EBPA3UVICKHIN DKOHOMUWYECKHI COIO3
TIETTAPTAMEHT BETEPMHAPHOI'O U ITPOJOBOJIbCTBEHHOI'O HAJI30PA
MUHHUCTEPCTBA CEJILCKOI'O XO3SIVICTBA U ITPOJIOBOJILCTBUS
PECITYBJIMKU BEJIAPYChH

CEPTUO®HKAT
COOTBETCTBMS ITIPON3BOICTBA BETEPHHAPHBIX JEKAPCTBEHHBIX
CPEJICTB TPEBOBAHUSIM ITPABII
HAJUIEXKALLEN IPOM3BOJACTBEHHOU NPAKTUKHA
EBPA3ZUICKOI'O DJKOHOMHMYECKOI'O COHO3A
Ne GMP/EAEU/BY/00019-2024

Bbljad 10 HTOTaM TIpoBeAeHMs (DapMalleBTUYeCKOH HHCIEKIUM JlemapTaMeHTOM
BETEPUHAPHOrO M MPOJIOBOIECTBEHHOI0 Han3opa MUHHCTEPCTBA CEBLCKOr0 X03SHCTBA U
npoaoBonbeTBUs Pecmy6nuku benapycs
TOATBEPIKAAET ClIeAyIolIee: MPoBeeHa (hapMaleBTHIECKas HHCIIEKIIHSL

OO61ecTBa C OrpaHUYEHHON OTBETCTBEHHOCTBIO «bHOMUKa»

yi1. [Terpycst Bposku, 34/33, 210039, . Burebck, Pecybnuka benapych

yi1. ITerpycst Bposku, 34/27, 210039, r. Burebek, Pecmy6imiika benapycs

Ha OCHOBaHMH CBEIEHHH, IOIYYEHHBIX TIPH IPOBENCHHH (GapMaleBTHYECKOH
MHCIIEKLIAH, KoTopas Oblia mpoBeneHa ¢ 19.02.2024 mo 23.02.2024

YCTaHOBJEHO, YTO JAHHBI IIPOW3BOJUTENb COOTBETCTBYyeT TpeboBaHmsaM IIpaBun
HaJIeKaIed IPOU3BOICTBEHHON NPakTUKK EBpasuiicKoro 5JKOHOMHYECKOT0 CO03a.

Hacrosmuii  ceprudukaT oTpaxaeT CTaTyCc IPOM3BOACTBCHHOM  ILIOLIAIKH
Ha MOMEHT IpOBeJieHMs (hapMaleBTUIecKo WHCIEKIMH U [0 UCTEYeHUH 3 JIET OT [JaThl
HOCIIEeIHEr0 AHs MocieqHel (hapMalleBTUUecKod HHCIEKIUH HE TOJDKEH MPHHUMATECS B
KayecTBe NOKYMEHTa, CBHIETEIBCTBYIOIIETO O CTaTyce cooTBeTCTBHA. Cpok NeHCTBHA
cepruduKaTra MOXeT OBITh COKpallleH IIPH MCIOJIE30BAHUH COOTBETCTBYIOIIMX
TIPHHIIMIIOB YIpPABJEHUs PUCKAaMH [PH HAIMYME COOTBETCTBYIOIIEH 3aluch 00 3TOM
B rojte «OrpaHUYEeHNs WK TOSCHUTENIHBIC 3aMETKH, KaCaroIuecs 001acTi IPUMEHCHHA
HACTOSIIIEr0 cepTuduKaTay.

Ceprudukar sBIseTCS NeHCTBHTENBHBIM B ClIydae IMPEJCTAaBICHUI BCEX €ro
3aIIOJIHEHHBIX CTPAHMI] (KaK OCHOBHBIX JIUCTOB, TaK U JOTIONHUTENIBHBIX JIMCTOB).

