EBPA3UVCKNI SKOHOMUWYECKUH COIO3
I[EHAPTAMEHT BETEPMHAPHOI'O 11 TTPOJOBOJIbCTBEHHOI'O HAJI30PA
MI/IHI/ICTEPCTBA CEJIbCKOI'O XO3SIUCTBA U ITPOIOBOJILCTBUS

, PECIIYBJIMKU BEJIAPYCH

CEPTUOUKAT

COOTBETCTBUA ITPON3BOJCTBA BETEPUHAPHBIX IEKAPCTBEHHBIX

CPEJICTB TPEBOBAHMUSIM ITPABULI
HAJUIEXKAIIEH IIPON3BOACTBEHHOM HPAKTHKHA
EBPA3BHMCKOI'0O S KOHOMHMNYECKOI'O COIO3A
Ne GMP/EAEU/BY/00012-2024

Beiman  JlemapTaMEHTOM ~ BETEPMHApHOTO M IIPOAOBOJBLCTBEHHOTO  HAA30pa
MuHucTepcTBa CeILCKOro X03siicTBa U NpoxoBoibeTBIs Pecybmuku Benapycs

[Tpou3BoACTBEHHOMY YHUTapHOMY IpeInpHuiaThio «[ oMenbckuii 3aBOJ BETEPHHAPHEIX
IIpenapaToBy

nep. TexHuaeckwi, 1, 246013, r. 'omens, Pecny6nn1;a benapycs

nep. TeXHHtquKI/n‘fI, 71, 246013, r. 'omes, Pecny6JmKa benapycs.

HA OCHOBaHMM DBpeMeHHOro TMONOXKEHHUA O IOpsJKE M YCHOBUSAX IIPOBEACHUS
(apMalneBTHYECKAX HHCIEKIUN MPOM3BOJCTBA BETEPUHAPHAIX JIEKAPCTBEHHBIX CPECTB
Ha COOTBETCTBHE TPeOOBAaHMAM MpaBHI HaAJeKalled IPOM3BOACTBEHHON IPaKTUKU
EBpasuifiCKOT0 3KOHOMHYECKOTO COI03a, YTBEPXKICHHOIO IIpMKasoM JlemaprameHTa
BETEPUHAPHOTO ¥ IIPOJIOBOJIBCTBEHHOIO Ha30pa MHUHHCTEPCTBA CENBCKOrO XO3AMCTBA U
npooBobCTBUS PecryOmuku bemapyce Ne 53 or 23.11.2021, u moxarBepikpaer, 4TO
JAHHBIA  IPOM3BOIMTENs  COOTBETICTBYyeT TpeOoBaHmsM IlpaBun  Hagmexamein
IIPOM3BOJICTBEHHOM IPaKTUKK EBpa3suiiCKOro 9KOHOMHYIECKOI'O COr03a.
- Cpok peiicTBus HacTosero ceptudukara 1o 04.03.2025.

Ceprudukar sBusercd IeHUCTBUTENBHBIM B Cly4ae TIPEIACTABICHHA BCEX €ro
3aIIOTHEHHBIX CTPaHHI] (KaK OCHOBHBIX JIUCTOB, TaK H JOMOJHHUTEIbHEIX JIUCTOB).

AyTeHTHYHOCTh (TIOIJIMHHOCTb) HACTOSILETo CepTU(HKaTa MOXKHO IIPOBEPUTH
B 0a3e NAHHBIX BETepHUHAPHOro (papMaleBTHHYECKOr0 HMHCIIEKTOPaTa IOCYyAapCTBEHHOTO
yapexaenus «beropycckuii rocyapCTBEeHHEIM BETEPHHAPHBIA [EHTPY, PacHOJI0KEHHOM
mo azpecy: http://bgve.by/reestr-sertifikatov/ (Peectp cepruduxaros).

