EBPA3UMCKNN SKOHOMWYECKUI COIO3
IETIAPTAMEHT BETEPMHAPHOI'O U ITPOJOBOJILCTBEHHOI'O HA I30PA
MHHUCTEPCTBA CEJIbCKOT'O XO3SIMCTBA U I[TPOJIOBOJILCTBUS
PECITYBJIMKU BEJIAPYChH

CEPTUG®UKAT
COOTBETCTBHS IIPOM3BOJICTBA BETEPUHAPHBIX JEKAPCTBEHHBIX
CPEJICTB TPEEOBAHUSM TTPABHT
HAJUIEXKAIIEI IIPOM3BOJICTBEHHOM MMPAKTUKH
EBPA3HIICKOI'O YKOHOMUYECKOTO COIO3A
Ne GMP/EAEU/BY/00051-2025

Brian mo wroraM ImpoBeAeHUs (apMalleBTUUECKOM WHCIEKUUH JlemapTaMeHTOM
BETEPHHAPHOTr'0 M IIPOJOBOILECTBEHHOIO HaJ[30pa MUHUCTEPCTBA CENBCKOr0 X034iCTBa U
nponoBoascTBHS Pecrrybnuku Benapyce
IIOATBEPXKAAET CIeaytollee: IpoBeieHa (papMaleBTHIeCKas HHCIISKIIHS

I'yarwxoy Xyananb Ouonorayeckas MequiluHa Ko., Jitn, Kuraii/
Guangzhou South China Biological medicine Co., Ltd, China

(MONHOE HAMMEHOBAHKE TIPOH3BOIUTETS)
Ne 75, yn. Baily, BBICOKOTEXHOJIOTHYHAS TPOMBINIIIEHHAs 0a3a K BOCTOKY
ot yu. L[33H1135H, paiion [133H495H, ropon ['yarwxkoy, Kurait/Ne 75, Weiwu Road,
High-techIndustrial Base, East of Zengjiang Street, Zengcheng, Guangzhou, P.R. China
(FopuaMYecKHil aipec MPOK3BO/INTENS)
Ne 75, yn. Bolty, BBICOKOTEXHOJIOTMYHAsI IPOMBIIIITIEHHAs 6a3a K BOCTOKY
ot yJi. I[33H135H, paiion L3sH4sH, ropon ['yanwkoy, Kuraii/Ne 75, Weiwu Road,
High-techIndustrial Base, East of Zengjiang Street, Zengcheng, Guangzhou, P.R. China

(aapec NpOM3ROACTBEHHOM MNOILANKY, MECTA OCYLUECTRNCHUS AeSTEMhHOCTH)
Ha ocHoBanum CBe,I[eHIfIﬁ, TIOIIYUYCHHBIX HpPI HpOBeﬂEHIfIH Q)apMaL{eBTHIIECKOI;‘I
HHCIIEKI[MH, KoTopas Oblia nposeaeHa 18.04.2025, 21.04.2025 u 22.04.2025

YCTaHOBJIEHO, YTO JaHHBIA IPOU3BOJUTENb COOTBETCTBYeT TpeboBaHusM I[IpaBun
HaJJIeXalleil IpOU3BOJACTBEHHON IPAKTUKU EBpazuiickoro 3KOHOMHUYECKOI0 COI03a.

Hacrosmmii  ceptudukaT oTpaxkaeT CTaTyC IPOW3BOJACTBEHHOM  ILIOMIAIKH
Ha MOMEHT IIPOBeJeHUS (hapMalleBTHUECKON WHCIEKIIHH U TI0 UCTEYEHHHN 3 JIET OT JAThI
IIOCIIEHEro JHS MocieHel (GapMaleBTUUeCKoW HHCIIEKIMK He HOJDKEH NMPHHUMATHCS B
KadecTBe JOKYMEHTa, CBHETEIbCTBYIOIIEIO O CTaTryce cOOTBeTCTBHA. CpoK AeHCTBHS
ceptudukara MOXeT OBITb COKpalleH TIIpU HCIOJNB30BAaHUHM  COOTBETCTBYIOIIMX
IIPUHIIAIIOB YIPaBIEHHS PHCKAMM MPH HAJIWYMKA COOTBETCTBYIOIIEH 3alliCH 00 3TOM
B ntosie «OrpaHUYeHuUs WM MOSCHUTEbHBIE 3aMETKH, Kacarouuecs 001acTi IpUMeHEeHHS
HACTOSAIIETO cepTudukaray.

