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MNpuka3s Moccranaapta PO N 215, MuHcenbxo3a PO N 285 ot
16.11.1993 [JokymeHT npepoctasneH KoHcynbtauTtoc

"O Ha3Ha4YeHnn Bcepoccuinckoro rocyiapCTBEHHOro Hay4Ho-UC. .. Hata coxpanenns: 25.10.2018

KOMUTET POCCUACKOW ®EQEPALIUM NO CTAHOAPTU3ALIUMN,
METPONNOIrMn U CEPTU®UKALINA
N 215

MWHUCTEPCTBO CENbCKOIO XO3NCTBA POCCUACKOWN ®EQEPALIMA
N 285

NPUKA3
ot 16 HosA6pA 1993 ropa

O HA3HAYEHUU BCEPOCCUNCKOIO rOCYAAPCTBEHHOIO HAYYHO -
MCCNEOOBATEJIbCKOIO MHCTUTYTA KOHTPONA, CTAHOAPTU3ALUA
N CEPTUPUKALIMN BETEPUHAPHbIX MPEMAPATOB (BIrHKW)
LUEHTPAJIbHbIM OPTAHOM NO CEPTU®UKALIUA
B uenax cosgaHua HeobxoaumbiX yCrnoBur ucnonHeHums 3akoHoB Poccunckon ®depepaumm "O 3awmte npas
notpebutenen”, "O ceptudukaumnm npoaykumm u ycnyr", "O BeTepuHapuu", a Takke B pas3sutve CornaweHus o
B3aumopgencTteum [occtaHgapta Poccun u [ocygapcTBeHHOW BeTepuHapHoW wuHcnekumm Poccum B obnactm
cepTudmkauum ot 15.02.93 npmkasbiBaem:

1. Bo3noxutb dyHkuun LieHTpanbHOro opraHa no ceptudukaumnm BeTepuHapHbIX npenapaTos Ha Becepoccuinckmi
rocygapCTBEHHbIN  Hay4yHO - UCCrefoBaTeNnbCKUM  WMHCTUTYT  KOHTPOMs, CcTaHgapTusaumum un  ceptudukaumm
BeTepuHapHbIx npenapatos (BIHKN).

2. YTBepauTb 1 BBECTU B genctaue ¢ 15 Hosbpa 1993 r. MNMopsagok cepTudmkaumm BeTepmHapHbIX Npenapartos, a
Takke epedeHb BeTepUHapHbIX NpenapaToB 1 nokasatenen ux 6esonacHoctu (MpunoxeHue k HactToswemy Npukasy).

3. NpepocTtaesute BIHKN npaBo npoBegeHusi paboT no ceptudumkaumm BeTEPMHAPHbIX NpenapaTtoB C Bblaaden
cepTudukator cootBeTcTBusA Cructembl ceptudukaumm FOCT P no 3akpenneHHon HoMeHknaType Ha cpok go 30.06.94.

4. [mMaBHOMY yNpaBfieHuo CTaHgapTM3aumMm U ceptTudukaumm npoaykLmMn NULLEBORN, NErkoM NPOMbILLIEHHOCTU U
CenbCKOX03NCTBEHHOro npoussoacTea occtaHgapta Poccun (MuwunHon M.®.) nogrotoBuTb U 3akniountb ¢ BIHKU
JInueHanoHHbIN gorosop Ha cpok Ao 30.06.94.

5. BFTHKWN (MaHuHy A.H.) obecneunTb akkpeoutauuio B yCTaHOBMEHHOM nopsiake B Cucrteme ceptudmkaumm
FOCT P opraHa no ceptudurkaumm BETEpPMHAPHbLIX NpenapaToB 1 UCnbiTaTenbHOro ueHTpa B cpok ao 30.06.94.

6. KoHTpornb 3a BbINoNIHEHMEM HacToswero Npukasa BO3NOXUTb Ha 3aMecTuTend npegcenatens [occtaHgapTta
Kpyrnosa H.C. 1 Ha Ha4anbHuka [lenaptameHTa BeTepuHapuu Mcxakosa O.3.

Mpencenatens NocctangapTa
Poccuiickon ®eanepauum
C.®.BE3BEPXUN

MWHMCTP cenbcKoro Xxo3ancTea
Poccuickon ®egepauum
B.H.XJIbICTYH

MpunoxeHne

k Mpukasy NoccTtangapta Poccum
1 MuHcenbxo3a Poccum

oT 16 HOsA6pst 1993 1. N 215/285
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YTBEpxKaato

MepBbIi 3amecTuTEND
MNpencenatens NoccTtaHgapTa
Poccuiickon depepanmm
C.N.ABEPWH

16 Hos16psa 1993 ropa

CornacoBaHo:

HavanbHuk MnaBHoro
yNpaBreHns TEXHNYECKON
NMONMUTUKX B obnacTtu
ceptudukaumm NocctaHaapTta
Poccuiickon denepaunn
M.A.YLLAKOB

10 okTs6ps 1993 roga

HayanbHuk MaBHoro

yrnpaBneHus cTaHgapTm3aumm

1 cepTudmKauum NpoayKUmm
NULLLEBOWN, NETKON NPOMbILLITEHHOCTU
N CEIbCKOX03NCTBEHHOIO
npon3BoAcCTBa

M. .MULLNHA

30 ceHTa6psa 1993 roga

MmaBHbIN ["0cyaapCTBEHHbBIN
BEeTEPUHAPHbLIN UHCMEKTOP
Poccuiickon depepanmm
0.3.MICXAKOB

17 ceHTa6psa 1993 roga

HupekTop Bcepoccumnckoro
rocygapCTBEHHOIO HayyHo -
nccnenoBaTenbCKoro MHCTUTYTa
KOHTpONs, CTaHAapTu3auum

n cepTurkaLmmn BeTepuHapHbIx
npenapaToB

A.H.MAHWH

15 ceHTa6psa 1993 roga

Oupektop BHNNC
24 ceHTa6ps 1993 roga

CUCTEMA CEPTUPUKALIMN TOCT P

NnoPAQOK
CEPTU®UKALIMN BETEPUHAPHDBIX NMPEMAPATOB

1. HasHauyeHue n obnactb NnpUMeHeHnsA

HacToawmn [OOKyMEeHT £BMASEeTCA OCHOBOMOMNarawwum AOKYMEHTOM MO  cepTuduvKauunm BeTepUHapHbIX
npenapaToB - cocTaBHon Yactn Cuctembl ceptudumkaumm FOCT P.

