTUBHBLIMU
npaBoBbIMK akTamun Poccuiickon Pepepaumm n (Mnu) Apyrux cTpaH, U3 KOTOpbIX Cbipbe UMNopTUpyeTcs B Poccunckyto
depepaumio.

90. (3) MepOI'IpI/IFlTI/IFl MO KOHTPOJIKO UCXOOAHOro CbipbA U UCXOAOHbIX MaTepuarnoB Ha TaKUX MpeanpuaTtunax, Kak
CKOTODOMHKN, OOIMKHbI BKMNOYaTb onpenerieHHble 3NeMeHTbl CUCTeMbl YyrnpaBlieHUA Ka4deCTBOM AO5d obecneyeHns
YAOBINETBOPUTESIbHOIO  YPOBHA HpO(*)eCCMOHaﬂbHOVI noaroTtoBkM nepcoHana, npociexmnBaemMoctn MaTtepuanos,
KOHTpOINA “n cTabunbHOCTH.

91. (4) OomkHbl GbiTb NPEAYCMOTPEHbI MEPOMNPUSATUA MO KOHTPOIMI WUCXOAHbLIX MaTepuarnioB UM WUCXOAQHOro
cbipbsl, obecneunBalole nNpenoTBpalleHne BMeLlaTenbCTB, BNUAIOLWIMX HA KayecTBO YKasaHHbIX MaTepuarnoB WIu
Cbipbsl, WNKW, MO MeHblUeN Mepe, NpenocTaBnsoWMe WHGPOPMAaLMIO O MPOBEOEHUM Takux MeponpusTUin npu
MPOABWKEHUM UCXOAHBIX MaTepuaroB WM UCXOOHOMO Cbipbsi MO NMPOW3BOACTBEHHOW LIEMOYKE WU LIeNOYKe MOCTaBKy.
[aHHble MeponpusaTUA OOMKHbLI NPOBOANUTLCS B OTHOLLEHUW NEpPEMELLEHUS YKa3aHHbIX MaTepuaros UM Cbipbs OT MECT
nepeuyHoro cbopa, NPOBeAEeHUst YaCTUYHOM M MONHOW OYMCTKM OO0 MECT XPaHEeHWsl, HaKoOMMeHwusl, pasmeLleHus U
HaxoXaeHus y nocpedHukoB. HeoBXoaumo ocyLecTBNATb AeTarbHyl perucTpauuilo NpoBedeHHbIX MepornpusaTuii B
pamMKax cucTembl, obecrneuymBalolLLeil NPOCNEXMBAEMOCTb MPOAYKUUW, BKIOYas perucTpauuio NoGbiX HapyLLeHWiA,
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CBA3aHHbIX C HUMM paCCJ'Ieﬂ,OBaHVIVI N NPUHATBLIX Mep.

92. (5) OomkHbl NPOBOAMTLCH MOCTOSHHbIE OLEHKU MOCTaBLUMKOB MCXOLAHOMO ChiPbS U UCXOOHLIX MaTepuaros,
noaTeepxaatoLwme cobniogeHne TpeboBaHMIM KOHTPONS NCXOAHOTO ChiPbS M UCXOOHbBIX MaTtepuanoB Ha pasHbiX CTaausax
npoussoAcTtea. [lpousBoauTensb [OOMMKEH WMETb MOSHYK [OKYMEHTauuio O paccrnefoBaHusaX MNpOUCLUECTBUN,
NMPOBEAEHHbIX C TWATENbHOCTLIO, COOTBETCTBYIOLEN 3HAYMMOCTM MPOUCLLECTBUNA. [JOMXHbI CylLLeCTBOBaTb CUCTEMBI,
obecneunBatoLLme nposeaeHne apHeKTUBHBLIX KOPPEKTUPYIOLLUX U Npeaynpexaatolmx AencTBUn.

93. (6) KneTku, TKaHW M opraHbl, UCNONb3yeMble ANs MPOM3BOACTBA KCEHOrEHHbIX KMNEeTOYHbIX feKapCTBEHHbIX
npenapaTtoB, AOSMKHbI OblTb MOMyYeHbl UCKIOYUTENBHO OT KMBOTHbLIX, KOTOPblE COAEPXaTcs B HEBONE B YCIOBUAX
OTCYTCTBMS KOHTakTa C APYrMMW XMBOTHBIMW WM BbipalMBalOTCA cneunanbHO Ana 3Tux uenen. Hu B koem cnyvae He
OOMyCKaeTCa MCMONb30BaHUE KMETOK, TKaHEM U OpraHoB AMKWUX KMBOTHBIX MITM XUBOTHbIX CO CKOTOBOEH. Takke He
OOMyCKaeTCq UCMNOMb30BaHWE TKaHEW >XUBOTHbIX-OCHOBATENen (KUBOTHBIN OpraHu3M, HECYLUMN YYXXEePOAOHbIN reH).
Heobxoaumo BecTu HabnogeHe 1 JOKYMEHTaUUo OTHOCUTENBHO COCTOSIHWSA 340POBbS XKUBOTHbIX.

94. (7) Mpwn KCEHOreHHOM KNETOYHOW Tepanun N o0palleHNN KCEHOTEHHbIX NIEKAaPCTBEHHbLIX MpenapaToB OOIMKHbI
cobntopgaTtecs TpeboBaHMA HOpPMATMBHBLIX MNpaBOBbIX akToB Poccuiickon depepaumu, kKacalwmecs MNOCTaBkA U
UCMbITaHUN KNETOK XUBOTHbIX.

JlekapcTBeHHblEe NpenapaTbl annepreHos (B2)

95. NcxogHble matepuansl MOryT ObiTb MPOM3BEAEHbI NMyTEM WU3BMEYEHUS U3 €CTECTBEHHbIX UCTOYHUKOB UMK C
ncnonb3oBaHWeM TexHonorun pekombrnHanTHon OHK.

96. (1) Ona rapaHTUM COOTBETCTBUSI MOCTABKM UCXOAHbLIX MaTepuanoB [OIMKHO CyLleCTBOBaTb WX OMUCaHue,
BKIMOYalollee HeobxoauMble AeTanu, B YaCTHOCTW, OBLLENPUHATOE U Hay4yHoe Ha3BaHue, NPOWUCXOXAEHWe, Npupoay,
npeaenbl COAepXaHusi KOHTaMWHAHTOB, METOA B3ATMS Takux MatepuanoB. MaTepuanbl XMBOTHOMO MPOUCXOXAEHUS
JOIKHbI  ObITb  MOMyYeHbl OT 3[40POBbIX JKMBOTHbIX. [ns KOMOHWI (Hanpumep, Krewen, XMBOTHbIX), KOTopble
UCMOMb3YTCA AN OKCTPaKUUWM annepreHoB, [OOMKHa CyLecTBOBaTb COOTBETCTBYKOLLAs CUCTeMa KOHTPOIs,
obecneumnBatollasi Guonormyeckyto H6esonacHocTb. JlekapcTBeHHble MNpenapaTtbl annepreHoB OOMKHbI XPaHUTbCS B
COOTBETCTBYHOLLUX YCNOBUSX, 06ecneumBaioLLmMx UX KauecTBo.

97. (2) Craguu TExXHOMOrMYECKOro mnpoLecca, BKMOYaKLWMe npeaBapuTenbHylo 006paboTKy, SKCTpakuuio,
GunbTpaumo, Ananms, KOHLEHTPMpPOBaHME UM NMOUIM3aLMNIO, OMKHbI ObITh AeTanbHO ONUCaHbI 1 BanvMAaMpOBaHbI.

98. (3) T[lpoueccbl Moaudukauum, wucnonb3yemble ANA MNPOM3BOACTBA MOAUMDMLMPOBAHHBLIX 3KCTPAKTOB
annepreHoB (HanpuMMmep, anneprougoB, KOHBKraToB), OOIMKHbI ObiTb OMUCaHbl B COOTBETCTBYHOLLEN OOKYMEHTaUUW.
[MpoMeXyTOUYHbIE MPOAYKTbI B TEXHOMOrMYECKOM MpoLecce OOMKHbI ObITb MOEHTUMULMPOBAHBLI U MPOKOHTPONIMPOBAHbI.

99. (4) CMecn 3KCTpaKTOB arnnepreHoB OO/MKHbl ObiTb MPUrOTOBMEHbl M3 OTAENbHbIX 3KCTPaKTOB WUCXOAHbIX
mMaTepuanoB, MONyYEHHbIX M3 OAHOMO0 MCTOYHMKA. Kakabld OTOENbHbIM 9KCTPaKT [OOMKeH OblTb onpeferneH Kak
oTaenbHas dpapmaleBTUYeckas cybcTaHums.

JlekapcTBeHHbIe npenapaTtbl UMMYHHbIX CbIBOPOTOK XUBOTHbIX (B3)

100. (1) [MMpousBoguTenb [JOMKEH yAensTb 0coboe BHUMAHWE KOHTPOMO aHTUTeHOB Ouonorn4eckoro
NMPOUCXOXAEHUS AN rapaHTUM UX Ka4yecTBa, NMOCTOSHCTBA M OTCYTCTBUA NOOOYHBLIX areHToB. [logroToBka MaTepuaros,
UCnonb3yemblX AOns WUMMYHU3aUMM  XKMBOTHBIX (Hanpumep, Wcnofb3oBaHWe W (MNn) BedeHWe aHTUrEeHOB,
ranteH-HocuTenen, agbloBaHTOB, CTaOMMM3MPYIOLLMX areHTOB), U XpaHEHWEe TakMX MaTepuanoB HemnocpencTBEHHO
nepea MMMyHU3aLMen OOIMKHO NPON3BOAMTLCSA B COOTBETCTBUM C AOKYMEHTaNbHO OhOPMIEHHBIMU NpoLesypamu.

101. (2) Mpoueaypbl UMMYHU3aLMW, UCCNEAOBAHUS KPOBU M OTGOpa KPOBM AOMKHbI NPOBOAUTLCS B COOTBETCTBUM
C perMcTpaLmnoHHbIM J0Che.

102. (3) YcnoBusi Nnpon3BoAcTBa NeKapCTBEHHbIX NpenapaToB M3 cybdparMeHToB aHTUTEN (Hanpumep, y4acTku
cBA3biBaHMst aHTUreHa Fab u  FE(ab');) u niobble panbHeiilume Moaudvkauuu [OMKHbI COOTBETCTBOBAThb

BanuaMpoBaHHbIM U YTBEPXAEHHbIM MapameTpam. Ecnu depMeHTbl, ucnonb3yemble Npu NpoM3BOACTBE, COCTOAT U3
HECKOSMbKMX KOMMOHEHTOB, A0MKHa ObITb 0becneyeHa nx cTabunbHOCTb.
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BakuuHbl (B4)

103. (1) Mpun ncnonb3oBaHUN 3MOBPUOHOB NTUL, OOIMKHO OblTb 06ecneyYeHo 340pOBbLE BCEX CTal, MCMOMb3yeMbIX
ANndA ux nonyveHus (4N ctam, cBOBOAHbLIX OT cneunduyecknx NnaToreHoB, U AN 340opoBbIX CTan).

104. (2) HdomkHa npoBOAWUTbLCA BanMAauUsa LENOCTHOCTU KOHTEWHEPOB, MWCMOMb3YEMbIX Afs XPaHEeHUs
NPOMEXYTOUHbLIX NPOOYKTOB, U BPEMEHU NX XPAHEHWS.

105. (3) B 30Hax, cogepallimx X1Bble BMOMNornyeckme areHTbl, 3anpeLlaeTcs OTKpbiBaHWe COCyaoB, coaepKallmx
MHAKTUBMPOBaHHbIE NeKapCTBeHHbIe NpenapaTthl, U 0TOOp NPoG U3 HUX.

106. (4) lNocnemoBaTenbHOCTb MNPUOABMEHUSA AKTUBHbLIX KOMIMOHEHTOB, aAblBAHTOB W BCMOMOraTesflbHbIX
BELECTB B nMpoLecce nNpou3BOACTBA MPOMEXYTOYHOIO WM  TFOTOBOrO MNpPOAyKTa [OSPKHA COOTBETCTBOBATb
TEXHOJOrMYECKUM UHCTPYKLMSIM.

107. (5) B cnyyae ncnonb3oBaHusi s NpOM3BOACTBA WM UCMbITAHUA MUKPOOPraHM3MOB, KOTOPbIM MPUCBOEH
BbICLUMIA YypOBEHb OGMONOorMyeckor omacHOCTU (Hanpumep, NaHgeMuveckue LWTamMMbl), OOMMKHbI OblTb obecneyveHbl
HeobxoauMmble Mepbl wusonaumn. [JomkHO OblTb NOMy4eHO [AOKYMEHTanbHOe NoATBepXAeHue paspelleHus Ha
npoBedeHne  YNOMSHYTbIX  MeponpuaTUA  OT  COOTBETCTBYIOLIMX  YMOMHOMOYEHHLIX beaepanbHbIX  OpraHoB
NCMONHUTENbHON BriacTh. [laHHas AoKyMeHTaums A0mKHa ObiTb B HANMYMKU 1 OCTYMHA AN NPOBEPKW.

PekombuHaHTHbIE NpoaykThl (B5)

108. (1) Ona obecneyeHus MNOCTOAHCTBA CBOWCTB NIEKApPCTBEHHOro MpenapaTta, cogepXalwero gonycTuMble
npumecy B onpeaeneHHoM ananasoHe, LOMKHbI cobnioaaTbCs BannaMpoBaHHbIe YCIOBUS TEXHOMOMMYECKUX NpoLEeccoB
npu pocTe KneTok, 3Kkcrnpeccun Genka u ounctke. [Ons obecneyeHWss OTCYTCTBUS BMPYCHOM KOHTaMuHauuMnm B
onpefeneHHbIX TUnax KneToK, MCNOMb3yeMbIX B MPOM3BOACTBE, MOryT notpeboBaTbCa AONOMHUTENbHbIE Mepbl. Ond
neKapCcTBEHHbIX MpenapaToB, MNPOW3BOACTBO KOTOPbLIX MpegycMaTpuBaeT MHOrokpaTHble cBopbl  KNeTok npwu
KyNbTUBMPOBaHNW, €ro NPOAOIMKUTENBHOCTb AOIMKHA HAXOAMTBECSA B YTBEPXKAEHHbIX Npeaenax.

109. (2) MNpouecchl OYNCTKM OT HexenaTerbHbIX MPOAYKTOB, MCTOYHMKOM KOTOPBIX SIBMSIIOTCSA KMNETKU XO3sInHa, B
YaCcTHOCTU OT BENKOB, HYKIMENHOBbLIX KACMOT, YrNEeBOAOB, BUPYCOB U APYIUX NPUMECEN, AOMKHbI MPOBOAUTLCS B pamKax
onpegeneHHbiX BanMaMpoBaHHbIX Npeaeros.

JlekapcTBeHHbIe NpenapaTbl MOHOKNOHarnbHbIX aHTuTen (B6)

110. (1) MoHOKMoHanbHbIe aHTUTENa MOryT ObITb NPOU3BEAEHbI U3 MbILUMHBLIX UM YeNOBEYECKUX TMOPMAOM Unu ¢
MOMOLLIbIO TexHonornn pekomouHaHTHon [OHK. Ons obGecneveHuss 6e30MacHOCTM M KayecTBa JIEKAapCTBEHHOro
npenapaTa LOMKHblI NPOBOANTLCS COOTBETCTBYIOLLME MEPOMNPUSTUS KOHTPOSSI B OTHOLLEHMM MCXOOHbIX KIETOK (B TOM
yucrne, NUTaKLWUX KNeTok, B Clydae WX UCMOSb30BaHUSA) U UCXOLHbIX MaTepuarnoB, UCMOMb3yeMbiX AN CO3OaHuUs
mbpuaomMbl M (UNKU) NMHUKM  KNeToK. HeobxoauMmMo YAOCTOBEPUTLCS, YTO [AaHHble MeponpuaTUs NPOBOASATCA B
yTBEPXAEHHbIX npegenax. Ocoboe BHMMaHWe [OOMKHO YOENsTbCS [oKas3aTenbCTBYy OTCYTCTBUS BUPYCOB B
nekapcTBeHHOM Mpenaparte. [ns gokasaTenbCcTBa MPUrogHOCTU NEKapCTBEHHbIX MpenapaToB, MPOM3BEAEHHBLIX Ha
OOHOW M TOM € TEXHOMNOrMYECKOW OCHOBE, BO3MOXHO MCMOMb30BaHNE AaHHbIX, MOMYYEHHbIX NPY UCMbITAHUN OOHOTO U3
HUX.

111. (2) JomkHa ObiTb NpoBedeHa MpoBepka TOrO, YTO KPUTEPUM HA MPOMEXYTOYHOW M KOHEYHOW CTagusix
NPOM3BOACTBEHHOTO NPOLIECCA KOHTPOSIMPYIOTCS U HAXOAATCS B YTBEPXKAEHHbLIX Npeaenax.

112. (3) MNMpoun3BoacTBEHHbBIE YCINOBUSA AN NPUroToBeHus cybdparmeHToB aHTUTEN (Hanpumep, Fab, E(ab"),

scF v) n nmobbix ApyrMx moaudukauunii (Hanpvmep, BBEOEHWS PaaMOaKTUBHBLIX METOK, KOHblorauuu, XMMUYECKOro
CBS13bIBaHUS) IOMMKHBI COOTBETCTBOBATL BanMaNPOBaHHbLIM NapameTpam.

JlekapcTBeHHbIe NpenapaTtbl TPaHCrEHHbIX XUBOTHLIX (B7)

113. ObecneyeHne MOCTOSIHCTBA MCXOOHOro mMmaTtepuana, nonyy4yeHHoro m3 TpaHCreHHOro UCTo4YHuKa, ABnAeTCA
bonee I'IpOGJ'IeMaTVI‘-IHbIM, 4yeM npu ncnosib3oBaHnn CtaHAapTHbIX HEeTPaHCreHHbIX OMOTEXHONOMMYECKNX UCTOYHUKOB.
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CnepoBaTtenbHO, AOMKHbI cObOMNoAaThCsl NOBbLILLEHHbIE Tpe6OBaHI/IF| OnNsl QoKasaTenbCTBa NOCTOSIHCTBA BCEX CBOWCTB
JIeKapCTBEHHOrO Mnpenaparta OT Cepun K cepun.

114. (1) Ona npousBoacTBa BMONOIrMYECKUX NEKapCTBEHHbIX NpenapaTtoB MOryT WUCMOMb30BaTbCA pasfuyHble
BMAbI XMBOTHbIX, B TOM YNCIIEe MOTYT NPOBOAMTLCS B3ATME M OYMCTKA BMONOrMYeckmx XUaKocTen (Hanpumep, MOSoKa).
XXnBOTHbIE AOMKHBI UMETb YETKYI0 U YHUKANbHYIO MapKMpPOBKY, U OOMKHbI OblTb NpeaycMOTpeHbl Aybnupytowmne mepbl
Ha cryyan yTpaTbl TepPBUYHOIO MAeHTUMUMpPYLoLLEero Mapkepa.

115. (2) Ycnosus cogepXaHusi U yxona 3a XXMBOTHbIMU A0MKHbI obecneymBaTe HAUMEHbLUWIN BO3MOXHbIA KOHTAKT
)KMBOTHbIX C MATOr€HHbIMW areHTamu K 300HO03amMW. [ormkHbl ObiTb pa3paboTaHbl COOTBETCTBYHOLLME Mepbl 3aluUThl
oKpyXatowlenn cpegbl. [omkHa ObiTb paspaboTaHa nporpamMmMa HaOMwOeHUss 3a 340POBbLEM  XKMBOTHBbIX C
COOTBETCTBYIOLLUM BHECEHWEM 3anuceln B AOKYMEHTaumio. Takke OOIMKHbI ObITb paccnefoBaHbl Nobbie MHUMAEHTHI U
OMNpefeneHo Ux BrVSIHWE Ha BO3MOXHOCTb AafbHEMNLIEro MCMoSib30BaHUSA >XUBOTHOMO M paHee MOJSTyYEHHbIX Cepun
npoaykuumn. Heobxoaumo yaoCToBEPUTLCH, YTO Mobble NeKkapCTBEHHbIE NpenapaTbl, NMPUMEHSIBLUMECA ONS NeYeHUs
XMBOTHBIX, HE MPMBEQYT K KOHTaMUHaLUKN NPOM3BOAUMOrO NleKapCTBEHHOMO Npenapara.

116. (3) HomkHa cyuwecTBoBaTb AOKYMEHTaLMs C POAOCMOBHOM OT >XMBOTHOIO-OCHOBATENsl OO >KMBOTHBIX,
NCNonb3yOLNXCA AN NpoM3BOACTBA. 3anpelaeTcs CMeLBaHNe MaTepuarnoB, NoflydeHHbIX U3 pasHbIX TPAHCTEHHbIX
TNNHWIA XXMBOTHBIX, TaK Kak OHU MPOUCXOOAT OT PasHbIX XKUBOTHbLIX-OCHOBATENEMN.

117. (4) YcnoBuda, npu KOTOPbIX MNPOU3BOOAUTCA B3ATUE MaTepuanoB, OOMXHbl COOTBETCTBOBATb HOpMaMm
PEerMcTpaumMoHHOro JOCbe M MPOTOKOMa KINMHUMYECKUX uccriegoBaHui. [paduk B3ATMA maTtepuana v ycrioBus, npwu
KOTOPbIX XMBOTHble MOryT ObiTb WCKMYEHbl M3 Mpouecca NPOVM3BOACTBA JIEKAPCTBEHHOrO npenaparta, AOOIKHbI
COOTBETCTBOBATb YTBEPXKAEHHbLIM NpoLieaypam 1 KpUTEPUAM NPUEMITEMOCTH.

JlekapcTBeHHbIE NpenapaTbl TpaHCreHHbIX pacTeHui (B8)

118. ObecneyeHne MOCTOSIHCTBA MCXOAHOrO MaTtepuarna, Mojly4YeHHOro M3 TPAHCTEHHOrO WCTOYHMKA, SIBNSeTCS
Gonee npobrnemaTuyHbIM, YeM MPU UCMOMb30BaHUM CTAHAAPTHbLIX HETPAHCTEHHbIX GUOTEXHOMOIMYECKUX MCTOYHUKOB.
CnepoBaTenbHo, A0OMKHBI COBMOAaTLCA NOBbLILEHHbIE TPeGOBaHWS ANS AoKasaTenbCTBa MOCTOSHCTBA BCEX CBOWCTB
NeKkapcTBEHHOro npenapaTa OT Cepun K CEpUN.

119. (1) Ona npepoTBpalleHWss KOHTaMUMHAUMWM [MaBHbIX U Paboyvmx TpaHCreHHblX O6aHKOB MOCTOPOHHWMM
mMaTepuanamv pacTUTENbHOro NMPOUCXOXAEHNS N COOTBETCTBYHOLUMMMW NOCTOPOHHMMMW areHTaMm MOryT MOHagobuTbCs
OOMONHUTENbHbIE Mepbl, MpeLWecTByoLWMe Unu cneayowmne 3a MeponpuaTUAMn, ykasaHHoimu B ObLlem pykoBoacTee
(nyHkTbl 15 - 86 HacTtoswero lNpunoxeHus). KoHTponb cTabunbHOCTU reHa AOMKEH MPOBOAMTHCA Ha MPOTSXKEHUU
OnpeaeneHHoro Konm4yecTsa reHepauui.

120. (2) Ons obecnevyeHns NOCTOAHCTBA cOopa ypoxasi OT pasHbIX KyfbTyp pacTEHUA pPacTeHUs OOIDKHbI UMETb
YEeTKYI0 N YHUKANbHYIO MapKUPOBKY, N OOJTXHbI ObITb YKa3aHbl X OCHOBHbIE XapaKTepUCTUKN. B HYaCTHOCTU, COCTOAHUE
3[00pOBbSl pacTeHW, BXOAAWMX B KynbTypy, OOSPKHO KOHTPONMPOBATbCA C ONpederneHHOW NepuoAMYHOCTBIO Ha
NPOTSHKEHUN Nepuoaa BblpalLMBaHMs.

121. (3) [JOmkHbl ObITb YCTAHOBMNEHbI Mepbl MPEAOCTOPOXHOCTM AN 3awWmnTbl KynbTyp. 1o BO3MOXHOCTM
HeO6X0,D,I/IMO MWUHUMU3NPOBATbL UX KOHTaMUHALUNIO MI/IKpOGI/IOJ'IOFI/NGCKI/IMI/I areHtTaMmm n nepekpecTHyr KOHTaMUHaUUKo
pacteHuamn apyroro Buga. [JorkHbl 6biTb NPUHATBHI Mepbl AN NPeaoTBpalleHUs KOHTaMuUHauuy nekapCTBEHHOro
npenapaTta TakuMu MaTepuanamu, Kak nectuumabl u yaobpexus. JomkHa ObiTb paspaboTaHa nporpaMMa MOHUTOPUHIA
C COOTBETCTBYHOLLUMM BHECEHMEM 3aNMUCEN B AOKYMEHTALMIO, Takke AOIMKHbI ObiTh paccnenoBaHbl Ntobble MHUUOEHTLI U
OMNpeAerneHo UX BNSHNE Ha BO3MOXHOCTb JallbHENLLErO MCMNOMNb30BaHNUS KyNbTypbl B MPOM3BOACTBEHHOM MpoLecce.

122. (4) JomxHbl ObITb Y4E€TKO OnucaHbl YCNoBMWS, onpedenslowue cryyvyam, Korga pacTeHus MoryT ObiTb
UCKITIOYEHbI M3 MPOM3BOACTBEHHOrO npouecca. Heobxoaumo ycTaHOBWTH npedenbl NpUemMnemMocTu Ansi matepuanos
(Hanpumep, OCHOBHbIX 0enkoB), KOTOpble MOryT nomMewaTb npouedype O4YMCTKM npogykumu. [omkHo ObiTh
MOATBEPXKAEHO, YTO pe3yrbTaTbl HAXOOATCA B Npeenax yTBepXAeHHbIX HOPM.

123. (5) OomkHbl ObITh 3aMKCMPOBaHbI YCNOBUS OKpYXatollen cpefbl (Temnepartypa, A0XA4b), KOTopble MOryT
NOBMUSATb Ha Ka4YeCTBEHHblE XapaKTePUCTUKN NEeKapCTBEHHOro npenapara, a Takke Ha NPOW3BOACTBEHHbLIA BbIXOL
pekoMOUHaHTHOro Genka, Ha4MHas OT BPEMEHU MOCEBA, Ha MPOTSKEHUWN KyNbTUBUPOBAHMSA U OO MOMEHTa cbopa u
NMPOMEXYTOYHOTO XpaHeHMs1 cobpaHHbIX MaTepuanoB. [lpy odopMNeHNM yKaszaHHOW [OKYMEHTAUUW OOIDKHbI
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cobntogatecs TpeboBaHMS HOPMATMBHBIX MNPaBOBbIX akToB Poccuiickoii dedepauun, Perynupyrowmnx BOMPOChHI
BblpalLMBaHNA U cGopa pacTeHuid.

JlekapcTBeHHbIe NpenapaTbl reHHon Tepanuu (B9)

124. CyuwiecTByeT HECKOSbKO TUMOB NIEKAPCTBEHHbIX MPenapaToB reHHOW Tepanuu (NeKapcTBEHHbIE MpenapaThbl
reHHOW Tepanuu, cogepkallime MocreaoBaTerNbHOCTL(TN) PEKOMOUHAHTHBLIX HYKITEMHOBBLIX KUCMOT WMAW FeHEeTUYECKM
MoOUMLMPOBaHHbIN(bIE) MWKPOOpraHnaM(mMbl) wnNu BUPYC(bl), W fekapCTBEHHble npenapaTtbl FEHHOW Tepanuw,
cogepxalime reHeTM4ecku MoaMdUUUPOBaHHbIE KMETKKU), KOTOpble OXBaTbiBaAKOTCA NyHKTamun 124 - 136 HacTosLero
MpunoxeHuns. [na nekapCTBeHHbIX NpenapaTtoB reHHOW TepanuyM Ha OCHOBE KIEeTOK MOryT MPUMEHATbCH HEeKOTopble
NONOXeHWs, U3NoXeHHble B NyHKkTax 137 - 144 HacToswero MNpunoxeHus.

125. (1) Bcnegctere TOro, 4TO KMETKW, MCNonb3yemble AN NpoM3BOACTBa NeKapCTBEHHbIX NpenapaToB reHHoM
Tepanuu, nonyyYeHbl UnNu ot nogen (ayTonorMyHbIe UK anmoreHHbIe), UK OT XXUBOTHbIX (KCEHOrEHHbIE), CyLlecTByeT
MOBBbILLEHHbIA PUCK UX KOHTaMWHALMM NOBOYHbIMK areHTamu. Onsa n3onsumMmn ayTonormyHbiXx MaTepuarnos, nornyyYeHHbIX
OT MHMUUMPOBAHHbLIX [AOHOPOB, [AOMXHbl, ObiTb MNpPegyCcMOTpPeHbl Oocobble Meponpusatus. [Onsg Takux WCXOAHbIX
mMaTepuarnoB, a Takke ANS KPUMONPOTEKTOPOB, MUTAaTErbHbIX CPef, KIMeTOK M BEKTOPOB, HAAEXHOCTb KOHTPOSbHbIX U
ncnbITaTenbHbIX MEPONPUATUI AOMKHA ObiTb OCHOBaHa Ha MPUHLMNAX ynpaBneHWs puckaMmu ONns Kadectsa U AOIMKHa
COOTBETCTBOBATb PerncTpaumMoHHOMy gocbe. Co3gaHHble KNeTOYHbIe NIMHWUM A58 MPOU3BOACTBA BMPYCHLIX BEKTOPOB U
NpoBeAEeHUs KOHTPOSbHbIX U UCMbITaTeNbHbIX MEPONPUATUI AOMKHbI TakKe OCHOBLIBATLCA Ha NPUHLMNAX yrnpaBneHus
pyuckamu Ans kavecTBa. B cnyvyae Heo6xoauMOCTU AOMKHbI UCMONBb30BaTbCS BUPYCHbIE MOCEBHbIE KYTbTYPbl U CUCTEMBI
6aHKOB KINeToK.

126. (2) Ha Bo3amoxHOe cogepxaHune npumMecen, NOCTOPOHHUX areHTOB U MEePEKPECTHYI0 KOHTaMWHaLMIO BINSIOT
Takve akTophbl, Kak Npupoga reHeTM4eckoro MaTepuana, Tun Bektopa (BUPYCHbLIV UMW He BUPYCHBIN) U TUM KNETOK, 4YTO
OOMKHO ObITb yuTeHo npu pa3paboTke obLlern cTpaTternm MMHUMKU3aUMn pucka. Ha ocHoBe AaHHOW cTpaTerMm AOIKHbI
ObITb paspaboTaHbl TEXHOMOMMYECKUA MPOLIeCC, CNPOEKTUPOBaHbl NPOU3BOACTBEHHbIE WM CKIaAcKue MOMELLEHVS ©
obopyaosaHue, pa3paboTaHbl NpoLeaypbl yOOpK/ U AeKOHTaMUHALMK, a Takke YNakoBKM, MapKMPOBKM 1 peanu3auuu.

127. (3) lNpon3BOACTBO M UCMbITaHWME IEKapCTBEHHbIX MpenapaToB rEeHHOW Tepanuu TpebyeT pelueHus
cneunduyeckmx Bonpocos 6e3onacHOCT 1 kayecTBa roToBOro flekapCTBEHHOrO npenapaTta u Bonpocos 6e3onacHocTu
nauneHToB WM nepcoHana. [ormkeH NpUMEHATbCA NOAXOA, OCHOBaHHbLIM Ha ynpaBneHun puckamu, Ans obecrneyeHus
6e3onacHOCTM nepcoHana, OKpyxarwLllenh cpedbl M MAaUMEHTOB, @ Takke NPUHATbI Mepbl KOHTPOMS COOTBETCTBEHHO
YyCTaHOBMIEHHOMY Kriaccy Guonornyeckon onacHocT. Mepbl no obecneveHnio 6e30nacHOCTM AOMKHbBI COOTBETCTBOBATL
TpeboBaHNsaM HOpMaTMBHbIX NPaBoBbIX akToB Poccuickon ®egepauun.

128. (4) lMNepenBwxeHne nepcoHana (BKMYasi NepcoHar, 3aHATbIA KOHTPONEM KavecTBa, U OOCNy>XUBaKOLLMMA
nepcoHan) n NOTOKM maTepuanoB, BKMOYasa Te, KOTOpble XPaHAT M UCMbITbIBAKOT (Hanpumep, UCXOOHble maTepuansl,
obpasubl AnA BHYTPUMNPOU3BOACTBEHHOINO KOHTPOMs, o6pasubl roTOBOrO fleKapCTBEHHOro npenapata v npobbl
NpOM3BOACTBEHHOW cpefbl), OJPKHbI OPraHM30BbIBAaTbCS Ha OCHOBE MPUHLMMNOB yrpaBneHus puckaMmu Ans kadecTtsa.
Mo BO3MOXHOCTU NPV 3TOM MCMONb3YIT OAHOHanpPasfieHHble MOTOKW. [OMKHO yuuTbiBaTbCA NepemMelleHue Mexay
30HaMW, coaepXalMMn pasfnyHble reHeTM4yeckn MoaUULMPOBAHHBLIE OpPraHu3Mbl, W 30HaAMW, CoAepXKaLiMMu
reHeTn4yeckn He MoaNMULMPOBaHHbIE OPraHU3MbI.

129. (5) Tlpu nNpoekTUpoBaHMU MNOMELLEHNA M O0OOpPYAOBaHUSA [OSMKHbI ObiTb Y4YTEHbl BCE BO3MOXHbIE
crneumanbHble npoueaypbl, Tpedyolwmecs ons AeKOHTaMMHaLUMM UM OYMCTKU OT OPraHm3moB, KOTOPbIEe MCMOMb3YTCA
npu NponM3BOACTBE NekapCTBEHHOro npenaparta. [porpaMmma MOHUTOPUHIa COCTOSIHUA NPOM3BOACTBEHHOMW Cpeabl, eCrnu
3TO BO3MOXHO, [OJPKHA ObITb AOMOMHEHA MeToAaMW ONpenernieHnst NpUcyTCTBUsS cneumdmnyecknx MMKpPOOPraHM3moB,
KyNbTUBMPOBaHUE KOTOPbIX MPOU3BOAUIIOCH.

130. (6) Mpu ncnonb3oBaHWM BUPYCHBLIX BEKTOPOB C OrpaHUYEHHOM CMOCOBHOCTBID K pennukaumm LOMKHbI
NpUHUMATbLCS Mepbl NO NpPefoTBpalleHMI0 nonafjaHus BUMPYCOB [OUKOrO TuMa, KOTOPOE MOXET MpuMBecTu K
BO3HUKHOBEHWIO PEKOMOMHAHTHBIX BEKTOPOB, CMOCOBHLIX K pennukauuu.

131. (7) QomkeH ObITb NpegyCMOTPEH NNaH aBapuUMHbLIX MEPONPUATUA Ha Cnyvan HenpeaBuOeHHOro Bbibpoca
XMBbIX MUKPOOPraHn3mMoB. naH JormkeH BKMYaTb onvcaHne MeTOAO0B WM npouedyp no M3oNsuMnM MUKPOOPraHM3MOB,
3awuTe onepartopos, ybopke, MO MPOBEAEHUO0 AeKOHTaMuHaumm u 6e3onacHoMy BO30OHOBMEHMWIO 3KCnyaTauuu.
HomkHO ObiTb OUeHeHO BnMsiHWe BbIOpoca Ha neKkapcTBeHHble npenapaThl, HaxoAdsilMecs B HEenocpeaCTBEHHON
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6nm3ocTu, 1 Ha nobble apyrue NekapcTBeHHbIe NpenapaThl, HAXOASALWMECS B 30HaX, NOABEPKEHHbIX TAKOMY BbIGpOCY.

132. (8) HomxHbl OblITb NpegycMOTPEHbl Mepbl ANst OTAENEeHWst NMOMELLEHMI Ansi NPOou3BOACTBA BUPYCHbIX
BEKTOPOB OT APYrMx 30H. Adh(PeKTMBHOCTb MEP, UCMONb3YEMbIX NS pa3AeneHus, JofmkHa ObiTb fokasaHa. Besge, roe
3TO MNPUMEHMMO, criefyeT MCMoNb30BaTb 3aKpbiThle cucTembl. [ormkeH ObITb MpegoTBpalleH BbIGpOC BUPYCHOro
MaTepuana npu otoope obpasuoB, BBeAeHUM 400aBOK 1 Nepenade maTepuarnos.

133. (9) He ponyckaeTtcs conyTcTBYOLWEe NPON3BOACTBO PA3fMYHbLIX BEKTOPOB rEHHOM Tepanun B OQHON U TOM e
30He. OJHOBPEMEHHOE MPOM3BOACTBO HEBUPYCHBLIX BEKTOPOB HA OHOM y4YacTke AOIMKHO KOHTPONMMPOBATLCS COrMacHoO
npuHUMNaM ynpaereHusi puckaMmu ans kadectsa. [JomkHa ObiTb NokasaHa apdeKTBHOCTL NpoLeayp nepexona Mexay
KamnaHusMu.

134. (10) ns obecneyeHnsi NPOCNEXNBAEMOCTN NIEKaPCTBEHHONO NpenapaTa OT HavarnbHbIX cTagui (nnasmuasl,
ueneBble reHbl U PeErynsTopHble nocnefoBaTenbHOCTU, GaHKM KNeToK, a TakkKe 3anac BUPYCHBLIX WIW HEBUPYCHbIX
BEKTOPOB) M A0 rOTOBOrO NIEKAPCTBEHHOrO nMpenapaTta OJMKHO ObiTb B Hanmu4Mm geTanbHoOe onvMcaHue Npou3BOACTBA
BEKTOPOB M FrEHETUYECKN MOANDULNPOBAHHBIX KITETOK.

135. (11) TllepeBo3ka rnekapCTBEHHbIX MpenapaTtoB, COAEPXaluxX UMM COCTOAWMX U3  reHeTU4ECKM
MOOUMLMPOBaHHBLIX OPraHNM3MOB, OMMKHa COOTBETCTBOBAaTL TpebOBaHMAM 3akoHOA4ATENbLCTBA.

136. (12) K nepeHocy reHoB B KNETKU-PEUMMMUEHTbI, KOTOPbIN MPOBOAMTCA BHE OpraHusMa, npeabsaBnsioTcs
cnegyowue TpeboBaHus:

a) (a) Takon npouecc AOSMKEH MPOUCXOAMTb B MOMELLEHMsIX, MpeaHa3HayYeHHbIX AN AaHHbIX AeNCTBUIA U
MMEIOLLIMX COOTBETCTBYHOLLNIA YPOBEHb U30NALN;

6) (b) HeobxoaMMO NPUHATL Mepbl (BKMoYas TpeboBaHWs, ykasaHHble B NyHKTe 24 HacTtosiwero MNpunoxeHust)
AN YMEHbLUEHNS] BO3MOXHOCTW MEPEKPECTHON KOHTaMMHaUMW M nepenyTbiBaHMS KMETOK, MOMYYEHHbIX OT pasHbiX
naumeHToB. [omkHO ObiTb Takke nNPeaycMOTPEHO WCMOMb30BaHWE BanMAMPOBAHHBIX MNPOLEAYP  OYUCTKW.
OQHOBpEeMEHHOe WCMOMNb30BaHWe pasHbiX BUPYCHbIX BEKTOPOB [OO/MKHO KOHTPONMPOBaTbCS B COOTBETCTBUMM C
npuHUMNaMn ynpaereHns puckamm gnsi kayectsa. He paspeluaeTcs MCNonb3oBaHWE HEKOTOPbLIX BUPYCHLIX BEKTOPOB
(Hanpumep, peTpo- N NEHTUBMPYCOB) ANSA NPOM3BOACTBA rEHETUYECKM MOANMULIMPOBAHHBIX KIMETOK A0 AOKa3aTenbCTBa
OTCYTCTBMS B HUX NMOCTOPOHHErO BEKTOPA, CMNOCOOHOIOo K pennmkaumm;

B) (C) TpeboBaHMSA MpocneXxmnBaeMoCcT AOMMKHbI ObiTb cobritogeHbl. Heobxoanumo 4veTkoe onpeaeneHue cepum
npoaykumn, Ha4nHasa oT KNeTo4YHOro Cbipbd U 3akaH4ynBas KOHTeI7IHepOM C roTOBbIM JTEeKapCTBEHHbIM NMpenapaTomMm;

r) (d) (bVI3I/IKO-XI/IMI/I‘-IeCKI/Ie CcBOMCTBaA leKapCTBEHHbIX npenapaTtoB, Npu npoun3BoACTBE KOTOPbIX MUCMOJNb3YHTCA
Hebuonornyeckue cpencrtea OOCTaBKU reHa, OOJDKHbI ObITb MCcneagoBaHb! U LOOKYMEeHTallbHO noATBepXaeHbl.

JlekapcTBeHHbIe Npenapatbl TepanMm coMmaTUYeCKMMM Knetkamm
W NnekapcTBeHHble npenapaTbl TkKaHeBOW nHxeHepumn (B10)

137. Onsa nekapCTBEHHbIX NpenapaToB reHeTUYeckn MoaUMULIMPOBAHHLIX KNETOK, KOTOPblE HE ONpeaerieHbl Kak
nekapcTBeHHble npenapaTbl FeHHOW Tepanuu, MOryT NPUMEHATLCA NYHKThI 124 - 136 HacToswero MNpunoxeHns.

138. (1) ina nponsBoAcTBa AaHHbIX NEeKapCTBEHHbIX NpenapaToB No BO3MOXHOCTU AOMKHbI ObITb UCNOMb30BaHbI
paspelleHHble UCTOYHUKN (Hanpumep, paspelleHHble K NPUMEHEHWI0 NeKapCTBEHHble cpeacTBa MW MeauuMHCKue
n3genust) OOMoOfHMTENbHbIX MaTepuanoB (B YaCTHOCTM, KNETOYHbIX NPOAyKToB, Guomonekyn, Guomatepuanos,
noaaepKMBaoLWUX CUCTEM, MaTpuL).

139. (2) B cnyyae ecnu mnsgenus, BKMYas Te, KOTOPble NMPOM3BOAAT Ha 3akas, ABMSOTCH COCTABHOW YacTbio
roTOBOW NPOAYKLMM, AOMKHbI cobntoaaTbes criegytowmne TpeboBaHms:

a) (a) mexxgy npousBoauTENieM fEeKapCTBEHHOIO npenaparta U Npov3BoaMTeneM MeauLMHCKOro U3nenust 4OMMKHO
GbiTb 3aKMOYEHO cornalleHue, codepxallee AOCTaTOYHY MHAOPMAaLUIO O MEeAULMHCKOM U3Oenuu, ans Toro, Ytobbl
nsbexartb M3MEHeHWs ero CBOMCTB BO Bpemsl NPOU3BOACTBA BbICOKOTEXHOMOMMYHOIO NeKapcTBEHHOro npenapara.
YkazaHHOe cornalleHue OOMKHO cofepxaTb TpeboBaHMe O KOHTPOne U3MeHEeHWI, NpeanoXeHHbIX AN MeAULIMHCKOro
nsgenvs;
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6) (b) cornaweHne NpPou3BOAMUTENEM JIEKAPCTBEHHOrO Mpenapara M Npou3BoAUTENEM MEAMLMHCKOro u3genus
OOIDKHO Takke npegycmartpuBatb obmeH uHdopmaumen o6 OTKIIOHEHUsIX, MMEBLUMX MECTO Npu MNpOM3BOACTBE
MegununMHCKOro n3genund.

140. (3) Bcneacrere Toro, YTo COMaTUYECKUE KNETKM MOMyYeHbl UMW OT NoAel (ayTonoryHble UMy anmnoreHHbIe)
WU OT KMBOTHbIX (KCEHOrEHHbIE), CYLLECTBYET TMOBbLILEHHBIA PUCK UX KOHTaMMHALMM NOGOYHbIMK areHTamu. [ns
M30MALUM ayTOMOTMYHLIX MaTepuanos, MOfyYeHHbIX OT UHMUUMPOBAHHLIX AOHOPOB, AOMKHbI ObiTb MPeayCMOTPEHbI
ocobble meponpuaTus. JomkHa GbiTe obecneyeHa HaOeXHOCTb KOHTPOMbHBIX M WUCTbITATENbHBIX MEPONPUSATUN ANS
TaKuUX UCXOLHbIX MaTepuasos.

141. (4) Ecnn HEBO3MOXHO MPOBECTM CTEPUIIN3ALUMIO TOTOBOrO JIeKAapCTBEHHOro npenaparta npu MOMOLM
CTaHOapTHbIX MeToOoB, Hanpumep q)vmpraumePl, CTagunn TexXHOJIorm4eckoro npouecca AOOJIKHbI ObITb nposeeHbl B
acenTn4ecKknx ycnoBsumsax.

142. (5) [HomxHoe BHMMaHue HeobOXoouMO yaenaTb cneundudeckum TpeboBaHUAM AN BCEX CTaavn
KPMOKOHCEepBaLMn, Hanpumep, CKOPOCTU U3MEHEHMST TeMnepaTyp BO BPEMS 3aMOPaXKMBaHWUS U pa3mMopaXxuBaHus. Tuvn
Kamepbl XpaHeHWs1, Cnocodbl pa3meLLeHNs MaTepmarnoB U NPOLECCHI U3BMEYEHUS OOSMKHbI CBOAUTE K MUHUMYMY PUCK
NepekpecTHON KOoHTamMuHauun, obecneumBaTb KauyeCTBO JIEKAPCTBEHHbIX MpenapaTtoB UM CnocobCcTBoBaTb  UX
npaBunbHOMy M3BnedeHuto. [ns obecneveHnss 6e3onacHoCcTM paboTbl C NeKapCTBEHHbIMW Mpenapatamu, B COCTaB
KOTOPbIX BXOAST NO3UTUBHbLIE CEPOSTIONMYECKME MAPKEPDI, @ TaKKe XpaHEHUsT 3TUX NIEKAPCTBEHHLIX NpenapaToB AOMKHbI
NCMNomb30BaTbCs JOKYMEHTaNbHO 0OPMIEHHbIE NpoLeaypbI.

143. (6) OomkHbl BbITb NPoOBeAEHbl UCMbITAHUA CTEPUIIBHOCTU Ha NpeameT OTCYTCTBUMS BakTepuanbHOW vnu
rPMOKOBON KOHTaMMHALMW B KynbTypax KNeTok unm GaHKkax KneTok, He copepXalimx aHTMOmoTuku. [omkHa Takke
YyUnTbiBaTbCd HEOOXOAMMOCTb onpedeneHus cneunguieckmx MUKPOOPraHM3MoB, TpebyoLwmx cneumanbHbIX YCrnoBuii
KynbTUBMPOBaHMS.

144. (7) B cny4ae Heo6xoAnMOCTM AOMKHa NPOBOAUTLCS Nporpamma MOHUTOPUHra CcTabunbHOCTU, BKIOYatoLlas
Harnm4yme KOHTPOIbHbIX U apXMBHbIX 06pa3LOB B KONMYECTBE, 4OCTATOYHOM AN NPOBEAEHUS AaNbHENLINX UCTIbITaHUN.

V. TEPMWHbI N OMNMPEOENEHNA

145. Ona uenen Hactoswero [MpunoxeHus KpoMe TEPMUHOB M OMNpederneHui, npeaycMOTpeHHbIX rnasou |
HacTosAwmx [NpaBun, NCNOMb3YITCA Takke crnefyroLme OCHOBHbIE NOHATUSA:

aAbloBaHT - XMMUYECKoe Unmn brnonornyeckoe BeLLECTBO, ycunnmearwuwiee MMMYHHYH peakuuio Ha aHTUreH;

annepreHbl - BeWecTBa aHTUFEHHOW UMW ranTeHHOW npupodbl, CNOCOBHbIE CEeHCMBUNU3NPOBaTL OPraHu3M U
BbI3bIBaTb annepruo;

anneprongbl - XAMUYECKM N3MEHEHHbIE arnnepreHbl C MOHMKEHHOW PeaKTUBHOCTbIO MMMYHOrnoGynuHa E (IgE);

aHTUreHbl - BellecTBa (Hanpvlmep, TOKCUHbI, YyXepoaHble Oenku, 68KTepI/IM, KINEeTKU TKaHI/I), CMocoOHLIe BbI3BaTb
cneu,mcbwqecme MMMYHHbIE peaKuuu;

aHTUTena MOHOKIOHarbHbIE - FTOMOreHHas NonynsuMs aHTUTen, CNOCOOHbIX NPUCOEOUHATLCH K €OUHCTBEHHOMY
anuTony (aHTUreHHOW [OeTepMUHaHTe), MofyyYeHHas M3 €AMHCTBEHHOro KIoHa nuM@OouMTOB WM C MOMOLLBIO
TexHornorum pekomouHantTHon OHK;

aHTuTena noJiuMKroHalnbHble - aHTuTena, noJfiyYyeHHble OT HEeCKOJIbKMX KITOHOB J'IVIMCbOLI,VITOB n (VIJ'IVI)
Bblpa6OTaHHbIe vyenoBe4YeCkUM Unn XXMBOTHbIM OpraHM3MOM B OTBET Ha BBeleHNe aHTUreHa,

aHTUTeno - 6enku, npoun3seaeHHbIe B-J'IVIM(bOLI,VITaMVI, KOTOpblEe cneu,mbwqecm CBA3bIBAKOTCA C onpeaeneHHbiMn
aHTMreHamn. Ha ocHoBe Knr4eBbIX pasanwﬂ B MeTodax UX NMpom3BOoACTBa BblOENAKOT ABa [MaBHbIX TUNA aHTUTEN:
MOHOKITOHal1bHble aHTUTEeNa 1 NOJTINKIoHarlbHble aHTUTena,

GaHK KneTok - COBOKYMNHOCTb COOTBETCTBYHOLLUMNX KOHTeﬁHepOB, XpaHAWKNXcAa B onpefernieHHbIX YCnoBuax,
coaepXnMmoe KOTopbiX nmeet Oﬂ,HOpO,D,HbIIZ COCTaB. Co,u,epmmmoe KaXKgoro KOHTeVIHepa npencraBsnaeT cobowm KpaTHbIIZ
€aVHbIN nyn KneTok;
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Buonornyeckan dapmauesTMyeckas cybeTtaHuus - dhapmaueBTudeckas cybctaHuus, npousBefeHHast C

Mcnonb3oBaHMeM BUOMOrMYecKoro UCTOYHMKa Unn 9KCTparmpoBaHHada mn3 OMoNOrM4YecKkoro NCTOMHUKA, KOTOpaaA OO0JKHa
ObITb OoXapakTtepusosaHa C UCNOJSIb3OBaHNEM CbI/I3VI‘-IeCKVIX, XUMUYECKNX N OMONOIrMYECKUX WUCMbITAHUA U KayecTBO
KOTOpOVI onpependeTcd 3TMuMN UCcnbiITaHUAMUN B cCO4EeTaHNUN C KOHTPOJ1EM MPOLLECCOB ee Npon3BOaCTBA,

OMonorMyecknii NeKkapCcTBEHHLIN npenapaT - JIeKapCTBEHHbIM npenapaT, dapmaueBTuyeckass cybcTaHuus
KOTOpPOro sfABnsieTcst buonornyeckorn hapmaneBTUYECKON CybcTaHLmen;

OuoHarpyska - YypOBEHb W BW4 MMUKPOOPraHM3MOB (Hampumep, HeMpueMnemble WM OOMyCTUMble
MUWKPOOPraHu3mbl), KOTOpble MOryT MNpUCYTCTBOBaTb B WCXOOHOM Cbipb€, WCXOOHOM Cbipbe ANsi MPOM3BOACTBA
drapmaueBTUYECKON CyBCTaHUUKM, NPOMEXYTOUYHOMN NpOoayKUun unm B hapmaueBTudeckon cyoctaHumm. broHarpysky He
cnenyet cyHMTaTb KOHTaMI/IHaLI.I/IeVI, €CIlMh ee YpPpOBHUM He MNpeBbILAKT YCTaAHOBJMIEHHbIE NpederibHble 3Ha4YeHUAaA Unn He
0BHapyXeHbl MUKPOOpPraHu3ambl, onpeaensemble Kak HegonyCcTUMbIE;

BEKTOP - areHT TPaHCMMWCCUW, MEepPeHOCSLLIMIA FreHeTUYECKY0 MHGIOPMAaLMIO OT OAHOM KIMETKU WNM opraHu3Ma K
APYroi, Hanprmep nrasMuabl, TMNOCOMbI, BUPYChI;

BMpyCHbIIZ BEKTOp - BEKTOP, I'IpOI/ISBeJJ,eHHbIIZ nyTem MOﬂMdJI/IKaLI,MI/I BMpyca C nomMoLlbd MeToaoB MOJ'IeKyJ'IFlpHOIZ
ovonorun gns yoepXxmnBaHnUA HEKOTOpPbIX, HO He BCeX, MaTepUHCKUX TreHOB BUpYyCa. I'IpM yoaneHnn reHos,
OTBETCTBEHHbIX 3a CNOCOOHOCTb BUpycCa K pernfinkauum, CO3[aHHbIN BEKTOp ABNAETCA HECNocobHbIM K pennnkauunn;

BHE >XMBOr0 OpraHuama - npoLecc, Npy KOTOPOM Mpoueaypbl NPOBOAATCA Ha TKAHSX WM KNeTKax BHE XXWUBOTO
opraHu3ma c nocrnieayloLwmmM BO3BPaTOM TKaHEWN I KNETOK B XXMBOW OpraHu3mM;

BHYTPW >K1BOIO OpraHu3mMa - Npoueaypbl, NPOBOAVMbIE BHYTPU KMUBbIX OPraHU3MOB;
BCTioMoraTesbHble BellecTBa - BellecTBa HeopraHMYeckoro U opraHnYeckoro NPOUCXOXOEHUS, UCNONb3yeMble

B npouecce npom3BoacTBa, W3IrOToOBIIEHNUA JIEKAPCTBEHHbLIX TMpenapaTtoB And npungaHna UM HeobxoanMbIX
(*)VI3I/IKO-XVIMVI‘-I€CKVIX CBOWCTB <*>, Kpome d)apMaU,eBTVI‘-IeCKVIX Cy60TaHLI,VIl7I M yNnakoBOYHOro martepuana,

<*> MyHkT 3 ctaTtbn 4 PenepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnn NnekapCcTBEHHbIX
cpeactB" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumn, 2010, N 16, c1. 1815).

ranTeH - Monekyrna ¢ HU3KON MOMNEKYNsipHON MacCown, He SIBMSIOLWLAsACa aHTUreHOM no CBOEW Npupoae A0 MOMEHTa
KOHBbIOrauum ¢ "Mornekynomn-Hocutenem";

reH - nocriegoBatensHocTb [AHK, kogmpytoLas oguMH Unn HECKONbKO BENKOB;

reHeTM4eckn MoamdunLmMpoBaHHbii oprainam (FTMO) - ntobor opraHnam, 3a UCKIIYEHNEM OpraHu3Ma YenoBeka, B
KOTOPOM TreHeTu4Yeckuii matepuan Obll M3MEHEH TakMM 00pa3oM, Y4TO JOCTUYb TaKOro WM3MEHEHUS B pesynbTraTe
€CTECTBEHHOI0 CKPELUMBAHNS U (M) ECTECTBEHHON PEKOMOVHALIMM HEBO3MOXHO;

rmépugoma - mMmopTanusoBaHHaa  ("OeccmepTHas")  NMHWS  KNETOK,  MpOU3BOASALAs  Xeraemble
(MOHOKNOHanbHbIE) aHTUTENa M 06bIYHO NofyyaeMast MyTem UCKYCCTBEHHOrO CnusiHMA B-numdounToB ¢ onyxoneBbiMu
KneTkamu;

rMaBHbIN OaHK KNeToK - annkeoTa OQHOro nyna KneTok, KOTOprIZ Obin nony4yeH n3 KOHKPETHOro KIoHa KIeToK npu
onpeaeneHHbIX YCroBuax, pacnpeneneHHaa BO MHOXeECTBO KOHTeI7IHep0B N XpaHdawaacda npu onpegeneHHbIX yCrnoBUax;

TMaBHbIA BUPYCHbLIA MOCEBHOW MaTepuan - anvkBoTa OAHOro Myra BMPYCOB, KOTOPbIM Oblnl MofyyeH w3
KOHKPETHOrO KIOHa BWPYCOB MpW OMpedeneHHbIX YCIOoBWSX, pacnpeneneHHas BO MHOXECTBO KOHTEWHEPOB U
XpaHsLWanca npu onpeaeneHHbIX YCroBusx;

rMaBHbIA TpaHCTEHHbIV GaHK - anuKBoTa OAHOro Myna KneToK TPaHCTEHHbIX PacTeHWUIM UMK XUBOTHBIX, KOTOPbIN
OblN MoOfydeH M3 KOHKPETHOro KIIoHa KMEeToK MpY OnpeferieHHbIX YCMoBUSIX, pacnpedeneHHass BO MHOXECTBO
KOHTEMHEPOB M XPaHALLASCS NPU onpeaereHHbIX YCIoBUSIX;
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3aKpbITasi cCUCTEMa - CUCTEMa, B KOTOPOWM (hapmaleBTMYeckasi CybCTaHUMA WM feKapCTBEHHbIN npenapaT He
MMeIoT HeNOCPeACTBEHHOIO KOHTAKTa C NPON3BOACTBEHHOWN CPeaow;

30HaA - OﬂpeﬂeﬂeHHbIVI H860p nomMeLleHnin B npepenax oaHOoro 3gaHuda, B KOTOPbIX nNpoun3BoAUTCA OOUH WUITN
HECKOJIbKO J1eKapCTBEHHbIX npenapaTtoB U KOTOPbIe UMEKT OTAESIbHYH CUCTEMY BO3OYyXOMNOArOTOBKA;

300HO3 - I/IH(beKLI,VIOHHbIe N MHBA3WOHHbIe 3ab00neBaHNs XNBOTHbIX, KOTOPble MOryT nepenaBaTbCA YEJI0OBEKY;,

MCMONb30BaHNE B YCMOBUAX U30MAUMU - NoGas OeATernbHOCTb, NPU KOTOPOW reHeTUYeckn MoanduMpoBaHHbIe
opraHu3Mbl MOMy4YaloT, KYNbTUBUPYHOT, XPaHSAT, TPAHCMOPTUPYIOT, paspyLllaroT, YHUYTOXKAT WM UCMOMb3YHT
Kakum-nnb6o cnocobom M Npu  KOTOPOW MCMONb3YTCS  CheuuanbHble Mepbl  U30MsUMU  Of1S  OrpaHUYeHUs
pacrnpocTpaHeHns 3TUX OpraHM3MoB U obecneyeHnst 6e30MacHOCTM HaceneHust U OXpaHbl OKpYKatoLLel cpeael;

ncxooHble MaTepuanbl - BCe MaTepuvarnbl, U3 KOTOPbIX NeKapCTBEHHOe CpefAcTBO Wnu dapmaleBTMYECKas
cybCTaHUMS MPOU3BOAUTCA MMM 3KCTPArupyeTcsl, 3a UCKIIOYEHWEM YMaKOBOYHbIX MaTtepuanoB. Ons Guonornyeckux
nekapCTBEHHbIX MpenapaToB WCXOAHble MaTepuanbl npeacTaBnaloT cobon nwbble cybcTaHumn Buonornyeckoro
NPOUCXOXOEHUA, TakKne Kak MUKPOOPraHn3mMbl, opraHbl U TKAHU PACTUTENTBHOIO UM XNBOTHOIO NMPOUCXOXOAEHUA, KINETKN
WNM  XKMOKOCTU (BKMOYas KPOBb M MNNasMmy) YenoBEYECKOr0 MWIM  JKMBOTHOrO MNPOUCXOXAEHWS,, a TaKke
BUoTEXHONMOMMYECKNE KNETOUHBbIE CYOCTpaThl (DPEKOMOUHAHTHLIE U NPUPOAHbLIE), BKIOYAsi NEPBUYHBIE KINETKY;

KNeTo4HbIN 3anac - nepBUYHbIE KIEeTKWU, pa3sMHOXUBLUMECA OO0 3a4aHHOro KomfMyecTBa KINeToK, pa3aersieHHble Ha
aliMKBOTbl U UCnonb3dyemMble B Ka4eCTBe MCXOOHOro mMartepuana gna npounssoncrtea OrpaHMY4eHHOro Kkonunyecrtea cepvn7|
NNeKapCTBEHHbIX NnpenapaTtoB HAa OCHOBE KIETOK;

OTBETCTBEHHOE NLO - CneumanbHO Ha3Ha4YeHHoe NMULO B OpraHM3aumm no npov3BoAcTBY Guonornyeckux (B Tom
yucrne MMMyHobuonormyeckmx) apmaueBTUYECKMX CYOCTaHUMA U NEeKapCTBEHHbIX MpenapaToB, KOTOpoe HeceT
OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, 4to Buomnornyecknii matepuan (B TOM 4ucre KNeTKM U (Mnv) TKaHM YenoBeKa) MOy4eH,
NpoBepEH, UCMOSb30BaH B NpoLLecce NPoM3BOACTBA NEKAPCTBEHHOIO CPeACTBa, BKIOYAs KOHTPOIb KayecTBa roToBOro
npoayKTa, a Takke XpaHuncs u bbin oTnyLeH B COOTBETCTBMU C 3aKOHOAaTeNbLCTBOM Poccuiickon ®enepaumu;

npegocrtasneHne  yrnoJsiIHOMOY€HHbIM (bep,epaanblM opraHam WCMOSTHUTENBHOM  BNactTu HeobxoauMon
VIHd)OpMaU,I/IVI OTHOCUTEJIbHO I'Ipep,ﬂlﬂcaHVlVl, pa3peLueHvu7|, akKkpegunTaunm nnm nnmueH3npoBaHnA;

BbIMOMHEHNE B OpraHM3auum no npou3BOACTBY 6uonormyecknx (B TOM 4uCrne WUMMYHOBUONOrMYECKUX)
dhapmaLeBTMHECKMX CYOCTaHUUA M NeKapCTBEHHbIX MpenapaToB Bcex TpeboBaHuM 3akoHopaTenbcTBa Poccuickoi
denepaumm.

OTBETCTBEHHOE NULIO AOIMKHO OTBEYaTb cneaywuwmm ycrnoBnuamM B OTHOLLEHUN KBaJ'II/ICbI/IKaLLI/IVIZ
MMETb BbiCLLleEe MeaNLIMHCKOe, cbapmau,eBTqueCKoe unun Guonornyeckoe o6pasoBaHV|e;
MMEeTb CTax pa6OTbI He MeHee OBYyX INeT B OAHOM U HECKOSbKNX opraHm3aumax cooTBeTCTBYylOLLEro I'IpOGpI/IJ'IFl.

YKazaHHble Bbllle 06A3aHHOCTU OTBETCTBEHHOTO fMuUa MOoryT ObiTb NepedaHbl APYrMM nvuam, WUMEILLIMM
COOTBETCTBYHOLLYIO KBaNMUKaLmMio U cTaxk paboTbl ANS BbINOSTHEHUS 3TUX 06A3aHHOCTEN.

OpraHusaumm no npousBoAcTBY Ouonornyeckux (B TOM 4ucrne MMMYHOBMonornyeckmx) capmaueBTNYecKmx
cyOCTaHUMA WM nekapCTBEHHbIX MpenapaToB [AOSKHbI CcooOLWaTb B YNOMHOMOYEHHbIN heaepanbHbil  opraH
WCMONHUTENBHON Bnactu hammunuio, UM M OTYEeCTBO (MPU Hanuuum) OTBETCTBEHHOrO fnvua, a Takke nuvu, KOTOPbIM
nepeaaHbl 0653aHHOCTM OTBETCTBEHHOIO N1ua, BMECTe C MHpopMaLumnen 0 KOHKPETHbIX 0693aHHOCTAX, KOTOPbIe Ha HUX
BO3IOXEHbI.

Ecnu oTBeTCTBEHHOE NWLIO UNK LA, KOTOPLIM NepegaHbl 06513aHHOCTU OTBETCTBEHHOTO NMLA, 3aMEHSTCA Ha
MOCTOSIHHOM WNN BPEMEHHOW OCHOBE APYrMM JMLOM, OpraHu3aumsi no npousBoacTBy Guonorumveckux (B TOM 4ducne
MMMyHobBMonormyecknx) apMaueBTU4eckux cybcTaHUMN M NEKapCTBEHHbIX MpenapaToB AOMKHa cpasy yBEAOMUTb
YMNOSTHOMOYEHHbIA befeparnbHbli OpraH WCMOSNTHUTENbHOM Briactu O damMunvu, MMEHUM M OT4yecTBe (Npu Hanmymm)
HOBOIo OTBETCTBEHHOIO NLla 1 gate ero HasHavyeHus,
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MepeHoC reHoB - MPOoLecC NepeHoca reHa B KIeTKW, BKoYas CUCTEMY 3KCNPECCUMU, CoAaepXallytocs B cucteme
[OCTaBK1, KOTOpas Ha3bliBaeTCa BEKTOPOM. Bektop moxeT ObiTb Kak BUPYCHOMO, Tak U HEBUMPYCHOMO MPOUCXOXAEHUS.
MMocne nepeHoca reHoB reHeTUYeckn MoanUUUPOBAHHBLIE KMNETKN Takke MOryT HasbiBaTbCs "TPaHCHOPMUPOBAHHbLIE
KneTkn";

nuTalowme KNeTkn -  KINEeTKW, UCMofb3yemble B KOMOWHWPOBAHHOW  KynbType [AOfs  MOAAepXaHus
NIPUNOTEHTHOCTM  (CNOCOBHOCTN  AnddcbepeHUMpoBaTLCA B MHOXECTBO CMELManmM3MpoOBaHHbIX TUMOB  KIETOK)
CTBOJIOBbIX KNETOK. ONns KynbTypbl YernoBeYEeCKMX 3MOpUOHANbHbBIX CTBOMOBbLIX KMNETOK TUMWYHbIE MUTAKOLUME Crou
COCTOAT U3 aMOpMOHarnbHbIX mbpobnacToB Mbiwn (OPM) nnm ambpuoHaneHbix pubpobnactos yenoseka (OPY), B
KOTOPbIX creLmanbHbIMU METOAaMU NPeoTBPALLEHO AeNeHME;

nnasmuga - vactb OHK, obbivHO cyuwecTByowas B GakTepuanbHOW KneTke B BMAE KOMbLEBOW CTPYKTYPbI,
OTAENEHHOWN OT KNeToYHOM XpomocoM. [Nnasmuga moxeT 6biTb MoagndULMpoBaHa ¢ NOMOLLLIO METOA0B MOMEKYNAPHON
6uonoruv, BbliaeneHa M3 GakTepuanbHOWM KMeTKU U Mcnonb3oBaHa ANns nepeHoca u BcTpavmBaHus ee OHK B reHom
Opyron KneTku;

nogaepxusatowan cuctema (scaffold) - cpegcreso nogaepkku, CpencTtBO AOCTaBKUM UM MaTpuua, KOTopble
obecneunBaloT CTPYKTYpY MM COOEWCTBYIOT MUrpauuuv, CBA3bIBAHUIO UMW TPAHCNOPTY KNEeToK M (unu) Guonormyecku
aKTUBHbIX MOSEKYIT;

nomeLlueHve Ans npoM3BOACTBa HECKOMbKMX NeKapCTBEHHbIX NpenapaTos - MOMeLleHne Ans nocnefoBaTenbHOro
NpoM3BOACTBA WNN NPOM3BOACTBA MO MPUHLUMMAY KaMMNaHUA pasnuyHbIX rpynn Guonormdyeckux apmaueBTUYecKnx
cybCcTaHuMin 1M nekapCTBEHHbIX MpenapaToB, B KOTOPOM KOMMMEKT WCMNOnb3yeMoro obopynoBaHUs MOXeT ObiTb
cneumanu3vMpoBaHHbIM UMM HeCNeLnanm3npoBaHHbIM AN KaXA0W OTAeNbHON rpynnbl CyOCTaHLUWA UK NeKapCTBEHHbIX
npenaparos;

npeaHamMmepeHHbI BbIOPOC - NpeAHaMepPEHHbI BbIMYCK B OKPYXKatoLLyo cpeay reHeTUYeckun MoanduLmMpoBaHHbIX
OpraHvM3moB, A KOTOPbIX HE UCMONb3YITCA cneumarnbHble Mepbl M30MALMM ANS OrPaHUYEHUst pacrnpoCTPaHEHUst 3TUX
opraHu3mMoB 1 obecneveHunst 6e30nacHOCTN HaceneHns 1 OKpyXatoLLen cpebl;

MPOM3BOACTBO MO MPUHLUMMY KamnaHuWii - nocrieqoBaTeflbHoe MNPOW3BOACTBO psfda Cepuil OQHOMO M TOro e
NeKkapcTBEHHOro npenapaTa B TeyeHuWe OnpedeneHHoro nepuoda BpPeMeHM, Mocne KOTOPOro MpOBOAATCA CTporue
KOHTPONbHbIE MeponpuUATAA Mneped MNepekrnovYeHMeM Ha MNpPoM3BOACTBO APYroro fekapcTBEHHOro npenapara.
NekapcTBeHHble nNpenapaTbl He NPOU3BOAATCA OJHOBPEMEHHO, HO AN UX MPOM3BOACTBA MOXET ObiTb MUCMONb30BAHO
O[1HO U TO e 06opyaoBaHueE;

npoueaypa peTpoCreKTMBHOIO aHanusa - [OKYMeHTanbHO odopMrieHHas npoueaypa, obecnedvsatoLlas
oTCrnexvBaHue Buronornyeckmx dhapmaLeBTUYECKMX cybcTaHumn nnu neKapCTBEHHbIX npenapaToB
HECOOTBETCTBYIOLLEr0 KayecTBa BCMeACTBUE WCMONb30BaHMA 3abpakoBaHHbIX JKMBOTHbIX WKW  4eNoBEYEeCKUX
mMaTepuanoB u3-3a MPUCYTCTBMA B 3TWX MaTepuarnax KOHTamuHupyloLlero(lumx) areHTa(oB) unuM npu BbISBNEHWUM
HeraTMBHbIX (DAKTOPOB Y XMBOTHbIX UMW Ni0Aen, ABASIOWLMUXCA MCTOYHMKOM 3TUX MaTepuarnos;

pabouynit BaHK KNEeToK - FOMOreHHbIN Nyn MUKPOOPraHU3MOB UMW KIMETOK, NOMyYeHHbIX U3 FMaBHOro 6aHka KNeTok U
OOHOPOJHO pacnpefeneHHbiX B onpeaerieHHoe YMCno KoHTelHepoB. Pabounii 6aHK KNeToK XpaHUTCA B YCMOBMSX,
obecneunBatoLmx ero cTabunbHOCTb 1 UCMOMNb30BaHVe B NPOU3BOACTBE;

pabounii BUPYCHbIN MOCEBHOW MaTepuan - FOMOreHHbIW Myn BMPYCOB, MOMYYEHHbIX M3 FNaBHOTO BUPYCHOrO
MOCEBHOro martepuana u OAHOPOAHO pacnpefeneHHbIX B onpederneHHoe 4YUCro KoHTenHepoB. Pabounii BUPYCHbLIV
MOCeBHOW MaTepuarn XpaHuTcsi B yCrnoBusix, obecnevmBaoLLmnx ero ctabunbHOCTb U UCNONb30BaHNE B NPOU3BOACTBE;

paboyumnin TpaHCreHHbIN GaHK - FOMOTEHHbI NyJl KNETOK TPAHCTEHHbIX PACTEHWI UMKN XKMBOTHbLIX, MOJYYEHHbIX U3
rMaBHOrO TPaHCTEHHOro GaHka U OOHOPOAHO pacrpedeneHHbIX B onpefesieHHoe 4YUCIIo KoHTelHepoB. Pabounit
TpaHCreHHbIN GaHK XpaHUTCA B YCMOBUAX, 06ecneynBaoLLmX ero cTabunbHOCTb Y UCMONb30BaHWe B NPOWU3BOACTBE;

cBOGOAHbIE OT crneundr4ecKknx NaToreHoB - XMBOTHbIE MaTepuarnsl (HanpuMep, Kypbl, SMOPUOHbI UMK KyNbTypbl
KMeToK), Ncnonb3yLmecst Ans nNpov3BOACTBa UMM KOHTPOMS KayecTBa GMOMNOrnyeckmx nekapcTBEHHbIX NpenapaTos,
MONyYEHHbIE U3 FPYMN XUBOTHBIX (HAaNpuUMep, CTag Unu crai), CBOGOAHLIX OT onpeaerieHHbIX naToreHoB. Takue crtaja
Unn cTau onpeaensitoTCst Kak rpynrbl XXUBOTHBIX, KOTOPbLIE XMUBYT B OOLLEN cpede U UMEIOT YXaXUBaoLWMiA 38 HUMK
nepcoHarn, KoTopbli He NPebbiBaeT B KOHTAKTE C XUBOTHLIMU, HECBOBOAHBLIMM OT CreLMpUYECKNX NAaTOreHOB;
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comMaTuYecKne KNeTkn - BCe KNEeTKM Terna YernoBeka MU XXMBOTHOMO, KPOMEe PenpoayKTUBHBIX KNETOK. OTW KeTku
MOryT BbITb @yTONMOMMYHbIMK (OT TOrO Xe MauueHTa), anforeHHbIMU (OT APYroro YenoBeka) UMM KCeHOreHHbIMU (OT
XMBOTHOMO) COMaTUYECKMMU XMUBbIMU KINeTKamu, MaHUMynsauum ¢ KOTOPbIMU UM M3MEHEHUE KOTOPbIX NPOBOAUNNCE B
YCNOBMSX BHE J>KMBOMO OpraHusmMa ¢ nocneaylwum BBeOEeHWEM B OpraHusM YernoBeka AN  OOCTWDKEHUS
TepaneBTMYECKOro, AMarHOCTUYECKOro Ui NpoUNakTMYecKoro AencTBus;

TPaHCrEHHbIN - OpraHuW3M, codepXalui B CBOEN OObIMHOW FEHETUYECKOW CTPYKTYpEe YY>KXEePOAHbI reH Ans
akcnpeccuun bronornyecknx papmaueBTUYECKUX MaTepunanos;

ypoBeHb ©Ouonornyeckon GesonacHOCTM - ycroBus u3onaumu, Tpebyowmeca ana 6GesonacHon paboTbl C
MWKPOOPraHM3Mammn pasHblX YPOBHEW NaTOreHHOCTW, HauvHas OT 4-W rpynnbl NaTOr€HHOCTU (HaMMEHbLUMI PUCK,
MarnoBepoOsTHO MNpPMBOAAWMA K 3aboneBaHuio 4YenoBeka) M OO0 1- rpynnbl NATOFEHHOCTU (HaWMBLICLLUWMIA PUCK,
BbI3bIBAOLNIA TSHKENble NErko pacnpocTpaHsiemble 3abonesaHus);

yncTas KynbTypa (akCceHWYHasi KynbTypa) - KynbTypa, coAepaliasi OOMHAaKOBble MWUKPOOPraHW3mbl M He
KOHTaMWHMPOBaHHasi NoGbIMU APYrMMK OpraHn3mMamu.

MpunoxexHne N 3
K NMpaBvnam Hagnexawemn
NPON3BOACTBEHHOW NPAaKTUKM

NMPOM3BOOCTBO PAONOPAPMALEEBTUYECKMX NEKAPCTBEHHbLIX CPEAOCTB
[. MPUHUMMN

1. TlpoussoacTBo paguoapmMaleBTUYECKNX JeKapCTBEHHbIX CpeacTB  OO/MKHO ObiTb  OpraHM3oBaHoO B
COOTBETCTBUM C NpuHUMNamMu, npmBedeHHbiMu B rnasax Il - IV HacTtoawwmx [Mpasun. Hactosiwee [lpunoxeHue
yCTaHaBNMBaeT crneunanbHble NpaBuna Ans Npous3BoacTea pagnodapmaleBTUHECKMX NEKaPCTBEHHbIX CPEACTB.

2. MNpw npumeHeHnn HacTosILmX MpaBun HeobXo0AMMO yUnTbIBaTL CrieayoLLee:

a) AaHHoe I'Ipvmo>|<eHv|e HE pPacrnpoCTpaHATCA Ha W3roTtoBliEHUE pap,mocbapmauesmqecmx J1eKapCTBEHHbIX
CcpencTB B arnTe4HbIX OpraHn3aunax n BeTepuHapHbIX anTe4YHbIX opraHn3aunax;

6) HacTosiwee MpunoxeHre pacnpocTpaHaeTcs Takke Ha paguodapmaleBTUYeckme NekapCcTBEHHbIE CpeacTBa,
NCMOMb3YHOLLNECH B KNMHUYECKMX UCCNEA0BaHMSIX;

B) TpaHCMoOpTMpOBKa pagnoapMaLeBTUYECKNX NEeKapCTBEHHbIX CpPeACTB BbINOMHAETCA B COOTBETCTBMM C
TpeboBaHnsMM NO pagmaumoHHon GesonacHocTn MexgyHapoaHOro areHTcTBa no atoMHon sHeprumn (MATATO) u
TpeboBaHNsIMN HOPMAaTMBHbIX NPaBoBbIX akToB Poccunckon ®enepaunu;

r) AonyckaeTcsl WCMonb3oBaTb MeToAbl, OTNMYalolmecs OT MpUBEAEHHbIX B HacTosiweM [punoxeHun, HO
Mo3BonsolIME BLINOMHATL TpeGoBaHMA Mo obecrneyeHuto KadecTBa npoaykuuun. Takne meTodbl OOMKHbI ObITh
BanuaupoBaHbl U obecneunBaTh YPOBEHb Ka4eCcTBa, He HUXKEe, YEM YPOBEHb KayecTBa B COOTBETCTBUM C TpeGoBaHUAMY,
YCTaHOBMNEHHbLIMW HacTOALWMM MpUNoXeHNeM.

