EBPA3UMCKU DKOHOMWYECKWHM COIO3
TIIETIAPTAMEHT BETEPUHAPHOI'O U ITPOJIOBOJILCTBEHHOI'O HAJI30PA
MUWHUCTEPCTBA CEJIbCKOI'O XO3SMCTBA U ITPOJIOBOJILCTBUA
PECITYBJIMKU BEJIAPYChH

CEPTHUOHKAT
COOTBETCTBHS TPOU3BOJICTBA BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEJCTB TPEBOBAHUSIM ITIPABII
HAJUIEKAIIENA TPON3BOJCTBEHHOM IMTPAKTUKH
EBPA3ZUICKOI'O SKOHOMHMYECKOI'O COK0O3A
Ne GMP/EAEU/BY/00017-2024

Briman  JlemapTaMeHTOM  BE€TEPMHApHOIO W IIPOJOBOJILCTBEHHOIO  Hamg3opa
MHHHCTEPCTBA CETBCKOTO X035CTBa ¥ MPonoBoibeTBUs Pecrybmuku benapych

OTKpEITOMY akioHepHOMY 00mecTBy «benBurynudapm»

(MONHOE HAMMEHOBAHKE TIPOU3IBOTHTENS)

yi. TpaucriopTHast, 9, kabunet Ne 5, 210034, r. Butebck, Peciybnuka benapych

(FOpUAHYECKU T aNpec NPOXIBOTHTENS)

yi1. Coserckas, 26 A, 211309, x. Tomxka, Ma3sonosckuii ¢/c, Burebckuit p-H,
Burebckas 06i1., Pecrmy6nmka benapycs

(anpec MPOH3BOACTBEHHON MNOLUIANKH, MECTE OCYILCCTBNEHUA AeATETRHOCTH)

Ha OCHOBaHHH BpEeMEHHOr0 TOJOXKEHUA O TMOPSAKE U YCIOBHSIX IIPOBEICHHS
(papMaleBTHYECKAX HHCIEKIMH MPOU3BOJACTBA BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB
Ha COOTBETCTBHE TpeGOBaHHSIM MpPAaBUI HaAIeXalllel IPOM3BOJICTBEHHOW MPaKTHKH
EBpasuiCcKOro 3KOHOMHYECKOTO COI03a, YTBEPXKIEHHOro IpuKasoM J[lemaprameHTa
BETEPUHAPHOI0 U MPOJOBOIGCTBEHHOIO Ha/30pa MUHUCTEPCTBA CEIICKOTO XO3SHUCTBA U
npoxosonscTBusa PecryOmmku bemapycs Ne 53 or 23.11.2021, u moaTsepxnaer, 4To
NaHHBIA  TPOM3BOAMTENL  COOTBETCTBYeT TpeboBanusaMm IlpaBun — Hauiexariei
IIPOM3BOJCTBEHHON NpakTUKU EBpasuiickoro sSKOHOMHIECKOT0 COH03a.

Cpox meiicTBus HacTosmmero cepTudukara 10 19.04.2025.

Ceprudukar sBasiercs ISHCTBUTENBHBIM B Cllydae TPENCTaBleHMA BCEX €ro
3aITONHEHHBIX CTPAHMI] (KaK OCHOBHBIX JIHCTOB, TaK H JOMOIHHTENLHBIX JIUCTOB).

AyTeHTHYHOCT, (TIOAMHHOCTB) HACTOAIIEr0 CEepPTH(QHUKATA MOXHO IPOBEPHUTH
B 0ase IAaHHBIX BETEPUHAPHOTO (apMalleBTHYECKOTO HHCIIEKTOpaTa rocyJapCcTBEHHOro
yupesxenus «benopycckuit rocy1apcTBeHHBIH BETEPHHAPHBIN LIEHTPY, PacIIOJIOKEHHOH
1o agpecy: http://bgve.by/reestr-sertifikatov/ (Peectp ceprudukaros).