[loKyMeHT ycTaHaBnMBaeT MOPAAOK W NpaBuna npoBedeHVs cepTUdUKaUMM BeTepuHapHbIX Npenapartos.
OpraHuzaunoHHas CTpykTypa cepTudmkaumm npueegeHa B Mpunoxenun 1. OanHbiii Mopsgok ABnsieTcs eauHbIM Ans
BCEX Y4aCTHMKOB paboT Mo cepTUdUKaLMN HE3ABUCMMO OT BEAOMCTBEHHON NOAYUHEHHOCTM U POPMbI COGCTBEHHOCTMU.

Mcnonb3yemble MNOHATUSA, TEepMUHbI, COOTBETCTBYOT 3akoHy Poccuickon ®egepaummn "O  3awute npas
notpebutenen”, 3akoHy Poccuickon ®enepaumm "O BeTepuHapumn”, 3akony PP "O cepTtudukaumm npogykumm un ycnyr",
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a Takke Pykosogcteam MCO/M3K 2, 7, 16, 23, 27, 28, 40, NCO 8402 n Esponenckomy ctaHaapty E N 45014,
2. OBume nonoxeHns

2.1. CepTndukaums npoBoguTca B cooTBeTcTBUM C TpeboBaHusmn FOCT, TOCT P, OCT, TY wn gpyrux
OOKYMEHTOB, 00sA3aTenbHbIX Afs B3anMOAEWCTBYIOLMX CTOPOH, B TOM YMUCIEe MEXOYHAapOAHbIX, PErvoHanbHbIX U
HaLUMOHamnbHbIX CTaHAAPTOB APYrnX CTpaH, BBEAEHHbIX B AEWCTBME B YCTAHOBINIEHHOM MOpPsiAKe.

2.2. Ob6GsAsaTenbHas cepTudumKauMsa BeTepuMHapHbIX NpenapaTtoB OCYLUECTBMSIETCS B COOTBETCTBMM C
TpeboBaHWAMK, HanpaBfeHHbIMU Ha obecrneyeHne 6e30NacHOCTU XM3HW, 340POBbA NIOAEN W KMBOTHBIX, OXPaHbl
OKpy>xaroLLen cpegpl, a Takke druonornyeckon adhHEKTMBHOCTU AENCTBMA NpenapaToB Ha XMBOTHbLIX B COOTBETCTBUM C
MX Ha3HayeHWeM, YCTaHOBIIEHHbIX B 3aKOHOAATEeNbHbIX akTax, roCyAapCTBEHHbIX CTaHAapTaxX, HOPMaTUBHbLIX
AokymeHTax Poccunckon ®Pegepaummn, a Tawke HOpMax W npasBunax [0CygapCTBEHHOW BeTEepUHAPHOW WMHCMEKUMM
Poccuu.

2.3. BeTepuHapHble npenapaTbl, nognexaiwme o6s3aTenbHOM cepTUdUKaLmMn KrnaccuduumpoBaHbl Ha rpynmbl
opHopoaHon npoaykumm (Mpunoxexue 2).

Mpy HEOBXOAMMOCTU y4YeTa Npu cepTUdUKaLMN BETepUHapHbIX MpenapatoB MX GUONOrMYecknx ocobeHHoCTel,
cneunduKn X NPOM3BOACTBA, Ha3HauYeHWs UMK UHBIX NPWU3HAKOB, rPYMMbl OAHOPOAHON NPOAYKUMN KNnaccuduumpyoT Ha
noarpynnbl Ui KOHKPETHbIE BeTepUHapHbIe Npenaparbl.

2.4. Tlpn vMnopTe BeTepuHapHbIX npenapaTtoB B Poccuickyto ®epgepaumio MOryT ObiTb YYTEHbl AOKYMEHThI,
BblJaHHblE 3apy0eXHbIMM OpraHnsaumsamm no ceptucmkaumn. Mpu aToM MOryT ObiTb NpoBeAEHbI UCMbITAHWSA B MOMTHOM
obbemMe unNM MO HEKOTOPbIM XapakTepucTVkam AN MNOATBEPXKAEHWS COOTBETCTBMA MNPOAYKUUWM YCTaHOBIEHHbIM
TpeboBaHuAM. Ons MMNOPTMPYEMbIX BETEpWHAapHbIX MpenapaTtoB Tak >Xe, Kak W Ans NpoAyKuuu, Npou3BOAMMON B
Poccuu, BbigaeTcsa ceptudukar FOCT P.

2.5. npOD,yKLI,Mﬂ, nocTtaBndaemMaa Ha 3KCNopT, NOANEXUT CepTI/Id)I/IKaLI,I/IM B TOM Cliy4vae, ecnum 310 npenycMoTpeHo
00orosopom, cornatieHmem, KOHTpakToM Ui NHbIM OKYMEHTOM Ha NOCTaBKYy NpoAYyKUUN.

2.6. Bce paboTbl Mo npoBedeHUo cepTudmKaLmMn BETEPUHAPHBLIX MpenapaToB OniayYnBaloTCs 3asiBUTENEM Ha
[OroBOPHOW OCHOBE, UCXOAst U3 AENCTBYIOLMX HOPMaTUBOB CTOMMOCTM.

3. OcHoBHble NonoXxeHWs Nopsiaka paboT no ceptTudmnkaunm
BETepVHapHbIX NpenapaTos

3.1. OpraHunsauuio, KOOpAMHALUMIO U METOOQNYECKOE PYKOBOACTBO paboTamu no ceptudurkaumm BeTEpUHapHbIX
npenapaToB OCYLUECTBNSAET LEHTpanbHbIA OpraH CuUCTeMbl cepTudmkaumm BeTepuHapHbiX npenapatos (LIOC) -
Bcepoccuinckmin rocyfapcTBEHHbIN HayYHO-UCCNeaoBaTeNbCKUA MHCTUTYT KOHTPOMS, cTaHgapTM3aumm n ceptudukaumnm
BeTepuHapHbix npenapatoB (BMHKW) MmasHoro ynpasneHws BeTepuHapuu MuHUCTEpCTBa CENbCKOro X03AMCTBa
Poccuinckon ®epepaummn. OcHoBHble dyHkumm LLOC ycTtaHaBnvBalTca B COOTBETCTBUM C TpeboBaHusiMm Cuctemsl
ceptudukaumm NOCT P.