AyTeHTHUHOCTh (HOMUIMHHOCTB) HACTOAIIETO CEPTU(QUKAaTa MOXHO IPOBEPHTH
B 0a3ze MaHHBEIX BETEPUHAPHOTO (apMalleBTUYECKOTO0 HHCIIEKTOpaTa rocy1apcTBEHHOIO
yupexeHus «BenopyccKuil rocy1apCTBeHHBIH BETEPHHAPHEIH LEHTP», PACIIONOKEHHOH
1o afpecy: http://bgvc.by/reestr-sertifikatov/ (Peectp ceprudukatos).

Eciu cepTUdHKAT HE IIPEICTaBlIeH B yKa3aHHOH 06a3e NaHHBIX, ClieyeT 0OpaTHTHCA B

YIIOJIHOMOYEHHBIH OpraH, €ro BBIIaBIIIHHA.
00091




Ne GMP/EAEU/BY/00019-2024

[V] BerepunapHbIe JIeKapCTBEHHEIE CPEICTBA
[J DkcriepuMeHTaTbHEIE BETEpUHAPHBIE JIEKAPCTBEHHBIE CPE/ICTBA

Konm | HanmeHnoBaHue
I. IPOU3BO/ICTBEHHAIE OITEPAIIMN — BETEPMHAPHBIE JIEKAPCTBEHHBIE
CPEJICTBA

I. 01 CrepuiibHas IPOLYKIHI

01.1 ITpomyKims, IpOM3BOAAMAs B aCEITHUECKHX YCIOBUSX (OIepaliy 00paboTku
IUISL CTIENYIOIIMX JIEKapCTBEHHBIX (POpM):

01.1.1 xunkue nekapcTBeHHbBIE GOpMBI 60IBIIOr0 00BeEMa

01.1.2 xumKue JNeKapcTBEHHBIE (POPMBI MaIoro o0bema

01.1.3 gucnepcuu

01.1.4 muodunu3aTel

01.1.5 TBepble JeKapCTBEHHBIC (YOPMBI ¥ HMILJIAHTATHL

01.1.6 MATKHE JICKAPCTBEHHBIE (DOPMEI

01.1.7 mpoyasi OPOLYKLHsI

01.2 ITpomyxrus, rofBepraeMas (GUHALITHON CTepUIH3alUl
(omepanuyu 06pabOTKH JUTA CIISTYFOIIMX JIEKAPCTBEHHBIX HOpM):

01.2.1. xuuKHe TeKapCcTBEHHEIE (GOpMBI OOIBIIOro 00beMa

01.2.2. KuKHe JeKapcTBeHHBIE (HOPMEBI MaJIOro 00beMa

01.2.3. TBepbIE JIeKAPCTBEHHBIE HOPMEI ¥ MMILIAHTATEI

01.2.4. MATKHE JeKapCTBEHHBIE HOPMBI

01.2.5. mpoyast IpPOLYKLHMS:

01.3. IlepBuyHasl yImakoBKa

01.4. BropudHas ynakoBKa

01.5. Beiryckaromuid KOHTPOJIb Ka4eCcTBa

.02 | HecTepunbHas mpomyKuus (onepamud 00paboTKH UL CISTyIOIMX JIEKapCTBEHHbIX
dopm)

v | 02.1 HecTepuibHast IPOLYKIHS:

02.1.1 KarcyJsl B TBepIoH 060109Ke

02.1.2 xancynsl B MATKOH 000109Ke

02.1.3 ’KeBaTeIbHbIE JIEKAPCTBEHHBIE (hOPMBI

02.1.4 sxunxue NeKapcTBEHHBIE (POPMBI [T HAPY/KHOI0 IPUMCHEHHUS

02.1.5 xuaKme jJeKapcTBeHHbIe (POPMBI Ul BHYTPEHHEI 0 IPHMEHCHHS

02.1.6 BeTepHHApPHBIE T'a3kl

02.1.7 mpoyre TBEP/BIE JIEKAPCTBEHHBIE (OPMEI

02.1.8 mpemapathl, HAXOAIIMECS 110/ JaBICHHEM

02.1.9 rerepaTopsl palHOHYKIIHI0B

02.1.10 MsTrKHe JeKapCTBeHHBIE (OPMEL

02.1.11 ceun (CyIIIO3UTOPHH)

