EBPA3UIVCKNI DKOHOMWYECKUI COIO3
JAETIAPTAMEHT BETEPUHAPHOT'O U ITPOIOBOJIbCTBEHHOT'O HAJI30PA
'MUHUCTEPCTBA CEJIbCKOT'O XO3UCTBA U IIPOI[OBOJIBCTBI/IH
PECITYBJIUKU BEJIAPYCh

CEPTH®UKAT
COOTBETCTBHSI [IPOM3BOJACTBA BETEPHHAPHBIX JJEKAPCTBEHHBIX
CPEJICTB TPEBOBAHUSIM ITPABII
HAJUTEXKAINEN IPOM3BOACTBEHHOI MPAKTHKH
EBPA3HICKOIO SKOHOMMYECKOT'O COI03A
Ne GMP/EAEU/BY/00011-2024

Beiman  JlemapraMeHTOM — BETEPHHAPHOTO ¥ NPOJOBOJNECTBEHHOIO  HAm30pa
MuHucTepcTBa CeILCKOTo X035HCTBa M IIPOOBONIBCTBUA PecyOnuku benapych

ITpon3BOACTBEHHOMY YHUTApPHOMY IIPeINpUATHIO «MoOTMiIeBCKuii 3aBOJl BETepUHAPHBIX
MIPETIapaTOB) -

IITxnoBCKOE MIOCCE, 23, 212016,7 r. Moruines, PecrIyGJIHKa benapychb

IIxnoBckoe mocce, 23, 212016, L. MornngB, Pecrry6nm<a benapycs.

| HA OCHOBAaHHUU BpeMeHHOI"O IMOJIOXKEHUA O TIIOpANKEe H '}’CIIOBI/ISIX MIPpOBEACHUA

¢apMaLeBTHYECKUX WHCIEKIUH MPON3BOACTBA BETEPHHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB
Ha COOTBETICTBHE TpeOOBaHWSIM MpAaBII Hamiexamed HTPOU3BOJCTBEHHONW IPaKTHKU
EBpasuiickoro 5KOHOMHYECKOTO COI03a, YTBEp)KASHHOro IpHKasoM JlemapraMeHTa
BETEPMHAPHOTO ¥ IIPOAOBOJIECTBEHHOrO Haz3opa MUHHACTEPCTBA CENBCKOro X03AHCTBa U
npoxosonscTBrs Pecny6muxu bemapyce Ne 53 ot 23.11.2021, u moxrsepxnaer, 4To
JAHHBI  TPOU3BOIWMTENH COOTBETCTByeT TpeOopamumsaMm IlpaBun — Hajuexamei
HPOU3BOICTBEHHON NpaKkTHKH EBpasuiickoro SKOHOMHYECKOIO COM03a.

Cpok feiictus HacTosmiero ceprudukara no 04.03.2025.

Ceprudukar sBusiercs JNeHCTBUTENBHEIM B CilIydae MPEACTABICHHS BCEX €ro
3aIIOJIHEHHBIX CTPaHMIl (KaK OCHOBHBIX JIUCTOB, TaK U JOMONHHUTENBHBIX JUCTOB).

AyTeHTHMHOCTs (TIOVIMHHOCTH) HACTOAIIETO CEPTHQHUKATA MOXHO IIPOBEPUTH
B 0a3ze JJaHHBIX BETEPUHAPHOrO (apMalleBTHUECKOro MHCIIEKTOpaTa IoCyAapCTBEHHOIO
yupexnenns «benopycckuil rocyJapCTBEHHbIH BeTEpUHAPHBIA LEHTP», PACTIONOKEHHOU
no axpecy: hitp://bgve. by/reestr-sertifikatov/ (Peectp cepTiu(UKaTOB).

Eciu cepTudUKaT He MpeACTaBIeH B yKa3aHHOM 0ase NaHHEIX, Cle/lyeT o0paTUThCS B
YIIOJIHOMOYEHHBI! OpraH, ero BEaBIIHH.
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Ne GMP/EAEU/ BY /00011-2024

M BerepuHapHbIe JIeKapCTBEHHBIE CPENCTBA
[] OxcneprMeHTaNbHEIE BETEPHHAPHEIE JIEKaPCTBEHHEIE CPEICTBA