3.2. Mpwn LOC co3paetcsa CoseT CucTembl, KOTOPLIA U ABNAETCHA coBellaTernbHbiM opraHoM. B coctaB CoBeTta
BXOAST Ha LOOPOBONBHOM OCHOBE NPEACTaBUTENM OpraHoB Hagsopa (MHCMEeKUMI), UchbiTaTenbHbIX nabopatopuii
(LeHTpOB), Hay4HO-MUCCIEeOOBaTENbCKMX MHCTUTYTOB, TeppuTopuanbHbiX opraHoB [occTaHgapTa Poccun u gpyrmx
3aMHTEePEeCOBaHHbIX OpraHn3aLni.

3.3. NMpun BO3HWKHOBEHMM pa3Hornacum B xode NpoBedeHus cepTudmkaumm BeTepMHapHbIX NpenapaTos, a Takke
no ee pesynbTaTaM paspelleHue CropoB OcyllecTBnseT AnennsumoHHas komuccusi LleHTpanbHOro opraHa no
cepTudmrKaLmm nn B COOTBETCTBUM C MOPSAKOM, YCTaHOBMEHHbIM B Cucteme ceptudmkaumm FOCT P.

3.4. Nopsagok nposegeHus cepTudmkaunm BeTEPUHAPHbIX NpenapaToB BKIOYaeT:

- MpegcTaBneHne 3agButeneM B opraH no ceptudmkaumm (OC) geknapauumn - 3asBKM Ha MNpoBedeHue
cepTuukauumn npogykumm no popme MNpunoxeHus 4;

- paccmoTpeHne OC aeknapauum - 3asaBKU U NPUHATUSA MO HEW peLLeHus:;
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- HanpaBfeHne 3asBUTENIO peLLeHUst Mo Aeknapauum - 3aseke (MpunoxeHune 5);
- NpoBeAeHVe UCMbITaHW NpoayKUWK;

- cepTudmMKaumnio NPou3BOACTBA CEPTUMUUMPYEMON MPOAYKUMM U (Unn) cepTUdUKALMIO CUCTEMBbI KayecTBa
N3roToBUTENS, €CNKN 3TO NPEAYCMOTPEHO NPUHATON CXEMOWN cepTudukaumu;

- aHalnn3 NoJy4YeHHbIX pe3yrnbTaToB U NPUHATUE peLlleHNnd O BO3SMOXHOCTU Bblaayn CepTVI(bI/IKaTa COOTBETCTBUA,

- peructpaunto B [locymapctBeHHomM Peectpe Cuctembl ceptudukaumm FOCT P, Bbigady cepTudmkaTa
COOTBETCTBUS;

- NpU3HaHne 3apy6e>|<Hb|x CepTVI(*)VIKaTOB COOTBETCTBUA,

- OCYLLECTBMEHNE MHCNEKLUMOHHOIO KOHTPONS 3a CTabMNbHOCTLIO CepTUULMPOBAHHbIX NokasaTenen npoayKumm
1 NPaBWUNbHOCTBIO MCNOSMb30BaHNs 3HaKa COOTBETCTBUS;

- MHGOOPMaLMIO O pesynbTaTax cepTuuKkaumnn.

3.5. BeTepuHapHble npenapatbl MOryT ObiTb CEpTUDMUMPOBaHLI MO OAHON U3 cXeM, KBanuguumpoBaHHbix MCO n
NPUHATBLIX 3apybexxHon MexayHapoaHon npakTukon u Cuctemon ceptudmkauum FOCT P, kpome cxembl 8. BoaMoXxHO
Takke NPUMEHEHNE CXembl cepTudmKaumMm No 3asiBMEHUO - OeKnapauun U3roTOBUTENS Ha OCHOBE MOJSIOXUTENbHbIX
pe3ynbTaTtoB NPOBEAEHHbIX UCMBITAHWUIA 1 MPU HANM4Mn y U3roTOBUTENS Haanexallen CUCTeMbl KOHTPONS NPOAYKLUN C
pervctpauuen 3assnexus - geknapauun B LIOC.

3.6. Bbibop cxembl cepTudmKaLmm npu o6sasaTenbHoOW cepTUdmKaLnmM BeTeprHapHbIX NpernapaToB OCyLLecTBNsSeT
OcC.

3.7. OcHoBaHMeM Ons Bblgaun cepTudmnkata COOTBETCTBUS ABNSAOTCHA MOMNOXUTENbHbIE pe3yrnbTaTbl UCMbITAHUIA
BeTnpenapata B akkpeguToBaHHOW nabopatopum W, Npu  HeobXoouMOCTW, [Opyrue [OKYMeHTbl (cepTudmkaTt
COOTBETCTBMSI Ha CUCTEMY KadecTBa, CepTUdUKAT COOTBETCTBMS Ha MNPOM3BOACTBO), NMPedyCMOTPEHHbIE CXemMaMmu
cepTucmnkaummn.

3.8. Tlpouegypa oTbopa npob® ANA uWCMbITAHUA [OSKHA, Kak MpaBuno, COOTBETCTBOBATb TpeboBaHUAM
HOPMAaTUBHOIO AOKYMEHTa Ha MeTOAbl 0TOopa Npob 1 UCNbITaHKS.

Ot06op npob ansa ucnbitTaHun ocywectenseTr OC nnu TeppuTopuanbHein opraH occtaHgapta Poccun. OTt6op
r|p06 O@OpMJ‘IﬂeTCﬂ akKToOM B COOTBETCTBUUN C Tpe6OBaHI/I9|MI/I MeTogn4ecknx AOKYMEHTOB MO rocygapCrtBeHHOMY
Haz3opy.

3.9. Ucnbitanus gns ceptudmkauum nNpoBoasTcs Ha npobax, B KOTOPbIX COCTaB, TEXHOMOMMS M3rOTOBMEHUS U
OpYyrve npusHaku, xapakTepusylowme BWUA NPOAYKUMM, OOMKHbI ObiTb TakMMM e, Kak y MpOoAyKuuW, NOCTaBrsieMon
notpeburento.

