EBPA3MICKUI SKOHOMWYECKIA COIO3
JIETIAPTAMEHT BETEPMHAPHOI'O Y ITPOJIOBOJIbCTBEHHOI'O HAJZI3OPA
MUHUCTEPCTBA CEJILCKOI'O XO3SMCTBA U ITPOJIOBOJILCTBUA
PECITYBJIMKU BEJIAPYCh

CEPTU®HUKAT
COOTBETCTBHS TIPON3BOJICTBA BETEPUHAPHBIX IEKAPCTBEHHBIX
CPEJICTB TPEFOBAHUSIM ITPABHLI
HAJUIE)KAIENA IIPOVU3BOICTBEHHOM IMPAKTUKHA
EBPA3HIICKOIO 9KOHOMUYECKOI'O COIO3A
Ne GMP/EAEU/BY/00058-2026

BEfaH [0 WTOraM IpoBeleHHs (apMaleBTHYeCKOH HMHCICKIMH JlernapTaMeHTOM
BEeTEPHUHAPHOTO ¥ MPOIOBOILCTBEHHOrO Hai30pa MHHHCTEPCTBA CEIBCKOTrO X035ICTBA H
npoaoBonscTBUs PeciryOnnku benapych
HIOATBEPXKIAET Clie/lyIoliee: IpoBeieHa (hapMaleBTHIeCKas HHCIEKIH

MEPK ILAPII SHJI JOYM DHUMAIJL XEJIC, C.JL./
«Merck Sharp & Dohme Animal Health S.L.»

(NOMHOS HAMMEHOBAHHE TPOMIBOTIUTENH)
C/ Ipumepa, 36, ITomurono Jms MoHTambBO 111, Kap6axoca-ne-na-Carpana, 37188
Canamanka, Mcmanus/
C/Primera, 36, Poligono El Montalvo III, Carbajosa de la Sagrada, 37188, Salamanca,
Spain
(1opHaMUECKUil ANPEC TPOM3IBOIATENS)
C/ LermenuH 6, [Tomroso Mpactpuan Ims Montansso I, ITapcena 38, Kapbaxoca-e-
na-Carpapa, 37008 Canamanka, Mcranus/
C/Zeppelin 6, Poligono Industrial E1 Montalvo I, Parcela 38, Carbajosa de la Sagrada,
37008, Salamanca, Spain

(ampec HpoH3BOACTBEHHOM TIOLWAIKY, MECTA OCY ILECTBICHHA NEATETRHOCTH)
Ha ocHoBaHuH CBEHCHHﬁ, IIOJTY4YEHHBIX IpH HpOBBI_IeHHPI (b&pM&IIGBTH‘IGCKOﬁ
WHCTIEKIMH, KOTopas 6Bima mposeeHa ¢ 16.03.2026 mo 19.03.2026

YCTaHOBIIEHO, YTO JaHHBIA NPOM3BOAUTENL COOTBETCTBYET tpeboBanusM IIpaBui
HaJUTeKallel Mpou3BOACTBEHHOM pakTuKK EBpasuiickoro SKOHOMHYECKOro COro3a.

Hacrosiuil  cepTHHEKAT OTpakaeT CTaTyC IPOU3BOJCTBEHHOH  ILIOLIAJKH
Ha MOMEHT IpOBeIeHHs (hapMalleBTUIECKOH HHCIIEKIHM U 10 HCTCUCHHUH 3 JIeT OT JaThl
MOCIeqHero MHs MociaenHel (hapMalneBTHUECKOW WHCIIEKIUH He NOJDKCH MPUHHUMATRCA B
KadecTBe JOKYMEHTa, CBHAETEIhCTBYIOILEr0 O CTaTyCe COOTBETCTBHA. Cpox nelcTBHS
cepruduKaTa MOXKET OBITH COKpAllleH IIPM MCIONb30BAHHH  COOTBETCTBYIOLIHX
NPUHIKAIIOB YIIPABJIEHHUsS PHUCKaMH IPH HaTWIHH COOTBETCTBYIOIIEN 3amucu 00 3TOM
B one «OrpaHudeHys WK IIOSCHUTETbHBIC 3aMETKH, KacalomHecH 001acTH IPUMEHEHHUS
HACTOSILETO CEPTUDHKATAN.