[l. BBEOEHVE

3. (1) MNpownseoacTeo pagnodapMaLeBTUYECKMX NTIEKAPCTBEHHbIX CPeacTB M obpalleHne C HUMKU npeacTaBnset
noTeHunanbHyr0 OMNacHOCTb. ypOBeHb puUckoB 3aBUCUT, B YaCTHOCTU, OT TUNA UOHU3MPYIOLLEro nsny4vyeHua, sHepruun
nsny4yeHnss n nepuvoga nomnypacnaga paguoHyknugos. Ocoboe BHMMaHue Heobxoaumo yAenaTb npefoTBpaLLeHuto
NnepekpecTHON KOHTaMUHaLMK, XpaHEeHNIO OCTaTKOB paanoaKTUBHbBIX MaTepranoB U yaaneHuo OTXO40B.

4. (2) BcneactBne TOro, 4YTO HEKOTOpblE PaAMOHYKNMAbI MMEKT KOPOTKUMM CPOK XpaHeHWUs, OOMyCcKaeTcs
BbiNyckaTb B obpalleHue copepxawme ux pagnodapmMaleBTUYECKUe NEKapCTBEHHbIE CPeAcTBa [0 3aBepLUEHMS
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UCMbITaHUI KOHTPONs kadyecTBa. B aTom cryyae B crneuuanbHoin npouenype AOSKeH ObiTb YETKO M Mnoapo6HO
onpeaeneH NopsaokK Bbloayun paspeLleHns Ha BbINyCK, BKMNOYas OTBETCTBEHHOCTb MepcoHana U HenpepbIBHYIO OLEHKY

adhheKTUBHOCTM CUCTEMBbI OBECNeYEeHUs KadecTBa.

5. (3) O6nacTblo NpuMeHeHus1 HacTosero MpunoxeHus SBNAeTCA AeSTENbHOCTb NMPOMBbILLIIEHHbIX NPON3BOACTB,
A0EPHbIX LEHTPOB, UHCTUTYTOB U M3 T-LEeHTPOB MO NPOM3BOACTBY U KOHTPOJIIO KaYecTBa crieayoLmX TUMOB NPOaYyKLUMK:

panmod)apmaueBqueCKmx NNeKapCTBEHHbIX CPeaCTB,;

pagnodapmaueBTUYECKMX NEeKapCTBEHHbIX cpeacTs ans MN3T (No3nTpoHHO-3MUCCUOHHOM ToMorpadun);

pagnoakTnBHbIX NpeaLllecTBeHHUKOB ANnd npon3BoacTBa pap,wocbapmauesmqecmx JNeKapCTBEHHbIX CPeACTB,;

pPaavoHYKIMAHBIX FeHepaTopOoB.
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"O6 yTBepxaeHun MpaBun Haanexallen NPon3BoOACTBEHHOW ...

[okymeHT npepnoctasneH KoncynbTaHTtAOC

[ata coxpaHeHusi: 25.10.2018

Bua nponssoacTtea HacTosuwue Heobxogumo BeinonHaTe TpeboBaHusa rmae |l - IV HacTosawmx MNpasun
MpaBuna He (no mepe NpubNMxeHNs cTagumn NPon3BoACTBa K rOTOBOMY NMPOAYKTY
pacnpocTpaHsaTcs | TpeboBaHWs YCUNUBAOTCS), BKIIKOYasa COOTBeTCTBYOLWME [NpunoxeHus
<*>
PagvodapmaueBTtmyeckme Mpoaykums XuMmnyeckmi Cragum O6paborTka, AcenTuyeckoe
nekapcTBeHHbIE CPpeacTBa peakTopoB n CUHTE3 OYMCTKM NpUroToBNEHNE, Npon3BoaCTBO
PaagnodapmaueBTtmyeckme LMKNOTPOHOB <1> [03npoBaHue nnu oHUWHas
neKkapcTBEHHble cpeacTea cTepunmaaums
ana NnoT
PaanoaktusHble
npeaLweCcTBEHHNKN
PaguoHyknuaHble Mpoaykuwns TexHonorumyeckui npowecc (cOopka KOMNOoHKW, reHepaTopa, 3apsaka
reHeparopsbl peakTopoB n reHeparopa)
LMKITOTPOHOB <2>
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<*> MwulweHb n cuctema nepenavn OT UMKIIOTPOHA K YCTaHOBKE CUHTE3a MOryT paccMaTpuBaTbCA Kak
nepBasa ctagna npon3BoacTBa (bapMaLl,eBTW-leCKMX Cy6CTaHLI,I/II7I.

<1> lNpoaykuus, noflydeHHas B pe3ynbTaTe pagnoxXuMMYecKoro BbiAeneHns paamoHyknmaa n3 obnyvyeHHom
pagvoakTUBHON MULLIEHW.

<2> nponyKLl,I/lﬂ, nony4yeHHaa B pesynbrtate paguoXMMmNHeCKoro BblaermieHnAa MmaTepuHCKOro pagnoHyknuaa
n3 O6J'IyLIE‘HHOl7I paﬂ,MoaKTMBHOIZ MULLEHN.

6. (4) MNMponsBoguTenb roToBOro pagvodapmMaueBTUYECKOTO FIEKAPCTBEHHOrO CpeacTBa AOMMKEH MMETb
onvcaHMe  TEXHONOrMYecKoro mnpouecca npoussBoAcTBa  apmMaueBTU4eckon  cybcTaHuuu,  roTOBOrO
nekapCTBEHHOIO CPeACTBa U yKkasaTb, kakme TpeboBaHus HacToswmx MNpaeun (rnaea lll unu rmaea 1V HacToawmx
MpaBwnn) pacnpocTpaHsaTCs Ha Pas3nUYHbIE TEXHOMOMMYECKUe onepauun n (unu) ctagun.

7. (5) Tlpownseogcteo pagnodapMaLeBTUYECKUX JIEKAPCTBEHHbIX CPeACTB AOSMKHO BbIMOSMHATHCSA B
COOTBETCTBMM C TpebOBaHNAMN HOPM pagnaumoHHON 6Ge3onacHoCTH.

8. (6) T[lpousBoacTBO pagnodapMaLeBTUHECKMX FEeKapCTBEHHbIX CPeAcTB, MNpefHa3HaYeHHbIX AOnd
napeHTepanbHOro BBEAEHUS, OOIDKHO BbIMOMHATLCA B COOTBETCTBMM C TpeboBaHMAMU, MpeabsBNSEMbIMU K
CTEPUIBbHOCTU TakuX JIEKAPCTBEHHbIX CPeAcTB, C COONIOOEHMEM B COOTBETCTBYIOLLMX Clydasix acenTU4ecKux
YCroBU Npom3BoacTBa B cooTBeTCcTBUM C [NpunoxeHnem N 1 k HacToawwmm Mpasunam.

9. (7) Crneuudpvkaumm 1 MeToabl KOHTPOSS KayecTBa paanodapmMaLeBTUHECKMX FIEKapCTBEHHbIX CPeacTB
ycTaHoBneHbl B [ocynapctBeHHon dhapMakonee Poccuiickon degepaumm unm B permcTpaumoHHbIX 4OCke Ha 3Tu
NeKapCcTBEHHbIE CPEeACTBa.

KnnHnyeckne nccnenoBaHus

10. (8) Ha npousBoactBo pagmocapmMaueBTUYECKUX NEKAPCTBEHHbBIX CPeacTB, NMpedHasHa4yeHHbIX O7is
KIMHUYECKUX MCCneaoBaHWi, pacnpocTpaHsalTca Takke TpeboaHus [punoxeHums N 13 Kk HacTosAWwMM
MNpasunam.

IIl. OBECMNEYEHNE KAHECTBA

11. (9) ObGecneyeHne kadyecTBa MpU MPOM3BOACTBE paanocapMaLeBTUYECKUX NEKApCTBEHHbIX CPeacTB
nMmeeT ocoboe 3HayeHne B BMOY WX CNeLUdUYeckMx ocoGEHHOCTeN, MasblX OGbEMOB CEpuUil U B HEKOTOPbIX
criyyasx Heo6xoAMMOCTM UX MEAMLIMHCKOrO NPUMEHEHUs 00 3aBepLUeHNs onepaLuii No KOHTPOIIO KavecTsa.

12. (10) 3awmTa NpoAYKLUUN OT KOHTAMUHALMN U NEPEKPECTHOM KOHTaMMHauun JofmkHa ObiTb obecnedeHa
TaK Xe, kak M Npu NpPOM3BOACTBE IOObIX EeKapCTBEHHbIX CpeacTB. B gaHHOM cnydae npegbsiBNsgeTcs
JononHuTenbHoe TpeboBaHMe MO 3awmTe NPOM3BOACTBEHHOW Cpedbl W MepcoHana OT MOHU3MPYIOLLLEro
N3NyyeHus.

13. (11) Bonblioe 3HadYeHVe WMMeeT Haanexawlas perncrpaumsi AaHHbIX MOHUTOPMHra MOMELLEeHUR U
npoueccoB. OLeHKa 3TUX AaHHbIX ABMASETCH YacTbio MpoLecca BbiMycka cepun B obpalleHue.

14. (12) Mpu npounssoacTBe pagmodapMaLeBTUHECKUX NeKkapCTBEHHbIX CPEACTB crieqyeT B Heobxoanmom
obbeme npoBoAMTb KBanudukauuo 1 Banugauuo. Ona onpegeneHnss obbema paboT no keanudukaumm u
Banuaauum OOIMKEH NPUMEHSITbCA NOAXOA, OCHOBAaHHbIA Ha yMpaBneHun puckamu, ¢ 0COObIM BHUMaHMEM K
komBuHaumm TpeboBaHun HacToAwmx MNpasun 1 paguaumoHHor 6e30nacHoOCTy.

IV. MEPCOHAN
15. (13) Bce TexHonornyeckme onepawumm OOMDKHbI BbINOMNHATLCA MNEPCOHaNoM, MMEIOLWMM cheumanbHyo

noaroToBKy no pa,DMaLI,VIOHHOIZ ©Ge3onacHocTu. I'IepCOHan, 3aHATLIN B npon3BoACTBE, KOHTpPOJie KayecTBa WU
BbllNyCKe paﬂMOCbapMaLl,eBTM‘-leCKMX JNIEKapCTBEHHbIX CpencTB, AOOJDKEH I'IpOl7ITVI o6yquV|e, CBA3aHHOE C
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0COBEHHOCTAIMU  CUCTEMbl  OBecrneveHns KadecTsa paavmodapMaLeBTUHECKUX JEeKapCTBEHHbIX CPEeAcTB.
YMNOMHOMOYEHHOE TUL0 SABMSAETCS OTBETCTBEHHbIM 3a BbIMYCK pagnodapMaLeBTUYECKUX EKapCTBEHHbIX
cpencTs.

16. (14) MNepcoHan, paboTalowWwmMin B 30HaX MPOM3BOACTBA paanodapMaLeBTUHECKUX JTeKapCTBEHHbIX
cpefcTB (BKMYas nepcoHarn, 3aHAaTblil YyOOpKOM W TEXHUYECKMM OOCNy>XMBaHMEM), [OOSHKEH MPOWTU
OONOMHUTENbHOE 06yYeHWe, CBSAI3AHHOE CO CNeLUMUKON NPOLLECCOB U NPOAYKLNN.

17. (15) Ecnu npounsBoAcTBEHHbIE MOMeELLEHNs U 0BopyaoBaHME MCNONb3YHTCA Takke ANA nposBedeHus
nccnefoBaHWiA, TO MepcoHan, Yy4acTBYIOWMA B WCCNELOBaHWAX, OOMMKEH MponTM obyvyeHune HacToAWMM
MpaBunam. OenctBua no obecrneyeHnio kavyecTBa 3aKMo4varTCsi B PacCMOTPEHWMM U BbiAade paspelleHust Ha
npoBegeHne paboT, CBA3AHHbIX C UCCReAOBaHUSAMM, AN TOro 4Tobbl UCKMIOYUTL WX ONacHoe BIUSHWE Ha
NMPOVN3BOACTBO.

V. NOMELWEHNA N OBOPYOOBAHUE
O6LWwme nonoxeHusa

18. (16) lMponsBoacTBO paguodapmaleBTUYECKNX JIeKapCTBEHHbIX CPeACTB [OOMKHO MpOBOAUTBLCS B
KOHTPOJITMpyEeMbIX 30Hax, B KOTOPbIX BbIMNOJTHAKTCA TpGGOBaHVIFI K I'IpOI/I3BO,EI,CTBeHHOl7I cpene u pap,VIaLI.I/IOHHOVI
Oe3onacHocTn. Bce TexHonoruyeckue onepaunn OOJKHbI BbINONMHATBECA B cheuuanbHbIX NMOMeWeHNnAaxX 1 Ha
cneumanbHOM 00OpyoOBaHUKM, KOTOpble MpedHasHa4veHbl Ans  Npou3BOACTBa  pagvodapmaueBTUHECKUX
nekapCTBEHHbIX CPeACTB.

19. (17) Heobxoanmo MpuHSATL Mepbl N0 NPeAOoTBPALLEHUNI0 NEPEKPECTHON KOHTaMuHauum OT nepcoHana,
NCXOOHOrO ChbIpbs, MaTepuanos, PaauoHyKNnAoB. Tam, rae 3To BO3MOXHO, HEOBX0AMMO UCMONb30BaTh 3aKpbITOE
unu nsonunposaHHoe obopyaosaHue. Npu ncnonb3oBaHNM 0O0PYyAOBaHUS OTKPLITOTO TUNa UMM Npu OTKPbIBAHUN
obopyaoBaHMsa OOMKHbI ObiTb NPUHATLI Mepbl NO CBEAEHUID puUcKa KOHTaMUHauuM K MuUHUMyMy. [Mpu oueHke
puUCKOB HeobXoAMMO MoKasaTb, YTO 4YMCTOTa NPOU3BOACTBEHHOW Cpedbl YOoBreTBopseT TpeboBaHuAM,
npeabABnsAeMbIM K TUMY BbiNyCcKaemon NpoayKumnun.

20. (18) Bxon B npon3BoACTBEHHbIE 30HbI JOMKEH OCYLLECTBNATLCH Yepe3 KoOMHaTbl Afs nepeofeBaHus
(caHNPOMYCKHMKIN) M JOIMKEH ObITh paspeLleH TONbKO AN MepcoHana, UMeLLEro NpaBo AOCTyNa B HUX.

21. (19) Heobxogumo NpoBOAUTb MOHUTOPUHI paboymx MeCT M NPOU3BOACTBEHHONW cpefbl B OTHOLLUEHMM
YPOBHSA paguaumm, KOHLUEHTpaumm 4YacTuy, W  MUKpPOOopraHm3mMoB. [lopsagok npoBefeHus  MOHUTOPMHra
yCTaHaBnMBaeTCs Npy KBanudgukaumm akcnnyataumm.

22. (20) Ona rapaHTuM TOro, 4TO MCMOSfb3yeMble MNoOMelWeHns un obopygoBaHMe COOTBETCTBYHOT
npegbsaBnsgeMbiM K HUM TpeboBaHMAM U Npowwnn KBanudukaumo, HeobxoaAMMo NPOBOANTbL NPOUNAKTUYECKOE
TexHuyeckoe obcnyxuBaHne, kanubpoBky W kBanudukaumo. Takve paboTbl AOMKHbI  BbINOMHATLCA
NOAroTOBIIEHHbIM MEepCcoHanoM, a akT UX MPOBEAEHUS W MOMyYeHHble pesynbTaTbl AOIMKHbI OPOPMASATHCS
OOKyMEHTanbHO.

23. (21) Heobxogumo npuvHMMaTb Mepbl MO 3aluTe MNPOU3BOACTBEHHOW 30HbI OT PaAMOAaKTUBHOMO
3arpsisHeHus. [lormkeH OblTb OpraHn3oBaH Haanexalwmi KOHTPOSfb PaaMOaKTUBHBLIX 3arpAs3HeHurd npsMbiM
METOAOM C MOMOLLIbIO AO3UMETPOB UMW KOCBEHHO - METOAOM Ma3KOB B YCTAHOBIIEHHOM Nopsake.

24. (22) lNoBepxHOCTM 0OOpPyAOBaHMs, COnpUKacalLwmecss ¢ NPOAYKTOM, He AOSMKHbI BCTynaTb C HUM B
peakumio, He OOSMKHbI HMYEro BblAenAaTb U He OOoSKHbl abcopbupoBaTb NpoAdykT, 4Tobbl Takum obpasom He
N3MEeHUTb KayecTBO paamodapMaLeBTUHECKOro ekapCTBEHHOro CpeacTaa.

25. (23) Peuupkynaumsi BO3gyxa M3 MOMELIEHMW, B  KOTOpPbIX BbINOMHseTcA pabota c
paguodapmaleBTUYECKMMIN NTEKAapPCTBEHHLIMW CpeacTBamMu, He OOMycKaeTcsl, 3a UCKIIOYEHNEM CIlyYaeB, Koraa
NpUMEHEHNE PeumnpKynaLmMM 0BOCHOBaHO. B BBITSXKHBIX CUMCTEMax LOMKHa ObiTb NMpedycMOTpeHa 3awuTa oT
3arpsisHEHNs OKpyXaloLen cpefbl pagvMoakTUBHbIMU YacTMLaMy U rasaMmn. B KOHTponupyembix 30HaxX OO0SbKHa
ObITb MpegycMOTPeHa 3aLLmTa OT KOHTaMMHALMK YacTULaMM U MUKPOOPraHn3Mamu.

26. (24) Onsa Toro, 4toObl He AOMYCTUTb PaCMpPOCTPaHEHUS PaAMOAKTUBHBIX 4YacTuul, B 30HaXx, rae
HaxoOMTCs OTKPbITbIM MPOAYKT, HeobxooumMo noadepXuBaTb OTpULATENBHOE [OaBMEHWE MO OTHOLUEHMIO K
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OKpYy)kaloLmm 30HaM. B To xe Bpemsi NpoAayKT A0MKeH ObiTh 3aLUMLLEH OT KOHTaMMHALMW U3 NPOU3BOACTBEHHOW
cpefdbl, B TOM YMce NocpeacTBOM NpUMeEHeHUs 6apbepHON TEXHOMOMM U BO3AYLUHBIX L0308, paboTaloLmx no
NPUHLMMY Kackaga AaBreHui.

Mpoun3BoACTBO CTEPUNBHOW NPOAYKLMM

27. (25) CtepunbHble pagnodapmaueBTUYECKME NeKapCTBEHHbIE CPeACTBaA pa3fensatoTcs Ha ABe rpynmbi:
NleKapCTBeHHble nMpenapaTbl, BbllMyCKaeMble B acenTtun4eckux YycnoBudax, W IeKapCTBEeHHble MnpenapaTthbl,
nognexawme UHMWLIHON CcTepunu3daumMn. B npousBoactBe [OMmMkeH noggepXmBaTbCs YPOBEHb YMCTOTHI
NpPOM3BOACTBEHHOW Cpeabl, COOTBETCTBYIOLLMI BuAy BbINOMHSAEMbIX onepauui. [ormkHel cobnopaTbes
ycTaHoBneHHble MNpunoxeHnem N 1 k HacToswmm lMpaBunam TpeboBaHUS K YMCTOTE paboymx 30H, B KOTOPbIX
NPOAYKUUS UITN NEPBUYHASA YNaKOBKa MOXET HAXOANTLCHA B KOHTAKTE C OKPYXXatoLUM BO3OYXOM.

28. (26) Onsa onpegeneHus TpeboBaHU K nepenagaMm AaBrieHus, HanpaBneHuIo NoToKa BO3dyxa U ero
KayecTBa MOryT UCMONb30BaTbLCA METOAbI OLEHKN PUCKOB.

29. (27) B 3akpbITbix aBTOMaTU3NPOBAHHbIX CUCTEMAaX, MPeACcTaBnsAloWNX COOON, Kak NpaBuIio, ropsyne
Kamepbl C pasMelleHMeM B HUX YCTAHOBOK XMMMWYECKOrO CWUHTE3a, CUCTEM OYUCTKU, CTEPUM3YHoLLEN
dunbTpaumm "Ha nuHMK", goctatoyHo obecneuvnTb knacc ymuctoTel C. B ropauyne kamepbl, Haxogswmecs B
3aKpbITOM COCTOSIHUM, [OOSDKEeH nodaBaTbCs BO34yX Mocrne unbTpauum C BbICOKOW CTENEHbI0 YUCTOThI.
AcenTuyeckne onepauun AOMKHbI BbINOMHATLCA B 30He knacca A.

30. (28) Oo Hauwana npoussBogcTBa cbopka CTepunbHOrO 0OOpPyAOBaHUA WM KOMMOHEHTOB (TPYOOK,
cTepunuayowmx ¢unbTPoB), MNOACOEOUHEHWE TWHWA MOL4AYUN XKUOKOCTEW K YKYMOPEHHbIM TFepMETUYHbIM
CTepUIbHbIM hriakoHaMm, AOIMKHbI BbIMOMHATLCA B aCENTUYECKUX YCIOBUSX.

V1. JOKYMEHTALINA

31. (29) Bce fokyMeHTbI, KacaloLlmecsa NnpomM3BoacTBa pagmodapmaueBTUYECKNX NeKapCTBEHHbLIX CPeacTB,
OOMKHbI  pa3pabaTbiBaTbCs, COMMacoBbIBATLCH, YTBEPXOAATbCA W pacnpefensiteCsi B COOTBETCTBUMM C
YTBEPXKAEHHON NpoLeaypo.

32. (30) TpeboBaHMS K MCXOOHOMY CbIpblo, YNMAaKOBOYHLIM MaTepuanam, matepuanam aris MapkupoBKM,
KPUTMYECKON MPOMEXYTOYHON MNPOAYKUMM M TOTOBbIM paguodapmaueBTUYECKUM JEKapCTBEHHbIM CpeacTBaM
OOIMKHbI BbITb yKasaHbl B cneundukaunax. JomkHel ObiTh Takke cneumdukaumm Ha KpUtudeckne matepuanbl 1
KOMMOHEHTbI (B 4aCTHOCTM, Ha BCMOMOraTernbHble MaTtepuarnbl, YNnOTHEHMS, Habopbl Ansi CTEePUNM3YHOLLEN
unbTpaumm), Ucnomnb3yemble B MNPOLIECCE MPOM3BOACTBA M CNOCOOHLIE OKasaTb KPUTMYECKOE BIUSIHUE Ha
KayeCTBO MpoayKLUUK.

33. (31) OAna pagvodapmMaueBTUHECKNX MeKapCTBEHHbIX CPeACcTB HeobXoOUMO YCTaHOBUTb KpUTepuu
nNpuemMnemMocTu, BKIoYasa crneumndukaumm Ha MOMEHT BbiMycka W Ha Mepuoj Cpoka rogHocTu (Hanpumep, Ons
pPagnoXUMMYECKOW YUCTOTbI, 0O EMHOIN aKTUBHOCTW, PAANOHYKIMAHON YACTOTLI U YAENbHOW akTUBHOCTH).

34. (32) B 3anucax no WCNoOnNb30BaHWIO, OYUCTKE, Ae3aKkTUBauuMuM UM CTEpPUnM3auuun, TEXHUYECKOMY
obcnyXmMBaHMIO OCHOBHOrO 0DOpyAOBaHUSA OOMKHbI OblTb YKa3aHbl AaTa U BPeMsl BbIMOMHEHUSA onepauun,
npocTaereHa NOANUCh N1La, BbINOMHMBLLErO paboTy, a Npy HeOBXOANMMOCTM TaKKe yKasblBalOTCA HauMeHOBaHWe
NPOAYKLUUN U HOMEP CEPUN.

35. (33) 3anucu Heobx0AMMO XpaHWUTb B TEYEHWE HEe MeHee Tpex NeT, eCnu HOPMaTUBHbLIMW MPaBOBbIMM
aktammn Poccuinckon ®egepauum He yCTaHOBIIEH MHOW CPOK XPaHEHNS.

VII. NMPON3BOACTBO

36. (34) OgHoBpeMeHHOEe NPON3BOACTBO Pa3fMYHbIX pagnodapmMaLeBTUYECKNX NTEKapCTBEHHbIX CPEACTB B
ofHom paboyen 30He (ropsidert Kamepe, NaMMHAPHOW 30HE unu wkady) He JonyckaeTcs C Lenbio CBeOAEeHUS K
MWUHUMYMY pUCKa TMEpPEeKPecTHOro 3arpsasHeHns pagnoakTUBHbIMM ¢ BellecTBaMu UKW nepenyTbiBaHUA
MaTepuanos.
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37. (35) Ocoboe BHMMaHMe HeobxoouMMO  yAenaTb — Banupauuu,  BKIKYas  Banugauuio
KOMMbIOTEPU3NPOBAHHbLIX cucTeM B cooTBeTcTBuM C [Mpunoxennem N 11 Kk HacToswmm [Mpasunam. Hosble
npoLecchl AOMKHbI MPONTU NEPCMNEKTUBHYIO Banugaumio.

38. (36) Kputuyeckne napameTpbl OOMKHbI ObiTb oOnpedeneHbl OO WM B Mpouecce MNpoBeaeHust
Banuaaumn. Mpyu 3TOM crnegyeT onpedensTb AONYCTUMble MpefesibHble 3HAYeHUs U3MEHEHWUI MapameTpoB,
HeobxoauMble Ana cTabunbHOro NPoM3BOACTBA.

39. (37) Ona npoayKTOB, HamnorHAeMbIX B acenTU4eCKUX YCIMOBUSAX, OOMKEH MPOBOAUTBLCH KOHTPOMb
LeNTOCTHOCTM MeMOpaHHbIX UNbTPOB, MPUHUMAs BO BHUMaHWE HEOOXOAMMOCTb obecnedeHusl paguaunoHHOM
0©€e30MacHOCTU N COXPaHEeHUS CTEPUITIBHOCTY OUNBTPOB.

40. (38) YunTbiBast pagmaLMOHHYH0 aKTUBHOCTb FOTOBOW NPOAYKLMMW, ONYCKAaeTCs HAHOCUTb MapKUPOBKY Ha
NMepBMYHYI0 YMakoBKy OO Hadyana npousBoAcTBa. Ha cTepunbHble MycTble 3akpbiTble (OriakoHbl MOXET ObiTb
HaHeceHa MapKMpoBKa C YacCTWYHOM MHGOPMaUMen OO ofnepauun HamoSHEHWS, MPU 3TOM CTEPUNbHOCTb HEe
OOMkHa ObITb HapyLLUeHa 1 He JOMMKHO ObITb MOMEX AFS BU3yallbHOTO KOHTPOSSA HAnoMHEHHbIX (hlTakoHOB.

VIIl. KOHTPOJIb KAHECTBA

41. (39) PagnodapmaleBTNYECKME NEKAPCTBEHHbIE CPEACTBA MOTYT ObITb BbINyLLEHbI U UCMOML30BaHbI Ha
OCHOBE OLIEHKM JAOKYMEHTALMN Ha CEPUIO0 OO 3aBEPLLEHNS BCEX XUMUYECKNX N MUKPOOMOSOTMYECKUX UCMbITAHNNA.

42. OdhopmneHue paspelleHus Ha BbiMyCK pagnodapmMaueBTUHECKMX NeKapCTBEHHbIX CPeAcTB MOXeT
ObITb BbINONHEHO B ABa 1 Gonee aTana 4o v Nocre 3aBepLUeHnst aHanMTUYeCcKoro KOHTPONS B NOIHOM OObeMe:

a) (a) oueHka YMOSTHOMOYEHHbIM IULOM [AOCbe MNPOU3BOACTBA CEpun, KOTOPOE AOIDKHO OXBaTblBaTb
YCNOBUS NPOU3BOACTBA N aHANMUTUYECKMIA KOHTPOIb, MPOBEAEHHbIE 4O MOMEHTA pa3peLLeHns TPaHCNOPTUPOBKN
paguodapmaLeBTUYECKOro NekapCTBEHHOIO CpeACcTBa B cTaTyce "kapaHTuH" B KNMHMYeCcKoe noapasgeneHue;

6) (b) ynonHomo4yeHHoe N0 BbiAaeT paspelleHne Ha BbiMyck Nocre NpoBeAeHUsl OLEHKM OKOHYaTEeSbHbIX
pe3yrnbTaToB aHaNMTUYECKOTO KOHTPOSS, BCEX OTKIMOHEHMI OT HOpMaribHOrO MpoLecca, KOTopble OOMKHbI ObiTb
obopMIeHbl OOKyMeHTarnbHo, 0G0CHOBaHbI U yTBepXaeHbl. Ecnv HekoTopble pe3ynbTaThbl KOHTPOMA HEBO3MOXXHO
MONy4nTb OO0 WCMONb30BaHUS eKapCTBEHHOro CPeacTBa, TO YMNOMHOMOYEHHOMY muuy crieayeT odopMUTb
paspelleHne Ha BbIMYCK NEKapCTBEHHOro CpeacTBa YCIMOBHO A0 Hayana ero Mcrnonib30BaHWs WU OKOHYaTerbHO
0hopMUTL paspeLleHne Ha BbINyCK NIeKapCTBEHHOrO CpeACcTBa Nocre NonyYeHUsl BcexX pesynbTaToB KOHTPONS.

43. (40) BonblMHCTBO pagnodapMaLeBTUYECKMX NEKApPCTBEHHbLIX CPEACTB MCMOMb3yeTcs B TedeHue
KOPOTKOro nepuoga BpeMeHM, YTO 0bYyCrnoBrneHO KOPOTKUM MepMOAOM nonypacnaga pagvoHYyKMAOB, NO3TOMY
CPOK roQHOCTY NeKapCTBEHHOTO CPeACcTBa AOMMKeH OblTb YETKO YKasaH.

44. (41) PagnocapmaueBTUYeCKME NEKAPCTBEHHbIE CPEACTBA, CoAepXalune paguMoHyknmabl ¢ 6onblnm
nepuogom nofypacnaga, cregyeT KOHTPONMpOBaTb Ha COOTBETCTBME BCEM TpeboBaHuSM [0 odopmrieHus
pas3pelieHna Ha BbiNyCK YNOJIHOMOYEHHbIM JNTULIOM.

45. (42) KoHTponb npob MoxeT ObITb MPOBeAEH He cpa3y nocne nx otbopa, 4tobbl 06ecneunts Tpebyemoe
CHWXEHWE YPOBHS akTMBHOCTW. Bce BMAbl KOHTPOMS, BKMtOYAsh KOHTPOSMb Ha CTEPUNIbHOCTb, [AOIKHbI
NPOBOANTbLCS Kak MOXHO BbICcTpee.

46. (43) YTBEpXOEHHAA nNpomM3BoauTenemM npoueaypa AofmkHa yCTaHaBnmMBaTh NOPSA0K OLEHKM MPOaYKLMK
N pe3ynbTaToB KOHTPONA A0 OTNPaBKU NPOSYKLUNN.

47. (44) MNpoaykums, He COOTBETCTBYIOLLANA YCTaHOBNEHHbLIM TpeboBaHUAM, AOMmKHa BbITb OTKNOHeHa. Ecnu
npegycmoTpeHa nepepaboTka martepvana, TO OHa [OSbKHa BbINOMHATLCS MO 3apaHee YTBEpPXAEHHOW
npoueaype. [oToBas NpoayKUMS OOMMKHA COOTBETCTBOBaTb YCTAHOBIEHHbIM TPebOBaHMAM, YTO OOMKHO ObITb
NnoATBEpPXXAeHO J0 ee Bbinycka. He gonyckaeTca nepepaboTka BO3BpalLEHHOW MPOAYKUWUW, C KOTOPOW crieayeT
obpaluaTbCs Kak C paanoakTMBHbIMM OTXO4AMMU.

48. (45) B cneunanbHon npouenype AormkeH ObiTb onpeaeneH nopsagok AeACTBUA YNONMHOMOYEHHOIo nmua
B crny4yae oOOHapyXeHMsi HEeCOOTBETCTBUS MNPOAyKuMM TpeboBaHusiM crneumndukaumMnm nocne ee OTrpy3ku Ao
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NCTEYEHUss cpoka rogHOCTM. Takue crnyyaum [OMKHbl ObiTb paccnefoBaHbl, OOMKHbI OblTb BbIMNOMHEHSI
HeobxoaMMble NpedynpexaaroLlme U KOppPeKTUpYoLLne MePONPUATUS AN HegonyLweHus nogobHbIX cuTyauun B
Byaywem. 3TOT npouecc JOMKEH BbITb JOKYMEHTansHO 0OOPMIEH.

49. (46) MNpn HeobxoOMMOCTM NPOM3BOAMTENb LOIMKEH WMHAOPMMPOBaATb OTBETCTBEHHBLIA MepcoHan
MEOULUMHCKON opraHu3aumn. [Ons cogenctBusi 9TOMy [JOSbkHa ObiTb obecrnevyeHa npocnexnBaemMocTb B
OTHOLLEHUUN pagnoapmMaLieBTUYECKMX NEKAPCTBEHHbBIX CPeaCTB.

50. (47) OomkeH BbiTb yCTaHOBMNEH MOPSAOK KOHTPOMS UCXOOHOrO chipbs U MaTepuanos. [Npu Beibope n
yTBEPXXAEHUN NOCTaBLUMKa crnegyeT ybeanTbca B TOM, YTO MOCTaBMSIEMbIE UM UCXOOHOE Cbipbe U MaTtepuarbl
HEM3MEHHO COOTBETCTBYIOT TpeboBaHWsaM cneumdukauun. VicxogHoe Ccbipbe, YNakoBOYHbIE MaTepuarnbl U
BCMomoraTtesibHble MaTepuanbl Ofs KPUTUYECKMX MPOLIECCOB AOMKHbI NMPUobpeTaTbCs TOMbKO Y YTBEPXKAEHHbIX
NOCTaBLLMKOB.

IX. KOHTPOIIbHbLIE N APXVBHbBIE OBPASLbI

51. (48) OT kaxxgon cepum HepacdacoBaHHbIX paanodapMaLEeBTUYECKUX TEKAPCTBEHHBIX CPEACTB AOJDKHO
OblTb OTOOPAHO 4OCTAaTOYHOE KONMUYECTBO 06pasLoB, KOTOPblE AOMKHbI XPaHUTLCA HE MEHee LUeCTU MecsLEeB
nocne wucrte4vyeHuna cpoka rogHoCTu roToBOW npoaykuumn, ecrnim MHoe He YCTaHOBIIEHO Mnpu Mcnofib3oBaHUU
npouenyp ynpaeneHus puckamu.

52. (49) O6pa3subl NCNONBb3YEMOro B NMPOM3BOACTBE UCXOAHOrO Cbipbs, 3a UCKITHOYEHWEM PacTBOPUTENEN,
rasoB W BOAbl, OOJMKHbI XPaHUTLCA HE MeHee OBYX NeT Mocne BbiMycka Mpoaykuun. OTOT CPOK MOXET ObITb
CoKpalleH, ecnu B crneuudmrkaumm Ha cbipbe ykasaH bonee KoOpoTKMI nepuog ctabunbHOCTU.

53. (50) Ons otbopa 1 XpaHeHusi Npob MCXOOHOrO Cbipbsi, MaTepuarnos, NPOAYKUUK, NPOU3BEAEHHbIX MO
UHOVBMAYArlbHOMY 3aKa3dy WINM B ManblX KONMYEecTBax WM €CiiM UX XpaHeHWe MOXET Bbi3BaTb 0cCobble
TPYAHOCTU, MOXET BbITb ONpeAerneH NHOWM Nopsaok oT6opa U XpaHeHus.

X. PEAIIM3ALINA

54. (51) Ons pagvodapmaleBTUYECKMX NEKapCTBEHHbIX CPeACTB LOMyCKaeTcs peanv3aunsi roToBOW
NPOAYKUUN B KOHTPOSIMPYEMbBIX YCITOBUAX OO NMOSyYEHUS pe3ynbTaToB BCeX HEOOXoaNMbIX NCMbITaHUIA. [Mpu aTom
OOJMKHO ObITb rapaHTMPOBAHO, YTO NEKAPCTBEHHbIV NpenapaT He OyaeT NpUMEHEH B MEOULMHCKOW opraHvM3aLmm
00 NonyvyeHns yOOBNEeTBOPUTENbHbBIX PE3YNbTaToOB UCMbITAHUA U NX OLEHKM YNONMHOMOYEHHbBIM fINLIOM.

Xl. TEPMUHbI 1 ONPEOENEHUA

55. Ana uenen HacTosiwero MNpunoxeHns KpoMme TEPMUHOB U onpeaeneHnin, npegycMoTpeHHbIX rrason
HacToALLMX ﬂpaan, MCNONb3YIKOTCA TakKXe cneayroume OCHOBHbIE NMOHATUA!

ropay4yaa Kamepa - WU30NMpoBaHHOE WM HEU30NMpoBaHHOE 3KpaHupoBaHHOE pa6oqee MecTo Aand
npon3soacTtBa u 06paLLl,eHVIﬂ C paanoaKkTnBHbIMMN MaTepunanamu,

npuroToerieHne - noAroToBka Ha6opa B MeOuLMHCKOMN opraHu3aumm nytem BHeCEeHUA B Hero
paanoHyknuga, antnpoBaHHOIo U3 reHeparopa, UM ¢ NOMOLWbIK paanoaKTUBHbIX NpealecTBeHHUKOB. Ha6opb|,
reHepaTtopbl 1 pagnoakTBHbie NpealecCTBEeHHUKN OOJTKHbI ObITb 3aperncTpmpoBaHbl B YCTAaHOBJIEHHOM MOPALKE;

pap,l/loaKTVIBHbIVI npegwecTtBeHHUK - paaunmoaktnBHoe BelwecTBO, MnpegHa3dHadYeHHoe AnAa  BBedeHUA
pa,El,I/IOHyKJ'II/IﬂHOVI METKWN B Apyroe BeLwecTBO nepen ero npuMeHeHnewm;

pagvodapmaLeBTUYeckne nekapcTBeHHble cpefcTBa - fiekapCTBeHHble CPeACcTBa, KOTOpble copepXaT B
roToBOW ANS WCNonb3oBaHus ¢opMe OAWH PaAVOHYKIWA WM HECKONbKO PagMOHYKNMAOB (PagvMoaKTUBHbIX
N30TOMOB) <*>.

<*> [yHkt 10 ctatbm 4 depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpaweHun
nekapctBeHHbIX cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).
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Mpunoxexue N 4
k MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

OCOBEHHOCTH
NMPOUN3BOACTBA NNEKAPCTBEHHbIX CPEAOCTB AJ1A BETEPUHAPHOIO
NMPUMEHEHUWA (KPOME NMMYHOBNOJTOIM’MYECKNX NEKAPCTBEHHLIX CPEACTB
AnA BETEPUHAPHOIO NPUMEHEHWA)

1. Hactosiwee [MpunoxeHne OTHOCUTCS KO BCEM IeKapCTBEHHbIM CPeACTBaM [ANsi BETEPUMHapHOro
NMPUMEHEHWsl, 3a WUCKIMIOYEHMEM WMMYHOOUONMOrMYECKNX JIEKapCTBEHHbIX CPEACTB Ans  BeTepuHapHOro
NpUMEHeHWs1, NPOMU3BOACTBO KOTOPLIX perynupyetcs MpunoxeHnem N 5 k HacTosilmm Mpasunam.

[. MPOM3BOACTBO NEKAPCTBEHHbLIX MPEMAPATOB
MNPOTWMB 3KTOMAPA3NTOB

2. (5) HecmoTpsa Ha orpaHuyeHue, YCTaHOBIEHHOe NyHKTOM 52 HacToswwmx [MpaBun, nekapCTBeHHble
npenapaTbl NPOTMB 3KTOMapasnToB, KOTOPble NpefHas3HayeHbl OMS HapyXHOro MNpUMEHEHUs, OTHOCATCH K
nekapcTBeHHbIM cpeacTBam Ans BeTePUHAPHOro NPUMEHEHUS U BKNOYEHbI B NIMLEH3NIO Ha NPOM3BOACTBO, MOTYT
Nnpou3BoAUTLCA U pacoBaTbCA B 30HAX, NPeAHasHayeHHbIX ANns NpousBoAcTBa MNecTMUMAoB, MO MPUHLMNY
pasgeneHHbIX BO BpeMeHW LMKIoB npou3BoacTBa. OOHaKO B 9TUX MOMELLEHMAX He AOSMKHbl MPOM3BOAUTLCH
Apyrvie Buabl NNekapCTBEHHbIX CPeACTB AN BETEPUHapPHOro NpUMeEHeHUs.

3. (6) Onsa npenoTBpalleHNss NEepeKkpecTHOM KOHTaMWHaUMM MPOU3BOAUTENb [OIMKEH MCMOMb30BaThb
COOTBETCTBYIOLME BanVMAMPOBaHHbIE MeToAbl O4YUCTKM. Heobxogmmo npuHATL Mepbl MO obecrneveHuto
0e30nacHOro XpaHeHWs NeKapCTBEHHbIX NpenapaToB [Onsi BETEPUHAPHONO MNPUMEHEHUS B COOTBETCTBUMM C
TpeboBaHnsiMn HacTosawmx Mpasun.

II. MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB A4 BETEPUMHAPHOIO
NMPUMEHEHWA, COOEPXALLUX MEHNLUMITNUHBI

4. (7) WNcnonb3oBaHve MEHWUMNVHOB B BeTEpMHApUM He NpeacTaBnseT Takoro pucka C TOYKU 3pEeHUs
rMnepceHcnbnnmn3aummn XMBOTHbLIX, KakK B Cry4ae MX MCMOMb30BaHWSA 4enoBeKOM. 3aperncTpupoBaHHble cryyawu
rmnepceHcnbunuaaumm y nowagen n cobak 6onm oOycrnoBneHbl 4pyrMMn TOKCUYHBIMUK BeLLecTBaMun (Hanpumep,
NMOHOMOPHBLIMY aHTUBMOTUKaMKM AN nowagewn). Takne nekapcTBeHHbIE NpenapaTthl peKOMeHAYeTCs NPOM3BOAUTL
B creuunanbHO npegHasHavYeHHbIX M30MNMPOBaHHbIX MOMELLEHUSX, 38 UCKIIOYEHNEM CryYaeB, Koraa nomeLleHns
npegHasHaveHbl TOMbKO AN NPOW3BOACTBA J1EKAPCTBEHHbIX CPEACTB AN BeTEepMHApHOro npumMeHeHus. B
nobom crnyyae nNpousBoauTEnb OOSMKEH NPUHATL BCe HEOOXoAMMble Mepbl N0 NPeAoTBPAaLLEHNIO NepPeKPeCcTHON
KOHTamuHauum n obecneyeHno 6e30nNacHOCTM NepcoHana B COOTBETCTBUM C TpeboBaHAMK HacToAwwmx lMpasun.
Mpun ncnonb3oBaHMM OBLMX NOMELLEHMIN MPOU3BOACTBO NPOAYKLMKN, COAepKaLlen NEHULUNNNHBI, AOMKHO BbiTb
OpraHu3oBaHO MO MpUHUMNaM pasdeneHHbIX BO BPEeMEHW LUMKIOB MPOM3BOACTBA U [OIMKHO COMPOBOXAATbCH
COOTBETCTBYIOLUMIN BanNnuMaNPOBaHHLIMW MeTOAUKaMM EKOHTaMUHaLUN U OYUCTKN.

. XPAHEHVE OBPA3LIOB

KoHcynbTaHTlInt0C: npnmMmeYvaHme.
Mo Bonpocy, KacawlleMycs nopsiaka XpaHeHUst NeKapCTBEHHbLIX CPEACTB AJ11 BETEPUHAPHOrO MPUMEHEHUS,
cm. Takke [Npukas MuHcenbxosa Poccum ot 15.04.2015 N 145.

5. (8) B cBa3u ¢ 6onbwimnmm obbemamMmm oKoHYaTENbHbIX YNaKoOBOK HEKOTOPLIX NMEKapCTBEHHbIX CpeaCcTB aAnd
BeTepmHapHOro npumMmeHeHuna (B YaCTHOCTH, ﬂ,06aBOK), 0OMNMyCKaeTCAa XpaHUTb o6pa3u,b| Kaxkaomn cepun npoaykunm
HEe B WX OKOH4YaTENbHOW ynakoBke. OpgHako npon3soanTeslb OOJIKEH obecneunTb XpaHeHne p[ocTtaTtovYHOoro
Konn4yectBa apxXuBHbIX O6pa3LI,OB Kaxxoom cepun npoaykumm B COOTBETCTBUM C Tpe6OBaHVI9|MVI HaCToALWNX
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Mpasun.

6. (9) B nobom cnyyae ynakoBka ONsi XpaHEHMS1 apXMBHbIX 06pasLoB JomkHa ObiTb Npon3BedeHa U3 Toro
XXe MaTtepuana, 4To 1 nepBn4HaaA ynakoBka, B KOTOpOI7I OTOT NPOAYKT pearnn3dyeTcd Ha pblHKe.

IV. CTEPUIbHLIE JIEKAPCTBEHHbIE CPEACTBA
AnA BETEPUHAPHOIO NPUMEHEHWNA

7. (10) B cny4yasx, nNpeayCMOTPEHHbIX HOPMAaTMBHbIMW MpaBOBbIMM akTamu Poccuiickon Pepepauun,
NeKapCTBEHHbIE CpeacTBa ANA BETEPUMHAPHOrO NMPUMEHEHWs, noanexawme UHULLHON CTepunm3almm, MoryT
Npon3BOOUTLCA B YUCTbIX 30HAX Oornee HU3KOro Kracca MO CpPaBHEHWIO C TeM, Kak 3TO OnpeneneHo B
MpunoxeHnn N 1 k HacToAwwmm Mpasunam, HO He HWXe knacca D.

MpunoxeHne N 5
k MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

OCOBEHHOCTH
NnPON3BOACTBA UMMYHOBNONOIMYECKNX NEKAPCTBEHHbLIX CPEACTB
AnA BETEPUHAPHOIO NPUMEHEHWNA

[. MPNHUMN

1. Tpon3BoACTBO UMMYHOBMOMOrMYECKUX FNEeKapCTBEHHbIX CPeACTB AN BeTEepMHApPHOro MpPUMEHEHMUS
nmeet o0COBEHHOCTW, KOTOpble HeobBXO0OUMO Y4MTbiBaTb MNPW  BHEAPEHUW U OueHKe 3addeKTUBHOCTM
hapmaLeBTUYECKON CUCTEMbI KayecTBa.

2. N3-3a 60nbLLOro KonmMyecTsa BUAOB XUBOTHBIX M COMYTCTBYHOLUMX NATOTE€HHbIX MUKPOOPraHN3MOB CNEKTP
NpoM3BOAMMON MpodyKuMm MoxeT OblTb OYeHb LWWMPOKMM Mpu  Hebornbwom obbeme MpousBoacTBa.
Mpou3BoacTBO OBLIMHO OpraHM3yeTcs MO MPUHUMNY OTAEeNbHbIX UWMKIOB. BBugy ocobeHHocTen Takoro
Npon3BOACTBa (CTaguM KynbTMBMPOBAHMUA, OTCYTCTBME (UHMULLIHOW CTEpUNu3aumv, WHble OCOBEHHOCTM)
HeobxoauMma TwartenbHas 3aluTa MPOAYKUMM OT KOHTaMMHauMM U NEepeKkpecTHOW  KOHTaMUHaLMW.
lMponsBoacTBEHHAsA OKpyXatowasa cpefa AOoMKHa 3awmwaTtbCs, 0OCOGEHHO NPU UCMNOMb30BaHNM NaTOreHHbIX Un
3K30TUYECKMX MMKPOOPraHM3amoB. Npy NCNofb30BaHNM MUKPOOPraHM3MOB, NaTOreHHbIX Ans Yernoseka, 0CoBeHHO
TWaTenbHO Heo6XxoAMMO 3aLumLLaTL NepcoHan.

3. C yyeTOoM YyKasaHHbIX (paKTOpoB, a Takke BapuabenbHOCTM CBOMCTB WMMYHOGMOMOrMYECcKUxX
NeKapCTBEHHbIX NpenapaToB U OTHOCUTENbHO HU3KOM 3¢hdheKTUBHOCTM NPOBOAVMbIX UCMbITaHWUIA ANS NOMyYeHns
A0CTaTOYHOW MHbopMaLMM O MPOAYKUMK (B YaCTHOCTU, MPWU KOHTPOIE KayecTBa roTOBOW MPOAyKLMK), 0OCOGEHHO
Ba)kHOe 3HayeHue nmeeT dhapmaLeBTUIecKkas cucTema KavecTsa.

II. MEPCOHAN

4. (1) Bce paboTHUKM (BKMOYasi nepcoHan, 3aHNMaloLUNCA OYMCTKOM U ODCMyXMBAHWEM MOMELLEHUIA U
obopyaoBaHus), paboTatolimMe B 30Hax MPOM3BOACTBA MMMYHOOMOIOrMYECKOW NPOAYKLUUKW, OOJDKHbI MPONTH
oby4deHune no NMYHON rmrmeHe n MmMkpobmonormm n JonoNHUTENbHoe obyvyeHne B COOTBETCTBUM CO CrneuudmrKomn
NpOM3BOAMMON NPOSYKLNN.

5. (2) Jlvua, oTBEeTCTBEHHbBIE 3@ MPOM3BOACTBO W KOHTPOSb KayecTBa, B COOTBETCTBUM C BbINOSHAEMbIMU
UMK PYHKUMAMM OOMKHBI MMeTb NOArOTOBKY MO TakMM npeameTam, kak: 6akrepuonorus, 6uonorus, GuomeTpus,
XUMWS, UMMYHOIOIMS, MeauunHa, napasutonorus, dapmMauus, apmMakonoris, BUPycomnornss 1 BetTepnHapus, a
Takke obnagatb HEO6XOOUMbBIMU 3HAHUSIMU MO OXPaHE OKpYXatoLlen cpeapl.

6. (3) I'IepCOHan [OIMKEH ObIThb 3alUMLLEH OT BO3MOXHOIO 3apaxeHnda MnKpoopraHmmamm, ncnosib3yemMbiMun
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B npowusBoacTtee. [pu MCnonb3oBaHNM MUKPOOPraHW3MOB, SIBMSIOLLMXCS BO30yauTensMu GonesHein YernoBeka,
Heo6xoanMo MpUHMMaThL 0cobble Mephbl Mo 3alUTe nepcoHana, paboTaloLero ¢ 3TUMU MUKPOOPraHU3MaMmn unm
SKCMEePUMEHTanNbHbLIMU KUBOTHBLIMMU.

7. B cnyyae HeobxoguMOCTM NepcoHan AomkeH ObiTb BakuMHMpoOBaH. PabOTHWMKM OOMKHbI MPOXOAUTL
MeauLuHcKoe obcrnegoBaHue.

8. (4) Heobxoanmo NPUHMMATb COOTBETCTBYHOLLME Mepbl NPOTUB NepeHoCa MUKPOOpPraHM3mMoB JioabMun 3a
npepnenbl I'IpOVI3BO,D,CTBeHHOl7I 30Hbl. B 3aBucumoctn ot Buaa MUKpPOOpPraHnM3moB K TakMM MepamMm MOoryTt
OTHOCUTbCA NOJIHOE MNnepeogeBaHne ”n obsizaTenbHoe npuHATME Oylla nepen BbIXOOAOM U3 I'IpOl/I3BOﬂ,CTBeHHOIZ
30HbI.

9. (5) Mpu npousBoAcTBE MMMYHOBMOMOrMYECKo NpodyKUuUM OcoByl OMnacHOCTb MPEeACTaBNseT PUCK
KOHTAMMHaUMM U MNEpeKpecTHOW KOHTamuHauuW, Bbi3biBaeMol nepcoHanoM. [nsa npegoTepalleHus
KOHTaMMHaLUWK, Bbl3biIBAEMOW NEepCoHaroM, NepcoHarn AoIMKeH BbINOMHATb psd Mep Y Npoueayp, BKIYaloLWmx B
cebs ncnonb3oBaHNe 3alUTHON OAeXabl Ha Pa3fMYHbIX CTadMsIX TEXHONOMNMYECKOro npoLecca.

10. [na npenoTBpalleHns NEepeKpPecTHOM KOHTaMMHaUUWM NepcoHan OOSPKEH nepemMellatbcs M3 OAHOWN
30HblI B ApYryt0 C COGNtoAeHWeM MpaBwuil, UCKIYaWMUX PUCK KOHTaMUHAUMW. OTU npaBuna OOMKHbl OblTb
N3NOXeHbl B WMHCTPyKUuMU. B TeyeHne paboyero BpemMeHM NepcoHan He OOMMKeH NepexoauTb U3 30H, rae
BO3MOXHa KOHTaMMHALMS >XUBbIMA MWKPOOPraHM3Mamu WIN COAEPXKaTCH >KMBOTHble, B MNOMELLEHMS, rae
paboTatoT ¢ ApyrMMu NpoaykTaMmu Unu mMukpoopraHnaMmamu. Ecnu takmx nepemeryeHnii nsbexaTb HEBO3MOXHO,
rnepcoHan, 3aHATbIl B TakOM MNPOM3BOACTBE, [OJPKEH CriedoBaTb YETKO YCTaHOBMEHHbIM MeToAMKam
JEKOHTaMMHaLMK, B TOM YMCIe BbINOMHSATL CMEHY ofexabl, 06yBu, U No Mepe HEO6XOAUMOCTU NPUHUMATL AyLU.

11. B uensx npMMeHeHnsa HacTodwero MNpunoXeHna cyMtaeTcd, YTO NepcoHarn He CTankneaeTcs C PUCKOM
KOHTaMMHaLMM Npu BXO4E B W30NIMPOBAHHYK 30HY, A€ KyNbTypbl HAaxXOASTCS B repMETUYECKM 3aKpbITbIX
KOHTENHepax, NOBEPXHOCTb KOTOPbIX MpOLUfa AEKOHTaMWHALMIO, €CN B 3TOM 30HE B TeyeHue nocnegHux 12
4YacoB He Benucb paboTbl C OTKPbLITbIMM MWKPOOPraHMaMamu (3a WCKMYeHuem paboTbl C 3K30TUYECKUMU
MUWKpPOOpraHuamamm).

1. NTOMELLEHNA

12. (6) Mpu NpoekTMpoBaHWM NOMeLLeHUn AorkHa BbiTb NpedycMOoTpeHa 3alumTa Kak npoaykuun, Tak u
NPON3BOACTBEHHON cpefbl. OTO MOXeT OblTb AOCTUrHYTO 3@ CHET WUCMONb30BaHMS M30NMPOBAHHBIX, YUCTbIX,
YMCTbIX M30STIMPOBAHHBIX UMW KOHTPONMPYEMbIX 30H.

13. (7) Onepaunun € XMBbIMW MUKPOOPraHM3Mamm AOMKHbI MPOBOANTLCS B M30NIMPOBAHHLIX 30HaX. YPOBEHb
N30MAUUN OOMKEH 3aBUCETb OT NATOreHHOCTU MUKPOOPraHM3MOB M OT TOro, BbINM N OHM KnaccuguumMpoBaHbl
Kak aK3oTn4eckue.

14. (8) Onepaumn C MHaKTUBMPOBAHHLIMM MUKPOOPraHM3Mamu AOJSTKHbI NMPOBOAMTBLCSH B YMCTbIX 30HaX.
UncTble 30HbI HEOBXOAUMO TaKkKe MCMoNb3oBaTh Npu paboTe ¢ HEMHMULUMPOBAHHBLIMI KNETKamu, BbloeneHHbIMU
M3 MHOTOKMETOYHbIX OpPraHM3MOB, W B HEKOTOPbIX Cchyyasx npu paGoTe co cpedamu, MPOLIeaLnNMK
CTEPUNU3YIOLLYI0 (UMBTPaLMIO.

15. (9) Onepauun € OTKPbLITBIMW MPOAYKTAMU WM KOMMOHEHTaMU MEPBUYHON YMaKOBKWU, KOTOPbIE He
noanexaT AanbHenwen crepunusauun, OOSMKHbl NpPoBOAMTECA B Ookce (yCTaHOBKE) C OA4HOHanpaBrieHHbIM
(namuMHapHbIM) NOTOKOM BO3AyXa knacca A, Haxoaswemcs B 30He knacca B.

16. (10) Ecnu npousBoACTBO MMMYHOOMONOTUYECKMX J1eKapCTBEHHbIX CPeacTB AN BeTepuHapHOro
NMPUMEHEHNs1 HaXOAUTCS B TOM K€ 34aHuW, TO ApYrMe onepauun C XMBbIMWU MUKPOOPraHn3mMamMmu (B YacTHOCTW,
KOHTPOMb KayecTBa, WCCMEedoBaHWUs W AMArHoCTVKa) AOMKHbl BbIMOMHATLCA B OTAEMbHBIX W30MMPOBaHHbLIX
nometleHuax. CTeneHb U3onALMN 3aBUCUT OT NATOFEHHOCTU AaHHOro BMOa MMUKPOOPraHM3MOB M OT TOro, 6bin nu
OH KnaccuguuUMpOBaH Kak 9K30TUYeckui. Mpu BbINOMHEHUM AMArHOCTUYECKMX orepauuidi CyLecTBYeT PpuCK
BHECEHMS BbICOKOMATOreHHbIX MWKpoopraHuamoB. CTeneHb W30NALUMM [OOMKHA COOTBETCTBOBATb BCEM
BblLLENepeYmcrieHHbIM puckam. M3onsiums MoxeT noTpeboBaThCs Takke B Clyyasix, Korda KOHTPOSb KayecTBa U
Apyrve ornepauun NpoBOASATCS B 30aHUSAX, PACMONOXEHHbIX BOIN3M NPOU3BOACTBEHHbIX 30aHUIA.
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17. (11) N3onvpoBaHHbIE MOMELLEHUS OOIMKHbI ObITb JErko Ae3vHUUMPYEMbIMU U OOSMKHBI OTBEYaTb
cnegyownm TpeboBaHmaM:

a) (a) oTCyTCTBME NPSIMOTO BbIXOAA BEHTUNUPYEMOTO BO3AyXa HapyKy;

©) (b) Hanuume BeHTUNALMKU C obecneyeHnem oTpuLaTenbHOro nepenaga AaBnexHus (paspexeHuns). Bosgyx
OOMKeH yaanaTbCa 4epe3 (UNbTPbl  BbICOKOIMMEKTUBHOM OYMCTKM BO3dyxa OT 4vactuy (ganee -
HEPA-cunbTpbl). Peunpkynsaunsa Bosgyxa He AOMYyCKaeTCs, 3@ UCKIHYEHNEM CIyYaeB PeLMpPKYnsLmMM B TOW Xe
CaMOW 30He Mpu YCroBWMM [JOMONHUTENbHOM o4ynucTkM Bo3gyxa HEPA-dwunbTpamu (0Obl4HO 3TO ycrnoBue
BbINOMHAETCH NPW MPOXOXOEHUM PeulmpKyrmpyroLero Bosayxa 4epes nputovHble HEPA-unbTpbl, KoTOopble
NCMonb3yloTCa ANs 3TOW 30Hbl). NocTynneHve Bo3gyxa M3 OOHOWM 30HbI B APYrylo AOMyCKaeTcs B TOM cny4ae,
€CNU BbITSXKHOM BO34yX MPOXoauT 4vepes ABa nocregoBaTenbHO ycTaHoBreHHbIX HEPA-cunbTpa. NMpyn atom
npoussoguTenb [OIDKEH OCYLWECTBNATb HENpPepbiBHbI  KOHTPOSb  LIeMOCTHOCTW  MepBOro  unbtpa U
npegycmMoTpeTb cpeacTBa 6e3onacHoro yaaneHus BblTSHKHOrO BO3Zlyxa B Cryyae NoBpexaeHust 3Toro punbTpa;

B) (C) BO3OyX, BbIXOOSALMIA U3 NPOU3BOACTBEHHBIX 30H, B KOTOPbIX NMPOBOAMTCS paboTa C 3K30TMYECKMMU
MUKpOOpraHMaMamMmu, OOSMDKeH NPOXOAMTbL Yepes ABa nocnegoBaTternbHO ycTtaHoBrneHHblx HEPA-cunbTpa. lMpu
3TOM peumnpKynauus Bo3gyxa Mexay nponsBogcTBEHHbIMM 30HaMK He AoNnycKaeTces;

r) (d) Hanuuve cuctembl cbopa UM [E3MHMEKUUN XUOKUX OTXOAOB, BKMOYAs KOHTaMWHWPOBAHHbIN
KOHOEeHcaT M3 CTepunm3aTopoB, GMopeakTopoB. TBepadble OTXOAbl, B TOM YMCE TPYrbl }KMBOTHbIX, HE06X0AMMO
,qealeq)mu,mpoaaTb, CTepVIJ'II/ISOBaTb N cCxuraTtb. KOHTaMI/IHVIpOBaHHbIe C*)I/IJ'IprbI HGOGXO,D,I/IMO y,qaﬂﬂTb
©e3onacHbIM crnocobowm;

A) (e) KoMHaTbl Ans nepeoaeBaHns AOMKHbI MPOEKTUPOBATLCS M UCMONb30BATLCS Kak BO3AYLUHbIE LUMO3bI
n GbiTb 00OpPYAOBaHbl, MPUM HEOOXOAMMOCTM, YMbIBanbHMKaMM M AOyweBbiMM KabuHamu. Cxema nepenaga
JaBneHuss Bo3gyxa [AOSfbKHa npedoTBpallaTth ABWKEHWEe Bo3gyxa Mexay npou3BOACTBEHHOW 30HOM W
OKpY>KaloLLLEN Cpedom, a TaKkke PUCK KOHTaMUHALUUKN o4eXabl, UCNOMNb3yeMOn BHE NPON3BOACTBEHHOM 30HbI;

e) (f) ona nepemelleHnss obopygoBaHUA HeoOXOOUMO MNPELYCMOTPETb CUCTEMY BO3OYLUHbLIX LUMO30B,
KOHCTPYKUMSA KOTOPOM AOMKHA NpeaoTBpallaTb OBMKEHWE KOHTaMWMHMPOBAHHOrO BO3dyxa pabouven 30HblI BO
BHELLHIOIO Cpefly M pUCK KOHTamuHauuvm obopyaoBaHWst BHYTpU LWnto3a. Pa3mep Lwino3a JOMKeH NO3BOMATb
npoBoanNTb 3(PPEKTUBHYI [AEKOHTaMUHALMIO MOBEPXHOCTU MepeMellaemMblx MaTepuanoB. PekomeHayeTcs
yCTaHaBnMBaTb Ha [Bepu LWM3a TanMep, MO3BONSAIOWMA KOHTPONMPOBaTb Bpemsl, [AOCTaToqHOe Ans
nposegeHns 3ppekTMBHON AEKOHTaMUHALUWMK;

X) (g) BO MHOrux cnyyasx ans 6esonacHoro yganeHuss OTXOAOB M MOJAyu CTepusibHbIX NPeaMEeToB
HeobX0AMMO NCNoNb30BaTh NPOXOAHON aBTOKMNAB C ABYMS ABEPSMM.

18. (12) MMepedaTouyHble W36l U KOMHATbl ANA MepeofdeBaHVsi [OOMKHbl ObiTb  060pyAOBaHbI
GNOKMPYIOLLMMU U OPYTUMA NOAXOASLLMMW YCTPOUCTBAMU, NPENSTCTBYIOLLMMI OAHOBPEMEHHOMY OTKPbIBAHMIO
Gonee 4eM ogHoW ABepu. B komHaThl AN nepeogesaHns HeobxoaMMo noAaBaTh OTEUNLTPOBAHHLIM BO3OYX TOW
)K€ CTeneHM OUYUCTKK, YTO U ANA NPOU3BOACTBEHHbIX 30H. OHU AOMKHbI BbITh 060PYAOBAHBLI CUCTEMAMU yaaNeHNs
BO3ayxa, obecrnevnBaoLMm Bo3ayX000MeH, He3aBUCKMbIA OT MPOU3BOACTBEHHLIX 30H. MNepeaaToyHble L3kl
JOIDKHbI, Kak TMpaBuno, BEHTUNUPOBATLCA TakUM ke 06pa3oM, OAHaKo [OOMyckaeTcs MNPUMEHSITb
HEeBEHTUNMPYEMbIE LUSO3bl UNW LLM03bl, 060PYAOBaHHbIE TONBKO MPUTOYHLIMU CUCTEMAaMMU.

19. (13) Ctagmu TexHONorn4eckoro npouecca, Npu KOTOPbIX MOXET NPOU3OATU KOHTaMUHaUUS NPOoayKLUK
(HanpuMep, XpaHeHue KNeToK, MPUroTOBMEHWE Ccped, KyNbTUBMPOBAHWE BUPYCOB), OOSMKHbI BbIMOMHATLCH B
oTaenbHbIX 3oHax. Ocobas NpegoCcTOPOXHOCTL TpebyeTcst Npu paboTe C XKMBOTHLIMU U NPOAYKTaMMN KMBOTHOIO
NPONCXOXAEHWS.

20. (14) Onepauum € MUKpOOpraHu3mamu, NPOSBASIOWUMM BbICOKYIO YCTOMYMBOCTb K OE3UHMEKLMM
(Hanpumep, cnopoobpasytowwme 6akTepun), 4O UX UHAKTUBALMM AOIMKHbI BbIMOMHATECA B M30NIMPOBAHHbIX 30HAX,
cneumanbHO NpeaHa3Ha4YeHHbIX 419 NPOBEAEHMSA Takux onepauun.

21. (15) B npon3BOACTBEHHON 30HE AOMYCKAETCA OQHOBPEMEHHO NPOBOAUTL PaboThl C MUKPOOPraHn3mMmamm
TONBKO OAHOro BnAa, 3a UCKMoYEeHNEM NpoLIECCOB CMELUMBaHMSA 1 Nocneayowen hacoBku.
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22. (16) [MpousBoanTesnb AOIMKEH MNPOEKTUPOBaTb MNPOM3BOACTBEHHbIE 30HbI TakMM 0Opa3oMm, 4YTOObI
npeaycMoTpeTb BO3MOXHOCTb NpoBeAeHudA ,Cle3VIHCbeKLlMM NMPON3BOACTBEHHbLIX 30H B MNPOMEXYTKax Mexay
npon3BoACTBEHHbIMU LIMKINAaMK C UCNoNb3oBaHUEM BanngnpoBaHHbIX METOOO0B.

23. (17) OonyckaeTcs NPOM3BOACTBO MUKPOOPraHM3MOB B KOHTPONMPYEMbIX 30HaX MpWU YCIOBUM, YTO OHO
OCYLLECTBISIETCSA B MOJSIHOCTBIO 3aKPbITOM U TEPMUYECKU CTEPUIIN3YEMOM OGOPYAOBaHWUM, a BCE COEAMHEHWS!
nocrne 3aBeplleHnss paboTbl M nNepen pas3Gopkol Takke MOABEpPrawTCA TepMUYEcCKoW CTepunusaumu.
[onyckaeTca BbINOMHEHNE COEAMHEHWI Mo NoKamnbHbIM NaMUHAPHBLIM NMOTOKOM BO34yXa MpW YCNOBUM, YTO MX
KONMYECTBO OrpaHnYeHo, UCMOMb3yTCA COOTBETCTBYIOLME acenTuyeckne MeToAbl M OTCYTCTBYET ONacHOCTb
yTeuku. MapameTpbl Npouecca cTepunusaumnn, UCnonb3yeMoro nepen pasGopkoin coeMHeHWI, OOMMKHbI NPONTK
BanMaaumio 4ns Bcex UCnosb3yeMblX MUKpOOpraHMaMoB. B npegenax ogHOM 30HbI pasHble NPOAYKTbl MOryT ObiTb
3arpykeHbl B pasHble GMOpeakTopbl TONMbKO MpY OTCYTCTBUM pUCKa CIy4alHOWM NEpEKPecTHOW KOHTaMMHauuu.
OgHako paboTa ¢ MUKpOOpraHuamamu, K KOTOpbIM NpedbsBnsioTcs ocobble TpeGoBaHWsA M30NAUMKU, AOMKHA
BbINOMHATLCS TOMBKO B 30HAX, CeLmarnbHO BblAeNeHHbIX ANa Takow NpoayKLUuu.

24. (18) B nomelyeHusx AONs COAEPXKaHUS XMBOTHbIX, NPEAHA3HAYEeHHbIX AN MCMOMb3oBaHWUA (UNn
ncnonb3yembix) B NMPOM3BOACTBE, HEOOXOOAMMO MOAAEPXKMBATL PEXUM M3ONMPOBAHHOM U (MMN) YMCTOM 30HBI.
Takvne noMmeLLeHUs JOIMKHbI ObITb OTAENEHbl OT NMOMELLEHWI ANSA COOEPXXaHUA OPYruX XXMBOTHbIX. MNMomelyeHus,
rae cogepxxartcd XXMBOTHbIe, UCMOJIb3yeMble ANA KOHTPONA KadecTBa npoaykuunun (B TOM 4Hucne c npumeHeHnem
NaToreHHbIX MMKPOOPTraHN3MOB), JOJIKHBLI ObITb COOTBETCTBYOLLMM 06pa3oM U30NMpPOBaHbI.

25. (19) [octyn B NpOM3BOACTBEHHbIE 30HbI MOMYT WMETb TONIbKO PabOTHUKW, MMeKLWMne Ha 3To
paspeleHne. Heobxoanmo MMeTb ACHY M KpaTKyl0 MHCTPYKLMIO MO pexumy AOoCTyna B MPOU3BOACTBEHHbIE
30HbIl, KOTOPYIO pekoMeHayeTCA BblIBECUTb Ha CTEHE.

26. (20) JdokymeHTauusi, codepxallasi OaHHble O MNPOW3BOACTBEHHbIX MOMELLEHUSAX, AOIHKHA ObITb
[OOCTYMHOWM B cOCTaBe OCHOBHOIO OChE NMPOW3BOACTBEHHON NIOLLAAKN.

27. [JomkHa 6biTb obecrneyeHa COOTBETCTBYHOLIAA AeTanu3auus Npu OnMcaHuM MPOU3BOACTBEHHbIX
y4acCTKOB M 34aHuii (NyTem BKIOYEHUSI MMaHOB MOMELLUEHWM U MX JKCMMMKaUMKM), HasHayeHust U YCIoBUMA
MCMONb30BaHMSA BCEX MOMELLEHUI, a Takke BUOOB BUOMOrMYEcKUX areHToB, C KOTOpbIMU MpoBoAUTCA paboTa.
HomkHbl ObITb YeTko 0603HA4YeHbl TakkKe HanpaBreHWs ABWXeHWs nepcoHana v npoaykuuu. Heobxogumo
yKasaTb BUAbl KUBOTHbIX, COAEPXALLMXCA B BUBAPUSAX UMK OPYrUX NOMELLEHUSX NPOVU3BOACTBEHHON NMOWaaKku, a
Takke BMAObl paboT, BbINOMHAEMbIX BONM3N NPOM3BOACTBEHHOIO yyacTka.

28. MnaHbl U30/MPOBAaHHLIX W (MNN) YUCTbIX MOMELLEHWA U 30H AOIMKHbI codepXaTb OMMcaHWe CXEMbI
BEHTUNAUMMU C yKasaHMeM MEeCT MPUTOKA W BbITSXKKM BO34yXa, MCMOSb3yeMblX (UMbTPOB M KX creuudukalmii,
KpaTHOCTel BO3OyxooOMeHa U nepenagoB AasrieHus. HeoGxoOoumo ykasaTb, Mexay KakuMu MoMeLLeHUsIMA
npeaycMoTpeH MOHUTOPUHT nepenaga AaBrneHns C MOMOLLbH MaHOMETPOB.

IV. OBOPYOOBAHNE

29. (21) Ncnonb3yemoe o0b6opyaoBaHUe AOMKHO ObiTb CKOHCTPYMPOBAHO M CMOHTMPOBAHO TakMM 06pasom,
4YTOObI COOTBETCTBOBATbL TPEOOBAHMSM ANS KXA0ro B1uaa NpoayKumn.

30. Mepea BBOOOM 06GOpPYAOBAHUS B 3KCMIyaTaUM0 OHO AOMMKHO MPOMTM KBanuduKauuio 1 Banugauuio, a
3aTeM NPOXOAUTb PEryrsipHOe TEXHUYECKoe 0GCNyXMBaHME U MOBTOPHYH Banuaaumio.

31. (22) O6opygoBaHue pomkHO obecneunBaTb YOOBMETBOPUTENBHYIO MEPBUYHYIO  U3ONALUIO
HGuonornyeckunx areHToB. KOHCTPYKUMS 1 MOHTaX 060pyA0BaHUst [OMKHbI NpU HeobxoamMMocTu obecneunBaTtb ero
nerkyto 1 apeKTBHY0 AEeKOHTaMUHALUMIO 1 (UNK) CTepunusaumio.

32. (23) KoHCTpyKUMSA U MOHTaX 3aKpbITOro obopynoBaHus, UCMOMb3YEMOro ANs NEPBUYHON M30NALUK
OMonorMyecknx areHToB, [LOMXKHbI NpegycmaTpmBaTb MpedoTBpalleHMe yTeyek, obpasoBaHua Kanenb W
a’po3oren.

33. BBoagpbl 1 BbiBOAbI ra3oB AOMMKHbI ObiTb 3allMLEHbl TakuM 0bpa3oM, 4Tobbl obecneyvmBaTb HYXHYHO
cTeneHb U30NAUMmM, Hanpumep, NyTeM NCMONb30BaHNSA CTEPUNU3YOLWLNX MAPOGOBHbLIX PUNLTPOB.
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34. Ons nodayn unv ygdaneHus matepuanoB HEOOXOAMMO WCMONb30BaTh CTEPUIM3YEMYIO 3aKpbITyio
cucteMy Mo COOTBETCTBYIOLLME YCMOBUSA NTAaMUHAPHOTO NOTOKa BO3ayXa.

35. (24) Tpn HeobxoaMMoOCTM nNeped MCMNoNb3oBaHMEM o0OOpyLOBaHME [OIMKHO CTEPUNM30BaTbCH
NpeanoYTUTENBHO CyXMM Mapom nog AasneHveM. [pyrve metoabl NPYMEHUMbI B TOM Crlyvyae, ecrniv CBOWCTBa
obopyaoBaHUSA He OOMycKalT ero crepunusauuio napom. BaxHo He nponyctutb npu obpaboTke Takue BuAbl
06opyaoBaHUS, kak LEHTPUAYrM U BoAAHbIE BaHW.

36. OGopygoBaHue, UcMonb3yemoe ONsi OYUCTKW, pasgeneHus UM KOHLEHTPUPOBaHMS, AOJDKHO, Kak
MUHUMYM, CTEPUIM30BATLCS UMW Ae3MHMUUMPOBATLCS NpY Nepexone OT UCMONb30BaHUS OOHOMo BMAa NpoaykTa
k gpyromy. HeoGxoaumo nccnegoBaTb BNUSHUE METOOB CTEPUNU3aLNM Ha 3PdEKTUBHOCTb M BanaaLMOHHbI
cTatyc o6opyaoBaHna C Lienbio onpeaeneHnsl Cpoka ero aKkcrnmyatawuu.

37. Bce MeToabl CTEpUNMU3aLImMmn A0MKHbI OblTb BanuaMpoBaH.I.

38. (25) KoHcTpykums 00OpyaoBaHUS [OIDKHA MCKMYaTb BO3MOXHOCTb MNEpPEnyThbiBaHWUS PasfMyHbIX
OpraHM3moB UK NPoAyKToB. TpyGonpoBoabl, KnanaHbl U UnbTPbI OIMKHEI MapKMpPOBaTbLCS B COOTBETCTBUM C UX
HasHa4YeHneM.

39. N9 KOHTEMHEpPOB C WHPUUMPOBAHHLIMU M HEUHDULMPOBAHHLIMA MaTepuanamm, a Takke, Kak
npaBumno, Ans pasfnnyHbIX OpPraHM3MOB WM KIETOK HEeoOXOAMMO MCMNOoMb30BaTh OTAESNbHblE MHKYOGaTopbl.
CopepxaHne B ogHOM MHKyGaTope 6ornee OgHOro Tuna OpPraHUM3MOB UMM TWMa KNETOK LOMYCKaeTCs TONbKO B
criyyae MpUHATUS HeobXoAMMbIX Mep MO repMeTu3auuu, MOBEPXHOCTHOM OeKOHTaMWHaUUW U pasfaeneHuto
KOHTerHepoB. Cocybl C KynbTypamu 1 MPoOYMM COOEPKMMbIM AOMKHbI ObITb NPOMaPKMPOBaHbI MHOUBMAYAIbHO.
Ounctka u pesvH@EeKUMs 3TUX COCydoB M MHKyGaTopoB MOryT ObiTb 3aTpyaHeHbl M TpeboBaTb 0cCOOOro
BHMMaHWS.

40. KOHCprKLI,MFl M NopAaaokK akcnnyartaumm o6opy,u,osaHM;|, Mcnonb3yemMoro anda XxpaHeHua Bronorm4yeckmx
areHToB Unn NPoAyKTOB, AOJTMXHbI UCKIMKOYaTb noboe BO3MOXHOE nepenyTtbiBaHMe.

41. Bce xpaHsiwmecs 06pasupbl OOMKHbI UMETb YETKYH M OAHO3HAYHYIO MAPKUPOBKY M HAXOAUTbCS B
KOHTeNHepax, 3alMLLEeHHbIX OT YTeYKM. 3anackl NOCEBHbIX KyNbTyp KINETOK U OPraHn3MOB OOMKHbI XPaHUTbLCH B
cneumanbHO nNpegHa3Ha4YeHHOM obopyaoBaHUu.

42. (26) Hekotopble Bugbl obopyaoBaHus (Hanpumep, obopygoBaHue, Tpebylollee KOHTPOrs
TemnepaTypbl) OOSMKHbI ObITb OCHALLEHbl PErMCTPUPYIOWLIMMM YCTPONCTBAMM U (MMM) CUCTEMaMK CUrHanusauumu.
Bo unsbexaHne 0TKa3oB Takoro obopyaoBaHWA NMPOU3BOAUTENb OOIMKEH COBMECTHO C aHanu3oM TeHOEeHUun B
PerMcTpUpyemMbix faHHbIX OpraHM3oBaTb CUCTEMY NPOMUNAKTUYECKOTO 0BCNYKMBaHUS.