3.10. Mpu nonoxuTenbHbIX pesynbtatax ucnbitaHnin, OC ocdopMnseT cepTucukaT COOTBETCTBUS, BbIMOMHSAET €ro
pervctpaumio, BblgaeT 3asdABUTEN0 cepTUdUKaT U MNULEH3NIO HA MapKUMpoBaHWE MNPOOYKUMWM 3HAKOM COOTBETCTBUS.
Peructpaums ceptndukaToB 1 Bblgada JIMLEH3UA OCYLLECTBASAOTCA MO NpaBuiaM, yCcTaHOBMNEHHbIM [OCCcTaHOapToOM
Poccun. Konun BelgaHHbix ceptudmkatos OC HanpasnsieT B [ocyaapcTBeHHbIi PeecTp Cuctembl ceptudmkauum FOCT
P.

3.11. Ha ocHoBaHuu cepTudmkata WU3roToBUTENb MapKMpyeT 3HAKOM COOTBETCTBMSA MOTPEOUTENbCKYD WU
TPaHCNOPTHYK Tapy (YNakoBKy), 3TMKETKW, APMblKM, CONPOBOAMTENbHYIO AOKYMEHTAuMI0 Ha CepTUdMLMPOBaHHbIV
npenapaTt. B conposoauTenbHOM [OOKYMEHTauuuM npuBOAUTCH MHAOPMauUa O nNpoBedeHHOW cepTudukaumm ¢
yKasaHveMm opraHa, BbIMOMHMBLLEro cepTUdUKaLNOHHbIE NCMbITAHUA U BblAaBLUEro cepTudmkar, a Takke pekBM3UTOB
cepTudukata (perMcTpaumoHHbIN HOMep, AaTa Bblaaun).

3.12. Tpn n3meHeHMn TeXHONOrMN NPOM3BOACTBA BETEPMHAPHOrO Npenaparta, npowewero ceptudukaumio no
cxemam 2, 3, 4, 5 nsrotoButens (3aaBuTernb) 06s13aH 3apaHee n3ectuTb 06 aTom OC, KOTOPbLIV NPUHMMAET PeLLEHNE O
NpoBEeLEHNN HOBbIX UCMbITAHWUI NpenapaTta Uy OLEHKN COCTOSIHNS ero NpomM3BoACTBa.
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3.13. B cnyyae oTkasza B Bblgade cepTudumkata cooTtBeTcTBusi, OC HanpaBnseT 3asaBUTENO MUCbMEHHOE
060CHOBaHVE NPUHATOrO peLleHus.

3.14. Cpok OeicTBusl cepTudmKkaTa COOTBETCTBMS, BblQAHHOIO Ha MapTUO NpenapaTa, He AOSKeH MpeBbillaTbh
rapaHTMMHOro cpoka roAHOCTU JaHHOro npenapara.

3.15. CepTudukauma cucteM KayectBa M (MnM) NPOM3BOACTB BETEpPUHAPHLIX MNpenapaTtoB NpoBOAUTCH B
CcOOTBETCTBMM C TpeboBaHusiMM [pokymeHTa "Cucrtema ceptudukauum [OCT P. Komnnekc [OKYMEHTOB MO
cepTudmMKaLmMm CUCTEM Ka4yecTBa M NPOM3BOACTB" M YCTAaHABMMBAKTCSA B COOTBETCTBYHOLUNX AOKYMeEHTax CucTemsl.

3.16. WHCNEKUMOHHBIN KOHTPOMb 3a CTabUNbHOCTBIO MoKasaTenewn, onpegensemblx nNpu  cepTudukaumnm
BeTepuHapHbiX npenapaTtoB ocywectenger OC c npuBneyeHueMm, Kak MpaBuIio, TeppuTopuanbHbIX OpraHoB
lNocctaHpapta Poccun. MHTEHCMBHOCTL KOHTPONSA yCTaHaBNMBAETCS OIS KaXXOOro KOHKPETHOrO M3roTOBUTENS, UCXOAS
M3 yCNoBWW, rapaHTUpylLWMX CTabunbHOCTb KayecTBa W3rOTOBMEHUS CepTUUUMPOBAHHBLIX BeTEPUHapPHbIX
npenaparos.

3.17. MNo pesynbTataM MHCMEKLUMOHHOIO KOHTPONSA B Criydae HapyLleHus TpeboBaHuin HOPMaTUBHbLIX JOKYMEHTOB,
KOHTponupyembix npu ceptudpmkaumm, OC MOXeT MPUOCTaHOBUTL WM aHHynupoBaTb AeNCTBuS cepTudukaTa
COOTBETCTBMSA C OOHOBPEMEHHOM NPUOCTaHOBKOWM UMW aHHYNMpOBaHWEM NpaBa NPMMEHsITb 3HaK COOTBETCTBUS.

MHdopmaumsa o caHkumsax no pesyrbTataM WHCMEKLUMOHHOrO KOHTPOMs OOBOAMTCA OO CBedeHus 3asiBuTens,
notpebutenen BeTepMHapHOro npenaparta n gpyrnx y4acTHUKOB paboT cepTudmnkaumm BeTepmHapHbIX NpenapaTos.

AHHyNMpoBaHMe cepTudukaTa COOTBETCTBUS OEWCTBYET C MOMEHTa MUCKM4YeHus ero u3 [ocyaapCTBEHHOro
Peectpa Cuctembl ceptudukaumm FOCT P.

