EBPA3UMNCKUINA DKOHOMUYECKHWHM COIO3
JIETTAPTAMEHT BETEPUHAPHOI'O U ITPOJJOBOJILCTBEHHOI'O HAJI30PA
MUHHCTEPCTBA CEJILCKOI'O XO3SIMCTBA U ITPOJIOBOJILCTBUS
PECITYBJIMKU BEJIAPYCh

CEPTU®UKAT
COOTBETCTBUS IIPON3BOCTBA BETEPHHAPHBIX JIEKAPCTBEHHBIX
CPEJCTB TPEEOBAHUSIM ITPABHI
HAJUIEXAIIEN ITPOM3BOICTBEHHOM NPAKTHKH
EBPA3HIICKOI0 DKOHOMMYECKOI'O COIO3A
Ne GMP/EAEU/BY/00043-2025

BelmaH 1o MTOraM IpOBeleHUs: (apMalleBTHIecKoH MHCIEKIMH J[lenapTaMeHTOM
BETEPUHAPHOTO U MPOJOBOIBCTBEHHOTO Haa30pa MHHHCTEPCTBA CENBCKOTO X035HCTBA
Ipo0BOJLCTBUSA Pecybnuku benapych
TIOJITBEPIKIAET CIIEAYIONIEe: TpOBe/ieHa (PapMaleBTHUECKas HHCTIEKIIHS

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

(MO THOE HAWMEHOBAHKE TIPOH3BOIUTENS)
IIp-T Jla-Censsa, 135, Amep, 17170, XKupona, Mcrnanmns /
Avda La Selva, 135, 17170, Amer, Girona, Spain

(OpHIHYECcKH T anpec POHIROIUTEH)

TCostoBHo# oduc: IIp-1 Jla-Censsa, 135, Amep, 17170, XKupona, Mcnanus/
Headquarters: Avda La Selva, 135, 17170, Amer, Girona, Spain

(aApec NPOU3BOACTBEHHOH TINOMANKH, MECTA OCY LUECTREHUA ACHTENPHOCTH)

Ha oOCHOBaHMHM CBEICHHWi, IIONYyYEHHBIX IIPA IIPOBENEHHMU (DapMaIeBTHYECKOM
MHCIIeKIIHH, KoTopas 6su1a posenena ¢ 28.01.2025 mo 31.01.2025 u ¢ 03.02.2025 mo
06.02.2025 yCTaHOBJIEHO, YTO [aHHBIA IIPOU3BOJUTENH COOTBETCTBYET TpebOoBaHMSIM
[IpaBun HaIeKaIel NPOU3BOACTBEHHON IIPAKTHKH EBpa3uiickoro 3KOHOMHYECKOI'O
COr03a.

Hacrosmuii cepTHQHKaT OTpaXaeT CTaTyCc IIPOM3BOICTBEHHOW  ILIOIIAIKK
Ha MOMEHT IIpOBe/ieHHs (hapMalleBTHIeCKON HHCIIEKIMH U TI0 HCTECYEHHH 3 JIeT OT JaThl
MOCIeIHero QHA INocneaneil hapMaleBTHIecKol HHCIEKIWH He MO/DKCH NMPUHHUMATEC B
KadecTBe JOKYMEHTa, CBHJETENCTBYIOIIEro O cTaTyce coorBeTcTBUs. Cpox AeHCTBHA
ceprudHUKaTa MOXKeT OBITh COKpalleH IIpH HCIONB30BaHWH  COOTBETCTBYOLINX
IPUHIAIOB yIpPABJIECHHUS PUCKAMH IPY HATMYMM COOTBETCTBYIOUICH 3alliicH 00 3TOM
B 1ose «OrpaHIueHH s WK IOSICHUTENBHbIE 3aMETKH, KaCAKOIUeCs, 001acT IPHMEHEHHS
HACTOSIIET0 cepTUdHKaTa.

Ceptudukar sBusfeTcs NEHCTBUTENBHBIM B Cllydae IPEJICTaBIEHHT BCEX €ro
3AMOHEHHBIX CTPAHHI] (KaK OCHOBHBIX JILCTOB, TAK H JIOTIOJTHHTE/BHBIX JTHCTOB).

