EBPA3UMCKIMIM SKOHOMMYECKHWI COIO3
IIETIAPTAMEHT BETEPMHAPHOI'O U ITPOJIOBOJILCTBEHHOI'O HAI30PA
MUHMCTEPCTBA CEJIbCKOI'O XO3SMCTBA U ITPOJIOBOJILCTBUS
PECITVBJIMKU BEJIAPYChH

CEPTUD®UKAT
COOTBETCTBUS IPON3BOCTBA BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEJICTB TPEBOBAHMUSIM ITPABHI
HAJIEXKAIIENA IPOM3BOACTBEHHOM ITPAKTUKH
EBPA3ZMICKOIO YKOHOMHWYECKOI'O COIO3A
Ne GMP/EAEU/BY/00044-2025

BbljaH 10 HTOraM NpOBeJeHus (apMaleBTHYecKOW HHCIeKund JlemapraMeHToM
BETEPUHAPHOTO U IIPOJOBOIBECTBEHHOIO HaJ30pa MUHMCTEPCTBA CENIBCKOTO XO3IHCTBA U
poaoBoIbCTBUS Pecybnuku benapych
MOATBEPIKAAET CIeyIollee: IpoBeicHa (hapMaeBTaIeckas HHCIIEKIIs

JIABOPATOPUOC XUIIPA, C.A./
LABORATORIOS HIPRA, S.A

(MOMHOE HAMMEHOBAHKE IPOH3BOTHTENS)
ITp-t JIa-CenbBa, 135, Amep, 17170, XKupona, Mcnanus /
Avda La Selva, 135, 17170, Amer, Girona, Spain

(fopuaMHcCKuit aNPec NPOUIROTMTENS)
Cuamep: Illocce C-63, km 48 300, IIpomsliiienHast 30Ha D1b-Prepans, Amep, 17170,
Kupona, Mcnanus / Ciamer: Road C-63, km 48 300, Industrial Area El Rieral, Amer,
17170, Girona, Spain

(anpec MPOU3ROACTBEHHOMH MIOLWIANKH, MECTA OCY LUSCTBICHHMA JESTETRHOCTH)

Ha ocHOBaHMM CBeJEHMI, IIOJyYeHHBIX TIpH IPOBEICHHUH (DapMaleBTHYECKON
MHCIEKLUH, KoTopas 6bu1a mpoBenena ¢ 28.01.2025 mo 31.01.2025 u ¢ 03.02.2025 mo
06.02.2025 yCTaHOBJIEHO, YTO JAHHBIA MPOM3BOJUTENE COOTBETCTBYET TPeOOBaHUIM
[TpaBun Hammexaleil MPOU3BOACTBEHHON IIPAKTHKKM EBpasHiCKOro 3>KOHOMHYECKOIO
COr03a.

Hacrosmmii  cepTUdUKAT OTpakaeT CTaTyC IPOM3BOJACTBEHHOM  IMIJIOIIAAKA
Ha MOMEHT IIpOBe/eHrs (papMarleBTHIeCKOH HHCIEKIMU U 110 UCTEYEHUH 3 JICT OT ATkl
MIOCJIEIHEr0 IHS TTocenHel hapMalleBTHIeCKON MHCIEKLIMH He JODKEH IPUHUMATECS B
KauecTBe IOKYMEHT4, CBHIETENBCTBYIOIIEr0 O CTaTyce COOTBETCTBHSA. CpOK NENCTBHS
cepTH(HKATa MOXET OBITh COKpallleH TIIpH HCIOJB30BAHUH COOTBETCTBYIOIIMX
IIPUHIIUIIOB YIPABJIEHHsI PUCKAMH [PH HAIHYAM COOTBETCTBYIONIEH 3amucu 00 9TOM
B 1ojie «OrpaHMyeHus WM TIOSICHUTENIbHBIE 3aMETKH, KaCaroIuecs 00J1acTh PHMEHEeHHA
HACTOSIIIETO CepTU(UKATa.