Ecimu cepTuduKar He TIPEACTaBlIeH B yKa3aHHOH 6ase JaHHEIX, CledyeT 0OpaTUTHCS B
YIIOJTHOMOYEHHBIN OpraH, €ro BbIJaBIIHH.
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[v] BerepunapHbie JIeKapcTBEHHBIE CPEACTBA
[] DxcniepuMeHTAIbHBIE BETEpHHAPHBIE JIEKApPCTBEHHBIE CPENICTRA

Kog I HanmeHoBanue
[. TIPOU3BOJICTBEHHBIE OITEPAITNM — BETEPMHAPHLIE JIEKAPCTBEHHBIE
CPEJACTBA

I. 01 CrepuibHasl IPOAYKIHs

01.1 ITpoayKuus, MPOU3BOAMMAs B aCelTHYECKHX YCIOBHAX (omepaiuu o0paboTKu
IS CIIEMYIOLIHX JIEKapCTBEHHBIX (QOpM):

v 01.1.1 sxuaKe JeKapcTBeHHBIE GOPMEI 60BIIOro 00beMa

v 01.1.2 »xHAKHE JeKapCTBEHHBIE (POPMBI Masioro ooseMa

01.1.3 pucnepcuu

01.1.4 nuodummrzaTsl

v 01.1.5 TBepable TeKapcTBEHHBIE (POPMBI U UMIUIAHTATEL

01.1.6 MsaTKHe JIeKapcTBEHHBIE GOPMEI

01.1.7 npoyas npoAyKLHA

01.2 Ilpomyxuus, rnojBsepraeMas bUHUITHOH CTEPHIU3ALHH
(oneparuu 06pabOTKH IS CIeIYIOIIHX JIEKapCTBEHHBIX (hopM):

01.2.1. xuaKue JeKapcTBeHHBIe HOPMBI 60JbIIOro 00bEMa

NS

01.2.2. xuKHE TEKapCTBEHHBIE (OPMBI MaJIoro 06peMa

01.2.3. TBepaBIe JIeKapCTBEHHBIE (POPMBI M UMILIAHTATHI

01.2.4. MArKKe JeKapcTBEHHEBIE (GOPMEI

01.2.5. mpodasi IpoAyKLIHUs

01.3. IlepBuuHas yakoBKa

01.4. BropryHas yrakoBka

AV

01.5. BeimyckarouiyMi KOHTPOJIb KauecTBa

I.02 | HecrepunbHas mpoxyKuus (onepanuy oOpaboTKH JUIs CIETYIOUHX JeKapCTBEHHBIX

dopwm)

02.1 HectepuibHas DpOLyKIH:

02.1.1 xancyJisl B TBepAOi 06omouke

02.1.2 xaricyJibl B MATKOH 000JI04Ke

02.1.3 ;xeBaTeNbHEIE JIEKAPCTBEHHBIE (HOPMEL

02.1.4 xuaKue JeKapcTBEHHbIE QOPMBI U1 HApyKHOTO IIPUMEHEHU S

v 02.1.5 KuaKHe JEKapCTBEHHEIE (POPMBI JUIsl BHYTPEHHET O MPUMEHEHH S
02.1.6 BeTeprHapHbIe Ta3kl
v 02.1.7 mpoure TBEPIbIE JIEKAPCTBEHHEIE (HOPMBEI

02.1.8 npenapaTsl, HaXOALIHECS 10T JABIICHUEM

02.1.9 renepaTopbl paJHOHYKJIH/IOB

v 02.1.10 MArKHe JIeKapcTBEHHBIE (POPMBI

02.1.11 cBeun (CynIO3UTOPHH)

v 02.1.12 TabmeTku

02.1.13 TpancaepMalbHBIE IIACTEIPH

02.1.14 ycTpoiicTBa [y HHTpapyMHHATBEHOrO (BHYTPHPYOLIOBOTO) BBEACHHS
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Kon

HaunmenoBaHue

02.1.15 mpoyas MpOAYKIHKsA: CYCIIEH3UH JJI HHTPAIUCTEPHAIbHOIO BBEACHHU.