AyreHTnuHOCTh (TOUIMHHOCTE) HACTOSIIETO CepTH(uUKaTa MOXKHO MPOBEPHUTE
B 0aze MAHHBIX BETEPHHAPHOrO (apMalleBTHYECKOTO HHCIEKTOpaTa rocynapCTBEHHOIO
yupexaeHus «BelopyCccKuil rocy1apCTBEHHbIN BeTePHHAPHBIM IEHTDY, PAaCITOIOKEHHOR
o agpecy: http://bgvc.by/reestr-sertifikatov/ (Peectp cepTU(HUKATOB).

Eciu cepTHUKAT He TIpJICTaBIeH B yKa3aHHOH 6a3e JaHHBIX, CIGIyeT 00paTHTECS B
YIIOJIHOMOYEHHBIH OpraH, ero BbIIaBIIHH.
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Ne GMP/EAEU/BY/00043-2025

[V BerepuHapHbIe JIeKapCTBEHHEIE CPeICTBA
[] DxcrnepuMeHTaTbHEIE BeTepUHAPHEIE JIEKAPCTBEHHBIE CPEICTBA

Kon | HaumMeHOBaHHE
1. IIPOU3BOJICTBEHHLIE OITEPAILIMN — BETEPUHAPHBIE JIEKAPCTBEHHBIE
CPEJACTBA

1. 01 CrepuiibHas IIPOLYKITUSL

01.1 TpomyKuus, IPOU3BOAMMAs B ACENTHYECKUX YCIOBHAX (omepanuH oOpaboTKu
IS CITEAYIOIIHX JIEKApCTBEHHBIX (hopM):

v 01.1.1 sxmaxue JekapcTBeHHBIE (OPMEI OOIBIIOro 00BEMA
v 01.1.2 xuaKee JeKapcTBEHHBIE (HOPMBI MaJIOro o0peMa
01.1.3 mucnepcuu
01.1.4 muodumm3aTsl
01.1.5 TBepabIe TeKapCcTBEHHBIE (DOPMBI M HMILIAHTATEI
01.1.6 MaTKHE JIeKapCTBEeHHBIE GOPMBL
01.1.7 npoyasi OpOLYKIIHs .
01.2 IIpomyxius, rogBepraeMast buHUITHON CTepUIU3aIlHI
(omepanuy 06pabOTKH IS CIAEIYOIMX JeKapCTBEHHBIX (QOpM):
v 01.2.1. sxujiKue ekapcTBeHHbIe (hOpMBI 60ibIIoro odbeMa
v 01.2.2. KHIKHe JIeKapcTBeHHBIE (POPMBI MAJIOro 00beMa
01.2.3. TBep/ble JIeKapCTBEHHEIe (HOPMBI M MMILIAHTATEI
01.2.4. MATKHE JIEKAPCTBEHHBIE (DOPMEI
01.2.5. mpoyast IPOLYKI[HSL:
v | 01.3. TlepBryHas yIakoBKa
‘; 01.4. BropuuHas yrmakoBKa

01.5. Benmyckaromnyii KOHTPOJIb Ka4ecTBa

[.02 | HecrepuibHas npogyKiws (onepanui oOpaboTKH s CIETyIOIHX JCKapCTBEHHBIX
hopm)

02.1 HecrepuibHas IPOIYKIIHS:

02.1.1 karicyInsl B TBEpAOH 000JI0UKE

(02.1.2 xamcybsl B MATKOH 000J109Ke

02.1.3 ;xeBaTenbHbBIE JeKapCTBEHHBIE (OPMBI

02.1.4 xuaxue JeKapCTBEHHBIE (POPMEI U1 HAPY’KHOI'O IPUMEHEHUS

02.1.5 KuAKHe JeKApCTBEHHBIE POPMBI U1l BHYTPEHHETO IPHMEHCHHS

02.1.6 BeTepuHapHbIE I'a3bl

02.1.7 nupoune TBEpble IEKAPCTBEHHBIE (DOPMBI

02.1.8 npemapaTel, HaXO[ALIKECS IO JaBICHHCM

02.1.9 resepaTophl palOHYKIJIHJIOB

02.1.10 msrkue JeKapCTBEHHBIE (POPMBI

02.1.11 cBeun (CYIIIO3UTOPHH)