43. (27) 3arpyska nMOMUIbHBIX CYLUUIIbHBIX YCTAHOBOK [OJPKHA MNPOUCXOAWUTb B 4YUCTOM U (Mnn)
nsonupoBaHHon 30He. Onepauuu nNo pasrpyske NUMOMUITBHON CYLLIUIIBHOW YCTaHOBKU NPUBOAAT K 3arpA3HeHuto
oKpyxatowen cpegbl. B cBA3M C STUM NpM  UCMNOMb30BaHWUM  JNIMOMUIIbHBLIX CYLUWUMbHBIX YCTaHOBOK,
OTKPbIBAIOLLMXCS C OOHOW CTOPOHbI, YACTOE NMOMELLEHME OOIMKHO NPOWUTU AEKOHTaMUHAUMIO 00 NepeMeLLeHns B
3Ty 30HY OPYrod cepum NPOAYKUMMW, 33 WUCKIIOYEHVMEM CEepuii C OOUHAKOBLIMU OpraHvamMamu. [1BYCTOpPOHHME
NMOoUIbHbIE CYLUWITbHBIE YCTaHOBKU LOIDKHbI CTEPUM30BATBCS MOCME KaXAOoro LUMKNa npou3BOACTBA, €Cnu
TOJTbKO OHM HE OTKPbLIBAKOTCH B YMUCTYHO 30HY.

44. Ctepunusaums NMounbHbIX CYLLUUIBbHBIX YCTaHOBOK AOMKHA NPOBOANTLCHA B COOTBETCTBUM C MYHKTaAMU
35 - 37 Hacrtosiwero [MpunoxeHus. B cnyyae opraHusauuyM pabGoT no NPUHUMMY OTAEeSNbHbIX LMKIOB
Npoun3BOACTBa UX HEOBXOAUMO CTEPUNN30BaTh, NO KpaiiHel Mepe, Nocrne KaXaoro Lukna.

V. XMBOTHbIE N BUBAPUU

45. (28) O6wme TpeboBaHMA K COOEPXKAHWUIO XKMBOTHbIX, MOMELLEHMAM OMS HUX, yXO04y W KapaHTUHY
npuBeaeHbl B COOTBETCTBYIOLLMX HOPMAaTMBHBIX NPaBOBbLIX akTax Poccuiickon denepaumm.

46. (29) BuBapun gomxHbl 6biTb M30NMPOBaHbI OT APYIMX NMPOU3BOACTBEHHbIX NMOMeLlleHn. OHN OOMKHbI
ObITb CKOHCTPYMPOBaHbI ¢ cobniogeHnem HeobxoaMMblx TpeboBaHUA.
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47. (30) CaHnTapHOEe COCTOsIHME XXMBOTHBIX, UCMONb3yeMbIX B MPOU3BOACTBE, HEOOXOOMMO OLIEHMBATb,
KOHTponupoBaTb M perncrpmpoBaTtb. Ecnv HopmaTvBHbIMM npaBoBbiIMM akTtamu Poccuiickon ®degepaunmn
yCTaHOBMEHbI NpaBunia obpalleHns ¢ OTAENbHBIMU BUAAMMW XKUBOTHBLIX (HANPUMEp, NMUHUK XNBOTHBbIX, CBOBOOHBIX
OT NaTOreHoB), Takne npasuna AoMmkHbl cobnoaaTbCs.

48. (31) XwuBoTHble, OuonorumyeckMe areHTbl M MNPOBOAMMBIE MWCMbITAHUS AOSMKHbI OblTb  YeTKO
NOeHTUULMPOBaHbI B COOTBETCTBMM C YCTAHOBMNEHHOW cUCTEMOW BO M3bexaHue pucka nepenyTbiBaHus U C
Lienblo KOHTPOMsi BCEX BO3MOXHbIX BUAOB OMaCHOCTEMN.

VI. BESNHOEKUMA. YOANTEHNE OTXOO40B

49. (32) [esnHdekums n (Mnn) yoanenne TBepablX M XUOKUX OTXOAOB MOrYT MMETb OCOBEHHO BaXkHOEe
3HayeHMe npu NpoM3BOACTBE MMMYHOOMOMoOrMdeckon npogykuumn. B cBAsuM ¢ 3aTum Heobxooum TLlaTenbHbIN
noaxod K Metogam v obopyaoBaHuIo, UCMONb3yeMbIM AN NPpeaoTBpalLeHns 3arpsa3HeHns oKpyXatoLlen cpebl,
a TaKkke K ux Banvgauum.

VII. MPON3BOACTBO

50. (33) WU3-3a wmpokoro pasHoobpasusi NpoayKLmu, OOMbLIOro KOnMyecTBa CTagui npu NpouM3BOLCTBE
VIMMyHOGI/IOJ'IOFI/I‘-IeCKI/IX NeKapCTBeHHbIX nMnpenapaTtoB And BEeTepuHapHOro npuMMeHeHnAa W Xapaktepa
Buonornyeckmx npoueccoB ocoboe BHUMaHME HeOOXOAMMO yaensaATb CTPOroMy COBMNIOAEHMIO BannanpoBaHHbIX
TEXHOMOMMYECKNX MPOLLECCOB, MOCTOSIHHOMY KOHTPOSIIO BCEX TEXHOMOIMMYECKUX CTaguii NpoM3BOACTBA U
NpoBedEeHUIO KOHTPONsS B npouecce npoussogcTtBa. Ocoboe BHMMaHME HeobxoAMMo 06paTUTb Ha UCXOAHOE
Cblpbe, Cpefbl KyNbTUBUPOBaHNS 1 UCTMONb30BaHWE CUCTEM MOCEBHbIX KYNbTYP.

VIII. NICXOOHOE CbIPbE

51. (34) TpeboBaHUS K UICXOQHOMY ChIPbIO AOMKHbI ObITb onpeaeneHsl B cneuyndmrkaumax. Cneumdukaumm
OOIMKHbI COAepXaTb [aHHble O MocTaBLMKe, MeTode NPOU3BOACTBA, €ro MeCTe pachofyIoKEeHUs U Buaax
XXMBOTHbIX, U3 KOTOPbIX MOJSTYYEHO 3TO UCXOOHOE Chipbe, a Takke O cnocobax ero koHTponsa. OcobeHHyo ponb
UrparoT MMKPOBMONorMieckne MeToabl KOHTPONS.

52. (35) PesynbTaTbl UCNbITAHUA UCXOOHOrO ChipbsS AOMKHbI COOTBETCTBOBATbL chneuudukaumnsam. Ecnu
NpoBeAEeHNE NCMbITAHMI 3aHMMAEeT MHOIo BpeMeHu (Hanpumep, cBo6oaHbIe OT cneumnduyeckmx natoreHoB (SPF)
anua (3MOPUOHbBI) NTML), MOXET BO3HUKHYTb HeobxooumMocTb 06paboTKM WMCXOAHOro Cbipbs OO0 MONyvYeHus
pe3ynbTaToB aHanUTUYeCKUX MWCMbiTaHui. B 3Tux cnydasx nonyyYyeHne paspelleHnsi Ha BbIMYCK TFOTOBOW
NPOAYKUUN 3aBUCUT OT MOJTOXKUTENbHBLIX PE3YNbTaTOB UCMbITaHUSA UCXOAHOMO Chipbsi.

53. (36) Ocoboe BHMMaHMe HEOOXOAMMO YAENATb AaHHBIM O CUCTEME 0becrneyeHns KayecTBa NocTaBLLmKa
MNPy OLEHKE COOTBETCTBUS WCTOYHMKOB Cbipbsi M MaTepuanoB M obbeme WuchbiTaHui, Tpebyembix npu
NpOBEAEHUN BXOLHOMO KOHTPONS KavyecTea.

54. (37) lNpu Hanuuum BO3MOXHOCTU HEOOXOAMMO CTEpPUNM30BaTb WCXOLHOE Cbipb€ TEPMUYECKUM
MeTogoM. [lonyckaeTcs uCnonb3oBaTb W Apyrve BanuOUpoBaHHblE MEeTOoAbl, HanpuMmep WOoHU3MpyloLlee
n3ny4veHue.

Cpegpl
55. (38) PocToBble cBOWCTBA Cpe AOMKHbI 3apaHee NOATBEPXAATbCS COOTBETCTBYHOLLMM 0Opa3oMm.
56. (39) MNpegnoyTnTensHo, 4TOObLI Cpeabl CTEPUNN30BANMCEL HA MECTe UM Ha NUHUK. MpeanoYTUTENbHBIM
SABNSIeTCA MEeToq TepMuyeckon crepunuadauun. asel, cpedbl, KACMNOThbl, LENoYn, neHoracutenu u gpyrue
BeLLEeCTBa, BBOAMMbIE B CTEPUIbHbLIN B1opeakTop, AOIMKHbI ObiTb CTEPUNBHBIMM.

Cucrtema noceBHbIX KynbTyp U1 GaHKOB KNeToK

57. (40) Ona npenoTBpalleHUss HexenaTerbHOro M3MEHEHUSI CBOWCTB, KOTOPOE MOXEeT MpPOM30oNTH
BCeACTBME MHOTOKPATHbIX MEPEeCceBOB MM BOMbLUIOro YMcna reHepauuin, Npon3BoACTBO UMMYHOBUONOrMYECKUX
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NeKapcTBEHHbIX MpenapaToB Ans BeTepUHAPHOTO MPUMEHEHWS, MoyvyaeMblX W3 KyNbTyp MUKPOOPraHW3MoB,
KynbTyp KNEeTOK, TKaHeil UM pasmMHOXeHWEeM B 3MOPUOHAX U XKMBOTHbLIX, AO/MKHO ObiTb OCHOBaHO Ha cucTeme
MOCEBHbIX KyJIbTYp U GaHKOB KIeTOK.

58. (41) KonnyecTBo reHepauuii (yABOEHMWI, Naccaxen) Mexay NOCEBHON KyNbTYPON Unn GaHKOM KIeToK U
roTOBOW NPOAYKLMEN AOMKHO COOTBETCTBOBaTb TPEOOBAHMAM PErMCTPaLMOHHOIO JOCHE.

59. (42) MNMoceBHble KynbTypbl U BaHKM KNETOK HEO6XO0OUMO pasnmyaTb U KOHTPONMPOBATbL Ha OTCYTCTBUE
KOHTaMWHaHTOB. [ns HOBbIX MOCEBHbIX KynbTyp [AOMKHblI ObiTb YCTAHOBMEHbI KpUTEPUM NPUEMIIEMOCTMU.
MoceBHble KynbTypbl 1 B6aHKM KNETOK AOIMKHbI CO3AaBaTbCs, COAEPXKaTbCs M UCMONb30BaTbCA TakMM 06pas3om,
4yTOObl CBECTN K MUHUMYMY PUCK UX KOHTamMuHauum unu noboro nameHeHus. Npu co3gaHny NoceBHbIX KymnbTyp
nnn 6aHKOB KIEeTOK He JomnyckaeTcs OAHOBPEMeHHas paboTa B TOW e 30He Unu TOro e nepcoHana ¢ apyrumu
XXMBBIMW UMW MHPMUMPYIOLLIMMKY MaTepranamMm (HanpuMmep, BUpycamMu Uimn KNneToYHbIMU NIMHNAMK).

60. (43) Co3gaHue MNOCEBHOM KynbTypbl unn GaHka KNeTok HeoOXOAMMO NPOBOAUTL C COGMAEHNEM
YCTaHOBIEHHbIX TpeboBaHWIA K NMPOM3BOACTBEHHON cpefe Ans 3aliMTbl NMOCEBHbIX KynbTyp M GaHka KNeToK, a
Takke paboTatoLLero ¢ HUMK NepcoHara u oXpaHbl BHELLHEN OKPYXXatoLLEen cpeapl.

61. (44) MNpowncxoxgeHne, opMa U YCNOBUSA XPaHEHUS MOCEBHbLIX KyNbTyp AOIMKHbI ObiTb MOMHOCTBLIO
onucaHbl B COOTBETCTBYIOLIEN [AOKymeHTauumu. Heobxooumo umeTb [JokasaTenbcTBa CTabunbHOCTM U
BOCMNPOU3BOAMMOCTM MOCEBHbIX KYNbTYp U KreTok. EMKOCT AN XpaHeHus JOMKHbI OblTb repMETUYHO 3aKpbIThbl,
4YeTKO MapKuMpoBaHbl W XpaHuTbcA npu Tpebyemow TemnepaType. [MpousBoguTenb AOMKEH KOHTPOMMpoBaTb
YCrOBUS XPaHEHMS MOCEBHbIX KyNbTyp U KneTok. Heobxoanmo BecTu TwaTenbHbIN y4eT KaXaoro XpaHsLLerocs
KOHTeVHepa.

62. (45) K pabote ¢ matepuanoMm AoOnyckaltTcsi TOMbKO creuuansHo HasHa4deHHble paboTHukn. PaboTa
OOIDKHA NPOBOAMTBLCSA MOA KOHTPOSieM OTBETCTBEHHOro nvua. PasnuuHble noceBHble KynbTypbl U GaHKM KNeTok
HeobXxoaMMO XpaHMTb Takum 0bpa3om, 4ToObl He AonycKkaTb nepenyTbiBaHWUSA UK NePEKPECTHON KOHTaMUHaLMN.
PekomeHnayeTca pasgensaTb MOCEBHblE KynbTypbl M GaHkU KMEeTOK WM pasHble 4acTu XpaHuTb OTAENbHO BO
nsbexaHue nx NomnHoM yTparthbl.

MpyHUMNbLI paboThbl

63. (46) B xoge TexHONMoOrM4eckMx npoLeccoB HeobxoaMmo wusberatb WMAM CBOAUTH K MUHUMYMY
obpasoBaHue kanenb unu neHol. MNpoueccsl LeHTPUAYrMpoOBaHUSA U CMELLNBaHNUS, KOTOPble MOTYT MPUBECTM K
o6pasoBaHvuo Kanernb, AO0JIKHbl NPOBOAUTBCA B U3OJTMPOBAHHbLIX EMKOCTAX UMM B YNCTbIX U (VIJ'II/I) N301TIMPOBaAHHbIX
30Hax BO n3bexaHne nepeHoca XMBbIX OpraHM3mMoB.

64. (47) CnydaliHble MpONMBbI XWUAKOCTEN, OCOBEHHO coAepXXalluMX XXMBble OpraHu3mbl, Heobxoanmo
ObicTpo 1M ©GesonacHbiM crnocobom nukBMaMpoBaTb. [na  Kaxkgoro Tuna MUKPOOPraHUM3MOB — OOIDKHbI
ncnofb3oBaTbCA BanmgupoBaHHble npouenypbl OeKOHTaMUHaUnNn. |_|pl/I ncnonb3oBaHMM pasfinyHbIX LWTaMMOB
GakTepuin 0O4HOro BMAA UM OYEHBb MOXOXMX BUPYCOB NMpoLieaypa AeKOHTaMUHALUMKM MOXeT ObiTb BanuanposaHa B
OTHOLLEHMWN TOSIbKO OOHOIO U3 HUX MPWU OTCYTCTBMM CYLLECTBEHHLIX PasfiMyMil B YCTOMYMBOCTU K BO3OEWCTBUIO
OEeKOHTaMUHaL M.

65. (48) Onepauun, Bknovawwme B ceba nepemelleHMe Takux maTepuanos, Kak CTepurbHble cpeabl,
KynbTypbl UNW NPOAYKTbI, OOJPKHbI MPOBOAMTLCA B MpeaBapuUTenibHO CTEPUIM30BaHHBLIX 3aKPbITbIX CUCTEMAX.
Ecnu 3To HEBO3MOXXHO, onepaLun No NepemMeLLeHNI0 MaTepUanoB AOMKHbI NPOBOAMTLCS B lTaMUHAPHOM MOTOKe
BO3ayxa.

66. (49) OobasneHve cpen wnu KynbTyp B BuopeakTopbl M Opyrne cocygbl AOMKHO NPOBOAUTLCA B
TWATENbHO KOHTPONUPYEMbIX YCNOBUSX, 06ecrnevmBalomx HEBO3MOXHOCTb BHECEHMSI KOHTaMWHaHTOB. [lpu
[o6aBneHUu KynbTyp He06Xo0aAMMO TLLATENBHO NPOBEPSITL NPABUIbHOCTL COEAUHEHNS COCYA0B.

67. (50) MNpn HeobxogumocTun (Hanpumep, Koraa asa n 6onee hepmeHTaTopa pacnonoXxeHbl B 04HON 30HE)
oTBepcTunaA Oond 0T6opa npo6 N BHeCeHudA ,D,OﬁaBOK n coeguHuUTEelbHble 3NeMeHTbl OOJTKHbl CTeEPUNn3oBaTbCA
napom (Mocrne noacoedvHeHWs, nepen nogaden npodykta W nepen oTcoeduvHeHwem). B gpyrux cnydasx
JoMyckaeTcs Xumuyeckasi 4e3VH(EKUNS BXOAHbIX OTBEPCTUN U 3aLLMTa COEAMHEHWI MO, NaMUHAPHBIM MOTOKOM
BO34yXa.
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68. (51) ObopynoBaHne, nabopaTtopHas nocyda, BHELWHWE MOBEPXHOCTU KOHTEMHEPOB C NMpoayKUMen u
apyrme nogobHble MmaTepuansl  nepef  nepemMelleHneM U3 U30NMPOBAHHOW  30HblI  AOMXKHbl  ObITb
Ae3nHduMUmMpoBaHbl C UCMOMb3oBaHWEM BanuaupoBaHHoro metoga. Ocobyio npobnemy MoOXeT Bbi3blBaTb
BeAeHMe [JOKyMeHTauum Ha cepuio Npoaykumu. Tonbko abComnmioTHbIA MUHUMYM OOKYMEHTauuu, Heobxoammow
ansi cobnogeHus TpebosaHun HactoAwmx MpaBun, gomkeH nocTynaTe B pabouyyto 30HYy u nokuaaTb ee. [Npu
ABHOW KOHTaMuMHauuu (HanpuMmep, KannsgMuv WnM aspo3onsMu) WM MpU  UCNOSMb30BaHUU  3K30TUYECKUX
MWKPOOPraHn3MoB OymaxHas AOKYMeHTauus OOofkHa Ae3nHMUMPOBAaTbCA B LUMO3€ ANA NepemeLleHuns
obopynoBaHus unu nepegasaTbCs C UCMONb30BaHMEM POTOKONUN UK dakca.

69. (52) Xwugkve wnu TBepable OTxXoAdbl, TakMe Kak cKoprflyna nocre oTbopa matepuana u3 s,
ofHOpa3oBble OyTbiNM ANs KynbTyp, HeXenaTemnbHble KynbTypbl WM Guonorvdeckue areHTtbl, Heobxoanmo
CTEepunM3oBaTtb UM gesvHdbuuMpoBaTh nepen vx yaaneHueM u3 U3oNMpoBaHHOWM 30HbI. B HEKOTOpbIX crny4dasix
npueMneMbIMKU CYMTAKOTCA W ApYyrMe MeToApbl, Hanpumep WCMNOofb30BaHWE TePMETUYHbIX KOHTEMHEPOB WU
Tpy6onpoBoaoB.

70. (53) MNpomnsBogmMTeENnb OOMKEH OCYLLECTBNATL TLWATEMNbHbBIN KOHTPOSb TOro, YTOObI B NPOVM3BOACTBEHHYHO
30Hy nonaganu TONMbKO Te npeaMeTbl, Martepuarnbl, B TOM 4uCrie OOKYMEHTauusl, KOTOpble OTHOCATCSA K
Npon3BOaMMON NpoayKumKn. [inst KOHTPONA 3a COOTBETCTBMEM KONMMYECTBA BHOCUMbIX M BBIHOCUMbIX NPEAMETOB U
MaTepuanoB BO M30exaHue MX HakomnneHust B NPOU3BOLACTBEHHOM MOMELLEHMN OOSPKHA AENCTBOBaTb CMCTEMA
yJyeTa.

71. (54) TepmocToiikme npeameTbl M MarTepuanbl [OOMDKHbI MOCTynaTb B YUCTYIO WU YUCTYIO
M30TMPOBAHHYKD 30HY Yepe3 MPOXOoAHble aBTOKNaBbl UMM CYyXOXapoBble MNeYun. quCTBI/ITeJ'IbeIe K Harpesy
npeamMeTbl U MaTepuanbl OOJDKHbI MNOCTynaTb 4Yepes BO3ﬂyLIJHbIl7I L3 C 6J'IOKI/IpyeMbIMVI aoBepamMu, rae aTu
npegmeTbl U MaTepuanel noasepraTca aesvHdekunn. [lonyckaetca cTepunusaums npegMeToB U MaTepuanos B
OPYroM MecTe, ecriv OHM MOCTYMNakT 4vepes3 L3 B OBOMHOW 0bornovke ¢ cobniogeHnem HeobXoauMMbIX Mep
NpPeLoCTOPOXHOCTH.

72. (55) MNpounsBoanTens JOMKEH NPUHUMATL COOTBETCTBYIOLLME Mepbl NPEAOCTOPOXKHOCTM BO nsbexaHve
KOHTaMMHaUUM wnu nepenyTbiBaHUs KynbTyp KMNeTOK WM MUKPOOPraHM3MOB Ha MPOTSHKEeHUW nepuoaa
nHky6aumn. Heobxoaumo yTBepAWTb METOAMKY OYUCTKM U AesuHdekumn nHKybaTopoB. KoHTelHepbl,
Haxogdwmecs B MHKybaTopax, AOMKHbI ObiTb YETKO M TLATENbHO MapKMpOBaHbI.

73. (56) B ogHOM nomelleHMM donyckaeTcs OAHOBPEMEHHOEe MpOoBeAeHWe onepaumi TOMbKO C O4HUM
XMBbIM GUOMOrMYECKUM areHTOM, 3a MUCKIIOYEHUEeM onepauui No CMeLLMBaHUIO 1 nocneaytolen dacoBke Unm
Npu UCNONb30BaHUM MOMHOCTbLIO 3aKPbITbIX CUCTEM. B npomexyTkax mMexay onepaumsmu ¢ pasnnyHbIMU XUBbIMU
6ronornyeckMmn areHTamm NPoON3BOACTBEHHBIE MOMELLEHNS OOMKHbLI NPOXOAUTb Ae3MHAEKLMIO.

74. (57) TlpoaykTbl AOMKHBbI MHAKTUBMPOBATbCA nNyTeM AobaBneHus MHakTMBaTopa C nocneaytoLum
TWwarenbHbIM NnepemelumBaHuem. Nocne 3Toro cMecb OMMKHa NEPEHOCUTLCS BO BTOPOW CTEPUIbHBIM COCyA, 3a
NCKIMIoYeHVeM crnyyaes, korga hopma v pasmep cocyaa No3BOSSOT ero fierko nepesopavmBaTb W BCTPAXMBATD
Takum o0b6pa3om, u4TOObl BCE BHYTPEHHME MOBEPXHOCTM CMavMBaruCb KOHEYHOW CMECbi KymnbTypbl U
MHaKTuBaTopa.

75. (58) Cocyapbl, cogepxaliue MHAKTUBMPOBAHHLIV MPOAYKT, HEe JoMNycKaeTcs OTKpbiBaTh. M3 aTnx cocynos
Takke He pJonyckaetcs oToupaTb NpoObl B 30Hax, rge cogepXartcs XuBble Ouonorvyeckue areHTbl. Bcro
nocneayLlyto 06paboTKy MHAKTMBMPOBAHHbBIX MPOAYKTOB HEOOXOOUMO NPOBOANTL B YACTLIX 30HAX KNnaccoB A U
B vinn B 3akpbiTom o6opyaoBaHMu, cneumanbHO npegHa3Ha4YeHHOM ANst MHAKTUBMPOBAHHBIX NMPOAYKTOB.

76. (59) Heobxogmmo ypenstb ocoboe BHMMaHWe Banvauum MeETOOOB CTepunu3aumu, OesuHdekumu,
yAaneHusi BUpYCOB M UX MHAKTUBALIMMN.

77. (60) HanonHeHne OOMKHO NPOBOAUTLCS B TEYEHME KaK MOXHO Bonee KOpOTKOro MpoMEXyTKa BPEMEHM
nocrne 3aBepLUeHUs MPOU3BOACTBEHHbIX onepauuin. EMkocTn ¢ HepacdacoBaHHOW npoaykumen OO Hadvana
onepauun HamnosfiHeHWUs OOMKHbl OblTb rEePMETUYHO 3aKPbITbl, COOTBETCTBYIOLMM 06pa3oM MapKMpoBaHbl U
XPaHWUTBCA MPW YCTaHOBMEHHbIX TEMMNepPaTypPHbIX YCIOBUSIX.

78. (61) lMpousBoguTens OomkeH paspaboTaTb CUCTEMY, 0OEcneyvMBalolLyl0 KOHTPOSib LIENOCTHOCTU U
repMeTn4HOCTM YNaKOBOK Nocrie HanosfiHeHuA.
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79. (62) dnakoHbI, cogepxaliue X1Bble BUONOrMYeckme areHTbl, JOJMKHbI ObITb 3aKPbITbI KPbILLKAMWU TaKnM
obpasoM, 4TOObI WCKMOYUTL BO3MOXHOCTb KOHTaMMHaUMWM APYron MNpogykumuv Wnm MNPOHUKHOBEHUE XKMBbIX
areHToB B Apyrune 30Hbl NN BO BHELLIHIOK cpeay.

80. (63) Mexagy HamMoONHEHWEM MEPBUYHBIX YMAKOBOK, WX MapKMPOBKOW M YMAKOBKOW MO Pa3fMYHbIM
MpUYMHaM MOXeT NPONTU OMpederneHHbI MPOMEXYTOK BpemeHw. [lpounssoguTens [OOMKEH YTBepauTb
npouenypbl, ONUCbIBaloLWMe MNOPSOOK XPaHEeHWs HeMapKUPOBaHHbLIX KOHTEMHEpPOB AN npefoTBpalleHns
BO3MOXHOCTM MX MepenyTbhiBaHUs M obecneunBalolime Hagnexaiwime ycrosusi xpaHeHus. Ocoboe BHUMaHWe
HeobXoAMMO yAensiTb XpaHeHWo TepMonabunbHOW U CBETOYYBCTBUTENbHOW npoaykumu. [MpoussoanTens
OOIDKEH YCTaHOBUTL TpeboBaHMA K TemnepaType XpaHeHus.

81. (64) Ha kaxxgon TeXHONorm4yeckom crtagum HeobXxoauMOo MPOBOAUTH COMOCTaBMEHUE (PAKTUYECKOrO U
OXMAAeMOoro Bbixoda Npoaykumn. Bce cylecTBeHHbIE OTKMOHEHMS OOIMKHbI ObITh paccneaoBaHsbl.

IX. KOHTPOIb KAYECTBA

82. (65) B obecneyeHnn cTabunbHOCTUN Ka4yecTBa MMMYHOBNOMOMMYECKMX NIEKAPCTBEHHbBIX CPeACTB 0coboe
3HaYeHne MMeeT KOHTPONb B Mpouecce Npous3BoacTea. Buabl KOHTPONS, KOTOpble MMEKT peluatollee 3HayYeHue
ONA OUEHKM KayecTBa (Hampumep, KOHTPOSib Ha OTCYTCTBUE BUPYCOB), HO He MOryT ObiTb MNpoBedeHbl B
OTHOLLEHMWN FOTOBOW NPOAYKLUNN, LOIMKHbI BEINOMHATLCS HA O4HON 13 NPEALIECTBYIOWMX CTaAMin Npon3BoaCTBa.

83. (66) [nsi MOBTOPHOro NpPOBEOEHUS KOHTPONsS KadecTBa Cepun MNpoaykuuMm Wnn nogTBEPXAEHMS
pe3ynbTaToB TAKOro KOHTPOSS MOXET BO3HMKHYTb HEOOXOOUMOCTL XpaHeHUs 4ocTaToyHoro obbema obpasuoB
NPOMEXYTOYHbIX NPOAYKTOB MNP COOTBETCTBYHOLLINX YCNOBUSAX.

84. (67) MoxeT BO3HWKHYTb HEOOGXOAMMOCTb HEMpPEepPbLIBHOrO KOHTPONS NapamMeTpoB B Xode npouecca
MpoM3BOACTBA (HanpumMep, HeMpPepPbIBHOTO KOHTPOSS (hU3MYECKUX NapaMeTpoB B Xo4e hepMeHTaumm).

85. (68) lNpun HenpepbiBHOM KynbTUBMPOBaHWM Ouonormyeckon npoaykuum Heobxoammo cobntogatb
cneumanbHble TpeboBaHUSA K OpraHn3aLumn KOHTPOIS Ka4ecTBa NPOayKUMK.

Mpunoxexne N 6
K MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

NMnPOU3BOACTBO MEOANLUMHCKNX TASOB
[. MPNHUMN

1. Hactosiwee lNpunoxeHune perynmpyeTt NpoM3BOACTBO ra3oB Kak hapmMaueBTnieckux cyoctanumi (PC) un
npon3BoACTBO rasos And MeOUUUHCKOro npuMeHeHus (,qanee - MeauuuHcKue FaSbI). |_|pOI/I3BO,D,CTBO
MeOUUMHCKNX Ta30B, OTHOCALWMXCA K JieKapCTBEeHHbIM cCpeacTeam, HeO6XOD,VIMO OCyLLEeCTBIATbL COrnacHo
COOTBETCTBYIOLLUM HOPMaTUBHBIM NpaBoBbIM aktam Poccuickon ®enepavmn.

2. HacTtosiwee lMNpunoxeHne He pacnpoCTpaHsieTcsl Ha MnonyYyeHue U obpalleHne MeauUMHCKMX ra3oB B
MEAMLIMHCKNX OpraHn3aLmusx, ecrv Takoi NpoLecc He ABMAETCA NPOMbILLNEHHbIM NPOU3BOACTBOM.

3. PasrpaHunyeHne mexay npoussoactesom ®C 1 NpPOM3BOACTBOM eKapCTBEHHbIX NpenapaToB AOIIKHO
OblTb YETKO OMpeAerieHo B KaXaoM perMcTpaumoHHom gocbe. OObIMHO CTaguv NMpPouM3BOACTBA U OYMCTKU ra3oB
oTHocATCA K npoun3BoacTBy OC. a3kl OTHOCATCS K JlEKAPCTBEHHBIM NpenapaTamM ¢ MOMEHTa NepBOro COXpaHeHus!
rasa, npefHasHa4yeHHoro AN Takoro UCMonb30BaHUS.

4. B MCKNIOYNTENBHbIX Cny4dadx HenpepbiBHble MNpouecChbl, raeé HEeBO3MOXHO MNPOMEXYTO4YHOE XpaHeHune
rasa Mmexay npom3sonCcrtesoM dC npon3BoACTBOM J1€EKapCTBEHHOro npenaparta, HeobxoaMMo paccmaTpuBaTb
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Kak MpoV3BOACTBO JIeKapCTBEHHbIX MPenapaToB, YTO AOSMKHO OblTh YETKO YKa3aHO B PerMcTpaLMoHHOM OOChe.
Il. TPOV3BOACTBO MA30B KAK ®PAPMALIEBTUYECKMX CYBCTAHLINW

5. Ma3sbl kak hapMauleBTUYECKNE CyOCTaHUMM MOryT BbiTb NPOM3BEAEHbI MYTEM XMMUYECKOrO CUHTE3a U
N3 HaTyparnbHbIX UCTOYHMKOB, B TOM YUCIIE MYTEM UX OYMCTKM (Hanpumep, Ha 3aBofax Mo BbIAENEHMWIO ra3oB U3
BO34yxa).

6. (1) I'Ipowssop,menb OOJDKEeH OCYLEeCTBINATb TeXHOorn4eckme npoueccol nosfiy4eHna ra3oB ykadaHHbIMU
Bbille crnocobamu B COOTBETCTBUN C Tpe6OBaHl/|F|MVI rnasbl IV HacToawmx I'IpaBMn, npn 3TOM:

a) (a) TpeboBaHuA K MCXOOHOMY Cbipbld AnA apmaueBTudeckux cybctaHumm (nyHkTel 400 - 421
HacTtoswmx [MpaBun) He NpuMMEHUMbl K MPOM3BOACTBY (papmaueBTUYecKnx cybcTaHumi - rasoB MeTOAOM
pasgeneHuns Bosdyxa (0gHako nNpousBoauTenb AOIDKEH rapaHTUpOBaThb, YTO Ka4eCTBO MCMOMNb3yeMoro Bo3gyxa
COOTBETCTBYET YCTaHOBIIEHHOMY W M3MEHEHWS KayecTBa BO3dyXa M3 BHeLHel cpedbl He OyayT okasbiBaTb
BMMSAHWE Ha Ka4eCTBO ras3os, NPon3BoAMMbIX kak PC);

©) (b) TpeboBaHna kK HENPEPLIBHOMY M3YYEHUIO CTAabUNBHOCTU ra3oB Kak dhapmaueBTUYecKnx cybctaHumn (
nyHkTbl 497 - 503 HacToAwwmx Mpasun), OCyLEeCTBASAEMOMY C Lenbio NOATBEPXKAEHNS YCNOBUN XPaHEHNSI U CpOKa
rooHOCTU UNW AaTtbl NOBTOPHOrO KOHTponsa (NyHKTbl 487 - 490 HacTosAwwmx Npasun), He NPUMEHSIOTCA B cny4yae,
ecnm Onsg nepBUYHOIO U3y4YeHWUst CTabunbHOCTM ObINMM MCMOMb30BaHbl AaHHbIE, COAEPXALLMECs B Hay4yHOW
nuTeparype;

B) (C) TpeboBaHMA K KOHTPOMbHbIM U apxumBHbIM obpasuam (nyHkTbl 508 - 510 HacToAwmx lMpaBun) He
NPUMEHSIOTCA K rasam KkKak dapmaueBTU4eckuM cybCcTaHuMAM, ecnv HOPMaTUMBHbIMW MNPaBOBbIMU  aKTamu
Poccuiickon ®eaepaLmm He NpeycMOTPEHO UHOeE.

7. (2) [TpoussoguTenb JOSMKEH NPOBOAUTbL MOCTOSAHHBLIA  MOHWTOPUHI  KayecTBa rasoB  Kak
dapmaLeBTMHECKMX CyOCTaHLMA, NPOM3BOANMbIX HEMNpPepbIBHbIM METOAOM (HanpuMep, pasgeneHvem Bo3ayxa).
PesynbTaTbl MOHUTOPYHIa HEO6XOAMMO XPaHUTb B BUAE, NO3BOSSIOLLEM OCYLLECTBAATb OLEHKY TEHOAEHLUNNA.

8. (3) (a) YcnoBusi TpaHCMOPTMPOBKM W [OCTaBKM HepacdacoBaHHbLIX ra3oB Kak dhapmaueBTUYECKUX
cybcTaHumnin OMKHBI COOTBETCTBOBaThL TpeboBaHNAM, YCTAHOBMEHHbIM NS MeOULMHCKMX ra3oB (MyHKTbl 29 - 31
HacTosLero MNpunoxeHns);

9. (b) Onepauum HanonHeHuss 6anIOHOB WM MNEPEHOCHBIX KPUOrEHHbIX EMKOCTEN rasamu Kak
dapmaueBTMYecCkuMn  cybCcTaHuMsMM  HeoOXOAMMO  MNpoBOAWTL B COOTBETCTBMM C  TpeboBaHuAMW,
YCTaHOBMEHHbIMU ANA MeauumMHCKux rasoB (nyHkTol 32 - 48 HacToswero [NpunoxeHus), n TpebosaHuamuU,
yCTaHOBMNEeHHbIMU NyHKkTamu 450 - 469 HacToAwwmx Mpaswun.

1. NIPOM3BOACTBO MEAVLIMHCKMX TASOB

10. MpounsBOACTBO MEAMLMHCKMX rasoB, Kak MpaBwuiio, OCYLLECTBISETCS B 3akpbiToM obopynoBaHuu. B
CBA3M C 3TUM PUCK KOHTAMUHaLMW OaHHOW NPOAyKLUM U3 NPOU3BOACTBEHHOW Cpeabl SIBMSIETCS MUHUMATbHBIM.
OpHako cyLlecTBYeT PUCK KOHTaMUHALMKU WU NEPEKPEeCTHOW KOHTaMUHauuWM ApYrMMU ra3amu, 0COGEHHO npwu
NOBTOPHOM UCTONb30BaHNN EMKOCTEN.

11. (4) TpeboBaHus, NpMMeHsieMble K BanmnoHaMm, Takke pacnpoCTPaHAKTCA Ha rpynnbl (CBs3KK) 6annoHoB
(3a MCKnoYeHNEM criy4yaeB XpaHeHUs U TPAHCMOPTMPOBKM B CneunanbHbIX KOHTEHepax).

MepcoHan

12. (5) NepcoHan, 3aHATLIN B NPOM3BOACTBE U peannsaumm MeauuUmMHCKNX ra3oB, OOMMKEH NponTn obydeHne
Nno opraHusaumn Npon3BoACTBa WU KOHTPOMA KayecTBa NekapCcTBEeHHbIX CPeACcTB NPUMEHUTENTbHO K AaHHOMY BUAY
npoaykuun. I‘IepCOHan OOJDKEeH 3HaTb KPUTUYECKU BaXXHble aCnekTbl U BOSMOXHYIKO OMACHOCTb J1eKapCTBEHHbIX
npenapaToB B Buae MeAULMHCKUX ra3oB. Boautenu, ocyliecTBRsiOLME NepeBO3KY MEOULUHCKUX ra3oB, Takke
OOIMKHbI MPONTK COOTBETCTBYIOLLEE O0YyYeHMe.

13. (6) MNepcoHan npuBnekaembIXx NO OOrOBOPY WCMOMHUTENEN, KOTOPbIN MOXeT oKa3aTb BMWSHWE Ha
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Ka4yecTBO MeOULMHCKMX ra3oB (Hanpumep, NepcoHarn, OCyLLECTBSIIOWMIA TeXHUYeckoe obcnyxmnsaHue 6annoHoB
UK KnanaHoB), AOSMKEH MPONTN COOTBETCTBYHOLEE 0byYeHNe.

MomelyeHns n obopynosaHue
MNomelleHns

14. (7) BannoHbl W NEepeHOCHble KPUOreHHble €EMKOCTW HeobxoaumMo npoBepsTb, NOAroTaBnMBaTh,
HanonNHATbL M XpaHUTb B 30HaX, OTAENEHHbIX OT 30H paboTbl C HeMeauUMHCKMMU ra3amn. 3anpeliaeTcd obmeH
6annoHamMv 1 NePeHOCHbIMU KPUOTEHHBIMU EMKOCTAMW MeXay 3TUMKU 3oHamu. OQHaKo B OOHMX U TeX XKe 30Hax
AornyckaeTcss KOHTPOMb, MOArOTOBKa, HanofIHEHWE U XpaHeHUe MeAMLMHCKUX U HEMEOULMHCKMX rasos, ecriv
TpeboBaHNA K HEeMeQUUMHCKMM rasam COOTBETCTBYIOT TpeboBaHMAM K MeauWUMHCKUM rasam, a
NMPON3BOACTBEHHbIE Onepauun ¢ HeMeaULMHCKUMW rasaMy OCYLLEeCTBNSIOTCS B COOTBETCTBUM C TpeboBaHMAMU
HacTosAwwmx Npaswun.

15. (8) MNomelleHNs, B KOTOPbIX BbIMOSHAIOTCA onepaluu no nNpov3BOACTBY, NPOBEAEHUIO UCNbITAHUIA U
XpaHEeHV0 MEAMLIMHCKMX ra30B, AOMKHbI MMETb JOCTAaTOYHYH NIiolaab 118 UCKIIOYEHMS pUcKa NepenyThiBaHWS.
MnaHnpoBka NoMeLLeHUn JormkHa obecneyvmBaThb:

a) (a) oTaenbHble MapKUPOBaHHbIE 30HbI AN Pa3NUYHbIX ra3os;

0) (b) ogHo3HayHOe 060O3HauyeHWe K pasgeneHne nycTbiXx GannoHOB M (MNKN) NEPEHOCHBLIX KPUOFEHHbIX
€MKOCTEN, a Takke GannoHOB U (MnM) NEPEHOCHbLIX KPUOTEHHbIX eMKOCTEN, HaxoOsLWMXCsl Ha pasHblX cTagusix
npousBoacTBa (Hanpumep, "oxupgaeT kKoHTpons", "oxugaeT HanonHewusa", "kapaHTuH", "paspeLuen”,

"3abpakoBaH", "roToB K OoTnpaske").

16. Cnocobbl pasgeneHus 3aBUCAT OT xapakTtepa, obbemMa M CNOXHOCTU TEXHOMOrM4eckoro npouecca.
Mepamu no pasgeneHunto MoryT ObiTb 30HbI C pa3MeTkaMu Ha nosy, Neperopoakun, 6apbepbl, 0603HaYEHUs.

17. (9) NMycTble 6GannoHbl U (MNN) NEPEHOCHBIE KPUOTEHHBIE EMKOCTM MOCME COPTUPOBKN UMM TEXHUYECKOTO
obcnyxvMBaHUS 1 HanoNHeHHble 6annoHbl U (MNKN) NePEeHOCHbIE KPUOreHHbIE EMKOCTM HEOOXOAUMO XpaHUTb Noj
HaBecamu, 3awWwuarnluMMM MX OT HebnaronpuATHbIX MOrodHbIX YCroBUW. HanonHeHHble 6anmoHbl 1 (Mnw)
nepeHoOCHblE KPUOreHHble eMKOCTM HeoBX0OUMO XpaHUTb B YCINOBMUSX, rapaHTUPYIOWMX UX AOCTaBKY B YMCTOM
BUAE, OTBEYaIoLLEM YCNOBUSAM UX UCNONb30BaHUS.

18. (10) TpoussoagmTenb pomkeH obecneymBaTb OcCOOble YCNOBUS XpaHeEHWs,, COOTBETCTBYHOLLME
TpeboBaHVAM perncTpaumMoHHOro Aocbe (Hanpumep, AN rasoBbiX CMeCen, B KOTOPbIX MPONCXOAUT pasgeneHve
has B cnyvyae 3aamopaxuBaHus).

O6opynoBaHue

19. (11) ObopynoBaHMe OOMKHO ObITb CNPOEKTUPOBAHO TakMM obpa3om, 4YTOObl rapaHTUpPOBaThb, YTO ras
HaMnoOsHSAETCSs B COOTBETCTBYHOLWMN KOHTeMHep. Kak npaBuno, He [AOMKHO ObiTb COEOUHEHUA Mexay
TpybGonpoBogaMu, Mo KOTOPbIM MPOXOOAT pasfnuyHble rasbl. B cnyyae ecnu Takve coeguHeHUsi HEOOXOAMMbI
(Hanpumep, obopyanoBaHWe, NCMOMb3yeMoe A11s1 HaNoSIHEHUS CMECSMM ra3oB), NPOU3BOAUTESNb AOMKEH NPOBECTU
COOTBETCTBYIOLLYIO KBanuuKauuio Ansi rapaHTMM TOro, YTO OTCYTCTBYET PUCK MEPEKPECTHOM KOHTaMMHaLUn
pasHblMK razamu. B pgononHeHve k AaHHOMYy TpeGoBaHWIO pacrnpefenuTerbHble KOMMeKTopbl AOMKHbI ObiTb
obopyaoBaHbl CNeLUNMOUYECKUMN COEANHUTENBHBIMU 3fleMeHTamMu. Ecnv HOpMaTUBHBIMU NPaBOBLIMU akTamu
Poccuiickon ®enepaummn yctaHoBREHbl TpeboBaHUS K UCMONb30BaHUIO pacnpeaenuTenbHbIX KOMMEKTOPOB U UX
coeauHeHU ¢ knanaHamu 6annoHoB, Takue TpeboBaHUS OOSMKHbI cobntogaTtbes. Mcnonb3oBaHne Ha OOHOM
NPOM3BOACTBEHHOM y4YacTKe COeAMHEHWA, COOTBETCTBYHOLLMX pPasfMyHbIM CTaHAapTaM, HEOOX04MMO TLlATENbHO
KOHTPONMpOBaTb, TaK e Kak U MUCMOoNb3oBaHWEe aganTepoB, MPUMEHEHUE KOTOPbIX HEOOBXOAMMO B HEKOTOPbIX
cryyasx coefMHEHNs CreLndUYEecKMX CUCTEM HaNOMHEHWS.

20. (12) PesepByapbl 4N XpaHEHUS W MNEPEABWKHbIE LUUCTEPHbl AN [OOCTaBKM [OOSMKHbl  ObITh
npegHasHayeHbl TONbKO AN OAHOrO BMAa rasa onpedeneHHoro kadectesa. MeguuuHckue rasbl gonyckaeTtcs
XPaHUTb UK TPaAHCNOPTMPOBAaTL B TEX Xe pe3epByapax, YTO U aHarnorMyHble HeMeaULMHCKME rasbl Npy ycrnoBuu,
YTO Ka4yecTBO MOCMNEOHMX, MO KpalHEN Mepe, 3KBUBAIEHTHO KavyecTBY MELMLUUHCKMX rasoB, U cobmnioparTcs
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TpeGoBaHua HacToAwwmx MpaBun. B Takux criyyasix NpPOM3BOAUTESNb AOITKEH OCYLLECTBISATb U AOKYMEHTarbHO
0hOpMUTL NpoLeAypY YNpaBreHns puckamu.

21. (13) O6was cuctema pacnpefeneHust rasa C KONneKkTopamu MeAWLMHCKOrO U HeEMEeOULUHCKOro
HasHa4yeHus1 JoMycKaeTCcs NULb NpU HanMyMM BanMaupoBaHHOrO MeToda HegonylleHnss obpaTHOro NoToka rasa
N3 HEMEONLNHCKOWN CUCTEMbI B MEONLMHCKYHO.

22. (14) TlpowusBoauTenb [OOMKEH WMMETb KOMMEKTOPbl HamofnHeHusi, npeaHasHadeHHble And OLHOro
MEOUUMHCKOTO rasa Wnu Ansi onpedenieHHoW CMecu MEeAMLMHCKMX rasoB. B ucknountenbHbIX criydasix
JonyckaeTca HanorHeHuMe TrasoB ANns  ApYyrux MeauuMHCKUX Uened € UCMOoSb30BaHWeM  KOMIeKTOpOoB,
npedHasHayYeHHbIX AN MeOMUMHCKMX T[a30B, €CnvM [oKa3aHa Takash BO3MOXHOCTb WM TakoW npouecc
KOHTponupyeTcs. B aTux cnyyasx KkadecTBO HEMEeOMUMHCKOro rasa [OMKHO ObiTb, MO KpanHen Mepe,
3KBMBANEHTHbIM Ka4YeCcTBY MEOMLMHCKOrO rasa M [OO0SMkHbl cobniogatbea TpeboBaHusa Hactoawmx [paswun.
HanonHeHue JomKHO NPOM3BOANTBLCA MO NPUHLIMMY OpraHu3auumn LMKNoB NPOn3BOACTBA.

23. (15) PaboTbl MO pPemMoOHTy M TEeXHUYECKOMY OOCnyXmBaHUIO OOOpPYyAOBaHUA (BKMOYAS OYMCTKY U
NMPOAYBKY) He AOMKHbl BRMATb Ha KayecTBO MeAMUMHCKMX ra3oB. B 4acTHocTW, npousBoauTenb [OOSKeH
paspaboTtaTtb U [OOKYMEHTarbHO OQOpPMUTL MEPONPUSTUS, MNPOBOAMMBbIE MOCHE PEMOHTAa W TEXHUYECKOro
obcnyXmMBaHWs!, CONMPOBOXOAIOLLMXCS pasrepMeTusaumen cuctem. NpomnssognTtensb OOMKEH rapaHTUpPOBaThb, YTO
obopynoBaHne cBob6OAHO OT MOOOK KOHTaMMHaLMKU, KOTOpas MOXET oKa3aTb BMMSHWE Ha Ka4eCcTBO FOTOBOMO
npoaykTa Ao ero Bbinycka. [NponsBognTens AOMKEH XpaHMTb 3anvcK O MPoOBEAEHHbIX paboTax.

24. (16) [TlpomssoguTtenb [ormkeH paspabotaTtb UM OOKYMEHTanbHO odopMnTb  npoueaypebl,
OCyLLEeCTBMsieMble NpW BO3BpaTe UWUCTEPHbl Ha Yy4yacTok paboTbl C MeaUUMHCKUMW rasamu  nocrne
TPaHCMOPTUPOBKM HEMELMLIMHCKOIO ra3a B YCIOBUSAX, yKasaHHbIX B NMyHkTe 20 Hactoswero MNpunoxeHus, wunm

nocne OI'IepaLI,VIﬁ no TEeXHUYeCKOMY OGCJ’Iy)Kl/IBaHVIIO. Takas npouenypa AOOoJPKHa BKIKYaTb aHallmMTudeckue
ncnbiTaHnA.

[okymeHTaums

25. (17) [daHHble, BKIOYEHHbIE B [AOCbE Ha KaXAyl CEepuio HamofHEHHbIX GannoHOB (MepeHOCHbIX
KPVMOTEHHbIX €MKOCTEN), AOMKHbl MO3BOMSATb MpocrneauTb MHgopMauuio 060 BCEX OCHOBHbIX MapameTpax
COOTBETCTBYIOLUX CTaAUNA HAMOTHEHWS OIS KaXKOoro HanorTHeHHOro 6annoHa.

26. [lJocbe Ha ceputo OOIMKHO coaepaTb CrneayoLLyo MHopMaLuuio (eCnu 3To NPUMEHNMO):

a) (a) HaMMeHOBaHWe NPOAYKLMM;

©) (b) Homep cepuu;

B) (C) 4aty n BpeMsi NpoBeAeHMs onepaLmm No HanoMHEHWIO;

r) (d) nepcoHan, BbIMOMHSABLUMIA OCHOBHbIE CTaguu npouecca (HanpuMmep, OYUCTKY TNUHWA, MPUEMKY
MaTepuasnoB, NOArOTOBKY JINHWIA HAMOJTHEHWS, MPOBEAEHNE HAMOITHEHWS);

a) (e) ccbinky Ha Homep(a) cepum(uin) rasa(oB), KOTOPLIA UCNONBb30OBANCA AN Onepauuin No HanofHEHMWIO
cornacHo nyHkTy 32 Hactoswwero NMpunoxeHus, BKMNoYas ero ctaTtyc (paspeLueHne K HanomnHeHuo);

e) (f) ucnonesyemoe obopygoBaHue (HanpUMep, KONMNEKTOP HaMOMHEHNS);

X) (g) konunuyectBo 6GanmoHoB M (MNKN) NEPEHOCHBIX KPUOTEHHbIX €MKOCTEN [0 onepaumu HanofHEHWs,
BKITHOYAs NAEHTUDUKALMOHHBbIE AaHHbIE KaXXA0W eMKOCTU U ee reOMeTpUYECKnii 06beM;

3) (h) onepauuu, BbINONTHEHHbIE A0 HANonHeHus (MyHKT 41 HacTodAwero Mpunoxexus);

I/I) (I) Krnto4yeBble napamMmeTpbl, HeobxoauMble Ans noateepXxaeHna npaBuUbHOCTU NpoBegeHna onepauum no
HaNOJMTHEHUIO NPpU CTaHOAPTHbLIX YCIOBUAX]

K) (j) pesynbTaTbl COOTBETCTBYIOLLUMX MPOBEPOK, rapaHTUpYOLWMX, 4YTO 6annoHbl u (MnNun) nepeHocHble
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KpMOreHHbIe eMKOCTY ObINM HamnosHeHbI;
n) (k) obpaseL, aTUKETKU cepuu;

M) (1) cneuncmkaumnio nekapcTBEHHOINO CPeACcTBa M pe3ynbTaThl KOHTPONSA KadecTBa (BKOYas CCbINKU Ha
TeKylLiee coCTosiHUe KannbpoBkM 06opyaoBaHUs, UCNOMb30BAHHOIO B XOA€E UCMbITaHUi);

H) (M) KONMUYECTBO 3abGpakoBaHHbIX GANMOHOB U (UMW) NEPEHOCHBIX KPUOFEHHBIX EMKOCTEN C NPUBEAEHNEM
UX UHOVBUAYANbHbIX UOEHTUMUKALMOHHBIX AaHHbIX M MPUYUHBI 326paKkoBKY;

0) (n) nogpobHble cBeaeHMa 060 Bcex Npobnemax U OTKNOHEHUSX, YTBEPXKAEHHOE pa3pelleHne Ha nboe
OTKINOHEHME OT UHCTPYKLUUIN MO HAaNoSTHEHMIO;

n) (0) paspeLLeHne ynosTHOMOYEHHOTIO NMLA Ha BbIMYCK CEPUU C NPOCTaBNEHHBIMW AATOW U NOAMNUCHI.

27. (18) TlMpousBoauTenb AOOMKEH XpaHUTb [OCbe Ha KaxAayl cepuio rasa, npeaHasHadeHHy ans
HarnosIHEHMS pe3epByapoB B MEAMLMHCKMX opraHm3aumsax. [Jocbe JOSMKHO BKMYaTh creayoLyto nHdopmaumo
(ecnu 3TO NPUMEHUMO):

a) (a) HaMmeHoBaHWe NPOAYKLMM;

©) (b) Homep cepuy;

B) (C) cCbifky Ha WMAEHTUMPUKALMOHHBIN HOMEp eMKOCTUM (UMCTEepHbl), B KOTOPOW cepus paspelueHa K
peanusauuu;

r) (d) maty n Bpems onepaumm rno HanosIHEHWIO;
4) (e) nepcoHarn, BbINOSTHUBLLMIN HANOMHEHWE EMKOCTU (LIUCTEPHDI);

e) (f) nHdopmaumo 0 EMKOCTU (LMCTEPHE), U3 KOTOPOW NMPOM3BOAUIIOCH HaMOMNHeHMe, nHdopMaLms O rase,
ncnosnb3oBaBLLUeEMCA ONA HAanoJTHEeHUSA,

X) (g) cBegeHNs 060 BCEX CYLLECTBEHHbLIX AeTansx HanonHeHus:;

3) (h) cneumduKkaumo Ha roTOBbIV NIEKAPCTBEHHLIN Npenapart U pe3ynbTaTbl KOHTPONSA KayecTBa (BKHOYas
CCbIJIKM Ha TeKyLlee COCTOAHME KanmbpoBkn 060pyaoBaHNs, UCNOMNb30BAHHOIO B XO4E UCMbITaHUR);

n) (i) noapobGHble cBegeHUss 060 Bcex npobnemax M OTKIMOHEHUAX, YTBEPXAEHHOE pa3pelleHne Ha noboe
OTKITOHEHWE OT UHCTPYKLMIA MO HAMOSHEHWIO;

K) (J) pa3pelleHne ynoyriHoMo4eHHOro nmua Ha BblnyCK cepun ¢ NnpoCcTtaBneHHbIMA [aToun 1M NoANUCHIO.

28. Ecnu HopmaTMBHbIMKM npaBoBbiMKW akTamu Poccuiickon ®egepaumm ycTaHOBMEHbI cneumnanbHble
TpeboBaHWs K COOEPKaHUI0 yKa3aHHOIo JoCke, Takme TpeboBaHUsA O0MKHbI cobnoaaTbCA.

MpoLecc nponseoacTea
MepeMeLleHne 1 oCTaBKa KPUOTEHHBIX U CKMKEHHBIX ra3oB

29. (19) lNepemelyeHe KPUOTEHHbIX UMM CXKMKEHHbIX rasoB C MeCTa MepBUYHOrO XpaHeHws, BKMoYas
KOHTPOMb nepea nepemMelleHnMeM, [AOMKHO OCYLEeCTBASATbLCA B COOTBETCTBUMM C  BanvavpoBaHHbIMM
npoueaypamu, paspaboTaHHbIMM C LeNblo NpegoTBpalleHnsl BO3MOXHOW KOoHTaMuHauun. TpybonpoBoa, no
KOTOpOMY MepeMeLlaeTcs ras, 4omkeH OblTb 06opyaoBaH obpaTHbIM KnanaHoMm Mnu ApyruMm COOTBETCTBYIOLLMM
ycTporicTBOM. [MBKMe coeanHeHWs, HecTauMoHapHble CoeaAMHUTENbHbIE LUNaHrM U CPpeacTBa Afs COeAMHEHUS
nepea MCnonb3oBaHWeM AO0MKHbI ObITb MPOMbITHI MOTOKOM COOTBETCTBYIOLLIErO ra3a.

30. (20) WnaHrn, ucnonbdyemble A5is HANOMHEHUS! pe3epByapoOB M LUCTEPH, JOIMKHBLI ObiTb 060pyA0BaHbI
cpenctBaMy Ansi COEOUHEHMs!, ChneumanbHO npefHa3Ha4YeHHbIMM ONs OaHHOWM npoaykuuu. Kcnonb3oBaHue
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afanTepoB, MO3BOMALWIMX MoAKMYaTb pesepByapbl W LUUCTEPHbI, [OOMKHO Haanexalwmm oGpasom
KOHTPONMPOBATLCA.

31. (21) Nopayva rasa B pesepByapbl, cOAepXaluue aHanorMyHbl ra3 Takoro e YpOBHSA KauyecTBa, MOXET
ObITb OCYLUECTBMEHA MPWU HaNUYMKU MOMOXMTENBHBIX Pe3yNnbTaTOB WCMbITAHMI KayecTBa NoJaBaemoro rasa.
O6paseL, MOXeT ObITb OTOOpaH Kak M3 NogaBaeMoro rasa, Tak U U3 pesepByapa Mocre 3aBepLUeHns nogaym rasa.
Ocobble ycrnoBuss B OTHOLLUEHMM KOHTPONS KayecTBa MNpWU HamMoITHEHUW pe3epBYyapoB, PaCMOfIOKEHHbIX Y
npuobpeTtaTenen, U3NoxeHsbl B NyHkTe 56 HacTosLwero MNpunoxexus.

HanonHeHue n MapKnpoBKa ©GannoHoB n NepeHOCHbIX
KPUOr€HHbIX €eMKoCTeN

32. (22) MNepen HanonHeHveM ©OannoOHOB W MEPEHOCHbIX KPUOreHHbIX eMKocTen cepwusi(nn) rasa(os)
porkHa(bl) 6blTe MaeHTUdMUMpPOBaHa(bl) U NPOKOHTPONMpoBaHa(bl) B COOTBETCTBUMU CO crneumdukaunusamm u
paspelueHa(bl) 4ns NpoBeAeHUs HAMOTHEHWS.

33. (23) B cny4vae oOCyLEeCTBIEHUS HEMNPEpPbIBHbIX MPOLECCOB Ansi obecnevyeHns COOTBETCTBUSA rasa
CI'IeLI.I/ICbVIKaLI.I/IFlM H606X0,D,I/IMO YCTaHOBUTb COOTBETCTBYHOLLME TOYKMN KOHTPOS1A Npon3BoACTBa.

34. (24) BannoHbl, NepeHoCHble KPUOreHHble eMKOCTU WM KnanaHbl AOMKHbl OTBeYaTb YCTAHOBMEHHbIM
TEXHUYECKUM cneundmkaunsam n TpeboBaHMAM perncTpaumoHHoro gocbe. OHU AOMKHbI ObITb NpeaHa3HaveHbl
TONbKO OS5 OAHOr0 MEAULMHCKOrO rasa unmn onpegeneHHon cMecu MeaMUMHCKMX ra3oB. bannoHbl AomKHbI ObITb
MapKMpOBaHbl C MCMNOSMb30BaHMEM LIBETOBOM MapKMPOBKN B COOTBETCTBMM C YCTAHOBIIEHHbIMU TpeboBaHUSIMU.
[Ona obecneyeHnsa 3awmuTbl OT KOHTaMMHaUuK 6GannoHbl AOMKHbI ObITb OCHALLEHbl KnanaHamu yaepXaHus
MWHUManNbHOrO AaBMNEeHUs1 C MeXaHM3MaMn NpeaoTBpaLLIEHMS MOTOKa B 0OpaTHOM HanpaBneHuu.

35. (25) bannoHbl, NEepeHOCHbIe KPUOreHHblE €MKOCTU M KnanaHbl OOIMKHbl ObiTb MpPOBEpeHbl nepes
nepBbiM UCNONb3OBaHNEM B NpPoOuU3BOACTBE U OGCJ'Iy)KVIBaTbCﬂ Haanexawum o6pa30|v|. |_|pl/l MCMOoJb30BaHUN
VI3,EI,eJ'IVII7I MeOULUMHCKOro Ha3Ha4deHund Uux TexHun4eckoe O6CJ‘Iy>KI/IBaHI/Ie OOJDKHO OCYLWEeCTBNATbLCA COrfnacHo
WHCTPYKUUSM NponsBoanTens 6annoHoB, NEPEHOCHbBIX KPUOrEHHbLIX EMKOCTEN W KranaHoB.

36. (26) Onepaunn No NpoBepKe U TEXHNYECKOMY OBCMY>KMBAHMIO HE OOIMKHbI OKa3biBaTb OTPULIATENBHOMO
BO34eNCTBMSA Ha kavecTBO M BesonacHOCTb NekapcTBeHHOro npenapata. Boaa, ncnonb3yemas gns ucnbiTaHui
6annoHoB rmgpocTtaTtnv4eckum faBrieHmeMm, OOJKHa OoTBeYaTb Tpe6OBaHI/IF|M B OTHOLLEHMWN Ka4yecTBa MUTbLEBOMN
BOAbI.

37. (27) Onga rapaHTum OTCYTCTBUSI KOHTaMMHAUMM BHYTPEHHEe COCTOsiHMEe OannoHOB A0 YCTaHOBKM
KrnanaHa [OfmKHO noAaBepratbcsa BU3yanbHOMY OCMOTPY Ha npeagmMeT OTCYTCTBMA OCTaTKOB BOAbl UM APYrux
KOHTaMWUHAHTOB. yKa3aHHyI0 onepauuto HeO6XO,D,I/IMO BbIMNOJTHATE KaK 4YaCTb MPOBEPOK U TEeXHUYeCKoro
obcnyxmBaHus. OHa JOMKHA OCYLLECTBASATLCS:

B OTHOLLUEHWNN HOBbIX DOanoHoB, BnepBble Ncnonb3yrLnxca and MmeguunHCKNX rasos,

nocne nposegeHunsa ncnbiTaHWn rmagpocrtatm4eCcknum pgasrieHneM WM 3KBUBaAlNeHTHbIM WUCMbITAHUEM C
OEMOHTaXeM KnanaHa;

KaXKabl pas npy 3amMeHe KnanaHa.

38. lMocne ycTaHOBKW KnanaH AoSKeH HaxoOWTbCs B 3aKPbITOM COCTOSIHUM ANs NpefoTBpalleHus noboit
KOHTaMMHauuu. B crniyyae BO3HMKHOBEHUS OObIX COMHEHWUIA OTHOCUTESIbHO BHYTPEHHEro COCTOsIHUSI GanroHa
KnanaH [JOSkeH OblTb [EMOHTUpPOBaH, a BHYTPEeHHee COocTosiHMe 6arnrioHa MOABEPrHYTO OCMOTPY [AJis
obecneyeHuns1 yBepPEeHHOCTU B OTCYTCTBUW KOHTaMUHALNN.

39. (28) lNpousBoauTENb [AOMKEH OCYLUECTBMATL TEXHMYECKOe oOCnyxumBaHWe M PeEMOHT OGannoHoB,
NMepPEeHOCHBbIX KPUOFEHHbIX €MKOCTEN M KnanaHoB. [py BbINOMHEHUM 3TUX paboT no AoroBopy paboTbl SOSKHbI
BbIMOJTHATBCS TOSIbKO WCMONHUTENSAMMW, YKa3aHHbIMW B AoroBope. B goroeopbl, B COOTBETCTBUM C KOTOPbLIMU
paboTbl nepefarTCA Ha ayTCOPCUMHI, PEKOMEHAYETCS BKIOYAaTb TEXHUYECKME YCIOBUSA BbIMOMHEHUS TakuX
pabot. [lMpousBoguTens [JOMKEH MPOBOAUTbL MPOBEPKM BbIMNOMHEHUS MWCMOMHUTENAMM YCMOBUM [Orosopa,
BKITHOYas ycrioBus o cobnogeHun TpeboBannii HacToswmx Mpasun.
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40. (29) NMpousBoanTenb AOMKEH pa3paboTaTb CUCTEMY, MO3BONSAOLLYI0 0b6ecnevnTb NPoCnNeXxXnBaeMocTb
©annoHOB, NEPEHOCHLIX KPUOrEHHbIX EMKOCTEN W KMNanaHoB.

41. (30) MNpoBepku, NpoBoAUMbIE Nepes onepaunein HanomMHEHUS, AOIMKHbI BKNIOYaTb:

a) (a) npoBepky H6annoHOB MO YTBEPXAEHHOM Npoueaype B OTHOLLEHUN HaNM4us OCTaTOMHOro N30bITOYHOro
OaBreHnst Ans kaxxgoro 6annoHa:

ecnu 6annoH obopyaoBaH knanaHoM yaepXaHus MUHUMAanbHOro AAaBreHWs, TO MpU OTCYTCTBUM cCurHana,
CBMAETENbCTBYIOWEro O HanMyMM OCTaTOMHOro M3bbITOYHOrO AaBfeHwus, AomkHa ObiTb MpoBedeHa npoBepka
KnanaHa, ecnu knanaH (yHKUMOHMPYET HenpaBuibHO, GannoH [omkeH ObiTb OTNpaBfeH Ha TexXHW4YecKkoe
obcnyxuBaHue;

ecnn GannoH He o06opydoBaH KnamaHOM YAEpXXaHWs MWHUMarnbHOrO AaBneHus u B GannoHe He
0oBHapy>XeHO OCTaTOYHOro M3BGbITOYHOrO AaBrieHUs, Takon GannoH JomkeH ObITb OTMpPaBIeH AN NPOBeAeHUs
AOMNONHUTENbHbIX UcnbiTaHUN C Lenbio NpoBepKn OTCYTCTBUA KOHTaMUHaLUn BOJJ,OVI nnu apyrmMmm seullecrtesamu,
OOonoJNIHUTeNbHbIE Mepbl MOryT BKIO4YaTb BVI3yaJ'IbeII7I OCMOTP BHYTpPEHHEero CoCTOoAHUA 6ann0Ha, KOTOprVI
NPOBOAMTCS NOCHE OYUCTKM C UCMONb30BaHMEM BanMaAMPOBAHHOIO METOAA;

©0) (b) NnpoBepKy TOro, YTO NAEHTUPUKALMOHHbIE STUKETKN NPeablayLLen Cepun OTCYTCTBYIOT;

B) (C) NpoOBEpPKYy TOro, 4YTO BCE NOBpeXAeHHble WJ,eHTM(*)I/IKaLIMOHHbIe OTUKETKN nNpoAayKTa yaalneHbl U
3aMEHEHDbI;

r) (d) BHeWHW BU3yanbHbIN OCMOTP KaXKgoro OannoHa, NepeHOCHOW KPMOTreHHOW eMKOCTW W KrnanaHa ¢
Lenblo BbISIBNEHUSA PaKOBMH, CBAPOYHbLIX NPOXWIOB, APYrMX MOBPEXAEHUA N KOHTaMMHaLUM Macramu, a Takke
npu HeobXoAMMOCTM NPOBEeAEHNE OYUCTKMY;

a) (e) npoBepKy coeauHeHMst MaTpyOka Kakaoro ©OanfioHa WM NepeHOCHOW KPUOTeHHOW eMKOCTU Ha
COOTBETCTBUE TUMY CoeAUHEHNA ONA HAanoJsTHAEeMOro rasa,

e) (f) npoBepky OaTbl cnefylowero UCMbITaHWS KnanaHa (4ns KnanaHoBs, noAanexalumx nepuoanveckon
npoBepke);

X) (g) nposepky 6annoHOB MM MNEPEHOCHbLIX KPUOreHHbIX €MKOCTEeN Ha npegMeT MpoBeAeHuUs BCeXx
HEeOOXOAMMbIX WCMbITaHUA (Hanpumep, MPOBEPKY IMAPOCTAaTUYECKMM LaBIEHWEM WM IKBMBANEHTHBLIM
ucnblTaHMeMm), MNpPOBEeAEHUE KOTOPbIX TpebyeTcsa B COOTBETCTBMM C HOPMATMBHLIMU MNPABOBLIMU AKTaMM
Poccuiickon deaepaLmm, u NpoBepKy 4eNCTBUTENBHOCTU Pe3ynbTaToB STUX UCTbITaHUN;

3) (h) NpoBepKy LBETOBOM MapKUPOBKM Kaxdoro GannoHa B COOTBETCTBUM C PEruMCTpPauUOHHbIM [OChbe
(uBeTOBasi KOAMPOBKA COrMAaCHO YCTAHOBIEHHLIM TpeboBaHMsAM).

42. (31) Pasmep cepum gOmkeH ObITb onpenernieH B 3aBUCMMOCTM OT onepauum HarnosTHeHUS.

43. (32) bannoHbl, Bo3BpaLLaemMble Ha NMOBTOPHYH 3anpaeKy, AOMKHbI OblTb TLWATENbHO NMOArOTOBMEHbI C
Uenblo MMHUMU3ALMU pUCKa KOHTaMuMHauMM B COOTBETCTBMM C YCTAHOBIEHHbIMU npouenypamu. MeToguku,
BKITHOYaAKOLLME Mpoueaypbl OTKauMBaHuWs U (UNK) NPOAYBKW, OOIMKHbI ObITb BanuaupoBaHbl. [na cxkaTbiX rasos
TeopeTu4eckoe coaepaHue npumecu npu gasneHnn HanonHeHus 200 6ap AomMKHO cocTaBnATb He Gonee 500
06bEMHbIX YacTen Ha MUANMOH Npu TemnepaType 15 °C. na gpyroro gaBneHUs onpeaenstoTca 3KBUBaNEHTHbIE
3HaYeHus.

44, (33) C uenbio MMHAMMU3ALUMN pUCKa KOHTAMMHaLMMW NepeHOCHbIE KPUOreHHblE EMKOCTW, BO3BpaLlaeMble
Ha MOBTOPHYH 3amnpaBKy, AOMMKHbI TLWATENbHO MOATOTABNMBATLCS COMMacHO YTBEPXAEHHbIM npouedypam. B
4aCTHOCTU, NEePEeHOCHbIE EMKOCTU, B KOTOPbIX OTCYTCTBYET OCTATOYHOE AaBneHue, A0MKHbI BbiTb NOArOTOBMEHbI
C Ucnonb3oBaHMeM BanuanpoBaHHOro MeToaa.

45. (34) MponsBoguTenb AOMKEH NPOBOAMTL COOTBETCTBYHIOLLME NPOBEPKU ANsi obecneyeHmns npaBUbHOro
HaMNOJIHEHMS Kakaoro 6annoHa un (Mnu) NepeHOCHOM KPUOTreHHOM EMKOCTMU.
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46. (35) Kaxgpblh HANOMHEHHbIN ©anfoH 4O YCTaHOBKM YCTPONCTBA KOHTPOSSA NEPBOro BCKPbITUS (MYHKT 47
HacTosiero MNpunoxeHns) omkeH BbiTb MPOKOHTPONMPOBAH C UCMOMb30BaHWEM COOTBETCTBYIOLLEro MeToda Ha
OTCyTCTBME YTEYKWU. |/|CI'IOJ'Ib3yeMbIl7I MEeTO KOHTPONIA He OOJKeH NpuBOAUTb K KOHTaMWHauMKM MOBEPXHOCTU
natpybka knanaHa GannoHa. lMpu HanNMyuM BO3MOXKHOCTU TaKOW KOHTPOSb AOMKEH OCYLLECTBNATLCA MOcne
oTbopa Bcex 06pasLoB Arst KOHTPOSS KadecTsa.

47. (36) lNMocne HanonHeHus naTpyOku knanaHoB 6annoHOB AOMKHbI ObITb 3aKPbIThl Konnavkamu Ans
3alWnTbl OT KOHTaMuHauun. Ha GannoHbl U NepeHOCHble KPUOreHHble €MKOCTU AOSMKHbl ObITb YCTaHOBMEHbI
YCTPOMWCTBA KOHTPOISA NEPBOrO BCKPLITUSI.

48. (37) Kaxgbn 6anmnoH vnmM nepeHocHast KpUOreHHasi €MKOCTb AOJDKHbl OblTb MPOMapKMpPOBaHbI C
NMOMOLLIbKO 3TUKETOK. Homep cepun n CpokK rogHoOCT MoryT ObITb YKa3aHbl Ha OT,EI.GJ'II:HOVI ITUKETKE.

49. (38) lNpu nponsBoaCTBE MEANLIMHCKMX ra3oB NyTeM CMeLUMBaHMA OBYX Unu boree pasnuyHbiX ra3os (B
NWHWM AN HanonHeHus nmMbo HenocpeAcTBeHHO B 6annoHax) npou3BoauTeNb [AOMKEH MCronb3oBaTb
BanuaMpoBaHHbIN METOA CMELLUNBAaHWSA, KOTOPbIN rapaHTUPYET, YTO rasbl JOMKHbIM 06Pa3oM CMeLLaHbl B KaXK4oM
6annoHe, n obecneynBaeT roMOreHHOCTb CMECH.

KoHTponb kayecTBa

50. (39) Kaxxpas cepus MeauMUMHCKOrO rasa (6annoHbl, NepeHOCHbIe KPUOreHHbIe eMKOCTU, pesepByaphbl B
MEOMUMHCKUX OpraHu3auusix) [OomkHa OblTb MPOKOHTPONMPOBaHA B COOTBETCTBMM C  YCTAHOBIEHHBLIMM
Tpe6oBaHUAMMN. B OTHOLLIEHUM KaXOOoW cepun JOMKHO GbiTb NOMyYeHO paspelleHne YNoSIHOMOYEHHOro nuua Ha
BbIMYCK.

51. (40) MnaH otbopa nNpob6 ¥ obObemM NPOBOOUMBIX WCMbITAHWMA [AOMKHbI OTBEYaTb CriedyHoLMM
TpeboBaHMsIM B OTHOLLEHUM BannoHoB (ecnu B npoueaypax He YCTaHOBIIEHO MHOE):

a) (a) €CNnN TONbKO OAMH MEeOMLMHCKUIA ra3 HanomHsieTcsl B GannoHbl C MCNOMb30BaHMEM KOMnrekTopa, K
KOTOpOMY OAHOBPEMEHHO NoACOeaAUNHAKTCA HEeCKOJ1IbKO OannoHoB, ras gomkeH ObiTb MPOKOHTPOJINPOBaH, Kak
MWUHUMYM, U3 OOHOrO OannoHa ansa YCTaHOBJ1€HUA NOAJIMHHOCTU U KOJIMYECTBEHHOro onpenerneHud, 06pa3Ll,bI
OOJDKHbI OT6VIpaTbCﬂ OT KaXXaoro uukna HarnoJiIHeHndA npu 3ameHe ©annoHOoB, NOAKMIOYEHHBIX K KOJ1TEKTOPY,

6) (b) ecnu ToNbKO OAUH MEeAULMHCKUIA ra3 HanonHseTcs B 6annoHbl B paMmkax 04HOro Npov3BOACTBEHHOIO
UMKNa B OOMH NMPOMEXYTOK BPEMEHW, TO MO KpalHeih Mepe oAMH GanmoH Npu KaXKZoM HENpepbiBHOM LIMKIE
HaMonHeHWs JormkeH O6biTb NPOBEPEH Ha MOAMIMHHOCTL W KONMWYECTBEHHOE copepxkaHue. [pumepom
HEMPEPbLIBHOMO LMKIA HaronHEeHUsi sIBMSIETCS MNPOM3BOACTBO B TEYEHWE OOHOM CMEHbl OAHUM M TEM XXe
NepcoHanoM ¢ Ucnosib3oBaHNeM OfHOro 060pyAOBaHUS U OAHOWM Cepyn rasa, KoTopbli pacacoBbIiBascs;

B) (C) ecnv MeaWLMHCKMIA a3 roTOBUTCSA NyTEM CMELLMBaHMSA B OannoHe AByX unu 6onee pasnuyHbix ra3os
M3 OOHOrO M TOrO e pacnpenenuTernbHOro Komfektopa, TO ra3 W3 Kaxgoro OGannoHa [ommkeH ObiTb
NPOKOHTPONNPOBaAH Ha MOANMMHHOCTb W KONMMYECTBEHHOE COoAepkaHWe BCeX KOMMOHEHTOB rasoBoil cmecu. B
OTHOLLIEHMN BCMOMOraTesbHbIX BELeCTB (MpyU UX HanM4yMm) UCMbITaHWE Ha MOAJSIMHHOCTb MOXET BbIMOSHATLCA
ans ogHoro 6annoHa u3 uukna HanonHeHust (MM ansa Kaxaoro HemnpepbIBHOrO LMkna HanonHeHus). MeHbliee
KonuMyecTBO OannoHOB MOXET MoABepratbCs WUCMbITAHUAM B CryYae WCMNOMb30BaHWUS BanMaMpOBaHHbIX
aBTOMaTU3NPOBAHHbLIX CUCTEM HarOSHEHWS;

r) (d) B OTHOLUEHMM ra30B, CMELUMBAHME KOTOPbIX MPOMCXOAUT OO HaMNOMHEHUs, Heobxoanmo cobnoaaTth Te
e MPUHLUMNbI, YTO U B OTHOLUEHUM HAMNOMHEHUSI OOHUM ra3oMm, KOrga Ha NUHUKN OCYLLLECTBMNSAETCS HeMnpepbIBHbIN
KOHTPOISlb CMECU ra3oB, UCMOMb3YyeMbIX AN HaNOMHEeHUS.

52. B OTHOLUEHMM ra30B, CMeLUMBaHME KOTOPbIX MPOUCXOAMT OO0 CTaauu HanonHeHus, Heobxoaoumo
NPUOEPKUBATLCA TEX XK€ MPUHLMMOB, Kak W AN rasos, CMelLMBaHMe KOTOPbIX MPoBOAWUTCH B GanmoHax, npu
OTCYTCTBUM Ha NMHUMN HENPEPbLIBHOTO KOHTPOISA CMECH rasos, UCMONb3yeMblX AN HaMoNHeHus.

53. [JomKHbl BbINOSHATLCA UCMbITAHWUS Ha coaepxaHue BOAdbl, eciin npomn3BoguTesNieM He 000CHOBaHO
nHoe.