Ceprudukar sBIseTcs ISUCTBHTENBHBIM B ClyYae MPEICTaBICHUS BCEX €ro
3aIIOJTHEHHBIX CTPAHUI] (KaK OCHOBHEIX JIMCTOB, TaK Y JOTIOJHUTENBHEIX JICTOB).

AyTeHTuyHOCTs (IIOJUIMHHOCTB) HACTOAINETO CEPTU(UKATA MOXHO MPOBCPHTH
B 0a3e JaHHBIX BETEpPUHAPHOro (hapMaleBTHYECKOro MHCIEKTOpaTa rocyJapCTBEHHOIO
yupesxaenus «Belopycckuii rocy1apCTBeHHBIN BETEPHHAPHBIA LEHTPY», PacIIOI0KEeHHOH
o ajpecy: http://bgvc.by/reestr-sertifikatov/ (PeecTp cepTudukaros).

Ecnu cepruduKar He IPeICTaBleH B yKasaHHOM 6a3e JNaHHBIX, clieyeT 0OpaTUTECS B

YTIOTHOMOYCHHBIN OpraH, €ro BBIIaBIIHM.
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Ne GMP/EAEU/BY/00044-2025

[v] BeTepuHapHbIe IEKapCTBEHHBIE CPENCTBA
[J DxcreprMeHTaIbHBIE BETEPHHAPHEIE JIEKApCTBEHHBIE CPE/ICTBA

Koz | HaumeHoBaHue
I. [IPOU3BO/ICTBEHHBIE OITEPAITAN — BETEPUHAPHGIE JIEKAPCTBEHHBIE
CPEJICTBA

I, 01 CrepuibHas IPOLYKIHS

v | 01.1 TIpomyKIuus, IpOM3BOMMAs B acENTHIECKUX YCIOBUAX (omepauuu oOpaboTKH
1711 CHENYIOIIX JIEKAPCTBEHHEIX HOpM):

01.1.1 sKuaKKe JIEKapCTBEHHBIC (POPMEI OONIBIIOr0 00beMa

v 01.1.2 »uaKue JeKapCcTBeHHEIE (hOPMBI MATIOro 00beMa
01.1.3 qucnepcun
el 01.1.4 muodumu3aTel