Ecnu cepTuduKar He NPENCTaBICH B yKa3aHHOH 6a3e NaHHBIX, cnenyeT 00paTUTHCS B
YIIOJIHOMOYEHHEI! OpraH, €ro BhIIaBLIHH.
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Ne GMP/EAEU/ BY /00012-2024

M BereprHapHbIe JIEKapCTBEHHbIE CPENCTBA
[1 OxcreprMeHTATBHEIE BEeTePUHAPHBIC JIEKAPCTBEHHEIE CPEICTBa

Kon |

HaumenoBanue

1. IPOV3BOICTBEHHBIE OITEPALAY — BETEPVHAPHDIE JIEKAPCTBEHIBIE

CPEJICTBA

" 'CTepI/IJIBHém npo,mcum

I.01

01.1 Ilpomyxuus, IPOU3BOAMMAs B acEITHIECKUX YCIOBHSX (orepanuu o6paGoTKu
JUIs CIIEAYIOINUX JICKApCTBEHHBIX (hopM):

_01.1.1 xunxve JgeKapCTBEHHBIE (HOPMBI GOJIBIIOTO oOBeMa

01.1.2 xxugKue JeKapcTBEHHEBIE GOPMBI MAJIOT0 00heMa

01.1.3 mucnepcuu

01.1.4 mropunuzarer

01.1.5 TBEP/BIC JICKAPCTBEHHBIE OPMBI ¥ HMIIIAHTATEI

01.1.6 MarKue jieKapCTBEHHBIE HOPMBI

01.1.7 npovas MPOXYKIHS

012 Ipoxykmus, noABepraeMas (pHHI/mmoi/’i | CTEPHITH3ALIH

 (omeparyy 06paboOTKH I CIIEAYIOIHX TeKapCTBEHHBIX (hopM):

01.2.1. xxuaKuve JeKapCTBEHHBIC HOPMBI OOJBHIOro 06HeMa

AN

01.2.2. xunKue JeKapcTBeHHbIe HOPMBI Maoro ooseMa

01.2.3. TBEpIBIE IEKAPCTBEHHBIE HOPMEI M MMINTAHTAThI

01.2.4. msarkue neKapCTBeHHLIej)opMH

01.2.5. npoqaa POy KIIHS

01.3. IlepBuuHAs YIAKOBKa

01.4. Bropuynas yriakoBka

\\\

01.5. Bemyckaronuii KOHTPOJIb Ka4eCTBa

I. 02

HecrepunpHas IpomyKIys (onepaunn 00paboTKM Ui CIEAYIOMIUX JIEKapCTBEHHBIX
opm) '

02.1 Hecre J)pmsﬂax npoz[yxuna

02.1.1 KancyIsl B TBEpIOH 060JI0UKe

02.1.2 Kancysl B MATKOM 000JI0YKe

~ 02.1.3 xeBaTenbHbIE JIeKapCTBEHHBIE (POPMEI

02.1.4 sxunxue JTeKapCTBEHHBIE GOPMBI JUTs HAPYIKHOTO npnMeHeHm ,

02.1.5 xwupnkue JIeKapcTBEHHBIE (GOPMBI Ul BHYTPEHHErO IPUMEHEHUSA

02.1.6 BeTeprHApHbIE Ta3bl

02.1.7 npouue TBEpIbIS JIeKApPCTBEHHBIE (bopMLI

~ 02.1.8 mpenapaThl, HAXONSIIMECS IO JaBICHHEM

02.1.9 resepaTophl paMOHYKIIHIOB

02.1.10 MATKHE JIEKaPCTBEHHBIC GOPMEL

02.1.11 cBeuu (CynImo3UTOPHH)

02.1.12 TabneTKH

02.1.13 TpaHCAEpMATBHbIE INIACTHIPA

02.1.14 ycTpoiicTBa Ui HHTPAPYMUHAIBHOTO (BHYTPHPYOIOBOr0) BBENCHHS
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Ne GMP/EAEU/ BY /00012-2024

Kon

HanmenoBanue

02.1.15 mpouas mpomyKuws: CYCIICH3MM JJI1 BHYTPAMATOYHOIO H
MHTPaHCTEPHAIEHOTO BBEICHHA ‘