02.2 IlepBruHas yrakoBKa

i e e

02.3 BropuuHas yliakoBKa

02.4 Brimyckarmyi KOHTPOJIb Ka4eCTBa

L. 03

buonoruueckue BETCPHHAPHEBIC JICKAPCTBEHHEIC IIPCTIapaThl

03.1 buonorudecKkye BeTepUHAPHBIE JIEKapCTBEHHBIE NTPENapaThl:

03.1.1 TpOAYKIMA U3 KPOBH H IUIA3MbI

03.1.2 UMMYHOJIOTHYECKAs IPOLYKIIHS

03.1.3 nponyKuus KJI€TOYHOW TEPAIIUH

03.1.4 reHoTepaneBTUYECKAs IPOAYKLIHS

03.1.5 6UOTEXHOJIOTHYECKasl POy KL

03.1.6 mpoayKIys, SKCTparipoBaHHasl U3 JKUBOTHBIX HCTOYHHKOB

03.1.7 mpoayKuusa TKaHEBOH HHIKEHEPUH

03.1.8 mpoyasi MpoOIyKIHs

03.2. IlepBruHas yrnakoBKa

03.2.1 tuodunuzar

03.2.2 sMynbCcHs

03.2.3 cycreHsus

03.2.4 npouee

03.3. BropuyHasl yriakoBka

03.4. Beimyckaromuii KOHTPOJIb KauyecTBa

L. 04

Hpoqaa JIEKapCTBECHHAA NPOAYKIUWA HIIH IPOU3BOACTBCHHAA ACATCIIEHOCTD

04.1 ITpou3BoACTBO:

04.1.1 pacTUTEIpHON OPOLYKIMH

04.1.2 roMeonaTH4YeCKON IPOAYKIIHH

04.1.3 mpoyas TpoAYKLIHUS]

04.2. IleppuyHas yakoBka

04.3. BropuuHas ynakoBKa

04.4 Ilpoyee

04.5 Beimyckaroluid KOHTPOJIb Ka4ecTBa

I. 05

YrakoBka (CBEACHH YKa3bIBAIOTCA B CIy4ae €CIIU NPOU3BOAUTEINb OCYINECTBIIACT
OTepalliH 110 YNIaKoBKe 6e3 IpOBeIeH s TOIHOTO IUKIa Mpou3BojcTea — mi. 1. 01 —
I. 04 He 3aMOIHAIOTCS)

05.1 IlepBuyHas yIIakoBKa.:

05.1.1 xancyJsl B TBepAOH 000I04YKe

05.1.2 Kamncynbl B MSTKoH 000JI04YKe

05.1.3 xeBarelbHbIE JIEKapCTBEHHEBIE (DOPMBI

05.1.4 UMIIPETHUPOBAHHEIE JIEKAPCTBEHHBIE (OPMEI

05.1.5 xuaKue 1eKapcTBeHHBIe (GOPMBI 715l HAPYXKHOT'O MPUMEHCHHUS

05.1.6 xwuiKue JeKapcTBEHHbIe (GOPMEL U1 BHYTPEHHET0 IIPUMEHCHHA

00083

(yueTHBIH HOMep OGnanka)

Crpanma 3 u3 5



Ne GMP/EAEU/ BY /00017-2024

05.1.7 BeTepyHapHBIE I'a3bl

05.1.8 mpoune TBepABIe JEKAPCTBEHHBIE (POPMEI

05.1.9 npenapaTsl, HAXOAAILIMECH IO TaBJICHHEM

05.1.10 rerepaTops! paJHOHYKIHIOB

05.1.11 Msarkue TeKapcTBeHHBIE (HOPMBI

05.1.12 cBeun (CYNIIO3UTOPUH)