CepruduKarT sBIsSeTCs NEHCTBUTENBHBIM B Clydae IPEJACTaBICHUS BCEX €ro
3aMIOTHEHHBIX CTPAHUI] (KaK OCHOBHBIX JTHCTOB, TaK W HOTIOMHUTCIIBHEIX JIUCTOB).

AyTeHTHYHOCTh (TIOJVIMHHOCTB) HACTOAIIEr0 cepTuduKkaTa MOXHO IPOBEPUTH
B 6a3e MAHHBIX BETEPHHAPHOro (apMaleBTHIECKOTO HHCIEKTOpaTa rocyAapCTBEHHOTO
yupexaenus «benopycckuit rOCyJapCTBEHHBIH BETEpUHAPHBIH LEHTPY, PacIIOIOKEHHON
ro agpecy: http://bgve.by/reestr-sertifikatov/ (Peectp cepTH(UKATOB).

Eciu cepTH®UKAT He TIPEACTABIeH B yKa3aHHOH 0ase JaHHBIX, Cle/yeT oOpaTUTECA B

YIOTHOMOYEHHBIN OpraH, ero BhIIaBIIHH,
00286




Ne GMP/EAEU/BY/00058-2026

V] BeTepuHapHsbIe JeKapCTBEHHbIC CPECTBA
[0 DxcreprMeHTaIbHEIE BETePHHAPHBIE JIEKapCTBEHHbBIE CPEACTBA

Kox |

HaunmeHoBaHHE

I. TPON3BOJICTBEHHBIE OIIEPAITNN — BETEPUHAPHBIE JIEKAPCTBEHHBIE

CPEACTBA

1. 01

CrepunbHasi NPOTYKIIHI

01.1 TIpomyxuus, TPOM3BOAUMAT B aCENTHUECKHMX YCIOBUAX (omepaiu 06paboTKH
TS CIIEYIONINX JIEKAPCTBEHHEIX (QOPM):

01.1.1 xuaKue NeKapcTBeHHbIe GOPMEI 60IBIIOro 00beMa

01.1.2 skuaKue TeKapcTBeHHbIE (POPMEI Majloro obbeMa

01.1.3 muacniepcuH

01.1.4 miohuIK3aTEL

01.1.5 TBep/ple IeKapCTBEHHEIE QOPMBI M HMILTAHTATHI

01.1.6 MsTKHe JIeKapcTBEHHEIE (POPMEL

01.1.7 mpogasi NPOIYKILHKs: CYCIIEH3HH I HHBEKIUN

01.2 Ipomyxius, ToJiBepraeMast (bHUHUATTHOH CTEPUITU3ALMH
(oneparuu 06paboTKK IS CIEAYFOLTUX JICKapCTBEHHBIX bopm):

01.2.1. sxunkue jJekapcTBeHHble hopMBI GombIIoro obsema

01.2.2. xuaKue JeKapcTBeHHbIe HOPMBI Maoro odsema

01.2.3. TBepAbIe NeKapCTBEeHHBIE GOPMBI ¥ UMILIAHTATEI

01.2.4. MsTKUE JIEKapCTBEHHEIE (POPMBL

01.2.5. mpouast NpPOLYKITHS:

01.3. ITeppuyHas ymakoBKa

01.4. Bropuynas ymakoBKa

01.5. Bemyckaromuii KOHTpOJIb Ka4ecTBa

I. 02

HectepribHas IPOTyKIHA (omeparuy 06pabOTKK JUIA CICAYIOMIKX JICKapCTBEHHBIX
dbopm)