02.2 TlepBuyHas ynakoBKa

' 02.3 Bropuunas ymakoBKa

NS

02.4 Brimyckaronmii KOHTPOIh KaYecTBa ‘

1. 03

buonorngeckue BeTepI/IHapHLIe JIeKapCTBeHHBIe HpeﬂapaTBI

03.1 buosiornyeckue BeTepUHapHEIE JICKapCTBECHHBIC IIPeHapaThl:

03.1.1 mpoxykims U3 KPOBH H ILIA3ME]

03.1.2 *MMYHOJIOTHYECKas IPOXYKIIH

03.1.3 npoxyKnus KIETOYHOH Tepanuy

03.1.4 reHoTepaneBTHYECKAsA IPOMYKIHS

03.1.5 GHOTEXHOIOrHYeCKas MPOAYKIHS

03.1.6 TIPOAYKIHS, SKCTParupOBaHHAs M3 KMBOTHBIX I/ICTOTIHI/IKOB

03.1.7 IpORYKITHS TKAHEBON HMEKEHEPHH

03.1.8 ipogas mpoyKIus

03.2. ITepBuyHasi yakoBKa

03.2.1 nmodunmmzar

03.2.2 smynbcHsa

03.2.3 cycneHsus

03.2.4 mpouee

03.3. Bropuynas YHaKOBKa

03.4. BeimycKaronmii KOHTPOJIb KagecTBa

| 1. 04

Hpoqaﬂ J'ICKapCTBeHHaH HpOZ[}’KL[I/ISI wWim HpOI/I3BOI[CTBeHHa$I JIC}ITCJIBHOCTI:

04.1 IIponsBoacTBO:

04.1.1 pacTUTENHHON NPOAYKIAY

04.1.2 rOMEOIaTHYECKON npo,ume/m

04.1.3 npoyasd IpoRyKIMsI

04.2. [TepBudHAas yHaKOBKa

04.3. Bropynas yIiakoBKa

04.4 Ilpouee

04.5 Bemryckaronipii KOHTPOJIb KauecTBa

[1.05

VakoBKa (CBEIcHHS YKA3hIBAIOTCS B CITYYae eCIIH IPOU3BOIHTENb OCYIIECTBIIET
OIepanui 1o ynakoBke 6e3 IpoBeIeHHs IIOJIHOTO LIUKIIA TPOH3BONCTEA — IIII. I.01-
1. 04 He 3amONHAIOTCA)

05.1 ITepBrudaHasd yImaKkoBKa:

05.1.1 xamcyJsl B TBEpAOH 060JI0TKe

05.1.2 xancyisl B MATKOM 06onouke

05.1.3 sxeBaTeNbHEIC ICKAPCTBEHHEIE (OPMBI

05.1.4 uMIperaupoBaHHbIE JIEKapCTBEHHbIE HOPMBI

05.1.5 uyKHe TeKapCTBEHHEIe QOPMBI UL HAPY)KHOTO IIPHMEHEHH

05.1.6 sxuKHe JeKapcTBEHHBIE GOPMBI UL BHYTPEHHETO IPUMEHCHHS
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Ne GMP/EAEU/ BY /00012-2024

05.1.7 BeTepuHaApHBIE Ta3hl

~ 05.1.8 mpoune TBepAbIe JIeKapCTBeHHbIe HOPMBI

05.1.9 npenaparsi, HaXOAAIIKECH IO NaBICHUEM

05.1.10 rerepaTopsl pagHuOHYKIHIOB

05.1.11 MsTrKue IeKapCTBEHHBIE GOPMEI

05.1.12 cBeun (CymIo3ATOPHH)