| Kon | Haumenosanue

1. TPOM3BOJICTBEHHBIE OIEPALIN — BETEPMHAPHBIE JIEKAPCTBEHHBIE
CPEZAICTBA

1.01 CrepubHas MPOTYKIHA

01.1 ITpomyKuys, IPOU3BOANMAs B ACENTHUECKUX }’CJIOBI/I}IX (onepaunn 00paboTKH
JUIA CIEYIOMUX JIEKapCTBEHHEIX (GOpM):

01.1.1 »xwnxue nekapcTBeHHbIE GOPMBI 6OIBITIOro0 06BheMa B

01.1.2 xuaxue JeKapCTBEHHbIC GOPMBI MANoro 00seMa -

01.1.3 mucniepcun

01.1.4 mmodunu3arsl

01.1.5 TBepanIe JIeKapCTBeHHBIe OpPMBI M IMITIAaHTATHI

01.1.6 Markue JIEKapCTBEHHBIE HOPMEI

01.1.7 mpouas mpoTyKIwst

01.2 ITpomyxues, noleepraeMa}j '(l)ﬁnnmnoﬁ | éTepmn3aunn
(oneparuy 06pabOTKH IS CISAYIONIMX JIEKAPCTBEHHBIX (GopMm):

01.2.1. xuxue JeKapcTBeHHBIE HOPMBI 60MIBIIOro 06heMa

01.2.2. KHJIKHE JIEKApPCTBEHHBIE GOPMBI Mayioro obrema

01.2.3. TBEpAIBIE JICKAPCTBEHHBIE (POPMBI U MMILIAHTATHI

01.2.4. Markue JIeKapCTBEHHbIE (POPMEL

01.2.5. mpoyas MpoayKIUs

01.3. IlepBuyHas yriakoBKa

01.4. Bropuunas ymiakoBKa

01.5. BHHyCKannmn KOHTPOJIb KauecTBa

I.02 | HecrepmibHas mpoxykuuys (onepanuu o6pa60TKH s cnez[yfonmx JTeKapCTBEHHBIX
_Gopm)

v'| 02.1 HecrepuibHas POy KITHS:

02.1.1 xancyasl B TBEPAOH 060;710111(6‘_

02.1.2 xarcysl B MSTKOM 000J10UKe

02.1.3 sxeBaTeNbHBIE ICKAPCTBEHHEIE (DOPMBI

02.1.4 xunxue eKapcTBeHHBIE GOPMBI [ HAPYIKHOTO IPHMEHEHS

AN

02.1.5 >xuaKue JeKapcTBeHHbIE (JOPMEI U BHYTPEHHETO IPUMCHEHHS

02.1.6 BeTepHHApPHBIC Ia3sl

02.1.7 npoyne TBEpABIC neKachBeHHLIe@opMH

02.1.8 mpemniapaTel, HAXOAANMECS MO/ IABICHIEM

02.1.9 reHepaTopsl PAIHOHYKIAAOB

02.1.10 markue exapcTBeHHBIE (POPMBI

02.1.11 cBeun (CynIO3HTOPHH)

02.1.12 tabneTku

02.1.13 TgchnepmanLHLIe IIJ'IaCTBIpI/I |

02.1.14 ycrpolicTBa AJig HHTPaPyMUHAIBEHOIO (BHYTPHPYOLOBOr0) BBEICHUS
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Ne GMP/EAEU/ BY /00011-2024

Kon

| | 7 HaﬁMéHOBaHne
02.1.15 mpoyast IpoIyKIHs |

'02.2 TlepBHuHAS YIIAKOBKa

02.3 Bropuynas ynmakoska

AR

02.4 Beuryckarommuii KOHTPOJIb KaquTBa

I.03

buonornueckue BETCPUHAPHBIC JICKAPCTBCHHEIC ITPETIapaThl

03.1 buonornaeckue BeTepHHApPHEIE JIEKAPCTBEHHBIE PENapaThL:

03.1.1 mpoxyKiwst M3 KpOBH U ILIa3MBbI

03.1.2 uMMyHOIOrHYECKas TPOAYKIMS

03.1.3 mpoxyKIus KI€TOYHOM Tepanuy

03.1.4 renorepaneBTHIECKas IPONYKITHSL |

03.1.5 OHOTEXHOJOTHYECKAs MPOTYKIHS

03.1.6 mpomyKIKs, IKCTPAruPOBAHHAA U3 KUBOTHEIX HCTOYHHUKOB

03.1,7 nmpoxyKuys TKaHEBOH MHKECHEPUH

03.1.8 nmpogas npomyKums

103.2. HepBHqHa;I YIIaKOBKa

03.2.1 nnoqmnmar

~03.2.2 sMynbcus

03.2.3 cycnensus

03.2.4 pouee

03.3. Bropuunasg ynaKOBKa

03.4. Bemmyckaromui KOHTPOJIb Ka4ecTsa -

I. 04

Hpoqax HeKapCTBeHHaﬂ OPOAYKHHA WIH IIpOI/IBBOI.ICTBeHHaSI ILCSITGJIBHOCTB

04.1 Qoonssoncnso

04.1 LpaCTI/ITeJIBHOI/I nponyxcmm

04.1.2 roMeonaTHIeCKON IPOAYKLIMHU

04.1.3 poyas HpOAYKIHS

04.2. HepBHtIHa;I yIaKOBKa

04.3. BropuyHast yrnakoBKa

04.4 IIpouee

04.5 Beiryckaronuii KOHTPOJIb KauecTBa

L. 05

VrakoBKa (CBeIEHMs YKa3BIBAIOTCA B CIIydae eCild IPOHA3BOUTENE OCYIIECTRIIIET
OllepalH II0 yNakoBKe 6e3 MPoBeIeHHs HOJHOTO VKA IIPOH3BOACTBA — Il L. 01 -