02.1 HecTtepuspHas NPOTYKIIH:

02.1.1 xancynsl B TBepAOH 000JI0UKE

02.1.2 KancyJisl B MITKOH 000I09Ke

02.1.3 sxeBaTeNbHBIE JIEKAPCTBEHHBIE (DOPMEI

02.1.4 xugKue JIeKapCTBeHHbIE (POPMBI JJIs HAPY>KHOTrO MPUMEHCHHA

02.1.5 xwuaKue TeKapCTBeHHbIe (GOPMBI IUTs BHYTPEHHETO IPUMCHCHHA

02.1.6 BeTepuHapHEIE I'a3bl

02.1.7 mpodre TBEpIBIE JIEKAPCTBEHHBIE (DOPMEL

02.1.8 npemapathl, HAXOAAIIHECS IO NAaBJICHIEM

02.1.9 rerepaTopsl PaIHOHYKIIAOB

02.1.10 MsTKHe JEeKapCTBEHHBIE (OPMBI

02.1.11 cBeun (CYIIIO3HTOPHH)

02.1.12 TabneTku

02.1.13 TpaHCcaepMalbHbIE IIACTEIPH

02.1.14 ycrpoiicTBa A1l HHTPapyMHAHAILHOTO (BHYTpHpYOLIOBOTO) BBEIECHHS
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Kon

HaumenoBanue

02.1.15 npoyast IPOLYKIMSL:

02.2 IleppuuHas yIaKkoBKa

02.3 BropuuHas yIIakoBKa

02.4 Bemryckaroluil KOHTPOJIb Ka4ecTBa

I. 03

buonorudeckue BeTeprHHapHbIC JIEKAPCTBCHHEIC penaparel

03.1 BuoJiornuecKkye BeTepHHAPHEIE JIEKapCTBEHHBIE IIPETIapaThl.

03.1.1 mpoayKuys |3 KPOBH U IJTA3MBbI

03.1.2 AMMYHOJIOIMYECKas IIPOMYKITHS

03.1.3 mpoxyKuus KIETOYHON TepaIiy

03.1.4 remorepaneBTHYECKas MPOIYKIIHA

03.1.5 GuOTEeXHOJIOTHIECKAs ITPOTYKITHS

03.1.6 mpomyKIus, SKCTparipoBaHHas U3 )KHUBOTHBIX HCTOUHHKOB

03.1.7 npooyKiKsl TKAHEBOH MHIKEHEPHUH

03.1.8 mpoyas OpOLYKLMA

03.2. IlepBuuHas yImakoBKa

A\RN

03.2.1 muodummzat

03.2.2 sMmynbCHsA

03.2.3 cycreHsus

03.2.4 mpouee

03.3. Bropuunas ynakoBka

AN

03.4. BeImyckaronii KOHTPOJIb Ka4ecTBa

1. 04

IIpodgas IeKapCTBEHHAS IPOLYKIHs MK TIPOU3BOACTBEHHASN ICATEIbHOCTE

04.1 TTpou3BOACTBO:

04.1.1 pacTUTEIbHOM IPOTYyKIHAH

04.1.2 romeonaTHUYECKOH IIPOTYKITHH

04.1.3 mpoyasi IPOLYKIIHs

04.2. TlepruuHas yIakoBKa

04.3. BropuuHasl yIIaKOBKa

04.4 ITpouee

04.5 Beiryckaromui KOHTPOJIb KauecTBa

I. 05

VrakoBKa (CBeJIEHHs YKa3bIBAIOTCA B CIIydae €I MPOU3BOIUTENb OCYIICCTBIIACT
OTIEpAIlUH TI0 yIIaKOBKe 6e3 MpOBeIeH s OIHOr0 UKIIA IPOX3BOACTBEA — M. I.01-
1. 04 He 3aMOJHSIOTCS)

05.1 IlepBuyHas yIakoBKa:

05.1.1 xamcybl B TBepAoH 060I09Ke

05.1.2 Karncybl B MATKOH 000JI09Ke

05.1.3 sxeBaTeIbHBIE JIEKAPCTBEHHBIE (DOPMEI

05.1.4 MMIperHUpOBaHHBIE JIEKAPCTBEHHBIE POPMBI

05.1.5 sxuaxue JeKapcTBeHHble (POPMBI 1T HapyKHOI'0 NPUMCHEHHA

05.1.6 ;KuIKHe JTeKapcTBEHHbIe QOPMBI Ui BHYTPEHHETO NPUMEHCHHA

05.1.7 BeTepuHapHBIE ra3bl
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Kon

HanmenoBaHue

05.1.8 mpoyre TBEp/IbIE JIeKAPCTBEHHbIE HOPMEI

05.1.9 npenapaThl, HAXOIAIIMECS IO 1aBICHUEM

05.1.10 reHepaTopsl PaAHOHYKIHI0B

05.1.11 MsrKue JeKapCcTBeHHBIE (OPMEL

05.1.12 cBeun (CYIIO3UTOPHH)