05.1.13 Ta6neTKn

05.1.14 TpaHCHEpMABHBIE IIACTHIPH

05.1.15 yerpoticTBa JUIT HHTPapyMHHAIBHOTO (BHyTppr6HOBoro) BBeneHH;I

05.1.16 poyas TpOAYKIMA

05.2 BTopana;I yIIaKOBKa

05.3 BrInmycKaronyii KOHTpOJIb Ka4ecTBa

11.06

KonTpons kagecTsa

06.1 MHKpo6Honomqec1<oe TECTUPOBAHUE; CTEPUIIBHOCTD

06.2 MukpoOHOJIOTHYECKOE TECTUPOBAHHE: HeCTepHJIBHOCTB

\\'\

| 06.3 Xummdeckoe (hH3ugeckoe) TeCTUPOBAHHE

06.4 BHOJOTrAYECKOE TECTHPOBAHME

I1. TPOU3BOACTBEHHBIE OITEPAITN — @APMAL[EBTI/I‘—IECKI/IE CVBCTAHI_[I/H/I

II. 01 | Ilpom3BoacTBO (hapMaIeBTHISCKUX CyOCTaHIMHI METOAOM XHMHYECKOIO CHHTE3a
' 01.1 ITpor3BOICTBO MPOMEKYTOIHBIX MPOLYKTOB @apMauermquKol‘?I CyGCTaHIN

01.2 TTpou3BoaCTBO (hapMaleBTUIECKOH CYOCTaHIIHA-CHIPIA v
01.3 3apepuratomye CTajuy NPOM3BOACTBEHHOro MpoIecca (HanpnMep OYHCTKA,
IIepEeKPUCTAIUIN3AINS, BhJICIEHNE, BRICYITMBAHNE, U3MENBYEHHE)

, 01.4 Ilpouee B -

II. 02 |IlpomsBomcTBO  (apMaieBTHUeCKHX  CyOCTaHIMM  MeTOJaMH  BBIIEICHHA
13 IPUPOIHBIX HCTOYHUKOB
02.1 Brimenerue (apManeBTHUYECKHX CyGCTaHIHMM Y3 YICTOUHUKOB paCTI/ITeJ'II)HOFO
MPOUCXOKIACHUS
02.2 BrigeneHume (apManeBTHYECKUX CyOCTaHIMA U3 I«ICTO‘-IHI/IKOB 3KHBOTHOTO
HPOUCXOKICHHUA < S
| 02.3 Brigenenne (apMaleBTHIECKUX CyOCTaHIMMA W3 OpTaHOB (TKaHeH) YJeJIoBeKa
02.4 Brigenenne (apManeBTHICCKHAX cyGCTaHIMi U3 MCTOYHHKOB MHHEPAILHOTO
| IPOUCXOXKICHUSA
02.5 Mopudukanus BBIZICJICHHON (hapMalleBTUIECKOA CyGCTaHIMM (yKasmBaeTcx
HcTtoyHuk w3 myHktos  02.1 - 024) (B ciaydae ecnu  IPUMEHEM
1. 02.5, B cepTH(UKATE YKa3BIBAIOTCS IpAMeHHMbIe 11, 02.1-02.4)
02.6 OumcTka . BBIACIEHHOM = (apMmalepTHdeckoll CyOcTaHIuH (yKassBaeTcs
WcTOUHMK W3 myHKToB 02.1 — 02.4) (B cimydae ecnm npumenuM I 02.6,
B cepTH(UKATE YKa3hIBAIOTCS IpiMeHnMble mi. 02.1-02.4)
02.7 Ilpouee :

IL. 03 | IIpousBoznCcTBO dapMaIeBTHYECKAX CyOCTaHIMH ¢ HCIOIb30BaHHeM OHONOTHYECKUX

IponeCCcOB
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- mpoposonbeTBHS Peciy6muku benapych

Ne GMP/EAEU/ BY /00012-2024

Kon Hammenosanue

03.1 depMeHTaAINS

03.2 Ilpou3BOACTBO C UCTIOIB30BAHIEM KJETOYHBIX KyNBTYD

03.3 Brinenenne/ouncrka

03.4 Monuduxanus

03.5 Ilpouee

II. 04 | ITpoM3BOZCTBO CTEPHITBHEIX (hapMaLEBTHIECKUX cy6cranmuii (pasmenst I1. 01, I1. 02,
I1. 03 1O/KHBI OBIT 3aII0JHEHE, I/1€ IPUMEHIMO)