Ceprudukar sBIseTcsi JIEHCTBHTENBHEIM B Cllydae IIPeICTABICHHA BCEX €ro
3aII0JHEHHBIX CTPaHHII (KaK OCHOBHBIX JIHCTOB, TaK U AOIOJHHUTEIBHEIX JIUCTOB).

AyTEeHTHYHOCTh (IIOATHHHOCTH) HACTOAILEIO CEPTHU(HKATA MOXKHO IPOBEPUTH
B 0asze NaHHBIX BETEPHHAPHOTO (apMalleBTHYECKOrO HHCIIEKTOpaTa rocydapCTBEHHOIO
yupexnenns «Bberopycckuil TocyIapcTBEHHBINH BETEpHHAPHBIN IIEHTP), PACIOIOKEHHOMH
o azapecy: http://bgvc.by/reestr-sertifikatov/ (Peectp ceptrgukaros).

Ecnu ceprubukar He IpeACTaBIeH B yKa3aHHON Oa3ze JaHHBIX, ClleyeT 0OpaTHThCS B

YIIOJTHOMOYEHHBIN OpraH, ero BbIIaBIIHIA.
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Ne GMP/EAEU/BY/00051-2025

[V] BerepunapHsie JTeKapCTBEHHbIE CPENCTBA
[ DxcnepuMeHTaIbHBIC BETEPUHAPHBIC JIEKAPCTBEHHBIE CPEICTBA

Kon |

Haunmenosanue

L. IIPOM3BOJACTBEHHBLIE OITEPALIMM — BETEPMHAPHBIE JIEKAPCTBEHHGIE

CPEJICTBA

I.01

CrepuibHast IPOIYKIHS

01.1 IIpomyxuus, MpOU3BOAMMAS B aCENTHUECKUX YCIOBHUSX (omepamuu o6paboTKu
JUUIA CJICOYIOUINX JIEKAPCTBEHHBIX (hOpM):

01.1.1 >xunkue nexkapcTBeHHbIE HOPMBI O0JIBIIOTO 00BEMa

01.1.2 ;)xupaxue JJeKapcTBeHHBIE HOPMBI MAJIOTO 00BeMa

01.1.3 mucnepcuu

01.1.4 muodumr3aTel

01.1.5 TBepable JeKkapcTBEHHBIE HOPMBI H HMILTIAHTATHI

01.1.6 markue geKapcTBeHHBIE HOPMEI

01.1.7 mpoyvast DpOAYKIUs: CYCIIEH3HH JIJIsI HHBEKITHH

01.2 Ilpomyxuus, mojiBepraemas GUHATTHOH CTepUIH3alluA
(onepanyu 00pabOTKH I CIIEIYFONINX JIEKAPCTBEHHEIX (hopMm):

01.2.1. )xugkue JeKapcTBEHHBIE GOPMEI O0JBIIOr0 00heMa

01.2.2. xunkue TeKapcTBEHHBIE GOPMBI MaJIoro obbemMa

01.2.3. TBepabIe JeKapCTBEHHEBIE (DOPMBI ¥ HMILIAHTATHI

01.2.4. MArkue JeKapcTBeHHbIE (OPMEI

01.2.5. nmpo4as NpOoayKIIHs:

01.3. IleperuHas ymakoBKa

01.4. BropuyHnas ynakoBka

01.5. Beuryckaromuii KOHTPOJIb KadecTBa

I. 02

Hecrepunbnas npoxykuus (orepauuud oOpabOTKH JUIs CIETYOIMX JIeKapCTBEHHBIX
hopm)