3.18. ObsaszaTtenbHas CepTMd)I/IKaLIMﬂ BeTEpPMHApPHbIX MpenapaTtoB MO 3adBreHU0 - AeKnapaunn U3rotoBUTENA
OCyLLEeCTBIIAETCA B criegyuwlemM nopdaake:

- 3asBneHue - pgeknapaums (no dopme [punoxeHus 6), NognucaHHoOe pykoBoAMTENnem npeanpuaTus -
M3roToBMTENS NPW HanmuuMu NPOTOKONa MCMbITAHMM BeTnpenapaTa HanpasnseTcs C CONpoBOAUTENbHLIM MMCbMOM B
HOC;

- LLOC paccmaTpuBaeT npefcTaBrieHHble OOKYMEHTbl M Mpy HEOOXOAMMOCTM 3anpalunBaeT AOMNOSNHUTENbHbIE
martepuansl;

- LlOC NPpUHUMaeET pelleHne 0 BO3MOXHOCTU CepTI/ICbMKaLI,VIM no 3adABneHno - geknapauum Ha OCHOBE aHanmaa
npencrtaBrieHHbIX MaTepuanos, a rnpun HeobxoQMMOCTH, Ha OCHOBE HeHOCpeﬂ,CTBeHHOVI NPOBEPKN Ha NpeanpudaTumn;

- UOC npu nonoxutenbHOM peleHun Mo 3asiBNEeHWI0 - dekrnapauvMum U3roToBuTensd BbldaeT cepTtudukar,
peructpupyert ero, nepegaeT konuo 1 nHdopmaumio B MlocctaHgapt Pocecun.

3.19. CepTudmkaumsa no 3asBAeHNIO - AeKrnapaumm M3rotToBMTENs NPOBOAUTCS HA AOrOBOPHbLIX YCIOBUSX MEXOY
3aasutenem n OC.

B norosope A0mkHbI GbITb 3adUKCUPOBaHBI:
npaBo U3roTOBUTENS UCMOMNb30BaTh CEPTUMUKALIMIO MO 3aAABMNEHNIO;

npaBo oC OCYyLUEeCTBIATb WHCMNEKUMOHHbIN KOHTPOJ1b 3a COOTBETCTBMEM MNMPOAYKLNN Tpe6OBaHI/IF|M, YKa3aHHbIM B
3adaBJiIEeHUN - AeKnapauuum,

0643aTenbCTBO M3roTOBUTENS onnadnBaTtb pacxodbl Ha ocyuleCcTBlieHUe MHCNEKUMOHHOIo KOHTPOIA, BKMo4Yas
npoeegeHne HeobXxoaUMbIX UCMbITAHWUIA, B TOM YMCIE B HE3ABUCUMbIX UCMbITATENbHbIX na60paTopM;|x (Ll,eHTan);

06513aTenbCTBO N3rOTOBUTENSA NPEeACTaBnATb 3aBepeEHHbIE UM KOMUK 3asBneHus - geknapauun B OC n ykasbiBaTb
B MacnopTe unM B OOKYMEHTE O KayecTBe CBEAEHWs O ee cepTUdUKauuM, COAepKalume PEeKBU3UTbI 3asiBNEHUs -
Aeknapauuu (Homep, gaty nognucaHus).
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3.20. TllepuogmnyHoCTb U OPMbl MHCAEKUMOHHOIO KOHTPOMA 3a CepTUUUUPOBaHHbIMKM BeTnpenapaTamu

yctaHaBnmeaeTcsa LIOC n nposogarca OC.

3.21. Ha npogykumto, peanuayemyto no 3asiBNEHWIO - AeKnapaLlumn, pacnpocTPaHaTCA NONOXEHNsI O KOHTpOne U
CaHKUMAX, yCTaHOBMNEeHHbIX 3akoHoMm Poccuickon ®egepauun "O 3awmTe npas notpedbutenen”.

3.22. LUOC no pesynbTataM WHCMEKLUMOHHOIO KOHTPOMS BNpase Hapsay C NPUHATUEM Mep, NpedyCMOTPEHHbIX
3akoHoM Poccuiickon dPepepaumm "O 3awmTe npaB notpedbutenen” npekpatutb AEWCTBUE AOroBOpa, yKasaHHOro B M.
3.19, cornacuTtbCs C ero NPoAneHMeM UM yCTaHOBUTb CPOK Nepexoaa oT cepTudukaLmm no 3asiBNEHUIO - Aeknapauum
K apyron popme ceptudmkaumn.

4. N'ndopmaumoHHoe obecneyeHune

4.1. OcHOBOW MH(pOpMaUUNOHHOIO obecneyeHnst cepTudmkaumnm BeTEepUMHAapPHLIX MNpenapaToB sBnsieTcs GaHk
AaHHbIX LLOC.

4.2. LJOC (OC) BegeT y4yeT BblgaHHbIX CepTU(MKATOB COOTBETCTBUA, OpPraHU3yeT OTBETCTBEHHOE XpaHeHue
OOKYMEHTOB M MaTepuarnos, NOATBEPXKAALNX cepTUdNKaLMIO BETEPUHAPHbIX NpenapaTos.

4.3. LIOC npepcTaBnsieT no 3anpocy 3asiBuUTenst MHopMaumio 0 AeNCTBYHOWMX aKKPeAMTOBaHHbLIX OpraHax rno
cepTMduKaumm, ncnblTaTenbHbIX TabopaTopuii (LEHTPOB).

Mpunoxexune 1
k Mopsaaky cepTudmkaumnm
BETEepMHapHbIX NpenapaTos

OPIrAHM3ALUMOHHAA CTPYKTYPA CEPTUDGUKALINA
BETEPUHAPHbIX NMPEMAPATOB

HaLU/IOHaJ'IbeHZ OpTraH CHUCTEMEL
T'occranmapr Poccuum

leHTpaJbHEM opraH CucTeMsl
BcepoccuiiCkmMii I'OCyInapCTBEeHHBI
Hay4YHO-MCCJIeAOBaTENbCKUA UHCTUTYT
KOHTPOJIA, CTaHOapTM3auuy U cepTudMKaumm
' BeTEPUHAPHEX NOpenapaTok (BI'HKIU)

AnenngauMoHHas
KOMMCCUSA

Coser CucTeMsl

lOpFaHMBauMM - IpeICTaBUTeNM KOTOPHX ydacTByT B Cucreme l Opraxel no ceprubmraumm <*>
TeppuTOpMallbHEE T'ockoMcaH— HeHTpPE Ipyrue HeHTpaibHasn Cubupckasn
OpTaHH SNMAHAA30P TockomcaH— 3aMHTepeco— 30HaJIbHaA 30HaJIbHad
T'occranmapra snmpHaz3sopa BaHHbIE Hay4YHO-KOHTPOJIbHAaA Hay4YHO-KOHTPOJIbHAaA
opraHM3aluumn nabopaTopus nabopaTopus
JicnelTaTesibHEle JlabopaTopuy (LeHTPB) <*>
JICTIBIT A TEJIb HEL BHUN Bcepoccuickuit BHUN Bcepoccuitckmit HIIO
HenTp BITHKU BEeTEPUHAPHOMI MHCTUTYT BalMTh Hayd4dHO - "Berdapm"
<EH> BUPYCOJIOTUM U SKCIePrMeHTaslb HOM KB O THEIX MCCefoBaTesbCKUMA
MMUKPOOMOIOTUM BeTepMHapum BeTepMHaPHLI
MHCTUTYT
OTULEeBOOCTBa
I 1
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l M3roToBUTENN BETEPMHAPHEIX IpernapaTos '

<*> CeTb OpraHoB Mo cepTUcMKauMM U uUcnbiTaTenbHbIX NabopaTopuii (LEHTPOB) MOXET PacLUMPSTLCS Npu
pa3Butum Cuctembl.