05.1.13 Tabnetku

05.1.14 TpaBCAEpMaNbHEIE [NIACTEIPH

05.1.15 ycTpoicTBa [isi HHTpapyMHHAIBHOTO (BHYTPHPYOLIOBOIO) BBEACHHS

05.1.16 mpouast IpPOLYKIHsI

05.2 BropuuHas ynakoBKa

05.3 Brimyckaromuii KOHTPOJIb KauecTBa

I. 06

KoHTposb KauecTBa

06.1 MuKpoOHOJOTHYECKOE TECTUPOBAHHE: CTCPUIIBHOCTD

06.2 MuKpoOHOJIOTHYECKOE TECTHPOBAHHE: HECTEPHUIIBHOCTD

06.3 Xumuueckoe (pusHuecKoe) TECTUPOBAHHE

06.4 bronorMyecKoe TECTUPOBAHKE

I1. IPOM3BOICTBEHHBIE OITEPAITN — ®APMAIIEBTUYECKHE CYBCTAHIIU

I1. 01 | IIpoussoacTso hapMaleBTHYSCKUX CyOCTaHIIMA METOAOM XMMHUECKOTO CHHTE3a
01.1 ITpoH3BOACTBO IPOMEIKYTOYHBIX IPOYKTOB (hapMalleBTHUECKON CyOCTaHIMuU
01.2 ITpoK3BoAcTBO (hapMaleBTHUYECKOH CyOCTaHIIMK-CBIPLA
01.3 3aBepuiaroluye CTaaWd NPOU3BOJCTBEHHOTO IpoOLEcca (HAMpHMep: O4YHCTKa,
TepeKPHCTAIN3AIINS, BEIIEICHNE, BEICYIIHBAHKE, U3MENIbUEHHE)
01.4 IIpouee

II.02 |IlpousBoacTBO  (hapMameBTHYECKMX  CyOCTaHIMH  METOJaMHM  BBEIIACJICHHUS
M3 IIPUPOJHBIX HCTOYHUKOB
02.1 Beigenenue (hapMmaleBTHYECKUX CyOCTaHLMH M3 MCTOYHHKOB PacTHTEIIBHOIO
TIPOUCXOKACHHUS
02.2 Brigenenue (GapMaleBTHUYECKUX CyOCTaHIMM W3 WMCTOYHHKOB >KHBOTHOTO
ITPOUCXOXKICHUS
02.3 BeineneHue (hapMaleBTHYECKUX CyOcTaHImil 13 opraHos (TKaHe#H) yenoBeka
02.4 Brigenenne (apMaleBTHUECKHX CyOCTaHIMH W3 HCTOYHHKOB MHHEPAIbHOIO
IIPOHUCXOXKICHHUS
02.5 Momudukanus BbleIeHHOR (apMaueBTHIecKol cybcranimu (yKassiBaeTcs
WcTouHuk w3 1myektoB  02.1 - 024) (B cmoydae ecid  IPUMEHHM
1. 02.5, B cepTHUKATE yKa3bIBaKOTCSA NpuMeHuMBle mm. 02.1-02.4)
02.6 OumucTka BBIIENEHHOH (apMmaleBTHYecKod cyOcTanuuu (yKasblBaeTcs
pcTouHMK u3 mynktos 02.1 — 02.4) (B coysae ecmu mpumeHkm 1. 02.6,
B cepTH(HUKATE YKa3BIBAIOTCsI IpUMeHnMEle . 02.1-02.4)
02.7 Ilpouee

I1. 03 | ITpou3BOACTBO (hapManeBTHIECKUX CyOCTaHIMi C UCTIONB30BAHUEM OMOIOTUYECKHUX

TIPOLIECCOB
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Kon HauMmeHoBaHuHE

03.1 depMeHTaLIUS

03.2 TTpon3BOJCTBO C UCIOIb30BAaHHEM KJIETOYHBIX KyJIbTYD

03.3 BeigeneHue/04ucTKa

03.4 Moaudukanus

03.5 ITpoyee

I1.04 | [IpoM3BOACTBO CTEPIIBHEIX (apMareBTHUecKuX cybcTanumii (paspenst II. 01, I1. 02,
I1. 03 o/mKHEI GBITh 3aM0JHEHBI, TIe TPAMEHUMO)