02.1 HecrepunpHas IpOIyKIIHS:

02.1.1 KarcyJssl B TBEPIOH 000I0UKe

02.1.2 xamncyJbl B MITKOH 000I09Ke

02.1.3 >xeBaTeNbHbIE IEKAPCTBEHHBIE (JOPMEI

02.1.4 >xuKue JeKapcTBEHHBIE (DOPMEI sl HAPY>KHOTO IIPHMEHEHHUS

02.1.5 >xuaKee JeKapcTBEHHBIE (OPMBI [UIsl BHYTPEHHET O IPHUMEHEHHS

02.1.6 BeTepUHapHEIE Ta3bl

02.1.7 npoure TBepIble JJeKAPCTBEHHBIE (OPMEI

02.1.8 mpemnapaTsl, HaXOASAIMEC 101 JaBICHUEM

02.1.9 reneparops! paguOHYKIMIOB

02.1.10 MATKHE JTeKapCTBEHHEBIE (HOPMEI

02.1.11 cBeun (CyIIIO3HTOPHH)

02.1.12 TabmeTku

02.1.13 TpancaepMalbHEIE ILIACTEIPH

02.1.14 ycTpoiicTBa IS HHTPapyMHHAIBHOTO (BHYTPHPYOLI0BOr0) BBEEHHUS
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Kon

HamMmenoBanue

02.1.15 npodast TpOAYKIIHS:

02.2 ITeperuHas ymmakoBKa

02.3 BropuyHas yrmakoBKa

02.4 BrlmycKaroliiid KOHTPOJIh KauecTBa

I. 03

buonormaeckue BETEPUHAPHLIC JICKAPCTBCHHEIC ITPEIapaThl

03.1 buonorudeckuie BeTeprHAPHEIE JIEKAPCTBEHHBIE MTPENapaThl:

03.1.1 npomyKius W3 KPOBH H IUTA3MBI

03.1.2 uMMyHONIOTHYecKas MPOAYKIIHS

03.1.3 mpogykuws KIETOYHOM Teparuu

03.1.4 reHoTepaneBTHIeCKas IIPOTYKITHS

03.1.5 6moTexHONOTHYECKAS IPOMYKITHS

03.1.6 mpoayKuus, SKCTparupoBaHHasl U3 YXHBOTHBIX HCTOYHHKOB

03.1.7 npoaykuus TKaHEBOH HHYKEHEPHH

03.1.8 npogas npoayKIHs

03.2. [lepBr4Has ymakoBKa

03.2.1 muodumuzar

03.2.2 sMyJIbCHS

03.2.3 cycrieHsus

03.2.4 npouee

03.3. Broprunas ynakoBka

NS

03.4. Beimyckaromui KOHTPOJTh Ka4eCTBa

I. 04

HpO‘-I&H JICKapCTBCHHAA NPOAYKIHA HJIH IPOHU3BOOCTBCHHAA NEATCIIEHOCTD

04.1 IIpou3BoaCcTBO:

04.1.1 pacTUTeIHbHOK IPOTYKITHN

04.1.2 roMmeonaTAYeCKOH IMPOIYKITHH

04.1.3 npogas OpOIyKIIHs

04.2. IlepBruyHas ynakoBka

04.3. BropryHas yrakoBKa

04.4 ITpouee

04.5 Brimyckaronyii KOHTPOJIb KaduecTBa

I. 05

VYrakoBka (CBEIEHHS YKa3bIBAIOTCS B CIIydae el IIPOU3BOJUTENh OCYIIECTBIISAET
OITepalliH 0 yIakoBKe 06e3 MpoBeAeHUsI ITOJHOTO [HKIa mpousBoacTBa — L. I, 01 —
1. 04 He 3amMOTHSAIOTCS)