<**> B cooTtBeTcTBUU C [punnoxeHnem 3.

MpunoxeHwne 2
Kk Mopsagky cepTudumkalmm
BETEPUHAPHbIX NpenapaTos

MEPEYEHb
BETEPUHAPHbIX MPETMNAPATOB, MOAJTEXALLMX
OBA3ATENIbHOWN CEPTUDUKALINA

N [Hammenosa-| Kon XapakTe-— OboszHaueHre HT]I, 1O KOTOPOMY
n/n HUe 1o PUCTUKU IPOBOOUTCHA cepTudmranmsa <*>
NPOnyKLMUN OKII (nmoxasa-
TeJm)
NponyK-— Ha nponyxkuumo, Ha mMeTonwer
ummn, Toe MCHOBITAHUM IJI9
noOoTBEpP— YCTaHOBJIEHEI onpeneJjyieHusa
KIlaeMble XapaKTEPUCTUKY, | XapaKTEePUCTUK
pu IonTBEepPXIaeMble <H K>
obaza- npu
TEJIbHOM cepTudmraummn
cepTrdm- <K
Kaumm
1 2 3 4 5 6

[lpenapaTe OMOJIOTMYECKME BETEPUHAPHHE

1. |BaxkumHH 938400 |Besomnac-|T'OCT 15990-70 T'OCT 15990-70
HOCTh, T'OCT 15991-86 T'OCT 15991-86
Besepen- |T'OCT 17080-71 TOCT 17080-71
HOCTb, TOCT 18589-73 T'OCT 18589-73
crneundbwn—- | TTOCT 23050-78 T'OCT 23050-78
yeckas T'OCT 27147-86 T'OCT 27147-86
sbbexTr- [T'OCT 28086-89 T'OCT 28086-89
BHOCTB T'OCT 28087-89 T'OCT 28087-89
u BCe T'OCT 28333-89 T'OCT 28333-89
npyrue T'OCT 28417-89 T'OCT 28417-89

nokaszsa- |[TY 46-21-795-81 |T'OCT 28083-89
TeNu B TY 46-20-486-78 |T'OCT 28085-89
coorBeT-|TY 46-20-918-80 (TY 46-21-795-81

CTBUM C TY 46-20-486-78
TpeboBa-— TY 46-20-918-80
Huamy HID
Ha Ipo-
OYKLMO
2. |BakTepuo- |938200|To xe TOCT 16445-78 T'OCT 16445-78

barm, 938600 TOCT 17404-81 TOCT 17404-81

TJIODYJIMHEL, T'OCT 23275-78 T'OCT 23275-78

CBIBOPOTKM TY 46-21-113-80 |I'OCT 28083-89
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TY 46-21-168-75 |T'OCT 28085-89
TY 46-21-109-75 |TY 46-21-113-80
TY 46-21-61-74 TY 46-21-168-75
TY 46-21-181-75 [TY 46-21-109-75
TY 46-21-115-75 [TY 46-21-61-74
TY 46-21-69-74 TY 46-21-181-75
TY 46-12-45-85 TY 46-21-115-74
TY 46-21-69-74
TY 46-12-45-85
[IpenapaTe [938800|To xe TOCT 13909-72 T'OCT 13909-72
IMaTrHOCTU— T'OCT 13910-81 T'OCT 13910-81
yeckue u T'OCT 14109-82 T'OCT 14109-82
cpensl T'OCT 14746-69 T'OCT 14746-69
nUTaTesb-— TOCT 17637-72 T'OCT 17637-72
HEIE TOCT 24163-80 TOCT 24163-80
TOCT 16446-78 TOCT 16446-78
TOCT 16739-88 TOCT 16739-88
TOCT 17405-81 T'OCT 17405-81
TOCT 18254-72 TOCT 18254-72
TOCT 23881-79 T'OCT 23881-79
TOCT 24163-80 TOCT 24163-80
TOCT 25134-82 TOCT 25134-82
TOCT 27145-86 TOCT 27145-86
TOCT 27146-86 TOCT 27146-86
TOCT 20729-75 TOCT 20729-75
TOCT 20730-75 TOCT 20730-75
TOCT 29112-91 T'OCT 29112-91
TY 10-07-360-87 |T'OCT 28083-89
TY 10-07-111-89 |I'OCT 28085-89
TY-46-12-1553-85(TY 10-07-36-87
TY 10-07-11-89
TY-46-12-1553-85
[lpenapaTH ¥ CpenCcTBa XVMMUKO-TEepaleBTUYEeCKUe
CpencrBa, |[928100|To xe T'OCT 9393-82 T'OCT 9393-82
BIIMSIME 929100 T'OCT 18663-78 T'OCT 10626-76
Ha 932500 TOCT 20083-74 T'OCT 18663-78
IpPOLIeCCH 935000 TOCT 23635-90 T'OCT 20083-74
oBmeHa, 936500 TOCT 26498-85 TOCT 23635-90
HEPBHYII 932100 T'OCT 27786-88 TOCT 26498-85
cucTeMmy 932200 TOCT 28179-89 T'OCT 27786-88
TOCT 10626-76 TOCT 28179-89
TY 64-5-127-75 T'OCT 28083-89
TY 64-6-330-85 T'OCT 28085-89
TY 50-70-74 TOCT 12430-66
TOCT 20264.0-74
T'OCT 20264.1-89
TOCT 20264.2-88
T'OCT 20264.3-81
TOCT 20264.4-89
TY 64-5-127-175
TY 64-6-330-85
TY 50-70-74
[IpenapatTe, [ 932400 | To xe TOCT 23681-79 TOCT 23681-79
IeCTBYIO— T'OCT 23745-79 T'OCT 23745-79
mye Ha TOCT 24168-80 TOCT 24169-80
cepIedyHo - TOCT 26029-83 T'OCT 26029-83
COCYOUCTYIO T'OCT 26030-83 T'OCT 26030-83
cucTeMy, T'OCT 27267-87 TOCT 27267-87
MOUEIOoJIO— T'OCT 28424-90 T'OCT 28424-90
By CHUCTe- TOCT 21825-76 T'OCT 28085-89
My, OPT'aHH TY 46-12-129-75 |T'OCT 21825-76
IbIXaHUSA, TY 46-12-129-75
OpPTaHH
KoHcynbTaHTINOC
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numeBape-—
HMA
3. |CpencrBa 929100 To xe T'OCT 22636-77 TOCT 22636-77
AHTUMUK — 931500 OCT 64-024-86 OCT 64-024-86
pOOHEIE, 933400 TY 10.07.096-89 |TY 10.07.096-89
IPOTUBO— 933700 TY 64-3-236-87 TY 64-3-236-87
rpubxosele, | 934000 TY 59.04.070.76-|TY 59.04.070.76-
IPOTUBO— 934700 84 84
BUPYCHEE, 934800
aHTmokcu— (936400
IaHTH, 933600
auTunapa- 936400
suTapHele, |[939200
ne3uHbexk-
LMOHHEIE,
Moume