54. ,El,onyCKaech ncnonb3oBaHMe gpyrnx metToauk 0T6opa 06pa3LI,OB 1 UCNbITaHWI Npn HaNM4nn Takoro xe
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YPOBHS1 06ecneyeHnst kayecTea.

55. (41) 3aBepLualoLLme UCMbITAHUS NEPEHOCHBIX KPUOTrEeHHbIX eMKOCTEN AOMMKHbI BKIOYATh UCMbITAHUA Ha
MOAMMHHOCTE U KONMMYECTBEHHOE OMpeferieHne B KaXZoW €eMKOCTUM, €eCnM WHOe He MpegyCcMOTPeHO
YCTaHOBMEHHbIMU TpeboBaHUSAMU. BbIGOPOYHBIN NOCEPUIAHBIA KOHTPOSb MOXET WCMOMNb30BaThCA TOMBKO B
cnyyae, ecnu ObINo AoKasaHo, YTO nepes NOBTOPHbLIM HAaMOMHEHNEM KPUTUYECKNE XapaKTEPUCTUKM OCTaTOYHOMO
rasa B Ka)oW eMKOCTU ocTanucb 6e3 naMmeHeHun.

56. (42) He Ttpebyetca npoBepeHne oTtbopa oOpas3uoB nocre MOBTOPHOIO HAMOMHEHWUS] KPUOTEHHbIX
eMKOoCTeN npuobpeTaTeneir B MeCTe€ WCMONb30BaHWsA (pe3epByapbl B MEOULMHCKUX OpraHusauusax wnm
NMepeHOCHbIE KPUOTEHHbIE EMKOCTU) U3 ChleuuanbHO MpefHasHavyeHHbIX LUUCTEPH MpU Hannyinn OOKYMEHTa,
NMOATBEPXKAAMOLEro KayeCTBO COAEPKUMOro MCNonb3yemMon umcTepHbl. Mpu 3TOM nocne nocnegoBaTenbHbIX
NMOBTOPHbIX HANOSIHEHNA NPON3BOAMTENb AOIMKEH AOKa3aTb, YTO KAYECTBO rasa B eMKOCTAX NOAAEpPXKUBAETCS Ha
YCTaHOBMEHHOM YpPOBHeE.

57. (43) He TpebyeTcsi coxpaHATb KOHTPOJSIbHbIE M apXMBHble 06pasubl cepuii NPOOYKUMKW, €Criv 3TO He
npeaycMoTPEeHO AOKYMeHTaLumen.

58. (44) He TpebyeTcs npoBeneHWe NPOOOIHKAKLLErOCA M3y4YeHUss CTabWIbHOCTM, €Cniu MNepBUYHOE
n3yyeHne cTabunbHOCTH ObINIO 3aMEHEHO UCNONb30BaHNEM AaHHbIX, COAEPXKaLLMXCS B HAY4YHON nutepaType.

TpaHcnopTnpoBKa rasos

59. (45) HanonHeHHble ra3oBble 6anmnoHbl U NEPeHOCHbIE KPUOTEHHbIE EMKOCTU OOMKHbI ObiTb 3alLMLLEHbI
BO BpeMsl TPaHCMOPTUPOBKU, B YaCTHOCTM, AOCTaBMATLCA 3aKa3yMkam B YMCTOM COCTOSIHUM, COOTBETCTBYIOLLEM
YCMNOBUSIM VX OanbHEWLLEro NCNOMb30BaHUS.

IV. TEPMWHbI N OINMPEQENEHNA

60. Ons uenen HacTosdwero MpunoxeHus KpoMe TEPMUHOB U OnpefeneHuin, NpeaycMoTpeHHbIX rnason
HacTosAwwmMX [NpaBun, NCNONb3yTCA TakkKe CrneaytoLmMe OCHOBHbIE NMOHATUSA:

aMOynaTopHbIN  KPUOTEHHbIN  COCyd - MEePEHOCHOW TEepPMUYECKM U3OMNMPOBAHHbLIA  KOHTEWHep,
CKOHCTPYMPOBAaHHbLIN AMS XPaHEHUSA CXWXKEHHOrO KUCNopoAda M MCNoNb3oBaHUS rasoobpasHoro kucrnopoga Ha
AOoMYy Y nauueHTa;

ras - BEWECTBO UM CMeCb BeELLECTB, koTopble npu gasrneHun 1,013 Gap u Ttemnepatype nntoc 20 °C
HaxoOATCs MOJSIHOCTbIO B ra3oobpasHOM COCTOSIHUM unu npu TemnepaType nntoc 50 °C gaBneHve mx napos
npesbiwaeT 3 6ap;

ras kak capmaueBTndeckasi CyGCTaHUMSI - ras, MpeaHasHayeHHbli AN UCMOoNb3oBaHUS B KavyecTBe
hapmaueBTUYECKOl cybcTaHUMKM AN NPOU3BOACTBA NIEKAPCTBEHHOTO Npenapara;

rpynna (CBH3Ka) ©annoHoB - CO6paHHbIe N 3aKkpenieHHble BMeCTe 0annoHbl, NOAKMNOYEHHbIE yepes
paCHpeﬂeﬂMTeﬂbeIVI KOJJTEKTOP, TPaHCNOPTUPyEMbl€ U UCMNOJIb3yeMble KaK eaAnHoe Lernoe;

ncnbiTaHne rnapocrtaTu4eckuMm aasrieHnem - UcnblTaHue, npoBoaMmMmoe C  LeNblo obecneyenns
©e3onacHOCTM B COOTBETCTBUN C YCTaHOBJ1EHHbIMU Tpe60BaHI/IF|MVI aona npoBepKnu TOro, 4to 6annoHbl nnu
pes3epByapbl MOTryT BblAepXaTb 3anjiaHUMPOBaHHbIE BbICOKME OaBliEeHUA,

KrnanaH - yCTPOMCTBO AN OTKPbIBAHUS U 3aKpbIBAHUSI KOHTENHEPA;

KnanaH yaep)xaHusi OCTaTOYHOro AaBrieHust - KranaH, yCTaHOBMNEHHbIM Ha GannoHe 1 NoaaepxuBaroLmii B
ncrnonb3oBaHHOM GannoHe [aBrneHue Bblllle aTMocepHOro C LUenblo NpeaoTBpalleHUs KOHTaMUHaLMK
BHYTpeHHero obbema 6annoHa;

KOHTEWHEp - KpUOreHHbln cocyp (bak, umctepHa vnn MOBUNbHas KpUOreHHas eMKOCTb Apyroro Tuna),
6annoH, ceaska bannoHoB unu nbas gpyras ynakoBka, KOTopasi HaxoAUTCA B HEMOCPEeACTBEHHOM KOHTaKTe C
MeAWLMHCKUM ra3om;
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KPWMOTEHHbIN ra3 - ras, KoTopbli CxkwkaeTca npu gaeneHun 1,013 6ap npu Temnepartype Hmxe MuHyc 150
o
C;

MaKkCUMarnbHbI TeOpeTI/I‘-IeCKMﬁ OCTaTO4HbIN ypoBEHb NpumMmecu - ra3006pa3Ha;| npmuMmecb OoT BO3MOXXHOIo
O6paTHOI'O NOTOKa ra3oB, OCTaBLUaACA nocne npenBapMTeanon O6pa60TKI/I 6annoHoB nepeg nx HanofiHeHneMm.
PacuyeT makcumanbHOro TEeopeTU4eCKoro ypoBHA MNMpuMecu MMeeT 3HaYeHUe TOJIbKO AJ1A CXaTblX ra3oB Mpu
npeanonoXxeHmun, 4To 3T ra3bl BeayT cebs Kak ngearnbHble;

MeAMLMHCKNI ras - ntobo ra3 unm cMecb rasos, BNSOLLMECS NeKapCTBEHHbIMU NpenapaTamMu;
O6paTHbIVI KrnanaH - KnanaH, KOTOprI7I Nno3BONAET MNOTOKY NPOXOAUTb TOJSTIbKO B OHOM HarnpaslieHUn,

OTKauMBaTh - YAansTb OCTAaTOYHbIN a3 U3 KOHTEeNHepa 1 (Mnn) CUCTEMbI C MOMOLLbIO Bakyyma A0 AaBEHUs
MeHbLue Yem 1,013 Bap;

NMEPEeHOCHOW  KPUOTEHHbIM  COCYA - MNEpPEHOCHOW  TepMUMYECKM  M30NMPOBAHHBLIN  KOHTEMHep,
CKOHCTPYMPOBAHHbIN ANS XpaHEHUS1 B HEM BELLECTB B XXMAKOM COCTOSIHUW. B uensax npMMeHeHust HacTosLero
MpunoxeHns faHHbIA TEPMUH HE BKMOYaeT NoHATUe "umctepHa" (tanker);

npoayBka - ydaneHue OCcTaTOYHOro rasa W3 KOHTelHepa M (MnM) cUcTeMbl NyTEM NepBOHAYanbHOro
HarHeTaHusa AaBfeHnst ¢ NOMOLLBIO UCMOMb3YEMOro rasa ¢ nocrnegytowmm copocom gaenenud rasa go 1,013 6ap;

pasgeneHne BO3dyxa - pasderieHne aTMOCHEPHOro BO3[yxa Ha CocCTaBnslolMe ero rasbl nyTem
hbpaKUMOHHON ANCTURNALMM NPU KPUOTEHHBIX TeMMepaTtypax;

pacnpe,u,enMTeanbM Konnekrtop - o6opyp,oaaHv|e nnn yCTpOIZCTBO, CKOHCTpyunpOBaHHble  AOnd
OHOBPEMEHHOIo ONOPOXHEHUA UM HANOJTHEHNA ra30OM OOHOIro Unun bonee KOHTGIZHGpOB;

pesepByap - CTaLMOHapHbIA TEPMUYECKN W30NMPOBAHHBLIN KOHTENHEP AMNS XPaHEHWUS CXKUKEHHOro WIu
KPMOreHHOro rasa, Takke HasblBaeMbli "CTauMOHaPHbIN KPUOreHHbIN cocya';

cbpoc OaBneHust - onepauus NO YyOaneHWo OCTaTOYHOrO rasa M3 KOHTEMHepa W (Mnm) cuctembl o
BENNYMHbI OCTaTo4HOro gaeneHus 1,013 6ap nyTem coeaAnHeHUs KOHTeHepa 1 (Mn1) cUCTeMbl ¢ aTMocdepPHbIM
BO34YyXOM;

cxKaTbll ras - ras, pacgacoBaHHbIi NMoA AaBreHWEM C Lenbilo TPaHCMOPTUPOBKM, KOTOPbI OCTaeTcs
MOJIHOCTbIO B ra3006pa3HOM COCTOSIHUM Npu TemnepaType Boile MuHyc 50 °C;

CXKWXKEHHBIN ra3 - ras, pacdacoBaHHbIN C Lerbilo TPaHCMOPTUPOBKU, KOTOPbIN OCTAeTCH YaCTUYHO XUOKUM
unu TBepabiM Npu Temnepartype Bbiwe MuHyc 50 °C;

UMCTEPHa - TEPMMUYECKU WU30NMPOBAHHbIN KOHTEWHEP, YCTAHOBIIEHHbIM HA TPaHCMOPTHOE CPeAcTBO Arist
NepeBO3KN CXMKEHHOIO MM KPUOTEHHOTO rasa.

MpunoxexHne N 7
k MNpaBunam Hagnexawuen
NPON3BOACTBEHHON NPAKTUKN

NMPON3BOLACTBO JIEKAPCTBEHHbLIX PACTUTENbHbLIX NMPEMAPATOB
I. MPUHLUNN
1. JlekapcTBeHHble pacTuUTerbHble npenapaTtbl WMET CIOXHYI npupoay W pasHooGpasHble

XapaKTepucTtuku, no aTON npuyinHe npun nx npons3soacrtee OCO6yIO POJib UrpaeT KOHTPOJIb NCXOAHbIX MaTepunanos,
ycnosvu7| XpaHeHunAa n nepepaGOTKM. McxogHbiM mMmaTtepuaniom rnpun npon3sBoacTBe JieKapCTBEHHbIX paCTUTESIbHbIX
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npenapaToB SIBNSIETCS JleKapCTBEHHOE pacTUTENbHOE Cbipbe. JlekapCTBEHHOEe pacTUTENbHOE Cbipbe OOSKHO
nvetb Tpebyemoe kayecTBO, a MOATBepXAawwme 3TOT aKkT AaHHble [OMKHbl OblTb NpedocTaBfeHbl
MOCTaBLLUMKOM WCXOAHbIX MaTepuanoB MNpPOU3BOAMTENO FeKapCTBEHHOrO pacTuTenbHoro npenaparta. [Ang
obecneyeHns kavecTBa NeKapCTBEHHOrO pPacTUTENbHOro Chipbs MOXeT noTpebosaTbes 6ornee noApobHas
nHdopmaums o cnocobe ero nonyyeHus (BbipawysaHus). OTOOp ceMsiH, YCroBuUsS KynbTUBMPOBaHWS U cbopa
ypoxas SABMASTCA BaXHbIMW acrnekTaMu KavecTBa fleKapCTBEHHOrO pPacTUTENbHOMO Chipbs U MOMYT BNUATL Ha
MOCTOSIHCTBO KayecTBa rOTOBOr0 IEKapCTBEHHOro pacTUTenbHOro npenapaTta. [na uenem Hagnexaliero
BblpaluMBaHNUs M cbopa pacTeHu B OTHOLUEHWM COOTBETCTBYHOLIEN cucTeMbl obecneyeHus KayecTBa
pekoMeHAyeTCs MNPUMEeHsATb YyTBepxAaeHHoe KomuTeTOoM Mo pacTUTernbHbIM NEeKapCTBEHHbIM MpenapaTam
EBponerickoro areHTCTBa MO neKapCTBEHHbIM cpeAcTBam PykoBOACTBO MO MpaBunaM  Hagnexalero
BblpalnMBaHus 1 cbopa MCXOQHOrO Cbipbs pacTUTENbHOMO nponcxoxaeHus (GACP) <*>.

<*> CnpaBo4HO: PykoBOACTBO MO MpaBunamM Haanexallero BblpawmBaHus u cbopa MCXOOHOro Chblpbs
pactuTenbHoro npovcxoxaeHus (GACP) onybnukoBaHo no agpecy B MHpOpMaLNOHHO-TENEKOMMYHMKALMOHHOM
cetn WHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003362.pdf

2. Hactosawee [lpunoxeHue pacnpocTpaHseTcs Ha BCe WCXOAHble MaTepuanbl pacTUTENbHOro
MPOUCXOXAEHUS, B TOM YMCIE Ha NEKapCTBEHHOE pacTUTENbHOE Chipbe.

3. OcobGeHHOCTV MPUMEHEHUs] PasfUYHbIX MpaBwil, B TOM 4Yucrnie HacToswumx [paBun, K NpousBoacTBy
NeKapCTBEHHbIX pacTUTENbHbIX MPenapaToB npvBeaeHsb! B Tabnuue N 1.

Tabnuua N 1. OcobeHHOCTU NpuMeHeHus [paBun K NPOM3BOACTBY NEKapCTBEHHbIX pacTUTerbHbIX NpenapaTos
<*>

<*> B paHHoM Tabnuue npeacrasneHa paclumpeHHas nogpobHas HdopMaums B OTHOLIEHUM pasaena no
nekapcTBeHHbIM pacTuTenbHbIM NpenapaTam Tabnuupsl N 1 B rnase |V HacToswwmx Mpaewn.

Buapl pabot MNpasuna maga IV masa lll
Hagnexatiero HaCTOALLMX HaCTOALLMX
BblpalLMBaHus 1 MpaBun MpaBun

cbopa (GACP)

KynbTuBupoBaHue n cbop pacTeHuin, BOOOPOCIEN,
rpnboB 1 N1LanHNKoB, cOOp aKCCyaaToB
(BblOENEHUNN)

Pe3ka n cyLuka pacteHuid, Bogopocnewn, rpubos,
NMLLIANHUKOB U 3KCCyaaToB (BblAeneHumn) <*>

OTXUM pacTeHun 1 neperoHka <**>

MamenbyeHne, 0bpaboTka aKcCyaaToB, SKCTPaKLUS
U3 pacTeHui, pakuMoHPOBaHME, OYNCTKE,
KOHLEHTPMpPOBaHWe unu pepMeHTaums
pacTUTenNbHbIX CybCcTaHLMiA

HanbHelwasn obpaboTka Ans nony4eHus
nekapcTBeHHOM hopMbl, BKIHOYas YNakoBKy
NeKkapcTBEHHOro npenapara
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MpumeyaHus:

<*> [pon3BoAMUTENN AOIKHbI rapaHTMPOBaTb, YTO [AaHHble CTaAMM OCYLLECTBMAITCA B COOTBETCTBUM C
yCTaHOBMNEHHbIMM TpeboBaHMsAMU. [N HaYanbHbIX CTaguid NpUMeHUMbl cTaHaapTbl PykoBoAcTBa Mo npasunam
HaaJsieXxallero BblpalliMBaHusl U cbopa UCXOAQHOIO Chipbs pacTuUTenbHOro npoucxoxaeHns (GACP). Hactoswume
MpaBuna NpMMEHSOTCA K NMPOU3BOACTBEHHBLIM CTaAUSAM PE3KU U CYLLKW.

<**> B OTHOWEHUN CcTaguin OTXKMMa pacTEHUA N NeperoHkn (ecnm HeobXO4MMO, YTOObI 3T paboThbl
COCTaBMSANM HEOTbEMIIEMYHKD YacTb Onepauuii 3aroToBKM C LIENbI0 COXPaHEHUS KadecTBa NPOAYKLMU B pamKax
YTBEPXKAEHHBIX cneunduKkalmn) cyMTaeTcss MnpuemsniemMbiM WX MPOBEAEHWE B YCMOBWUSIX 3aroTOBKW, €Cnu
KynbTUBMPOBaHME ocyllecTBnsieTcss B cooTBeTcTBMM ¢ GACP. Takue ycrnoBusi criegyeT paccMartpuBaTtb Kak
ncknodeHme n ob6oCHOBbIBaTE B AOKYMEHTAxX pPerncTpaumoHHOro gocbe. [nsa Takmx paboT, OCyLLeCTBsSEMbIX B
YCNOBUAX 3aroToBKKW, HEobXxoauMmo obecneunTb COOTBETCTBYIOLLYIO OOKYMEHTALMIO, KOHTPOMb WM Banugauuio
cornacHo npuHuunam Hactodawmx MNpaswun.

[I. TOMELWEHWNA 1 OBOPYOOBAHUE
30HbI XpaHeHus

4. (1) NekapcTBeHHOE pacTUTeNbHOE Cbipbe HEOBGXOAMMO XPaHUTb B OTAENbHbIX 30HaX. DTV 30HbI AOMKHbI
OblTb 3alUMLLEHbl OT MPOHUKHOBEHMSI B HUX HACEKOMbIX W KMBOTHbIX, OCOGEHHO rpbi3yHOB. [OMmKHbI ObITb
NPUHATHI  3PMEKTMBHBIE Mepbl MO  MPEAOTBPALLEHUI0  PACMpOCTPaHeHUs JoObIX TakMX KMBOTHBIX U
MWUKPOOPraHN3MOB, TMPUBHOCUMBIX C JIEKAPCTBEHHbIM PACTUTENbHBIM  ChipbeM, [Afs  NpeaoTBpalLeHUs
dbepMeHTaUMn unuM pocta MNreceHn, a Takke MNepekpecTHoW KoHTaMuHaumu. HeoBGxoaMmo Mcnonb3osaTtb
BblA€NeHHbIe 30Hbl AN KapaHTUHA MOCTYMaloLLero NekapcTBEeHHOrO PacTUTENbHOrO Chipbs U NEKapCTBEHHOIO
PacTUTENBHOIO ChIpbsl, paspeLLeHHOro AN UCMOoNb30BaHUS.

5. (2) 3oHa xpaHeHUsi OOImKHa XOPOLLO BeHTUNMpoBaThbCs. Mopsiaok pa3melleHusl YNakoBOK He [AOJKeH
npensTCTBOBaTb CBOGOAHOW LMPKYNSILMKN BO3a4yXa.

6. (3) Ocoboe BHMMaHNE HeOBX0AMMO YAENATb YACTOTE M HaanexalleMy oBCnyKUBaHWUI0 30H XpaHeHus,
ocoGeHHo Tam, rae obpasyeTcs Mbinb.

7. (4) Ecnu gna XpaHeHUs WCXOAHbIX MaTepuanoB W NEKapCTBEHHbIX PacTUTENbHbLIX MpenapaToB
TpebyloTca ocobble YCrnoBMS B OTHOLUEHWM BR@XHOCTW, TeMnepaTypbl M 3alWwuTbl OT CBETa, TakMe YCIOBUS
HeobxoamMMo obecneymBaTb U KOHTPONMPOBAT.

lNpounsBogcTeeHHas 30Ha

8. (5) MNpu oTbope npob, B3BELMBAHWW, CMELUMBAHUM W AOPYrMX TEXHOMOrMYECcKUX onepauusax c
NeKapCTBEHHbIM PacTUTENbHBLIM CbIpbEM, COMPOBOXOAIOLLMXCA Mblieobpa3oBaHNEM, HEOOXOAMMO MPUHUMATL
ocobble Mepbl MO NoAAEPKaHMIO YUCTOThI, @ Takke Mo NPeAOoTBPALLEHMI0 NEPEKPECTHONO 3arps3HeHUs (yaaneHue
NbIW, BblAENeHne cneunanbHbIX NOMELLEHWIA).

O6opynosaHue
9. (6) O6opynoBaHve, GUNLTPYIOLWLME M WHblE MaTepuanbl, WUCMONb3yemble B MPOU3BOACTBEHHOM
npouecce, [OOMKHbI OblTb COBMECTMMbl C pacTBOpUTENEM, WCMONb3yeMblM Afs  9KCTpakuuu, Aans

NpeaoTBpaLLEHUs] Kakoro-nubo BblaeneHust Uin HexenatenbHoi abcopOumn NeKapcTBEHHOTO PacTUTENbHOro
CbIpbsl, KOTOPbIE MOTYT MOBMNMATb HA NMPOAYKLMIO.

. AOKYMEHTALIUA
Cneuudmkaumm Ha NCXOOHOE Cbipbe
10. (7) NpounsBoanTenu NeKapCTBEHHbIX PACTUTENbHbBIX NPEnapaToB AOMKHbI yOeauTbCs B TOM, YTO OHM

NCMONb3YIOT TOMbKO TO NEKApCTBEHHOE pacTUTENbHOE Cbipbe, KOTOPOE MpOou3BEeOEeHO B COOTBETCTBUMM C
HacTtoswmmun [Npasunamn (¢ yyetom Tabnuubl N 1 HacToswero lNpunoxeHns) N permcTpaumoHHbIM LOChE.
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HeobxooumMo MMeTb MCYepnbIBaOLLY AOKYMEHTALMIO, KacaloLlylCcs OLEHKM MOCTaBLUMKOB WUCXOLHOMO Chipbs
pacTUTENBHOIO MPOUCXOXOEHWS, NPOBEAEHHON MO0 cCaMuUM NPOM3BOAUTENEM NEKAPCTBEHHOIO PacTUTENbHOMO
npenapata, MO0 NO €ro MOpPyYEeHWIO WHbIMX §nuuamu. Pe3ynbTaTbl OLEHKM MOCTaBLLMKOB B OTHOLUEHMM
NEKAPCTBEHHOrO pPacCTUTENBbHOIO ChIPbs SIBMSIOTCA OCHOBOMOMaralvWwuMM AN KavyecTBa WCXOOHOrO Cblpbsi.
Mponssogutens obpallaeT BHUMAHWE HA TO, YTO MOCTaBLUMKUA NEKAPCTBEHHOrO pPacCTUTENbHOMO Chipbs WU
npenapaTta paboTaloT B COOTBETCTBMM C PyKkOBOACTBOM MO NpaBunam Haanexallero BblpalivMBaHusi n cbopa
WCXOAHOrO Chlpbsl pacTuTenbHoro npoucxoxaerust (GACP).

11. (8) Onga Ttoro 4tobbl COOTBETCTBOBATL TPEOOBAHUAM, YCTAHOBMNEHHBIM MyHKTaMu 92 - 134 HacTosLWMX
MpaBun, B cneundukaumm Ha NneKapCTBEHHOE pPacCTUTENbHOE Cbhipbe WM NEeKapCTBEHHbIE paCTUTENbHbIE
npenapaTbl HE0BX0ANMO BKIOYATb:

Hay4yHOe Has3BaHWEe pacTeHUs B COOTBETCTBMM C OMHApHOW cuUcTeMon (poAd, BuAbl, MoaBuabl U (Unn)
pasHOBMAHOCTU, a Takke aBTopa (Hanpumep, JIMHHENR), Npy HeOBXOAMMOCTM Takke cnedyeT NPeACTaBUTb UHYHO
WHpopmaLmio (Hanpumep, Ha3BaHne copTa, XeMOTUMUYECKYIO PA3HOBUAHOCTD);

noapo6Hble JaHHble O MPOUCXOXKAEHUN pacTeHns (B YaCTHOCTM, CTpaHa UMW PervoH npouspactaHust Moo
KyNbTUBMPOBAHWUSA, BPEMS U Crnocob 3aroTOBKM, BEPOSITHO WCMOSMb30BaHHblE MEecTUUMabl, BO3MOXHOE
pagnoakTUBHOE 3arpasHeHue);

CcBeZleHus 0 TOM, Kakas(ne) yacTb(M) pacTeHUst UCNoNb3yeTcA(l0TCs);
WHOpMaLMIO 0 cnocobe CyLLKW, eCv UCTIONb3YIOT BbICYLLIEHHbIE PACTEHUS;

OnucaHue NeKapCTBEHHOrO PacTUTENBHOIO Cbipbs, @ TaKKe OaHHble ero Makpo- U MUKPOCKOMUYECKOro
nccregoBaHum;

OaHHble O HGOGXO,D,I/IMbIX ncnblTaHNMAX Ha NOAJNIMHHOCTb, BKIOYaa npu H606XO£I,VIMOCTI/I UCnbiTaHNA Ha
MOAMMHHOCTL AN WHIPEAWEHTOB C W3BECTHOW TepaneBTUYECKOW aKTMBHOCTbIO WM  MapkepoB. Ecnu
neKapcTBEHHOE PaCTUTENbHOE Cblpbe MOXHO danbcuduumpoBatb M (MNK) NOAMEHUTb, TO HeoBXoauMbI
cneunduryHble auddepeHumpyowmne ucnbiTaHns. Ons onpegeneHus NoAfIMHHOCTU B PacrOpsiKeHUU OOSKEH
ObITb ayTEHTUYHBIN OOpa3seL A4S CPaBHEHMS;

cogepXaHve Bnarn B JeKapCTBEHHOM pacTUTENBHOM Chbipbe, OMpedensieMoe B COOTBETCTBUMM C
TpeboBaHusmMu FocygapcTBeHHoON hbapmakonen Poccuiickon Pepepaumy;

METOLMKN KONMMYECTBEHHOrO onpeaenieHns KOMMOHEHTOB C M3BECTHOW TepaneBTUYECKON aKTUBHOCTbLIO UM,
ecnn HeobxoouMO, MapKepoB, a TakkKe MeToAbl, NMpUrogHble Ans onpeneneHns BO3MOXHOW KOHTamMuHauum
nectvumgamn uM npegens NPUeMrieMocTM B COOTBETCTBMM C TpeboBaHusiMu [TocyaapcTBeHHON hapmakonem
Poccunckon  ®degepaumu, wnu, Npu  OTCYTCTBUM  (papMakonewmHbix TpeboBaHWA, COOTBETCTBYHOLLMNA
BanMOnpOBaHHbIA METOA, eCnn He 060CHOBAHO UHOE;

METOAMKU MWCNbITaHUA MO onpegeneHuio rpubkoBor M (MNM) MUKPOBHOW KOHTaMWHaLMK, BKMOYas
apnaTtoKkCuHbl, Opyrme MWKOTOKCMHBbI WM WMHBAa3WIoO napasutaMmu, a Takke JonycTuMmble npegensl, ecnu
HeobxoauMo;

MeToaunKn WUCMbITAHUA HA HanNuUynMe TOKCUYHbIX MeTannoB, a Takke Ha BO3MOXHble KOHTaMWHaHTbl U
npvMecH, ecnu Heobxoanmo;

METOAUKN UCTbITAaHUN Ha Hanu4ne MHOPOOHbIX MaTepuarnos, eciin HeobxoaMMo;

Apyrve BuAabl KOHTPOMsS B COOTBETCTBMM C TpeboBaHuamu [ocygapcTBeHHon capmakonen Poccuiickon
depepauuu.

12. Illobas npoBeneHHas obpaboTka AN CHMXKEHMS TPUOKOBOM U (M) MUKPOOHOW KOHTaMUHaUuM nmbo
OPYron MHBa3um JOMMKHA 0POPMNATLCS AOKYMEHTanbHO. HeobxoammMo nmveTtb B pacrnopsiXeHun cneumudumkaumm um
METOAMKN, KOTOpble AOSMKHbI BKIOYATh NOAPOOHbIE cBeAeHUs O npouecce obpaboTkM N UCnbITaHMAX, a Takke
npeaenbHble 3HaYeHUs OCTaTOYHOM KOHTaMUHALUN.

TexHonornyeckune MHCTPYKUUKn
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13. (9) B TexHonormyeckmnx MHCTPYKUUSAX AOMKHbI ObITh OMMCaHbI Pa3fnuyHble onepawuum, oCcyLLEeCTBSEMbIE
C NeKapCTBEHHbIM pacTUTENbHbIM CbIPbEM, TakMe Kak O4MCTKa, CyLlKa, U3MernbYeHUe 1 npoceuBaHue, a Takke
OaHHble O MPOAOIKUTENBHOCTM U TemnepaType CyLIKM U MeTodax, UCMOoNb3yeMblX ANs KOHTPONs pa3mepoB
dparMeHTOB KyCOYKOB MUIN YacTuL,.

14. (10) JormkHbl BbITb YTBEPXKAEHHbIE MHCTPYKLMM W 3aMnCK, KOTOPble rapaHTUPYIOT, YTO Kaxaoe TapHoe
MECTO C JeKapCTBEHHbIM pacTUTENbHbIM  ChbIPpbEM TMPOBEPEHO C LEeSblo  OBHApYXEHUst  Kakow-nmbo
hanbcudmkauum, NoaMeHbl, HanMums NOCTOPOHHNUX MaTepuarnoB (TakMx Kak dparMeHTbl MeTanna Wnu crekna,
OCTaTKM XUBOTHbLIX UM UX SKCKPEMEHTBI, KAMHU, NECOK) NGO NPU3HAKOB HUEHNS.

15. (11) TexHonornyeckne MHCTPYKUMM AOSKHbI CoaepKaTb MeTOoAbl yAaneHUsi MOCTOPOHHUX MaTepuanos
N COOTBETCTBYHOLLME METOAUKN OYMCTKM U (Mnn) oT6opa MaTepuarna pacTUTENbHOro NMPOUCXOXKAEHUS nepen ero
XpaHeHWeM B KayeCcTBe paspelleHHOro JieKapCTBEHHOrO pPacTUTENbHOMO Chipbs WU Meped  Havarnom
npousBoAcTBa.

16. (12) VIHCTpyKUMM MO MPOW3BOACTBY NEKAPCTBEHHbIX PacTUTENbHbLIX NpenapaToB AOIMKHbI BKIOYaTb
noapobHble CBEAEHNS O pacTBOpUTENe, NMPOAOITKUTENBHOCTU U TeMMepaType 3KCTParmpoBaHusi, MHpopMaumio o
MoBbIX CTaAMSAX KOHLEHTPUPOBAHUS 1 UCMOMb3yeMbiX crnocobax.

IV. KOHTPOIb KAYECTBA
OT60p Npob

17. (13) MNockonbKy NekapcTBEHHOE pacTUTENbHOE Chipbe MO CBOEN NpUpoae HEOAHOPOAHO, OTOop Npob 13
Hero [OIMKEeH OCYyLLecTBNATb MepcoHarn, obnajawowwmi cneuunanbHbiMUM HaBblikamu. Kaxgyto ceputo cnepyet
naeHTUrUMpoBaTh N0 JOKYMEHTaUUN Ha 3Ty CEpUIO.

18. (14) Heobxoammo coxpaHATb KOHTPOJSibHble 00pasubl NIEKapPCTBEHHOrO pacTUTENbHOrO cbipbs. [pu
NMPOM3BOACTBE MOPOLLKOB HEOOXOAMMO COXpaHsiTb 0bpasubl HEM3MeNbYeHHOro NeKapCTBEHHOIO PacTUTENbHOMO
CbipbA.

19. (15) MNepcoHan, NPOBOAALLMIA KOHTPOMb KayecTBa, AO/MKEH MMETb CneumanbHyo NOAroTOBKY M OMbIT
paboTbl C NEKapCTBEHHbIM pPacTUTENIbHBIM CbIPbEM, MPOMEXYTOYHLIMM MPOAYKTAMU WUNN  JIEKAPCTBEHHbBIMU
pacTuTenbHbIMM NpenapaTamMmn Ang NpoBeAEHUS UCMbITAHUA Ha MOAMMHHOCTL U HanuumMe NpuMMecen, BbisiBNEHUS
B MNOSTlYYEHHOM Cbipbe pocCTa rpuboB, 3apaxeHus ambapHbIMW BpeauTensMu, BbISIBNEHWS HEOOHOPOAHOCTU
cbipbsi.

20. (16) MNoANMHHOCTb M Ka4YeCTBO NIEKAPCTBEHHOIO PACTUTENBHOIO Chipbs, MPOMEXYTOYHbIX NPOAYKTOB U
NEKaPCTBEHHbIX PaCTUTENbHbLIX MpenapaTtoB HeobXoAMMO onpeaensaTe B COOTBETCTBUM C TpeboBaHUAMMU
CocynapcteeHHon cpapmakonen Poccuiickon ®epepauuun, HOPMaATUBHOM AOKYMEHTALMM MM HOPMaTUBHOrO
JOKyMeHTa.

MpunoxeHne N 8
K MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

OTBOP MNMPOB NCXOOHOIO CbhIPbA U YIMAKOBOYHbLIX MATEPUNATIOB
I. MPUHLAN
1. OT60p Npob6 sIBNSeTCS BaHOW onepauueil, Npy KOTOPOoi OTOMpaeTCsl TONbKO Heborbluasi YacTb Cepum.
[locToBepHbIE 3aKk/oYeHUss MO OTHOLUEHMI0O KO BCEM CepuM He MOryT OCHOBLIBATbCS Ha MUCMbITAHUSX,

NpoOBeAEHHbIX Ha HenpeacTaBuTeNbHbIX Npobax. lNMpaBunbHbIM 0TOOP NPO6 ABASETCA HEOTbeMIIEMOW YacTbio
hapmaLeBTMYeckon cuctemsl kavectsa. [pasuna otbopa nNpob yctaHoBMEHbl NyHKTamu 214 - 217 HacToAwmx
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Mpaeun. HacTosiwee MpunoxeHne cogepXuTt OononHuTenbHble TpeboBaHMsa nNo oToopy Npob UCXOOHOMO Chipbs
N YNakoBOYHbIX MaTepuaros.

II. MEPCOHAN

2. (1) MNMepcoHan, npoBogsAwmMiA OTOOP MpPob, JOMKEH MPOWTM HavanbHoe obyveHue M B Nocrenyrollem
perynsipHo oby4aTbCsi OUCUUMIIMHAM, UMEKLUM OTHOLLEHME K npaBurnibHOMY oTOopy npob. Takoe obyyeHue
OOMMKHO BKITHOYaTb pAaCCMOTPEHME CrieayHoLLMX BOMPOCOB:

nopsiaok otbopa npoo;

YTBEPXXAEHHbBIE MPON3BOAUTENEM MHCTPYKLUMM MO 0TOopy Npob;

meToabl  obopyagoBaHue, UCnonb3yemble nNpy oToope Npob;

PUCK HepereCTHOVI KOHTaMunHauuu,

Mepbl MPegOCTOPOXHOCTU, KOTOpble HEeo6XooMMO MpMHMMATb B OTHOLUEHWM HEeCTabunbHbIX U (Unn)
CTEepPUIbHbIX BELLECTB;

BaXXHOCTb MPUHATUA BO BHWMMaHWE pe3yribTaToB Bmsyaanoﬁ OUEeHKM BHellHero Buvaa MaTepuaros,
YNaKOBOK N 3TUKETOK;

Ba)KHOCTb JOKYMeHTarnbHOro opopMrieH1s nobbix HeNpeaBNAEHHbIX UM HeOObIYHbIX 06CTOATENbLCTB.
1. NCXOQHOE CbIPbE
3. (2) MoanuHHOCTL BCEW Cepunm UCXOOHOrO Chipbsl, Kak npaBuio, MOXET OblTb rapaHTMpoBaHa TOMbKO
Toraa, korga otaernbHble Npobbl ObiNM O0TOOpaHbl U3 BCEX €MKOCTENM W UCMbITaHWe Ha WMAEHTUYHOCTb ObIno
npoBedeHOo AN Kaxaow npobbl. JonyckaeTca oTbmpatb Npobbl TONBKO M3 YacTM €MKOCTEN, ecnu paspaboTaHa

npollefllas Banvaauuilo npouenypa, rapaHTUpyloWwas, YTo HU Of4HA eMKOCTb C UCXOAHbIM CbipbeM He Obina
HenpaeuibHO MapKUPOBaHa.

4. (3) Mpw Takow BanugaumMm HeOOXO4MMO YUNUTbLIBaTb, MO KpakHen Mepe, criefyroLme acrnekTbl:

AaHHble O Npou3BOAMTENE M MOCTaBLUMKE (MX TUM U TEKyllee COCTOsIHME), a Takke WX MOHWMaHue
TpeboBaHun HacToswwmx MNpasunm;

Hanuyne cucteMbl obecrneveHuns KayecTBa y MPOM3BOAUTENS UCXOOHOTO ChipbS;
yCrnoBMS NPOM3BOACTBA, NPY KOTOPbIX MCXOOHOE Chipbe MPOU3BOASAT U KOHTPONMUPYIOT;

Xapakrtep un CBOWCTBa MCXOAHOro CblipbA N NEeKapCTBEHHbLIX MpenapaTtoB, AnA npon3BoacTBa KOTOPbLIX OHO
6yp,eT Mcnosnb3oBaTbCA.

5. Mpu Takol cucTeme npouedypa, npolledlwlas Banugaunio KU ocsoboxaarolias oT NpoBeAeHUs!
UCNbITAaHUI NOANMHHOCTU UCXOAHOIO ChIpbs B KaXA0W NOCTYNaloLLen eMKOCTU, MOXeT GbiTb Npremnema Ans:

MCXOHOTO ChIpbsl, MOCTYMNAOLWEro OT 0O4HOIo NPOU3BOANTENS UMK C OJIHOW NPOU3BOACTBEHHON MIOLLIAAKY;
MCXOAHOTO Chlpbsl, MOCTYNAlOLLEro HENnocpeacTBEHHO OT MPOM3BOAMTENS WUMU B €MKOCTM, onevyaTaHHO
Npov3BOAMTENEM, NMPUYEM ITOT MOCTABLUMK MMeeT Be3ynpeyHylo penyTauuio, U ecnu NpoBoAsATCS perynsipHble

ayauTbl cuUcTeMbl obecrneyeHVs kayecTBa NpPoOU3BOAWTENS Mokynatenem (MpousBoauTENEeM JeKapCTBEHHOTO
npenapara) unm opuumarnbHO akkpeanTOBaHHLIM OpraHoM.

6. Takas npouenypa He MOXeT yaoBneTBOPUTESIbHO I'IpOI7ITI/I BanMaauuio n ncnonb3oBaTbCcA AnNA:

WCXOOHOTO  Cbipbsi, MOCTaBMSIEMOro MocpedHuMKaMu, Korga npou3BoAUTENb HEW3BECTEH WKW He
rnoasepraeTcs ayaunTy;
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WCXOAHOTO Cbipbsl, UCMOb3yeMOro A1t MPOM3BOACTBA NapeHTeparbHbIX JIEKAPCTBEHHbIX NpenapaToB.

7. (4) KayecTBO cepun UCXOQHOTO Cbipbsi MOXET ObiTb OLlEHEHO Npu OTOOpEe WM NPOBEOEHUN UCTbITaHUS
npegcrtaBuTenbHON Npobbl. [ns aTon uenu MoryT ObiTb MCNonb3oBaHbl NPobbl, 0TOOpPaHHbIE ANA MUCNbITaHWUIA
noanuHHocTu. KonmnyectBo npo6, oTOOpaHHbIX Ans MOfyyYeHWs npeacTaBUTENbHOW MPOObI, AOMKHO ObiTb
onpefeneHo CTaTUCTMYECKN M ykasaHOo B nnaHe otbopa npob. KonuuecTBo oTAenbHbIX Npob, KOTopble MOryT
ObITb CMeLLaHbl Ans PopMmnpoBaHMsa cpeHen npobbl, Takke AOMKHO ObiTb onpeaeneHo ¢ y4eToM BUAa Cbipbs,
CcBeeHWIN 0 NOoCTaBLUMKE U OAHOPOAHOCTU CcpedHen Npoodbl.

IV. YIIAKOBOYHbLIE MATEPWAILI

8. (5) B nnaHe no otbopy npob ynakoBOYHbIX MaTepuanoB AOJMKHO ObiTb YYTEHO, MO KpanHen mepe,
criegytollee: nonyyYyeHHoe Konu4yecTBo, Tpebyemoe kayecTBO, xapakTep MaTepuana (Hanpumep, NepBUYHbIE
yNakoBOYHble MaTepuanbl U (UnM) nevyaTHble YNakoBOYHbIE MaTepuarnbl), MeToAbl MPOM3BOACTBA, a TaKke
CcBefeHns O cucteme obecrneveHus KadyecTBa MNPOWM3BOAMTENS YNAKOBOYHbIX MaTepuanoB, OCHOBaHHble Ha
pesynbTaTtax NnpoBeaeHus ayanToB. KonnyectBo oTonpaembix Npob AOMKHO GbiTb OnpeaeneHo cTaTucTUYECKN v
yKasaHo B nriaHe no otbopy npo6.

Mpunoxexne N 9
K NMpaBvnam Hagnexawemn
NPOn3BOACTBEHHOW MPaKTUKN

MPON3BOACTBO XXWOKOCTEW, KPEMOB U MA3EWN
[. MPNHUMN

1. XKngkoctn, kpembl M Ma3n OCOBEHHO noaBepXeHbl MWKPOOHOM M WMHOW KOHTamuHauuu. [loatomy
HeobXx0AMMO NpUHUMATBL creumanbHble Mepbl Mo NpeaynpexaeHunio nobdon KoHTamMmmnHauumn.

[l. MTOMELWEHNA N OBOPYOOBAHNE

2. (1) Ons 3awmTbl OT KOHTaMMHaUMM MpU MPOM3BOACTBE WM NepeMeLleHur NpodyKUuMM pekoMeHOyeTcs
MCMonb30BaTh 3aKpbITble cUCTEMbI. [POM3BOACTBEHHBIE 30HbI, B KOTOPbIX HAXOAWUTCS OTKPbITAst MPOAYKLUMS UK
OTKPbITbIE YWUCTbIE YMAKOBKW, Kak MNpaBuiio, Heobxoaumo 3(MMEKTMBHO BEHTUNIMPOBATL OTUILTPOBAHHBLIM
BO3YXOM.

3. (2) KOHCTpyKUMSi M pacnosioXeHne peakTopoB, €MKOCTen, TpybonpoBOAOB M HACOCOB [OOJDKHbI
npegycmartpvBaTb ygoOOCTBO WX OYUCTKM U, NpU HEOBXOAMMOCTW, caHuTapHol obpaboTkn. B vacTHocTu, B
KOHCTPYKUMM 0B0OpYyLOBaHMS LOMKHO ObITb CBEOEHO K MUHMMYMY Hanuuue HefoCTYMHbIX 30H WK y4acTKoB, B
KOTOPbIX MOTYT CKannmBaTbCs OCTaTKU NPOayKUMUK, co3aaBas cpeay AN pa3mMHOXEHUS MUKPOOPraHW3MOB.

4. (3) MNMpwn HanMuMM BO3MOXHOCTU He criedyeT UCMNOoSb30oBaTh annapaTypy u3 ctekna. Kak npaBuno, 4yactu
000pyAOBaHUSA, KOHTaKTUpYKOLWME C MpoAyKUMEN, AOMMKHbl ObiTb M3roTOBMEHbI M3 BbICOKOKAYECTBEHHOW
HepXaBetoLlen ctanu.

. MPON3BOACTBO

5. (4) Heobxogumo yCTaHOBUTb W KOHTPONMpOBATb KaA4yeCTBO MWCMOSIb3yeEMOW BOAbl B OTHOLLEHWU
XUMUYECKON W MUKPOBMOMNOrM4eckom 4YnMCTOoTbl. Bo un3bexaHue pucka pasMHOXEHUS MUKPOOPraHW3MOB
obcnyxvMBaHMe CUCTeM MOArOTOBKM BOAbl JOMKHO ObiTb OpraHu3oBaHO Hagnexawwmm obpasom. lMocne niobow
XMMUYECKON CaHWTapHoW o0bpaboTKM cucTeM MOArOTOBKM BOAbl MX HEOOGXOAMMO NPOMbIBaTb B COOTBETCTBUM C
npoLenypown, npoLlealen Banuaaumto, Kotopasi rapaHTUpyeT NnosfHoe yaaneHve ge3vHUUMpyoLWnX CPeacTs.

6. (5) KauectBo cblpbsi, mony4aemMoro B eMKOCTAX Oonblioro obbema, OOSMKHO MpPOBEpPATbCs OO0 WX
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nepemMeLlleHna B EMKOCTU ONA XpaHeHUA.

7. (6) HeobxoanmMo KoHTponupoBaTb nepedady cbipbs Mo Tpy6GonpoBogam, 4ToGbl rapaHTMpoBaTb WX
NOCTYMNIEHNE B HY)XHOE MEeCTO.

8. (7) B nomelueHusix, roe COOEPXKUTCA OTKpbITasi NPOAYKUMS WNM OTKPbITbIE YNUCTbIE YMakoBKW, He
[0MycKaeTCsl HaxoXaeHWe mMaTepuanoB, OT KOTOPbIX BO3MOXHO OTAENEHUE BOMOKOH U ApPYrMX KOHTaMWUHaHTOB
(Hanpumep, KapTOH UNW AEPEBSIHHbIE NOAAOHbI).

9. (8) Bo Bpemsa ¢acoBkn HeobxooumMo obecneynmTb COXpaHeHMe OLHOPOOHOCTM CMECEW, CYCMEH3UN U
WHbIX HepacdacoBaHHbIX NPoAyKTOB. [pouecchl cMelmBaHusa U acoBkU AOMKHbI NporTn Banugaumio. Ocoboe
BHMMaHWe HeobOXoaMMO yaensTb obecnevyeHnto OgHOPOLHOCTU CMecu B Hadvarne, Mocre OCTaHOBOK U B KOHLE
npoLecca HanornHeHus.

10. (9) Ecnn roToBbIi NpOAYKT YMNakoBbIBaeTCA He cpady, HeobOXOAMMO YCTaHOBWUTb MaKCUMarbHO
[OMNyCcTMMOE BpeEMS A0 €ro ynakoBKM, @ Takke COOTBETCTBYHOLLME YCIOBUS XPaHEHUS, KOTOpbIE CriedyeT CTporo
cobntoaathb.

Mpunoxexne N 10
k MNpaBunam Hagnexawuen
NpPOM3BOACTBEHHON NPAKTUKM

NnPOM3BOACTBO
AO3NPOBAHHBIX ASPO30JIbHbLIX JIEKAPCTBEHHbIX MPEMNAPATOB
noA OABNEHMEM OJA MHTANALUN

[. MPNHUMN

1. TMpon3BoacCTBO a3p030MbHbLIX JIEKAPCTBEHHbIX MpenapaToB Mof [AaBfiEHWEM C  LO3MPYHOLUMU
KnanaHamu, npegHasHavyeHHbIX ANna UHranauuim, Tpebyet oco6oro BHUMaHUS u3-3a crieuuduyeckoro xapakrepa
3TOW nekapcTBeHHOM PopMbl. OHO AOMKHO OCYLLECTBNSATLCA B YCNOBUSAX, CBOASLUMX K MUHUMYMY KOHTAMUHALMIO
MUKpoopraHnaMammn n yactmuamm. OuyeHb BaXHO Takke obecrneynTb KavyecTBO AeTaneil krnanaHa, a B crnydae
CyCneH3uii - X O4HOPOAHOCTb.

II. OBWWME TPEBOBAHNA
2. (1) Kak npaBuno, ucnonb3yloTcs ABa MeToga Npou3BoacTBa U HAaNoNHEHUs:

a) (a) cucTema [OBYXCTAAMMHOIO HamorHEHWs (HaMoOMHeHWe Mo [AaBrneHueMm): dapMaLleBTUYECKas
cybcTaHumsl cycneHaMpyeTcs B MPOMENTIEHTE C BbICOKOW TEMMepaTypol KWMEHUsi, [03Yy CYCMeH3uu nojatoT B
KOHTEHEP, BCTABMSAOT M OGXKMMALOT KnanaH 1 Yepes LITOK KnanaHa BBOAAT NPOMESyIeHT C HU3KOW TemnepaTypoi
KUNEHWs1 Ansi NONyYeHUsi TOTOBOrO JIekapCTBEHHOrO npenapaTta, npu 3TOM NOAAEPKMUBAIOT AOCTAaTOYHO HU3KYIO
TemMnepaTtypy cycrnieHsuu dapmaLleBTU4eckon cybcTaHUumMM B MPOMENneHTe ANsl CHWKEHUs NoTepb 3a cuyeT
ncnapexus;

©) (b) mpouecc OAHOKPATHOro HaMOMHEHMS1 (XONOAHOE HanosfHeHue): dapMaueBTUYECKYD CyOCTaHLUuIo
CYCrneHOUpYoT B CMECU MPONenneHToB 1 coaepxaT CyCreH3uto nog AaBfeHneM Unu npu HU3KoW TemnepaType,
nmbo OOHOBPEMEHHO MoA AaBfiEHWEM W MPU HU3KOW TemnepaType, 3aTeM NPOBOAUTCS HaMOSIHEHWE YMaKOBKU
cycrneHsuer B oavH Npuem.

I1l. TOMELLEHNA N OBOPYOOBAHUE

3. (2) MNpownsBoACTBO M HaNOMHEHUEe MNpU HanmMynM BO3MOXHOCTM HEoBXOoOUMO NPOBOAUTL B 3aKPbITbIX
cucTemax.
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4. (3) 3oHa, B KOTOPOW NPOAYKLNSA NN YNCTbIE KOMMOHEHTbI COAEPXKaTCsl OTKPbITbIMU, AOMKHA CHabXaTbCs
OT(pMNbLTPOBAHHBIM BO3OYXOM M COOTBETCTBOBATL TpeboBaHMAM K NPOM3BOACTBEHHON cpefe, No KparHewn mepe,
knacca D. Bxogutb B 30Hy cnegyeT Yepes BO34YyLUHbIE LUMNO3bI.

V. MPOU3BOACTBO N KOHTPOJIb KAHECTBA

5. (4) Josupytowme KnanaHbl 515 aspo30rien ABnsTCs 6onee CnoXXHbIMMU MO CPaBHEHMIO C BONbLLUMHCTBOM
YCTPOWCTB, MCMOmnb3yemMblx B apMaueBTUYECKOA MNPOMBILIMIEHHOCTU. OTO [OOMKHO ObiTb y4TEHO B
cneundurKkaumax Ha HUX, a Takke npu otbope nNpob un ncnbitaHuax. Ocoboe 3HaYeHne umeeT NposegeHne ayauTa
dapmaLieBTMHECKON CUCTEMbI KaYecTBa Y MPON3BOAUTENS A03MNPYIOLLMX KNanaHoB.

6. (5) Bce xunagkoctu (B TOM Yncre Xngkme Unmn CXXmkeHHble nog AaBrieHneM ra3oobpasHblie NponesieHTbl)
OOMKHbl BbiTb NPOUNBTPOBaHbI ANA yAaneHus Yvactuy, pasmep koTopbix Gonbwe 0,2 mkm. Tam, rge aTto
BO3MOXHO, PEKOMEHOYETCA NpoBeAeHUe AONONHUTENBHON unbTpauum HENOCPeaCTBEHHO Nepes HanonHeHNeM.

7. (6) KoHTeliHepbl 1 KnanaHbl HEOGXOAMMO OuYMLAaTh COFfacHO BanMOMPOBAHHOWM Npoueaype, KoTopast
COOTBETCTBYET Ha3HaYeHWIo NEeKapCTBEHHOro npenapaTta M obecneynmsBaeT OTCyTCTBME NOGON KOHTaMUHALIUK,
TAKOW Kak KOHTAMMHAaLWA TEXHOMOMMYECKMMIN BCrioMoraTenbHbIMU MaTepuanamu (Hanpumep, cMasodHbIMKU) UMK
MUKpOBHas KOHTaMMHauwusA. [ocne oYMCTKM KnanaHbl AOMKHbl XPaHUTBCA B YMCTBLIX 3aKPbITbIX €MKOCTAX, TakkKe
JOIMKHbI BbITb NPUHATLI Mepbl NPEAOCTOPOXHOCTM, NPeAoTBpaLlaloLLMe KOHTaMUHALMIO BO BpeMsl NocneayoLmx
onepauui, Hanpumep, Npyu oT6ope NPo6. YNakoBKM OOMKHbLI MOCTYNaTh Ha NIMHUIO HaMOMHEHMS B YACTOM BuAae
UMW O4YULLIATLCA Ha NMUHUM HenocpeACcTBEHHO nepen HarnonHeHUeM.

8. (7) Heobxoammo obecneynTs OAHOPOAHOCTb CYCMEH3MM B TOYKE HamnonHeHus B Xode BCero npouecca
HanonHeHus.

9. (8) MNpwn ncnonb3oBaHMM MeToAA OBYXCTaAUMHOIO HAMOSIHEHMS 4SS OOCTMXKEHUS MPaBUNIbHOIO COCTaBa
HGOGXOJJ.I/IMO obecneynTb TOYHYIO MaccCy BBOOMMLIX BeLLECTB Ha obeunx cTagudax. |_|03TOMy BO MHOIMX cny4daax
uenecoobpaseH 100%-HbI KOHTPOSb MACChl Ha KaXaow CTagun.

10. (9) KoHTpomnb mocne HarmosIHEHUsI OOMMKEH NMOATBEPAUTL OTCYTCTBME yTeuek. [TpoBepKy Ha Hanuyve
yTeuyek crieyeT npoBoAuTb Tak, YToBbl He JOMYCTUTE MUKPOBHOW KOHTaMUHALMK UMM OCTATOYHOW BRaru.

Mpunoxexne N 11
K NMpaBvnam Hagnexatiemn
NPON3BOACTBEHHOW NPAaKTUKM

KOMIMbIOTEPN3NPOBAHHBLIE CUCTEMBbI
[. MPNHUWN

1. Hactosiwee I'Ipmno>|<eH|/|e npuMeHdaeTcaA KO BCeM TunamMm KOMMNbTEPUINPOBAHHLIX CUCTEM,
MCMNOoJ1b3yeMblX B paMKax AEeATENIbHOCTH, perynvlpyeM0|7| TpeGOBaHMHMI/I HacToALlKnx I'Ipanm.

2. KomnbloTepusmpoBaHHasi cucTema npeacraensieT cobon Habop mnporpaMMHbIX M annapaTHbIX
KOMMOHEHTOB, KOTOpPble COBMECTHO BbINONTHAKT onpeneneHHble q.)yHKLI.I/II/I.

3. MpuMeHeHne KOMMbIOTEPU3NPOBAHHOIA cucTeMbl [OJIKHO GbITb BanuaupoBaHo,
MHPOPMaLIMOHHO-TEXHOSIOTUYECKas MH(PACTPYKTypa A0KHA NPONTU KBanudmKauumio.

4. Ecnn KOMMbIOTEPU3NPOBAHHAs CUCTEMA 3aMEHSET pPyYyHOE ynpaBrieHue, 3TO He OOMMKHO NMPUMBOAUTL K
CHWXEHMIO KavecTBa MPOAYKUWMM, TEXHONOrMYeckoro KOHTpons unu obecneyeHusa kadectsa. OO6Line pucku
npoLecca He JOMmKHbI Bo3pacTaThb.

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 153 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

Il. OBWME TPEBOBAHNA
YnpaBneHue puckamm (1)

5. YnpaBneHve puckamu OOMKHO MPUMEHATLCA B TeYEHME XMSHEHHOrO LMKMNa KOMMbITepU3NPOBaHHOW
cucTembl B Liensix obecrnedeHust 6e30nacHOCTU MauUMEHTOB, LIENOCTHOCTM AaHHbIX W KadecTBa npoaykuuu. B
pamMKax CUCTEeMbl YMNpaBfieHUs pUckaMu pelleHVst Mo obbeMy BanuAaUMOHHBIX WCMbITAHWIA U MPOBEAEHUIO
KOHTpOInel LenoCTHOCTM AaHHbIX OOMKHbI OCHOBbIBATbCA Ha OGOCHOBAHHOW U AOKYMEHTanbHO OGOPMIIEHHON
OLIEHKE PUCKOB KOMIMbIOTEPU3MPOBAHHONM CUCTEMDI.

MepcoHan (2)

6. HeobxoouMo noagepxuBaTb TecHoe COTPYOHWYECTBO MeXay BCEM 3HAaYMMbIM  MEepcoHarnom,
BOBJIEYEHHbIM B AaHHBIA NPOLECC, TakUM Kak Briadenew npouecca, Bragernewl CUCTEMbI, YNOTHOMOYEHHbIE Nvua
N TeXHWYeckuin nepcoHan. Becb nepcoHan OormkeH MMEeTb HeoGXoaMMyo KBanuguKauuio, YPOBEHb AOCTyMNa U
onpeaeneHHbIe NOMHOMOYUS AMSA BbINOMHEHWS BO3MOXEHHbIX Ha HEro 06513aHHOCTEN.

MocTaBLwukM 1 npoBanaepsl yenyr (3)

7. (3.1) B cnyyae ecnv Anst NOCTaBKW, YCTAHOBKW, HAaCTPOWKN, 3aaHNst KOHUIypaLun, NHTEFPUPOBAHNS,
Banugauum, TEeXHUYEeCKoro obCnyxusBaHusa (B TOM 4ucne 4epes ydaneHHbln AOCTyn), mogudukaumn unm
noaaepXxaHnst KOMMbIOTEPU3NPOBAHHBIX CUCTEM, OKa3aHUs CBA3aHHbLIX C HUMMK yCnyr unu obpaboTkn AaHHbIX
npuBneKalTCcs TpeTbM nuua (B 4acTHOCTW, MOCTaBLUMKW, MpoBamgepbl YCnyr), T0 Mexgy npovsBoauTenem u
YKa3aHHbIMW TPETbMMM NMLaMU 3aKYalTca AOroBopbl. Takumn JOroBopaMy pekoMeHAyeTcs yCTaHaBnmBaThb
OTBETCTBEHHOCTb TPeTbUX MWL, 3a Haanexallee UCNoNHEHNe CBOMX 06s3aHHOCTEN.

8. (3.2) KomMneTeHTHOCTb M HaOeXHOCTb MOCTABLUMKOB SBMASIOTCA KHOYEBbIMU YCMOBUSIMK Bblbopa
nocTasLLMKa NporpamMmmMHOro npogykra unu ycnyr. HeobxoamMMocTb oueHKU NocTaBLUMKa A0MmKHa BblTb OCHOBaHa
Ha OLeHKe PUCKOB.

9. (3.3) [dokymeHTauus, npunaraemasl K KOMMEPYECKM BbIMyCKaeMblM TOTOBbIM [f1s1 MUCMOSIb30BAHMS
nNporpaMmHbIM MpoAyKTaM, AOMKHA ObITb pacCcMOTpeHa YMNONHOMOYEHHbIMU PaboTHMKaMKU NPOM3BOAMTENS Ha
npeamMeT CoOOTBEeTCTBUA TpGﬁOBaHVIFlM npounssoauTensa.

10. (3.4) NIHdopmaums o cucteme KayecTBa U OLLEeHKax MOCTaBLUMKOB MMM pa3paboTyMKOB MPOrpaMMHOIO
obecneyeHns N yCTaHOBMEHHbBIX KOMMNbIOTEPU3NPOBAHHBLIX CUCTEM AOMMKHA ObITb 4OCTYNHA AN NPpegoCTaBneHns
nuam, ocyLeCcTBAIOLWMM NPOBEPKY, MO UX TPebOoBaHMIo.

lll. CTAOUA NPOEKTA
Banvngaums (4)

11. (4.1) BanupgauuoHHash OOKYMEHTauusi U OTYETbl [OIDKHblI OXBaTbiBaTb COOTBETCTBYHOLME CTaguu
XXU3HEHHOMO LIMKNa KOMMbIOTEPU3NPOBAHHOW cucTeMbl. [ponsBoauTenb AomkeH 000CHOBaTb CBOU CTaHAapThl,
NPOTOKOSbI, KPUTEPUN MPUEMIIEMOCTU, NPOLIEAYPbLI U 3anNnCcU Ha OCHOBE OLIEHKN PUCKOB.

12. (4.2) BanupauuoHHasi [OOKyMeHTauusi OOSPKHA BKIKOYATb 3anucuM KOHTPOMNsi U3MEHeHun (ecrnu
I'IpI/IMeHI/IMO) M OTYeTbl O NObIX OTKIOHEHUAX, BbIABJTIEHHbLIX B XO04€e npolecca sanngauunn.

13. (4.3) [HomkeH OblTb B HanMuuMm TeKyWWUA nepedeHb (peecTp) BCEX  UCMOSb3yeMblX
KOMMbIOTEPU3NPOBAHHBLIX CUCTEM C YyKasaHMeM WX YHKUMOHanNbHOCTW, nognajawwen noa TpebosBaHMA
HacToswwmx NMpaswun.

14. ONA KPUTUYECKMX KOMMbIOTEPU3NPOBAHHBLIX CUCTEM OOIMKHbI GbiTb B HanMumMu noapobHoe Tekyllee
onucaHne U3NYECKMX M NOrMYECKUX B3aMMOCBSI3EN, MOTOKOB AaHHbIX U MHTEPdENCOB C APYIMMU CUCTEMaMMU
Unu npoueccamu, Tpebyemble pecypcbl BCEro KOMMbIOTEPHOro 060pyAoBaHMUs M NporpaMMHOro obecrieyeHus,
AOCTYMHble Mepbl Ge30MacHOCTU.

15. (4.4) Cneumdukaumm TpeboBaHMI nofb3oBaTeNsl AOMKHbI OMUCbIBaTb Heobxoaumbie YHKLMK
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KOMMbIOTEPM3NPOBAHHON CUCTEMbI HA OCHOBE AOKYMEHTaNbHO 0POPMITEHHON OLIEHKM PUCKOB U BIIUSIHWS C TOYKM
3peHus cobnoaeHns HacToswmx Mpasun. Tpe6GoBaHWs NoNb3oBaTeNs AOMKHbLI MPOCIEXUBATLCA HA NPOTKEHNM
BCEro XXM3HEHHOro LMKIa KOMMbOTEPU3NPOBAHHOW CUCTEMBbI.

16. (4.5) MNpounssoanTenb OOMKEH NPEANPUHATL BCe MEPbI, rapaHTUpyoLMe, YTO KOMMbIOTEPU3MPOBaHHas
cuctema paspaboTaHa B COOTBETCTBMU C Haasiexallen CUCTEMON YNpaBrieHust kayecTBoMm. [ocTaBLMK AOSKeH
GbITb OLIEHEH COOTBETCTBYOLLMM 06pasoM.

17. (4.6) C uenbio Banugauun KOMMbIOTEPU3NPOBAHHBIX CUCTEM, U3rOTOBMEHHLIX MO MHAMBUAYaNbHOMY
3aKasy WM MoguduvuMpoBaHHLIX B COOTBETCTBUM C TpeboBaHMsAMM 3aka3uuka, HeobxoauMmo paspaboTaTb

AOKYMEHTUPOBAHHYIO npoueaypy OLIeHKM KayecTBa n SKCMITyaTaLMOHHbIX XapaKTepUCTMK
KOMMbIOTEPU3NPOBAHHON CUCTEMbI Ha BCEX 3Tanax ee >KU3HEHHOro LWKna ¢ oOpMreHNeM COOTBETCTBYHOLLMX
OTYeTOoB.

18. (4.7) Heobxogmmo npeacTaBuTb AoKa3aTenbCTBa COOTBETCTBMS METOAOB M CXeM TeCTMpOBaHUA
KOMMbIOTEPU3NPOBAHHON CUCTEMbI. B 4acTHOCTKM, OOMXKHBI ObITb paccMOTPeHbl nNpegernbl napamMmeTpoB CUCTEMbI
(npouecca), rpaHuubl AdaHHbiX M obpaboTka owunbok. Heobxoanmo AOKyMeHTanbHO OMgOPMUTL OLEHKY
COOTBETCTBMUS MPUMEHEHNSA aBTOMAaTU3NPOBAHHbIX CPEACTB TECTUPOBAHNUS U PEXMMOB UX PaboThbl.

19. (4.8) Ecnn paHHble nepeBOOATCA B OpYyron dopMaT MM CUCTEMY [OaHHbIX, Banugaums AOMKHa
BKIOYaTb NPOBEPKY HEM3MEHHOCTUN 3HAYEHNS U CMbICIa JaHHbIX B NPOLECCe UX MUTpaLnn.

IV. CTAOUA SKCIITYATALMNA
OanHble (5)

20. KomnbloTepuanpoBaHHbIE CUCTEMbI, OCYLLECTBIISIIOLLIMNE SNIEKTPOHHbIA OOMEH AaHHbIX C OPYruMu
cuncrteMmamun, OOJDKHbl  BKIOYaTb COOTBETCTBYHOLIME BCTPOEHHble CpeacTtBa KOHTPONA npaBUibHOIoO WU
HesonacHoro Beoga 1 06paboTkun AaHHbIX C Lenbio MUHUMU3aLUUM PUCKOB.

KoHTponb To4yHOCTH (6)

21. ONs KpUTMYECKUX [OaHHblX, BBOAUMBIX BPYYHYI0, HEOOGXOAMMO NpeaycMOTpPeTb OOMONHUTENbHbI
KOHTPOMNb TOYHOCTW BBOAA OaHHbIX. OTOT KOHTPOMb MOXET OCYLIECTBMATLCA BTOPLIM OMEepaTopoM WU C
MOMOLLIbIO BanMaNPOBaHHbIX 3MNEeKTPOHHbIX cpeAcTB. KpUTUYHOCTL U NoTeHuManbHbie NocneacTens oLnBGoYHOro
U1 HeNnpaBWUIbHOIo BBOAA AaHHbIX B CUCTEMY [IOSKHbI OXBaTbiBATbCA CUCTEMOM YNPaBreHUsl PUCKaMU.

XpaHeHune gaHHbIX (7)

22. (7.1) DaHHble OOMKHbI ObITb 3alUMLLEHbl OT MOBPEXOEHUA KaK PU3NYECKUMU, TaK N 3NEKTPOHHbLIMM
Mepamu. CoxpaHeHHble AaHHble OOJDKHbI MPOBEPSATLCA Ha OOCTYMHOCTb, YMTAEMOCTb M TOYHOCTb. [locTyn K
OaHHbIM OOMKeH OblTb 06ecneyeH Ha NPOTSXXEHUN BCEro Nepuoga Ux XpaHeHus.

23. (7.2) Heobxooumo BbINOMHATE PErynsipHOe pPe3epBHOE KOMUPOBaHUE BCEX HEOOXOAMMbBIX AaHHbIX.
CoxpaHHOCTb M TOYHOCTb PE3EPBHbLIX KOMWUA, a Takke BO3MOXHOCTb BOCCTAHOBIEHUS [aHHbIX AOMKHbI ObiTb
NpoBEepEHbI B NpoLiecce Banugauumn n nepmoanyeckn KOHTPONMpoBaThCs.

Pacneuatku (8)

24. (8.1) HeobxooumMo MMeTb BO3MOXHOCTb MOSNTYYEHUS YETKUX MeYaTHbIX KOMUIA OaHHbIX, XPaHSLMXCS B
3NEKTPOHHOM Buae.

25. (8.2) Onsa 3anucein, conpoBOXAAOLWMX pa3peLleHne Ha BbINMyCK Ccepyu, OOSMPKHA ObiTb NpegycMoTpeHa
BO3MOXHOCTb MOJSIyYEHUS pacrneyaTok, YKasblBaloLWMX, U3MEHANUCb NN KakMe-nMbo AaHHble C MOMEHTa WX
nepBoOHa4asribHOro BBOAA.

KoHTponbHble cneabl (9)
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26. Ha ocHoBe OLIEHKM PUCKOB HEOOXOOAMMO YyAEnWTb BHUMAHWE BCTPauUBaHUIO B CUCTEMY BO3MOXHOCTU
CO30aHns 3anucen BCeX CYLLECTBEHHbIX N3MEHEHWUIA U yaaneHun, CBA3aHHbIX C 06NacTblo AEWCTBUS HACTOSALLMX
MpaBun (cuctema, cosgarowas "KOHTponbHble cnepl”). MNMpUUMHBI TaKUX CBSI3aHHbBIX C HacToswumu MNpaBunamm
N3MEHEeHU Unn yaaneHun gaHHbIX OOIMKHblI OblTb 0OPOpPMMEHbl AOKYMeHTanbHO. KOHTpOrbHbIe cnedbl SOSMKHbI
ObITb AOCTYMHBLIMW, MMETb BO3MOXHOCTb WX Mpeobpa3oBaHWss B MOHATHYIO AN nonb3oBaTenen dopmy,
perynsipHo NpPoBepSATLCS.

YnpasneHne nameHeHnssMu n koHgurypauueii (10)

27. Jiobble M3MEHEHUSA B KOMMbIOTEPM3NPOBAHHOW CUCTEME, BKIIOYaA KOHUIrypaumo cUcTeMbl, AOMMKHbI
NPOBOANTLCH TONBKO KOHTPONUPYEMbIM CMOCOBOM B COOTBETCTBMM C YCTAHOBIIEHHON NpoLeaypown.

Mepuoamnyeckas oueHka (11)

28. KomnboTepunamMpoBaHHble CUCTEMbI JOJPKHbI NMEPUOANYECKN OLEHMBATbCA ANS NOATBEPXXAEHUS TOro,
YTO OHM OCTAKTCSA B BaNMAMPOBAHHOM COCTOSIHUM M COOTBETCTBYHOT TpeboBaHuMsM HacToswmx lNpasun. Takvne
OLEHKN [OrKHbl BKMOYaTh, B Ccrydyae HeoOXOoOAMMOCTM, OLIEHKY TeKyllero pguanasoHa yHKUMOHAmNbHbIX
BO3MOXHOCTEWN, 3anucell OTKIOHEeHMW, cOoeB, nNpobnem, McTopuM OBHOBMEHWM, OTYETHI 00 3SKCnnyaTauuu,
HaEeXHOCTH, 3aLLMLLEHHOCTU N O BanMaaLVOHHOM cTaTyce.

3awumTa (12)

29. (12.1) Ona obecneyeHnsa gocTyna K KOMMbIOTEPU3IMPOBAHHOW CUCTEME TOMbKO NUUaMu, UMELLUMN Ha
3TO0 npaBo, HeobxoAMMO wucnonb3oBaTb uandeckne U (UNK)  JIOTUMECKUE  SNEMEHTblI  KOHTPOIS.
CooTBeTCcTBYOLWME CNOCOOLI NPpefoTBpaLLEHUs HECAHKLMOHUPOBAHHOIO 4OCTyNa K cucTemMe MOryT BKM4YaTb B
cebs Mcnonb3oBaHUe KIYew, KapToyek JOCTyna, NepcoHarbHbIX KOAOB C NaponisimMn, GUOMETPUYECKUX AaHHBIX,
OrpaHUYeHns 4OCTyna K KOMMbIOTEPHOMY 0O0PYAOBaHUIO K 30HAM XPaHEHUs OaHHbIX.

30. (12.2) CteneHb 3alLnTbl 3aBUCUT OT KPUTUYHOCTU KOMMBIOTEPU3NPOBAHHOM CUCTEMBI.

31. (12.3) CosgaHue, N3aMeHeHMEe 1 aHHYNMpPOBaHME NpaB AOCTyna JOJPKHO ObITb 3aperncTpupoBaHo.

32. (12.4) [domxHa ObITb paspaboTaHa cucTeMa YMpaBrleHUs [AaHHbIMW W OOKYMEHTaMU AN
naeHTUgrKaLmmM onepaTopoB, OCYLLECTBSIOWNX BXOA, @ TaKkkKe AN perncrpauumn N3aMeHeHus, NoATBEPKAEHNS
UNu yaaneHus AaHHbIX, BKMOYasi aTy v BpeMmsl.

YnpasneHue nHumgeHtamm (13)

33. Bce vHUMaeHTbl (HenpeaBuOEeHHbIE Crydaun), BKNHOYAs CUCTEMHbIE COOM M OWIMOKM OaHHbIX, OOJIKHbI
ObITb 3anucaHbl U oueHeHbl. HeobxooumMo yCTaHOBUTL OCHOBHYIO MPUYMHY KPUTUYECKMX COOEB M MCMONb30BaThb
3Ty MHAOPMALMIO B KAYECTBE OCHOBbI KOPPEKTUPYHIOLLMX U Npeaynpexaatowmx encTBIn.

OnekTpoHHasa nognuck (14)

34. OneKTpoHHble 3anncy MOryT ObITb NOAMNMCaHbI B 3NEKTPOHHOM BUAE. DNEKTPOHHbIE NOAMUCU LOIDKHBbI:

a) (a) B paMkax opraHnsaumm UMeTb TaKoe e 3Ha4YeHne, Kak pyKornuncHble Nognucuy;

©0) (b) ObITb HEPA3PLIBHO CBSAI3AHHLIMU C COOTBETCTBYHOLLMMU 3aNUCSIMMU;

B) (C) BkNtoYaTb BpeMs U AaTy, korga oHu Obiniv NOCTaBMEHBI.

Boinyck cepum (15)

35. Ecnu pgna peructpauum  npouenypbl  0ogobpeHMs M BbiMycka  CepuuM  UCMonb3yeTcs
KOMMbIOTEPU3MPOBAHHAA CcUCTEMa, OHa [OJKHa MNpedocTaBNATb [AOCTYN ANs  BbiNycka Cepuu  TOMbKO
YMOSTHOMOYEHHOMY MLy, a Takke AOMKHA YETKO MAEHTUULMPOBATb U PErMCTPUPOBATL YNOMHOMOYEHHOE N1LO,

KoTopoe 0pobpuno u BbINYCTUIIO Cceputo. OTU LENCTBUSA LOMKHbI OCYLLECTBNATLCA C  MCMNOMb30BaHWEM
3NEKTPOHHON NoANnCH.
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HenpepbiBHOCTE paboTbl (16)

36. C uenbio obecneyeHusi paboTOCMOCOBHOCTU KOMMLIOTEPU3MPOBAHHbBIX CUCTEM, COMPOBOXOAMOLLMX
Kputn4yeckme npoLecchl, HeO6XOD,VIMO NPUHATL Mepbl NpPefoCTOPOXHOCTU And rapaHTun HenpepbiBHOCTU
NoAAEPXKKM ATMX NPOLECCOB B Cly4yae BbIXOA4a CUCTEMbI U3 CTPOS (HampvMep, C UCMONb30BaHWEM PYYHON UNn
anbTepHaTUBHOW cucTeMbl). Bpemsi, HeobGxogoumoe Ons BBeAEHUS B AENCTBUE anbTepHATMBHLIX CPEeACTB,
OOMKHO  yuMTbiBaTb PUCKM M COOTBETCTBOBAaTb  KOHKPETHOM  KOMMbIOTEPU3UMPOBAHHOM  CUCTEME U
cornpoBoXxgaemomMy paboyemMy npoueccy. OTU Mepbl OOIMKHblI ObITb Hagnexawum o0pa3oM 0dOpPMIIEHbI
OOKYMeHTallbHO U NpoBepeEHbI.

ApxvsupoBaHue (17)

37. OaHHble MOryT apxvMBMpOBaTbCHA. OTU OaHHble OOIDKHbI MPOBEPATBCA Ha AOCTYNMHOCTb, YAOOCTBO
YTEHUS M LEeNnocTHoCTb. Ecnn B KOMMNbIOTEPU3MPOBAHHOW CUCTEME HEOOXOAMMO MNPOBECTU CyLLECTBEHHbIe
N3MeHeHns1 (Hanpumep, KOMMbITEPHOro 0OOpyAOBaHWS UMM MpPOrpaMMHOro obecneveHus), OOMmkHa ObiTb
obecnedveHa 1 npoBepeHa BO3MOXHOCTb BOCCTAHOBMNEHUST AaHHbIX.

V. TEPMWHbLI 1 ONMPEOEJIEHNA

38. [Ina uenen Hactodwero MNMpunoxeHns KpoMe TEPMUHOB M onpeaeneHnin, NnpeayCMOoTpPeHHbIX rnason |l
HacToALLNX ﬂpaan, MCNONb3YKTCA TakKXe cneayrouime OCHOBHbIE NMOHATUA!