05.1 IleppuuHas yrnakoBKa:

05.1.1 xamncyJisl B TBepaoil obonouke

05.1.2 xarnicyibl B MATKO# obosouke

05.1.3 sxeBaTeNbHBIC IEKaPCTBEHHBIE (OPMEL

05.1.4 uMIIperHupOBaHHBIC JICKAPCTBEHHEIE (POPMBI

05.1.5 xuaKue JeKapCTBEHHBIE (JOPMBI U1l HAPYKHOI'O IIPUMEHEHHS

05.1.6 xXuaKue JeKapCTBEHHbIE (POPMBI JUIsl BHYTPEHHETO IPUMEHEHHS

05.1.7 BerepuHapHBIE ra3sl
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Kon

Haumenosanue

05.1.8 npoyue TBepIbIE JIEKaPCTBEHHEIE (hOPMEI

05.1.9 npenapatsl, HaXOAAIIMECS 10 HaBIECHHEM

05.1.10 rerepaTops! pagHOHYKIHIOB

05.1.11 msarkue TeKapCcTBEHHBIE (HOPMBI

05.1.12 cBeun (CYNIIO3UTOPHH)

05.1.13 Tabnerku

05.1.14 TpaHCHEpMAIIBHEIE IIACTHIPH

05.1.15 ycrpoiicTBa 1715 HHTPapyMHUHAIBHOTO (BHYTPHPYOII0BOT0) BBEIEHHUS

05.1.16 mpouast mpoayKIus

05.2 BropuyHas yakoBka

05.3 Bemmmyckaronmuii KOHTPOJIb Ka9ecTBa

1. 06

KoHuTpoas kauecTBa

06.1 MukpoOuonoruiueckoe TeCTHpPOBaHHE: CTEPHITEHOCTD

06.2 MuKpoOHOIOTHIECKOE TECTHPOBAHHE: HECTEPHIBHOCTD

06.3 Xummaeckoe (QU3HUECKOE) TECTHPOBAHHE

06.4 buoiiornueckoe TeCTUPOBAHKE

—
v
v
v

II. TTP

OM3BO/JICTBEHHLIE OITEPAITMN — @APMAITEBTUYECKHWE CYBCTAHIINU

I1. 01

HpOHBBO,E[CTBO (bapMaLIBBTHtIeCKHX CY6CT&HHHﬁ METOJOM XHMHYCCKOI'0 CHHTE3a

01.1 ITpon3BOACTBO IIPOMEXKYTOUHBIX TPOAYKTOB (hapMalleBTHUECKOM cyOCTaHIInH

01.2 ITpou3BoacTBO hapMaleBTHIECKON CyOCTaHIIHH-CHIPIA

01.3 3apeparomye cTagMyd IPOU3BOIACTBEHHOTO Ipoliecca (HaIpHUMEp: OYHCTKa,
NEPEKPUCTAIM3AIINS, BEIIEIEHNE, BEICYIIMBAaHNE, H3MEIbUeHHUE)

01.4 ITpouee

1. 02

IIpomsBoacTBo  dapMaleBTUYeCKHX  CyOCTaHIMHA  METONaMH  BEIIEICHHS
U3 IPUPOTHBIX HCTOYHHKOB

02.1 Broigenenue ¢apMaleBTHUECKUX CYOCTaHITMH W3 MCTOUHHKOB PAaCTHTEIHHOIO
TIPOUCXOMKICHHS

02.2 Brimenenue (apMalneBTHUECKHX CyOCTaHIMH M3 HCTOYHHKOB >KHUBOTHOIO
TIPOUCXONKICHHUS

02.3 Beinenenue hapMaleBTUYECKHX CyOCTaHIIMN M3 OpraHoB (TKaHei) YemoBeKa

02.4 Beigenenue ¢apManeBTHYECKHX CyOCTaHIMH W3 MCTOYHUKOB MHHEPAIHHOI'O
IPOUCXOXKAECHUS

02.5 Momudukamus BelieneHHOW dapManeBTHUecKol cyOcTaHnuu (yKas3bIBaeTcs
UCTOYHHUK ®3 1myHKToB 02.1 — 02.4) (B cioyyae ecnd TpUMEHHM
. 02.5, B cepTuduKaTe yKa3pIBaroTCsa npuMeHHMBIe . 02.1-02.4)

02.6 Ouuctka BBIACTEHHOH (apManeBTUdeckol cyOcraHmuu (yKa3bIBaeTCs
uctouHuK u3 myHkToB 02.1 — 02.4) (B cimywae ecimu mnpumenuM 1. 02.6,
B CcepTH(HKATE YKa3bIBAIOTCA npuMeHuMEbIe . 02.1-02.4)