05.1.13 TabneTku

05.1.14 TpaHcnepMalIbHBIC IJIACTHIPH

05.1.15 ycTpoiicTBa [T HHTPApYMUHAIEHOTO (BHYTPHPYOLOBOI0) BBEICHH

05.1.16 mmpoyas IPOLYKIUA

05.2 BropuuHas yImakoBKa

05.3 BeurycKarollii KOHTPOJIb KadecTBa

I. 06

KonTponn KauecTBa

06.1 MuKpOOHOIOTHYIECKOE TECTHPOBAHHE: CTEPUIIPHOCTD

06.2 MukpoGHOIOTHYECKOe TECTUPOBAaHUE: HECTEPHIIBHOCTD

06.3 Xummdeckoe ((hu3suaecKkoe) TECTHPOBAHKE

NS

06.4 BroIOrHYECKOE TECTHPOBAHKE

I1. [TIPOU3BOJICTBEHHEIE OITEPAITNN — PAPMAIIEBTUYECKHUE CYBCTAHIIMA

I1.01 | IIpou3BOACTBO (hapMalleBTHUECKHMX CyOCTaHIMA METOOM XMMHUYIECKOTO CHHTE3a
01.1 TIpoH3BOICTBO IPOMEIKYTOIHBIX MPOTYKTOB (hapMaleBTHYCCKOH cyOcTaHIH
01.2 ITpoussoacTBO (apMaleBTHIeCKOH CyOcTaHIMU-ChIpIa
01.3 3aBepmaromye CTaguy IPOM3BOJACTBEHHOIO IPOIECCa (HampuMep: OYMCTKa,
TepeKPHCTATITH3AIMS, BEIIEIECHIE, BRICYIMBAHNE, H3MEIbICHHC)
01.4 Ilpouee

I1. 02 |IIpom3BomcTBO  (papMalleBTHUECKMX  CyOCTaHIMH ~ METOIaMu  BBINCICHHA
U3 IPAPOAHBIX HCTOYHHMKOB
02.1 Brimenenue (apManeBTHUECKHX CYOCTaHIMH K3 HCTOYHHKOB PacTHTEIEHOIO
IIPOUCXOMKICHHMS
02.2 BrigeneHne (¢apManeBTHIeCKUX CyOCTaHUUM W3 MCTOYHHKOB JKHBOTHOIO
IIPOUCXOKAEHUA
02.3 Brinenerne (hapMaleBTHUECKHX CyOCTaHIMH U3 OpraHoB (TKaHei) JenoBeKa
02.4 BeimeneHne (apMaleBTHIECKUX CyOCTaHIMA M3 MCTOYHHKOB MHHCPAIBHOIO
MIPOUCXOKIECHHS '
02.5 MonuduKamus BEICTEHHON (apMaleBTHYeCcKOR CyOCTaHIUHU (yka3eIBaeTCA
pcrounuk w3 myskros  02.1 - 024) (B cioydae ecmd  IPUMCHHM
1. 02.5, B cepTHhHKATE YKa3bIBAIOTCSA MPUMEHUMBIC IIL. 02.1-02.4)
02.6 OumcTka BbUIeJeHHON (apMareBTudecKoil cyOcranimu (yKasbIBacTCs
pcTounuk w3 mnyHKToB 02.1 — 02.4) (B ciydae ecid IPUMCHEM I 02.6,
B cepTH(HKaTe YKa3hIBAIOTCSI NPUMEHMMBIC TIII. 02.1-02.4)
02.7 Ilpoyee

I1. 03 | [Tpom3BozCcTBO (hapMaLEBTHYCCKHX CYOCTaHIMH C UCIIOIb30BaHIEM OHOJIOTHYECKHX

TIPOIIECCOB
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Kon HauMmeHnoBanue