1. 04 He 3aITOTHSIOTCS)

05.1 ITepBuuHas yrmakoBKa:

05.1.1 xancyssl B TBepHoi 060I0UKe

05.1.2 xancynsl B MATKOH 060JI04Ke

05.1.3 xeBaTeIbHbIC JIEKapCTBEHHEIC dbopMEI

05.1.4 uMOperHupOBaHHBIC JIEKAPCTBEHHEIC hOpMEI

05.1.5 xwunxue nekapcTBeHHbIe (OPMBL UL HApPYKHOTO HPHMEHECHUA

05.1.6 sxuaKue JIeKapCTBEeHHEIE (GOPMBI JUIS BHY TPEHHET0 IPHMEHEHH

00053

Crpannna 3 u3 5



Ne GMP/EAEU/ BY /00011-2024

05.1.7 BeTepHHAPHBIE Ta3b1

05.1.8 poune TBep/BIE JIEKAPCTBEHHBIE (hOPMBI

05.1.9 npenaparbl, HaXOAAIHECS TIO] JaBJICHHEM '

05.1.10 renepaTopbl paiHOHYKIAIOB

05.1.11 MaArkue neKapcTBEHHBIE (HOPMBI

05.1.12 cBeuwr (Cynmo3uTOpHH)

05.1.13 TabneTxkn

05.1.14 TparcaepMATBHEIE IIIACTHIPH

05.1.15 ycrpoticTsa Ul HHTPapyMHUHAIEHOTO (BHyTpprGHOBoro) BBEHCHHUS

05.1.16 mpogas mpomyKIHs

| 05.2 BropudHas yIIakoBKa

05.3 Breinyckaronmiii KOHTPOJIE Ka4eCTBa

106

KonTpois xagecTsa

06.1 MHKpOGHOJIornquKoe TECTUPOBAHUE: CTEPIILHOCTE

06.2 MHKpoﬁuonoqueCKoe TECTUPOBAHHUE: HECTEPUILHOCTh

v

06.3 Xumpgeckoe (d)mmecxoe) TECTHPOBAHUE

(6.4 BHONOTHYECKOE TECTAPOBAHHE

I1. TIPOM3BOJICTBEHHBIE OIEPAITMY — ®APMALIEBTUYECKWE CYECTAHITN

II. 01 | ITpow3BoncTBO (hapManeBTHYECKUX CyOCTaHIM METOIOM XHMAYECKOIO CHHTE3a
01.1 ITpon3BOACTBO MPOMEKYTOUHBIX IPOTYKTOB (apMaLeBTHIECKOM CYOCTAHIHH
01.2 Ilpou3BoAcTBO hapMaLleBTHIECKOH CYBCTAHIMH-CHIPIA
01.3 3aBepImaromye CTajWH MPOH3BOACTBEHHOIO MpoLecca (HAIPHMED: OYHCTKA,
NepEKPUCTAIUIN3ALNS, BEIIEJICHNE, BRICYIMBAaHNE, H3MENBUCHHUE)
01.4 Ipouee | - |

II. 02 |IIpom3BoncTBO  (apMalEeBTUYECKUX  CyOCTaHIMT METOZaMH  BBIACTCHH
W3 IPUPOIHBIX HCTOUHUKOB -
02.1 Brigenenue ¢apMareBTHUECKUX CYOCTaHIMH K3 MCTOYHHKOB PACTUTEIIBHOTO
TIPOUCXOKICHHUSA
02.2 BrigeneHue (bapMaueBanecmx cybcTaHmuMi U3 VICTOYHHKOB JKHBOTHOTO
TIPOUCXOKIACHUS »
02.3 Boizenenue hapMareBTHIeCKUX cyOcTanImii 3 opraHoB (TKaHeit) geloBeka
02.4 Bripenenue (apMameBTHUECKUX CyOCTaHIMM M3 HCTOYHHKOB MHHEPAILHOI'O
MIPOHCXOXKJICHHUS
02.5 Monubukamys BBIIETCHHOM (apMaleBTHIecKol cyOcTaHImu (YKa3blBaeTcs
pcrounuk u3 nyskros  02.1 — 024) (B cmydae ecnM  IPUMEHHM
1. 02.5, B cepTudUKATe YKA3BIBAIOTCA puMeHuMble mil, 02.1-02. 4)
02.6 OuncTKa BBIZENCHHON (apManeBTHIeCKOH —CyOcTaHIuu (yKa:sLIBaeTc;I
ucTouHMK H3 myHkToB 02.1 — 02.4) (B cmysae ecnm mnpumenuM 1. 02.6,
B cepTH(dHKaTe YKa3BIBAIOTCs IpUMeHnMble mi. 02.1-02.4)
02.7 IIpogee