02.7 IIpouee

II. 03

HpOHSBO,ZICTBO (bﬂpM&U;EBTH‘{eCKHX CY6CT&HHHﬁ C HCIIOJIE30BaHHEM OHOIOTHYECKHX
IIPOIIECCOB
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Kon HaumenoBanne

03.1 ®epmenTanms

03.2 TTpou3BOACTBO C UCIOIB30BAHHEM KJIETOYHBIX KYIBTYD

03.3 Brigenenue/ourncTKa

03.4 Momudukarus

03.5 Ilpoyee

I1. 04 | Ilpou3BOACTBO CTEPUILHBIX (hapMalieBTHUeCKux cyberanumii (pasmens: I1. 01, I1. 02,
II. 03 Ko/KHEI GBITH 3aIIOIHEHEL, I1e IPUMEHHMO)

04.1 ®apmaneBTHYECKHE CYOCTAHINHN, TIPOU3BOIMMBIE B aCENTHIECKHX YCIOBHSIX
04.2 ®apmaneBTHYECKHE CYOCTaHIIMY, OABEpraeMble QHHHITHON CTSPHITH3AIAH

II. 05 | 3aBepmaronye cTaIuH IPOU3BOJICTBA (hapMaleBTHUECKIX CyOCTaHIIHIA

05.1 Cramum ¢usmaeckoit o6paboTke (HampuMep: CyIIKa,pa3Mo/MUKPOHM3AIL,
[IPOCEHBAHUE)

05.2 TlepuyHas ymakoBKa (TIOMeIleHHe/3anaiika hapMaeBTHIecKoi cyOCcTaHIMH B
YTIaKOBOYHBIH MaTepuall, HaXOAIHICS ¢ Hel B HEOCPEICTBEHHOM KOHTAKTE)

05.3 Bropuunas ynakoBKa (IIOMEINEHHE 3all€dyaTaHHOW IEepPBHYHON YIIAKOBKH C
(apmareBTHYeckoif cyOcTaHIMell B HapyXHBIM YIAKOBOYHEIA MaTephan MIIH
KOHTEHHEp. JTO TaKKe MOXET BKIIFOYare B cebi Kakume-TMbo IeHcTBUS IO
MapKHUpPOBKE MaTepraa, UCIOIb3yeMOT0 B LEJITX UAeHTH(DHKAIIMH WK 00eCcIIeueHus
MPOCISKMBAEMOCTH  (HyMepalusi CepHif) B OTHOIIEHHH (hapMalleBTHUYECKO
CyOCTaHITHK

05.4 ITpouee

II. 06 | KoHTpoas KauecTBa

06.1 MukpoOHOI0rH4ecKoe TECTHPOBAHHE: CTEPHILHOCTD

06.2 MukpoObuonoruieckoe TECTHPOBAHHE: HECTEPUILHOCTD

06.3 Xumuueckoe (Qu3UIecKoe) TECTHPOBAHKE

06.4 brosnoruyeckoe TECTHPOBAHHE

II. 07 | Beuryckarommii KOHTPOJIb Ka4eCcTBa

Orpanndenns WM MOACHATEBHBIE 3aMETKH, Kacaromeecs 061acTu pUMeHeHHs CepTH(hUKaTa:
1. 03.1.2 ummyHnomorudeckas npomykrus: FOKBM HS (SCBM H5), BupycHast BakiHa IPOTHB ITHULETO
rpunma HS noaruna, nnakTuBuporanHas (mramm D7 + mrramm rD8).

3amectuTens MUHHCTpaA — THPEKTOP
[lenapraMeHTa BeTEpHHAPHOI'O

U TIPO/IOBOJTHCTBEHHOTO HA/30pa =
MuHHCTEpPCTBA CEIIECKOTO xoa;;mgrsa 73
IIPOIOBOJILCTBUS PecnyGnHmaBé;ﬂapyCL

.. CMunerube
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