03.1 depmeHTALIHS

03.2 TIpor3BOCTBO C MCIIOIBb30BaAHHEM KICTOUHBIX KyJIbTYp

03.3 BelgeneHue/04rcTKa

03.4 Momudukanus

03.5 Ilpouee

1. 04 | IIpon3BOICTBO CTEPHIBHBIX (papMaIeBTHYECKIX CyOCcTaHIuH (pasnens: 11. 01, II. 02,
I1. 03 MOJKHEL OBITH 3aMONHEHbL, [JIe IPHMEHHMO)

04.1 ®apmaleBTHYECKUE CyOCTaHIMH, IPOU3BOAUMBIC B ACENTHICCKUX yCITOBANX
04.2 ®apmaleBTHIECKUE CyOCTaHIMH, TIOIBEPracMEIe (bMHUIIHOHN CTEPHIM3AIMI

II. 05 | 3aBepmarolye CTAIAH IPOM3BOJICTBA (PapMAIEBTHIECKIX cyOcTaHIul

05.1 Cramuu ¢usmueckoit 06pabOTKU (HAIPHMEp: CYIIKA,pasMOI/MAKPOHM3AINS,
IIPOCEHBAHMUE)

05.2 TlepBrdHas ynakoBKa (oMeleHre/3anakika papMareBTHIECKOH cyOcTaHIH B
YIIaKOBOYHEBIA MaTepHal, HaXOJAIMIACS ¢ HeH B HEMOCPEICTBCHHOM KOHTaKTe)

05.3 Bropwumas ymakoBka (IIOMEIIEHHE 3alledaTaHHOH IIEPBUYHOM YIIAKOBKU C
(hapMareBTHUeCKOl cyOcTaHIMed B Hapy)XHbIM YIaKOBOYHBIN Marepuan M
KOHTelMHep. DTO TaKke MOXeT BKIIOYaTb B CeOd KaKue-Tub0 AEHCTBHA IO
MapKUPOBKE MaTepHala, HCIOJIb3YEMOTO B IENSIX HACHTHQUKAIIHY KK obecredyeHus
IPOCTIEXKABAEMOCTH  (HyMepallds —CepHii) B OTHOIIEHHH (hapmaneBTHIECKOH
cyOCTaHIIHH

05.4 IIpouee

II. 06 | KoHTpoub KayecTBa

06.1 MukpoOHOIOTHUeCKOe TECTHPOBaHKE: CTEPUIbHOCTD

06.2 MukpoOHOJIOTHYECKOE TECTHPOBaHKE: HECTEPHIbHOCTE

06.3 Xumudeckoe ((hU3HIecKoe) TECTHPOBAHNE

06.4 brosoruueckoe TECTUPOBAHHE

II. 07 | Beimyckarolmui KOHTPOJIb KadecTBa

OrpaHEYeHHs WX TOACHATEIBHBIE 3aMETKH, KACatOIIeecs ofmacTy IpAMEHEHH cepTHHHUKATA!

1. 03.1.2 mMMyHoMormueckas mupoxykums: Hobuwmac I'amGopo 228E, BaKIMHA NPOTHB HHQEKIMOHHOMH
GypcansHO# Gose3nn xwuBas cyxas; HoGumc IB 4-91, BakUHHA MPOTHB HHGEKIHOHHOTO OPOHXHTA KYP
sxmuBas cyxas; Hobumue [B Ma5, BakIHa IPOTHB HHPEKIHOHHOTO GpoHxHTa Kyp KHBas Cyxad.

1. 03.4 BhIIycKarommil KOHTPOJbL OCymecTBisieres Intervet International B.V., Wim de Korverstraat 35,
5831 AN Boxmeer, The Netherlands/ Wurepeer HMuTtepremsn b.B., Bam Ile Képepcrpaar 35, 5831 AN
Boxcmeep, Hunepnansl.

3amecTHTEb MUHHUCTPA — TUPEKTOP =55,
JlemapTaMenTa BETEPUHAPHOTO /7 < 70
¥ [IPOJIOBOTBCTBEHHOTO HAN30pa /-
MuHuCTEpCTBA CETBCKOTO Xoaﬂﬁféﬁig 0788
IIPOIOBOIBCTBHS PecIryGmuKy BA{ apyCh
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