BNageneL, npoLecca - N1Lo, OTBETCTBEHHOE 3a pabounii NpoLece;

BnageneL, CUCTEMbl - NWUUO, OTBETCTBEHHOE 3a [JOCTYMHOCTb M TexXHU4Yeckoe OOChyXuBaHue
KOMMbIOTEPU3MPOBAHHONM CUCTEMbI M 6E€30MaCHOCTL AaHHbIX, HAXOASALLMXCS B 3TOW CUCTEME;

KM3HEHHBIA UMK - BCE CTaguu CyLLECTBOBAHUS KOMMbHOTEPU3MPOBAHHOW CUCTEMbI OT (DOPMUPOBAHMUS
nepBoOHaYanbHblX TpeGoBaHW [0 NpekpalleHus SKcnyaTauuu, BKoYasi MPOEeKTMpOBaHWe, onpegerneHne
TEXHUYECKUX TpeboBaHui, NporpaMMUpoBaHmne, TeCTUPOBaHWe, YCTaHOBKY, paboTy 1 o6CnyxuBaHue;

MHOPMaLMOHHO-TEXHONOMMYeckass MHQpPAcTpyKTypa - KOMMblOTepHoe oGopyaoBaHWe M NporpammHOe
obecneyeHune, Takoe Kak ceTeBoe nporpaMmHoe obecrieyeHne 1 onepaumoHHbIE CUCTEMbI, KOTOPbIe MO3BONSOT
NMPUMEHWTb VX OJ151 BbINONTHEHWS! ONpeaeneHHbIX OYHKLWIA;

KOMMNbTEPU3NPOBAHHAA CUCTeMa, WU3roTOBJIEHHadA nNo wHOMBUAyanbHOMY 3akady - uHOMBuMAyaribHO
CnpoeKTnpoBaHHaA KOMNbOTEPU3INPOBaAHHAA CUCTEMaA ANA obecneyeHunst KOHKPETHOIro pa6oqero npouecca,

NpuUnoXeHne - nporpaMMHoe obecrnedyeHne, YCTaHOBIEHHOE Ha OonpeaeneHHoi nnatgopMe unu
KOMMbIOTEPHOM 060pYa0BaHMK M NPeAoCTaBnsoLLee cnelmanbHble PYHKLUOHAaMNbHbIE BO3MOXHOCTH;

CepVIVIHOG nporpaMmmMHoe obecneyeHne - KOMMep4YeCKn [OOCTynHoe nporpaMmmHoe obecneyeHue,
NPUrogHOCTb KOTOPOIo Aid UCMOoJ1Ib30BaHUA NpoaeMOHCTpUupoBaHa OOMbLUMM KONMYECTBOM MOJIb30BaTENEN.

Mpunoxexne N 12
K NMpaBunam Hagnexawemn
NPON3BOACTBEHHOW NPAaKTUKM

NCMOJIb3OBAHWE
NOHN3UPYIOLLEIO N3NYYEHWA B NPOM3BOOCTBE
NEKAPCTBEHHbIX MPEMNAPATOB

1. lMpoussogutenb NPoayKuMmn, Ans KOTOPOW WMOHU3Mpylowee obnydyeHue SBASETCA COCTaBHOW 4acTbio
TEXHOMOrMYEeCcKoro npouecca, [AOMKEH Takke PyKOBOACTBOBATbLCA HOPMaTUBHBLIMW MPaBOBbLIMU  akTamu
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Poccuiickon dJe,qepau,MM, pernameHTUpyrLwmnMmmn ncnosib3oBaHne MOHU3NpyLero nsny4yeHnda npmn npon3soacTee
JIeKapCTBEHHbIX CPeacTB.

|. BBEOEHNE

2. VloHnanpytollee M3nyyeHne MOXeT MCMNoNb30BaTbCA B MPOM3BOACTBEHHOM Mpolecce Ans PasfuyHbIX
Lenen, BKIOYas CHUXKEHMEe cTerneHun GUoHarpyskv U CTepunnsaumio UCXOOHOTO Chipbsl, KOMMOHEHTOB YMNaKoBKM
UK NpoAyKUUK, a Takke 06paboTKM NpenapaToB KPOBMU.

3. |/]CI'IOJ'Ib3yeTC$| OBa Braa MOHU3UPYKOLLEro n3nyvyeHna: ramma-msny4yeHne ot paanoaktMBHOro MCTOYHMKa
M BbICOKO3HEPreTu4eCcKoe 3N1eKTpoOHHOEe n3ny4veHue (6eTa-M3nyqume), nony4yeHHoe C NOMOLLbKO YCKOpUTENA.

4. MNpyn ramma-nany4YeHnm MoryT GbiTb UCMONb30BaHbl ABa Pa3fMyHbIX pexnmMa 06paboTku:

a) (i) NOPUMOHHBIN pexuMm: MpPoayKUMS pa3MellaeTcsl B (OPUKCUPOBAHHOM MONIOXKEHUU BOKPYr UCTOYHMKA
N3Ny4YeHnst 1 He MOXET ObITb 3arpy)xeHa Unm BbIrpy>KeHa, Noka OTKPbIT MCTOYHMK MOHU3NPYIOLLETO U3NYYEHUS;

©) (ii) HenNpepbIBHbIN PEXUM: aBTOMAaTM3NPOBaHHAsA cMCTEMa TPaHCMOPTUPYET MPOAyKUMIO B Kamepy And
06nyyYyeHMss MUMO OTKPLITOTO WMCTOYHMKA WMOHU3MPYIOLLEro U3ryyYeHusl, nepemellaeT ee C COOTBETCTBYHOLLEWN
CKOPOCTbIO MO 3aaHHOMY MapLUpyTy, a 3aTeM BbIBOAWUT U3 KaMepbl.

5. PagmauvoHHble YCTaHOBKM C YCKOPWUTEMSMW SMEKTPOHOB: MPOAYKUMIO MepeMellaT  4vepes
HenpepbIBHbIA UK NYyNbCUPYHOLLNIA NYYOK 3MEKTPOHOB BbICOKOW 3Heprun (beTa-musnyyeHune), passeptky KOTOPOro
Npon3BoAAT B 0601X HaNpaBneHUsiX NepneHauKynsipHO K NepeMELLEHMI0 NMPOaYKLIN.

II. OTBETCTBEHHOCTb

6. (1) PagnaumoHHyto o6paboTKy nekapCTBEHHbIX MpenapaToB MOXEeT MPOBOAUTb HEMOCPEACTBEHHO ee
npoun3sBoauTeslb UM No OOroBopy C HAM opraHusauud, nMmerLwaa B pacnopsxXeHnn paanauMoHHY YyCTaHOBKY.
|_|pl/I 3TOM Ka)K,EI,bII7I M3 HUX OOJIKEeH MMeTb COOTBETCTBYHLLYH JNUUEH3UI0 Ha Npou3BOACTBO J1€KapCTBEHHbIX
CpeacTB.

7. (2) MpousBoanTenb HECET OTBETCTBEHHOCTb 3a Ka4YeCTBO MPOAYKUMM, B TOM 4uUcre 3a pe3yrnbTaTbl
BO3AEVCTBMSA MOHU3MpYIOLWero uanydeHus. OpraHusauusi, npoBoAsllan paguauvoHHylo o6paBoTky, HeceT
OTBETCTBEHHOCTb 3a TO, YTOObI Kaxkaas ynakoBka nomny4yuna gosy, onpegeneHHyo npomssoamtenemM (B TOM Yicne
camasi yganeHHasi OT UCTOYHUKA M3MNyYeHNs ynakoBKka ¢ NpoayKuueit).

8. (3) Tpebyemass po3a Cc OBOCHOBAHHLIMM MpeferibHbIMU 3HAYEeHUSAMU [OIDKHA OblTb yKasaHa B
pPEerMcTpauUmoHHOM [0Chbe Ha NekapCTBEHHbIV Npenapar.

. AOSNMETPUA

9. (4) Oo3umeTpusi - 3TO U3MEpPEHWE MNOrMOLLEHHON [03bl WOHU3MPYIOLLErO W3MYYEHUSs C MOMOLLbO
003MMeTpoB. NoHMMaHue NpUHUUMIOB paboThl U NPaBUiIbHOE UCMOMb30BaHME TEXHUKM UMEIOT BaXKHOE 3HaYeHue
ANs Banugauuu, BBoda YCTAaHOBKM B SKCNyaTaLMIo U KOHTPOMs npouecca.

10. (5) KanubpoBka kaxgon napTum paboumx [O3MMETPOB AOMKHA ObITb MPOCMEXMBAEMOW BMMOTb A0
HaUMOHaNbHOrO WU MeXayHapogHoro aTtanoHoB. Cpok OencTBusA kannmbpoBKM [OIMKEH ObiTb YCTAHOBIEH,
0BOCHOBaH 1 CTPOro BblAepXaH.

11. (6) Ons onpeaeneHvst M3MEHEHWS MOKa3aHWM LUTATHbIX OO3MMETPOB Mocrie o6nyveHWs u npu ux
kanubpoBKe OO/MKEH MCNOMNb30BaTbCA OAWH W TOT e npubop. lNMpu Mcnonb3oBaHWWM pasHbiX NPUOOPOB OHWU
OOIMKHbI BbITh KannMBpoBaHbl B abCOMIOTHBIX eAUHMLAX NOrMoLLEeHNS.

12. (7) B 3aBucumocTM OT TuMNa UCMNOMb3yeMblX AO3NMETPOB HEOOXOAMMO Y4YuTbIBaTb BO3MOXHbIE
WUCTOYHWMKN MOrpeLlHOCTEN, BKMOYas BM&XHOCTb, W3MEHEHUs TemnepaTtypbl, nepuog BpEMEHU Mexay
obnyyeHvem 1 usMepeHneM, a Takke MOLLHOCTb MOrMOLWEHHOW A03bI.

13. (8) nnHy BONHbI NpMbopa, NCNoMb3yEMOro AN U3MEPEHUA U3MEHEHUI B NOIMOLLEHUN A03MMETPOB, U
npubop, mncnonb3yembld ANd U3MEPEHUs] TOMLMHbI JO3UMETPOB, HEOOXOAMMO PErynspHO MpoBepsATb NyTeM
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KanvbpoBKN 4Yepe3 OnpederieHHble BPEMEHHbIe WHTepBasbl, YCTAHOBMEHHbIE HAa OCHOBaHWM CTabWMBLHOCTM,
Ha3HayeHus n cnocoba npumeHeHus npudopa.

V. BAINMMOALINA MPOLIECCA

14. (9) Banugaumsa - 3TO OeWCTBME, AOKasblBalLlee, YTO MPOLECC, TO eCTb MoMy4YeHue npoayKumen
3a[aHHON MOrOLEHHOM A03bl, 4OCTUraeT oXugaembix pesynbTaToB. Ecnv npu ncnonb3osBaHnM MOHU3MPYOLLETO
N3NyyYyeHNss B MpPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB HOPMATMBHbIMW MNPaBOBbIMU akTamu Poccumnckomn
depepauumm  yCTaHOBMEHbl OOMNOMHUTENbHbIE TpeboBaHWs K Banugauun, Takme TpeboBaHMa [OIMKHbI
cobntogaTtbCes.

15. (10) Banupauusa gomkHa BkrodaTb B cebsi cocTaBneHue KapTbl QO3HOrO Mnonsd, 4tobbl YyCTaHOBUTb
pacnpegeneHve NormoLweHHoN 003kl BHYTPM 0611y4aeMoro KoHTeliHepa ¢ NpoAyKUMen npu onpeaeneHHon cxeme
pasmelleHna npoaykuum B HeEM.

16. (11) TexHunyeckue TpeboBaHUs K Mpolieccy OBMyvyeHUs [OOMKHbI BKMOYaTb B cebs, B 4aCTHOCTU,
cnepyolLuee:

a) (a) noapobHble cBeaeHUs 00 ynakoBke NpoayKUuK;

0) (b) cxemy(bl) yknagku NpoayKuumn BHYTPY KOHTENHepa anga obnyyeHnsi. Ecnn B ob6nydaemMom KOHTelHepe
HaxoOATCa pasnuuyHble BuAbl NPOAyKuuKM, ocoboe BHMMaHWe HeobXoAMMO yAensiTb TOMY, 4YTOObl NIOTHas
npoayKuMs nonyyuna normHylo A03y M He 3KpaHupoBana Apyryto npogykumioo. Kaxabii cnocob yknagku B
KOHTENHep pasHbiX BMOOB NPOAYKUMM AOrmkeH OblTb onpedeneH B COOTBETCTBYHOLIEN npoueaype W OOMKeH
NpoNTU Banuaauuio;

B) (C) cxemy pacnonoXeHWs KOHTEWHEpPOB BOKPYr WMCTOYHMKA (MOPLMOHHBLIA PEXUM) WU MapLupyT
ob6nyyaeMbix 06bEKTOB BHYTPY Kamepbl AN 06ryYeHus (HenpepbiBHbIN PEXUM);

r) (d) BepxHee W HWXKHee NpedenbHO AONYCTUMble 3HAYEHUS MOTMOLWIEHHOW [03bl WU3MNyYeHus Ans
npoAyKLUUN U COOTBETCTBYHOLLME METOAbI A03NUMETPUU;

,El,) (e) BepxHee U HWXHee npeaeribHble 3HaYeHusa NOrnoLweHHon [03bl n3anyyvyeHua nna o6nyqaeM0ro
KOHTeV’IHepa M COOTBETCTBYHOLWME MEeTOObl O3UMETPUN ANA KOHTPOIA 3TOW NOrMOLEHHON 03bl;

e) (f) apyrve napameTpbl npouecca, BKIYast MOLLHOCTb MOrMOLWEHHOW A03bl, MakCuMMmarnbHOEe BpeMs
3KCMO3NLIMM, YNCIO SKCMNO3ULMIA, KONMYECTBO LMKIOB 06ny4eHus.

17. Ecnun o6nyquMe npoBOAAT NO O0roBopy, TO B TaKOM OOroBope pekoMeHayeTcA npeayCcMoTpeTb, MNo

KpanHen Mmepe, noanyHkTbl " n "a" nyHkTa 16 HacTosiwero [punoxeHus, onpeaensiowmne TexXHUYecKue
TpeboBaHusa K npoueccy obnyveHus.

V. BBO[ YCTAHOBKW/ B SKCIITYATALNIO
Obwume TpeboBaHus

18. (12) Bog B aKkcnnyatauumio - 3TO IKCNEPUMEHTanNbHO MOMy4YeHHOe W AOKyMEHTanbHO OOpMIEHHOoe
[OoKasaTenbCTBO TOro, YTO paguauuoHHasi ycTaHoBka Mpu paboTe B COOTBETCTBUM C  TEXHUYECKUMM
TpeboBaHMAMM K MpoLeccy MNOCTOsHHO OyneT paboTaTb B 3apaHee YCTaHOBMNEHHbIX npepenax. CornacHo
HacTosweMy [lpunoxeHuto 3apaHee yYCTaHOBMEHHblE Mpedenbl - 3TO MakCuMasnbHOE W MUHMManbHOEe
OOMyCTMMblE 3HAYeHUs 4O03bl, NPeAHa3Ha4YeHHON AN MOrMnoweHns obnydaeMbiM KOHTeriHepoM. N3meHeHus B
paboTe yCTaHOBKW, KOTOPbIE MOTYT MPUBECTU K BbIXOAY 3HAYEHWUIN MOrIOLEHHOW KOHTEMHEepPOM [03bl 3a 3TU
npegenbl, HA NPU Kaknux YCNoBusiX HE AOMKHbI NponcxoamTb 6€3 BegomMa oneparopa.

19. (13) BBoga B akcnnyaTtaumio JOMMKEH BKIoYaTh B cebs cnegyowmne anemMeHTbI:

a) (a) nnaHnpoBaHue;

©) (b) cocTaBneHne kapTbl JO3HOMO MONS;

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 159 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

B) (C) AOKyMeHTanbHoe 0popMIEHHNE;
r) (d) onpegeneHne TpeboBaHMI kK MOBTOPHOMY BBOAY YCTAHOBKW B 3KCNyaTauuio.
NCTOYHMKM raMmma-nsny4eHus
KoHcTpyKuus

20. (14) MornowieHHas Oo3a, NornyyYeHHas onpefeneHHoN 4acTbio 0brnyvyaemMoro KoHTenHepa B nobow
onpeaeneHHoN ToYKe BOKPYT U3rnyyaTensi, 3aBUCUT, B YaCTHOCTM, OT crieayoLmnx hakTopos:

a) (@) aKTMBHOCTb 1 reoMeTpUst UICTOYHUKA U3IYYEHUS;
©) (b) paccTosiHMe OT MUCTOYHUKA OO0 KOHTENHEpPa;
B) (C) NpoAomKNUTENBHOCTL 0BMNYyYeHNs, KOHTpPONMpyemMas TauMepoM Ui CKOPOCTbIO ABUKEHUS KOHBENEPA;

r) (d) coctaB 1 NNOTHOCTbL MaTepwana, BKMoyas Apyryio NPOoaYKUMIO MEXAy UCTOYHUKOM M OnpeneneHHON
4acTbl KOHTENHEPA.

21. (15) CymmapHas nornowleHHas [fos3a 3aBWCUT Takke OT MapupyTta, No KOTOPOMY [ABWXYTCH
KOHTENHepbl MpPU HEMNPEPbIBHOM pexuMe OONy4eHWs, WM OT CXeMbl 3arpy3kv Mnpu MOPLUOHHOM peXume
obnyyeHus, a Takke OT KONMYeCTBa LIMKINOB 06ny4eHus.

22. (16) NMpu dmkcmpoBaHHOM MapLUpyTe (Npy HENPEePbLIBHOM 065TyYeHMn) nnu Npu UKCMPOBAHHON CXeMe
3arpy3ku (Npy MOPUMOHHOM pexnme obnyyvyeHus), a Takke NpuM MNOCTOSTHHOM MOLLHOCTM WUCTOYHUKA U Buae
NPOAYKLUUN OCHOBHBLIM NapaMeTpPoOM YCTAHOBKW, KOHTPONMMPYEMbIM ONepaTopoM, SBNSETCA CKOPOCTb KOHBenepa
U BPEMS, YCTaHOBIEHHOE Ha Tanmepe.

CocraBneHune KapTbl 4O3HOIO nosis

23. (17) lNpwn cocTtaBneHnn KapTbl OO3HOrO MOMs kamepa Ans 06nyyYeHus OOMmKHa ObiTb 3anonHeHa
KOHTEeNHepaMn ¢ Mynsbkamu unu obpasuamu npoayKuuu OAHOPOAHOW MMOTHOCTW. [O3MMEeTPpbl OOMKHbI ObITb
pacnornoXeHbl HE MeHee YeM B TpeX 3amnofiIHEHHbIX KOHTEeMHepax, KOTopble MPOXOAAT Yepes uanyyartens. OTu
KOHTEeNHepbl OOMKHbl ObiTb OKPYXeHbl aHanorM4HbIMM KOHTEMHepaMu unu Mynsxkamy npogykumm. Ecnu
NpoAyKUMs YynoXeHa HepaBHOMEPHO, [A03NMETPbl [OOMXKHbl ObiTb pasMelleHbl B Oonbluem KonuyecTse
KOHTENHEepoB.

24. (18) PacnonoxeHne OO3NMMETPOB 3aBUCUT OT pa3mepoB obryvyaemoro KoHTenHepa. Hanpumep, ans
KoHTerHepoB pa3mepoM 1 x 1 x 0,5 M, JO3MMETPBLI MOTyT pacnonaraTbCs B y3nax TPEXMEPHOWN peLleTkn C Luarom
20 cM C y4eTOM BHELLUHEN MNOBEPXHOCTU KOHTenHepa. Ecnu npegnonaraemMble 30HbI C MaKCMManbHOW W
MWHUManbHOW 403aMW M3BECTHbI U3 MpeablayLLMX OMNbITOB, TO YacTb AO3UMETPOB MOXET ObiTb M3bSATA N3 30H CO
CpeAHMN 3HaYEHUSIMM 03 U NOMELLEHA B 30HbI C 3KCTPEMarbHbIMU 3Ha4YeHMAMM 403kl ¢ warom 10 cm.

25. (19) B pesynbTaTte aToi npoueaypbl AOMKHbI ObITb ONpeaeneHbl MMHUMarbHasa U MakcumarnbHas 4o3bl,
MOrfOLLEHHbIE NPOAYKUMEN M MOBEPXHOCTbIO KOHTEWHepa MpW 3adaHHbIX MapamMeTpax YCTaHOBKM, MIIOTHOCTU
NPOAYKLUUN N CXEME 3arpy3Ku.

26. (20) B upeanbHoM cnydae Ans onpefeneHvus kapTbl OO3HOrO Mnonsi Heobxo4uMMO MCMoNb30BaThb
3TanoHHbIE JO3UMETPbI, MOCKOMbKY OHM MMEKT BOMbLUYI TOYHOCTb. Takke AOMYCTMMO MCNOMb30BaHNE OObIYHbIX
[O3MMETPOB, HO pPEKOMEeHAyeTCcs pasmellatb pPsSgoM C HAMW  STarnoHHble [OO3MMETpbl B MecTax, rae
npegnonaraknTcss MWHMManbHas U MakcuMarbHas [03bl, U B OObIMHO KOHTPOMMPYEMOM MECTE B KaXKOoM
MOZENbHOM KOHTerHepe Ans obnyyeHus. NonyvyeHHble 3Ha4YeHWst NOrNoLeHHON 003bl ByayT MMETb CryvariHyto
MOrpeLUHOCTb, KOTOpas MOXeT ObITb onpeferneHa NyTeM MHOTOKPATHbIX U3MEPEHUIA.

27. (21) WN3mepeHHast obbl4HBIM O03MMETPOM MMUHMManbHas Habrnogaemasi gosa, Heobxoaumas Onis
rapaHTuM TOro, YTo BCe OOMy4YeHHble KOHTEWHEepbl MONyYunuM MuHUManbHyt Tpebyemyio o3y, OOSmKkHa ObiTb
yCTaHOBJ1€Ha Ha OCHOBaAHNWN 3HaHUA cnyqaﬁHoﬁ NOrpeLwHoOCTN N3MepeHna LWTaTHbIX JO3UMETPOB.
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28. (22) Bo Bpems onpeneneHnst KapTbl 4O3HOMO NOJs NapameTpbl YCTAHOBKM HEOOXOAMMO NoaaepKuBaTtb
MOCTOSIHHLIMW, KOHTPONMPOBAaTb WM PerucTpupoBaTtb MX. OTW 3anucu BMecTe C pesynbTatamy SO3UMEeTpUun u
APYrYMY NONYy4YE€HHbIMM 3anMcamMn HEOBX0AMMO COXPaHATb.

PagnaumoHHble yCTaHOBKM C YCKOPUTENSIMU 31IEKTPOHOB
KoHcTpyKums

29. (23) lMornoweHHas 4o3a MOHM3UPYIOLLEro U3Ny4YeHUs B NPOAyKUMM 3aBUCUT OT CNeaytoLmx OCHOBHbIX
aKTopOoB:

a) (a) xapaKTepPUCTMKM My4YKa, a UMEHHO: SHEPrusi 3NTIEKTPOHOB, CPEeAHWI MOTOK MyyKa, LUMPUHA PasBepTKU U
paBHOMEPHOCTbL My4Ka Mo WMpPVHE PasBepTKY;

©) (b) ckopocTb KOHBENEPA;
B) (C) cocTaB 1 NNOTHOCTb NPOAYKLUN;

r) (d) coctaBs, NNOTHOCTb M TOMLWMHA MaTepuana, HaxoasaLeroca MexXay BbIXoAHbIM OKHOM U 06ry4yaeMoii
4acTbio NPOAYKLNK;

A) (e) paccTosiHue OT BbIXOAHOIO OKHa A0 KOHTeWnHepa.

30. (24) OcHOBHbIMM NapameTpamm, KOHTPOSIMPYEMbBIMM OMNEPATOPOM, SBIISIOTCS XapakKTEPUCTUKM Ny4dka U
CKOpPOCTb KOHBeKepa.

CocTtaBneHue KapTbl 4O3HOIO nonA

31. (25) Mpun cocTtaBneHun kapTbl JO3HOMO MONS AO3MMETPbl HEOOXOAMMO pacnonaratb Mexay Crosmu
FOMOrE€HHOro NorfoTUTENsl, MOAENMVPYHIOLWEro pearnbHyH NPOAYKLMIO, NN MeXay CrnosMmy obpasuoB NpoayKumm
OLHOPOOHOM MMNOTHOCTU Tak, YToObl He MeHee 10 m3mMepeHun GbiNM NpoBedeHbl B Npeaenax MakCMMarnbHOro
npobera anekTpoHoB. Heobxoammo Takke cobniogatb TpeboBaHMs, U3NOXKEHHbIE B NyHKTax 24 - 27 HacTosLWero
Mpunoxexus.

32. (26) lNpu onpegeneHnn KapTbl AO3HOrO MOMNSA NapaMeTpbl paguauUMOHHOM YCTaHOBKM Heobxoammo
noaaepxuBaTb MOCTOSIHHBIMU, KOHTPONMPOBATb M PErucTpypoBaTtb MX. OTU 3anncu BMeEcTe C pesyrbTatamu
003UMEeTPUN 1 APYTMMU NOSyYEHHBIMU 3anNMCAMN HEOOXOONUMO COXPaHATh.

HOBTOprIﬁ BBOJ YCTaHOBKM B 3KCnnyaTtauuo

33. (27) MNMpouenypa NOBTOPHOrO BBOAA B 3KCMyaTaumio JOMMKHa NPOBOAUTHLCS 3aHOBO KaXAbI pas, koraa
NnponcxoaaT M3MEHEHUs npouecca WM napameTpoB paanauMOHHOM YCTAHOBKM, CMOCOOHbIE MOBMUMATH Ha
pacnpegeneHne MorfnoweHHON [03bl B 00fy4YaeMoOM KOHTEMHepe (Hanpumep, Mpu  3amMeHe CTepXXHewn
obnyvatens). O6bem paboT N0 NOBTOPHOMY BBOAY B 3KCMSyaTaumio 3aBUCUT OT CTENEHN N3MEHEHWIA, BHECEHHbIX
B KOHCTPYKUMIO obny4yaTensi pagMaunuoHHON YCTaHOBKU NN B KOHAUIypaumio 3arpysku. MNpyn Hannunm coMHeHu
npouenypy NOBTOPHOIO BBOAA YCTAHOBKM B 3KCMyaTaLuio Heo6Xxoaumo NpoBECTM 3aHOBO.

V1. NMOMELLEHNA

34. (28) MNomelLeHns crnegyeT NpoOeKTUpOBaTb M 3KCNIyaTMpoBaTb TakuM 06pas3oM, 4YToObl 06nyyYeHHble
KOHTeNHepbl 6bINM oTAEeNeHbl 0T HeobnyYeHHbIX BO n3bexaHne nepekpecTHon KoHTamuHauun. Ecnv matepuansl
obpabaTbiBaloT B 3aKpbITbIX KOHTENHepax Ans obny4eHns, To HeT HeobXo0AMMOCTM OTAeNATb chapmaLeBTUYeCcKme
N HedapmaueBTUYECKME MaTepuanbl Apyr OT Apyra Mpu ycrnoBwuu, 4YTO B nocnegywowem He GydeTt pucka wx
KOHTaMUHaLuw.

35. Jlto6ast BO3MOXKHOCTb 3arpAa3HeHnsa npoaykumm paanoHyknungamm OornkHa ObITb UCKMOYEHa.

VII. TEXHONOIMMYECKUM MPOLIECC
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36. (29) KoHTeliHepbl ¢ npodyKuMen HeobxoaMmo 3arpyxaTb B COOTBETCTBMM CO CXEMOWM(amm) 3arpysku,
yCTaHOBEHHOM(bIMW) B MpoLecce BanMaaunn.

37. (30) Bo Bpemsa npouecca [o3y o6nydeHuss pgns  obrydyaemblX KOHTEMHEPOB HeobxoaMmo
KOHTPONMpPOBaTb C UCMOJIb30BaHNEM NPOLLEALLNX aTTECTALMIO A03UMETPUYECKMX METOAMK. 3aBUCUMOCTb MEXayY
3TOM [030M W [030W, MOrMOLWEHHOW NPOAYKUMEN BHYTPUM KOHTEWHepa, AOMmkHa ObiTb yCcTaHOBReHa mnpu
Banugauum npoLecca 1 BBoge pagnaumoHHON YCTaHOBKM B SKCMyaTaumio.

38. (31) Ona TOoro 4toGbl pasnuuaTb O06MnyyYeHHble M Heobny4veHHble KOHTeWHepbl, Heobxoaumo
nucnonb3oBaTb  MHOMKATOPbl  MOHM3WpyoWero usnydyenns. OpfHako TakMe WHOMKATOpbl He  OOJDKHbI
ncrnonb3oBaTbCA B KayecTBe €AMHCTBEHHOrO CpeAcTBa pasfuMyeHusl WM Kak eAMHCTBEHHbIA MokKasaTenb
YOOBNETBOPUTENbHLIX pe3ynbTaTtoB 06paboTKu.

39. (32) OgHOBpeMEHHyD 06paboTKy pasHbiX BMAOB MPOOYKUMM B OLHOW 3arpy3ke B pagnauyMOoHHOMN
kamepe Heobxoaumo NpoBOAWTbL TOMbKO TOrAa, Korga rno pesynbTatam aKcnnyaTauun YCTaHOBKU UMK Mo ApYrvM
OaHHbIM YCTAHOBIEHO, YTO MOrMOLWEHHast 403a B KaXOOM OTAENbHOM KOHTEMHEpe HaXO4MTCS B YCTaHOBIEHHbIX
npegenax.

40. (33) Ecnu Tpebyemasi no3a usnyyeHus nonyyaeTtcsa 6onee Yem 3a ogHy 3KCnosmumio unm bonee 4Yem 3a
OOVH MPOXOA Yepe3 paavauMOoHHYK Kamepy, 3TO AOIMKHO OblTb COrmacoBaHO C HOPUAMYECKUM FIMLOM, Ha MMS
KOTOpOro BblAaHO perncrpauvMoHHoe yaocToBepeHue. [Mpu 3ToM ykasaHHas gos3a ofkHa ObiTb nonyyeHa B
TeyeHvne npeaBapuTEnbHO YCTAHOBMEHHOTO MNpPOMeXyTka BpemeHu. HOpuauyeckoe nuuUO, Ha WMs KOTOPOro
BblJaHO perucTpaumoHHOe YAOCTOBEepeHMe, AOMKHO OblTb YBEAOMMEHO O He3anfaHUpOBaHHbLIX MepepbiBax BO
Bpemsa 00ny4eHuns, ecriv OHU YAMNUHSIOT NpoLiecc ob6nyYyeHns CBbille 3apaHee COornacoBaHHOIO BPEMEHM.

41. (34) Obny4yeHHasa nNpoayKumsi BCeraa goImkHa OblTe oTAeneHa ot Heobny4veHHon. Cnocobbl 4OCTUXEHMS
3TOro BKIOYAKT B cebs MCnofb3oBaHME MHOAMKATOPOB paguaummn (NyHKT 38 HacToswero MNpunoxeHus), a Takke
COOTBETCTBYIOLLYIO NMAHMPOBKY NoMeLLeHnin (MyHKT 34 HacToswero MNMpunoxeHus).

Famma-msnyanenb

42. (35) Mpu HenpepbIBHOM peXxmme 06y4eHUst O3UMMeTPbl AOSKHbI ObiTb pacronoXeHbl TakuMm oGpasom,
4yTOObl NOA BO3OENCTBMEM U3NYYEHUS] OOHOBPEMEHHO HAXOOUUCh HE MeHee ABYX JO3UMETPOB B TEYEHUE BCEro
npouecca.

43. (36) MNpu NOPLMOHHOM pexume He MeHee [BYX OO3MMETPOB AOMKHbl MoABepraTbCs BO3AEUCTBUIO
VNOHM3UPYIOLLETO U3ITyYeHMs B MECTax NoNyYeHns MUHUManbHOW 003bl.

44. (37) lNMpun HenpepblBHOM pexume obnyvyeHns OormkHa ObITb NpegycMoTpeHa nHavkaums Tpebyemoro
paboyero nonoxeHust UCTOYHUKA. [MONoXeHMe WCTOYHWKa W OBMXKEHUE KOHBeWepa [OOMKHbl ObiTb CBsi3aHbl
6nokupoBko. CKOpoCTb ABUXKEHUSI KOHBeepa Heobx0aNMO NOCTOSHHO KOHTPONMPOBaTb Y PErMCTPMPOBATD.

45, (38) Npu NopUMOHHOM pexnme 0bnyyYeHnst nepemMeLLeHNe NCTOYHUKA N BPEMST SKCMO3MLMKN 151 KAXK40M
cepum NPoaYKUUKN JOIMKHbI KOHTPONUMPOBATLCS N PErMCTPUPOBATLCS.

46. (39) Ons nonydeHusa xernaemowm O03bl HEOOXOOMMO KOpPPEKTUPOBATb BpeMsi OBMy4YeHWs U CKOpPOCTb
OBWKEHNs1 KOHBenepa C y4eToM pacnaja wunu Jo3apsigky MCTOYHUKa manyydeHusi. Cpok OencTBusa napameTpoB
YCTaHOBKW USIN CKOPOCTWN KOHBEWNEpa HeobXxoamnmMo hrKcMpoBaThk JOKYMEHTANbHO U CTPOro cobnoaarhb.

PagunaumnoHHble YCTaHOBKM C YCKOPUTENAMU SNEKTPOHOB

47. (40) B kaxabln KOHTENHEP AOMKEH ObiTb NOMELLEH A03MMETP.

48. (41) Heobxoammo HenpepbiBHO perncTpupoBaTb CpegHee 3HayeHue noToka MNydka, SHEepruio
3NEKTPOHOB, LLUMPUHY Pa3BEPTKU M CKOPOCTb KOHBENepa. ITW napameTphbl, 3a UCKINIOYEHMEM CKOPOCTU KOHBeKnepa,
HeoOXO4MMO KOHTPONMPOBaTb B YCTAHOBIEHHbIX Npefenax, onpefeneHHbIX BO BpeMs BBOAA B 3KCMyaTauuio,
MOCKOJIbKY OHW NOABEPXKEHbI CMOHTAHHLIM U3MEHEHUSIM.

VIIl. BOOKYMEHTALNA
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49. (42) KonnyecTtBo NOCTYMNMBLLNX KOHTEMHEPOB Y KOHTENHEPOB, MPOLUEALNX 0ONyYeHNEe 1 BbIBE3EHHBIX C
NMPOM3BOACTBEHHOW MMOWAAKM, [OOMMKHO coBMagatb W COOTBETCTBOBATb  3HAYEHWs M, YKa3aHHbIM B
conpoBoANTENbHON JOKYMeHTauun. Jllobble pacxoxgeHus AOrmKHblI permMcTpupoBaThCH U paccrefoBaTbes.

50. (43) Onepatop paavaLMOHHOW YCTaHOBKW [OOSMDKEH YAOCTOBEpsTb B MUCbMEHHOM BuAe AuanasoH
3HaYeHW NOIMOLLEHHbIX 403, NOMYyYEeHHbIX KaXablM KOHTEVMHEPOM MPU KaXK4O0W 3arpy3ke unm B cepun npoayKumm.

51. (44) TexHonormvyeckme 3anvcu U 3anucu No KOHTPONIO ANS KaXAow cepun nNpoaykuuun, npolueflien
obnyyeHve, AOMKHbI MPOBEPATLCH U MOAMUCHLIBATLCS CreLnanbHO HadHauYeHHbIM NULOM U coxXpaHATbes. MeToa u
MECTO XpaHeHWs1 JOSMKHbI ObiTb COrnacoBaHbl MeXAy opraHnsauuen, NpoBoaMBLLEN OOnyyYeHue, U IPUaNYECKNM
MMUOM, Ha MMS KOTOPOrO BblAAHO perncTpaunoHHoOe yAOCTOBEPEHNE Ha NeKapCTBEHHbIN Npenapar.

52. (45) [dokymeHTaumus, OTHOCALWAACS K Banujauuu pagvauuoHHOW YCTaHOBKW, AOMXHA XPaHUTbCA B
Te4YeHne OAHOro roga nocrie UCTeYeHns cpoka rogHoOCTU UNu, Mo KpanHen mepe, B TeYeHWe NATUM neT nocne
BbiMyCcka nocrnegHen npodykuuu, npoweauiei obnyyeHne Ha 3TON yCTaHOBKe, B 3aBMCMMOCTM OT TOrO, Kakow
nepvoj gornbLue.

IX. MMIKPOBWONOIMMYECKN KOHTPOINb

53. (46) OTBETCTBEHHOCTb 32 MUKPOOMONOrMYECKUn MOHUTOPUHI HECET MPOU3BOAUTENL JIEKAPCTBEHHBLIX
cpencTtB. ATOT MOHMTOPUHI MOXET BKMOYaTb MOHUTOPUHI MPOWM3BOACTBEHHOW cpefdbl M KOHTPOSb MpoayKuun
nepen obny4yeHnem, kak yCTaHOBMEHO B PEMMCTPALMOHHOM J0Chke.

MpunoxexHne N 13
K NMpaBuvnam Hagnexawemn
NPON3BOACTBEHHOW MPaKTUKN

NEKAPCTBEHHbIE NPEMAPATbI AN KNMHUYECKUX MCCNELOBAHNN
[. MPNHUMN

1. JlekapcTBeHHble npenapaTtbl AfS  KIMHUYECKUX WCCRenoBaHuM OOMKHbl ObiTb Mpou3BeneHbl B
COOTBETCTBMM C HacTosilMMKM [paBunamm u ¢ y4eToM MONOXEHUA COOTBETCTBYHOLLUMX HOPMATUBHbLIX NMPaBOBbIX
aktoB Poccuiickon deagepaumm B 3aBUCMMOCTU OT CTaauMu paspaboTKM nekapcTBeHHOro npenaparta. Metogpbl
paboTbl A0MKHbI OblTb TMOKMMM, YTOOLI 0GecrneYnBaTb BO3MOXHOCTb BHECEHNS] UBMEHEHWIA MO Mepe pacLUMpeHs
3HaHWI 0 NpoLecce, U A0MKHbI 0TBeYaTb CTaaMmn pa3paboTku NekapcTBEHHOro Npenapara.

2. I'Ipm KNMMHNYECKNX nccnegoBaHnAxX Moryt BO3HUKHYTb OOMNOJTHUTENbHbIE PUCKU ONA y4aCTBYHOLWNX B HUX
naumeHTax no cCpaBHEHUK C pUCKaMU AOnd TexX nauneHToB, KOTOopble MNPUHUMAKT 3aperuncTtpupoBaHHbIE
JleKapCTBEHHbIE NpenaparThbl.

3. TlNpumeHeHne HacTosiwmx [lpaBun K NPOU3BOACTBY MCCReayeMblX JEKAPCTBEHHbLIX MpenapaToB
HanpaBMneHo Ha MWCKMYEHNE PWUCKOB AN NAUMEHTOB, @ TakkKe Ha TO, 4TOObl Ha pe3ynbTaTbl KIMHUYECKUX
nccnefoBaHUA He MOBMMANM HeaoCTaTouHble 6e30MacHOCTb, KavyecTBO UM 3PdEKTUBHOCTb NEKAPCTBEHHOIO
npenapara, sSBnsLWmnecs: CneacTBUEM Ero HEHaANeXallero NpoM3BoACTBa.

4. B paBHON Mepe aTU TpeboBaHMA NpegHasHayeHbl onsg obecneyeHus NOCTOSIHCTBA OT CEpUM K cepum
OOHOTO W TOrO e MWCCreayeMoro INekapCTBEHHOro mnpenapaTa, MCNofb3yeMoro B OOHOM MNU B PasHbIX
KMMHMYECKNX WUCCNEAOBaHWUsSX, a Takke AN [AOKYMEeHTanbHOro odopMIeHMs M OBOCHOBaHUS M3MEHEHW B
npoLecce pa3paboTku Takoro NekapcTBEHHOro npenapaTa.

5. MponsBoOCTBO MCCNeayeMblX NeKapCTBEHHbIX NPenapaTos CBA3aHO C AOMOMHUTENbHON CMOXHOCTbLIO MO
CpPaBHEHUIO C MNPOW3BOACTBOM 3aPerncTPMpPOBaHHbLIX JIeKapCTBEHHbIX MpenapaTtoB W3-3a  OTCYTCTBUSA
YCTaHOBINEHHbIX NpoLieayp, CyLECTBYIOLMX pasnnynii B cXemax KIMMHUYECKUX UCCNeqoBaHuid 1, Kak crieqcTeue,

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 163 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC
"06 yTBepxaeHun MpaBun Haanexallein Npou3BOACTBEHHOM ... fata coxpaHerus: 25.10.2018

pasHbix TpeboBaHWA K ymnakoBKaMm, HeobxoAMMOCTM paHAOMM3auMM W KOAMPOBaHWS  (MacKMpOBaHWs,
ucnonb3oBaHve "crienoro" MeToda), a Takke u3-3a 60MblOro pucka MNepekpecTHOW KOHTaMuMHauum U
nepenyTbiBaHWs NeKapCcTBEHHbIX npenapaTtoB. Kpome Toro, AaHHble 006 3hEKTUBHOCTU U  TOKCUYHOCTU
neKapCTBEHHOro npenapara MoryT ObiTb HEMOMHbIMKU, Banugaumns npouecca MoXxeT ObiTb HEMOMHOW M MOryT
NCMNonb30BaTbCA 3aperMcTpUpOBaHHbIE JIEKAPCTBEHHbIE MNpenaparbl, KoTopble Obln nepeynakoBaHbl WK
HekoTopbiM 0OOpa3oMm MoauduumpoBaHbl. [lepcoHan npou3BOAMTENS [OOSPKEH MPOWTU  MNOATOTOBKY MO
NpMMeHeHWIo HacToswmx [1paBun B OTHOLIEHWM MCCNedyeMbiX NEKapCTBEHHbIX npenapatoB. OomkHO ObiTb
YCTaHOBMEHO B3aMMOAEWNCTBME CO  CMOHCOpPaMW  KIMHWYECKUX  UCCMNedoBaHWMi, KOTOpble  SBMSKTCA
OTBETCTBEHHbIMM 3a OpraHu3aumilo  KIUHWYECKMX  UCCNEedoBaHWM, BKIIOYas KavyecTBO  Mccnegyemblx
neKkapcTBeHHbIX npenapaToB. Bo3poclias CnoXHOCTb TEXHOMOrMYeckMx npoueccoB TpebyeT npuMeHeHUs
BbICOKO3(hEKTUBHON hapMaLeBTUHECKON CUCTEMbI KavyecTBa.

6. Hactosawmm [llpunoxeHnem Takke yCTaHOBMEHbl TpeboBaHWs K OMOPMIIEHUIO 3aka3oB, OTIPy3Ke,
TPaHCNOPTUPOBKE N BO3BPATY JNIEKAPCTBEHHbLIX NpenapaToB, NpegHa3dHa4YeHHbIX OAnd KNMMHNYeCKnxX MCCHe,ElOBaHVIVI.

neKapCTBeHHble npenapartbl, HE ABnAOWnecd nccnegyemMbiMmn

7. MauveHTam MoryT ObiTb MNpPedOCTaBMeHbl IEKapCTBEHHbIE MpenapaTbl, KOTOpble He SBMSATCS
uccnegyeMbiMu NpenapaTtamu, nnaue6o unu npenapataMu cpaBHeHusl. Takne NekapcTBeHHble npenapaTtbl MoryT
MPUMEHSITLCA B KayecTBe COMyTCTBYIOWEN Tepanuu Wnu AN Oka3aHWUs MEeOMLUMHCKOW MOMOWM C Lenbto
NpoUNakTKk1, AUarHOCTUKA UMW neYeHusl, u (Mnu) BcrneAcTBUe HeoGxoauMocTu obecrnedeHusl naumeHTam
MeauUMHCKoro yxoga. Takve npenapaTbl Takke [oryckaeTcss MPUMeHsITb B COOTBETCTBUM C MPOTOKOSIOM
KMUHUYECKOrO WCCINEedoBaHUS C LeNblo CTUMYNUPOBaHUS (OU3MONOrMYECKor peakumn. ATU NeKapCTBEHHble
npenapatbl He SBMSIOTCA WCCNeAyeMbiMK JeKapCTBEHHbIMM MpenapatamM U MoryT OblTb MpPeaoCTaBlEHbI
CMOHCOPOM uNnu uccnegosateneM. CrnoHCoOp AOMKEH rapaHTUPOBaTb, YTO AaHHbIe NekapcTBeHHbIe npenapaTbl
COOTBETCTBYIOT 3asIBMIEHMI0O O BbiAaye paspelleHns Ha NpoBedeHMe KIMHWYECKOro WCCRefoBaHus U uMetoT
Tpebyemoe Ons Lenu uccrenoBaHus kadecTBo. [pu 3TOM OH [OMKEH MPUHSATb BO BHUMaHWE WCTOYHUK
NeKkapcTBEHHbIX NpenapaToB, ABMSATCA Y Takue NekapcTBEHHbIE NpenapaTtbl 3aperucTpupoBaHHbIMK U BbInK Nn
OHM NepeynakoBaHbl. PekoMeHayeTca mnpuBnekatb K 3Toil paboTe YNoSIHOMOYEHHOe JMLUO U Y4uTbiBaTb €ro
MHEHMe.

nVILl,eH3I/IpOBaHI/Ie npoun3BoAcTBa U NOAroToBka K NpUMeHeHuo

8. Kak nonHoe npousBoACTBO, Tak U OTAENbHble CTaguM NPOU3BOACTBA MCCNEAyeMbIX NeKapCTBEHHbIX
npenapatoB, a Takke pasnMyHble MNpoLecchl WX pasgerieHusl, YNakoBKM WM KX Mepedada noanexar
nMueHanpoBaHnio. JIMLEH3UA Ha NPOU3BOACTBO JEeKApCTBEHHbLIX CpeAcTB He TpebyeTcsa AOns MoAroTOBKM K
NMPUMEHEHWI0 UCCNEeayeMbIX NeKapCTBEHHbIX MpenapaTtos B MEAULIMHCKUX OpraHu3aLmsXx.

9. B pamMkax ykasaHHbIX MOMNOXeHWI Nog NoAroTOBKOW K NPUMEHEHNI0 MOHUMAaETCs NPOCTOW NPOLIECC, TaKoM
Kak:

pacTtBopeHne unn pgucneprmpoBaHne uccneanyemoro JrekapCTtBeHHOro npenapata Anda ero BBeOeHUA
nauyneHTy, nnum

pasBedeHMEe WM CMeLUMBaHWe uccrnedyemMbix(oro) nekapcTBeHHbIX(Oro) npenapatoB(a) C  ApPYrMMm
BELLECTBOM (BeLLeCcTBaMu), NCMONb3yeMOoro(bixX) kak HOCUTENb C Liefblo BBEAEHUS NekapCTBEHHOro npenapara.

10. CmeluMBaHME HECKONbKUX WHIpeaMeHTOB BMECTe, BKMoyas [OeWCTBylollee BEeLecTBO, C Lenblo
NoNy4YeHUst NCCreayemMoro fiekapCTBEHHOro npenapaTa He SIBNAeTCS NMoAroTOBKOW K MPUMEHEHWHO0.

11. Wccnegyembll nekapCTBEHHbI npenapat AOMKeH OblTb B HanuuMM [0 npouecca MnoarotoBKU K
NPUMEHEHNIO.

12. lpouecc noOroTOBKM K MPUMEHEHMWI0 PEKOMEHAYeTCs OCYLIEeCTBNSATb HernocpeacTBEHHO nepen
BBEOEHUEM.

13. Takon npouecc p[OoJrKeH OblTb M3MOXEH B 3asiBNEHUN O Bblaaye pa3pewieHna Ha npoBegeHune
KIMMNMHN4YEeCKOro wuccneanoBaHuna wu (VIJ'IVI) 0ocCbe uccriegyemMoro JnekapCTtBeHHOro npenapara u B MNPOTOKOIe
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KIMMHUYECKOro UccrnegoBaHns NMbo B COOTBETCTBYHOLLEN MHCTPYKLIMU, UMEIOLLENCA B MEAULIMHCKOWM OpraHu3aLmu.
Il. TEPMWHbI 1 OMNMPEOENEHNA
14. Ons ueneii HacTosWwero MNpUNoXeHns UCNonb3yTCA CreayoLne OCHOBHbIE NOHATUS:

[OCbe Ha NeKapCTBEHHbIN NpenapaTt - KOMMMEKT AOKYMEHTOB, COAEpXallMx BCH MHopmauuo (unm
CCbIIKW Ha COOTBETCTBYHLLME [OKYMEHTbI), HEOOXOAMMYK Ans COCTaBNeHUs MOAPOOGHbIX MHCTPYKUMA MO
NPON3BOACTBY, YNaKOBKe, KOHTPOI0 Ka4yeCcTBa, Bbidaye paspeLleHus Ha BbIMyCK CEPUN 1 OTIPy3Ke Uccreayemoro
nekapcTBEHHOro npenapara;

3aKa3 - 3afjaHue Ha NPOM3BOACTBO, YMAakoBKy W (MnM) OOCTaBKy OMpederieHHOro Konuyectsa eavHuL
nccnegyembix(oro) nekapcTBeHHbIX(0ro) npenapatos(a);

MMMopTep MccregyemMoro NekapcTBEHHOro cpeacTea - NMUo, UMetoLee NpaBo Ha MMMOPT UCCNeayemoro
nekapcTBeHHOro npenapaTta, 0OpMIEHHOE B COOTBETCTBUM C HOPMATUBHBIMWU MPaBOBbIMW akTamu Poccumnckom
depepauuy;

uccnegosatenb - (U3MYECKOe IWUO, Hecyllee OTBEeTCTBEHHOCTb 3a MNpoBedeHWe  KIMHUYECKOro
uccrnedoBaHWs B MeOWMUMHCKOM opraHusauuW. B criyyae npoBegeHUss MCCNegoBaHUss B MEAMLMHCKOM
opraHusaumu Trpynnon nuy uccregosatenieM (MMEHyeMbIM Takke [MaBHbIM WCcredoBaTeneM) sBrseTcs
pyKoBOAUTENb FPynnbl;

I/ICCJ'IeLI,yeMbIPI ﬂeKapCTBeHHbIVI npenapart - J'IeKapCTBeHHbII7I npenapart uin nnau,e6o, ncenegyemble nnu
ncnosib3yemble B KadeCTBe nMpenapata CpaBHEHUA Npu npoBeeHUun KIMHUYECKOro wuccriegoBaHus. K
nuccrnefyemMblM JIeKapCTBEHHbIM MpenapatamM OTHOCATCA TaKkKe yXe 3aperncTpupoBaHHble JeKapCTBEHHbIE
npenapaTbl, €cnu cnocod MX NPUMEHEHUs WM NPOM3BOACTBA (NekapcTBeHHas ¢opma unM ynakoska)
oTnn4yaeTca OT 3aperncTtpupoBaHHOro, a TaKXe B Cllydae Uux Wucnonb3oBaHUA MO elle He Oﬂ06peHHbIM
noKasaHunAaM unn Onda nonyvYeHua LI,OI‘IOJ'IHI/ITeJ'IbHOI;I I/IHd)OpMaLI,MM o6 yXe 3aperI/ICTpI/IpOBaHHOI7I J'IeKapCTBeHHOIZ
opwme;

KNMHWYeckoe uccnegosaHne - nioboe nccnegoBaHue, NPOBOAMMOE C yvacTUeM YerioBeka B KayecTBe
cybbekta [Ans BbISBNEHUS WM MOATBEPXKOEHUS  KIUHWYECKMX, apMakonormdyeckmx u (unu) apyrmx
dhapmakognHammyeckux addekToB uccrneqyemMoro(bix) nekapcTBeHHoro(blx) npenaparta(oB) W (4nu) Ang
BbIIBNEHNS HeXenaTemnbHbIX peakunin Ha Hero (Hux), U (unu) Ons usyvyeHusa ero (Mx) BcacbiBaHUS,
pacnpegeneHus, metabonvama n BblBEAEHUS C Lienbio OLEHKM ero (Mx) 6e3onacHocTy n (Mnu) addekTMBHOCTY;

OTrpy3ka - onepauun no ynakoBke AONA OTIPy3KM U MO TPaHCNOPTUPOBKE 3akKa3aHHbIX uccrnenyembiX
JNIeKapCTBEHHbIX NpenapaTtos,;

npenapatr CpaBHEHUS - WCCnedyembldi  MeKapCTBEHHbI MpenapaT Wiu  3aperucTpypOBaHHbIN
NeKapcTBEHHbIM MNpenapaT (4ns akTMBHOrO KOHTporns) nvbo nnauebo, vMcnonb3yemble OIS CPaBHEHUSA Npwu
NpoBeAEHUN KNNHNYECKUX NCCNeSoBaHWMN;

paHOOMU3ALUMOHHBIA KO - CMMCOK, MNO3BOMSIOWMIA YCTAHOBUTD, KaKylo Tepanuio ¢ y4eToM paHAoMU3aumm
nony4aeT Kaxabli NaLuneHT;

paHaoMu3aumst - Npouecc pacnpegerneHns naumeHToB No rpynnam NeyvyeHns Unu KOHTPons CryYanHbIM
o6pa3om, No3BONALLMIA CBECTN K MUHUMYMY CyObeKTUBHOCTD;

"cnenon” metoa ("mackupoBka") - MeTond, MNpyU NPUMEHEHUN KOTOPOro ogHa wunn ©Oonee CTOPOH,
yyacTBYOLWMNX B UCCNEAOBaHUKU, HE WHAOPMUPOBAHLI O MPOBOAMMOM(bIX) TepaneBTUYEeCKOM(UX) HasHayYeHun
(HasHaveHusx). MNpocton "cnenon" meTod O3Ha4YaeT HeOCBEeOOMIIEHHOCTb MauueHTa(oB), a OBOMHOW "cnenon”
MeTo4 - HEeOCBEeOOMSEHHOCTb O MpPOBOAUMOM(bIX) TepaneBTUYECKOM(MX) HasHayeHun (HasHayveHusx)
nauueHTa(oB), nccnepgosaTtens(en), HabnogaTenen n B HEKOTOPbIX CyYasx Nuu, aHaNM3npPYLWKX NOyYeHHble
JaHHble. B oTHOWeEHMM nccnegyemMoro fiekapCTBEHHOro npenapaTta "cnenon” MeTod o3HadaeT npegHamMepeHHyo
MaCKMPOBKY WMOEHTUYHOCTW 3TOr0 NEeKapCTBEHHOro npenapata B COOTBETCTBMM C MHCTPYKUMSMWU CMOHCOpA.
PackpbiTve koda (CHATME MacKUPOBKM) O3HaYaeT pacKpbiTve MHgopMauun, NO3BONAOWEN naeHTuduumposaTb
paHee 3aMacKUpOBaHHbLIN NeKapCTBEHHbIV Npenapar;
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CTMOHCOP - lopuanYeckoe N1Lo, OCYLLECTBNAIOLEEe OpraHn3aLuio NpoBeaeHUs KIMHUYECKOro UccrnenoBaHus
nekapcTBEHHOro npenaparta Ana MeguLMHCKOro NpUMeHeHus.

. YNPABIEHME KAHECTBOM

15. (1) PapmaueBTNYECKas cMcTema kayecTBa, paspaboTaHHas U NpoBepeHHas NPon3BOAMTENEM, JOMKHA
cooTBeTcTBOBaTb TpeboBaHmsaM HacToawmx [paBun, OTHOCAWMMCA K WCCEeAyemMbiM NeKapCTBEHHbIM
npenapaTam, AormkHa ObITb JOKYMeHTanbHO ohopMieHa 1 AOCTYMHa CMOHCOPY.

16. (2) Cneumndukaumm n TexHOMornyeckne MHCTPYKUMM Ha Uccredyemble nekapcTBeHHble npenaparhbl
MOTYT M3MEHATbLCA B Mpouecce ux paspaboTku, HO Mpu 3TOM Heobxoanmo obecneynTb MX MOJSHbIA KOHTPOSb U
NPOCMNEXNBAEMOCTb BCEX UBMEHEHU.

IV. MEPCOHAI

17. (3) Becb nepcoHan, [eATEeNbHOCTb KOTOPOro CBsi3aHa C UCCredyeMbliMU  feKkapCTBEHHbIMU
npenapatamu, [OOMKEH MPONTW COOTBETCTBYKOLlEe OOyyYeHue, CBsi3aHHOE CO CMeuudUKOM AaHHOro Buaa
nNpoAayKunn.

18. Jaxe B cnyyvadax, Korga wtart pa6OTHI/IKOB HEMHOIrO4YMCNEHHbIN, Ons npon3BoacTBea Kaxkaomn cepun
ncernegyemblX nekapCTBEeHHbIX npenapatoB OOJMKEeH ObITb onpepeneH OTAENbHbIN nepcoHarn, oTBevalLWun 3a
npon3BoACTBO U KOHTPOJ1b Ka4ecTBa.

19. (4) YNONHOMOYEHHOE NULO AOMKHO obecneyunTb HanuuMe COOTBETCTBYHOLUUX CUCTEM, OTBEYaoLmnX
TpeboBaHnsaM HacToswero [lMpunoxeHus. Onsi 8TOro YMNONIHOMOYEHHOE fULO OOJPKHO MMETb Haanexallyo
NnoaroToBky B obnactv pa3paboTkM NekapCTBEHHbIX NMPenapaToB UM MPOBEAEHUS] KITMHUYECKMX UCCNEOOBaHUN.
PykoBoAcCTBO AM1S YNOMHOMOYEHHOIO Nnua Mo OLEHKe MCCredyeMbiX NeKapCTBEHHbIX MpenapaToB NpMBEAEHO B
nyHkTax 61 - 65 HacToswwero MNMpunoxeHus.

V. MOMELWEHNA N OBOPYOOBAHUNE

20. (5) lMNpu paboTe c uccneayembiMU feKapCTBEHHLIMU MpenapaTtamu MHgopMaumss O TOKCUYHOCTW,
AaKTMBHOCTU U CEHCUOUMM3NPYIOLLMX CBONCTBAX MOXET ObiTb HEMOJTHOW, B CBSI3U C STUM NMPOU3BOAUTENb JOJDKEH
yOensite 0coboe BHWMaHME CBEOEHUID K MWHMMYMY PWCKOB MEPEKPeCTHOM KOHTamuHauun. KoHCTpyKums
000pyAOBaHUSA U NOMELLEHUA, METOObI UCMIbITAHUI U KOHTPOSSA, a Takke npedenbl JONYyCTUMbIX KOHLEHTpauun
OCTaTKOB MOCME OYUCTKA LOMKHbl YYMTbIBaTb XapakTep YyKa3aHHbIX PUCKOB. B coOTBETCTByOLMX Chy4vasix
npoussoguTens [AofkeH obpawatb BHUMaHWe Ha opraHusauuio paboTbl MPOU3BOACTBEHHBLIMW  LMKNAMM
(kamnanusamn). MNpyn BbIGOPE MOKOLLEr0 CpefcTBa HEOOXOAMMO Y4YMTbIBATb PacTBOPMMOCTb J1IEKapCTBEHHOMO
npenapaTa A4ns KINMHUYECKMX CCrneaoBaHWn.

VI. AOKYMEHTALUMA
Cneumndurkauum n MHCTpyKLUn

21. (6) Cneuudpmkaumm (Ha UCXOOHOE Cbipbe, MEPBMYHbLIE YMAKOBOYHbIE MaTepuasbl, MPOMEXYTOYHbIE
NpoayKTbl, HepacdacoBaHHYld W TOTOBYK MNPOAYKLUMIO), perfameHTbl, TEXHOMNOrMYEeCKUe WHCTPYKUUM U
WHCTPYKUUN MO YMNakOBKE [AOSMKHbl ObiTb HACTONbKO MOJSIHbIMKW, HACKOMIbKO 3TO MO3BOSMSAET CYLLECTBYOLNA
YpOBEeHb 3HaHuM 0 npoaykTe. Mo xoay pa3paboTkM nekapcTBEHHOro npenaparta ux HeoBXO0ANMO NepPUOANYECKN
oueHMBaTb M OOHOBMATL (MpU HeobxogumocTu). B Kaxgol HOBOW BepcuM LOIMKHbI ObITb YYTEHbl camble
nocnegHve [AaHHble, UCMonb3yemasl B HacTosillee BpEMsi TexHororusi, TpeboBaHuA [[OcynapCcTBEHHOMN
dapmakoneu Poccunckon degepaumm n HopmaTuBHbIX NpaBoBbIX akToB Poccunckon ®epepaunn. Hoasa Bepcus
OOIMKHa Takke cogepXaTb CCbINIKy Ha NpeablayLlyo Bepcuto s obecneyeHms NpocnexnsaemMmocTv N3MEHEHNN.
lMponsBoguTensb OOMKEH yTBEpAUTb NPOLIeAypY ANS BHECEHUS MOObIX M3MEHEHWUI, KOTOPbIE MOTYT MOBMUATL Ha
KayecTBO MCCnegyemMoro nekapCTBEHHOro npenapata, B 4aCTHOCTW, Ha ero CcrabunbHOCTb U
BMO3KBMBANEHTHOCTb.

22. (7) OOOCHOBaHMSA [Nl BHECEHUS W3MEHEHWA [OOIDKHbl OblTb JOKYMEHTanbHO OOpMIEHbI.
|_|pOI/I3BO,EI,I/ITeJ'Ib OOJKeH npoaHann3npoBaTb BIIMAHWE BHECEHHbIX M3MEHEHNN Ha Ka4yecTBO ncenenyemoro
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NeKapcTBEHHOrO npenapaTa M Ha NpPOBOAMMbBIE KMMHWYECKME WCCIefoBaHWs. PesynbTaTbl Takoro aHanmsa
OOMKHbI BbITb 0POPMIIEHbI AOKYMEHTaNbHO.

3aka3s

23. (8) 3akas pomkeH cogepxaTtb TpeboBaHMe Ha NPOM3BOACTBO U (UNK) YNaKoOBKY OonpeneneHHoro Yncna
eqvHuL, mpodykuum u (Mnm) ee OTrpy3ky. 3aka3 NpPOW3BOAMTENIO HanpasBnseTcs CMNOHCOPOM MM NIULOM,
OEVCTBYIOWMM MO €ero nopyyeHuio. 3aka3 OomkeH ObiTb odopmneH Ha OymaxHoM HocuTene u (unu) B
3NEKTPOHHOM BUAe U ObiTb AOCTAaTOYHO YETKMM BO u3bexaHwe pasHouTeHun. 3aka3 JOIKeH ObiTb yTBepXAeH
NMUOM, MMEIOLLMM COOTBETCTBYHOLLME MONHOMOYUS, U UMETb CCbINIKY Ha JOChbe Ha fleKapCTBEHHbIN npenapar 1 Ha
NPOTOKON KMMHUYECKUX NCCEeLoBaHUN.

[locbe Ha nekapCTBEHHbIV Npenapat

24. (9) Oocbe Ha nekapCTBEHHbIN npenapaTt AOMKHO HenpepbiBHO OBHOBRATHCA MO Mepe pa3paboTku
nekapcTBeHHoro npenapara. lNpyn 3ToM Npou3BoAMTENb AOMMKEH 06ecnevnTb NPOCNEeXMBaeMOCTb NpeabiayLLMX
BepCcuii JOCbe Ha NekapCTBEHHbIV npenapar.

25. [locbe Ha nekapCTBEHHbIV NpenapaT OOfmMKHO BKkNtoYaTb B cebs, B YaCTHOCTW, crieaylolmne OOKYMEHTbI
(Mnn copepkaTb CCbINKN Ha HUX):

CI'IeLI,VI(*)VIKaLI,I/IVI N aHalriMTn4eckne MeToankn Ha NCXo4HOE Cbipbe N YNakoBOYHbIE MaTepuarnbl;

cneundmkaumMm 1 aHanuMTUYeckKne METOAMKM Ha MNPOMEXYTOYHYK, HepacdacoBaHHY0 U TFOTOBYHO
NPOAYKUNIO;

TEXHOJOIMYECKNE NHCTPYKLUNW;
METOLMKN KOHTPOSS B NpoLecce Npou3BOACTBa;

YTBEPXOEHHYIO KOMUIO 3TUKETKY;

NPOTOKOIbI KNMMHUYECKUX UCCNeSOBaHWI U, B COOTBETCTBYHIOLLUX Cry4vasix, paHOAOMU3aLMOHHbIE KOAbI;
AO0roOBOPbI C UCMIONTHUTENSAMM, YKa3aHHble B NyHKTax 237 - 255 Hactosiwux [NpaBmn (Npy Heo6XoaNMocTn);
OaHHble 0 cTabunbHOCTY;

YCIOBMS XPaHEHWSI U TPAHCMOPTUPOBKMY.

26. [MpuBedeHHbIN nepevYeHb [AOKYMEHTOB MOXET W3MEHSATbCA B 3aBUCMMOCTM OT NEeKapCTBEHHOro
npenaparta v cTagum ero paspaboTku. Coaepxallasca B AOCbe MHOpMauMsa OOSMKHA CNyXWUTb OCHOBOW Mpw
OLieHKe FOTOBHOCTM ANs MPUEMKU W BblAayu paspelleHUs Ha BblMyCK KOHKPETHOW Cepuu YMOFTHOMOYEHHbIM
MUOM, KOTOpPOe AOIMKHO MMeTb AOCTYN K Takon uHdopmaumn. Ecnu pasHble ctagum npouecca npov3BoAcTBa
OCYLLECTBMAIOT Ha pasHbIX yyacTkax, rae OTBETCTBEHHOCTb HECYT pasHble YNONMHOMOYEHHbIE Nua, AOMYyCKaeTCcs
BECTM OTAefbHble [OCbe C OrpaHUYEeHHOW WHopMaunen, uUMeloWwen OTHOLWEHWe K [edTenbHOCTU Ha
COOTBETCTBYIOLLUX y4YacTKax.

PernameHT n TexHonorn4eckune MHCTPYKUMN

27. (10) Kaxkgas npou3BOACTBEHHAs onepauus unm onepauus no OTrpy3ke OOSMKHAa BbIMNOMHATLCA B
COOTBETCTBMM C YETKOW U [JOCTaTOYHO MOMHOW MHCTPyKUMEen U  conpoBoxdatbCA  oopmrieHnem
COOTBETCTBYIOLMX 3anucel. Ecnu onepauus He sBNsieTCs MOBTOPSIEMON, TO He 00s3aTenbHO COCTaBMATb
pernamMeHT U TEXHOMNOrMYecKMe MHCTPYKUMK. 3anucyu nmetoT ocoboe 3HayeHne AN NOAroToBKU OKOHYaTENbHbIX
TEKCTOB [JOKYMEHTOB, KOoTopble OyayT MCrnonb3oBaTbCA MpPW CEPUAHOM MPOWM3BOACTBE MOCMe MOMyyYeHNs
perncTpaumoHHOro YA0CTOBEPEHWSA Ha flekapCTBEHHbIV npenapar.

28. (11) ViHdopmaumsa, coaepxallascs B JOCbe Ha NeKapCTBEHHbINM npenapar, AOMMKHa UCMNoMNb30BaThCs
npu paspaboTke NOAPOOHbLIX MHCTPYKUWUA MO NPOM3BOACTBY, YNAKOBKE, UCMbITAHWUAM ANS KOHTPOSsl KayecTsa,
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YCMOBUSIM XPaHEHWs! 1 TPAHCMOPTUPOBKMU.
WHcTpykumm no ynakoske

29. (12) Wccnepyemble nekapcTBeHHble npenapaTtbl, Kak npaBuno, [JOSMKHbl  YMNakoBblBATbCS
MHAMBMAOyanNbHO ANS Kaxaoro nauueHTta. KonuuecTBO eauHML, yNakoBbIBAEMOW MpPOOYKUMWM OOIMKHO ObiTb
onpegeneHo Ao Havyana onepauui Nno yrnakoBke ¢ y4eTOM KONMMYeCTBa eauHUL, HeoOXoaUMbIX ONisi NpoBeAeHUs
KOHTPONS kayecTBa, U 0TOOpa apxmBHbIX 00pa3LoB Ansl XpaHeHus. [locrne OKOHYaHMSA YNaKkoBKUM U MapKUPOBKM
HeobX0AMMO COCTaBWUTb MaTepuanbHbii 6anaHc, 4ToObl rapaHTMpOBaTb MNPaBWUIbHBIA YYeT Kaxgoro Buaa
nNpoayKunmM AN Kaxaonm ctaaum NnpomM3BoacTBa.

3anucn no npon3BOACTBY, KOHTPOJIHO U YNaKOBKe cepumn npoaykunm

30. (13) Oocbe Ha cepuio OOIMKHO CcCOAepXaTb AOCTAaTOYHO NoApoOGHYH WHOpMauMo ONns TOYHOro
NpoCnexXnMBaHus nocnegoBaTenlbHOCTM onepaumin. 3TO [OCbe [OIPKHO cofepXaTb BCE CYLEeCTBEHHblE
3amMevaHusi, ob6OCHOBbLIBAOLIME WCMOSMb30BaHHbLIE MPOLEAYpPbl UM BHECEHHbIE WM3MEHEHMWS!, OalolimMe HOBYH
MHGOpPMAULMIO O JNEKApPCTBEHHOM Mpenapate W MNO3BONSIOLME YCOBEPLUEHCTBOBATL MNPOU3BOACTBEHHLIE
onepauuu.

31. (14) 3anucu nNo nNPov3BOACTBY CepuM NPOAYKUMM OOIMKHbI XPAHWUTLCS HE MeHee MATW neT nocne
3aBepLUeHUst UNu npekpaleHns nocnegHero KIMHUYECKoro UCcneaoBaHusi, B KOTOPOM Gbina ncnosnb3oBaHa 3Ta
cepusi.

VII. MPON3BOACTBO
YnakoBouYHble MaTepuansl

32. (15) B cneuudmkaumsx 1 MeEToAUKaX KOHTPONSA KavyecTBa AOMKHbI ObITb NPeayCcMOTPEHbI crieumarnbHble
Mepbl MO MpefoTBPALLEHNO CITyYalHOrO PacKOAMPOBAHWUS M3-3a Pas3fMuYMi BHELLHEro BuAa pPasHbIX Cepui
YMNaKoOBOYHbIX MaTepuarnos.

TexHonoruyeckune onepauun

33. (16) Ha ctaguu pas3paboTkM NekapCTBEHHOro npenapata HeoOXOAMMO OnpedennuTb KpUTUYeckue
napameTpbl U BUAbI KOHTPOMSA B MpoLecce Npon3BoacTea. BpemeHHble napameTpbl M BUAbI KOHTPONS B NpoLecce
nNpon3BoACTBa MOryT OblTb OMpederieHbl Ha OCHOBE MNPUMOBPETEHHOro onbiTa, B TOM 4ucre npeablayLimx
nccnegoBaHun no paspabotke. OTBETCTBEHHbIN MEepCOHan AOSMKeH yaensTb ocoboe BHMMaHue paspaboTke
Heo6X0OMMBIX MHCTPYKLMIA U MOCTOSIHHOMY WX COBEPLUEHCTBOBAHWIO C Y4eTOM OMbiTa, npuobpeTaemoro B
npouecce npou3BoACTBa. YCTAHOBMNEHHbIE W KOHTPONMpyeMble napameTpbl AOIMKHbl OblTb O0OOCHOBaHbI B
COOTBETCTBMM C UMEIOLLENCHA B JAHHOE BpeMS MHpOpMaLUEN.

34. (17) [HonyckaeTca He nNpoBOAWUTb BanuAaumMlo TEXHOMOrM4Yeckux MpoLeccoB Mpou3BoACTBa
nccriegyemMblx nekapCcTBeHHbIX npenapaTtoB B obbeMe, npegycMaTpvBaemMoM Afs CEPUMMHOro npoussoAcTsa. B
nobom criydae nomelleHnss M obopyaoBaHue [OOMKHbl  OblTb  kBanuduumpoBaHbl. [Ons  cTepunbHbIX
neKkapCTBEHHbIX NpenapaToB Banugaunsi NpoLeccoB CTeEpUNM3aumMmn AoMmKHa NPOBOANTLCA B TOM Xe obbeme, YTo
W ONa 3apermcTpupoBaHHbIX NeKapCTBEHHbIX npenapaTtoB. B cooTBeTcTBylOWMX crnyyasx, ona obecneyeHns
6e3onacHoCTM  BMOTEXHOMOrMYECKMX fEeKapCTBEHHbIX NpenapaTtoB AnNd  KIAMHWYECKUX  MCCrnenoBaHun
npou3soguTenb AOMKEH NoATBEPANTb A(PMEKTUBHOCTL MHAKTMBALMMK U (M) YOaneHns BUPYCOB U (Mnu) Apyrmx
npmmeceﬁ Guonornyeckoro nponucxoxgeHna B COOTBETCTBUMM C HaAyYHbIMW MNpUHUMNAMKU U MeTodaMu,
N3MNOXEHHbIMW B COOTBETCTBYIOLLUX PYKOBOACTBAX.

35. (18) Banngaums acenTU4eckMx NMpoLecCoB NpeacTaBnseT ocobyk TPyAHOCTb MpU MarnbiX pasMepax
cepun npoaykuun. B aTtmx cnyyasx 4vMcno eauHuy, npodyKuvu, HamomHseMblX cpedamu, MoXeT ObiTb paBHO
HanbornbLlemy pasmepy cepum npogykumu. MNMpu HanmMymMm BO3MOXHOCTM (B TOM Yucrne Ang umutauumm npouecca)
NPON3BOAMTENb [OMKEH HanonHATb cpefamy Haubonbllee 4YMCNo eAuHWL, npoaykumu ans obecneyeHus
Gonblue JOCTOBEPHOCTN pesynbTaToB. HamnonHeHue n repMeTm3aums SBMSATCA NPenMyLLeCTBEHHO PyYHbIMU
WUnu nonyaBTOMaTUYECKMMK Onepauusamn, MNpPeacTaBnsloWMMA PUCK AN CcTepunbHOCTU. B cBA3M c aTnm
HeobxoaMMO yAenuTb MOBbILEHHOE BHMMaHWe OOy4YeHWo nepcoHana WM MpOoBEeAEeHWo BanvgauuvM MeTodOoB
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acenTM4eckoro NPOU3BOACTBA C y4acTMEM KaXdoro onepartopa.
TpeboBaHus k npenapaTy CpaBHEHUS

36. (19) Ecnn npenapaT cpaBHeHMSI NOABEPraeTcs M3MEHEHMsIM, NMPOU3BOAUTENb OOSPKEH obecnednTb
OOCTYMHOCTb  [AaHHbIX  (Hampumep, MO CTAOUNBHOCTW, CPaBHUTENIBHOMY M3YYEHMIO  PaCTBOPUMOCTM,
B1oJ0CTYNMHOCTH), NOATBEPXKAALIMNX, YTO Takne U3MEHEHMSI HE OKaXXyT CYLLECTBEHHOrO BIIUSAHMS Ha UCXOAHbIEe
napameTpbl KA4eCTBa 3TOro NIeKapCTBEHHOrO npenapara.

37. (20) Cpok rogHOCTM npenapaTa CpaBHEHUS, YKasaHHbIA Ha NepBOHayanbHOM YNakoBKe, MOXeT He
coBMagaTb CO CPOKOM rOAHOCTM MNpernaparta, NnepeynakoBaHHOrO B APYryl YMaKOBKy, He 00ecneynBaroLLyto
9KBMBAIIEHTHbIV YPOBEHb 3aLUTbl UKW €CNK Takas ynakoBKa HECOBMeCTMMa C npenapaTtoM. B cBsA3u ¢ atum
CMOHCOp MNM NUUO, AENCTByOLEee OT ero MMEHW, OOMKHbl onpedenvTb MNpuemnemylo Aaty, OO0 KOTOPOW
JornyckaeTcsa Mcnonb3oBaTb nNpenapart, y4uTbiBas NpMpoAy npenapaTa, XapakTepUCTUKM YyNakoBKU U YCrOBUS, B
KOTopbiX OygeT XpaHuTbCcs 3TOT npenapaT. HoBbli CPOK rogHoCTM [ofmkeH ObiTb 0BOCHOBaH M He MOXeT
npeBbillaTb CPOK TOOHOCTW, YKas3aHHbIA Ha MepBOHa4YanbHOM ynakoBke. CpoOK rogHOCTM  OOSKEH
COrNacoBbIBaTbCSA C ANUTENBHOCTBIO KIMHUYECKOrO UCCNef0BaHUS.

Onepauun no kogmposaHuto ("cnenon” metoa)

38. (21) Ecnn uccnepyemble nekapCTBEHHble MpenapaTbl KOOUPYIOT, TO AOMKHbl ObiTb pa3paboTaHbl
cucTembl, obecneuymBalolMe KOAMPOBKY W €e COXpaHeHue, HO npu  HeobxoaumocTh Mo3Bonsolue
naeHTuguumpoBaTh 3akogupoBaHHyo ("crnenyro") Npogykuuio, B TOM 4YWCIE HOMEpa CeEpUl uccnegyemoro
NEeKapCTBEHHOro npenapata 4O onepauum nNo KoavpoBaHuio. [lpomsBoguTenb AOMMKEH NpegycMoTpeTb
BO3MOXHOCTb ObICTPON naeHTUMKaLnUmn NccneayemMoro NekapCTBEHHOro npenapara B 3KCTPEHHbIX Criyyasx.

Koa paHgommsaunmn

39. (22) B MHCTpyKUMSIX OOMKHbI ObITb ONKMCaHbl BCe MpoLeaypbl MO cO3aaHuio, 3aliuTe, pacnpeaerneHuto,
06paboTke U XpaHeHuo Nboro Koga paHOoMM3aLMKU, UCMONb30BaAHHOIO AN YNakoBaHHbIX UCcneayeMblX
NeKapcTBEHHbIX MNpenapaToB, a TakkKe MeTodbl packpbiTus Kkoda. [lpovsBoauTenb [OMKEH BECTU
COOTBETCTBYHOLLMNE 3aMMUCH.

Onepau,vwl no ynakoBke

40. (23) MNpn ynakoBke WCCeayemMoro IeKapCTBEHHOrO Mpenapara MOXeT oKasaTbCs HeoOXoauMbIM
OAHOBPEMEHHOE HaxOXAeHWe pasfUYHbIX BMOOB MPOAYKUUM Ha OAHOW ynakoBOYHOM NMHuW. [poussoguTenb
JOMKEeH CBeCTM K MUHUMYMY pPUCK NepenyTbiBaHWA IeKapCTBEHHbIX npenapaToB MNyTeM BbIMOMHEHUA
COOTBETCTBYOLMNX Npoueayp v (Unn) NpUMeEHEHUs cneumanbHOro 00opyaoBaHUS U COOTBETCTBYHOLLErO 00y4YeHUs
nepcoHana.