<*> HacTosawwuii MNMepeyeHb MOXeT OblTb YTOYHEH W JOMOSHEH MO Mepe pa3BUTUS paboT Mo cepTuduKaLmi.

<> A Takke Apyrve OeyCTBYHOLLME HOPMAaTUBHblE AOKYMEHTbl Ha AaHHYIO rpynny npenapaTtoB U MeTodbl WX
UcnbITaHWNA.

MNpunoxeHne 3
k Mopsagky cepTudgumkaLmm
BETEPMHAPHbIX NpenapaTos

NMEPEYEHb
OPIrAHOB NO CEPTUOUKALINI U UCTIBITATENBHBIX
JIABOPATOPUW (LLEHTPOB)

[Io cocrosHmMo Ha 1993 . [lepcrnexTrBa pPas3BUTHUS
OpraHel IO cepTudMKaLUM
VicnelTaTesb HEle OpTaHEl II0
JnabopaTopun cepTudmKaLUM
(LLeHTPEH)
1 2 3
1. Bcepoccumckmun 1. Bcepoccumckmun 1. IeHTpaJbHasa
TOCyIapCTBEHHBI HAy4HO -— 30HaJIbHA A
Hay4HO - MCCJIe[OBaTEJb CKUMA HAy4HO -
MCCJIe OBAaTEJb CKUMA MHCTUTYT KOHTPOJIbHASA
MHCTUTYT KOHTPOJIS, BEeTEPMHAPHOM JnabopaTopusa
CTaHOapTU3aUUM U BYPYCOJIOTUM U 2. Cubupckas
cepTudnraumm MMUKPOOMOJIOT N 30HaJIbHasA
BETEPUHAPHEIX Hay4HO -
npenapaToB (BI'HKU) 2. Bcepoccurickum KOHTPOJIbHAaA
C MCHHTaTeJbHEM MHCTUTYT nabopaTopus
LIEHTPOM BKCIIEPUMEHTAJIbHOM
BeTepUHaPUN
3. Bcepoccumckumn
HAy4HO -—
MCCcIenoBaTeslbCKUMA
MHCTUTYT
3AMMTE
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XVIBOTHBIX

4. BcepoCCUMCKUM
Hay4HO -
MCCcienoBaTeslbCKUMA
BeTEepPMHAPHBI
VHCTUTYT
NTUIIEBOICTBA

5. Hayuno -
IPOM3BOICTBEHHOE
BHeIpeHUYeCcKoe
npennpusaTue
"Berdapm"

®OPMA JEKJIAPALVN - 3AABKU
HA TIPOBEJEHVE CEPTUOVKALVM MNPOOYKLUN

BI'HKU

(HaMMeHOBaHMe opraHa o cepTudmrKaumm)

123022, r©. MockBa, 3BEeHMTOPOICKOE ., 5

(anpec)

IDEKJIAPAIIVIA - 3AABKA
HA TIPOBEJEHVE CEPTUOVKALVM NPOOYKLUN
B CUCTEME CEPTUOMKALVNM T'OCT P

1.
(HaMMeHOBAaHMVE NPEennpuUATrsS - MITOTOBUTEJS, [IOCTaBUMKa (manee -
B JMLe

3asaBUTeNIb) anpec, kox o OKII)
3asaBJIS€T, YTO

(®.1.0. pyKOBOOUTENS)

(HamMeHOBaHMe BUIOa nponykumm. Konm no OKII)

BrIyCcKaeTCcsda CepUMHO MM NapTMsd (Kaxnoe uaIesre) OPpY eIOUMHUYUHOM
, BHIIyCKaemas IO
(mpomuseoncTee) (HaMMeHOBaHME ¥ PEKBUSUTH
COOTBETCTBYeT TpebOBaHMAM

OOKyMeHTauum m3rorosurens (TY, cTaHmapT)
M MOPOCUT NPOBECTHU

(HamMmeHOBaHMe ¥ N CTaHIAPTOB)
cepTudMKaALUO HAHHOM NPpOnyKUMUM Ha COOTBETCTBUE TpeOOBaHUAM
YKasz3aHHEIX CTAaHOAPTOB IO CXeMe

(HoMep cxeMHl cepTudMkaumm, B Ciydae

cxeMel 5 ykasbHBaeTCsS BMUI NPOBEPKM NPOMU3BOINCTEA)
2. lcnelTaHMS B LeJigxX CepTuMKalLMM Ipouly NPOBECTM (IIPOBENEHEl) B

(HaMMeHOBaHMEe aKKPeIMTOBAHHOM MCHHTATEeJIbHOM JlabopaTopuy, ampec)
3. BagBuTesb o00aAByeTCH:
BHIIIOJIHATEL BCE YCJIOBMS CepTudMxauum;
oBecrneuyBaTh CTabUILHOCTH cepTudMLUMPOBaHHLIX XapaKTepuCTUK
ONPOOyKLUMM, MapKMPOBAHHOM BHaKOM COOTBETCTBUA;