I1. 03 | IIpon3BOACTBO hapManeBTHIECKUX CyGCTAHIMH] C ACTIONB30BAHHAEM GHONOTHIECKIX

IIPOIIECCOB
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1I1.04 | ITpon3BOACTBO CTEPHIIBHBIX dapManeBTHIECKHX cy6CTaHuHH (pasmesmst I1. 01, I1. 02,

‘¥ IpOZOBOJIECTBCHHOIO HAZA30pa

Ne GMP/EAEU/ BY /00011-2024

Kon - HamMmeHoOBaHUe

03.1 PepMeHTAIS | |

03.2 [Tpou3BOACTEO € HCHONB30BaHMEM KIIETOYHBIX KYJILTYD
03.3 Brigernenue/ouncrka

03.4 Moz(mpmcamm

03.5 Ilpogee |

| I. 03 nosmKHBI OBITH 3aITONHEHBI, IJI€ NPHMEHHMO)

04.1 (I)a]gMaueBTqucxne CyOCTaHIIH, IPOU3BONUMEIE B ACEIITHICCKIX YCIIOBHSIX
04.2 DapmareBTHIECKHE CyOCTaHIMH, HOoABEpracMble GMHUITHON CTEPHITM3AIH

II. 05 | 3aBepiuaronye CTa My IPOU3BOJCTBA  hapMaleBTHIECKHX CyOCTaHIHit

05.1 Crammu ¢msmdeckoli o6paboTKy (HampuMep: cymKa,pasmon/MHKPOHnsauH;{
MIPOCEHUBAHHE)

| 05.2 IlepBruHas ymnakoBKa (HOMemeHne/SanaHKa (bapMaueBTmeCKon CyOCTaHIIUH B
_YTaKOBOYHBIM MaTepHajl, HaXOAAIMACS C HEH B HEMOCPEICTBEHHOM KOHTAaKTE)

05.3 BropuuHas yIakoBKa (IIOMEIIEHHE 3aredaTaHHOH MepBHYHON YIAKOBKH C
| bapmaneBTHUeCKOil cyOCTaHIMEH B HAapyKHBIA YIAKOBOYHBIA MaTepHan MIH
KOHTeliHep. OTO TakKe MOXeT BKIIOYaTh B ce0s Kakue-mubo JeHCTBHA IO
MapKAPOBKE MaTepHalla, HCIOJb3yeMOro B IETIX UIEeHTH(UKAIMY W 00eCTIeUeHU
TIPOCIICKUBAEMOCTH  (HyMeparyis Cepuii) B OTHOLICHUH (bapMaueBTquCKon
cybcrannuy
_105.4 TTpouee _

I1. 06 | KonTposs kayecTsa

06.1 MukpoOHOIOTHYECKOE TECTUPOBAHME: CTEPHIBHOCT

06.2 MukpoOHOIOrMIeCKOe TECTUPOBAHKUE:! HEeCTEPHIILHOCT

06.3 Xumueckoe ((u3IgecKoe) TeCTHPOBAHAE
' (06.4 buoylorudeckoe TeCTUPOBaHHE

I1. 07 | Bemmyckaroniui KOHTPOJIb Ka9ecTBa

OrpaHnueHys WK NOSCHATEIBHEIE 3aMETKY, Kacaiomeecs o6macTu npmweﬂe}ms[ ceprudukara:
JielicTBHe JaHHOTO cepTHdUKara paCIIpOCTpaHKeTCﬂ Ha MPOWM3BOACTBO BETCPHHAPHBIX JICKAPCTBEHHBIX NMPENapaToB B HEXY IO
TPOM3BOICTBY PACTBOPOB.

1. 02.1.4 sxunkme AekapcTBeHHbIE GOPMEL Jji HapyKHOTO npmweHeHm PpacTROpEL;

I.02.1.5 xuukue JeKapcTBeHHse (OPMBI JUIA BHYTPEHHErO NIPHMEHEHHA: PACTBOPHI I BHYTPEHHEr0 IpUMCHCHN,
BHY TPHLHCTEPHANBHOTO U BHYTPAMATOTHOTO BBSICHH. .

3amecturens Munuctpa — JJupexTop
JlemapTaMeHTa BETEpPHHAPHOrO

MUHKCTEPCTBA CEILCKOTO X03ICTBA I
nipomoBoibeTBHs PecmyOmiku benapych

mMHHBFHHB
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