01.1.5 TBepAbIE IeKapCTBEHHBIE ()OPMBI ¥ IMILTAHTATEI

01.1.6 Markue 1eKapcTBeHHbIE (POPMBI

01.1.7 npoyasi IPOAYKIUs

01.2 IIpomyxius, roaBepraeMas GbUHUITHOK CTEpHIN3 AT
(omepaimu 06pabOTKH UL CIEAYIOMIHIX JIEKapCTBEHHBIX HOpM):

01.2.1. >xuaKue JeKapcTBEHHBIE HOPMEI GoNBIIOro obbseMa

01.2.2. )uJKHe JIEKapCTBEHHBIE (POPMBI MaIoro obxeMa

01.2.3. TBepbIe JieKapCTBEHHBIE (DOPMEI ¥ MMILIAHTATHI

01.2.4. MATKHE JIEKAPCTBEHHbBIE (POPMEI

01.2.5. npovast MPOIYKIIHS

01.3. IlepBuyHas yrakoBKa

01.4. BropuyHas ynakoBKa

01.5. BelrmycKaroniui KOHTPOJIb Ka4yecTBa

I. 02 HecTepuiabHas MpoayKiws (omepanuy 00paboTKH I CICAYOIINX JTeKapCTBEHHBIX
hopm)

02.1 HectrepuiibHast IPOLYKIHS:

02.1.1 KamcyJsl B TBEPLOH 000I0YKE

02.1.2 KamcyIsl B MATKOH 000I04YKe

02.1.3 sxeBarelbHEIE IeKapcTBEHHBIE (GOPMBI

02.1.4 ;xuaxue JeKapcTBeHHbIE (POPMBI UL HApyKHOTO IPUMEHEHHUS

02.1.5 sxunKue gekapcTBeHHbIe GOPMBI U1 BHYTPEHHETO NPUMCHEHHA

02.1.6 BeTeprHApHLIE a3kl

02.1.7 npoyne TBEpPIbIC JIEKAPCTBEHHBIE (HOPMEI

02.1.8 npernapaTsl, HaXOAAIHEC IO NaBICHHEM

02.1.9 reHepaTophl paIuOHYKIIHIOB

02.1.10 MsrKue JIeKapCTBEHHBIE (OPMBI

02.1.11 cBeun (CYIIIO3UTOPHH)

02.1.12 TabmeTku

02.1.13 TpancaepMalIbHBIE ILIACTBRIPH

02.1.14 ycrpolicTBa A HHTPAPYMHHAITBHOTO (BHYTpHpYOIIOBOTO) BBEACHHS
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Kon

HaumenoBanue

02.1.15 mpoyast MPOLYKIIHS:

02.2 IlepruHas ynakoBKa

02.3 BropuyHas yIakoBKa

02.4 Berryckaromuid KOHTPOJIb Ka4ecTBa

I. 03

Bronornyeckre BETEpUMHAPHbIE JIEKapCTBEHHBIE MPelapaThl

03.1 Buosornyeckre BeTepruHAPHBIE JIEKaPCTBEHHEIE ITpenapaThL:

03.1.1 mpomgyKius U3 KpOBH H ILIa3MbI

03.1.2 UMMYHOJIOTHYECKas IPOLYKIUS

03.1.3 mpoayKIiysi KJIETOYHOH Tepauu

03.1.4 reHoTepaneBTUYECKas IIPOLYKLIHSI

03.1.5 GuoTexHONOTHIECKAS IIPOLYKITHS

03.1.6 TpoIyKITHs, SKCTparupoBaHHas W3 JKHBOTHBIX HCTOYHHUKOB

03.1.7 mpomyKLHsl TKAHEBOH HHIKEHEPHH

03.1.8 mpouas MPOAYKIWs: BHPYCHBIE aHTUIEHBI; OaKTepHAaIbHBIC aHTUICHEL
BHPYCHEIE U 0aKTepHalbHbIE aHTUI€HbI

03.2. IlepBudHas ynakoBKa

AN

03.2.1 muodummsat

03.2.2 smynecus

03.2.3 cycrieH3us

03.2.4 npoyee

03.3. BropuuHasd yriakoBKa

03.4. Benryckaroluii KOHTPOJIb Ka4eCcTBa

1. 04

Hpoqaﬁ JICKapCTBEHHAS NPONYKIHA WIH TPOU3BOACTBEHHAA OCATCIIBHOCTh

04.1 IIpou3BOACTBO:

04.1.1 pacTUTEIBLHOMN IIPOTYKIIHH

04.1.2 roMeornaTH4ecKOi NpoLyKITMH

04.1.3 npoyas NpoAyKIHs

04.2. IleppuyHas yIakoBKa

04.3. BropuyHas ylakoBKa

04.4 TTpouee

04.5 BelIrycKarolyil KOHTPOJIb KadecTBa

[.05

VrakoBka (CBEIEHHs YKa3bIBAIOTCS B CIIydae €CIIH IIPOH3BOMUTENb OCYIIECTBIIACT
OIepalyy [0 YIaKoBKe 6€3 IpOoBeIeHHUsI IOTHOTO IHKIa ITponssoacTsa — miL. 1. 01 —
1. 04 He 3amMOJIHAIOTCH)

05.1 IlepBuuHas yIakoBKa:

05.1.1 xarcysbl B TBepaoi 00oI0uKe

05.1.2 xarcyJibl B MATKOM 000J104Ke

05.1.3 ;xeBaTenbHBIE JeKapCTBEHHBIE (JOPMEI

05.1.4 UMITPETHUPOBAHHBIE JTEKAPCTBEHHBIE (HOPMEI

05.1.5 sxu/KKe JeKapcTBEHHBIe (POPMEI I HAPYKHOTO IPUMEHEHHS

05.1.6 KUAKHE TeKapCTBEHHBIE (DOPMEI Ui BHYTPEHHETO IPUMEHESHUS

05.1.7 BeTepUHapHBIE a3kl
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05.1.8 mpoure TBepBIE JIeKAPCTBEHHBIE (DOPMBI