MNpunoxeHwne 4

k Mopsagky cepTudukalmm
BETEpUHapHbIX NpenapaToB
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OIJIaTUTBh BCE€ pacXodrel IIO IIPOBEIOEHMIO CepTM@MKaHMM.
4. JOomoJIHUTEeJIbHEIE CBEeIEeHUS

PyKOBOﬂMTeﬂb npennpmAaTmna JIuHasa [NOONMUCH PaCmM@pOBKa
nogrnmcum
T'naBHBM OyxTrajTep JImuHnasa nonnmce PacumdporBka
rnogrnmcum
I[leuaThb DaTa
Mpunoxexue 5
Kk Mopsagky cepTudumkalmm
BETEPUHaPHbIX NpenapaTos
BI'HKI

123022, T. MockBa, 3BEHMIOPOICKOE
mocce, 5

PEINIEHUE
IO IOEKJIAPALVNM - 3ASBKE HA TIPOBEIEHVE CEPTUOUMKALUN
N or " " 199 1.

PaCCMOTpeB OeKrJjlapaluuio — 3aABKY

(HaMMeHOBaHMe npennpmAaTmAa —

M3TOTOBUTEJII)
IIOCTAaBIMKA
Ha cepTudMralmio ,
(HaMMeHOBaHMe Oponykumy, koxn OKII)
coobumaeM:

1. Ceprtudukaumsa OyOeT NpOBeIeHa IO CxXeMe

(HOMEpP CxXeM:Bl

cepTudMKalMm)
2. VcnelTaHusa OJisg cepTuomralumm CJemyeT IPOBEeCTM B
(HaMMeHOBaHUeE

AKKPEeIMTOBAHHOM MCIEITATeJIbHOM JlabopaTopuu, anpec)

3. Cepruduxaumsa OyneT HNpoBeleHa Ha COOTBETCTBMEe TpebOoBaHUAM

(HamMeHOBaHME ¥ ODO3HAUEHME HOPMAaTUBHBEIX OOKYMEHTOB)
4. IllpoBepka MNPOM3BOINCTBa OyIeT NpobBeleHa

(HaMMeHOBaHME aKKPeIMTOBAHHOM OpTraHM3aluy,

anpec, BUI IIPOBEPKMU)
5. VIHCHOEeKUMOHHEBIM KOHTPOJIb OyIeT OCyWEeCTBJIATH

(HaMMeHOBaHUE
IyTeM MUCIBTaHUM o0pasLoB,

opraHmszauuM, aznpec)

B34THIX B TOPIOBJEe U (MIM) Yy MI3TOTOBUTENL, U (MjIM) y opraHuMs3auuu,
OCYWEeCTBIIANIEN peanr3almin NPOOYKUMM C IePUOINUHOCTHIO

6. PabBoOTH NPOBOOATCS Ha OCHOBE

(XO3AMICTBEHHBIM IOOT'OBOP,

Tapud, IOpyIrue BapMaHTH OIJIATH)

KoHcynbTaHTINOC

www.consultant.ru CrpaHuua
HaeXHas npaBoBas noaaepXxkKa
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MNpuka3s Moccranaapta PO N 215, MuHcenbxo3a PO N 285 ot

16.11.1993 [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

"O Ha3Ha4eHUM Bcepoccuinckoro rocyaapCTBEHHOTO Hay4HO-WC. ..

[ata coxpaHeHus: 25.10.2018

PyKoBOIOMTEJIE OpT'aHa [0 cepTuomrauum <*>

(MuyHas TOonNUcCh) (pacumppoBKa
MIOOININVCH)
" " 199 1.

<*> T[lo nopyyeHuWlo opraHa Mo cepTUdUKaALMUM peLleHne noanucbiBaeT
obecneunBatoLlel NnposeaeHne cepTudmKaumu.

SAABJIEHVE - OEKJIAPAINVA
O BE3OIIACHOCTI TOBAPOB (PAEOT, VYCJVYT)

(HaMMeHOBaHMe npennpmAaTrga, opraHuM3aluy, YQPeXﬂeHMH)

(ampec)
B JIMLe
(pykoBOOUTEJIS — INOJDKHOCTL, GaMmimsa, umMs, OTUECTBO)
3a4dBJIideT I10I CBOIO NCKJIIOUNTEJIbHYIO OTBETCTBEHHOCTbL, qTOo TOBap

(pabora, yciayra)
(HamMeHOBaHMe ¥ OOO3HaueHMe ToBapa (pab®oTH, YCIyI'M)

1 HOKYMEHTa, [0 KOTOPOMY OH BHIIyCKaeTCs (MCIOJIHAETCSH)
COOTBETCTBYET BCeM TpeOoBaHMAM, oOecleuMBallMM Oe30MNaCHOCTb XM3HU,
300POBbSA [NOTPeOUTEJIENM UM XMBOTHBIX M OXPaHY OKpyXaollel CpegH,
npenoTBpalleHre NPUYMHEHN S Bpela VIMyLIECTBY norpeburenei,
YCTaHOBJIEHHEIM NJII OAHHOTO TobBapa (paboTe, yCJIyTM) B OEMUCTBYOIMX Ha
MOMEHT 3asgBJIEHU:A

(HauMeHOBaHMe U OOO3HAa4YEeHMe CTaHOapTa WUIu
3aKOHOIATEJILHOTO aKTa)

Hacrodmee szaaeiieHue - IeKjlapalunrda KOHTPOJIMPpYyeTCH

IO HOTOBOPY OT , BAaKJIOUEeHHOMY CPOKOM IO
(DaTa 3akJIUeHUS IOoT'oBOpa)

(DaTa npekxpalleHusa IeMCTBMS LOTOBOPA)

pyKOBOOUTENb OpraHusaumm,

[NpunoxeHne 6
k Mopsagky cepTudgumkaLmm
BETEPMHAPHbIX NpenapaTos

JImuHasg NOonOnmucChb PacumppoBka NOOINCK
OaTa
I[TleuaTsb

KOHCYH bTaHTINioC www.consultant.ru
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