04.1 ®apManeBTHISCKHE CYOCTAHIH, IPOM3BOLIMEIE B acenTquCKHx YCIIOBHAX

04.2 dapMmalieBTHISCKHAE CYOCTaHIIIM, [TOABEPracMble (bHHI/IIHHOI/I CTEPHIIU3ALIAH

II. 05 | 3aBepmaromye CTaAuy OPOM3BOACTBA (hapMaleBTHIECKHX CyOCTaHIHMH -

05.1 Cramum Qusmdeckoli o6paGoTKH (HampEMep: CyIIKa,pasMOJ/MUKPOHH3AITS,
IPOCEHBAHME)

05.2 TlepBuuHas yrmaKkoBka (IOMeIIeHHe/3amaiika hapMaleBTIHIecKol CyOCTaHIHH B
YIaKOBOYHBIH MaTepHall, HAXOAIIMICS ¢ Hell B HEHOCPENCTBEHHOM KOHTAKTE)

05.3 Bropuunas ymakoBKa (IIOMELICHHE 3alcYaTaHHON INEPBHYHONM YNAKOBKH C
(dapMareBTHIECKOM cyOcTaHUyeld B Hapy)KHBIH YIIAKOBOYHBIA MarepHal HIIH
KOHTeMHep. OTO TaKKe MOXET BKIIOYaTh B cebsd Kakue-mubo HeHCTBHA IO
MapKHpPOBKe MaTepHala, HCIIOIb3yEMOr0 B LelsX HACHTUOUKAIMN MK 00eCIeYeH
IPOCIEKABAEMOCTH (HyMepamus * cepuif) B OTHOUIEHMH (hapMaleBTHYecKOH
cyOcTaHIUN

| 05.4 IIpouee

I1. 06 | KomTponp KadecTpa

06.1 MHKpo6HonomquKoe,TecmpoBaHHe: CTEPUNBHOCTD .

06.2 MuKpOGHOIOTHYECKOE TECTUPOBAHNE: HECTCPUIILHOCTD

06.3 Xummaeckoe ((GU3MIECKOE) TECTHPOBAHHUE

| 06.4 BrOJIOrMYECKOe TECTHPOBAHUE

II. 07 | Beimyckaronuii KOHTPOJIb Ka9eCTBa

Omamenm WK IOACHUTEIbHBIC 3aMETKH, Kacaroueecs obmacta IIPUMCHEHUA cepmq)mca'ra

JefiCTBHE JAHHOTO cepTH(dHKATa PAaCIPOCTPAHIETCA Ha MPOU3BOACTBO BETCPUHAPHBIX JICKAPCTBEHHEIX IPENApaToB:
- Ha YJaCTKe CYCIeH3HiA; :

- Ha YYaCTKC HHBCKIMOHHBIX PacTBOpPOB;

- Ha y9acTKe HHOY3MOHHBIX PACTBOPOB.
I. 01.1.2 sxpaKHde JiekapcTBeHHbIe HOPMBI Maoro 00beMa: CyCTIeH3|H ¥ PACTBOPBI UL MHBEKLIHIA;

L. 01.2.1. )unKHe JeKapCTBEHHBIE (OPMBI GOJBIIOT0 06bEMa: PacTBOPEI 1l HHBEKIHIL,;

L. 01.2.2. xuzKHe JeKapCTBEHHbIS (POPMEI MAIOTO o0bema: pacTBOPSI Ui HHBEKIIHIA;

1. 02.1.5 xupKue eKapCTBEHHBIS POPMBI I BHYTPEHHETO MPUMEHEHHS: PacTBOPEL.

I.02.1.15 npoYas MPOAYKLUA: CyCHEH3HH U1 BHY TPUMATOHOrO 1 HHTPALMCTEPHATBHOTO BBEJCHHA.

3amecTuTelb MunuCcTpa — JiMpeKTop
JlemapTaMeHTa BETEPHHAPHOTO

1 MPOJOBOJIBLCTBEHHOIO HA/[30pa
MuHKCTEPCTBA CEBCKOIO X03JMCTBA 1

m CMUIbIruHb
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