41. (24) Onepauun NO ynakoBke U MapKMPOBKE MCCredyeMblX NeKapCTBEHHbIX npenapaTtoB MOryT ObiTb
fonee CnoOXHbIMM M MOOBEPKEHHbIMU OLIMOKaM, KOTopble TpyOHee BbISBNATb, YeM Mpu MNpPOM3BOACTBE
3aperncTpupoBaHHbIX NeKapcTBeHHbIX npenapaToB. OcobeHHO 3TO KacaeTca MccrneayemblX NEKapCTBEHHbIX
npenapaToB C NMOXOXUM BHELIHUM BMAOM MpW ucnonb3oBaHuu "cnenoro” meTtoga. B cBasu ¢ atum Tpebyetca
npuHMMaTb ocobble Mepbl MO NPeaoTBPaLLEeHNI0 OWNMBOK B MapKMpOBKe, HanpuMep, 3a cyeT cBedeHus bGanaHca
3TMKETOK, OYMCTKM NNHUK, OCYLLECTBMEHWS KOHTPOMS B rMpouecce MNpou3BOACTBa crneunanbHO OOyYeHHbIM
nepcoHasnom.

42. (25) YnakoBka [OIDKHa rapaHTMpoBaTb COXPaHHOCTb MCCreoyeMoro rnekapcTBEHHOro npernapaTta B
Haanexallem COCTOSHUM NPV TPaHCMOPTUPOBKE U XPaHEHNN B MPOMEXYTOYHbIX MyHKTax Ha3HadeHus. BropnyHas
yrnakoBKa AOMMKHa OblTb Takon, YTobbl 6GbII0 cpasy 3amMeTHO ee BCKPbITME UIK Ntoboe MHOoe BMELLATENbCTBO BO
BpeMsi TPaHCMOPTUPOBKMN.

MapkupoBka

43. (26) B tabnuue N 1 obbeguHeHbl TpeboBaHUs, copepxalimecs B NyHkTax 43 - 48 HacToswero
MpunoxeHusi. MapkupoBka [forkHa obecrneyvBaTh 3aWUTy MalWeHTa, BO3MOXHOCTb MPOCHEXUBAHUS U
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VI,EI,eHTI/I(bVIKaLI,I/IVI JIeKapCTBEHHOro npenaparta W WcCrnegoBaHUA, a TaKxXe cnocobcTBOBaTh npaBuibHOMY
NPpMMEHEeHNK nccnenyemoro iekapCTtBeHHOro npenapara.

44. Ha aTukeTKax OOMMKHaA cogepaTbCa criegytolwias nHdopmauus, ecrnm He 060CHOBaAHO ee OTCYTCTBME
(Hanpumep, Npy HaNMYUKU LEHTPaNM30BaHHOW ANEKTPOHHON CUCTEMbI PAHAOMMU3UPOBAHHOMO KOAUPOBAHNS):

a) (a) HaMmeHoBaHMe (MMS), agpec U HoMep TenedoHa CrnoHcopa, PUANYECKOro nvua, NPUBIEYEHHOro
CMOHCOPOM K OpraHusaumm npoBeaeHUs KIMHUYECKOrO UCCneaoBaHus (aanee - KOHTpPakTHas uccregoBareribekas
opraHmsaumq) nnm mncenegoBartensd (OCHOBHOFO KOHTaKTHOro nuua ana nonyyYeHua I/IH(*)OpMBLI,VII/I OTHOCUTENIbHO
nekapCTBEHHOro npenapara, KNMHUYECKOro UCCreaoBaHus 1 Anst SKCTPEHHOTO PacKoAMPOBaHUS);

0) (b) nekapcTBeHHasi ¢opma, cnocob BBeAEHMS, KONMMYECTBO [OO3UPOBAHHbIX €OWHUL, U B Criyyae
NpoBeAEHUS OTKPbITOrO WCCNEeAOBaHUsi - HauMEHOBaHWE W (MNn) WKdp NeKkapCTBEHHOro npenaparta U ero
O03MPOBKY W1 (UNN) aKTUBHOCTD;

B) (C) HoMep cepum v (MNn) koA AN naeHTUUKaLUM COAEePXKMMOTo 1 ornepaLum Mo YNakoBKe;

r) (d) Homep (koa) mccnegoBaHWs, MO3BOMAKOWMN MAeHTUdMUMpoBaTL MccregoBaHne, MeOULMHCKYHO
opraHv3aumio, uccrieosartens u CrnoHcopa, ecriv 370 He yKasaHo B PYroM MecTe;

A) (e) naeHTUUKALMOHHBIV Kof, NauueHTa u Homep Bu3nTa (Mpy Hanuuum);
e) (f) damunusa n nauumnanesl uccriegoBaTens (€Cnu He ykasaHo B noAanyHkTax "a" unm "r");

X) (g) ykasaHunsi MO UCMONb30BaHMIO (MOXET ObITb MpMBEOEHa CChIflka Ha JIMCTOK-BKNaabiw nnbo apyron
NOACHUTENbHBLIM  AOKYMEHT, MpefHa3HayYeHHbI On9 nauueHTa wnu nvua, OCYLWeCcTBASLWero BBeAeHue
nekapcTBEHHOro npenapara);

3) (h) Hagnucb "ONs KNMMHUYECKUX UccrnegoBaHun;
un) (i) ycnoBmus xpaHeHus;

K) (j) cpok ucnomb3oBaHMA C yKa3aHMeM Mecsua M roga Takum obpas3om, 4ToObl m3bexatb nobon
HeonpegeneHHocTU (MoXeT ObITb ykadaHa [fgaTta, OO0 KOTOPOW HeoGXOAMMO WCMOMb30BaTb JEeKapCTBEHHbIN
npenapar 4ns KNMHUYECKUX NCCNeL0BaHNIA, CPOK rOAHOCTU UK AaTa NOBTOPHOIO KOHTPONS);

n) (k) Hagnucb "XpaHWTb B HeOOCTYMHOM Ans AeTen MecTe", 3a WCKNIoYeHWeM crnyyaes, Korga
nekapCTBEHHbIV Npenapart NnpeaHa3HayYeH Ans UCMOMb30BaHMs TOMbKO B YCIOBMSAX CTauMoHapa.

45. (27) Agpec n Homep TenecoHa OCHOBHOMO KOHTAKTHOIMO nvua Ans nepegaydn mnHGopmalmm
OTHOCUTENBLHO NEeKapCTBEHHOroO npenapara, KMMHUYECKOro UccrnefoBaHnst 1 9KCTPEHHOr0 packoamMpoBaHUs MOTyT
ObITb HE yKa3aHbl Ha ATUKETKE, ECNY NaUMEHTY NpeaocTaBrieHbl UHCTPYKLUSA NO MPUMEHEHUIO UM KapToyka, Ha
KOTOPOW yKa3aHbl 3TV JaHHbIe, a TaKkKe JaHa MHCTPYKUMS AepxaTb UX npy cebe NoCTOSHHO.

46. (28) OaHHble OoOMmkHblI OblTb MNpuMBEdEeHbl Ha PyccKoM fa3blke. [laHHble, ykasaHHble B nyHkTe 44
HacTosiwero MpunoXxeHus, AOMXHbI HaXOOUTBLCA Kak Ha MEepPBUYHOW, TaK M Ha BTOPUYHOW YnakoBke (Kpome
Crny4yaeB, ONUCaHHbIX B NMyHKTax 47 - 48 HacToswwero MNpunoxenns). TpeboBaHWs K coaepXaHUo MapKUPOBKN Ha
3TMKETKax Ha NEpPBUYHOWM U BTOPUYHOW ynakoBKax npuBefeHbl B Tabnuue 1. Takke Ha aTMKeTKax MOXeT ObiTb
npvBeaeHa nHPopmMaums Ha ApYrux A3blkax.

47. (29) B cnyyasx, korga uccnegyemMblini NekapCTBEHHbIM NpenapaT, nepefaBaemblil NaunMeHTy unu nuuy,
OCYLLECTBMAIOLEMY BBEOEHWE WUCCNeQyeMOro IeKapCTBEHHOIO npenapara, COMpPOBOXOAETCSH BTOPUYHOWM
yNakoBKOMW, cofepxallen uHdopmMauuilo, ykasaHHylo B NyHKTe 44 Hactoswero [punoxeHusa, MapkupoBka
NMepBMYHOM YyMakoBKM (Mnm nbBOro 3anevaTtaHHOro [A03MPYIOLLEro YCTPOWCTBA, COAEpXKallero nepBUYHYHO
yMakoBKy) JOSKHA coaepaTb CriegytoLyto MHdopMaLmio:

a) (a) HammeHoBaHWe (MMS) CMNOHCOpa, KOHTPAKTHOW UCCNeaoBaTenbCKOW — OpraHusauum — unu
nccnegosatens;

0) (b) nekapctBeHHas ¢opma, cnocob BBeaeHUS (MOXET He yKasbiBaTbCs AN TBEpAbIX nepoparnbHbIX
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dopm), KONMMYECTBO JO3MPOBAHHBIX €4NHUL, U B Criy4ae npoBedeHUs OTKPbITOrO UCCNEeAO0BaHNs - HaUMeHOBaHWe
1 (Unu) Wndp nekapcTBEHHOro npenapaTa v ero 403UPOBKY U (M) akTUBHOCTb;

B) (C) HOMep cepuun 1 (MNK) koA, ANS MAEHTUMUKALMM COAEPXKMMOro 1 onepaLnm rno yrnakoBke;

r) (d) Homep (Koa) mccnegoBaHWs, MO3BOMAKOWMN MAeHTUMUMpoBaTh MccregoBaHne, MeOULMHCKYHO
opraHusaumio, uccriegoBaTens U CoHCopa, eCnn 3To He yKa3aHo B APYroM MecTe;

4) (e) nAeHTUMMKALMOHHBIN KO NauMeHTa u HoMep Bu3uTa (Mpu Hanu4um).

48. (30) Ecnv nepBuYHOM YynakoBKOW sBNAeTcs 6nmuctep unu oHa MMeeT manbii pasmep (Hanpumep,
amnynbl, Ha KOTOPbLIX HE MOrYT ObITb pasMelleHbl AaHHble, YKka3aHHble B NyHKTe 44 HacToswero MNpunoxeHns),
JorkHa ObiTb MpeaycMOTpPeHa BTOPWYHAsl YNakoBKA C STUKETKOMW, codepkallen 3T faHHble. [pyn aToM Ha
NepBUYHON YNakKoBKE JOSMKHbI ObITb YKa3aHbI:

a) (a) HammeHoBaHMe (MMS) CMNOHCOpa, KOHTPAKTHOW MCCNeaoBaTENbCKOM — OpraHusaumm — unu
nccrnepoBaTens;

0) (b) cnoco6 BBegeHuMsi (MOXHO He YyKasbiBaTb ANA TBEpAbIX NepopanbHbiX OpM), M B criyyae
NpoBeAEeHUS OTKPbITOrO UCCNeAOoBaHUsi - HauMEHOBaHWE W (MNK) WKgp NEeKapCTBEHHOro npenaparta U ero
[031poBKa 1 (MNn) akTUBHOCTb;

B) (C) HoMep cepum v (MNK) Koa AN naeHTUUKaLUM COAEePXKMMOTo 1 ornepaLum Mo YNakoBKe;

r) (d) Homep (koa) wuccnegoBaHus, NO3BONSAWLWMA MAEHTUULMPOBATL MCCregoBaHWE, MEAULMHCKYIO
opraHusauuio, uccriegoBaTtens U CnoHcopa, eCNn 3TO He yKasaHo B APYroM MecCTE;

A) (e) naeHTUdUKALMOHHBIV Kof, NauueHTa u Homep Bu3nTa (Mpy Hanmuun).
Tabnuua 1. CymmapHas nHgopmauns o mapkuposke (MyHKTbl 43 - 48)

a) HauMeHOBaHMe (MMA), alpec M HoMep TejiedoHa

CIIOHCOpPa, KOHTPAaKTHOM nCCcJlenoBaTeslb CKOM
opTraHu3anmn I nCccyenoBaTess (0OCHOBHOTO OB CJIYUAM
KOHTAKTHOT'O JMLa IOJs I[OJIyYeHUs nHbopMaLUm I7g [EePpBUYHOM YHNaKOBKMU U
OTHOCUTEJILHO JIEKaPCTBEHHOTO npenapara, BTOPUUHOM YINAKOBKMU (IYHKT
KJIIMHMYECKOT'O MCCJIeNOBaHMA WU OJId 5SKCTPEHHOTO 44)
PacKoOOMPOBAaHUA) ;
Vndpopmaumsa,
yKasaHHas B IOANYyHKTax
"a" <1> - ";a"
[IEPB/YHAS YIIAKOBKA
Eciy NepBUUHYK YIaKOBKY
¥ BTOPUUHYI YIaKOBKY
XpaHAT BMecTe (OyHKT 47)
<5>
Vrdopmaumsa,
yKasaHHas B IONIYyHKTax
B6) JlekapCcTBeHHas oGopwMma, crioco® BBEeIEeHUSd, "a' <2> "e" 3> "yp" "p"
KOJIMUECTBO OOBMPOBAHHEIX €OVHMUI, ¥ B CJydae """
NpoBeleHUs OTKPEITOT'O MCCJIeNOBaHUSA -
HaVMeHOBaHMEe U (m1m) mmdp JIEKAPCTBEHHOTO
npenapaTa M ero IOO3MPOoBKa M (MIM) aKTUBHOCTL;
B) HOMep cepuM U (MiaM) KOO IJigd MIeHTudukaumum
COOEPXMMOT'O M Oollepauuy IO yHIaKOBKe;
T) HOMep (xom) UCCJIenoBaHuHA, [103BOJISOMMMI
UOEeHTUOULIMPOBATDH ncclyenoBaHue, MEeIULMHCKYIO
opraHmMsauuio, MCcJenoBaTesyia M CIOHCOpa, eClu
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OTO HEe YyKa3aHO B IOIpyI'OM MecCcTe;

o) umIOeHTUOMKALUMOHHBEINM KOOI IalMeHTa UM HOMEP
BM3UTA (IPpM HaAIU4UMU) ;

e) dbaMuIusa M MHULMAJE MCCJIedoBaTeJsd (ecin  He
ykKaszsaHo B nonnyHkrax "a" wuiam "r");

X)) yKaszsaHMsa IO MCIIOJIb30BAaHUI (MoxeT OHITHb
IpMBEeIeHa CChUIKa Ha JIMCTOK-BKJIAIBII JIMOO OPYyTOM
IIOSCHUTEJIbHEY IOOKYMEHT, IpenHAasSHAUEeHHBM IJIg
nanuMeHTa WM JMla, OCYHECTBJISKIEeIO BBeIeHUe

JIEKapCTBEHHOT'O Ipernapara) ;

3) Haanmuchk "IIg KIMHUYUECKMX MCcJemoBaHum";

1) YCJOBMSA XPaHEHMI; I[IEPBMUHAA YIIAKOBKA

K) CPOK MCIOJIb30BaHMSA C YyKaszaHMeM Mecdalua U BnmcTeps MM YHIaKOBKMU
roma TakuM obpasowM, yTOoOE M30exXaTb JIoOom MaJIOTO pas3Mepa (nyHkT 48)
HeolnpeOeJyIeHHOCTHK (MoxeT OBThb ykasaHa naTta, IOo <5>

KOTOPOM HEOOXOOMMO MCIOJIB30BaTh JIeKAaPCTBEHHEM

npenapaTr, CPOK T'OOHOCTM MJIM HaTa I[IOBTOPHOTO Vundopmaums,
KOHTPOJA) ; yKasaHHasg B MNOINYHKTAxX
J1) Hannuch "XpaHUThb B HENOCTYIIHOM HIJid IeTel "a" <2> "e" <3>, <4> "g"
mecTe", 3a UCKJIIOUEeHUEM ciydyaes, KoTma "p" o "g"
JleKapCTBEHHHIM npenapart npelHasHauYeH s

MCIIOJIb30BAHMSA TOJIBKO B YCJIOBMAX CTalMoOHapa

MpumevaHus:

<1> Agpec 1 Homep TenedoHa OCHOBHOIO KOHTaKTHOro fvua Ans nonyyeHns MHpopmauum OTHOCMTENbHO
neKapcTBEHHOro npenapaTta, KIMHUYECKOrOo WCCMeAoBaHWA W 3KCTPEHHOTO pPAacKOAUPOBaHWS MOXET He
cofepXaTbCA Ha 3TUKeTKe, €Cnv MNauMeHTy npeaocTaBfeHbl MHCTPYKUMA MO MPUMEHEHUI0 MeKapCTBEHHOrO
npenapaTa unm KapTodka, rae ykasaHbl 3TV AaHHble, a Takke AaHa MHCTPYKUMS aepxaTtb ux npu cebe Bce Bpems
(nyHKT 45 HacTosiwero MNpunoxeHus).

<2> He HyxHO pasmeliaTb agpec U HoMep TeriepoHa OCHOBHOMO KOHTAKTHOro nuua ansa uHdopmaumm
OTHOCUTENbHO NEKAaPCTBEHHOIO NpenapaTa, KNMHUYECKOro UCCreLOoBaHNs U SKCTPEHHOMO pacKOANPOBaHUS.

<3> Cnocob BBeAleHMSI MOXHO He yKa3blBaTb A5t TBepAbIX NepoparbHbIX NEKapCTBEHHbLIX (OPM.
<4> MOXHO He yka3blBaTb JIEKAPCTBEHHYO (hOPMY U KONMMYECTBO AO3NPOBAHHbLIX €4NHNL,.

<5> Ecnu Ha BTOpPMYHOW ynakoBKe COAEPXUTCH MHGOpMaLuMs, npuBedeHHas B MyHkTe 44 HacTosLero
MpunoxeHus.

49. (31) Ona nosiCHEHMS yka3aHHOW Bblle MHQOpPMauun MOryT ObiTb MCMONb30BaHbl CMMBOIMbI UMK
nukTorpammel. MoxeT 6blTb npeacTaBneHa [OMNOMHUTENbHAA MHQOpPMauus, npeaocTepexeHus un  (unu)
WHCTPYKLUUM NO 0OpaLLEeHNIO C NNeKapCTBEHHbIM MpenapaToM.

50. (32) B cnyyae npoBeaeHMs KNMHUYECKNX UCCNeaoBaHum, Koraa:

a) HeT HeoOXOANUMOCTU B OTAENbHbIX npoueccax nponsBoacTea Ui YNakoOBKU;

0) Npu uccnegoBaHMM UCMONb3YIOTCSA JIEKAPCTBEHHbIE CPeACTBa, 3aperMcTpMpoBaHHbIE, MPOU3BEAEHHbIE
U UMNOPTUPOBAHHBIE B COOTBETCTBUUN C 3aKoHOoAaTenbcTBOM Poccuiickon ®epepaumu;

B) B uccnegoBaHum npuHMMarT yyvyactme nauueHTbl C TeMu 3a60ﬂeBaHMﬂMM,KOT0pHe COOTBETCTBYHOT
NOoKa3aHuAM K MPUMEHEHUI0, YTBEPXKOEHHbIM Npu pernctpauunm,

- Ha I'IepBI/I‘-IHOVI ynakoBKe Tak, 4YTOObLI HE 3aKpbITb OPUTMHAITbHYIO 3TUKETKY, OOMOJTHUTENbHO OOJKHbI ObITb
npmeeaeHbl criegyruine aaHHbIe:
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(i) HasBaHMe (MMs) cnoHCopa, KOHTPAKTHOW UCCIeAOoBaTENbCKOM OpraHn3aumMm unm nccnegoBarterns;

(i) Homep (kog) wccnegoBaHWs, MO3BOMSAOWMA  MAEHTUDUUMPOBATL MEAULMHCKYI0 OpraHu3aumio,
nccnegosaTens n cybbekTa uccneaoBaHus.

51. (33) Ecnu HeobxoguMmMo M3MEHUTb AdaTy, A0 KOTOPOW MOXET MWCMNoMb30BaTbCA WCCNeayeMblin
NeKapCTBEHHbIM npenapaT, Ha YMNakoBKY [JofkHa ObiTb HaHeceHa [ononHuTenbHast 3TukeTka. Ha
OOMONMHUTENBHOM 3TUKETKe AOMKkHa OblTb ykasaHa HoBasi AaTa, 4O KOTOPOW [OMyckaeTcs WCMonb3oBaTb
NeKapCTBEHHbLIN MNpenapaTt, a Takke MNOBTOPHO Yyka3aH Homep cepun. [OMOMHUTENbHYD STUKETKY MOXHO
HakrnenBaTb MOBEPX CTapoX AaTbl UCMONb30BaHUS, HO OHA He OOJMPKHA 3aKpbiBaTb WUCXOAOHbLIA HOMEpP cepuu,
KOTOPbIN HEOOXOANM OISt KOHTPONS KadecTBa. HaHeceHne OONONHUTENBbHOM STUKETKM OOIMKHO OCYLLECTBIATHCA
opraHMsaumMsiMM, MMEKLMMN JULEH3NIO Ha MNPOM3BOACTBO JNEKAPCTBEHHbIX CPEACTB WU JIMUEH3NI0 Ha
hbapmMaLeBTUYECKYD OEATENbHOCTb (XpaHEHMEe NeKapCTBEHHbIX MpenapaToB ANg MeAULMHCKOro NpUMEHEHUs ).
Mpn HeobGXOQMMOCTN HaHeceHue [OOMONTHUTENbHOMW STUKETKM MOXET OCYLLEeCTBASTLCS B MEAMLMHCKOM
opraHmsaumm dgapmaueBTUY4eCKMM pabOTHUKOM [daHHOW opraHuM3auuu Wnu Mo  ero KOoHTpomnem, nnbo
MEeAULUMHCKMM pabOoTHUKOM MEAMLUMHCKOW opraHu3auvMmM B COOTBETCTBMM C TpeboBaHMAMM 3akoHOAaTeNbCTBa
Poccuiickon ®epepaumn. Ecnm 3170 HEBO3MOXHO, HAHECEHNE OOMOSNTHUTENBHON STUKETKM MOXET OCYLLECTBIATb
MOHUTOP KITMHUYECKOrO MUCCIeLOBaHus, KOTOPbIA NPOLLEN COOTBETCTBYKOLEe 00yveHMe. YKasaHHy onepauuto
Heob6xoQMMO MpPOBOAUTL B COOTBETCTBUM C HacToswmmu [lpaBunamu, cneyuwanbHbiMM U CTaHOAPTHBIMU
onepauuoHHbIMK NpoleaypaMu, a npu HeobxoaMMOCTU nepedaBaTbh WX BbINOMHEHWE OPYro opraHvM3aumm no
porosopy. [MpoBefeHWe ykasaHHOM onepauuMn [OMMKEH KOHTponuMpoBaTb Apyron paboTHuk. HaHeceHuwe
OOMOSTHUTENBHON 3TUKETKN JOJMKHO ObiTh TWaTeNbHbIM 00pa3oM 0PopMIIEHO AOKYMEHTarbHO Kak B JOKYMEHTax
KITMHNYECKOro NCCreaoBaHns, Tak U B JOCbE Ha Cepuio.

VIIl. KOHTPOJIb KAHECTBA

52. (34) Tockonbky npoueccbl MOryT ObITb HE OKOHYaTeNbHO OMNpPederieHbl WM He B MOSIHOW Mepe
BanuaMpoBaHbl, HeobxoanMo yaensTb ocoboe BHMMaHWE MCNbITaHUAM Ans obecneyvyeHus rapaHTMu TOro, YTo
Kaxkgas cepus NPOAYKUMM COOTBETCTBYeET cneumndukaumm.

53. (35) KoHTponb kavectBa HEOOXOOUMO OCYLLECTBMATL B COOTBETCTBMM C OOCbE Ha JEKapCTBEHHbIN
npenapat. MpousBoauTenb OOMKEH MPOBOAUTL MPOBEpPKY 3PEKTUBHOCTU KOAMPOBAHUS U LOKYMEHTanbHO
ocbopMnsTb ee pesynbTaThl.

54. (36) O6pasubl MccnegyeMblX NEKapCTBEHHbIX MpenapaToB AOMKHbl XPaHWUTLCA B OBYX Lenax: Ans
obecneyeHns Hannuma obpasua Ans aHanUTUYEeCKMX UCTbITaHUiA 1 ans obecneyeHnss HanMumsa obpasua roToBoro
nekapcTBeHHOro npenapata. Takum o6pa3omM, 06pasLibl MOXHO pa3fenuTb Ha [iBE KAaTeropuu:

KOHTpOJ‘IbeII7I o6pa3eu, - 06pa3u,b| Cepun NCXoOHOro CblpbsA, YNakOBOYHbIX MartepunanoB, NekapCTBeHHOro
npenaparta B I'IepBVILIHOI7I ynakoBke U1 roToBOro fiekapCTBEHHOro npenapara, KOTopble XpaHAT AnAa npoBeaeHus
aHanuMsa B CryyYae BO3HMKHOBEHMSI Takow HeobxogumocTu. [pousBoauTenb AOMKEH COXpaHsiTb obpasubl C
KPUTMYECKMX NMPOMEXKYTOYHbIX CTaaui (Hanpumep, Co CTagui, nocne KoTopbiX NpeaycMaTpuBaeTcs npoBeaeHue
aHanUTMYECKNX UCCneaoBaHUA W Bblgada paspelleHMit Ha BbiMyck) M obpasubl NMPOMEXYTOYHLIX MPOAYKTOB,
KOTOpble MOCTaBMsAOTCA 3a npeaenbl 30Hbl KOHTPOMS MNpPOU3BOAUTENS, €CnvM 3TO MOo3BOMseT CTabunbHOCTb
06pasuos.;

apXvBHbI 06pasel - obpasel B OKOHYaTeNbHOW ynakoBke, 0TobpaHHbIi M3 cepum roToBoit npoaykuun. Ero
XpaHAT B LENsX MOATBEPXKAEHUS WOEHTUYHOCTU. Hanpumep, B TeYEHMEe cpoka XpaHeHusl cepur MoXeT
notpeboBaTbcsl OCMOTP oOOpasua WM YNakoBKM, MapKUPOBKM, WHCTPYKUMM MO MPUMEHEHUIO, MOoSlyYyeHne
MHDOPMaLMM O HOMEpPE CEPUN U CPOKE FOAHOCTM.

55. Bo MHOMMX crny4yasx KOHTPOSibHble U apXuBHble 06pa3Lbl FOTOBOW NPOAYKLUMN MOEHTUYHbI U ABNAOTCS
eaVHMLAMM NPOAYKLMUM B OKOHYaTENbHON ynakoBKe. B Takunx crnyyasix KOHTPOSIbHbIE U apXMBHblE 06pasLibl MOryT
paccmaTtpuBaTbCs Kak B3arMo3amMeHsieMble. KOHTporibHble U apXMBHble 06pasLbl MCCIIeAyEeMOro JIEKapCTBEHHOTO
npenapara, B TOM Y/Cre 3aKoAMPOBaHHOMO MeKkapCTBEHHOro npenapara, OOMKHbI COXPaHATLCS He MeHee ABYX
neT nocrne 3aBeplleHnss UMW  NpekpalleHus nocneaHero KNMHUYECKoro MUCCnegoBaHusi, B KOTOPOM
ncnonb3oBanack AaHHas cepus (B 3aBUCMMOCTU OT TOr0, Kakol M3 Nepuoaos AosbLue).
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56. MpownsBoanTenb AOMMKEH YAENATb BHMMAHME XpPaHEHWUI apXxMBHbIX 0OpasLoB 4O Tex Mop, Nnoka He
GyOeT COCTaBMeH OTYeT O KMMHWYECKOM WuccrieqoBaHuu, Ans obecneyvyeHuss BO3MOXXHOCTU MOATBEPXKAeHUs!
WOEHTUYHOCTM NeKkapcTBEHHOro npenapaTa, YTo HeoGXoaMMO MpU paccrnenoBaHUAX HenpeaBuMOEeHHbIX crydYaes
UM NPOTUBOPEYUMBLIX PE3YNbTAaTOB TAKUX UCCNEAoBaHWIA.

57. (37) MecTO XpaHeHMs1 KOHTPOJIbHbLIX M apXMBHbBIX 00pa3LOB JOIMKHO ObITb ONpeaesrieHo B COrnalleHum
MeXay CMOHCOPOM 1 npoussoautenem(simm). K Takum mectam Heobxoammo obecneunTb CBOEBPEMEHHbIN LOCTYN
npeactaBuTenen ynorHOMOYEHHOro pegepanbHOro opraHa UCMONTHUTENbHOW BNACTU.

58. KoHTponbHble 0bpasubl FOTOBOro JieKapCTBEHHOrO npenapaTta AOMMKHbl CoXpaHaTbes B Poccuiickon
depepaumm unm B TpeTben cTpaHe, ecnun mexay Poccuiickon ®epepaumnen n TpeTben CTPAHON-3KCMOPTEPOM
CYLLECTBYIOT COMMNalleHnsi, KOTopble rapaHTUMpYylT, 4YTO MPOM3BOAMTENb WUCCReQyeMoro fekapCTBEHHOro
npenapaTa NpyaepXMBaeTCca NpaBun Hagnexallero nponu3BoacTBa, TpeboBaHMA KOTOPbLIX HE HWkKe TpeboBaHui
HacTosAwmx MpaBun. B UCKNOUNTENBHBLIX CIydasx KOHTPOSbHble 0Opa3sLbl FOTOBOrO fliekapCTBEHHOIO npenapara
MOTYT XpPaHWUTbLCS Yy NPOM3BOAMTENS B TpeTben cTpaHe. B ykasaHHOM crny4vae 3TO LOIMKHO ObiTb 060CHOBAHO U
OOKyMeHTanbHO obopMIIEHO B BUAeE COrnalleHns Mexay CroHCOpoM, umnoptepoM B Poccuiickyto Pegepaumio m
npou3BoguTenemM fekapCTBEHHOMO Npenaparta B TpeTben CTpaHe.

59. Konu4yecteo KOHTPOIbHbIX o6pa3u,os AOIMKHO ObITb OOCTATOYHbIM Ans npoeefeHnAa He mMeHee OBYyX
NOSHbLIX aHarMTUYECKUX WUCCrneaoBaHuin cepun npogykumm B COOTBETCTBUU C Tpe6OBaHMFIMl/I Aocbe Ha
ﬂeKapCTBeHHbIVI npenapart, nogaHHOro B yI'IOJ'IHOMO‘-IeHHbIﬁ cbep,epaanblVl opraH NCMOMHNTENBHOW BracTn ans
nony4veHua pas3pelleHnda Ha npoBegeHne KInnHn4ecKkoro ncerieqoBaHu4.

60. [Ons apxvBHbIX 0OpasuUoOB [ONyckaeTcsl XpaHUTb WHGOPMAaULMO B OTHOLUEHUM OKOHYATENBHO
yMakoBaHHbIX €4MHUL, NTEKapCTBEHHbIX NPenapaToB B BUAE NMUCbMEHHbLIX UMW SMEKTPOHHBIX 3anucei, ecnun Takme
3anncn obecnedmBaloT [OCTaTouHy0 WHGopmauuio. B nocnegHem criydyae cuctema XpaHeHust [OKHa
COOTBETCTBOBaTb TpeboBaHMsIM, yCTaHOBMEHHbIM [Mpunoxernnem N 11 k HacTosiwum NpaBunam.

IX. BbIOAYA PA3PELLEHUA HA BbIMNYCK CEPUM

61. (38) He ponyckaeTtca Bbigada paspelleHus Ha BbINYyCK UccneayeMblX NekapcTBEHHbIX npenapatoB A0
TeX Mop, NMoka YMOSIHOMOYEHHOE NULO He YAOCTOBEPMUT BbIMOSIHEHME YCTAHOBIEHHbIX TPeOOBaHUN C y4eToM
NOSTIOXXEHWI, NPeayCMOTPEHHbIX MyHKTamMu 62 - 63 HacToswero NpunoxeHus.

62. (39) Ha BbINoONHeHWe YMNOMHOMOYEHHLIM JIMLOM CBOMX 00S3aHHOCTEW B OTHOLUEHMMW UCCedyeMmblX
nekapCTBEHHbIX NpenapaToB BNUSOT pa3Hble hakTopbl, KOTOPbIE NEPEYNCIIEHBI HUXE!

a) nekapcTBEHHbI npenapaT npousBedeH B Poccunckon Pepepauumn, HO He 3aperncTtpupoBaH B
Poccunckon ®epgepauun: npu nogadve 3asiBNEHUS Ha Bbigayy paspelleHnss Ha npoBedeHue KIMHUYECKOro
nccnefoBaHnst HeobXoAMMO yAOCTOBEpPUTb, YTO WCCredyeMbll NeKapCTBEHHbI npenapat npousBedeH W
NpOBEPEH B COOTBETCTBUU C TpeboBaHUSIMU HacToAwWwmMX [paBun, gocke Ha NeKapcTBEHHbIV NpenapaTt, a Takke
4yTO UMMEeeTCs  COOTBETCTBYWOLWAA  MHPOPMaUUs, npefocTaBneHHass  CMNOHCOPOM  YNONHOMOYEHHOMY
deaepansHOMY OpraHy MCNONHUTENbHOW BacTy;

©) nekapcTBEHHbIN NpenapaTt 3apeructTpupoBaH B Poccuiickon ®egepauun, nocTaBnsieTcs opraHnsauunen
ONTOBOW TOProBnu, KoTopasi Haxoautcs B Poccuiickon ®epepauun, He3aBMCUMO OT TOro, rae Mpou3BoAUTCS
neKapCTBEHHbIN NpenapaT: AeNCTBYOT TpeboBaHUSA, NepeyvncrieHHble B nognyHkTe "a" HacTosAwero nyHkTa, Ho
06bemM npenocTaBneHHbIX AaHHbIX MOXET OblTb OrpaHuMyeH MOATBEPXOEHMEM TOro, YTO JIEeKapCTBEHHbIN
npenapaT COOTBETCTBYET 3asBMIEHMIO Ha Bblgady paspelleHusi Ha NPoBeAeHNe KITMHUYECKOro MUCCnenoBaHus u
nobon nocnegyowen obpaboTkm C Uenblo KOOUPOBaHUS, OCYLLECTBMEHUS CheunanbHOW YNakoBKU UNu
MapKMPOBKM NSl 3TOro uccrieqoBaHus. [Jocbe Ha NekapCTBEHHbIV Npenapar Takke MOXET ObliTb OrpaHUYeHHbIM

no o6bemy (NyHKTbI 24 - 26 HacToswero MNpunoxeHus);

B) NEKapCTBEHHbIA nNpenapaTt WMMNOPTUPOBaAH HENOCPeACTBEHHO U3 TpeTbel CTpaHbl: HeobXxoaumo
noaTBEepAWTb, YTO OH MpOM3BEAEH WM MPOBEPEH B COOTBETCTBMM C MpaBuaMu Hagnexaiiero npou3BoAcTBa,
TpeboBaHNA KOTOPbIX HE HWXe, YeM TpeboBaHus HacToswmx [NpaBun, AoCbe Ha NekapCTBEHHbIV npenapart, a
TakKke YTO WMeeTcs COOTBETCTByOWAs WHopMaumsi, NpefoCTaBreHHash CMNOHCOPOM  YNONHOMOYEHHOMY
dhenepanbHOMYy OpraHy WCMOMHWUTENbLHOW BMacTW Npu nojaye 3asiBNEeHWs Ha Bbigady paspelleHuss Ha
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npoBefeHne KIUHWYecKoro wuccnepoBaHus. Ecnv uccnegyemble nekapcTBeHHble npenapaTthl BBE3eHbl U3
TpeTben CTpaHbl U SABNAOTCA OOBLEKTOM corfalwleHus, NpUHATOro mexgy Poccunckon depepaumen n aton
CTpaHOW, HanpuMMep TakMMm, Kak corfaweHne O B3avMHOM npusHaHuu, nwboe nogobHoe cornaileHune
npegycmatpuBaeT npuMeHeHne TpeboBaHWMIA B OTHOLUEHUWM ITOrO FIEKAPCTBEHHOrO npenapaTa, HEe HuXe, Yem
TpeboBaHus HacToswmx Mpasun. Mpu OTCYTCTBUM cornalleHnst 0 B3aUMHOM NPU3HAHUM YNOSIHOMOYEHHOE NULO
Ha OCHOBe WH(OpMauMM O cucTeMe KadecTBa MpPOM3BOAUTENS [OOIMKHO YCTaHOBUTb, YTO MNPUMEHSATCH
TpeboBaHWs He HWXe, YeM TpeboBaHusA HacToswmx MNpasun. 3Ty nHMOPMaLMIO, Kak NpaBuo, Nomy4valT nyTem
yyactusa B ayamte hapmMaueBTUYECKOM CUCTEMbI KayecTBa npoussoanTenen. VI B nepBom, U BO BTOPOM criyvae
YNOSTHOMOYEHHOE  IULO  MOXET  BbIMOMHUTL  OLEHKY COOTBETCTBMA Ha OCHOBaHUMM  [OKYMEHTauuu,
npegocTaBneHHON NPOn3BoaMTENEM U3 APYron cTpaHbl (NYHKT 63 HacTosLwero [NpunoxeHus);

r) Npu BBO3€ MpenapaTtoB CPaBHEHWs, KOF4a HEBO3MOXHO rapaHTUPOBaTb, YTO Kaxkaasi cepusi MPOAyKUMK
Gbina npovsBedeHa B COOTBETCTBUM C TPeboBaHUAMW He HWxke, 4YeM TpebosaHusa Hactoswmx [lpasun,
YMNONHOMOYEHHOE NMLO AOIMKHO NMOATBEPAUTL, YTO Kaxkaas Npoun3BeeHHas cepus npoLuna Bce Buabl KOHTPONS U
UCMbITaHW, HeoGXoOaMMbIX Ans MOATBEPXKAEHUS €e KayecTBa, a Takke YTO MMEETCH COOTBETCTBYHOLLAS
nHpopMaumsl, NpedocTaBneHHast CMOHCOPOM YMOSIHOMOYEHHOMY dbedepanbHOMY opraHy WCMOMHUTENbHOMN
BlacTW Npuv nodade 3asiBIieHUs1 Ha Bblaadvy paspeLleHnst Ha NpoBeaeHne KIMHUYECKOTo UCCIeAoBaHus.

63. (40) MNpwn oueHke Kaxgow cepum NpPOAYKUMWU nepen BbiAayen paspelueHUs Ha BblNyCK AOIMKHbI BbITb
paccMOTpeHbl criegytoLime akTopbl, 06CTOATENBCTBA U AOKYMEHTbI:

AOCbe Ha ceputo, B TOM 4uUClie 3anncy MO KOHTPOMIO KayecTBa, 3amnmMcyM MO KOHTPOMK B npouecce
NMPOM3BOACTBA U 3aNnCK paspeLLeHnst Ha BbiMyCK, CBMOETENbCTBYIOLMNE O COOTBETCTBUN CEPUM NPOAYKLMN JOCHE
Ha neKkapCTBEHHbIMA NpenapaT, 3aka3y, NPOTOKOMY UCCefoBaHUS M KOA4Y paHAoMu3auun. B aTn 3anmcy SOSmKHbI
ObITb BHECEHbl BCE OTKIMOHEHWS WM BHECEHHble B MMIAHOBOM MOpsiAKe W3MEHEHUsl, a Takke nobble
OONOMHUTENbHbIE MPOBEPKU UMM UCMbITaHMS. 3anucu AOSMKHbI ObiTb MOMHLIMKU U AOMKHbI ObiTb COrnacoBaHbl
nepcoHasnoMm, ynosHOMOYEHHbIM Ha 3TO B COOTBETCTBUM C hapMaLeBTUYECKON CUCTEMOI KavyecTBa;

yCroBus NPOU3BOACTBA;

AaHHble 0 Banuaauun obopygoBaHus, NPoLIECCOB N METOOUK;

npoBepKka OKOHYaTENbHOWN YNaKOBKY;

pe3ynbTaTthl N0ObIX aHANM30B WY UCTIbITAHWIA, NMPOBEAEHHbBIX MOCIE UMNOPTUPOBAHMS, ecin HeobXoanMmo;

OTYEThl O CTAbBUIBHOCTY;

OaHHbIE O MOCTaBLUUKE U MPOBEPKE YCIOBUIN XPAHEHNSI U TPAHCNIOPTUPOBKMY;

0oT4yeThbl 06 ayamMTax CUCTEMbI KayecTBa NPOU3BOANTENS;

OOKYMEHTbI, noATBepXaawLme npaBo NPOV3BOAMTENSA Ha NPOM3BOACTBO UCCHEOYEMbIX NEKapCTBEHHbIX
npenapaTtoB (BKMYasi npenapaTbl CpPaBHEHWS) Ha 3KCMOPT, BblOAHHbIE YMONIHOMOYEHHbIM deaeparnbHbIM
OpraHoM UCMOJSTHUTENBHOW BNacTy;

TpeboBaHNsi HOpMATMBHBIX MPaBOBbIX akToB Poccuiickon Pefepauum B OTHOLUEHWMU PErMCTPaLMOHHOIO
Jocbe, npuMeHseMble TpeboBaHus HacToswmx [lpaBun M nobble nNoATBEpPXOEHUS  YNOMHOMOYEHHOro
dregepanbHOro opraHa MCNOMHUTENBLHOM BRacTy 0 cobnogennn TpedoBannin Hactoswmx MNpasunm;

WHble PaKTOopPbl, KOTOPbIE YNONHOMOYEHHOE NULO CYMTAET 3HAYMMbIMU B OTHOLLIEHUUN KayecTBa cepun.

64. 3HauyMMOCTb BbILENPUBEAEHHbLIX (PAKTOPOB 3aBUCUMT OT CTpaHbl, B KOTOPOW MNPOWU3BOAAT
NEKapCTBEHHbIM  Mpenapart, MNpou3BOAUTENS,  CcTaTyca  perncrpaumm  NeKapCTBEHHOro  npenapaTa
(3apeructpupoBaH nu oH B Poccuiickon ®efepauum mnum B TpeTbMX CTpaHax), a Takke OT asbl KNMHUYECKOM
pa3paboTku. CNoHCop AOMKEH rapaHTMpoBaTb, YTO BCe (hakTopbl, NPUHATLIE BO BHUMAHWE YMONHOMOYEHHbLIM
NMLOM, BbIMOSHALWNM OLEHKY Cepuu, COOTBETCTBYHOT MHopMauuy, NpefocTaBfeHHON YMNOMHOMOYEHHOMY

degepanbHOMy OpraHy WCMOMHUTENbHOW BRacTu Mpu nogadye 3asiBEHUss Ha Bblgady paspelueHus Ha
npoBefeHne KINMHUYECKOro nccredoBanns (MyHKT 68 HacToswero MNpunoxeHns).
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65. (41) Ecnu wnccnegyemble nekapCTBEHHblE MpenapaTtbl MPOM3BOOAT M YMAKOBbLIBAKOT HA pPasHbIX
yyacTKax, 3a KOTOpble HEeCyT OTBETCTBEHHOCTb pasHble YMOMHOMOYEHHbIE Nuua, AOMMKHbI ObiTb cobniogeHb
TpeboBaHus, yctaHoBneHHble [NpunoxeHnem N 16 k HacTosawmMm MNpasunam.

66. (42) Ecnn HacTosAwmMmM MNpaBunamu, a Takke UHbIMWU HOPMAaTMBHBIMK MPaBOBbIM akTam Poccuiickomn
depepaumm npegycMOTPEHO OCYLLECTBMEHME OMepauui MO YNakoBKe WM MapKUPOBKE B MeOWLMHCKOW
opraHmsaumm dapmMaueBTUYEeCKUM PabOTHUKOM MMM NOoA, €ro KOHTponem, nmbo MeauUMHCKMM pabOoTHUKOM
MeOMLMHCKON opraHmn3aLmm, yaoCTOBEPEHUS AaHHbIX onepauuin ynosIHOMOYEHHbIM NMLOM He TpebyeTtca. OgHako
CMOHCOpP HeceT OTBETCTBEHHOCTb 3a obecneyeHune Hagnexawero AOKYMEHTarbHOro OMOpPMIIEHUS AaHHOW
OesTenbHOCTN, COOTBETCTBME TpeboBaHUSAM HacToswmx [paBun u npu HeobXxoaMMOCTWM [OIKEH NPOBOAUTb
KOHCYIbTauMmM C YNONTHOMOYEHHbBIM MMLIOM.

X. TPAHCINOPTNPOBKA

67. (43) Nccnepoyemble nekapcTBeHHble npenapaTtbl AOMKHbI OCTaBaTbCA MOA KOHTPOSieM CroHcopa A0
3aBepLUEHUs  [BYyX3TanHOW Mpouedypbl BblgayuM  pas3pelleHuMs Ha  BbIMYCK:  OLEHKM  COOTBETCTBMS
YMOSTHOMOYEHHbIM INLOM M Bbl4a4yu CMOHCOPOM pas3peLleHust Ha BbIMYCK ANst UCMOMb30BaHWSA B KMMHUYECKOM
nccnegoBaHMM nocne cobntogeHns yCTaHOBIEHHbIX TpeboBaHui. ObGa 3Tana [ormkHbl OblTb OOOPMIIEHBI
OOKYMEHTanbHO, a 3anncu SOMKHblI XpaHUTbCA HEMOCPEACTBEHHO Y CMOHCOPAa UK y Nnnua, KOTOpoe AEUCTBYET OT
€ro UMeHW.

68. (44) TpaHCNOPTMPOBKY WccredyeMbIX eKapCTBEHHbIX NpenapaToB Heo6XoOMMO OCYLLEeCTBMSATL B
COOTBETCTBUW C UHCTPYKLUAMM, NPeAoCTaBlIeHHbIMU B PACMOPSKEHNE CMOHCOPOM MM JIMLOM, OEVCTBYOLMM OT
€ro MeHMU.

69. (45) Jo noctaBkM uUccnefyeMblX NeKapCTBEHHbIX MpenapaTtoB K MeCTy MpoBefeHus uccnegoBaHum
OOIMKHbI ObITb YCTAHOBMEHbI MPaBua no packoAnpOBaHMWIO NlekapCTBEHHbIX MpenapaToB NepCoHarioM, UMeLLMM
COOTBETCTBYHOLLME MOSTHOMOUUS.

70. (46) HeobxogMMo XpaHuWTb NOAPOOHLIN MNepevYeHb OTIPYKEHHOW MpoAyKUMW, COCTaBEHHbIN
npoussoguTenem unu nmnoptepoM. Ocoboe BHUMaHWe TpebyeTca yaensaTb TOYHOCTU yKa3aHus HavMeHOBaHWUS
W agpeca nony4vatens.

71. (47) Tlepepadvy wccnegyemblx NEKapCTBEHHbIX MpenapaTtoB W3 OAHOMO MecTa MpoBefeHus
nccnefoBaHui B Apyroe HeobxoaMMo NpoBOAUTL TOSNBbKO B UCKIKOUUTENbHBIX cryyasx. [Mopsaok Takow nepeaayn
[OmKeH ObITb yCTaHOBMNEH CTaHOapTHOW onepauvoHHoW npouenypor. Heobxoaumo npoBepuTb COBOKYMHOCTb
MMEILMXCA O NeKapCTBEHHOM MpenapaTe CBedeHUN 3a TOT nepuof, Korga OH HaxodWmcs BHE KOHTPONs
NPON3BOAMUTENS, HanpMmep, C MOMOLLLbIO OTYETOB O MOHUTOPUHIE KMMHUYECKUX UCCNEAOoBaHUA Unn permctpauum
YCNOBUIN XpaHeHus Ha npedbigylieM MecTe NpoBedeHus nccnegosaHuii. Takas npoBepka AormkHa y4mTbiBaTbCs
npu OueHKke BO3MOXHOCTM nepegadu npogykumn. K yvactmio B nposBepke HeobxoauMMo npuBnekaTb
yrnonHomMoyeHHoe nuuo. [lpu HeobGXoAMMOCTM neKapCTBEHHbIM npenapar [[ofkeH ObiTb  BO3BpaLleH
NPON3BOAMTENIO AN NOBTOPHON MapPKMPOBKM M ANSA €ro OLEHKN YNONIHOMOYEHHbIM NMLOM. HeobxoamMMo XpaHuTb
3anucu 1 obecneunsaTtb NOIHOE OTCNEXMBaHWe NogobHbIX Nepeaay.

XI. MPETEH3UU

72. (48) BbiBogbl no pesynbTaTam ntoboro paccnenoBaHusi, NPOBEAEHHOrO B CBA3W C MOCTYMNSIEHVEM
NMPeTeH3MN Mo KavyecTBY NeKapCTBEHHOrO MpenapaTa, paccMaTpuBaloTCsl NMPOU3BOOUTENEM UM MMMOPTEPOM U
CMOHCOPOM (€CrniM 3TO He OAHO M TO e NMuo). B 9TOM AOMmKHbI y4acTBOBaThb YMNOMHOMOYEHHOE MWL M nuua,
OTBETCTBEHHbIE 3a NPOBEAEHMNE COOTBETCTBYHLLEIO KITMHUYECKOTrO UCCIeAOBaHNSA, YTOOblI OLIEHUTb BO3MOXHOE
BNUSAHME NPETEH3MM Ha KNMHMYECKOE NCCrneaoBaHne, pa3paboTKy NiekapCTBEHHOMO nNpenaparta 1 nauMeHToB.

Xll. OT3bIBbl 1 BO3BPATHI
OT3bIBbI

73. (49) Tllopsgok oOT3biBa uWccnedyemblX fekapCTBEHHbIX MpenapaToB W ero AOoKyMeHTanbHOro
odpopMneHns JomkeH BblTb cornacoBaH mMexady CrOHCOPOM M MPOM3BOAUTENEM UNN UMMOPTEPOM (€Cnn 3TO He
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OOHO N TO Xe J'WILI,O). WccnepoBaTens U MOHUTOP KIMMHNWYECKOro uccnegoBaHna AOOJIKHbl NMOHMMaTb CBOWU
06s13aHHOCTHN npu BbINOJIHEHUN OT3bIBa.

74. (50) CnoHcop OOmMKeH rapaHTUpoBaTb, YTO MOCTaBLMK Noboro npenaparta CpaBHEHWUS UMW APYrux
NeKapCTBEHHbIX NpenapaToB, UCMOMNb3yeMbIX B KIMHUYECKOM UCCreaoBaHUW, UMEeT CUCTEMY AnNs U3BELLEHUS
CNoHcopa 0 HeO6XOAMMOCTY 0T3bIBa NOGOro NOCTaBNIEHHOrO NIEKAPCTBEHHOIO Npenapara.

BosBpaThl

75. (51) BosspaT nccneayembix NeKapCTBEHHbIX NpenapaToB AOMMKEH OCYLLECTBNATLCA B COOTBETCTBUM C
TpeboBaHNsAMM CNOHCOpPa, YCTAaHOBMNEHHBLIMW B COOTBETCTBYHOLLMX NpoLieaypax.

76. (52) BosBpalleHHble Uccriegyemble  NeKapCTBEHHble  npenapaTtbl  OOIMKHbI  ObiTb  YETKO
naeHtTuguumpoBaHbl. OHU JOSMKHbI XPaHUTLCA B CheunanbHO MpegHasHavyeHHOW KOHTPOMMPYEMOMN 30HE.
Heobxooumo coxpaHaTb 3anucu no yYeTy BO3BPaLLEHHbIX NTeKapCTBEHHbIX NpenapaTos.

XNl YHUHTOXEHUE

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 3a YHUYTOXEHWE HEWCMNONb30BaHHbIX U (UNKM) BO3BPALLEHHbIX
nceneanyemblX InekapCTBEHHbIX MpenapaTtos. He OonyckaeTca YHUYTOXEeHUEe wuccnenyemMbiX JeKapCTBEHHbIX
npenapaTtoB 6e3 Nony4YeHMs MMCbMEHHOTO pa3peLleHUst CNOHCopPa.

78. (54) Onsa kaxgoh MeaMUMHCKOW opraHusauumun, NpoBOAALLEN KIMHWYECKOE UCCMedoBaHMe, U KaXaoro
nepvoga uccnegoBaHUst CMOHCOP MW NULUO, AEWCTBYOLLEE OT €ro MMeHu, OOoMmKeH UKCUpoBaTb, COCTaBMNATb
OanaHC M nNpoBepATb KOMMYECTBO WCCREAyeMoro JiekapCTBEHHOrO npenapaTta, KOTopoe MOCTaBIEHO,
NCNOMb30BaHO M BO3BPaLLEHO. YHUYTOXEHWE HEUCMNONb30BaHHbLIX MCCNeayeMbiX NeKapCTBEHHbIX MpernapaToB
Ons 0aHHOW MeOMLIMHCKOW opraHvM3auuu unv AaHHOro nepuoja WCCrnedoBaHWn [OoMNyckaeTcs OCyLecTBNATb
TONbKO MOCHE TOro, Kak byaeT NpoBefeHO paccrnenoBaHve, NpeocTaBeHoO YAOBNETBOPUTENbHOE 0ObACHEHME
nodbIM  HECOOTBETCTBUSAM, a TakKkKe COCTaBfeH MaTtepuanbHblil OanaHc. [okymeHTanbHoe OdgopMIeHne
onepaumm MO YHUYTOXEHUIKO JIEKAapCTBEHHOro Mpenapata HeobXxoAMMO BeCTM Takum obpas3om, 4TOObI
CylLleCcTBOBasia BO3MOXHOCTb MOAroTOBUTL OTYET 000 BCex onepaumsix. 3anucu no YHUUTOXEHUIO HeoOBXO0aAMMO
XPaHUTb y CrIOHCOopa.

79. (55) B cny4yae yHUYTOXEHUS uccregyemMbiX NeKapCTBEHHbIX MpenapaToB CMOHCOPY AOSKeH ObiTb
npeacTaBneH akT C ykasaHueM AaTbl UKW MHOW JOKYMEHT 06 YHMYTOXeHUU. B 3Tux AOKyMeHTax AOMKHbI ObiTb
yKka3aHbl HOMepa cepui 1 (Mnu) kodbl NaumMeHToB (NMMBo obecneyeHa BO3MOXHOCTb MX OTCREXUBaHUS), a Takke
KONMMYECTBO YHUUTOXEHHbIX NTeKapCTBEHHbIX NpenapaTos.

Mpunoxexne N 14
Kk MNpaBunam Hagnexatuen
NPON3BOACTBEHHOWN MPAKTUKN

NnPOM3BOACTBO 5
NEKAPCTBEHHbIX MPEMAPATOB, NMONYYAEMbIX M3 JOHOPCKOW KPOBU
NN NMNA3MbI
I. TEPMWHBLI 1 OMNMPEOENEHNA

1. Ons uenen HacToswero NpunoXxeHnsa NCnonb3yTcs cneayowmne OCHOBHbIE NOHATUSA:

KOMIMOHEHT KpPOBU - TepaneBTn4deckasa COCTaBliAloLaA KpoBU (SpMTpOLI,I/ITbI, NenKouuThl, TpOM60LLI/ITbI 7
nna3ma), KOTOpasa MOXeT ObITb NOAroTOBMNEHA pa3nn4HbIMM METOAAMMU;

KPOBb - LieNibHasi KpOBb, KOTOpasi B3siTa y JOHOpa 1 obpaboTaHa ansa TpaHcdysnum unu gna ganbHenwero
Npon3BoOACTBa;
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rekapcTBeHHble npenapartbl, NonyvyaemMble U3 JOHOPCKOW KPOBU UKW Mia3Mbl - NIeKapCTBEHHbIE npenapaThbl
Ha OCHOBE KOMMOHEHTOB KPOBM, MPOU3BEeAEHHbIE MPOMBILLINEHHbIM CMOCo6oM;

obpaboTka - nobon 13 3TanoB MOMYyYEHUs1 KOMMNOHEHTOB KPOBW, KOTOPbLIA OCYLLECTBMSIETCSA NOCMe B3ATUS
KpOBWM Mepen MOMyyYeHWEM KOMMOHEHTa KpPOBM, Hanpumep, cenapauus U 3aMopo3ka KOMMOHEHTOB kpoBu. B
HacTosiweM [punoxeHun nog obpaboTkoW AOMOMHUTENBbHO MOHUMAKT BbIMOMHSAEMbIE B OpraHuM3aumsx no
B3ATMIO KPOBW OMepauuun, KOTopble SIBASKOTCS crneuudpuyeckumu  Anst nnasmbl, UCMONb3yemon  ans
hpakuMOHMPOBAHNS;

OCHOBHOE [0Cbe Mnasmbl - OTAENbHbIN OJOKYMEHT, KOTOpPbIA HEe BXOAWUT B pPerucTtpaLMoHHOEe [O0Cbe Ha
NeKapCTBEHHbIA MnpenapaT. YKasaHHbI OOKYMEHT COAEpPXWUT BCH Heobxogumyk nogpobHyk uHgopmaumio B
OTHOLUEHUM XapaKTepUCTUK LeNbHOW [JOHOPCKOM Mfasmbl, WCMNOMb3yeMOM KaK WCXOAHOe Chipbe Af1s
NpoM3BOACTBA MPOMEXYTOYHbIX  ppakumn u  (unn)  cybdppakumii, BCnomoraTernbHbIX  BELeCcTB U
dapmaLeBTMHECKMX CYOCTaHLMA, KOTOpble SABMASIOTCA YacTbio MNnasMbl, NEKapCTBEHHbIX NpenapaTtoB Wnu
n3genun MeauuUMHCKOro HasHayeHus;

OTBETCTBEHHOE Nnuuo - cneuumarnbHO Ha3Ha4YeHHOe INMUOo B OpraHusauuMy no B3ATUIO U NMpOBEpKe KpOoBU,
KOTOpO€e HeCceT OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, YTO KPOBb WM €€ KOMMOHEHTbl ObiMvM B3ATbl M MPOBEPEHbl B KaXOOW eavHuue
HEe3aBMCMMO OT UX MpedHasHayeHwsi, a Takke 3a To, YTO (B Cry4vyae npegHas’HayeHus Ans TpaHcdys3nm) mx
o6paboTka, XpaHeHWe Kn OTnyck ObinM NpoM3BEOEHbl B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccumnckon
depepauuy;

npefocTaBfeHne YNorIHOMOYEHHbIM hedepanbHbiM opraHaMm WCTONHWUTENbHOM BRacTM HeobxoauMoi
MHOPMaLIMN OTHOCUTENBHO NPeanucaHni, paspeLLleHmnii, akkpeamTaumm Unm MLEH3MPOBaHWS;

BbIMOSTHEHME B OpraHM3auuu no B3STUIO UM MPOBEPKE KPOBM BCex TpeboBaHMI 3akoHoAaTernbCTBa
Poccuiickon ®egepaumn.

OTBETCTBEHHOE NULIO AOIMKHO OTBEYaTb cneaywwmm ycnosnam B OTHOLLEHUN KBaJ'II/IC*)VIKaLI.I/II/IZ
MMETb BbICLLEE MeAULMHCKOE U Bruonornyeckoe o6pa3OBaH|/|e;

UMeTb CTax paboTbl HE MeHee OBYX NeT B OOHOWM WM HECKONMbKUX OpraHu3auusix no B3sTUIO U NPOBEpPKE
KpOBU, OCYyLLECTBNALWMX 3a60p M (MnKU) MCNbITaHUSI KPOBW YerioBeka, €e KOMMOHEHTOB, UMM UX MOMyyYeHue,
XpaHeHue n pacnpegeneHve.

YKasaHHble Bbllle 0053aHHOCTU OTBETCTBEHHOMO fMua MoryT ObiTb nepegaHbl APYruM nvuam, MMeLmmM
COOTBETCTBYIOLLYIO KBanNnmMKaumio U cTax paboTbl ANs BbINONHEHUS 3TUX 06S3aHHOCTEN.

OpraHuzaumm 1o B3sTUIO U NPOBEPKe KPOBM AOIKHbI cO00LLaTh B YNONMHOMOYEHHbIV dbefeparnbHbIii opraH
UCMONMHUTENbBHOW BRacTM amMununio, UM U OTYeCTBO (MpW HanuyuMu) OTBETCTBEHHOrO NWuUa, a Takke nul,
KOTOPbIM nepeaaHbl 06513aHHOCTV OTBETCTBEHHOIO fMLA, BMeCTe C MHpopMaumMen 0 KOHKPETHbIX 0BSA3aHHOCTSIX,
KOTOPbIE Ha HWUX BO3MOXEHbI.

Ecnu oTtBeTcTBEHHOE nUUO WKW nuua, KOTOPbIM MepefdaHbl 00A3aHHOCTU OTBETCTBEHHOIO nuua,
3aMEHSITCA Ha MOCTOSAHHOW UM BPEMEHHOW OCHOBE APYrMM NMLIOM, OpraHm3aums no B3sTUIO U NMPOBEPKE KPOBU
JOIMKHa cpasy yBe4OMUTb YNONHOMOYEHHbIN heaepanbHbIi opraH UCONHUTENbHOW BNacT o hamunmm, UMeHmn
n oT4yectTBe (I'Ipl/l HaJ'II/ILII/II/I) HOBOIo OTBETCTBEHHOIO Nnua 1 gate ero HasHavyeHus,

nnasma ans opakuMoHMPOBaHUS - XnaKkas YacTb JOHOPCKOWM KPOBW, KOTOpas OCTaeTcsl nocre oTaeneHns
KNeTOYHbIX KOMMOHEHTOB KpOBW, OTOOpaHHas B KOHTEWHep C aHTMKoarynsHToM, nubo Kotopas octaeTcs nocne
cenapaumn C MOMOLLBIO HEMPepbIBHON OUMbTpauUMn UM LEHTPU@YrMpoBaHUS KPOBW C aHTMKOArynsiHToM BO
Bpemsa npouedypbl adpepesa. [lnasma pana dpakuMoHUMpoBaHMA npefHasHavyeHa [Ans  npou3BoAcTBa
nekapCTBEHHbIX NpenapaTos, Nofy4yaembIX 13 Nnasmbl, KOTOPbIE ONMCbIBalOTCA B [ocyaapcTBeHHON dhapmakonee
Poccuiickon ®epepaumm, B 4acTHOCTW, anbOymuHa, (DaKTOpOB CBEpTbiBAHMSA KPOBU U UMMYyHOrnobynvHa
YyernoBeka;
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npenaparbl KpOBU - TEKapCTBEHHbIE NpenapaThbl, NMofy4YeHHble U3 JOHOPCKON KPOBMW UMW Niasmbl;

nporpaMma pakLMOHUPOBAHNA N0 OOroBOpY AN TPETbUX CTpaH - PpakUMOHMPOBaHME MO OOroBopy Ha
NpeanpusaTAM No PPakUMOHMPOBaHUIO UK NPOU3BOACTBY feKapCTBEHHbIX NpenapaToB M3 AOHOPCKON MrasMbl,
koTopoe HaxoauTtcs B Poccuiickoin denepaunm, ¢ UCNONb30OBaHNEM UCXOOHOMO Chipbs U3 APYrUX CTPaH, Npy 3TOM
npov3BedeHHas NpPoayKUUsi He NpeaHasHaveHa Ans npumeHeHns B Poccuiickon degepaumnu;

opraHv3auusi Mo B3ATUIO Y MPOBEPKE KPOBM - OpUOMYECKOe NULIO, KOTOPOEe HeceT OTBETCTBEHHOCTb 3a
noBoi acnekT B3ATUS U NPOBEPKM JOHOPCKOW KPOBU UMM KOMIMOHEHTOB KPOBW HE3aBMCUMO OT MX AarbHeMLlero
npedHasHayeHusl, a Takke 3a ux obpaboTKy, XpaHeHVe U MOCTaBKy B Cryvyae, Korga OHW npedHasHayeHbl Ons
TpaHcdy3nMn. DTOT TEPMUH HE pacnpocTpaHseTcss Ha GaHKM KpoBM B OOMbHMLAX, HO pacnpocTpaHsieTcss Ha
opraHv3aumu, B KOTOPbIX NPOBOAAT nnasmadepes;

dpakumoHMpoBaHue, NpeanpusaTne No PakUMOHUPOBaHUIO - TEXHONOMNMYECKMIA NpoLecc Ha npeanpuaTum
(NpeanpusATUM Mo OPaKLMOHUPOBAHUIO), BO BPeMSl KOTOPOrO BbIAENSANT KOMMOHEHTbl Mia3Mbl C MOMOLLbIO
pasnmYHbIX PUNYECKUX U XMMUYECKUX METOLOB, HAaNpUMep, TakMx Kak ocaxaeHue, XxpoMaTtorpadus.

Il. OBJIACTb NMPUMEHEHWA (1)

2. (1.1) lMonoxeHuss HacToswero [MpunoxeHuss pacnpocTpaHATCA Ha IekapCTBEHHble Mpenaparhl,
nonyyaemble u3 [OOHOPCKOW KpPOBW MMM nnasmbl, pakumoHmpoBaHHon B Poccuiickon ®epepauumn unu
uMnopTupoBaHHon B Poccunckyto dPepepaumtio. Hactosiwee [lpunoxeHne pacnpoCcTpaHsieTcsl Takke Ha
NCXoOHOe Cbipbe ANA TaKMX NeKapCTBEHHbIX MpenapaTtoB (Hanpumep, AOHOPCKYK nnasmy). YCTaHOBMEHHble
HacToswmM [MNpunoxeHnem TpeboBaHUA MPUMEHUMbl Takke K CTabunbHbIM OpakumMam OOHOPCKOW KPOBU UMK
nnasmbl (HaNpUMep, anbbyMuHa), KOTOPbIE BKITIOYAIOT B M3AENUA MEQULIMHCKOrO Ha3Ha4YeHus.

3. (1.2) Hactosiee MNpunoxeHue yctaHaBnmBaeT cneumanbHble TpeboBaHus B OTHOLLEHUN NPOU3BOACTRA,
XpaHeHUs 1 TPaHCMOPTUPOBKM [OOHOPCKOM Mnasmbl, MUCMONb3yeMon Ans  (pakuMoHnpoBaHna w Ons
npon3BoACTBa JIeKapCTBEHHbIX NpenapaTtoB, Nojlyd4aemMblX U3 ,EI,OHOpCKOVI KpOoBU 1Unu nnasmbl.

4. (1.3) B HacTosilem MpunoxeHUn yCTaHOBIEHbI crieumarnbHble MONIOKEHNUS B Cryyasx, Korga UCXofgHoe
Cbipb€ MMMOPTUPYETCS M3 TPETBUX CTPaH, a Takke B Criyvasix nporpaMm pakLMOHUPOBAHUS MO AOrOBOPY Arist
TPeTbUX CTPaH.

5. (1.4) Hactosuwee MNpunoxeHne He NPUMEHAETCH B OTHOLUEHUN KOMMNOHEHTOB KPOBW, MpeHa3Ha4YeHHbIX
ansa TpaHcdysun.

1. APUHLMMbI (2)

6. (2.1) JlekapcTBeHHble npenapaTbl, NOfy4YaemMble M3 [OOHOPCKOW KPOBM MMM MnasMmbl (a Takke WUX
dhapmaLeBTMIeCkMe CyGCTaHLMM, UCTMONb3yEMbIE KaKk UCXOOHOE Chipbe), AOMKHBI COOTBETCTBOBATL TPEOOBaHUSIM
HacTosAwmx MNpaBun, a Takke pPerMcTpauMoHHOMY OOCbE Ha NeKapCTBEHHbIVM npenapat. OHM paccMaTpmBaroTCs
Kak Guonorvyeckme nekapCcTBEHHbIE MpenapaTbl U UCXOOHOE Cbipbe, B KOTOPbIX copepxartcs buomnornyeckue
cybCTaHUUKM, TakMe Kak YerioBeYeckue KreTKM WM XKMAOKOCTM (BKIYash KpoBb unv nnasmy). Bcnegcrteue
buonormyeckor nNpupoabl UCTOYHMKOB ChipbA MOCREeAHME UMEKT OnpefeneHHble XapakTepHble OCOBEHHOCTH.
Hanpumep, ncxogHoe cbipbe MOXET ObiTb KOHTaMWHMPOBAHO WHMUUUPYIOLWMMU areHtamu, B OCOOEHHOCTM
BMpycamu. [loatomy kadecTBO M 6e30MacHOCTb TaKkMX JIEKAPCTBEHHBIX MNPEenapaTtoB 3aBUCAT OT KOHTPOMS
NCXOOHOIO CbIpbS M WCTOYHMKA €ro MPOUCXOXAEHMS, a Takke OT JalNlbHEeWMWnX TEXHOJOMMYECKMX npoueayp,
BKITHOYas MPOBEPKY Ha UH(PEKUMOHHbIE MapKepbl, yaaneHne n MHakTMBauuio BUPYCOB.

7. (2.2) Bce capmaueBTNHeECKME CyOCTaHLMK, UCMONb3yEMbIE KaK MCXOAHOE Chipbe Ans NEeKapCTBEHHbIX
npenapaTtoB, OOMMKHbI OTBeYaTb TpeboBaHusAM HacToswmx [NpaBun (MyHKT 6 HacTosiwero [punoxenus). B
OTHOLUEHMUN B3ATUS U MPOBEPKM MCXOAHOMO ChIpbA, MOSTy4aeMoro n3 JOHOPCKOW KPOBW MM nria3mbl, HE06Xxoanmo
NpUAEpPXNBaTBCA HmpKecregyowmx TpedosaHmn. BaaTve n npoBepka AOIMKHbI MPOBOAWTLCS B COOTBETCTBUM C
Hagnexalleh CUCTEMOW KayecTBa, TpPebOBaHUSAMW COOTBETCTBYIOLWMX HOPMATMBHbLIX MPaBOBbIX aKTOB
Poccuickon ®epepaumm 1 cneuudpmkaumamu.  [JOmKHbI  BbINONHATLCH  YCTAHOBMEHHbIE  HOPMAaTUBHbBIMM
npaBoBbIMK akTamu Poccuiickonn ®epepauun TpeboBaHWS B OTHOLUEHWW MPOCIEXMBAEMOCTM OT [OHOpa A0
peuMnueHTa U B OTHOLUEHUN YBEAOMIEHUA O MOOOYHBLIX OENCTBMAX U HexenaTtenbHbIX peakuusx. Mpu aTom
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HeobxoQMMO pykoBOACTBOBaTLCA [OcynapcTBeHHOW dhapmakoneen Poccuiickon degepaumm.

8. (2.3) NmnopTnpoBaHHOE M3 TPETbUX CTPaH WUCXOAHOE Cbhipbe AN NPOU3BOACTBA JEeKAPCTBEHHbIX
npenapaToB, MOJNy4aeMbIX W3 [OOHOPCKOW KPOBM WM MNnas3mbl, €CnM 3TU JeKapCTBEHHbIE MpenapaThbl
npegHasHadeHbl NS NPYMEHEHNs Uy peanuaaumm B Poccuiickon ®efepaummn, JOMMKHO OTBEYaTb HOpMaM He
HWKe, YyeM gencteytowme B Poccuiickon ®enepauum HOpMbl B OTHOLLIEHMM CUCTEM KavyecTBa OpraHu3auun no
B3SITUIO M MPOBEPKE KPOBU. Takke AOMKHbI COBNIOOATLCA YCTaHOBMNEHHbIE HOPMATMBHBIMW MPaBOBLIMU akTaMu
Poccuiickon ®epepauumn TpeboBaHUA MO MNPOCNEXMBAEMOCTM OT LOHOpa A0 peuunueHTa U B OTHOLUEHUU
yBeOOMIIEHNA O MNOOOYHLIX OENCTBUAX W HeXenaTenbHbIX peakumsix M obecneymBaTbCsl COOTBETCTBME
YCTaHOBMEHHBIM HOPMaTUBHbIMW MpaBOBbIMKM akTamu Poccuiickon ®Pepepaumm TpeboBaHMAM K KpPOBU U ee
KOMMOHEHTaM.

9. (2.4) MNpwn BbINONHEHUW NpPOrpaMm PPaKLNOHMPOBAHUS MO AOrOBOPY C TPETbMMMU CTpaHaMM UCXOAHOE
Cblpbe, WUMMOPTUPOBAHHOE U3 APYrMX CTpaH, OO/MKHO COOTBETCTBOBATb YCTAHOBMEHHBbIM HOPMaTUBHLIMU
npaesoBbIMK akTamn Poccuiickonn ®enepaunmn TpeboBaHusM. PaboThl, npoBoanmble B Poccuiickon ®egepaunn,
OOMKHbI B MOMHON Mepe COOTBETCTBOBATb HacToswmMm [MpaBunam. HeobxoamMmo BbINOMHATE AENCTBYOLWMNE B
Poccuiickon depepaumm TpeboBaHMS B OTHOLLUEHMM CUCTEM KayecTBa OpraHusaumi no B3SITUIO U MPOBEpKe
KpoBu. Takke [AOMKHbI COOMOAATbCS YCTAHOBIEHHbIE HOPMAaTMBHBIMKM MPaBOBbIMKM akTamu Poccuinckon
depepaummn TpeboBaHUA NO MPOCHEXMBAEMOCTN OT OHOpa OO0 peuunueHTa U B OTHOLEHUU YBEOOMIEHUN O
NOGOYHbIX OENCTBUSX W HexXenaTemnbHbIX peakuusax un obecneynBaTbCsl COOTBETCTBME [OEWCTBYIOLLUM
TpeboBaHNAM K KPOBM U €€ KOMMOHEHTAM.

10. (2.5) Hactosawwme [MpaBuna pacnpocTpaHATCSA Ha BCe CTaguum Mnocne B3SATUS U NPOBEPKU KPOBU
(Hanpumep, obpaboTka, BKMOYaa pasgeneHue, 3amopo3ka, XpaHeHWe U TPaHCMOPTUPOBKA K MPOM3BOAUTENIO).
Kak npaBuno, ykasaHHasi AesaTeNbHOCTb AOMKHA HaxXoauTbCH B chepe OTBETCTBEHHOCTU YNOMHOMOYEHHOro nuua
npoussogutens. Ecnn cneunduyeckne atanbl 06paboTkM NpegHasHavYeHHoOW ANnsa ppakuMOHUPOBaHMSA Nnasmbl
NMPOBOAATCA B OpraHM3aumu Mo B3ATUIO M MPOBEPKE KPOBM, B TaKOW OpraHm3auum MoxeT ObiTb cneumanbHO
Ha3Ha4YeHO YMONTHOMOYEHHOE Lo, OAHAaKO €ro MpUCYTCTBME M OTBETCTBEHHOCTb MOMYT He coBnagaTb C
NPUCYTCTBMEM U OTBETCTBEHHOCTbIO OTBETCTBEHHOro nuua. [Ana paspeleHuss Takow cuTyauuu u  Ans
obecneyveHnst Toro, YtTo 0B6s13aHHOCTMN YMOMHOMOYEHHOrO Nuua, NpegyCMOTPEHHbIE HOPMAaTMBHBLIMWU NPaBOBbIMU
aktamu Poccuiickon ®epepaumun, BbIMONHATCA Haanexawmm obpasom, npeanpusitue no opakuMoHMpPOBaHUIO
(MpousBoanTENb NEKapCTBEHHbIX MpenapaTtoB) B COOTBETCTBUM C NyHkTamu 237 - 255 HacTtoawwmx [NpaBun
OOMMKHO 3aknioYMTb [OrOBOp C OpraHusauMen no B3sATUIO M MNpOBepKe KpoBW. B ykasaHHbIM Oorosop
peKOMeHAyeTCs BKIHOYaTb COOTBETCTBYHOLME 0083aHHOCTM M noapobHble TpeboBaHus ans obecneyeHus
kayectBa. OTBETCTBEHHOE NULIO OpraHu3auum Mo B3ATUO U MPOBEPKE KPOBM U YMNOSTHOMOYEHHOE fMLO
npeanpuaTua no  pakuMOHMpOBaHMIO (MPOM3BOAUTENSA FEKAPCTBEHHbIX MpenapatoB) AOMKHbI NPUHUMaTb
yvyacTve B COCTaBIieHUM Takoro gorosopa. [Ang noATBepXOeHUA TOro, YTO OpraHusaums rno B3ATUIO U NpPOBepkKe
KPOBM WCMOSHSAET YCIOBMS Takoro [OroBopa, YMOSIHOMOYEHHOE IULUO [JO/MKHO obecneunTb npoBeneHue
COOTBETCTBYIOLLUX ayauTOB.

11. (2.6) CneuunanbHble TpeboBaHMA K OOKYMEHTauuu 1 Apyrne Mepornpuatus B OTHOLLUEHUN WUCXOAHOrO
CbIpbs ANg nony4aemMbIxX U3 nnasmMbl IeKapCcTBEHHbLIX NPenapaToB yKka3biBalOT B OCHOBHOM AOChLE Nnasmbl.

IV. YITPABNEHWE KAHECTBOM (3)

12. (3.1) YnpaBneHue kayecTBOM [OJPKHO OXBaTbiBaTb BCE CTagum OT OTOOpa [OHOPOB [0 MOCTaBKM
rotosou npogykumm. Heobxoammo cobniogatb YCTaHOBMNEHHbIE HOPMATMBHBIMW MPaBOBbIMKM akTamn Poccumnckon
®epepaumun TpeboBaHMA B OTHOLLEHUM MPOCINEXMBAEMOCTU KaK Ha dTane, npeaBapsioLeM NnocTaBky nnasmbl Ha
npeanpusitme no pakuMoOHMPOBaHMIO, Tak U Ha dTane MOCTaBKM, a TakkKe Ha BCeX CTagusiX, CBA3aHHbIX CO
B3ATMEM M MPOBEPKOW OOHOPCKOW KPOBW UMW Nfasmbl, NpedHasHavYeHHbIX ANns NpovM3BOACTBA feKapCTBEHHbIX
npenaparos.