04.1 dapmarieBTHYIECKHE CYOCTaHLMM, [IPOU3BOAUMEIE B aCENITHYECKHX YCIOBUAX
04.2 dapmaneBTHYecKre CyOCTaHIIUH, ITOIBepracMble GUHHUIIHOM CTEpUIM3ALUH
I1.05 | 3aBepimiaroinye CTaJuy MPOU3BOJICTBA apMalleBTHUECKUX CyOCTaHIMMA

05.1 Craguu ¢usnueckoil o0paGoTku (HampuMep: CYIIKA,pa3sMoN/MUKPOHH3ALHU,
TIPOCENBAHUE)

05.2 [epsuuHas yrakoBKa (oMelleHre/3anaiika GapMareBTHIecKol cyOCTaHIHH B
YIaKOBOYHBIN MaTepuasl, HAXOSIIIHHCS C Hell B HEMOCPEACTBEHHOM KOHTAKTe)

05.3 BropuuHas ymakoBKa (ITOMELICHHE 3alled4aTaHHOM IEPBHYHOM YMaKOBKH C
bapmareBTUueckod cyOcTaHIMed B Hapy>KHbIM YIIaKOBOYHEBIM MaTepHal MK
KOHTEHHEpP. DJTO TaKKe MOXKET BKIOYaTh B cebd Kakue-THbo MOEeHWCTBHA 110
MapKUPOBKE MaTepuaia, HCIOIb3yeMOro B Le/sX UACHTH(HKALMH WK OOeCreYeH s
IPOCIEKUBAEMOCTH (HyMepauusl cepHil) B OTHOLIEHMM (apMaleBTHYECKOH
CyOCTaHIIMHU

05.4 Ilpoyee

II. 06 | KoHnTpous KauecTsa

06.1 Mukpo6HOIOTHUECKOe TECTUPOBAHKE: CTEPHIIBHOCTD

06.2 MukpoOHoIoriyecKoe TECTUPOBaHHE: HECTEPUIIBHOCTE

06.3 Xumuyeckoe ((HU3HUeCcKOe) TECTUPOBaHUE

06.4 buoyioru4ecKkoe TECTUPOBaHUE

II. 07 | BeimycKaromui KOHTPOJIb Ka4ecTBa

OrpaHHueHHA UM TIOACHUTETbHBIE 3AMETKH, KACAIOMescs 06NacTH MPUMEHEHHS CepTHHKATA:
IelicTBHE OaHHOrO CepTHhHKATa pacmpoCTpaHASTCA Ha IIPOH3BOACTBO BETEPUHAPHBIX JIEKADCTBEHHBIX IPENapaToB B LgXe 10
NPOM3BOCTBY XHMHKO-(GapMalleBTHIECKHX MPENapaTtoB Ha MPOH3BOACTBEHHBIX y4aCTKaX!

- Y4acTOK PacTBOPOB;

- YYaCTOK ITOPOIIKOB,

- Y4acTOK MazeH.

1. 01.1.5 TBepawle NeKkapcTBeHHbIE (JOPMBI H MMILIAHTATEI: OJHOKOMIIOHEHTHBIE NMOPOLIKH A TPUIOTOBJICHHA pacTBOPOB A
HHBEKLHI;

I. 02.1.7 npoune TBepABIE NeKapcTBeHHBIE GOPMBIL: MOPOLIKM I BHY TPEHHETO IPUMEHEHHA;

I. 02.1.10 Markue neKapcTBeHHEIE (OPMBI: IMYJIbCHH, Ma3H,

1. 02.1.12 TaGnetky: meHoobpasyionye TabneTKH 171 BHYTPHMATOYHOIO BBEICHHU.

3amectuTess MUHHCTpa — UpPEKTOp
JlenaprameHTa BETEpPHHAPHOTO

U IIPOJIOBOJILCTBEHHOTIO Hal30pa
MUHHCTEPCTBA CEJILCKOr0 X03AHCTBA Hs)
npomoBosbcTBUs PecyOnuku benapy
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