05.1.9 npenapathl, HaXOASIIMECs IO NaBIEHUEM

05.1.10 reHepaTopsl paagMOHYKIHIOB

05.1.11 mArkue JeKapcTBEHHbIE HOPMEL

05.1.12 cBeuH (CymIIIO3UTOPHH )

05.1.13 tabneTku

05.1.14 TpancaepMalbHbIE ILTACTHIPH

05.1.15 ycTpo#icTBa IJIsl HHTPApYMUHAIBHOTO (BHYTPUPYOLIOBOrO) BBEICHHUS

05.1.16 mpoyas TpoayKLUHUs

05.2 BropryHas ynakoBka

05.3 Beimyckaromuyi KOHTPOJIb Ka4uecTBa

I. 06

KonTpoms kadecTBa

06.1 MuKpoOHOIOTHYECKOEe TECTUPOBAHKE: CTEPUIIBHOCTD

06.2 MukpoOHOIOrnyecKoe TECTUPOBAHUE: HECTEPHUIIBHOCTD

06.3 Xumugeckoe ((hH3HUIECKOE) TECTUPOBAHUE

06.4 broIorn4ecKoe TECTUPOBAHKE

I1. TTPOM3BOJCTBEHHEIE OITEPAILIMU — @PAPMAILIEBTUYECKHUE CYECTAHITMN

1. 01 | ITpou3BoacTBO hapMaIeBTHUECKUX CyOCTaHIIMM METOLOM XMMHYECKOIO CHHTE3A
01.1 ITpoK3BOACTBO MPOMEXKYTOUHBIX TPOAYKTOB (apMalleBTHUECKOH cyOCcTaHIUY
01.2 IMpousBoacTBO (hapMaleBTHUECKON CyOCTaHIIMH-CRIPIA
01.3 3aBepmaronmie CTagdd MPOU3BOICTBEHHOrO Ipolriecca (HallpUMEp: OYHMCTKa,
HePEeKPHCTAILUTH3ALlHS], BEIIe/ICHHe, BEICYIIIHBAHHE, H3MENbUCHHE)
01.4 IIpouee

II. 02 |Ilpom3BoacTBO  (hapMaleBTUYECKMX  CyOCTaHIMH  METOAaMH  BBIICICHHUS
M3 IPUPOJIHBIX HCTOUYHUKOB
02.1 Brimenenue GapManeBTHISCKAX CyOCTaHIMH M3 HMCTOYHHKOB PaCTHTEIIHHOIO
IPOMCXOXKICHUS
02.2 Brimenenue QapMaleBTHIECKUX CyOCTaHIUH M3 HCTOYHHKOB JXHBOTHOTO
IPOUCXO0XKICHHUS
02.3 Brinenenue hbapMaleBTHUECKHX CyOCTaHITHIA W3 OpraHoB (TKaHei) YenoBexa
02.4 Beimenenne (apMaleBTHUECKUX CYOCTaHIWH W3 HCTOYHMKOB MHHEPAIIBHOIO
TIPOUCXOKICHHUS |
02.5 Mopmudukarms BHIIEICHHON (apMaeBTHUecKod cyOCTaHIMH (yKasbIBacTCs
UCTOYHMK ®3 1yHKToB 02.1 — 024) (B cioy4ae ecid IPUMEHUM
. 02.5, B cepTrdUKaTe yKashIBalOTCs npuMeHIMEIe L. 02.1-02.4)
02.6 OuwncTka BBIICIEHHON (apMarneBTHdecKoi cyOcTaHiuu (yKasbIBaeTcs
HCTOYHHK 13 mnyHkToB 02.1 — 02.4) (B cimyyae ecmu mpumeHuMm 1. 02.6,
B cepTU(HKaTe YKaspBaroTces npuMenumsle mi. 02.1-02.4)
02.7 I1pouee