02.1.12 TabneTku

02.1.13 TpancaepMaJbHBIE IIACTEIPH

02.1.14 ycrpoiicTBa 1JI1 HHTpapyMHHAIBHOT'O (BHYTpHpPYOIIOBOTr0) BBEIEHHS

00092

Crpanuna 2 u3 5



Ne GMP/EAEU/BY/00019-2024

Kon

HaunMmenoBanwe

02.1.15 mpoyast IpOIYKIIHs: CyCIIEH3UH W PAacTBOPHI IS HHTPAHCTEPHAIBHOTO
BBEJICHUs

02.2 IlepBuuHas ynakoBKa

02.3 BropuuHas yrakoBKa

NS

02.4 Beiryckaroliyi KOHTPOJIE Ka4ecTBa

I.03

buonoruyeckue BETCPHHAPHEBIC JICKAPCTBCHHEIC MMPENIapaThl

03.1 buonoru4eckue BeTepUHAPHBIE JIEKAPCTBEHHBIE IIPENapaThI:

03.1.1 mpoxyKuus U3 KPOBHU H IJIA3MBI

03.1.2 “MMYHOJIOTHYECKas IPOAYKIIHA

03.1.3 mpomyKIus KICTOYHOH Tepaluu

03.1.4 reHoTepaneBTUYECKasl IPOLYKIIHS

03.1.5 buoTexHoIOrHIecKas IPOLYKIHA

03.1.6 MPOMYKIHMs, SKCTparupoBaHHAsA U3 KUBOTHBIX HCTOYHHKOB

03.1.7 mpomyKuus TKaHEBOH WHIKEHEPHH

03.1.8 mpoyasi NpOLyKIIHAsL

03.2. IlepBuyHasl yriakoBKa

03.2.1 muodummsar

03.2.2 smynbecHs

03.2.3 cycneH3ns

03.2.4 mpouee

03.3. BropuyHas ynakoBKa

03.4. BelmycKarouii KOHTPOJIb KauecTBa

I. 04

HpO‘IEU[ JIEKapCTBEHHAA NPOOYKIMA HWIH IIPOH3BOACTBEHHAA ACATCIIBHOCTD

04.1 ITpou3BOICTBO:

04.1.] pacTUTEIPHON OPOLYKIIUH

04.1.2 roMeonaTHIeCKON TPOAYKIIMU

04.1.3 npoyas IPOLYKIIHSL

04.2. IleppruHas yriakoBKa

04.3. BropruHas yrmakoBKa

04.4 ITpoyee

04.5 Benryckarollliii KOHTPOJIb KayecTBa

I.05

ViakoBKa (CBeIEeHHU yKa3bIBaIOTCS B CIIy4ae €CIIH IPOU3BOAUTEIb OCYILECTBIIAET
OIIEpAIMH TI0 yIIaKOBKe Ge3 POBeIeH)s TOTHOTO IIHK/Ia MpoussoacTaa — . 1. 01 —
I. 04 He 3aITOTHAIOTCS)

05.1 IlepBuuHas ymakoBKa:

05.1.1 xamcyJisl B TBep0i 000sI049Ke

05.1.2 KancyJsl B MATKOH 000JI04Ke

05.1.3 >xeBaTeIbHBIE JIEKAPCTBEHHBIE (DOPMEI

05.1.4 UMIIPETHUPOBAHHEIE JIEKAPCTBEHHBIE (POPMBI

05.1.5 xuIKee JIeKapCTBEHHbIe (OPMBI UL HAPYKHOTO IMPUMEHEHU S

05.1.6 xunkue IekapcTBeHHbIe POPMEI Ul BHYTPEHHETO IPUMCHEHUS

05.1.7 BeTepuHapHBbIE ra3bl
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05.1.8 mpouwe TBepIbIe IeKAPCTBEHHEIE (hOPMEI