13. (3.2) C6op kpoBM UNW nNnasmbl, KOTOPblE WUCMOMb3YTCA KaK MCXOQHOE Cbipbe AN NPOM3BOACTBA
NeKapcTBEHHbIX MpenapaTtoB, HEOOXOAMMO MNPOBOAMTbL B OpraHM3auusix Mo B3SATUIO W MPOBEpPKe KpoBW, a
NpoBeEpPKy NMPOBOAWTL B NnabopaTtopusix, KOTOpble NMPUMEHSIOT CUCTEMbI KA4eCcTBa, OTBEYAIOLLINE YCTAHOBIIEHHBIM
HOpMaTMBHLIMM MNpPaBOBbIMK akTamu Poccuinckon @Pepepaumm TpeboBaHMSIM, MMEKT COOTBETCTBYIOLLEE
paspelleHne, BblAaHHOE YMOSIHOMOYEHHbIM beaepanbHbIM OpPraHoM WCMOMHUTENBHOM BRacTu, U nognexar
perynsapHOMy WHCNEKTMPOBAHMIO B COOTBETCTBUM C 3aKoHoAaTeNbCTBOM Poccuinckon depepaummn. Mpu Hanuumm
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y npousBoguTensi nporpaMMm pakLMOHMPOBaHUSA MO AOroBopam Afis TPeTbMX CTpaH OH 00sA3aH yBegomuTb 06
3TOM YNOSTHOMOYEHHbIN hefiepalnbHbI OpraH UCMOMHUTENBHOW BNacTu.

14. (3.3) B cnyyae wmnopta nnasmbl W3 TpeTbMX CTpaH OHA [JOMKHA MOCTaBMATLCA TOSbKO
yTBEPXOEHHbIMU NocTaBLMKkamy (Hanpumep, opraHn3aumsiMu no B3sSTUIO M NPOBEPKe KPOBW, BKIOYAs BHELLHME
cknagbl). Takne NOCTaBLMKN AOMKHBI ObiTb yKasaHbl B cneuudukaumsx Ha UCXOAHOE Cbipbe, YCTAHOBMEHHbIX
npeanpusTMemM no pakUMOHNPOBAHMIO UMW NPOU3BOAUTENEM, U YTBEPKAEHbI YNONMHOMOYEHHBIM ddeaeparnbHbIM
OpraHoM WCMNOMHUTENBHOW BriacTM B Cry4Yasdx W B nopsigke, NpeayCMOTPEHHbIX HOPMAaTUMBHLIMU MPaBOBbIMU
aktamm Poccunckon ®depepaumum, a Takke YNOMHOMOYEHHbIM MULOM NpeanpuaTus no pakuMoHUPOBaHUIo,
pacnonoxeHHoro B Poccuiickon ®epepaumn. OueHka M Bbidadya paspelleHVMsl Ha WUCMOoNb3oBaHue Nnasmbl
(nnasmbl Ans pakuMOHMPOBAHUA) Kak WMCXOAHOrO Cbipbsi OCYLLECTBASETCS B COOTBETCTBUM C MyHKTOM 39
HacToswero NpunoxeHus.

15. (3.4) MpeanpuaTtne no hpakLMOHUPOBAHMIO NN NPOM3BOAUTENb FOTOBLIX NEKAPCTBEHHbIX NpenapaToB
OOMKHbI NPOBOAUTL  KBanudUKaUMo MOCTaBLLMKOB, BKMOYasi OLEHKY MOCTaBLUMKOB B COOTBETCTBUM C
yTBEPXXAEHHBIMM Mpouedypamy. Heobxoanmo NpoBOAWTL PErynsipHyto NOBTOPHYHO KBanuduKaumio NOCTaBLLUKOB
C y4eTOM noaxoa, OCHOBAHHOIO Ha OLEHKE PUCKOB.

16. (3.5) MpeanpuaTtne no hpakLMOHUPOBAHMIO NN NPOMU3BOAUTENb FOTOBLIX NEKAPCTBEHHbLIX NpenapaToB
OOMKHbI  3aKMNIOYMTb [OrOBOPbl C OpraHu3auuMsMu no B3ATUIO M MPOBEPKE KPOBMW, KOTOpble SABMSKOTCS
nocTaBLLMKaMMU.

17. B Takne [oroBopbl PEKOMEHOYETCS BKIOYaTh, B YaCTHOCTU, crieaylolue yCcrnoBus:
onpeaeneHne 0683aHHOCTEN U OTBETCTBEHHOCTY;

TpeboBaHus K CUCTEME KayecTBa U AOKYMEHTaLUuu;

KpuTepum oTbopa OOHOPOB M NPOBEAEHWE UCMbITAHUNA;

TpeboBaHus K cenapaLmmn KpOBW Ha KOMMOHEHTbI KPOBU 1 MasMmy;

3amMopo3ka nnasmbl;

XpaHeHWe 1 TpaHCNOPTUPOBKa NNasmbl;

npocnexmnBaemMoCctTb " VIH(*)OpMVIpOBaHVIe nocne caadn un B3dATUA KpOBU (B TOM 4ucrie O MOBOYHbIX

adppekTax).

18. Ha npeanpuatumn no opakLMOHUPOBAHNIO UMK Y NPOU3BOANTENS NEKaPCTBEHHbIX NpenapaToB AOMKHbI
ObITb B HanuuMu pesynbTaTbl UCMbITAHWA BCEX €OWHWL, UCXOOHOro Cbipbsi, MOCTABMEHHbLIX OpraHusauuen no
B3ATUIO N NpoBepke KpoBu. Ecnu kakas-nmbo n3 ctagui ocyLlecTBnsieTCs Ha OCHOBaHMKU JoroBopa cybnoapsaa,
TaKoW JOroBOp AOMKEH ObITb 3aKNOYEH B MMCbMEHHON dhopme.

19. (3.6) na nnaHMpoBaHWs, OLEHKM U OOKYMEHTanNbHOro ohopMneHns BCcex U3MeHEeHuin, KoTopble MOryT
oKasaTb BNUSHME Ha Ka4yecTBO M 6e30nacHOCTb NPOAYKLUN UM NPOCNEXNBAEMOCTb, AOMKHA ObITb YCTAaHOBIEHA
Haanexallasi CUCTEMa KOHTPOIS uameHeHuin. Heobxoammo oueHnBaTb NOTEHUMANbHOE BNUSHUE NpeaiaraemMbixX
naveHeHn. [omkHa ObITb onpegeneHa Heo6XOOUMOCTb AOMOSHUTENbHBLIX MWCNBbITAHUA WMAWM MPOBeAeHNUs
Banugauumn, oCoO6eHHO Ha CTaansX MHAKTUBALMM U YaaneHusi BUPYCOB.

20. (3.7) Ona ™MuHAMU3ALUN  PUCKOB, CBA3AHHbLIX C WMHAUUUPYIOWWMKW areHTamu U HOBbIMU
MHUUMPYIOLUMKN areHTaMu, JoMkHa ObiTb BHEApeHa Hagnexaias cucteMa Mep B OTHOLLEHMM 6e30nacHoCTy.
Takasi cuctema gosmkHa BKItovaTh B cebs1 OLEHKY PUCKOB AJf1st TOro, YTOObI:

onpepenuTb Bpemsl YOepXXUBaHWS MPOU3BOACTBEHHOrO 3anaca (Bpemsi BHYTPEHHEro KapaHTuHa) nepes
06paboTKkol nnasmbl, YTOObI M3bATL A03bl, KOTOPbIE BbI3bIBAIOT COMHEHMST (403bl, B3STble B TeYeHue nepuoga,
onpeaeneHHoro HopMaTUBHBIMW NpaBoOBbIMK akTamu Poccuiickoin ®eaepauunn, npexae Yem OyaeT yCTaHOBMEHO,
YTO [03bl, B35ATbIE OT JOHOPOB C BbICOKUM PUCKOM, OOSKHbI ObITb UCKMIOYEHbI U3 06paboTKM, HanpMMep, B CBSA3U
C NONOXWUTENbHbLIM pe3ynbTaToM TecTa);
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yuYnTbIBaTb BCE acCNeKTbl, CBSI3aHHbIE CO CHWXEHWEM KONWYeCTBa BUPYCOB WU (MMM) UCMBLITAHUSIMU Ha
WHULMPYIOLLME areHTbl UMW UX aHarnoru;

onpenenntb BO3MOXHOCTU CHUXEHUA Konn4yecTtesa BUPYCOB, onpenenintb pasMmep cepumn NCXogHoro CblpbA
n gpyrne cyuecrtBeHHble aClnekTbl npouecca npon3soacTtea.

V. MPOCIIEXXMBAEMOCTb 1 MEPOTPUATUSA, MPOBOAVMBIE MOCHE B3ATUSA
KPOBW (4)

21. (4.1) JomkHa ObITb OpraHn3oBaHa CUCTEMA, MO3BOMAIOLLAA NPOCNEANTb KaXaylo CAAHHYH A03Y KPOoBU
unu NnasmMbl OT AOHOPa W Mpouedypbl ee B3ATUS Yepe3 OpraHu3auumio no B3ATMIO U NPOBEPKE KPOBWU OO0 Cepum
NeKapCTBEHHOrO npenapara, a Takke B 06paTHOM HarnpaBneHuu.

22. (4.2) JomkHa ObITb onpefeneHa OTBETCTBEHHOCTb 3a MPOCHEXMBAEMOCTb MPOAYKUUKU (OTCYTCTBUE
Kakoro-nnbo atana He gonyckaeTcs):

OT [OoHOpa W [03bl, B3ATOM B OpraHM3auuMm Mo B3ATUIO W MPOBEpKe KPOBW, A0 NPeanpusTvs no
hbpaKkLMOHMPOBaHUIO, YTO ABNSETCSH 005S3aHHOCTbIO OTBETCTBEHHOIO NMLA OpraHM3auum no B3ATUIO U NPOBEpKe
KpOBY;

OT MpeanpusaTUst Mo PakUMOHMPOBaHMIO A0 NPOU3BOAWTENS NEKApCTBEHHOro npenapata M NoGoro
cybrnoapaayvka, He3aBWCMMO OT TOrO, SIBMSAETCA N OH MPOU3BOAUTENEeM MeKkapCTBEHHOro npenapaTta unu
n3nenus MeaMLMHCKOro Ha3HayeHus, YTo ABNSAETCA 06593aHHOCTLIO YNOMHOMOYEHHOro Nuua.

23. (4.3) OaHHble, HEOOXOOUMBIE OIS MOSIHOW NPOCMEXMBAEMOCTUN, AOMMKHbI XpaHUTbca He meHee 30 ner,
€CInN NHOE He YCTaHOBIEHO 3aKkoHoaaTenbCcTBOM Poccunckon ®egepaunn.

24. (4.4) OoroBopsbl, yka3aHHble B NyHKTe 16 HacTosiwwero [NpunoxeHus, Mexay opraHnsaumsiMy no B3saTUIO
N NpoBepke KPOBU (B TOM YMCIE KOHTPOJSIbHbIMK NabopaTopuamun) 1 NPeanpUsSTUEM NO PPakLMOHUPOBAHMIO UMK
npon3BogmMTENEM BKIIOYAIOT YCIOBUSA, onpegensowmne, YTo NpoCnexnuBaeMocTb U MeponpuaTus nocne B3ATUS
KPOBM OXBaTbIBAOT BCK LEMNOYKy OT B3ATUS MNa3Mbl OO BCEX MPOU3BOAUTENEN, OTBETCTBEHHbIX 3a Bblgavy
paspeLleHns Ha BbIMYCK rOTOBOW MPOLYKLMM.

25. (4.5) OpraHuzauum no B3ATUIO U NPOBEPKE KPOBU [JOIDKHbI YBEAOMNATb NpeanpusTne no
hPaKUMOHMPOBAHNIO UINN MPOU3BOAUTENS O KAKOM-NMOO criyyae, KOTOPbIA MOXET MOBMMATH Ha KayecTBO Wnu
6e3onacHOCTb NMpoAdyKuMu, a Takke coobuwatb OPYryro BaXkHy MHAOPMaLMio, MOMyYEeHHYK Mocne npuema
OOHOpa WM Bblgayn paspelleHust Ha BbIMYCK Nna3mbl, Hanpumep, obpaTHyk uHdopmauuio (MHdopmalmio,
nony4yeHHyo nocne B3ATUA KpoBu). Ecnn npegnpuatie no opakumMoHUPOBaHNIO UM NPOU3BOAMUTENb HAX0OATCA
Ha TeppuTOpWMM [OPYron CTpaHbl, MHopMauuo HeobxoaMmo coobliaTb NPOM3BOAMTENO, HaxoAsdLemycsi B
Poccuickon ®epepaumm, OTBETCTBEHHOMY 3a Bblgadvy paspeLleHusi Ha BbiMyCK NIEKapCTBEHHbIX nNpenapaToB. B
obonx crniyyasix Takasi MHgopMauus, ecnM OHa MMEeeT OTHOLIEHWE K KayecTBy M 6e30nacHOCTM TOTOBOW
npoayKuun, AormkHa OblTe AoBedeHa OO CBeOEeHWs YMONTHOMOYEHHOro defepanbHOro opraHa MCMONTHUTENbHOM
BNacTu, B BEOEHUN KOTOPOro HaxoaaTca npeanpuaTme no pakuMoHMPOBaHUIO U NPOU3BOAUTENb.

26. (4.6) B cnyyae ecnu pesynbTaTOM WHCNEKTMPOBAHUS YMNOMHOMOYEHHbLIM beepanbHbIM OpraHoM
WCMONHUTENBbHON BNacTM OpraHM3auum no B3ATWIO M NPOBEPKE KPOBU SBMASETCS aHHyNMpoBaHWe NULEH3U,
HeobXxoaMMO TaKkxe HanpaBuTb YBeAOMIIEHNE B COOTBETCTBMM C MYHKTOM 25 HacToswwero [NpunoxeHuns.

27. (4.7) B cTaHgapTHbIX onepauMoHHbLIX nNpoueaypax AOMKHO ObiTb OnucaHo ynpaeneHve nHdopMaLmen,
MoMy4YeHHON nocrie B3siTUS KPOBW, MPU 3TOM JOJSDKHbI OblTh yYTEHbI NULEH3MOHHBIE TpeboBaHMA 1 Mpoueaypbl
MHOPMMPOBAHMS  YNONHOMOYEHHOrO  doefiepanbHOro opraHa WCMNOfHWTENbHOW BRactu. MeponpuaTus,
NpoBOAMMbIE MNOCMe B3ATUA KPOBW, [OOIDKHbI OCYLLECTBINATBCA B COOTBETCTBUM C  TpeboBaHMsIMU,
YCTaHOBMEHHbIMWU HOPMATUBHbLIMK NPAaBOBbLIMKU akTamu Poccunckon degepaumn.

VI. MTOMELWEHNA N OBOPYOOBAHUE (5)
28. (5.1) B uensaAx cBedeHMs K MWHUMYMY BO3MOXHOCTM MMWKPOOHOW KOHTaMuMHauWW WM BHECEHUSA

MOCTOPOHHEr0 Martepvana B Cepuilo nna3mbl OTTaMBaHne W OO0beAuHeHWe eAuHWL, nnasMbl  OOSKHbI
Npon3BOaUTLCHA B 30HaX, KOTOPblE COOTBETCTBYIOT ycTaHoBNEeHHbIM [MpunoxeHnem N 1 k HacTtoswum lNMpasunam
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TpeboBaHMAM knacca 4MCTOTbl He Hmke knacca D. HeobxoamMmo vcnonb3oBaTb COOTBETCTBYIOLLYIO OAEXAY,
BKItOYas Macku Ha nuue n nepyatku. Bece apyrnme onepauum ¢ OTKPLITON NpodyKuMen B Xode TEXHONOrM4eckoro
npouecca AO0/KHbI OCYLLEeCTBAATLCA B YCMOBUSX, KOTOpble YAOBMETBOPSAIOT COOTBETCTBYHOLUMM TpeboBaHMAM,
ycTaHoBneHHbIM NpunoxerHnem N 1 kK HacToswmm MNpasunam.

29. (5.2) B cooTBeTCcTBMU C TpeboBaHMAMK, ycTaHOBNEHHbIMU [NpunoxeHnem N 1 k HacTosiwmm MpaBunam,
OOMMKEH OCYLLEeCTBNATLCA PEerynspHbIi MOHUTOPUHI MPOM3BOACTBEHHOW OKpyXalolwen cpedbl, 0COBEHHO BO
BPEMS OTKPbIBaHMSI KOHTEMHEPOB C MIa3MoM, a Takke BO BPEMsi MPOLECCOB OTTauBaHuUs U OObeaMHEHUs.
[omkHbl 6bITb YCTAaHOBNEHbI KPUTEPUM NPUEMITEMOCTN.

30. (5.3) lNpu nNponsBoACTBE NeKapCTBEHHbLIX MpenapaToB, NonyvyaeMblX 13 LOHOPCKOW Nnasmbl, SOMKHbI
MCMNonb30BaTbCA COOTBETCTBYIOLME METOAbl MHAKTUBALMKW UMW YAaneHUs BUMPYCOB U MPUHUMATBCA Mepbl MO
npenoTBpaLleHno KOHTaMmMHaumMmM obpaboTaHHOM npoaykummn ewe He obpaboTtaHHoOM npoaykumen. [na ctagui
TEXHOSOrM4YecKoro npoLecca, KoTopble NPOBOAATCS MOCIE BUPYCHOW MHaKTMBaLUKW, Heo6XooMMO MCMNOSb30BaTh
crneumanbHO NpefHa3HavyeHHble OTAerNbHbIE NOMeLeHUs n obopyaoBaHue.

31. (5.4) Ona Toro 4TobbI HE co3aaBaTh PUCKM KOHTaMMHALMKN TEKYLLLEro NMPOM3BOACTBA BUPYyCaMU, KOTOpbIe
NCNonb3ylTCA BO BPEMS BanMAauMOHHbLIX UCTbITAHWIA, Banugaums MeTog0B CHWXKEHUS] KONTMYECTBa BUPYCOB He
OOJDKHA NPOBOANTLCA C UCMONb30BAHNEM MPOU3BOACTBEHHBIX TEXHUYECKMX CpencTB. Banvgaumio B ykazaHHOM
cnyyae HeobxoguMO MpoOBOAUTH B COOTBETCTBUM C TpeboBaHUAMU, YCTAHOBMEHHBLIMU COOTBETCTBYHOLLMMMU
HOpMaTMBHbLIMW NPaBOBbLIMK akTamu Poccuiickon ®enepaunn.

VII. MIPON3BOACTBO (6)
McxoaHoe chipbe

32. (6.1) NcxogHoe cbipbe AOMmMKHO oTBevaTb TpeboBaHuAM [ocynapcTBeHHoW dapmakonen Poccuiickon
Pepepaumu, a Takke yaOBNETBOPSATb YCMOBUSAM, KOTOPble COAepXKaTCA B COOTBETCTBYHOLLEM PEerncTpaurMoHHOM
AoCbe, B TOM 4MCrie B OCHOBHOM [OCbe MrasMbl. YKasaHHble YCrOBUSA BKOYalOTCA B AOroBop (MyHKT 16
HacTtosiero [IpunoxeHus) Mexay oOpraHusaumen no B3ATUIO W MPOBEPKE KPOBWM W MpeanpusTiemM no
dpakumoHmpoBaHmio  nMbo  npomsBoguTenem. CobniogeHne  ykasaHHbIX  TpeboBaHWA  HeobGXoaMMo
KOHTPONMpPOBaTb C MNOMOLLIbIO CUCTEMbI Ka4YeCTBa.

33. (6.2) NcxogHoe cbipbe Ans nporpamMm pakuMOHUPOBaHMSA MO OOrOBOPY AN TPETbMX CTPaH LOIDKHO
COOTBETCTBOBaTb TPEOOBaAHWUSIM, NPEAYCMOTPEHHBIM NYHKTOM 9 HacTosiwero NpunoxeHus.

34. (6.3) B 3aBncumocTn oT TMna cbopa (Hanpumep, cbop LENbHOM KPOBM UMM aBTOMaTU4eckuii adepes)
MoryT notpeboBaTbca pasnuyHble ctagum obpaboTkn. Bce ctagmm ob6paboTkm (Hanpumep, pasgerneHne, B TOM
yncne ueHTpudyrmpoBaHne, oTOop Npob, MapKMpPOBKA, 3aMOpPaXMBaHUE) AOMKHbl ObiTb onpedeneHbl B
WHCTPYKLUUSX.

35. (6.4) Heobxogumo m3beraTb kakoro-nmbo nepenyTbiBaHUst eauMHUL, M 00pasLoB, 0COOEHHO BO BpeEMS
MapKMPOBKWN, a Takke KaKoW-nnmbo KOHTaMUHaLMKW, Hanpumep, MNpu OTPE3aHWM CErMeHToB TpyOOK uWnu
YKYNnopuBaHU1 KOHTENHEPOB.

36. (6.5) 3amopaxnBaHue SBNAETCSH KPUTUYECKOM CTaaumen BblOeneHusi NpoTEeMHOB, KOTOpble B Mnnasve
ABNATCA NabunbHbIMK, Hanpumep, akToOpoB CBepTbiBAEMOCTU. 10 3TOW MpUYMHE 3aMopaXkMBaHWE LOITKHO
OCYLLECTBMATLCA C MOMOLLBI BanvMAMPOBaHHBIX METOOO0B Kak MOXHO ObicTpee nocrie B3siTUsi KpoBu. pu aTom
HeoOxo4MMO NpuaepxmnBaTeca TpeboBaHun locyaapcTBeHHOW hapmakonemn Poccuickon ®egepauun.

37. (6.6) YcnoBus XpaHeHMs W TPaHCMNOPTMPOBKW KPOBM MMM NNasmbl K NPEeanpusTuio  no
hbpaKLMOHMPOBAHUIO AOMKHBI ObITb ONpeaeneHbl U AOKYMeHTanbHo ohopMIIEHbI HA BCEX aTanax Lenu NocTaBKu.
MpeanpusaTre No pakUMOHMPOBAHUIO HEOOXOAUMO YBEAOMIATb O OObIX OTKIOHEHWAX OT YCTaHOBIEHHOW
Temnepatypbl. Heobxognmo wncnonb3oBatb obopygoBaHue, KOTOpOe MNpOLNo Keanudukauuio, U npoueaypsl,
KOTOpbIe NPOLUNN Banvaaumio.

OueHka n Bblgava paspelieHna Ha BblMyCK nia3mbl
ansa (*)paKLI,I/IOHMpOBaHMﬂ, MCI'IOJ'Ib3yeMOIZ KaK NcxogHoe cbipbe
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38. (6.7) PaspelueHne Ha Bbinyck nnasmbl Ans pakLuMoHMpPOBaHUS (U3 KapaHTUHA) MOXET MPOU3BOANTLCS
TONbKO MOCPEACTBOM CUCTEM M Mpouenyp, KoTopble obecneynBatoT KayecTBo, Heobxoanmoe A NpoM3BOACTBa
rotoBor npogykuun. [lnasma MoXeT ObiTb MNOCTaBreHa MnNpeanpuaTMio Mo (OPaKUMOHMPOBAHUIO UMK
NPOV3BOOMUTESNIO TOMNLKO MOCNE OKYMEHTANbHOro NOATBEPXKOEHNSA OTBETCTBEHHbLIM NULOM (UNK B Crydae B3ATUSA
KpOBUW UNU nnasmbl B TPETbUX CTPaHax - ANLIOM C aHanormyHbIMn 0683aHHOCTAMM U KBanudmukaumen) Toro, 4Yto
nnasma ans dpakumMoHMpoBaHNst COOTBETCTBYeT TpeboBaHMAM U cneundukauusm, YCTaHOBIEHHbIM B
COOTBETCTBYIOLLUX JOroBOpax, a Takke TOro, YTo Bce CTaauu ObinvM NpoBedeHbl B COOTBETCTBUN C HACTOALLUMU
MNpaBunamu.

39. (6.8) Ucnonb3oBaHue BCex KOHTEMHEPOB C Mra3mon Ans pakumMOHMPOBAHWUS NPU NOCTYNMEHUN Ha
npegnpusitTue no (opakUMOHNPOBAHMIO OOIMKHO ObITb paspeLleHo YNOSIHOMOYEHHbIM NULOM. YMNOMHOMOYEHHOE
nMUO [OIMKHO MoATBEpPAUTb, YTO MfasMa COOTBETCTBYET BCEM TpeboBaHUsAM apmakonerHbiXx cTaTen
"ocynapcteeHHon hbapmakonen Poccunckon defepaunn, a Takke yaoBrneTBOpseT YCNoBMAM COOTBETCTBYIOLLErO
pPerncTpaumoHHOro 4ocbe, B TOM YMCIIe OCHOBHOMO AOCbe MiasMbl, UM B Clly4Yae MCMNONb30BaHWS MnasMbl Ans
nporpaMm pakuMOHMPOBAHNS MO [OroBOpPY Ans TPeTbUX CTpaH BceM TpeboBaHUAM, npenyCcMOTPEHHbIM
nyHKTOM 9 HacToswero NpunoxeHus.

O6paboTka nnasmbl Ans dpakUMoHUPOBaHUS

40. (6.9) Ctagum npouecca PaKUMOHMPOBAHUSA pPas3NMYalTCa B 3aBUMCMMOCTW OT MPOAYKUMM U
npounssoguTensa. Kak npaBuno, OHW BKIKOYalT pa3rfindHblie onepaunn (*)paKLI,I/IOHVIPOBaHVIﬂ, a HeKoTopble U3 HUX
MOryT cnocobcTBOBaTh MHaKTnBauun nnn yganeHuo BO3MO>KHOW KOHTaMWHaLUNW.

41. (6.10) OomxHbl ObITb ycTaHoOBrNEeHbl TpeboBaHMA K npoueccaMm obObeanHeHusl, oTbopa npob wu3
obbeanHEHHOW MnasmMbl, OPaKUMOHUPOBAHMS U MHAKTUBALMKM UNWU yOaneHus BUPYCOB, KOTopble Heobxogmmo
cobntopaTh.

42. (6.11) MeToabl, ucnonb3dyemble B MNpoOLECccCe BUPYCHOW MHAKTMBALUW, HEOOXOOUMO MPUMEHSITb CO
cTporum cobniogeHnemM BanuaMpOBaHHbIX Mpouedyp. Takne MeTodbl OOSMKHbI COOTBETCTBOBATb MeToAdam,
KoTopble ObIM MCMONb30BaHbl MPWM Banuvgauuy npoueayp BUPYCHOW WHakTUBauuMW. [OMMKHO NpPOBOAUTHCSA
TWaTenbHOEe paccrnefoBaHMe BCEX HeyaaBLUMXCA npouegyp BUpYCHOM  mMHakTuBaumn. CobniogeHue
BanNMANpPOBaAHHOIO TEXHOMOMMYECKoro mnpolecca $BMAsSeTCss OCOOEHHO BaXHbIM B npoueaypax CHUKEHUS
KOnuMyecTBa BMPYCOB, MOCKONbKY Kakue-nnbo OTKIMOHEHWs MOryT npeacTaBnaTb pucky ans 6e3onacHocTy
roToBOM NpoAyKUuun. [JomkHbl ObiTe B HANU4YMKU Npoueaypbl, KOTOPbIE YYUTHLIBAIOT YKa3aHHbIE PUCKU.

43. (6.12) Kakyko-nubo nOBTOpHYO 06paboTKy mnm nepepaboTky MOXHO MPOU3BOAUTL TOMBKO Mocre
npoesegeHusA MepOI'IpI/IFlTI/II7I no ynpaeleHU pUCKaMKU ONA KadeCTBa U TOJIbKO Ha onpedernieHHbIX CcTagundax
TEXHOMOrM4YecKoro npouecca, YTo ykasblBaeTCsd B COOTBETCTBYIOLLEM MPOMbILLSIEHHOM perfnaMeHTe.

44. (6.13) HdomkHa OblITb oOpraHM3oBaHa cuUcTemMa ANA YEeTKOro pasgeneHnss n (Mnu) pasnuyeHus
nekapcTBEHHbIX NpenapaTtoB UMW MNPOMEXYTOYHOW NPOAYKLUUKM, KOTOpble MNPOLWUSIM W KOTOPble He MpoLunm
npouenypy CHUWKEHUS BUPYCHOW HarpysKku.

45. (6.14) B 3aBucumocTn OT pesynbTata TwaTenbHO NPOBEAEHHOro Mpouecca ynpaBneHus puckamu (c
YY4ETOM BO3MOXHbIX OTIUYUA B 3NMOEMMONOrMYECKUX AaHHbIX) MOXeT ObiTb paspelleHO Npou3BOACTBO MO
MPVHUMNY NPOU3BOACTBEHHBIX LIMKIOB B Cryvyae, ecnv Ha OgHOW NPOM3BOACTBEHHOW nmnowaake obpabaTbiBatoT
nnasMy WnyM NPOMEXYTOYHYIO MPOAYKUMIO PasfiMYHOro MPOUCXOXAEHWs, BKMoYas Heobxoaumble npoueaypbl
YETKOro pasfefnieHns U Hanuuume yCTaHOBIMEHHbIX BanuanpoBaHHbIX Npoueayp o4McTkM. TpeboBaHua Anst Takmx
MEpONPUATUA [OSMKHbI OCHOBbIBATbCA Ha COOTBETCTBYIOLUMX HOPMAaTMBHbLIX MPaBOBbIX akTax Poccuickoi
®epepaumun. C nomoLlblo npouecca ynpaBneHus puckamyn AofmkeH ObiTb pelleH BOMNPOC O HeobxoaMmocTu
NCMonb3oBaHMA crneumanbHoro obopyAoBaHWA B Clyvae peanusaumMu nporpamm  OpakuMOHMPOBAHUS MO
O0roBopy C TpeTbUMU CTpaHamu.

46. (6.15) Cpok xpaHeHUss [Ons NPOMEXYTOYHOW NPOAYKUUKM, MpedHasHa4YeHHOW [Ans  XpaHeHus,
HeoOX04MMO yCTaHaBNMMBaTb HA OCHOBAHWM OAHHbLIX O CTabMITBHOCTH.

47. (6.16) JormkHbl ObITb yCTAHOBMNEHbI W AOKYMEHTanbHO OgOpMMeHbl TpeboBaHUS K XpaHEHUIo U
TPaHCMOPTUPOBKE NPOMEXYTOYHON NPOAYKLMU U FOTOBLIX NEKAPCTBEHHbLIX MpenapaTtoB Ha BCEX 3dTanax uenu
noctaBok. Heobxoaumo ncnonb3oBaTe 060pyaoBaHMe, KOTOpoe NPOLUo KBanndukaumio, 1 npoueaypbl, KOTopble
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NpOLUNK Banuaauuio.
VIIl. KOHTPOIJIb KAYECTBA (7)

48. (7.1) TpeboBaHMS K MUCNbITAHUSIM Ha BUPYCbl WM OpyrMe WHUUMPYIOLWNE areHTbl OOSKHbI
yCTaHaBNMBaTbCA C YYETOM HOBbIX 3HAHWUN 00 MHMUUMPYIOWMX areHTax U Hanuuus BanMaupoBaHHbIX METOO0B
ncnblTaHUN.

49. (7.2) MNepBbIi 0O4HOPOAHBIV NYyN Nna3mMbl (HAaNpUMep, nocne oTAeneHnsa KpuonpeuunuTaTa oT nnasmbl)
HeOOXOOMMO  KOHTPONMMpoBaTb C  MCMONb30BaHMEM  BanuOUPOBAHHbLIX  METOAOB C  Hagnexallen
YYBCTBUTENMbHOCTBIO UM CMEUUUYHOCTBIO  COrMacHO  COOTBETCTBYHOLMM  (DapMakonerHbIM  CTaTbsiM
"ocymapctBeHHom hbapmakonen Poccuiickon ®epepauunn.

IX. BbIJAYA PA3PELLEHMS HA BbIMYCK MPOMEXYTOUYHOW U FOTOBOWM
NPOIYKLUM (8)

50. (8.1) JomkeH ObITb pa3peLUeH BbIMYCK TONbKO TaKUX CEPUIA, KOTOpbIE NPOU3BEAEHBI U3 MYSIOB Ma3mbl,
NPU3HaHHbLIX B pesynbTaTe KOHTPOMS HeraTMBHbIMM B OTHOLUEHUM MapKepoB BUPYCHbIX UHMEKUUN,
nepegaBaeMblX 4Yepe3 KpOBb, a TaKkKe COOTBETCTByLWUMM TpeboBaHuAM dapMakonenHblx cTaTen
CocynapcteenHon chapmakonen Poccuickon ®depepaumn (Bknoyas Kakme-nubo cneumanbHble npegens,
orpaHuyMBaloLne CoaepaHue BUPYCOB) U YyTBEPXKOEHHbIM cneumdukaumsam (B 4aCTHOCTU, OCHOBHOMY AOCbe
nnasmbl).

51. (8.2) Bblgaya paspeleHns Ha BbINYCK MNPOMEXYTOMHOM NPOAyKUMKW, npedHasHa4YeHHon Ans
JanbHenwen obpaboTkn BHYTPUNPOU3BOLACTBEHHOW MMOLWAAKM WM MOCTaBKM Ha OPYryld NPOU3BOLACTBEHHYHO
nnowagky, a Tawkke Bblgada paspelleHus Ha BbIMYCK FOTOBbIX fleKapCTBEHHbLIX nNpenapaTtoB  LOSMKHbI
OCYLLECTBMATLCA YNONMHOMOYEHHbIM NNLIOM C COBMoAeHNEM YCTaHOBMEHHbIX TpeboBaHWA.

52. (8.3) YnonHoMo4YeHHOe NULo OOSMKHO OCYLLECTBNATL Bblgavy paspeLlleHnsi Ha BbIMyCK NPOMEXYTOYHOM
Unu roToBOW NPOAYKLMU, UCMONb3yeMON AN nporpamm opakLMoHMPOBaHNS MO AOroBopYy ANsl TPETbUX CTPaH, Ha
OCHOBaHUM HOPMAaTMBOB, COrMAacoOBaHHbIX C 3aKa34MKOM, a Takke B COOTBETCTBMU C TpebOBaHMAMM HACTOALLMX
Mpaeun. Ecnn Takume nekapcTBeHHble MpenapaTtbl He npedHa3HayYeHbl Ans NpUMeHeHWss B Poccuinckon
depepaumu, K HUM MOTYT He NPUMEHATBCA TpeboBaHusA hapmakoneriHbix cTaten focyaapcTBeHHoN hbapmakonen
Poccuiickon depepauum.

X. XPAHEHWE OBPA3LIOB MYNOB MITA3MbI (9)

53. (9.1) OguH nyn nna3mbl MOXeT OblTb MCMONb30BaH ANs NMPOM3BOACTBA HECKOIbKUX CEpPUR n (Mnu)
nekapcTBeHHbIX NpenapaToB. KOHTponbHble 06pasLbl KaXaoro nyna nnasmbl, a Takke COOTBETCTBYHOLLME 3anvcK
OOIDKHbI XPaHWUTBCA HE MeHee OOHOro rofa Mnocne OKOHYaHMSA CPoKa XpaHEeHWs MOfyYeHHOro M3 3Toro nyna
nekapCTBEHHOro npenapata C HanbOomnbLMM CPOKOM XpaHEeHMs M3 BCeX flekapCTBEHHbIX MpenapaTos,
NOMyYeHHbIX U3 3TOro nyna nrasmebl.

XI. YOANEHME OTXOOOB (10)

54. (10.1) Heobxogumo yTBepauTb npoueaypbl 06e3onacHOro XpaHeHust U ydaneHust OTXOAOB,
0OHOpas30BbIX W 3abpakoBaHHbIX MaTepuarnoB (Hanpumep, KOHTAMWHUMPOBAHHbLIX €AuHWU, eguHuY  OT
NMHULMPOBAHHLIX AOHOPOB, a Takke KPOBW, Nria3mbl, MPOMEXYTOYHOW NPOAYKLMN UMM FOTOBbIX NEKAPCTBEHHbIX
npenapaToB C MCTEKLIMM CPOKOM FOAHOCTU), YTO JOJIKHO OPOPMAATLCS JOKYMEHTANBHO.

MpunoxeHne N 15
K MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM
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KBANMUOUKALINA N BAITMOAUNA
[. MPUHLUMN
1. B HacToswem [NpunoxeHnn nsnoxeHbl TpeboBaHusa K kBanudukauum v Banvaauun, NpuMeHUMble K
NPOU3BOACTBY fNekapCcTBeHHbIX npenapaToB. C uenblo Joka3aTenbCcTBa COOTBETCTBUS NapamMeTpoB KPUTUYECKMX
npoueccoB (obopyaoBaHusl) 3adaHHbIM TpeboBaHMAM NPOM3BOAWUTENW [OOMXKHbI MPOBOAWUTL  Banuaaluio
npoLeccoB 1 060pyAoBaHMSA, MCMOMNb3yeMblX MpU MPOM3BOACTBE NEKapCTBEHHbIX CpeAcTB. Banupauus Ttakke
NMPOBOAMNTCA MPW CYLLECTBEHHbIX M3MEHEHWsX B MOMeLleHusX, obopyaoBaHuM u npoueccax, KoTopble MOryT
okasaTb BMMSHWE Ha Ka4vecTBO npoaykumu. [ns onpegeneHus coctasa M obbema paboT no Banupaumu
Heobx0AMMO UCMNonb30BaTb NOAXOA, OCHOBAHHBIN Ha OLEHKE PUCKOB.
[I. MMTAHVWPOBAHUE BAINTMOALINA
2. Bclo geATenbHOCTb NO Banujauum HeobxoAMMO MnaHvpoBaTtb. KntoyeBble 3MeMeHTbl nporpammbl
Banvgauum HeobxoaMMO YeTKo onpedennTb N oPoOpMUTE AOKYMEHTanbHO B OCHOBHOM MflaHe Banugauvn vnm
aHanormyHbIX JOKyMeHTax.

3. OcHoBHOM MNaH BanuMgauun JormkeH ObiTb 0600LWwaoLWmmM JOKYMEHTOM, COCTABMNEHHBIM B JTAKOHUYHOW,
TOYHOM M SAICHOW chopme.

4. OCHOBHOW NfaH Banuaauum AOMKeH coaepXaTb, B YAaCTHOCTM, CriegyoLLyto MHopMaLuio;

a) (a) uenb NpoBeAeHNs1 Banugauuu;

©0) (b) opraHM3auUMOHHY0 CXemy OeATEeNbHOCTU N0 BanvMaauuu;

B) (C) nepeyeHb BCEX NOMELLEHWIA, cucTeM, 06opyaoBaHMS U NPOLIECCOB, MOASEXaLLMX BanMaaumm;

r) (d) dopmy AokymeHTauum B Buae popMbl, KOTOPYIO crieqyeT UCMomnb3oBaTh AN MPOTOKOMNOB U OTYETOB;
A) (e) nnaHupoBaHue u rpadurk BbINONIHEHNS paboT;

e) (f) KoHTpOoNb U3MeHeHuN;

X) (g) CCbIfKM Ha CyLLeCTBYOLNE JOKYMEHTDI.

5. B Ccny4yae OcCyullecCTBlIeHNUA KPYMNHbIX MNPOEKTOB MOXET BO3HUKHYTb HeobXxoaMMOCTb COCTaBMNEHUs
OTAeNIbHbIX OCHOBHbIX MJ1aHOB Banngauun.

. QOKYMEHTALINA

6. Heobxoammo paspaboTaTb NUCbMEHHBIN NMPOTOKOS C yKa3aHWsMU OTHOCUTENBHO TOro, Kakum obpasom
OyoyT npoBedeHbl KBanudukauma 1 Banupauus. Takon NpOTOKON [OMkeH ObiTb MpoBepeH u yTBepxaeH. B
NpPOTOKONe AOMKHbI ObiTb YKa3aHbl KpUTUYECKUE 3Tarbl U KpUTEPUM NPUEMIIEMOCTH.

7. JomkeH ObiTb MOArOTOBNEH OTYET C MEPEKPECTHbIMU CChIfIkaMM Ha MPOTOKON KBanudukauum n (unu)
Banupgauun, obobLialowmin NonyyYeHHble pesynbTaTbhl, COAepPXKaliMn KOMMEHTapuum OTHOCUTENbHO NobbiX
3aMeYeHHbIX OTKIMOHEHWIA M BbIBOAbI, BKMOYAs peKkoMeHOyeMble U3MeHeHusl, Heobxoaumble AN yCTpaHeHUs

OTKINOHeHWI. JTtloOble M3MEHEHUS!, BHECEHHbIE B MNIiaH, KOTOprIZ npmBeaeH B NpoToKone, HeobxoaMmo O(*)OpMJ'I‘ilTb
OOKYMeHTallbHO C COOTBETCTBYHOLNM 06oCHOBaHMeM.

8. lMNocne ycnewHoro 3aBeplueHNs kBanudukauum Heobxoanmo odopMuTb oduuManbHOE NMUCbMEHHOE
paspelLeHne Ansg nepexoia K cneayowemy atany ksanuukauum n sanugaumu.

IV. KBAITMUOGUKALINA
KeBanudukauusa npoekta

9. nepBbIM ANeMeHTOM npoBseaeHna sanngaunm HoBbIX NOMELLEHNI, CUCTEM UNK O60py£I,OBaHI/IF| ABNndeTca
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KBanudukauus npoekTa.

10. Heobxoaumo nokasaTtb U AOKYMEHTanNbHO 0OpPMUTbL COOTBETCTBME NpoekTa TpeboBaHMAM HAaCTOSLMNX
Mpasun.

KBanudukaumst MoOHTaxa

11. Keanudukaumo MOHTaxxa HeobxoamMmMo NPOBOAUTL AS1S HOBbIX UM MOAMMULNPOBAHHBIX NMOMELLIEHWHN,
cuctemM u obopyaoBaHus.

12. Ksanudukaums MOHTaxa [JOIKHa BKMoYaTb cnegyouime aneMeHTbl (HO He orpaHnYnBaThbCs UMK):

a) (a) npoBepky MOHTaxa obopyaoBaHWA, TPyOONpOBOAOB, BCMOMOratesibHbIX CMCTEM M NpuBOpoB Ha
COOTBETCTBME YTBEPXKOEHHOMY NPOEKTY, BKINOYAA TEXHNYECKYI0 AOKYMEHTALMIO, YePTEXMN U cneumndurkaumm;

6) (b) oueHKy NMONHOTLI M COMOCTABEHME MHCTPYKLMIA MOCTaBLUMKA MO SKCriyaTaumMm u paboTte, a Takke
TpeboBaHN K TEXHUYECKOMY OOCMY>KUBaAHUIO;

B) (C) oueHKy TpeboBaHWI K KanMbpPOBKE;
r) (d) npoBepKy MaTepumarnoB, UCMOJIb30BaHHbLIX B KOHCTPYKLMSIX.
KBanudvkauns dyHKLMOHUPOBaHUS
13. Keanudukaums dyHKUNOHUPOBaHNS AOMKHA crefoBaTth 3a KBanudukaumMen MoHTaxa.

14. Keanndukauus yHKLMOHMPOBAHWSA OOSMPKHA BKMNOYaTh CreayoLme anemMeHTbl (HO He orpaHMymMBaThbCs
Umm):

a) (a) UcnbiTaHWsi, UCXOASA U3 3HAHWI O NpoLieccax, cucTeMax U 060pyaoBaHNY;

©) (b) ucnbiTaHns YHKUMOHMPOBaHMSA OBOpPYyAOBaHUA Mpu pabodnx napameTpax, PaBHbIX BEPXHUM WU
HVXXHUM JOMNYCTUMbIM NpeaenaM, To eCTb B YCNOBUSX "HanxyaLero cny4vas”.

15. YcnewHoe  3aBeplUieHMe  kBanudukauum  (QYHKUMOHMPOBaAHMSA  OOIMKHO  CMOcoOCTBOBaTb
OKOHYaTENbHOMY OGOPMIIEHMIO MHCTPYKUMIA NO KannbpoBKe, aKChfyaTaumm U OYUCTKE, NPOBEeAEeHUI0 00yveHus
onepaTopoB, a Takke yCTaHOBMNEHMIO TpeboBaHM K MPOUNAKTUYECKOMY TEXHUYECKOMY 0BCNyXMBaHUIO. TOMBKO
nocre 3Toro 3akasz4MkomM MOXET NPOBOAUTLCS MPUEMKA NOMELLEHWIA, CUCTEM N 0O0OPYSOBaHUS.

KBanudukaumsa skcnnyartawumm

16. KBanudwmkauns akcnnyataummn BbINOMHAETCS NOCMe YCMNEeLWHOoro 3aBepLUeHns Ksanudurkaumm MoHTaxa
1 kBanudukaumn yHKLMOHUPOBAHWS.

17. Ksanudukaums skcniyartaumm JOMmKHa BKIIOYaTh criedytolme 3f1eMeHTbl (HO He OrpaHnymMBaTbCs NMK):

a) (a) ucnblTaHMa C  MCMONb30BaHWMEM MaTepuanos, MPUMEHSIEMbIX B MPOU3BOACTBE, BblIOPAHHbLIX
3aMeHUTeNen C aHanornyHbIMM CBOWCTBaMM MM MOAENVPYIoLWEero npenaparta, paspaboTaHHble Ha OCHOBaHWUM
3HaHWI O MpoLiecce, a Takke O TEXHNYECKUX CpeacTBax, cucTemax unm obopyaoBaHuu;

0) (b) ucnbitaHna npu pabodmx napameTpax, paBHbIX BEPXHUM W HWKHUM AONYCTUMbIM MpedenbHbIM
3HaYeHNAM.

18. HecMmoTps Ha To, YTO KBanuduKauus aKcnnyaTaumMm paccMaTpuBaeTcsl Kak OTAenbHbIN 3Tan paGoT, B
HEeKOTOpbIX Cryyasix Lernecoobpa3Ho NPoBOAUTL €e COBMECTHO C KBanudukaumer yHKLUUOHMPOBaHMS.

KBanudwvkaunsi ycTaHOBEHHbIX (MCMOMb3yeMbIX) TEXHUYECKNX
CpeacTB, NOMeLLEeHU U 060pyA0BaHUS

19. HeobxoaMmMo uMeTb [AaHHble, OBOCHOBLIBaKLIME U NoATBEepXAalolne COoOTBETCTBUE pabounx
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KPUTUYECKMX MapamMeTpoB 3adaHHbIM TpeGoBaHuAM. MHCTpyKUMM No KanvbpoBKe, 04MCTKe, NPpodUnakTuieckomy
TEXHUYECKOMY OBCIY)XMBAHUIO 1 3KCMNIyaTauum, a Takke no oby4eHnto onepaTopoB U BeAEeHWUI0 OTYETOB AOSKHbI
OblTb AOKYMEHTanbHO OPOPMITEHI.

V. BANMOAUMA MPOLECCA
Obwume TpeboBaHus

20. TpeboBaHMNsE U MPUHLUMNbI, MU3NOXEHHbIE B Hactosiwem [MpunoXxeHnu, NpUMEHNMbl K NPOM3BOACTBY
nekapctBeHHbix ¢opM. OHM pacnpoCTpaHSTCS Ha MNepBOHaYanbHyK BanvMaauMilo HOBbIX MPOLIECCOB,
nocreayoLLyo BanMaaumo U3MEHEHHbIX NPOLLECCOB M NOBTOPHYIO Banuaauuio.

21. Banugaums npouecca, kak npasBuiio, AoSkHa OblTb 3aBeplleHa [0 Havyana peanusaumn 1 Npoaaxu
NeKapcTBEHHOro npenapaTa (NepcnekTMBHas Banuaauus). B ucknioumTenbHbIX criyyasx, Korga Takas Banvgaums
HEBO3MOXHa, MOXET BO3HUKHYTb HEOOXOAUMOCTb MPOBEAEHMs Banuauuv MNpouLecCOB BO BPEMST TEKyLLEro
npom3BoAcTBa (conmyTcTBytollas Banuaauus). Npouecchl, KOTopble YXe MPOBOAWUMUCH B TEYEHUE HEKOTOPOro
BPEMEHMU, TaKKe noanexar Banuaauum (peTpocnekTMBHas Banuaauums).

22. Wcnonb3yemble MOMELLEHNsl, cucTeMbl M 0bBoOpyagoBaHME [OOIMKHbI ObiTb KBaANMUUMPOBAHbLI, a
aHanuMTU4eckMe MeTOAMKM MCMbITaHUA - BanvauMpoBaHbl. [lepcoHarn, NpuUHUMaKrLWMA ydacTue B MNpPOBEeOEeHUM
Banugauun, 4omkeH 6bITb COOTBETCTBYOLLMM 0Opa3omM 0ByuyeH.

23. HeoGxoaumo npoBoauTb NEPUOANYECKYIO OLIEHKY NMOMELLEHUI, cucTem, obopyaoBaHUsi U NPOLECCOB C
Lienbio NOATBEPXAEHUs UX paboThl B COOTBETCTBUM C 3aAaHHBIMU TpeboBaHUSMM.

MepcnekTuBHaa Banugauus
24 lNepcnekTnBHas BanuaaLms AOMKHA BKIIOYATh Cneayowmne anemMeHTbl (HO He OrpaHnyYnBaThLCs UMK):
a) (a) kpaTkoe onmcaHue npoLecca;
©) (b) nepeyeHb KPUTUHECKMX CTAgUI NpoLecca, nognexalinux UccrnefoBaHuio;

B) (C) nepeyveHb UCMNOMb3yeMblX NOMeLLeHU 1 obopyaoBaHus (BKMYas M3MeputenbHOe, KOHTPOMbHOE,
perncTpupytoLlee obopyaoBaHue) ¢ ykazaHmemM cBeeHmmn ob ux kannbposke;

r) (d) cneumurkaumm Ha roToByto NPOAYKLMIO NPU BbINYCKE;
A) (e) npu HeobXxoaUMOCTH NepeyeHb aHaNMTUYECKUX METOOUK;
e) (f) npegnaraemble TOYKM KOHTPOIS B NpoLiecce NPOU3BOACTBA U KPUTEPUN NPUEMIEMOCTH;

X) (g) npn HeobxoAMMOCTU AONOMHUTENbHbIE UCMbITAHWUS, KOTOpble HeobxoAMMO NpoBecTn, BMecTe C
KpUTepmsamMu npuemMnemMocTu 1 Banugaumein aHanuTnyeckmux MeToaumk;

3) (h) nnaH ot6opa npob;

un) (i) meToabl perncTpauumn 1 OLEHKU pesyrnbTaTos.;

K) (j) byHKLMM 1 06A3aHHOCTM;

n) (k) npegnonaraemblivi rpacuk BbIMONHEHMS paboT.

25. C nomoLLbio yCTaHOBNEHHOTO npoLecca (MCNosb3ys KOMMOHEHTbI, COOTBETCTBYHOLME cneuudmrkaumsam)
MOXHO MPOU3BECTU psig CEPUN TOTOBOW MPOAYKUUW MNpU OObIYHBLIX YCNOBUSAX. TeopeTuyecku KONMM4ecTBo
BbINOMHEHHbIX NMPOU3BOACTBEHHbIX LMKIOB M CAeNaHHbIX HabnaeHuin AormkHO BbiTb AOCTaTOYHbIM AMsS TOro,
4TOObl NO3BOMMUTL YCTAHOBUTL ODObIYHYIO CTENEHb U3MEHUMBOCTU M TEHOAEHUMM, @ Takke Nonyuutb Heobxoanmoe

KONMMYECTBO [JaHHbIX Ans oueHkn. [na Banugaumm npouecca c4YuUTaeTcda [[OOCTATOYHbIM BbINOJIHUTL TPU
nocnegosaTtesibHblEe CEPUN UK LKA, NMPU KOTOPbIX NapaMeTpbl HaxoaAaTCA B 3aaHHbIX npegenax.
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26. Pasvep cepuu npv Banugaumn 4OSHKeH ObiTb paBHbIM pasMepy Cepun Npu NMPOMBbILLIIEHHOM BbiNycke
MPOAYKLMMN.

27. Ecnv npeanonaraeTcs Npogaxa Uiv noctaBka Cepuil, NpousBeAeHHbIX Npy Banvaaumn, To YCroBUst UX
MPOM3BOACTBA AOJIKHbI MOSTHOCTBIO COOTBETCTBOBaTb PErMCTPaLUMOHHOMY OoCbe U TpeboBaHMSIM HaCTOSLLMX
MpaBwn, BKNoYas yAOBNETBOPUTENbHLIN pesynbTaT NPoBeAeHNs BanMaauum.

ConyTtcTByioLWas Banuaaums

28. B uMCKNIOYNTENbHbIX cny4vyadax p[onyckaetcd HaduHaTb cepM|7|Hoe npon3BoACcTBO OO0 3aBeplleHund
nporpamMmmsbl Banungauumn.

29. PeweHne o npoBedeHMU COMYyTCTBYHOLEN Banuauun AOIMKHO ObiTb 060CHOBAHO, AOKYMEHTarbHO
OPOPMIIEHO U YTBEPXKAEHO NULLAMU, UMEIOLLMMUN COOTBETCTBYIOLLLEE NONHOMOYME.

30. TpeboBaHuA K OOKYMEHTaUMM AN CONYTCTBYKLWEN Banupauumn SBASIOTCA TakUMKM Xe, Kak WU
TpGﬁOBaHVIFI, YCTaHOBJ1IEHHbIE ONA I'IepCI'IeKTI/IBHOI7I Banugauunn.

PeTpOCI'IeKTI/IBHaH Bannaauuna

31. PeTpocnekTMBHas BanuaaLus MOXeT NpoBOAUTLCA TONMbKO ANS XOPOLUO OTpaboTaHHbIX MPOLIECCOoB.
MpoBeneHne peTpOCNEKTUBHOM BanuaauuMu He [OMycKaeTcs, ecrnv B COCTaB MpOoAYKUUWU, TEeXHONOTrMYecKuii
npouecc unu obopyaosaHe HeJaBHO BbIN BHECEHbI U3MEHEHNS.

32. PeTpocnekTuBHas BanugauMs ykasaHHbIX MPOLIECCOB OCHOBLIBAETCS Ha MPEeALIeCTBYHOLUMX AaHHbIX.
Mpun aToM TpebyloTca cocTaBneHne crneunanbHOro NPoToKona M OT4yeTa, a Takke npoBedeHne ob63opa AaHHbIX
npeaLecTBYIOLLEN aKCANyaTaumn ¢ Bblgaden 3aknioyYeHnsa n pekomeHgaumn.

33. NCTOYHMKM AaHHbIX NS Takon Banuaalmm OOMKHbI BKMOYaTh (HO He orpaHuyYnBaTbCs UMW) 3anmcu no
NPOM3BOACTBY M YMAKOBKE CEPUM NPOAYKUMM, KOHTPOSIbHbIE KapTbl NPOM3BOACTBA, >XypHarnbl MpoBefeHUs
TEXHUYECKOro 0bCnyXMBaHWs, AaHHble 00 M3MEHEHUSAX B NMepcoHarne, uccrnegoBaHusa BO3MOXHOCTEN mpouecca,
AaHHble O FOTOBOW NPOoAyKUUWN, B TOM YUCIE KapTbl TEHAEHUMI, a TaKkke pesyrbTaTbl N3y4YeHus1 ee CTabuinbHOCTU
npu XpaHeHu.

34. Cepvn npogykuun, oTobpaHHble Ons NpoBefeHUst PeTPOCTNEKTUBHOW Banuaauuun, OOMMKHbI SIBNSATLCA
npeacTaBUTENbHON BbIDOPKOW ANt BCEX CEPUIA, NMPOU3BEAEHHbIX B TEYEHNE paccMaTpUBaeMOro nepuoaa, B ToM
yMcre BCeX Cepun, He COOTBETCTBYHLIMX creumdpukaumsam. KonuuectBo cepui npoaykumm OOMKHO ObiTb
OOCTaTovHbIM Ans Toro, 4tobbl Aokas3aTb cTabunbHOCTL npouecca. [lpy npoBegeHWM pPeTPOCMNEKTUBHOM
Banunaauun npouecca MoryTt I'IOHap,06VITbCF| OONONTHUTENbHbIE UCMbITAaHUA apXUBHbIX O6pa3LI,OB ona nonyyeHuna
HeobXxoaMMoro KonnyecTea UM HeobxoaAMMOro Buaa AaHHbIX.

35. [Ina oueHkM cTabunbHOCTM Mpouecca Npyu NPOBEOEeHUN PEeTPOCMNEKTMBHOW Banuaauum HeobXxoammo
BbINOMHUTL aHanu3 gaHHbix no 10 - 30 nocnegoBaTenbHO MPOM3BEAEHHBIM CEPUSAM, OOHAKO MPU Hanuuum
COOTBETCTBYIOLLLErO 0OOCHOBAHNS KONMYECTBO UCCNeayeMbiX CepUn MOXeT BbiTb YMEHbLLEHO.

VI. BAIIMOALINA OYNCTKHN

36. Banupauuio o4ncTkM HeobxoaMmo npoBOAUTL ANS TOoro, 4Tobbl noaTBepAnTb 3PEHEKTUBHOCTL
npouenypbl O4YUCTKWU. ObocHoBaHue BblﬁpaHHbIX npegenoB Ana nepeHoCUMMbIX OCTAaTKOB MNpPOAYKTa, MOKLMX
cpencTs, a Takke MI/IKpO6HOl7I KOHTaMHauun OOJ1XKHO OCHOBbLIBATbLCA Ha cBoOMCTBax npuMeHAeMbIX MmaTepunarnos.
OTu NpeaenbHble 3Ha4YeHUs1 AOMKHbI ObITb peanbHO AOCTUXUMbBIMU 1 MPOBEPSIEMbIMMU.

37. Ona obHapyxeHus OCTaTKOB MM KOHTAMWHAHTOB HeOoOGXO0OMMO MCMonb3oBaTb BanuAMPOBAHHbIE
aHanuTndeckme MeTtoauku. [Mpeden oGHapyXeHUs Ons KaxOoW aHanuTUYecKoW MeTOAMKU [OMmkeH ObiTb
[OCTaTOYHbIM [f1s1 TOrO, YTOOLI 0GHaAPYXUTb YCTAHOBMNEHHbIN AOMYCTUMBIA YPOBEHb OCTaTKa MU KOHTaMUHaHTAa.

38. Kak npaBuno, HeoGXoAMMO MpPOBOAMTbL BanMaauuilo TOMbKO MNpouedyp OYMCTKM MOBEpXHOCTei
obopyaooBaHUsA, KOHTakTMpyloWuUx ¢ npoaykumein. OOHako HeobXoAuMMO YyOensTb BHUMaHue W [eTansam
obopynoBaHusl, HEe KOHTaKTMPYIOLMM C npoaykuuein. Heobxogumo npoBOAMTbL Banuauuio AnUMTEenbHOCTU
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WHTEPBasrioB BPEMEHV MeXOy OKOHYaHWeM Mpouecca M OYUCTKOW, a Takke MeXdy O4YMCTKOM WM Hadvariom
crieayoulero npouecca. [omkHbl 6biTb onpedeneHbl MeTOAbl OYUCTKM W UHTepBanbl BpPeMeHW Mexay
npoBeaeHNEM OUYUCTKMU.

39. [na npouenyp OYUCTKU, CBA3AHHBLIX C OYE€Hb CXOAHbLIMW NPoAyKTamMu WM npoueccamu, OonyckaeTcs
BblIOpaTb NpeacTaBUTENbHBIN P CXOAHbLIX MPOAYKTOB M MpoueccoB. B Takux criyyasix MOXXHO MpPOBECTM OOHO
BanuaaunoHHOe uccregoBaHne C MUCMNoNb30oBaHMEM Moaxoda "Haumxygwun cnyydam”, npu KOTOPOM YYTEeHbl BCe
KpuTnyeckune akTopbl.

40. Ona sBanugaunmn npouenypbl O4YUCTKM OOCTATOYHO YyCnewHOoro nposeeHunAa Tpex nocrnenoBaTtesibHbIX
LIMKITOB OYNCTKW.

41. MeTop "ncnbiTbiBaTb A0 TEX MOP, NoKa He ByaeT YMCTO" He 3aMeHsIeT BanvMaaLumio NpoLeaypbl O4YMCTKN.

42. Ecnn yaanaemble BelecTBa ABMATCA TOKCUYHbIMU UM ONAaCHbIMWU, TO B NopAdKe UCKIK4YeHnAa BMeCTo
HNUX MOXXHO MUCNONb30BaTh Npenapartbl, MogenumpyLine ('*)I/I3I/IKO-XI/IMI/I‘~I€CKI/Ie CBOWCTBa TakMX BELLECTB.

VII. KOHTPOJb M3MEHEHUI

43. TMpousBoanTenb [AOMKEH YTBEPAUTb Npouedypbl C ONMCaHUMEM [OEWCTBUIA, KOTopble Heobxogumo
npeanpuHATb, eCnn NpeanosaraeTcs U3MEHEHMWE UCXOAHOTO Chipbsl, KOMMOHEHTOB NPOAYKTa, TEXHOMOMMYECKOro
0obopyaoBaHUsA, NapamMmeTpoB OKpYXXatoLen NpPOu3BOACTBEHHOW cpedbl (UnM y4vacTtka), cnocoba npou3BoAacTBa
nnn mMmetToga KOHTpOoA unu noboe apyroe namMeHeHume, Kotopoe MOXeT NMOBJIINATb Ha Ka4eCTBO NpoayKkuun unu
BOCMPOM3BOAMMOCTL  Mpouecca. [lpouedypbl KOHTPOMsSi W3MEHEHWA [AOMKHbl 0obecneyntb  MnonyyYeHue
OOCTaTOYHOrO KONMYecTBa AaHHbIX ANS NOATBEPXKAEHUS TOrO, YTO M3MEHEHHbLIA NPOLECC MO3BONSET MonyyaTb
npoayKumnio TpebyemMoro kayecTBa, COOTBETCTBYIOLLYIO YTBEPXKAEHHBIM CrieLumnpuKaumsm.

44. Ha BCe uW3MeHeHUs, KOTOpble MOryT oOKasaTb BNUSHME Ha KayeCcTBO MPOAYKUMM  Unu
BOCMPOM3BOAMMOCTbL NpoLecca, AOMKHbI ObITb NoAaHbl 3asBKM B pamkax doapmaLeBTUYeCKON CMCTEMbI KavyecTBa.
Takne n3amMeHeHUs JOIMKHbI BbiTb JOKYMEHTaNbHO O0hOpMIIEHbI, yTBEPXAEHbI. He0OX0AMMO OLEHUTE BO3MOXHOE
BMNMSIHNE U3MEHEHWI B MOMELLEHMSAX, cMcTeMax 1 0bopyaoBaHMM Ha NPOAYKUMIO, B TOM YMCIe MPOBECTU aHanm3
puckoB. [omkHbl ObITb onpedeneHbl HEOOXOAMMOCTb M OOBbEM MNOBTOPHOW KBanudukauum u MNOBTOPHOM
Banugauun.

VIII. NTOBTOPHAA BANWUOALINA

45. Heobxogumo npoBOAMTb MEPUOAMYECKYIO OLIEHKY MOMELLEHWUIA, cucTeM, 060pyAoBaHMs U NPOLIECCOB,
BKIOYas npoueaypbl OYUCTKW, ANA MOATBEPXOEHUS WX COOTBETCTBUS 3adaHHbiM TpeboBaHusaMm. Ecnu
CYLLIECTBEHHbIE M3MEHeHUs1 OTCYTCTBYIOT, TO BMECTO MOBTOPHOM Banuaauuyu AOCTaTOYHO COCTaBWUTb OTYeT,
CBMOETENbLCTBYIOLWMA O TOM, YTO TMOMELUEHWs, CUCTEMbI, 0BOpydOBaHWEe W MpoLEecCchl COOTBETCTBYHOT
yCTaHOBMNEHHbLIM TPEBOBaHUAM.

IX. TEPMWHbI N OMNMPEOENEHNA

Ona uenenn Hactosiwero lNpunoxeHnss Kpome TEPMUHOB U ONpefeneHnin, npenycMoTpeHHbIX rrason |l
HacTosAwmx [Npasun, NCNONbL3YITCA Takke cnegytoLme OCHOBHbIE NOHATUSA:

aHanM3 pUCKOB - METOA OLEHKUM U ONUCaHUS KPUTUYECKUX MapamMeTpoB Mpu  DYyHKLUMOHUPOBaHMN
o6opyaoBaHusi, CUCTEM UM MpoLiecca B CBA3M C YCTAHOBIIEHHOMN OMacHOCTbIO;

Banunaoauna OYUCTKM - [OOKyMeHTalbHO Od)OpMJ'IeHHOG noaTBepXxgeHne TOoro, 4YTO yTBepXaeHHad
npouenypa O4YUCTKU obecneunBaet Takyld 4YUCTOTY O60py,EI,OBaHI/I$|, KOoTOpasn HeobxogmMma AOns npon3soacTBa
JIeKapCTBEHHbIX CPeacCTB;

Banugaums npoLecca - JOKyMeHTanbHo oopMIeHHOe NOATBEPXOEHNE TOro, YTO NPOLIECC, BbINOMHAEMbIi
B pamKax YCTaHOBMIEHHbIX MNapaMeTPOB, OCYLIEeCTBNsAeTca 3PMEKTMBHO, BOCMPOM3BOAUMO M MPUBOAUT K
NMPOV3BOACTBY eKapCTBEHHOro npenaparta, COOTBETCTBYIOLLEro 3apaHee YCTaHOBMEHHbIM creundukaumsmM 1
XapaKTepUCTMKaM KayecTBa;
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KBanudukaums MOHTaxa - AOKyMeHTanbHO 0popMIeHHOe NOATBEPXKAEHNE TOro, YTO MOHTaX NOMELLEHWIA,
cucteM U obopydoBaHUs (YCTAHOBMEHHbLIX UMW  MOAUMULUMPOBAHHBLIX) BbINONIHEH B COOTBETCTBUM C
YTBEPXKAEHHbBIM NMPOEKTOM U peKOMEHAaUUSMUN UX NPOU3BOAUTENS;

KBaJ'IVI(bI/IKaLI,VIFI npoekrta - AOOKyMeHTallbHO O(*)OpMJ'IeHHOe noarTeepXxneHme Toro, 4to I'IpeﬂJ'IO)KeHHbIIZ
NPOEKT NPon3BOACTBEHHbIX NomMeLLEeHWHN, O60pyD,OBaHVIF| Unn cucTem gasndeTca npuroaHblM And npuMeHeHua no
Ha3Ha4YeHuto;

KBanudukaums YHKUMOHUPOBAHUA - [OOKyMEHTanbHO OMOpMIIEHHOE MNOATBEPXKAEHWE TOro, 4TO
NOMeLLEeHNs1, CUCTEeMbl UM 06opyaoBaHWe (YCTAHOBIEHHbIE WM MOAUMUUMPOBAHHbLIE) (OYHKUMOHMPYIOT B
COOTBETCTBUM C NPEeAbABNSAeMbIMA TPeOOBaHNSMM BO BCEX NMPEAYCMOTPEHHBIX PeXMMax paboTol;

KBaJ'II/I(bI/IKaLI,I/Iﬂ aKcnnyataunn - OOKyMeHTalrnbHO Od)OpMJ'IeHHOG noaresepXxpgeHme Toro, 4YTo rnomMmeLleHus,
CUCTEMBI U O60py,EI,OBaHI/Ie npn COBMECTHOM WUCMNOJ1b30BAHUN pa60Tar0T Sd)(beKTVIBHO n C BOCNpom3BoANMbIMU
nokKkasarendamMmmn B COOTBETCTBUN C YTBEPXOAEHHbIMU TDEGOBaHMﬂMI/I N XapakKTepucTtnkamm rnpouecca,

KOHTPOMb  MU3MEHEHWN -  OOKYMEeHTanbHO  O(OPMIMEHHbLIW  MOPSOOK,  COrMacHo  KOTOpPOMY
KBanuuuupoBaHHble nNpeacTaBUTEny pasfnuyHbIX CchneumanbHOCTEN paccMaTpuBalOT MNPeArioKEHHbIE UMK
daKkTM4eckn BHECEHHble M3MEHEHMWS, KOTOpble MOryT MOBNWATb HAa BanVMAMPOBAHHOE COCTOSIHWME MOMELLEHWN,
obopyaoBaHus, cucteM unu npoueccoB. Llenb Takoro KOHTpons - onpeaennts He0H6XoAMMOCTb MeponpuAaTUR,
KOTOpble AOMKHbI 06ecneunTb M AOKYMEHTanbHO YAOCTOBEPUTb NoAAdepXaHne CucTembl B BanvavMpoBaHHOM
COCTOSIHWMK;

MOLENUPYIOLLMIA Npenapar - matepuar, KOTopbI N0 CBOUM (OU3NYECKUM U, MO BO3MOXHOCTU, XMMUYECKUM
Xapaktepuctmkam (Hanpumep, BA3KOCTW, pa3mepam yacTtuu, pH) 6nm3ok npogykTy, B OTHOLUEHWM KOTOPOro
nposBoauTca Bamupaums. Bo MHOrMX criyyasix 9TMMM  XapakTepucTukamu MoxeT obragaTte cepus
npenapaTa-nnauebo (NpoaykTa, He copaepxallero hapmaueBTU4eckon cybcTaHuun);

Hauxydwuvin cryya - onpegeneHHble cTaHOApTHLIMU OMNepauMoHHBIMU NpoliedypamMn  YCIOBUS  UNK
KOMMIEKC YCIOBWIN, OTHOCSLLMECH K BEPXHUM M HWKHUM NpedesibHbiM 3HauyeHusiM pabouynx napameTpoB
mpoLecca U CBSI3aHHbIM C HUMW (hakTopam, KOTopble OOYCIOBMMBAOT HaWGOSbLUY0 BEPOSTHOCTb MOSIBIIEHUS
cboss B npouecce unu Opaka B NPOAyKT€ MO CPaBHEHWIO C WAeanbHbIMU YCrOBUSIMWU. Takue YCnoBusi He
06s13aTenbHO NPUBOAAT K cOOK0 B MpoLiecce unu nosiBreHuto 6paka B NpoaykTe;

nepcrnekTMBHas Banugauus - Banuaauns, BbiNofHSemasi 4o Havyarna CepuitHOro Npov3BoACTBa NPOAYKLUMK,
npeAHasHa4YeHHON aAnsa peanusauuy;

NOBTOpPHaA Banuaauna - NOBTOpeHue Banungauun npouecca ansd obecneyeHuns rapaHTum TOro, 41O
M3MEHEHNA B TnMpouecce u (VIJ'II/I) O6OPYD,OBaHI/IVI, BHECEHHble B COOTBETCTBUMN C npou,ep,ypoﬁ KOHTpONNA
N3MEHEHUI, He yXyOwakT XapakTepucTtukn npouecca n Ka4eCcTteo npoayKunn;

peTpocnekTVBHaa Banuaauus - Banuaaums cepumHoro npouecca npou3BoACcTBa peanuayeMoro npoaykra,
OCHOBaHHas Ha coBGpaHHbIX AaHHbIX O NPOM3BOACTBE M KOHTPOE CEPUI NPOAYKLIMH;

COMyTCTBYIOLLAs Banugaumsl - Banuaauusi, BbiMosiHsiemas BO BpeMs TEKYLLEro (CepuitHOro) Npon3BoAcTBa
NPOAYKLUMK, NpeaHasHauYeHHoW Ans peannsaumm.

Mpunoxexne N 16
k MNpaBunam Hagnexawuen
NPON3BOACTBEHHON NPAKTUKN

MOATBEP>XOEHUE
YMNONHOMOYEHHLIM NMULIOM COOTBETCTBUA CEPU MPOOYKUNW C LIENBIO
EE BbIMYCKA
KOHCYHbTaHTnnI'OC www.consultant.ru CrpaHuua 191 u3 203

HaeXHas npaBoBas noaaepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 yTBeEpXAeHUM [NpaBu HaaNEXallLeN NPON3BOACTBEHHON M... Aata coxparennsa: 25.10.2018

I. OBNIACTb NMPUMEHEHWA (1)

1. (1.1) Hactosiwee lMpunoxeHne onpenenseT NOpsiAOK NOOATBEPXKOEHUS COOTBETCTBUSA, BbINOSIHAEMOro
YMNOSITHOMOYEHHBIM NMLIOM, NMPW BBOAE B rPagaHCKU 0BOPOT Cepui NEKapCTBEHHbIX CPEeACTB (B TOM 4ucne
3apervcTpupoBaHHbIX NN NPOU3BEAEHHbIX AN 9KCNopTa NekapCTBEHHbIX NpenapaTos).

2. (1.2) Hacrosiwee lpunoxeHne Takke pacrnpoCTpaHSAeTCs Ha Ccryyaun, Korga Mnpou3BOACTBO Cepuw
NpoAyKUMN UNN NPOBEAEHVEe aHanM3oB pas3deneHO Ha HECKOSbKO 3TanoB, BbIMOMHAEMbIX B Pa3HbIX MecTax unmu
pasHbIMW NPOM3BOAUTENAMW, a TaKKe Korga Cepuio MPOMEXYTOYHOW uNKM HepacdacoBaHHOW MpoAyKUMM
pasgensioT Ha ABe u bonee cepun rotoBor npoaykuun. Hactoswee lNpunoxeHne MoxeT OblTb NMPUMEHEHO K
nekapCTBEHHbIM NpenapaTam, npegHasHa4YeHHbIM 118 KIMHUYECKNX UCCneaoBaHui.

3. (1.3) Ecnu HopmaTtMBHBIMK MpaBoBbIMM akTamu Poccurickon ®epepaumm yCTaHOBIEHbI cnieumnanbHble
TpeboBaHMs K BBOAYy B rpagaHCKMM OOOPOT HEKOTOpbIX MNpenapaTtoB KPOBU M MMMYHOBMOMOMMYeCKmx
JleKapCTBEeHHbIX NnpenapaTtoB, Takme TpGﬁOBaHVIﬂ AOJDKHbI COﬁJ‘IlOLI,aTbCFl.

4. (1.4) OcHoBHble TpeGOBaHUS K BbIMYCKYy CEpuUM NPOOYKUMM MPUMBOAATCH B COOTBETCTBYHOLLUX
PerucTpaumvoHHOM [OCbe, TMPOMBILLINIEHHOM pernaMeHTe U chneuudmkaumsx. [lonoxeHuss HacTosLwero
MpunoxeHWsi NPUMEHSIFOTCS B YacTW, He MPOTUBOPEYaLLel TakMM OCHOBHbLIM TPeGoBaHMAM.

1. IPVHLMAM (2)

5. (2.1) Kaxxgas cepusi roToBoW NpoayKuuM AOSHKHA MOMyYnTh OT YNOSIHOMOYEHHOro Nniua noaTBepXaeHve
€e COOTBETCTBMSA YCTaHOBINEHHbIM TPeOOBaHUSAM [0 ee BbiNycka Ha BHYTPEHHWUI PbIHOK UMW Ha 9KCMOpPT.

6. (2.2) Lenamu perynupoBaHus npoLieaypbl Bbifycka cepun NpoayKumnm SBnstoTCA:

rapaHTusi Toro, 4to cepusi Obina npou3BedgeHa W MNPOBeEpeHa B COOTBETCTBMM C JIMUEH3NEN Ha
NPOM3BOACTBO NEKAPCTBEHHbIX CPeACTB, TPEOOBAHUSIMU PErMCTPALNOHHOIO 4OCkbe, TPEOOBAHUAMU HACTOSLLMNX
MpaBun, a Takke WHbIMU TpebOBaHUAMU, YCTAHOBMEHHLIMWU HOPMAaTMBHLIMWU NPABOBbLIMW akTamum Poccumnckon
depepaumu, nepen ee BbiNyCKOM;

rapaHTusi TOro, YTo Npu He0BXoANMMOCTU UcCcrefoBaHNsl bpaka nnn oT3biBa CEPUMN YNOITHOMOYEHHOE NNLO,
KOTOpOe Bbldano paspelleHMe Ha ee BbINyCcKk, W COOTBETCTBYKLME 3anmMcu MoryT ObiTb  nerko
NMOeHTUUUMPOBaHBI.

[ll. BBEOEHWE (3)

7. (3.1) MNMpomn3BoACTBO CEpPUMN FIEKAPCTBEHHbLIX CPEACTB, B TOM YMCIIE KOHTPOSb KayecTBa, pasgensercs Ha
CTagunn, KOTopble MOTYT BbINOJTHATLECA Ha pa3HbIX NPOM3BOACTBEHHbIX Niowaakax n pasHbiMn nponssogntTenAamn.
Kam,qaﬂ CTaaud AOOJNKHa BbINONHATLCA B COOTBETCTBUUN C Tpe6OBaHI/IF|MI/I NPOMBbILLUNIEHHOIO pernamMeHTa,
TpeboBaHnsaMM HacTosAwmx [lpaBun U MHbIX HOpPMATUMBHLIX MNpPaBoOBbIX akToB Poccuiickon ®epepaumu.
YNONMHOMOYEHHOE NULIO, OCYLLECTBMSAOWEE Mpoueaypy MNOATBEPXKAEHUS COOTBETCTBUS CEpuM TFOTOBOWM
NPOAYKUUN YCTaHOBMEHHbIM TpeboBaHUSAM Mepes ee BbIMYyCKOM, [OJPKHO PYKOBOACTBOBATBHCA YKa3aHHbIMM
TpeboBaHusIMU.

8. (3.2) Ha npakTuke oOfHO YMONMHOMOYEHHOE NMLUO MOXEeT He 3HaTb OCODEHHOCTeW Kakgoro atana
NPON3BOACTBA. YMOMHOMOYEHHOE NULO, KOTOpOoe NOATBepXKAaeT COOTBETCTBME Cepun roTOBOW NPOAyKUMM, MO
OTAernbHbIM BOMPOCaM MOXeT OnupaTbCA Ha 3akMiYeHUs APYrMx YMNOIHOMOYEHHbIX fuvu. B Takux cnydasx
YMONIHOMOYEHHOE MWL OOMKHO ObiTh 3apaHee yBepeHO B HaAEXHOCTU 3TUX 3aKiiYeHWn, MCXodsa W3 fIMYHOro
onbltTa WKW Ha OCHOBaHUW NoATBepPXAeHUdA, NoNyvyeHHOro oOT Apyrnx YNOJIHOMOYEHHbIX 5l BHYTPU
yCTaHOBJ'IeHHOVI CUCTEMbI Ka4YecCTBa.