I1. 03 | ITpousBonacTBO GapMaIeBTHIECKHX CyOCTaHIM# ¢ HCIOIb30BaHHEM OHOIOTHYECKHX

IIPOIICCCOB
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03.1 @epmeHTalys

03.2 TIpou3BOACTBO C UCIOJI30BAHUEM KIIETOYHBIX KYJIBTYP

03.3 Breineneane/oducTKa

03.4 Momudukanus

03.5 ITpouee

II. 04

ITpoH3BOCTBO CTEPUIIBHBIX (apMarieBTHIecKux cyOcranmit (pasnens: II. 01, I1. 02,
I1. 03 noJDKHEI GBITH 3aIOTHEHEI, I1€ IPUMEHHMO)

04.1 ®apmaneBTHYECKHE CyOCTAHINH, IPOU3BOIUMBIE B aCENITHYECKHX YCITOBHSX

04.2 dapmaneBTHUECKHE CyOCTAHIINH, TO/IBepraeMble (QHHUIITHON CTEPUIH3ANA

II. 05

3aBepiarollie CTaIiy IPOU3BOCTBA (PapMalleBTHYECKHX CyOCTaHIIHi

05.1 Cramuu ¢usmdeckod o0OpaboTky (HAmpUMep: CyIIKa,pasMOJI/MHKPOHHU3ALIKA,
IIPOCEHBAHHIE)

05.2 IlepBryHas yraKkoBKa (TOMeIIeHre/3anakika GpapMaleBTHIecKoi cyOCcTaHiK B
YIIaKOBOYHBIH MaTepHall, HaXOSIIHICS ¢ Helf B HeNOCpeICTBEHHOM KOHTAKTe)

05.3 BropuuHas ymakoBKa (TIOMEINEHHE 3aledaTaHHOH NEpBHYHON YIIAKOBKH C
bapMmaneBTHUECKOH CcyOcTaHUMedl B HapyKHBIA YNaKOBOYHBIA MaTepHal MM
KOHTeliHep. DTO Takke MOXET BKIOUaTh B cebs Kakue-mubo MeHCTBHA 110
MapKHpPOBKE MaTepUaia, HCIIOIB3YEMOTO B LEeJIIX HACHTA(PUKAIIMN UK 00eCTIeYeHH s
NpOCIIeKMBAEMOCTH (HyMepalust cepui) B OTHOIIEHMH (papMareBTHIeCKON
cyOCTaHIIAN

05.4 Ilpouee

II. 06

KoHTpose kayecTsa

06.1 MukpoOroIoru4eckoe TECTUPOBAHHE: CTEPUIBEHOCTD

06.2 MukpoOHOJIOTHYECKOE TECTUPOBAHKE: HECTEPHIIBHOCTD

06.3 Xumuueckoe ((HU3HIecKoe) TECTUPOBaHUE

06.4 buoorn4eckoe TeCTUPOBAHUE

11. 07

Brlmyckaromuit KOHTPOJIb KauecTBa

OI'paHHT-IBHHH HJIM IOSICHUTEIIBHEBIC 3aMETKH, KacaroIecca obacth IIPEMEHCHH A CBPTH(PHI{&T&:
03.1.2 HUMMYHOIOTHYECKAA IPOTYKIIHA: BAKIIHHEI IDOTHB KOKITHAHO3a IITHIL, JKHBBIC BAKITHHEI.

3amectutens Munucrpa — J{upexrop
JlenapTaMeHTa BeTepHHAPHOTO

U IIPOIOBOIICTBEHHOTO HaI30pa :
MHHHCTEPCTBA CEITbCKOTO X03AHCTBA H | ) Y .

W.M. CMUIBTHHB
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