05.1.9 npenapatsl, HaXOAIIMECS IO JABICHHUEM

05.1.10 renepaTopsl pagOHYKITHIOB

05.1.11 MArKue JeKapCTBEHHBIE (HOPMEI

05.1.12 cBeun (cynmo3uTopwm)

05.1.13 Tabnerku

05.1.14 TparCHEpMabHEIE IIACTHIPH

05.1.15 ycTpolicTBa UL HHTPapyMUHAIGHOTO (BHYTPHPYOLIOBOr0) BBEICHHS

05.1.16 mpoyas mpoayKius

05.2 BropuyHas yrmakoBKa

05.3 Brimyckaromuit KOHTPOJIb KadecTBa

1. 06

KoHTtpoms xkauecTBa

06.1 MukpoOHOIOTHYECKOe TECTHPOBAHHE: CTEPHIIBHOCTE

06.2 MukpoOuooriueckoe TECTUPOBAHHE: HECTEPHIIBHOCTE

v

06.3 Xumuueckoe (pHU3MIECKOE) TECTHPOBAHHE

06.4 buonoruyeckoe TECTHPOBAHHE

1. [TPOU3BOACTBEHHBIE OITEPAITNN — PAPMALIEBTUYECKUE CYBCTAHIIMU

II. 01 | IIpou3BoAcTBO papMaleBTHUECKUX CyOCTaHIIMH METOLOM XMMHYECKOIO CHHTE3a
01.1 ITpou3BOACTBO IPOMEKYTOUHBIX IPOAYKTOB (hapMaleBTHIECKOH cyOCTaHIuI
01.2 ITpousBoacTBO apMarleBTHUECKOM CYyOCTaHIMH-CHIPLA
01.3 3apepmiarolue cTaguy IIPOM3BOICTBEHHOTO IIpolecca (HAIpHMep: OYHCTKA,
IEPEKPHCTALIM3ALNsA, BEIISICHHE, BEICYIIMBAHHE, H3MEITbICHHE)
01.4 ITpouee

II.02 | IIpomsBomcTBO  (hapMaleBTUUYECKMX  CyOCTaHIMH  METONaMH  BBIIEIEHHA
W3 NPUPOIHBIX HCTOYHHUKOB
02.1 Brigenenue (apMareBTHUYECKHX CyOCTaHIMM M3 HCTOYHHKOB PACTHUTEIBHOTO
IIPOUCXOKACHUA
02.2 Beinenenue ¢apMalleBTUYECKX CyOCTaHIIMI W3 HMCTOYHWKOB JKABOTHOTO
[IPOHUCXOKIACHUS
02.3 Belnenenue apMaleBTHYECKUX CyOCTaHIIUH W3 OpraHoB (TKaHel) yemoBeka
02.4 Brigenenue (apManeBTHUIECKHX CyOCTaHIMN W3 MCTOYHHUKOB MHHEPAIBHOTO
IIPOUCXOMKICHUS
02.5 Momudukanus BbIIEICHHOH ¢apManeBTHYecKod cyOcTaHuuu (yKa3bIBaeTCs
vcrouHuK w3 myHktoB  02.1 - 02.4) (B cmywae ecliH IPUMEHHM
m. 02.5, B ceprudukare ykaspBaroTcs npuMenuMele mi. 02.1-02.4)
02.6 Oumcrtka BbIIENEHHOM (apMareBTUUecKod cyOcTaHIHH (yKa3bIBaeTcs
ucrounuk u3 mynktoB 02.1 — 02.4) (B cioyyae ecmu npumenuMm 1. 02.6,
B cepTHhHKATe YKa3bBaroTcs mpuMeHuMele m. 02.1-02.4)
02.7 Ilpouee