9. (3.3) lNpw BbINONHEHMUN OTAENBHBIX CTaaMA NPON3BOACTBA B APYro CTpaHe aHanormyHblie TpeboBaHua K
COOTBETCTBMIO MPOM3BOACTBA M NPOBEAEHMIO KOHTPOMNS KayecTBa NpeabsBnaTCA U K y4aCTHUKY MPON3BOACTBA B
3TON CcTpaHe. B 3TOoM cnyyae npou3BOACTBO JIEKAPCTBEHHbIX CPEACTB TakkKe [AOIMKHO OCYLEeCTBNATHCS B
COOTBETCTBMM C TpeboBaHUAMU permcTpauMoHHoro gocke. [lpousBoauTenb AOMKEH MMETb JULEH3WIO Ha
OCYLLECTBIEHNE CBOEW OESATENbHOCTU B COOTBETCTBMM C 3aKOHOM CBOEW CTpaHbl M BbINOMHATL TpeboBaHUs
HacTosAwmx MpaBun vnu NpaBun Haanexallero NPoOM3BOACTBA NEKAPCTBEHHbIX CPeacTB, TPeboOBaHUA KOTOPbIX
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He HUXe, YeM TpeboBaHus HacToAwmx MpaBur.
IV. OBLUWME TPEBOBAHUA (4)

10. (4.1) PasnuyHble cTagum (3Tanbl) NPon3BOACTBa, BBO3a, KOHTPOS U XpaHeHUs O4HON N TOW Xe cepuu
roTOBOW NPOAYKLMKN Nepe ee BbiMyCKOM MOIYT OCYLLECTBMASTLCS Ha pa3HbiX NPOM3BOACTBEHHbIX Niowaakax. Bce
3TN NPOU3BOACTBEHHbIE MMOLWAAKM OOMKHbI ObiTb NMMLIEH3MPOBaHbLI U OOMKHbI OCYLLECTBNATL AEATENbHOCTb Nog
KOHTpONEM, Mo KparHen Mepe, OAHOro YrNoSIHOMOYEHHOrO nnua, NoATBEPXKAAOLLEro COOTBETCTBUE ITOM CeEpumn
YyCTaHOBMEHHbIM TpeboBaHMAM A0 ee Bbinycka. OgHako Haanexaiiee nNPOU3BOACTBO KOHKPETHOW cepumn
NpoayKunm He3aBUMCUMMO OT 4ucna 3aJelCTBOBaHHbIX MPOM3BOACTBEHHLIX MIOLAAO0K AOMKHO HaxXoauTbCHA nopg
OOLLMM HaA30pOM YMOSIHOMOYEHHOTO NLA, NOATBEPKAAIOLLEN0 COOTBETCTBME 3TON CEPUMN FOTOBOW MPOSYKLUMUU
YyCTaHOBMEHHbIM TpeboBaHMAM nepep BbiMyCKOM.

11. (4.2) PasnuuHble cepun npoaykumMm MOryT Mpou3BOAUTLCA UMM MMMNOPTMPOBATLCA U BbIMyCKaTbCs B
pasHbiX CTpaHax, UMeloLmMx cornaweHve c¢ Poccunckon defepaumen 0 B3aUMHOM MNPU3HAHUM  YCNOBUIA
npoussBoacTea 1 peanusauuu. MNMpu aToM NMUO, HAa MMS KOTOPOrO Bbi4aHO PerMcTpauMoHHOE YAOCTOBEPEHUE, a
Takke Kaxaas Mpou3BOACTBEHHAs NoLwagka, UMeLas npaBo Ha BbiNYCK CepyM NMPOAYKUUN, OOIDKHbI MMETb B
CBOEM PacCropsiKEHUN TOYHOE yKalaHWe agpeca MNnollagky, Ha KOTopon Obina BbiMylleHa KOHKpeTHasi cepusi
npoaykuum, n nHdopmaumo o6 ynoriHOMOYEHHOM NULe, OTBETCTBEHHOM 3a NOATBEPXKAEHWE COOTBETCTBUS €€
KayecTBa yCTaHOBMNEHHbIM TpeboBaHMAM.

12. (4.3) YNormHOMO4YeHHOEe nNuUO, MOATBEPXOAloLlee COOTBETCTBME CEPUMM TOTOBOW MPOAYKLMK
YCTaHOBMEHHbIM TpeboBaHMAM nepeq Bblgadeln paspeLlleHnst Ha BbIMyCK, MOXET OCHOBbIBaTb CBOE pelleHue Ha
NINYHOM 3HAHWM BCEX MCMONb3yeMbIX B MPOM3BOACTBE MOMELLEHUA M MPOLIECCOB, OMbiTa y4acTBOBAaBLUErO B
NpovM3BOACTBE MNepcoHana W nNPUMEHAEMON CUCTEMbl KayecTBa, B pamKax KOTOPOW OCyLLecTBNAeTcH
Npon3BoACTBO. YKazaHHOEe YNONMHOMOYEHHOE NMLIO MOXET Takke OnnMpaTbCs Ha 3akKntoyeHne co CTOPOHbI OAHOro
unn Gonee yNONMHOMOYEHHBIX WL, O COOTBETCTBUM MPOMEXYTOYHbIX CTaguM MPOU3BOACTBA YCTAHOBIIEHHBLIM
TpeboBaHUsM.

13. Takoe 3akntoyeHve, BblgaBaeMoe OPYrMMM YNOMHOMOYEHHBbIMU fMuamMu, OOMKHO ObiTb odopMIIeHo
OOKYMEHTanbHO W [OMMKHO YeTKO Oonpedenatb npeamer MNOATBEPXAEHUS cooTBeTcTBudA. [lopsgok
NoATBEPXXAEHUS A0omKeH ObiTb 0pOpMIeH AOKYMEHTaNbHO.

14. (4.4) Tllopagok NOATBEPXKAEHWs, YyKasaHHbIi B nyHkTe 13 HacToswero [lpunoxeHus, OOMMKeH
cobnogaTteCs BO BCEX Chnyyadx, Koraa yYrnonHOMOYEHHOE IMLO ONUpPaeTCd Ha 3akrfyeHue  Opyroro
YNOMHOMOYEHHOro Nuua. Takon JOKYMEHT AOMKEH COOTBETCTBOBATL NOMOXEHUAM, NPeayCMOTPEHHbIM NMYHKTaMM
237 - 255 Hactosawmx [NpaBun. YnNonHOMOYEHHOE nWUO, MNOATBEPXXAAlollee COOTBETCTBME CEpUM FOTOBOW
NPOAYKUUN YCTaHOBMEHHBIM TpeboBaHMAM, JOMKHO rapaHTUMpOBaTh BbIMOSTHEHWE MEPONPUSTUNA, ONpeaeneHHbIX
B yKasaHHOM pAokymeHTe. dPopmMa [AOKYMEHTa, B KOTOPOM M3MOXEH MOPSAOK MOATBEPXKAEHWS, AOSHKHA
COOTBETCTBOBaTb B3aMMOOTHOLLUEHUSIM CTOPOH. Hanpumep, Tako [AOKYMEHT MOXeT NpeAcTaBnsiTb cobon
CTaHOapTHY OonepauMoHHY0 npoueaypy NPou3BOAUTENS UMM OOrOBOP MEXAY pasfnuyHbIMU NPOM3BOAUTENAMU,
Jae ecriv OHU BXOOAT B OAHY M Ty Xe rpynny KoMnaHui.

15. (4.5) YKasaHHbI OOrOBOP Mexay NMpou3BOAUTENSIMU BKITlOYaeT B cebsi 00s13aTEeNbCTBO CO CTOPOHDI
nocTaBLiMKa HepacgacoBaHHOMO MMM MPOMEXYTOYHOIO NpoAykTa CTaBUTb B M3BECTHOCTb nonydarens(en)
npoaykunm 060 BCEX OTKMOHEHUAX, pesyrnbTaTax, BbIXOAALMX 3a paMku cneumdukaumin, HecoOTBETCTBUAX
TpeboBaHnaM HacTosAwmx [NpaBun, paccnefoBaHWsiX, MPETEH3UsIX WU OPYrUX COObITUSX, KOTOpble LOIMKHO
NpUHMMaTb BO BHUMaHWE YMONIHOMOYEHHOE fMLO, OTBETCTBEHHOE 3a MNOATBEPXOEHUE COOTBETCTBUS CEpum
rOTOBOW NPOAYKLMMN BCEM YCTaHOBMNEHHLIM TpeboBaHUSM.

16. (4.6) Ecnu onsa gokymeHTansHoro odopmMmreHns NoATBEPKAEHNS COOTBETCTBUS M Bblgadn paspeLleHmns
Ha BbINyCK Cepuy NPOAYKLMM UCMOMb3YIOT KOMMbIOTEPU3NPOBAHHYIO CUCTEMY, Heobxoaumo obpatutb ocoboe
BHMMaHWE Ha BbINONTHEHWE TpeboBaHUn, NpeaycMoTpeHHbIX MpunoxexHnem N 11 k HacToswwmm MNpasunam.

17. (4.7) Tpyn HanuuMu NOATBEPXKAEHUS COOTBETCTBMS CepuuM T[OTOBOW NPOAYKUMM, BblIOAHHOMO
YMOSTHOMOYEHHbIM NULOM, He TpebyeTca NOBTOpPEeHWs 3TOW mpouedypbl B CTpaHax, umerowmx ¢ Poccuiickon
depepaumen cornalleHne o B3aMMHOM NpU3HaHWM pe3ynbTaTtoB NogobHON npouenypsbl.

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 193 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 yTBeEpXAeHUM [NpaBu HaaNEXallLeN NPON3BOACTBEHHON M... Aata coxparennsa: 25.10.2018

18. (4.8) BHe 3aBMCMMOCTU OT KOHKPETHbLIX MEPOMPUATAN MO NOATBEPKAEHUIO COOTBETCTBUS U BbIMYCKY
cepui OO0/PKHa CyLlecTBOBaTb Mpouenypa ObICTPOro BhbISIBIEHWS M OT3blBa BCEM NPOAYKUUKM, KOTOpasi MOXeT
npeacTaBnAaATb ONACHOCTb AN noTpebutenen.

V. MPOBEOEHNE I/ICI'IbUAHI/IVI W BbIMYCK CEPUM NMPOOYKUNN,
NPOMN3BEOEHHOW B POCCUMCKOW ®EOEPALINA (5)

19. (5.1) B cny4ae ecnu NpousBoACTBO PACMONOXEHO Ha OOHOW FMLEH3MPOBaHHOW NMPOM3BOACTBEHHON
nrowagke:

Ecnun Bce cTaguv nNpov3BOACTBa M KOHTPOIS OCYLLECTBNAOTCA Ha OAQHON MPOW3BOACTBEHHON MoLaakKe,
BbIMOSTHEHNE OTAENbHbIX MPOBEPOK U KOHTPOSbHbIX Onepauuii MoxeT ObiTb nepedaHo ApyruMm  Nvuam.
YNONHOMOYEHHOe MU0 3TON NPOW3BOACTBEHHOWN MMOLLAAKW, NMOATBEepXAatollee COOTBETCTBME CEPUU FOTOBOM
NPOAYKLMKN, 0BLIMHO HECET NEePCOHanbHY0 OTBETCTBEHHOCTb 3a [JOCTOBEPHOCTbL Pe3yNbTaToB NPOBEPKN B paMKax
YCTAHOBMNEHHOW cucTeMbl kKadecTBa. OHAKO YNOMHOMOYEHHOE NULO MOXET MPUHMMAaTb BO BHUMaHWE Takxe
3aKM0YEeHU O COOTBETCTBUM YCTaHOBMEHHbIM TPeGOBaHWUAM MPOMEXYTOYHBLIX CTafuidi, BblOaHHble OPYrvMU
YNOSTHOMOYEHHBIMU NLAMM Ha 3TO Nrollaake, KoTopble HECYT OTBETCTBEHHOCTb 3a 3TW CTaauu.

20. (5.2) B cnyyae ecnu pasnuyHble cTagun Npov3BOACTBA BbIMOMHAOTCA Ha pasHbiX NPOU3BOACTBEHHbIX
nnowiagkax ogHOro NPon3BoAMTENS:

Ecnm  pasnuyHble cTagMu  MNpPoOM3BOACTBA CEPUM  MPOAYKUMM  OCYLLECTBISIOTCS Ha  pasHbiX
MPOV3BOACTBEHHbIX MMoLaakax B npeaenax oaHou opraHusaumm (HesaBMCUMO OT TOro, pacnpocTpaHAeTcs N Ha
HMX OOHA W Ta e NULIEH3Ns Ha MPOM3BOACTBO NEKAPCTBEHHbLIX CPEeACTB UMM HET), TO YNOMHOMOYEHHOe N1LO
JOIKHO OTBeYaTb 3a KaKaylo CTaamio NpousBoacTea. MNoaTeepxaeHne CoOTBETCTBUS Cepun roTOBOM NPoayKLMK
YCTAHOBMNEHHbLIM TPEOOBaHWUAM AOIMKHO BbIMOMHATLCS YNOMHOMOYEHHbLIM JIMLIOM NPou3BoaNUTENS, KOTopoe Ninbo
HeceT MepcoHarnbHyl0 OTBETCTBEHHOCTb 3a BCE CTaguvM NpoM3BOACTBA, NMOO MNpUHMMAaEeT BO BHMMaHUe
3aKII0YEHMS O MPeaLecTBYIOWMUX CTaausX, CAeNaHHble YNONTHOMOYEHHbIMU NMLAMKU, OTBETCTBEHHLIMM 3@ 3TU
cTaguu.

21. (5.3) B cny4ae ecnu HeKkoTOpble MPOMEXYTOYHbIE CTaaMuM MNPOU3BOACTBA OCYLLECTBNATCA MO
[OroBopy ApYyron opraHusaumnen:

OfHa unu 6onee NPOMEXYTOYHLIX CTaJuWii NPOVM3BOACTBA U KOHTPOMS KayecTBa MOryT BbIMOMHATLCA B
JApYroii opraHusaumm rno JOroBopYy B COOTBETCTBMU C MOMOXEHUAMM, NPesyCMOTPEHHbIMU NyHkTamu 237 - 255
HacToAwwmx [paBun. YNOrMHOMOYEHHOe fMLO 3akasyuMka MOoXeT TMPUHMMAaTh BO BHMMaHWE 3aKiyeHue
YMNOSTHOMOYEHHOTO JMUa WCMOMHWUTENS O COOTBETCTBYIOLLENW CTaguW, HO OHO HeceT OTBETCTBEHHOCTb 3a
obecrneyeHne Toro, Yto aTa paboTa BbIMOMHAETCH B COOTBETCTBMM C YCIOBMSIMM fAoroBopa. [loaTeepxaeHve
COOTBETCTBUSI CEpUW TOTOBOW MNPOAYKUMWU YCTAHOBMEHHbIM TpeGoBaHWSIM [OIKHO GblTb  BbIMNOSHEHO
YNONMHOMOYEHHBIM JMLIOM NPOV3BOAUTENS, OTBETCTBEHHOTIO 3a BbIMYCK CEPUM NPOAYKLIMN.

22. (5.4) B cny4yae ecnn u3 cepun HepacdacoBaHHOW MPOAYKUMM Ha pasHbiX MNPOU3BOLCTBEHHbIX
nrnowagkax Mpou3BOASATCA HECKONbKO CEepui TFOTOBOW MPOAYKUUW, KOTOPblE BbIMYCKAOTCA Ha PbIHOK Ha
OCHOBaHWNN OJHOr0 PErMCTPaLMOHHOIO YAOCTOBEPEHUS:

a) (5.4.1) YnonHomMoyeHHOE nUUO NPOU3BOAMTENS, WMEIOLLEro mUUEH3UI0 Ha NpoU3BOACTBO
NeKapCTBEHHbIX CpeacTB, BbIMyCKalLlee Cepulo  HepacgacoBaHHOW MNPOAYKUUW, MOXET noaTrBepXaatb
COOTBETCTBME BCEX CEPUI rOTOBOW NPOAYKLUUN Nepes nx BbiMyckoM. B aTom cnyyae ynonHomo4eHHoe nmuo nnbo
OepeT Ha cebs nepcoHanbHYy0 OTBETCTBEHHOCTb 3a BCe CTaavu NPOU3BOACTBA, MO0 NPUHMMAaET BO BHUMaHWE
3aKMioYeHnss B OTHOLWIEHUM cTagum acoBKM W (MNM) YNaKoBKW, BblAaHHbIE YMOSTHOMOYEHHbIMU UL AMMA
NNoLaaoK, OCYLLECTBASIOLWNX 3TN CTaanu;

0) (5.4.2) [JonyckaeTca Takke MOATBEPXOEHME COOTBETCTBUSI KakOoW Cepuu rOTOBOW MpoAyKUMM OO
MOMEHTa €€ BbIMycka YMNOMHOMOYEHHbIM JIMLOM MNPOU3BOAUTENS, KOTOPbIA BbIMOMHUM  3aKMIOYUTENBHYIO
onepauuto acoBku W (UnNu) ynakoBku. B aTomM cnyyae ynonHomouyeHHoe nuuo nmbo 6GepeT Ha cebsd
nepcoHanbHylo OTBETCTBEHHOCTb 3a BCE CTaauv NPOU3BOACTBA, MO0 NpMHUMMAaeT BO BHUMaHWE 3aKrioveHue o
KayecTBe cepuM, MorflydeHHOe OT YMOMHOMOYEHHOrO fMua C MecTa Bbilycka cepuu HepacdacoBaHHOW

npoAayKumu;
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B) (5.4.3) Bo Bcex cny4asix opraHusauum npon3BOACTBa rOTOBOM NPOAYKLMM B pasHbIX MECTax Ha pasHbIX
NPOM3BOACTBEHHbIX MMoLWaAkax B pamKax O4HOMo permMcTpaunoHHOro yAoCTOBEPEHUS AOMKHO ObITb onpegeneHo
OOHO NuUO (Kak MpaBuno, YMNONMHOMOYEHHOE NULO MNPOM3BOAUTENS Cepuu HepacdacoBaHHOW MPoAyKUMM),
KOTOPOE HeceT MOSHY OTBETCTBEHHOCTb 3a BbIMYCK BCEX CEpPU FOTOBOM MPOAYKLUUWM, MOMYYEHHbIX U3 OOHOM
cepun HepacdacoBaHHON NpoAyKUUU. TO NULIO AOIMKHO 3HAThb O MoObIX Npobnemax, CBSA3aHHbLIX C KA4EeCTBOM
nobon cepunm TFOTOBOM MPOAyKUMM, W  KOOPOWHWPOBATb OCYLLECTBMEHME BCEX HeobxoauMmbiXx Mep,
npeanpyHMMaeMbIX B CBSI3W C HanMyYnem npobrnemesl B OTHOLLEHMN cepun HepacdacoBaHHOW NPOAYKLMMN.

HecmoTps Ha To, YTO HOMepa cepuit HepacdacoBaHHOM U FOTOBOW MPOAYKUMM Heoba3aTenbHO AOSKHbI
coBnagaTtb, Heo6XxoaMMO AOKYMEHTaNbHO 0hOPMUTL CBA3b MeXAy HoMepamu 9TUX Cepuid, YToGbl MOXHO OblNo
obecneunTb NpocnexveaHue Npu ayamTe.

23. (5.5) B cny4yae ecnu u3 ogHowm cepum HepaccaCoBaHHON MPOAYKUMM B pas3HbIX MECTax Ha pasHbIX
NPOM3BOACTBEHHbIX Nrowaakax ¢acyTcsa 1 (MnnM) ynakoBbIBAlOTCS HECKOMbKO Cepuii roTOBOM MNPOAYKLUW,
KOTOpble BbIMYCKaOTCS HA OCHOBaHMMW pa3HbIX PErMCTPALMOHHbBIX YOOCTOBEPEHUI (YTO MMEET MECTO, Hanpumvep,
Korga TpaHCcHauMoHanbHas KOMMaHWs BNageeT HauMOHanbHbIMWM PEerMcTpauMoHHbIMKM YOOCTOBEPEHUAMU Ha
neKapCTBEHHbIV NMpenapaT B HECKOMNbKNX rocygapCcTBax Ui NpoM3BOAMTENb BOCNPOU3BEOEHHbIX JTEKAPCTBEHHbIX
npenapaToB npuobpeTaeT HepacdacoBaHHLIN NEKAPCTBEHHLIN nNpenapart, dacyeT u (Unu) ynakoBbIBaeT €ro, u
BbINYyCKaeT roTOBbIN NEKAapCTBEHHbIV Npenapar No CBoOeMy COOCTBEHHOMY PErMcTpaLMoOHHOMY YAOCTOBEPEHUIO):

a) (5.5.1) YnonHomo4eHHOe N1LO NPou3BOAUTENS FOTOBOW MPOAYKUMW, NOATBEpXKAalolWee COOTBETCTBME
Cepun TOTOBOW MPOAYKUMWM YCTaHOBIEHHbIM TpeboBaHMsIM, MOXeT NMbo B3ATb Ha cebs nepcoHarnbHY
OTBETCTBEHHOCTb 3a BCe CTaguvM MpPOM3BOACTBA, NMBO OCHOBLIBATLCA Ha 3aKMNOYEHWM, MNOMYYEeHHOM OT
YNOMHOMOYEHHOr0 NiLia NponssoanTens HepacdacoBaHHOW NPOAYKLIMU;

0) (5.5.2) Ilobass npobnema, cBsA3aHHasi C KAa4eCTBOM ft0OON Cepum roTOBOW MNPOAYKLMU, UCTOYHUKOM
KOTOPOM MoOrna sBUTbLCS UWCXOAHAas cepusi HepactacoBaHHOW MNpOAyKUMKM, [oIkHa ObiTb coobuieHa
YNOSTHOMOYEHHOMY MUy, OTBETCTBEHHOMY 3a MOATBEpXAeHMe KadecTBa 93TOW Cepun HepacgacoBaHHOM
npoaykuun. NMocne 3T0ro ykazaHHoe ynofIHOMOYEHHOE NULI0 AOSMKHO NPEANPUHSATL BCe HEOOX0aNMble AeNCTBUS
B OTHOLLIEHMN BCEX CEPUI FOTOBOW NPOAYKLMM, MPOU3BEAEHHBIX U3 AAaHHON cepumn HepacdacoBaHHOM NPOOYKLMN.
Mopsinok oercTBUIA B 3TOM Crnyyae [0MmKeH ObiTb YCTaHOBMNEH B COrMalleHnu.

24. (5.6) B cnyyae ecnu cepuio roToBOM NPOAYKUMK 3aKynaeT M peanuayeT Npou3BoauTeNb, MMEOLLMNA
JIMLUEeH3NI0 Ha nNpoun3BOACTBO JiEKapCTBEHHbIX CpeacCTB B COOTBETCTBUU C COOCTBEHHbIM perncTtpaumoHHbIM
YOOCTOBEPEHNEM (4YTO MMEET MEeCTO, HamnpuMmep, korga NpPou3BOAUTENb, MOCTABMSOLWUA BOCNPOM3BELAEHHbIN
neKkapcTBEHHbIN NpenapaT, SIBMSeTCs NMLOM, Ha UMsi KOTOPOro BblAaHO PermcTpaumoHHOE YAOCTOBEPEHME Ha
NeKapCTBEHHbIN Mnpenapart, Mpou3BOAMMbIA OPYrMM MNPOM3BOAMTENEM), M MEpPBbiA MPOU3BOAUTENb 3aKynaeT
rOTOBYH MPOAYKLMIO, COOTBETCTBME KOTOPOW eLLe He BblNo NOATBEPXKAEHO ee NPOM3BOANTENEM, U BbIMYCKAET ee
Ha OCHOBaHWM COOCTBEHHOM JIMUEeH3n Ha npoun3BoACTBO J1EeKapCTBEHHbIX CpeactB WU cobCcTBEHHOro
PErMcTPaLmMOHHOrO Y40CTOBEPEHNS:

YNONMHOMOYEHHOE NULO NPOW3BOAUTENS, 3aKynalooLlero NpoaykuMio U He UMeKLero AOKYMEHTarbHbIX
pe3ynbTaToB MOATBEPXKAEHUS €e COOTBETCTBUSA, AOIMKHO CaMO MOATBEPAUTb COOTBETCTBME YCTAHOBMEHHbBIM
TpeboBaHNAM 3TON CepuM FOTOBOW MpOAYKUUW nepen ee BbinyckoMm. [lpu 3TOM YNONHOMOYEHHOE NULO
3aKynarwLlero npousBoauTens MNpuUHMMaeT Ha cebs OTBETCTBEHHOCTb 3a BCe CTaaMu NPOU3BOACTBA WM
OCHOBbIBAETCSi  Ha  3aK/iOYeHMM O  KayecTBe  CepuyM  MpoOAyKUMM  YMONIHOMOYEHHOro  nuua
NpOM3BOAMTENS-NOCTaBLLMKA.

25. (5.7) B cny4ae ecnu nabopaTopus KOHTPONSA KayecTBa NekapCTBEHHbIX NpenapaTtoB 1 NPon3BoAnNTElb
ABNAOTCA pa3HbIMU OpraHn3aunamu:

YNONHOMOYEHHOE NULIO, NoATBepXAalllee COOTBETCTBUE CEpPMM FOTOBOW MPOAYKUUW YCTAHOBMEHHBIM
TpeboBaHNsIM, MOXET MNPUHATb Ha cebs OTBETCTBEHHOCTb 3a JlabopaTopHble WCMbITaHWUS, MPOBEAEHHbIE
nogobHon nabopaTopuen, uUnuM yunTbiBaTb MOATBEPXOEHME B OTHOLIEHMM WCMbITAHUR, BblAAHHOE OPYrMM
YNOMHOMOYEHHbIM NUUoM. [Mpy OTCYTCTBMM Takoro nNOATBEPXKAEHMS YNOMHOMOYEHHOE NUUO OOIMKHO 3HaTb
paboTy gaHHow nabopaTopuMn U METOOUKM, NPUMEHSIEMbIE B HEW AN NOLTBEPKAEHWUS COOTBETCTBUS KayecTBa
JaHHOW roTOBOW MPOAYKLMK.
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VI. OBA3SAHHOCTWM YNOJIHOMOYEHHOIO JINLA (6)

26. (6.1) MNepepn ocyliecTBNeHMEM NpoLeaypbl MOATBEPXKOEHNA COOTBETCTBUS CEPUN TOTOBOW MPOAYKLMM
0O MOMeHTa ee BbllyCcKa YyNoJyIHOMOYEeHHOE JTNMLIO OO0JTKHO y6e,D,I/ITbCF|, B YaCTHOCTW, B BbINOJIHEHNU crneayrLwmnx
TpeboBaHuii:

a) (a) cepusa roTOBOW npoaykumMm n npouecc ee nponssoactea COOTBETCTBYHOT MNMOJIOXKEHNAM HOPMAaTUBHbIX
[OOKYMEHTOB;

©) (b) cepust roToBONM MpoAyKUMM MPOU3BEAEHA B COOTBETCTBUMM C TpeboBaHMsMKU HacToswmx lMpasun, a
ONna cepun NpoAyKUMKW, MMMOPTMPYEMOW M3 OpPYrMX CTpaH - B COOTBETCTBMM C MpaBunaMu Hagnexallero
NMPOM3BOACTBA NEKAPCTBEHHbLIX CPeACTB, NO KpamHen mepe, TpeboBaHMA KOTOPbIX HE HUXE, YeM TpeboBaHus
HacToswwmx Npasun;

B) (C) OCHOBHbIE MpoueccCbl npon3eBoacTBa M MeTOoAbl KOHTPOJA BanunaumpoBaHbl, YYTEHbI d)aKTI/I‘-IeCKMe
ycnosusa nponsBoacTea n 40Cbe Ha Ceputo NpoayKUuUnu;

r) (d) nobble OTKNOHEHMS UIK 3anNSTaHUPOBAHHbIE N3MEHEHWST B TEXHOMOMMYECKOM MPOLIECCE UMK KOHTpoOse
kKayectBa Obinn yTBEPXAEHbI NUUAMK, UMEKWUMUM  HeobXOoAMMble  MNOSTHOMOYUSI, COOTBETCTBYIOLLUIA
YMONTHOMOYEHHbLIN  dhefepanbHbIi OpraH MCMOSMHUTENBHOM BNacTM OCBEAOMIIEH O fOObIX M3MEHeHMsIX,
TpebyoLLMX BHECEHUSI UBMEHEHUI B PETMCTPALMOHHOE A0ChEe UMK JIMUEH3MIO Ha NPOU3BOLCTBO JIEKAPCTBEHHbIX
CpeacTB, U MOMyYEHO paspeLleHre YMNOoNMHOMOYEHHOro deaepanbHOro opraHa WCMNOMHMTENbHOW BNactu Ha
BHECEHWE TaKUX U3MEHEHUN;

L) (e) npoBefeHbl Bce HeOGX0AUMbIE NMPOBEPKM U UCTIbITAHWS (B TOM YuCre OOMNOSTHUTENbHBIA 0TGOP Npo6,
WHCMEKTUPOBaHWE, NMPOBEPKW U UCMbITAHWS, BbI3BAHHbIE OTKIIOHEHUSIMI B TEXHOJIOMMYECKOM MPOLLECCE UNW BBUAY
MMaHOBbIX U3MEHEHWIA);

e) (f) pokymeHTauusa no NPon3BoACTBEHHOMY MPOLECCY U KOHTPOMO KayecTBa COCTaBlieHa U yTBepXaeHa
nepcoHanoMm, MMeLLMM HeobxoanMble NONTHOMOYNS;

X) (g) BCe ayauTbl NpoBeAeHbl B COOTBETCTBMM C TPEOOBAHNSIMUN CUCTEMbI OB6ECNeYeHUst KauecTBa;

3) (h) NMPUHATbI BO BHUMaHUE BCe d)aKTOpr, KOTOpble, N0 MHEHUIKO YMNMOJIHOMOYEHHOIo Jnua, ABNATCA
CylwleCTBEeHHbIMU ONA Ka4vecTBa OaHHoMN cepun npoayKumn.

27. YNONMHOMOYEHHOEe fnMUO MOXeT WMeTb [AOMOoNHWUTENbHble 0083aHHOCTM B COOTBETCTBUM C
3akoHogatensctBoM  Poccuiickon ®egepaumn  Mnu - JOMMKHOCTHBIMU - MHCTPYKUMAMK,  YTBEPXKOEHHLIMU
npoussoguTenem.

28. (6.2) YNonHomMo4eHHOe Nnuuo, NoaTBepXXaatoLee COOTBETCTBME NPOMEXYTOUYHOW CTagun Npomn3BoaCcTBa
B COOTBETCTBMM C NyHkTamu 12 - 13 Hactosiwero [punoxeHus, BbINONHAET 00513aHHOCTW, aHanornyHble
0083aHHOCTSAM, yKa3aHHbIM BbiLLe, MO OTHOLLEHWIO K 3TON cTaguu.

29. (6.3) YNOonHOMO4YEHHOE NULIO AOMKHO NOAAEPXKMBATb CBOK KBanvMduKaumio Ha COBPEMEHHOM YPOBHE B
CBETE [OOCTMKEHUN Hay4dHO-TEXHUYECKOro Mporpecca W y4unTbiBaTb W3MEHEHWs] B CUCTEME YMpaBlieHus
KayecTBOM, WMENLIME OTHOLWIEHME K MNPOAYKUMW, COOTBETCTBME KOTOPOW YCTAHOBMEHHLIM TpeboBaHWSAM
noaTBepXxaaeT YNoNMHOMOYEHHOE MnLLO.

30. (6.4) lNpn npuBReYEHUN YyNOMHOMOYEHHOIO NuLa K NOATBEPXKAEHNIO COOTBETCTBUSA CEPUU MPOAYKLUN,
KOTOPYK OH 3HaeT HedoCTaTO4yHO (Hampumep, NpU OCBOEHMM HOBOMO BMAa NPOOYKLUMW UIM NPWU Nepexode Ha
apyroe npegnpusatue), YMNofIHOMOYEHHOE §MUO LOMKHO MONYyYUTb COOTBETCTBYHOLUME 3HAHUS U OMbIT,
HeobxoauMble ANnst BbINOAHEHNS 3TUX 00s13aHHOCTEN.

31. B cooTBeTCTBUM C HOPMATUBHLIMU NPaBOBLIMKW akTaMu Poccunckon defepauum Ha ynonHOMOYEHHOE
nMuo  MOXeT ObiTb  BO3MNOXeHa 00S3aHHOCTb  YBEAOMIATb  YMOSNIHOMOYEHHbI  dpedepanbHbIl - OpraH
NCNOSTHUTENBHOM BNACTU O TAKOM M3MEHEHUU, YTO MOXET noTpeboBaTb MOBTOPHOM aTTecTauuu.

VIl. TEPMWHbI N ONPEQENEHUA (7)
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32. Ina uenen HacToswero MpunoxeHus KpoMe TEPMUHOB U onpefeneHni, NpeaycMoTpeHHbIX rnason
HacTosAwwmx [NpaBun, NCNOMb3yTCA TakkKe CrnefytoLime OCHOBHbIE MOHATUSA:

OLeHKa COoOoTBeTCTBuUA cepumn roTOBOWN npoaykummn - OOKyMeHTalribHoe oq)opmneHme COOTBETCTBUA Cepumn
roToBOW npoaykummn yCtaHoBJ1€HHbIM Tpe6OBaHMﬂM 00 ee BblNyCKa,

noareepxgeHme - noanmncaHHoe cBuMAaeTesnbCTBO TOro, 41O npouecc WM WUCNbiTaHNA BbINOJTHEHbI B
COOTBETCTBUMN C Tpe6OBaHI/IF|MI/I I'Ipanm opraHu3aumm npomsBoacTBa M KOHTPOJIA KadecCTBa J1€KapCTBEHHbIX
cpencrte un TpGGOBaHVIﬂMI/I, YCTaHOBJ1€HHbIMU NPU FOCy,EI,apCTBeHHOVI perncrtpaudumu, cornacosaHHoe B NUCbMEHHOWN
q)opme C YyNONMHOMOYE€HHbIM JTMLOM, OTBEYakLlnMM 3a OLUEeHKY COOTBETCTBUA Cepuin roToBOWN npoaykumMm 0o ee
BbIMNyCKa;

cepwvsi rOTOBOW NPOAYKLUMU - CEPUSI NPOAYKLMM B OKOHYATENbHOWM YrNakoBKe, roTOBast K BbIMyCKy;

cepusi HepacgacoBaHHOW NpPOAYKUMM - Ccepust MPOAYKUMM YCTaHOBMIEHHOro Mpu  perucrpauuu
neKkapcTBEHHOro npenapata pa3mepa, rotoBas K ¢hacoBke, OKOHYaTenbHOW ynakoBke, NMMOO Haxoaswasacs B
WHAMBMAOYaANbHbIX  YMakoBKax W rotoBas Ans  KOMMSIEKTOBaHWS  OKOHYaTesnbHbIX ynakoBok. Cepus
HepacdacoBaHHON MPOAYKUMM MOXET coaepxaTb, HamnpuMmep, >XUOKUA HepacdacoBaHHbIV NPOAYKT, TBepable
nekapcTBeHHble OpMbl (TabneTkM UNn Kancyrnbl) N1 HanomnHeHHbIe amnyrbl;

cornalleHne o B3avMHOM MPU3HAHWK - COrfalleHne O B3avMHOM MPU3HAHWMU MHCMEKUMIA CO CTpaHOW, B
KOTOpPOW Npon3BoasaTCs (M3 KOTOPOW NOCTaBSIOTCS) BBO3NMbIE JIEKapCTBEHHbIE CPeACTBa.

Mpunoxexnne N 17
K NMpaBvnam Hagnexawemn
NPON3BOACTBEHHOW NPAaKTUKM

BbIMYCK MO MAPAMETPAM
1. IPUHLMM (1)

1. (1.1) Bbinyck no napameTpam - 3TO CUCTEMa BbiNycka MPOAYKLUW, rapaHTUMpylowWas, 4YTo NpoayKums
obnagaet TpebyemblM KayecTBOM, HA OCHOBaHUW WHGOPMaLMK, NOMyYEHHOW BO BpPeMS MPOU3BOACTBEHHOIO
npouecca, a Takke Ha OCHOBaHWM COOTBETCTBMA oOnpedeneHHbIM TpeboBaHuaM Hactosawmx [pasun,
OTHOCHALLUMMCS K BbIMYCKY MO napameTpam.

2. (1.2) Bbinyck no napameTpaMm OOMKEH yOOBNETBOPSATb OCHOBHbIM TpeboBaHusM Hactoawmx lMpasun,
BKITHOYAs COOTBETCTBYHOLLME MMPUINOKEHMSA K HUM U U3TTOXKEHHbIE HUXKE TpeboBaHus.

II. BbIMYCK MO NMAPAMETPAM (2)

3. (2.1) MNpoBeneHne BceoOGBLEMIIOLLErO KOMMMEKCa MPOBEPOK M KOHTPOSMSA napameTpoB B npoLecce
Npon3BOACTBa MOXeT obecneuntb Bonee BbICOKYIO rapaHTUIO COOTBETCTBUS rOTOBOW MPOoayKUMK cneuudurkaumm,
4YeM UCMbITaHNS roTOBOW NPOAYKLMM.

4. (2.2) Bbinyck no napametpaMm MOXeT ObiTb paspelleH B OTHOLIEHMM HEKOTOPbIX crneunanbHbIX
napameTpoB B Ka4ecCTBe anbTepHaTUBbLl TPaAULNOHHOMY MCMbITaHWUIO FOTOBOW NpoAyKunn. PaspeluaTtb BbIMyckK Mo
napameTpaMm, OTKa3blBaTb B HEM WM aHHYNMpoBaTb pa3pelleHne Ha BbINyCK MO napamMmeTpamM OOJIKHbI
COBMECTHO [OSDKHOCTHblE nuvLa YNONHOMOYEHHbIX hedepanbHbIX OpPraHoB WCMNOMHUTENBHOM BRacTu, B
KOMMETEHLMIO KOTOPbIX BXOAUT OLIEHKa MPOSyKLMM MpU perncrpauum u npoBegeHne MHCNEKLMn no cobnogeHnto
HacTosAwmx MNpasun.

I1l. BbIMYCK MO MAPAMETPAM AN CTEPUIIBHOW MPOOYKLNM (3)

5. (3.1) NyHkTamun 5 - 21 HacToswero MNpunoXeHus ycTaHoBEHbI TpeboBaHUA K BbINyCKy MO NapameTpam
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roToBON MpoayKuuy 6e3 NpoBefAeHVs! UCTbITAHUS Ha CTEPUNBHOCTb. VCKMoYeHMe UCMbITaHUS Ha CTEPUNBHOCTb
ABNSETCA NPaBOMEPHbIM TOMNBbKO MPU HaNMYMK YCMEWHOro NOoATBEPXKAEHUS TOro, YTO 3apaHee yCTaHOBIEHHble
yCrnoBus Npu Banvaauum npouecca ctepunmusaumm obinm JOCTUMHYTHI.

6. (3.2) UcnbiTaHnsi Ha CTEPUIbHOCTb MO3BONSAT OOHAPYXUTbL TONbKO 3HAYMTESbHbIE HapyLUEHUS B
cucteme obecnevyeHust CTepunbHOCTMU.

7. (3.3) Bbinyck mo napameTpam [onyckaeTcs TOMbKO B TOM Cryyae, ecnv napameTpbl npouecca
cTepunusauum cepum NPOAyKUMU rapaHTUpYIOT, YTO BannaMpoBaHHbIA NPOLECC cTepunu3aumm obecneymnBaeT
CTEPUNBbHOCTb NPOAYKLUNN.

8. (3.4) Bbinyck no napameTpam [onyckaeTcs TONMbKO ANsl NEKApCTBEHHbIX MpenapaToB, noafiexalumx
(PUHAULLIHOW CTepunuaaunmn B NepPBUYHON YNaKOBKe.

9. (3.5) [Ons Bbinycka no napameTpam MOryT OblTb pacCMOTpPeHbl METOAbl CTepunusauum,
npegycmatpuBarllne B COOTBETCTBMM C TpeboBanvamu [ocygapcTBeHHow dhapmakonen Poccumnckon
depepaumm ncnonb3oBaHMe Napa, Cyxoro Xapa u MOHU3MPYIOLLLErO U3NyYeHus.

10. (3.6) Beinyck no napameTpam He NPUMEHSIETCA NPWY NPOM3BOACTBE COBEPLUEHHO HOBbIX NEKapCTBEHHbIX
npenapaTtoB, TaK KaKk YOOBNETBOPUTESNIbHbIE pe3yrnbTaTbl WCMbITAHUA Ha CTEPWUNbHOCTL B TeYeHue
OMnpefeneHHoro nepuoga BpeEMeEHM ABMAIOTCHA YaCTbi0 KpUTEPMEB NPUEMIEMOCTU. B oTaenbHbIX cryvasx gaHHble
UCMbITAHWS Ha CTEPUITbHOCTb, YK€ MMeLWmnecs Ans Apyrux npenapaTtoB, MOXHO CYMTaTb OOCTATOMHbIMW AMS
HOBOro npenapaTa, B KOTOPbI BHECEHO TOSMIbKO HE3HAYUTENbHOE M3MEHEHME C TOYKM 3peHus obecneyeHus
CTEPUNbHOCTH.

11. (3.7) Heob6xooumo NpoBOAWTb aHanm3 PUCKOB CUCTEMbI 0OecnevYeHnss CTEPUNIbHOCTU, HanpaBieHHbIN
Ha OLEHKY pucKa BblMyCka HECTEPUITBHOW NPOAYKLUMK.

12. (3.8) [pegblgywmii onbliT paboTbl MNPOU3BOAMTENS  NIEKAPCTBEHHbLIX MpenapaToB  JOMKEeH
CBMAETeNbCTBOBATb O COOTBETCTBUM €ro Npon3BoACcTBa TpeboBaHMAM HacToAwmx MNpasun.

13. (3.9) [llpu oueHke COOTBETCTBMSA MpoOu3BOACTBA TpeboBaHMAM HacToAwmx [lpaBun  OOMKHbI
YUUTBIBATLCS BbISIBNEHHbIE CIlydan HapyLUEHUS CTEpPUITbHOCTU MPOAYKLUK, a Takke pesyrbTaTbl UCTbITaHWIA Ha
CTEPWUINBbHOCTL  [AHHOIO JIeKapCTBEHHOrO Mpenapata C TOYKM 3peHWst  JIeKapCTBEHHbIX NpenapaTtos,
CTEPUNUN3YEMbIX TAKUM XKE UMK aHanorM4YHbIM CNocoGoM.

14. (3.10) YuyacTok npou3BOACTBa W CTepunusaumn [ormkeH ObiTb obecneveH KBanMUUUPOBAHHLIM
WHXEHEPOM, NMEIOLLMM OnbIT paboTbl N0 ob6ecnevyeHnto CTePUNbLHOCTU, U KBannuLMpoBaHHbLIM MUKPOBMOOroMm.

15. (3.11) PaspaboTka 1 nepBuyHas Banugauus npoaykra AOMKHbl obecneymBatb, YTO Npu cobnogeHun
BCEX COOTBETCTBYIOLLMX YCIOBUIN ByaAeT BbiMyckaTbCa NPOAYKUMSA OAMHAKOBOro KavyecTBa.

16. (3.12) Cuctema KOHTpPONs W3MEHEHWN [OoSbkHa npedycMaTtpuBaTb MX aHanuM3 nepcoHanom,
obecneynBaloLUM CTEPUITbHOCTb.

17. (3.13) HeobxoamMmo opraHu3oBaTb CUCTEMY KOHTPOMS MUKPOOHOW KOHTaMuMHauuym fnekapCTBEHHOro
npenapaTa nepea crepunusaumen.

18. (3.14) [domkHa ObITb MCKIHOYEHA BO3MOXHOCTb MepenyTbiBaHUSA MNPOAYKUUW, MNpOLIedlen u He
npoweglwen crepunm3aumnio, 4To obecneyvBaeTcs nyTem U3NYECKOTO pasdeneHvus npogykumn unm
NCMNOMb30BaHWEM 3MEKTPOHHbBIX CUCTEM, NPOLUeALnX Banugauutio.

19. (3.15) 3anuMcu no crTepunu3aumm HeobOXOOUMO MPOBEPATb Ha COOTBETCTBME TpeboBaHUSAM
cneundurKaumMm C NpuBIIEYEHNEM HE MEHee ABYX HE3aBUCUMbIX CUCTEM KOHTPOMs. TakoW KOHTPOMb MOXET
NPOBOANTLCHA ABYMS COTPYAHMKAMW UM COTPYOHMKOM Y KOMMBIOTEPHOW CUCTEMOW, NMpOLUeALLIEen Banvaauuio.

20. (3.16) [lepen BbIMYCKOM KaOoW cepum NPOAYKUMM Heobxoaumo [OMNOMHUTENBbHO MNOATBEPAUTb
cnepywoulee:

BCE MJ1aHOBbIE paﬁOTbI no TeXHU4YeCKomy OﬁCJ'Iy)KVIBaHI/II-O n TeKyume npoBepKn uUCnosib3yemoro
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cTepunmn3aTtopa BbIMOJIHEHbI;

BCE€ PEeMOHTHbIE pa60T|=| N N3MEeHeHnA cornacoBaHbl C UHXEeHEpPOM U MMKpO6I/IOJ'IOFOM, KOTOpble HEeCyT
OTBETCTBEHHOCTb 3a npoLuecc ctepunn3aunu;

ncnonb3yemble NpMbopbl NPOLLNN KanubpoBKy (NOBEPKY);
CPOK OeVicTBMA Banvaauum ctepunusaropa Ans AaHHOW 3arpy3kyM He UCTEK.

21. (3.17) Ecnu BblgaHo paspelleHue Ha BbiNyCK Cepuy NPOoAyKUMM MO napameTpam, TO peLleHust O
BbIMyCKE WM OTKIMOHEHUU Ccepuu NPOAYKUMM OOSKHbI ObiTb OCHOBaHbl Ha TpeboBaHMAX YTBEpPXKAEHHbIX
WHCTPYKLUUIA B 4acTW BbiMycka Mo napameTpam. [Npu HEBbINOMHEHWM 3TUX TpeboBaHWI BbIMYCK MPOAYKLUM MO
napameTpaM He JOMycKaeTcs AaxKe Npuv YCNOBMU YCMELHOro NPOBEAEHNS UCMbITAHWUSA HAa CTEPUNbHOCTb.

IV. TEPMUHbI 1 OMNMPEOENEHUA
22. Ins uenen HacTosLwero NpunoxeHna NCNonb3yTCS CneayoLmne OCHOBHbIE MOHATUSA:

BbIMYCK MO NapamMeTpaM - CMCTeMa BbiMycka MpoayKUuuW, KoTopasi AaeT rapaHTU TOro, YTO MPOoAyKUMst
nveeT TpebyemMoe KayecTBO, Ha OCHOBe WHGOpPMaLMK, MOSyYEHHOW B Xode MpOoM3BOACTBEHHOINO npouecca U B
COOTBETCTBUW C KOHKPETHbIMW MpasBunamy opraHusauuy npousBOACTBA M KOHTPOMNS KavyecTBa NeKapCTBEeHHbIX
CPeAcTB, CBA3aHHbLIMM C BbIMYCKOM MO NapameTpam;

cuctema obecrneyeHnss CTEPUNbHOCTM - KOMMIEKC Mep Mo obecrneyvyeHuto CTepunbHOCTU npoaykuun. Ons
NeKapCTBEHHbIX MPenapaToB, NOAMEXalmnx (MUHWULLIHOW CTepunmusaummn, 3TOT KOMMIEKC Mep BKIoyaeT B cebs
criegytoulee:

a) (a) pa3paboTky fekapCTBEHHOrO Npenapara;

©) (b) 3HaHME M, NO BO3MOXHOCTU, KOHTPOMb MUKPOBMOMOrMYECKUX XapakTepUCTUK MCXOOHOrO Cbipbs U
TEXHOIMOrMYECKNX BCNIOMOraTerbHbIX CPeACTB (Hanpumep, ra3oB 1 CMa3oyHbIX MaTepuarnos);

B) (C) NpoBefeHMe KOHTPONS KOHTaMUHALUMKU B XOA4E TEXHONOrMYeckoro npoiecca Ans npefoTBpalleHust
nonagaHns MMKPOOPraHW3MOB B MPOAYKLUMIO U MX Pa3MHOXEHMWsl, YTO OObIYHO AOCTUraeTcs NyTem OYUCTKU U
CaHuUTapHoOW 06paboTkM MOBEPXHOCTEW, KOHTAKTUPYIOLLMX C NPOAYKUMEN, NpeaynpexaeHust KoHTamuHaumm u3
BO3Jyxa NOCPEeACTBOM NPOBeAeHNs paboT B YUCTbIX MOMELLEHNSX, NPOBEAEHMEM TEXHOIOrMYECKOro npotecca ¢
OrpaHMYEHNsIMU BO BPEMEHU U1, B COOTBETCTBYIOLLMX ClyYasx, UCNONb30BaHWEM cTaaui cunbTpaumu;

r) (d) npepoTBpalweHMe nepenyTbiBaHWS  MPOW3BOACTBEHHbLIX MOTOKOB  CTEPUNIN3OBaHHOW U
HecTepunnM3oBaHHOW NPOAYKLMY;

4) () NoCTOsSIHHOE AOCTUXKEHWNE KadecTBa NPOaYKLUW;
e) (f) npouecc cTrepunusauuu;

X) (g) cuctemy kavecTBa B LiENIOM, B TOM YuUCIe cucTeMy obecneveHnst CTepUibHOCTU, @ UMEHHO: KOHTPOIb
n3MeHeHu, obyyeHne nepcoHana, HanuuMe YTBEPXKOAEHHbIX MPOU3BOAUTENEM WHCTPYKUWUA, KOHTPOMb Mpu
BbIMyCKe NpoAyKuuK, ninaHoBoe TeXHUYeckoe obcnyxuBaHue, aHanua cboes B paboTe, NnpeaoTepalleHmne ownbok
no BMHE nepcoHana, Banugauuto, KanmbpoBskKy (MOBEPKY).

Mpunoxexne N 18 (19)
k MNpaBunam Hagnexawuen
NPON3BOACTBEHHOWN NPAKTUKN

KOHTPOIbHBLIE N APXMBHbBIE OBPAS3LbI
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I. OBNACTb NMPUMEHEHWA (1)

1. (1.1) Hacrtoswee [MpunoxeHne yctaHaBnuBaet TpeboBaHus K OTOOPY M XPaHEHWIO KOHTPOSbHbIX
06pasLoB NCXOOHOrO Chipbsl, YNAKOBOYHbLIX MaTepmnanos UNn rotoBoW NpoayKkuMmM U apxmBHbIX 0BpasLOoB roToBOW
NPOAYKUUN.

2. (1.2) CneuuanbHble TpeboBaHMS B OTHOLLUEHMU FEKAPCTBEHHLIX MpenaparToB, NpegHa3Ha4YeHHbIX OIS
KNUHUYECKUX ncenenosaHui, ycraHosrneHs! MNpunoxeHnem N 13 k HacTosawmmM NMpasunam.

3. (1.3) Hactoswee [lpunoxeHne Takke pacnpocTpaHAeTcss Ha paboTy C apxvMBHbIMM OOpasuamu
NeKapCTBEHHbIX CPeAcTB, peannsyembiX (MMMOPTUPYEMbIX) HECKONMBbKMMW OpraHvM3auusiMM OMNTOBOW TOProBMU
nekapCTBEHHbIMWU CPEACTBaMM.

1. IPUHLMAM (2)

4. (2.1) Obpasupbl XpaHAT ANs AOCTMKEHNUS ABYX Lenei: Bo-NepBbIX, YTOObI o6ecneuntb Hannyne obpasua
ONs aHanUTUYeCKUX UCcreaoBaHUK, BO-BTOPbIX, YTOObI obecneunTb Hanununme obpasua MOJSTHOCTbI0 FOTOBOM
npoaykuun. C y4eTom AaHHbIX uenen obpasubl MOryT ObiTb NOAENEHbLI HA ABE KaTEropuu:

KOHTPOSbHbIN 0bGpaseL - obpasel, 0TobpaHHbI U3 Cepun UCXOAHOTO Cbipbsi, yNaKOBOYHOIO MaTepuana unm
roTOBOI NPOAYKUUW, KOTOPLIA XpaHUTCS ONS NPOBEAeHUsl aHanM3a B TeYeHWe Cpoka roAHOCTM Cepuv B criyyae
BO3HWKHOBEHMS1 Takol HeobxoaumocTW. Heobxogumo coxpaHsTb o6pasubl, OTOOpaHHble Ha KPUTUYECKMX
MPOMEXYTOYHBbIX CTaguax (Hanpumep, MOCMe KOTOpbIX MpeaycMaTpvBaloTCs MPOBEeAEHUe aHanMTUYeCKMX
nccnedoBaHWn W Bbldava paspelleHuidi Ha BbINyck), M o06pasubl MPOMEXYTOYHBLIX MPOAYKTOB, KOTOPble
MocTaBnsATCA 3a NPeAerbl 30Hbl KOHTPONS NPOU3BOAUTENS, ECMW CTabUNbHOCTL 06Pa3LIOB 3TO AOMYCKaET;

apxvBHbIn obpasel - obpasel B OKOHYaTENlbHOM ynakoBKe, OTOGpaHHbIA U3 Cepun FOTOBOW MPOAYKLMU,
KOTOPbIA XPaHAT B LeNsX NOATBEPXKAEHMS MOEHTUYHOCTU. Hanpumep, B Te4yeHMe cpoka XpaHeHWst cepum MoryT
notpeboBaTbcsl OCMOTP oOOpasua WM YNakoBKM, MapKUPOBKM, WHCTPYKUMM MO MPUMEHEHUIO, MOSyYyeHue
MHOpMaLIMM O HOMEpPEe CepuM U Cpoke FOAHOCTM. B MUCKMIOUUTENBHBIX CryYasix ykasaHHoe TpebGoBaHue MoXeT
6bITb cobntogeHo 6e3 xpaHeHust oybnukaTos 06pasLoB, B YaCTHOCTU, ecniu HebonbLUWE CepUM YNaKoBbLIBAOT At
pa3HbIX PbIHKOB UMW NPU NPON3BOACTBE OYEHb AOPOrUX NeKapCTBEHHbIX NpenapaTos.

5. Bo MHOMMx crny4vasix KOHTPOSbHbIE Y apXMBHble 06pasLbl rOTOBOW MPOAYKLUMN UOEHTUYHbI U SBMSIHOTCS
eavHULaMM NPoaYKUMU B OKOHYATENBHON yNnakoBKe. B Takux criydasx KOHTPOSbHbIE U apXMBHble 06pasubl MOryT
paccMaTpMBaTbCs Kak B3anMo3aMeHsAeMbIe.

6. (2.2) Y npousBoguTens, MMnopTepa unv Ha NpeanpusaTun, rae BblAaeTcsl paspelleHne Ha BbiMyCK Cepum
(kak ykasaHo B nyHkTax 20 - 25 HacTodwero NpunoxeHuns), AOMKHbI XPAHUTLCS KOHTPOSbHbIE U (UMW) apXMBHbIE
obpasubl Kaxgon cepuy roToBOW MPOJYKUWMW, a Yy MPOU3BOAUTENS - KOHTPOSbHble 00pasubl Kaxaon cepumn
WUCXOAHOro Cbipbs (MCKNOYEHUS YyKkasdaHbl B nyHkTe 10 Hactoswero lNpunoxeHus) u (MnvM) NPOMEXYTOYHOM
npoaykumn. Ha kaxagon nNpousBOACTBEHHOW MMoLlazke, OCYLLUECTBASIOWEN YNakoBKY, OOIKHbI XpPaHUTbCH
KOHTPOmbHble 00pasubl KaXaoW Cepuy MNEPBUYHBIX YMAKOBOYHbIX MaTepuanoB M NeyaTHbIX MaTepuasnos.
Honyckaetcs BknoyaTbe neyaTHble maTtepuanbl B COCTaB KOHTPOMbHbBIX M (MNN) apXMBHbIX 0OpasLOB FOTOBOM

NpoAyKUMU.

7. (2.3) KoHTponbHble n (unun) apxvBHble 06pa3ubl XapakTepusyloT CEepuio FOTOBOW MNPOAYKUUN UMK
NCXOOHBIX Cbipbsi U MaTepuanoB, SABMSIOTCS MPUIOXKEHUMEM K [OCbe Ha Cepuio U MOryT ObiTb OLEHEHbI, B
YacTHOCTW, B CrnydYae npeabsBAeHUs MpPeTeH3Un K KadecTBy FEeKapCTBEHHOrO mnpenapaTa, MpOBEPKU
COOTBETCTBMS TpebOoBaHUSAM, YCTaHOBMEHHbIM NPW rOCYAapCTBEHHOW perncrpauun, npoBepKM MapKUpOBKU WU
YMakoBK/ U Npu NpoBepKe YNOSTHOMOYEHHbIM peepanbHbIM OpraHoM UCNOMNHUTENBHOWN BRacTu (MHCNEKUnen).

8. (2.4) Heobxogmmo BecTu 3anucu gns obecnevyeHuns NpocnexnBaemMocTM obpasuoB. 3anvMcu OOMKHbI
ObITb AOCTYMHbI YNOMHOMOYEHHbLIM heaeparnbHbIM opraHaM UCMNONMHUTENbHOW BMacTu.

. ANIMTENTbHOCTb XPAHEHWA (3)

9. (3.1) KoHTponbHble 1 apxuBHble 006pas3Lbl kKaXaom cepun roToBoM NPOAYKLUUN HEOBXOOANMO XpaHUTb, MO
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KpalHel Mepe, B TeYeHMEe Cpoka FOAHOCTU CepuMuM U OZHOro rofa Mocfne MWCTEYEHUss Cpoka TOoOHOCTM.
KoHTponbHbI 0Opa3seL AomKkeH ObiTb ynakoBaH B €ro NepBUYHYIO YakoBKy. B cnydae ecnv nepBuyHasi ynakoBka
ABNSAETCA OYeHb OOMbLUION, KOHTPOSbHbBIM 0bpa3sel MOXeT OblTb ynakoBaH B YMakoBKY, COCTOSILLYIO U3 TOrO e
MaTepuana, 4To U NepBUYHas yrnakoBKa, B KOTOPOWM BbiMyCKaeTCs NekapcTBEHHbIN npenapart. CooTBeTCTBYOWME
yKasaHus B OTHOLUEHUWN UMMOPTUPYEMbIX NIEKAPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOIO NMPUMEHEHMUS KpoMe
NMMYHOBMONOMMYECKNX NEKAaPCTBEHHBLIX NPenapaToB NPMBOAATCA B NyHKTax 5 - 6 Mpunoxenusa N 4 kK HacTosALWMM
MNpasunam.

10. (3.2) OBpasubl UCXOOQHOTrO Cbipbs (KPOME pacTBOPWUTENEN, rasoB MW BOAbI, NpedHasHa4YeHHbIX A5s
TEXHOMOrMYECKNX Lienen) OOIMKHbI XpaHUTLCA B TEYEHWe He MeHee [BYX IeT Mocne BbiMycka feKkapCTBEHHOro
npenapata, ecnu 6Oonee pnuTenbHbIA MNepuog He NpegycMOTpeH COOTBETCTBYIOLWMMU  HOPMATUBHBIMM
npaeBoBbiMn akTamm Poccuiickon Pepepauun. YKasaHHbI nepuod  MOXeT OblTb COKpalleH, ecnv B
cneundurkaumMm ykasaH Gonee KOPOTKUM nepuop CTabUIbHOCTM Chipbsi. YNAKOBOYHbIE MaTepuarbl OOIDKHbI
XPaHUTLCS B TEYEHME CPOKa rOAHOCTU COOTBETCTBYHOLLErOo rOTOBOIO NPOAYKTA.

IV. KOIMYECTBO KOHTPOJIbHbIX N APXNBHbLIX OBEPA3LIOB (4)

11. (4.1) KonnyecTBO KOHTPOMbHBLIX 06pa3LoB AOMKHO ObITb JOCTATOYHbLIM 41151 NPOBEAEHUSA HE MEHEE YEM
OBYKPATHOIO MOJSIHOrO aHanMTUYeCKOro KOHTPOMs Ccepuy MNpPOAYKUUMM B COOTBETCTBUM C TpeboBaHWMsIMM,
YCTaHOBMEHHbIMM MPU rOCy4apPCTBEHHONW pernctpaumun. MNpn HeobXoanMOCTM Ans Kaxgoro Buga aHanumTU4eckoro
KOHTPOMS OOSMKHbI UCNONb30BaTbCA HEBCKPbLITbIE YNAKOBKU. JTloOble UCKIHOYEHMS U3 3TOro TpeboBaHUA OOIMKHbI
ObITb 0BOCHOBaHbI M COrnacoBaHbl C YNOSTHOMOYEHHbBIM doeaeparnibHbIM OPraHoOM UCNONHUTENBHOW BNACTHU.

12. (4.2) Ecnv HopmaTMBHbLIMKU MpaBoBbIMK akTamu Poccuickon denepauum yctaHoBNeHbl TpeboBaHNs B
OTHOLUEHMN KONMWYEeCTBa KOHTPOSIbHbIX 0O0pas3uoB M apxuBHbiXx 00pas3uoB, Takume TpeboBaHMSA OOIMKHbI
cobntoaaTbes.

13. (4.3) KoHTponbHble 06pasubl OOMMKHbI OblTb NPeACcTaBUTENbHLIMW A1 CEPUU UCXOQHOrO ChipbS,
NMPOMEXYTOYHOW WM TOTOBOW MPOOYKUWMW, U3 KOTOPOW OHWM OTOOpaHbl. [And KOHTpons Havmbonee KpUTUYECKMX
3TanoB npouecca (B YaCTHOCTW, Havana Unu KoHua npouecca) MoryT oToMpaTbCsa LOMONHUTESNbHbLIE 00pasLbl.
Ecnun npouecc ynakoBku cepun BedeTcsi B XoAe OBYX M Goree oTAenbHbIX onepauuid no ynakoBke, TO nocne
KaXx4omn u3 aTux onepaumin Heobxoammo oTbrnpaTb He MeHee OgHOro apxmBHoro obpasua. Jliobble ncknoyeHns ns
aToro TpeboBaHWA [OMKHblI ObiTb OOOCHOBaHbI M COrMfacoBaHbl C COOTBETCTBYHLUMM  YMNOSTHOMOYEHHbIM
dheneparnbHbIM OPraHoM UCMOSNTHUTENLHOM BNACTU.

14. (4.4) Heobxogumo obecneuymnTb, 4YTOObI B T€YEHME OAHOro roda Mnocre UCTEYEHUs cpoka rogHOCTM
nocregHen npov3BeOEeHHOW CcepuM MMENUCb B Hanuumm unu OGbinn nNerko [OCTynHbl BCe Heobxoaumble
aHanuTM4yeckne MaTepuanbl M 00OpyLoBaHME C LEenbl NPOBEAEHUS BCEX NPUBEOEHHbLIX B crneumdukaumm
MCMbITaHUNA.

V. YCNOBUA XPAHEHNA (5)

15. (5.1) XpaHeHue KOHTPOMnbHbIX 06pasLOB FOTOBOW MNPOAYKUMW U hapMaueBTUYecKMX cybcTaHumn
OOIDKHO OCYLLECTBNATLCS B COOTBETCTBUM C TpeboBaHWAMM HOPMAaTMBHbLIX MNPaBOBbIX akToB Poccuiickon
degepauum.

16. (5.2) YcnoBus XxpaHeHUs [OMKHbl COOTBETCTBOBaTb TpebOBaHUAM, YCTAHOBMEHHbIM  MpU
rocygapCTBEHHON  perncrtpauum NekapcTBEHHOro cpeactsa  (Hampumep, XpaHeHne Mpu  NOHWKEHHOM
Temneparype, ecnv Tpebyetcs).

VI. COrMALLEHWS (6)

17. (6.1) Ecnu nuuo, Ha ¥Ms KOTOPOro BbiAAHO PErvcTpaLMoOHHOE YOOCTOBEPEHME, HEe SBMSIeTCS
OOHOBPEMEHHO OPUANYECKUM NNLIOM, OTBETCTBEHHBIM 3a BbIMYCK cepun npoaykuumn B Poccuinckon ®egepauun,
006513aHHOCTb MO OTOOPY M XpaHEHWUIO KOHTPOIbHbIX WM apxvMBHbIX 00pa3uoB gormkHa ObiTb onpegeneHa B
cornalieHnmM Mexagy CTOpoHamMmu B COOTBETCTBMM C nyHKTamu 237 - 255 HacTosawmx Mpasun. 3To Takke kacaeTcs
criyyaes, Korga Kakas-nmbo AeaTenbHOCTb MO NPOM3BOACTBY MK BbIMYCKYy Cepyn NpoayKUMU NpoBOAUTCS Ha TON
NMPON3BOACTBEHHOWN MMOLLAAKe, KOTopas He NPUHAANEXUT NPOU3BOAMTENI0, OTBEYAIOLLLEMY 3a CEPUIO NMPOOYKLMN,
obpawatoutytocs B Poccunckon ®egepauun. MNopagok otbopa n xpaHeHUS KOHTPOSMbHbIX U apXMBHbIX 06pasLOoB

KoHcynbTanTlNKoC

www.consultant.ru CrpaHuua 201 u3 203
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpuka3 MuHnpomTopra Poccum ot 14.06.2013 N 916
(pea. ot 18.12.2015) [okyMeHT npegocTaBneH KoHcynbTaHTIAOC

"O6 yTBeEpXAeHUM [NpaBu HaaNEXallLeN NPON3BOACTBEHHON M... Aata coxparennsa: 25.10.2018

ONs KaXOoW nNpou3BOACTBEHHOM MNMOLIafdKW, BOBIMEYEHHOW B MNPOM3BOACTBO, OOMKeH ObiTb onpedeneH B
cornalleHnn mexay NpousBoanTeNsaMn, KOTOPbIM 3TU NPOU3BOACTBEHHbIE NIOLWAAKM NPUHaAnexar.

18. (6.2) YNonHOMOYeHHOEe nUUO, KOTOpOoe BblOaeT paspelleHne Ha BbIMYyCK Cepun feKkapCTBEHHOro
npenapaTa, LOMMKHO 0becneynTb AOCTYMHOCTb BCEX COOTBETCTBYHLUMX KOHTPOIbHbIX M apXMBHbLIX 06pasuoB B
Te4YeHne npuemnemoro BpemeHu. [lpu HeobxoamMmocTu Bce TpebGoBaHUSA B OTHOLUEHUM Takoro AocTyna
yCTaHaBMNMBaKTCS B COrMaLLlEHUN.

19. (6.3) B cnydae ecnu B MpoM3BOACTBE [OTOBOM NPOAYKUMM 3a0eWCTBOBaHbl  HECKONbKO
NPOU3BOACTBEHHbIX NMOLWAA0K, NpuUHagnexawmx pasHbiM MNPOU3BOAUTENSAM, HanNWuue CornaweHun mexay
yKa3aHHbIMW MPOM3BOAUTENSAMMU ABMSETCA KMOYeBbIM yCrnoBuMem cobniogeHus TpeboBaHui no oTbopy U MecTy
XpaHeHWNs1 KOHTPOSbHBIX Y apXMBHbIX 0OPasLoB.

VIl. KOHTPOJIbHbIE OBPA3Lbl. OBLLUME MONOXEHWUA (7)

20. (7.1) KoHTponbHble obpasubl NpegHasHaveHbl AN NPOBEAEHUS aHanm3a U OIMKHbl OblTb nerko
OOCTYMHbl Ans nabopatopun, MMEKLLEN BanMaMpoBaHHble METOAMKU MPOBeAeHWsl Takoro aHanusa. Obpasubl
NCXOOHOIO Chipbsi, MCNOMNb3YyEMOro B MPOU3BOACTBE flekapCTBEHHbIX npenapatoB B Poccuickon depepaumm, um
o6pasubl rOTOBOW MNPOAYKUMW [OOJDKHbI XPaHUTbCS Ha TOW MNPOM3BOACTBEHHOW Mowagke, Ha KOTOPOW
OCYLLIECTBMSIETCA NPON3BOACTBO rOTOBbIX JIEKAPCTBEHHbIX NPENapaToB.

21. (7.2) TMopsigok obpaleHns € KOHTpPONbHbIMM oObpa3uamy roTOBbIX JFIEKAPCTBEHHbLIX CPeacTs,
NpOM3BOAMMbIX B ApPYIMX CTpaHax:

a) (7.2.1) B cnyyae ecnu mexgy Poccuinckon ®egepaument U COOTBETCTBYIOLWMM rOCyAapCTBOM 3aKIHO4EHO
cornalieHne O B3aMMHOM MPU3HAHUW, KOHTPONbHble OOpasubl MOryT OTOMpPaTbCA M XpPaHUTbCA Ha TOW
NPON3BOACTBEHHON NIOLWaaKke, Ha KOTOPOW OCYLLEeCTBNSETCH MpPOM3BOACTBO. OTO AOMKHO ObiTb OdhopmIieHo
cornaweHnem (B COOTBETCTBUM C nNyHkTamum 17 - 19 Hactoswero [lpunoxeHus) mexgy MMNopTepom B
Poccwuiickon degepaumm n nponssoguTeneM, HaxXoA4sLWNMCS 3a ee npeaenamu;

0) (7.2.2) B cnyvyae ecnu Poccunckas ®degepaumsi He UMEET C COOTBETCTBYHLUMM TOCYy4apCTBOM
cornalwieHnsi o B3avMHOM MpPU3HAHWMU, KOHTPOIbHble 0OpasLubl FOTOBOW MPOOYKUMM OOIDKHbI OTOMpaTbeca u
XPaHUTbLCA Ha MPOW3BOACTBEHHOW Nnolwlagke, pacnonoxeHHon B Poccuiickon ®Pepepauun. OT60p 06pasuorB
OOJDKEH BbIMOMHATLCA B COOTBETCTBMM C COrMalleHMEM (COrnalleHusiMn) Mexay BCeMM 3auMHTepecoBaHHbIMU
cTopoHamu. OBpasLbl pekOMeHAYeTCA XPaHUTbL TaMm, rae NPOBOAUIICS KOHTPOSb NPOAYKLUN NpU ee BBO3E;

B) (7.2.3) KOHTPOJIbHbIE 06pa3u,b| MCXOAHOro CbIipbdA U YNAakKOBOYHbLIX MaTepuranoB OOJKHbI XPaHUTLCA TaMm,
roe OHUM NCnosb3oBaJICb OJ1A NPON3BOACTBA NOTOBbIX JIEKAPCTBEHHbLIX NMpenapaToB.

VIll. APXMBHBIE OBPA3LIbl. OBLLNE NONOXEHWA (8)

22. (8.1) ApxuBHble 0Opa3sLbl JOSMKHBI NPEACTaBNSATb CEPUID FOTOBbLIX FIEKAPCTBEHHbIX NpenapaToB B TOM
BMAE, B KOTOPOM OHM peanusytotcs B Poccuiickon depepaumm n MOryT UCNonb30BaThCA ANsl KOHTPOMS C Lenbto
NMOATBEPXKAEHUS COOTBETCTBMSA TPeOOBaHUSIM, YCTaHOBMEHHBIM MPW FOCYLApPCTBEHHOW perncTpauun, U UHbIM
TpeboBaHMsIM, YCTaHOBIIEHHBbIM HOPMAaTUBHbLIMM MNpaBOBbIMKM akTamn Poccuickon Pepepaummn. ApXuBHbIE
o6pasubl pekOMeHAYEeTCA XpaHUTb Ha MNMoLadKke, Ha KOTOPOW HaxoaWUTCHA YMNOSIHOMOYEHHOE NMLO, BblaaBllee
paspeLleHne Ha BbIMyCK NPOaYKLMM.

23. (8.2) B cooTBeTCTBUM C NYHKTOM 22 HacTosiero [NpunoxeHnst B criydyae ecnu nMmeeTcs gencTBytollee
corfnaiieHne o B3anMHOM MPU3HAHWM U KOHTPOSbHblE 0BpasLbl XpaHATCA y NPOU3BOAMTENS, HaxoAsLerocs 3a
npegenamu Poccunckon ®egepaumm (MOANYHKT "a" nyHkTa 21 HacToswero NpunoxeHuns), oTaenbHble apX1BHbIE
06pa3subl 40MKHbI XpaHUTbes B Poccunckon ®egepaumn.

24. (8.3) ApxuBHble 0Opas3subl OOJPKHbI HAXOOAUTLCA Ha NMPOM3BOACTBEHHOW MoLladKe, NpuHaanexallewn
NPOV3BOOUTENIO, NMEIOLLIEMY JIMLEH3NI0 Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, U ObiTb AOCTYMHBIMU ANS
YMNOSTHOMOYEHHOTO befieparnbHOro opraHa UCNONHUTENBHON BNacTU.

25. (8.4) Ecnu B nocnefoBaTensHOCTM "BBO3 - MPOLECC YNAKOBKM - KOHTPOIb - BbIMYCK cepun" yyacTByeT
Honee ogHoro npoussoauTens B npegenax Poccuickon ®egepaummn, ToO OTBETCTBEHHOCTb 3a OTOOP U XpaHeHue
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apXMBHbIX 06pas3LoB AOSKHA ObiTb ONpeaerieHa corfalleHnem (CornalleHnsamMmn) Mexay BCEMM Y4acTBYIOLLMMU
CTOpoHaMMu.

IX. KOHTPOJIbHBIE N APXBHbBIE OBEPA3LbI NMPOLYKLMNN,
MMMNOPTUPYEMOW (PEANTM3YEMOW) HECKOJTbKUMW OPIAHU3ALIMAMUN
ONnTOBOU TOPIrOBJI NEKAPCTBEHHBLIMW CPEACTBAMW (9)

26. (9.1) Ecnu BTOpUYHYIO YNakoBKY NEKapCTBEHHOIO Npenapata He BCKPbIBAKT, TO HEOOX0ANUMO XpPaHUTb
TONBKO UCNOMNb3YEMbIA YNAKOBOYHBIN MaTepuar, NOCKOSbKY PUCK NepenyTbiBaHUS NPOAYKUMM HE3HAUYUTENEH NN
OTCYTCTBYET.

27. (9.2) Ecnn BTOPUYHYIO YMaKOBKY BCKPbIBAOT, HanpuMMep, ANA 3aMeHbl KapTOHHOM MNayvku WUIu
WHCTPYKUUKN MO MPUMEHEHUI0, TO HeobxoouMmo oTbupaTb OAMH apxuBHbIM obpasel Ons Kaxaow onepaumm
npoLiecca ynakoBKW, Tak Kak CyLLECTBYET PUCK NepenyTbiBaHUA NPoayKLMM B npoLuecce ynakoBku. [ormkeH ObiTb
NnpeaycMOTPEeH NopsgoK, NO3BOMSAOLWMIA ObICTPO ONPeAenvTb BUHOBHOMO B NepenyTbiBaHUM (NMPOM3BOAMTEND UMK
opraHu3aums OnTOBOW TOProBfM NEKapCTBEHHBIMU CpeacTBaMM), Tak Kak OT 3TOro 3aBUCUMT OObEM OT3bIBAEMOW

NPOAYKUMMU.

X. KOHTPOJBbHbIE N APXUBHBIE OBPA3LIbI B CITYHAE NIMKBUOALINA
MPON3BOAUTENA (10)

28. (10.1) lMocne nukBupaumu npousBoauTENs W MpekpalleHus (B pesynbTarte aHHYNMPOBaHWUS UMK
NCTEeYeHNs Cpoka AeWCTBMA) NULEH3MN Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPeACTB B NpoAaXe MOXET ocTaTbCH
OonblUOe KONMYECTBO CEpUl MPOU3BEAEHHBbIX 3TVM MPOM3BOOAMUTENEM NEKapCTBEHHbIX MNpenapaTtoB C
HENUCTEKWNM CPOKOM FOAHOCTU. [Ns OCTalLWMXCA Ha pblHKE Ccepui npou3BoauTernb AOMKEH 3akmni4vnTb
AOroBopbl MO nepegade KOHTPOMbHbIX U apXuBHbIX 0BpasuoB (a Takke COOTBETCTBYHOLLEN AOKYMEHTauuu,
Kacatollencs HacToawumx [Npasun) Ha xpaHeHne B NpegHasHavyeHHoe Anst 3Toro Mecto. [1poussoavTens AOMKeH
npeacTaBuUTb B YMNOMHOMOYEHHBIN defeparnbHbii opraH WCMOMHUTENbHOM BNacTu A0Ka3aTenbCTBO TOro, YTO
MPUHATBI JOCTaTOYHbIE Mepbl MO XpaHeHuio, a obpasupbl, ecnm HeobxoammMo, MOryT ObiTb NErkogoCTyMHbI ANS
npoBedeHUs OLIEHKM 1 aHanm3a.

29. (10.2) Ecnu nponsBoauTenb He MOXET NPeanpuUHATL yYKadaHHbIe Mepbl, TO BbINOMHEHNE HEOOXOOUMbIX
OeVCcTBUA MOXET OblTb NepefaHo ApyroMmy npovssoguTento. JIMuo, Ha UMSA KOTOPOro Bbl4aHO PerncTpalmoHHoe
yOOCTOBEPEHUNE, HECET OTBETCTBEHHOCTL 3a TaKyto nepegadvy yHKUMA 1 3a NpeacTaBrneHne Bcen Heobxoammon
MHOPMaLMK YNONHOMOYEHHOMY doeepanbHOMY OpraHy WCNOSIHUTENbHOW BnacTu. JIMuo, Ha MMsa KOTOpOoro
BblJaHO perncTpauMoHHOe YOOCTOBEPEHME, AOMMKHO corflacoBaTb C YNOMHOMOYEHHbIM dhedeparnbHbiM OpraHoM
WCNOSNTHUTENBHOW BNACTU OCTAaTOYHOCTbL MEP MO XPaHEHUIO KOHTPOSbHbIX U apXUBHbLIX 0Opas3LoB.

30. (10.3) 3t TpeboBaHMA pacnpoCTpaHATCA Takke Ha CcryYanm JnuKBugauMm nNpOM3BOACTBA,
Haxopgswerocsa 3a npegenamu Poccuiickon ®egepaunn. B 3ToM criyyae MMmnopTep HeceT OTBETCTBEHHOCTb 3a
obecrnedeHne TOro, YTO yKasaHHble [OOrOBOPbl XPaHEHUS 3aKSYEeHbl U COrMacoBaHUE C YMNOSIHOMOYEHHbIM
denepanbHbiM OpraHoM UCMOSNTHUTENBHOM BNAcTU NPOBEAEHO.
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