I1. 03 | ITpou3BOACTBO (hapMareBTHIECKAX CYOCTAHIIMN C HCIIOIb30BaHUEM OHOIOTHYECKHX

IIPOIIECCOB
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03.1 ®epMeHTaHsL

03.2 [Tpou3BOJICTBO C UCIIOIB30BAHMEM KIETOYHBIX KyIbTYyp

03.3 BelgeneHue/ouncTka

03.4 Mouduxanms

03.5 IIpouee

I1. 04 | ITpoKM3BOICTBO CTEPWIBHEIX (apMmaneBTHdeckux cybcranmuit (pasaensr I1. 01, II. 02,
I1. 03 mOJKHEI OBITH 3aIIOJHEHBI, Ile IPUMEHHMO)

04.1 dapMmarieBTHUecKHe CyOCTaHIIMK, IPOU3BOAUMEIE B 4CENITHYECKHX YCIIOBHIX
04.2 ®apmaleBTHYECKHE CyOCTaHIIAH, MOABepraeMble GUHUIIHON CTEPHUIM3ALMH

II. 05 | 3aBepmaromiye CTaJWK MPOU3BOACTRA (apMalleBTHUECKUX CyOCcTaHIuM

05.1 Craguu ¢uzuueckoii obpaborku (HampuMep: CYIIKa,pa3MoJ/MUKPOHHU3ALNS,
IIPOCEHBAHHUE)

05.2 TepBuyHas yrnakoBka (ToMelneHne/3anaiika GapMaleBTHIECKOH CyOCTaHIIHH B
YIaKOBOYHBIN MaTeprall, HaXOJSIIMIACS C HEH B HEMOCPEACTBEHHOM KOHTAKTE)

05.3 BropuuHas ymakoBKa (IIOMEIEHHE 3alledaTaHHOH IEPBHYHOM YITaKOBKH C
dbapmarieBTHUeckod cyOcTaHIMed B Hapy)KHBIH YIIAKOBOUHBIM MarepHan HIH
KOHTeliHep. OTO TakKe MOJKET BKJIFOUaTh B ceOsf Kakue-mubo OeHCTBHA 110
MapKHPOBKE MaTepHaa, HCIIOIb3yeMOro B LIEIX UACHTH(OUKAMY I 00eCcTeueHNs
IPOC/IC/KMBAEMOCTH  (HyMepaIlusi Cephil) B OTHOIIEHHMH (hapMaleBTHYECKOH
cyOCTaHIIHH

05.4 Ilpouee

II. 06 | KoHTposib KauecTBa

06.1 MuKpoOHOJIOTHYECKOE TECTUPOBAHNE: CTEPHUIIEHOCTD

06.2 MuKpoOHOJIOrHIeCKOe TECTUPOBAHKE: HECTEPUITLHOCTD

06.3 Xumuueckoe (hU3AUECKOE) TECTUPOBAHHE

06.4 bromorH4ecKoe TECTUPOBAHHUE

II. 07 | Beimyckaromuil KOHTPOJIb Ka4yecTBa

OrpaHHYeHNs WA IOSCHATEIbHBIE 3aMEeTKH, Kacaroleecs o0acTi IPEMEHEHHs cepTH(rKaTa:
cpok melicTBus ceprHukara orpanudeH xo 01.01.2026 B cooTBeTcTBHE ¢ MyHKTOM 2 Pemenus Komierau
EBpasmiicko#f skoHoMmdeckod kommecun oT 11.08.2020 Ne 100 «O ¢apmakomee Epasmiickoro
KOHOMHYECKOTO CO3ay.

3amecTtuTes MuHHCTpa — JUpexTop
JlemapTaMeHTa BETEpPHHAPHOTO

H MPOJOBOIECTBEHHOIO HA/I30pa
MHUHHCTEPCTBA CETbCKOT0 X035 CTBY?
rponoBosbeTBUA PecryGimrku benapy

D umos
N, CMuneruHe
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