02.1.12 TabneTku

02.1.13 TpancAepMaJIbHEBIE ILIACTBIPH

02.1.14 ycTpoiicTBa A/l HHTPAPYMHHAIBHOTO (BHYTPHpPYOILIOBOTO) BBENECHHU
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Kox

HanmenoBanue

02.1.15 mpoyas OpoayKIus:

02.2 IlepBruHas ymakoBKa

02.3 BropuyHas yakoBKa

02.4 BerrycKarolmyi KOHTPOJIb KaueCcTBa

I. 03

buonornueckne BETCPHHAPHBIC JICKAPCTBECHHBIC IIPETIapaThl

03.1 broorn4ecKkrue BeTepHHapHbIE JIEKapCTBEHHBIE IIPEnapaThl:

03.1.1 npoAYKIHs U3 KPOBH U IJIa3MBI

03.1.2 mMMYHOJIOTHYECKasl IPOAYKIIHL

03.1.3 mpomyKIus KIETOYHON Tepaluu

03.1.4 reHOTEpaneBTHYECKAS POLYKIIHs

03.1.5 OuoTexHOIOrHUeCcKasi IPOIYKIHS

03.1.6 mpomyKIHs, SKCTPArupOBaHHAS U3 YXUBOTHEIX HCTOYHHUKOB

03.1.7 mpomyKIus TKaHEBOH MHKECHEPUH

03.1.8 mpoyas NpoLyKIIHAL

03.2. [lepBr4Has yriakoBKa

03.2.1 mmodmmmsar

03.2.2 smymnbcus

03.2.3 cycneH3us

03.2.4 npouee: pacTBop

03.3. BropuuHas yIiakoBKa

ENENENENENEN

03.4. Bermyckaromui KOHTPOJIb KauecTBa

1. 04

Hpoqaﬂ JIEKapCTBECHHAA NPOIYKIIHA WK ITPOU3BOACTBEHHASA ANCATCIbHOCTD

04.1 TTpou3BOJICTBO:

04.1.1 pacTUTEIBLHON IPONYKIUH

04.1.2 romeonaTH4ecKOM IPOIYKIIHHA

04.1.3 npoyast IPOLYKIIAS

04.2. IlepBuuHas ynakoBKa

04.3. BropuyHas ynakoBka

04.4 Ilpouee

04.5 Beimyckaromyii KOHTPOJIb KauecTBa

I.05

ViakoBKa (CBeICHHs YKa3bIBAIOTCS B CIIydae eClIM IPOU3BOIUTEb OCYIIECTBIISET
OIlepalliH 110 YIIaKOBKe Ge3 MPOBEIeHH s [IOTHOTO IUKIa por3BojcTa — miL. L. 01 —
1. 04 He 3amOTHSIOTCS)

05.1 IlepBuuHas yIiakoBKa:

05.1.1 xarcyssl B TBepAO# 00omouke

05.1.2 xaricyJisl B MSTKOHM 000JI04Ke

05.1.3 ;xeBaTenbHEIE JeKapCTBEHHBIEC (DOPMBL

05.1.4 UMIperHUpPOBAHHBIE JIEKAPCTBEHHbIE (DOPMEI

05.1.5 sxuKKe JeKapcTBEHHBIe (YOPMBI Ul HApyKHOIO IIPUMEHEHUS

05.1.6 sxunKue neKapCTBEHHBIE (POPMBI U BHYTPEHHETO NIPUMEHCHS

05.1.7 BeTepUHApHBIE Ta3bl
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Kon

HammenoBaHue

05.1.8 mpounre TBepIbIe JIeKAPCTBEHHbIE (QOPMEI

05.1.9 npenmapaTsl, HaXOASAIIHECS IO TaBJICHUEM

05.1.10 renepaTopsl paIlOHYKIIHIOB

05.1.11 markue JieKapcTBEHHBIE (DOPMBI

05.1.12 cBeuH (CyNIIO3UTOPHUH)

05.1.13 Tabnetkn

05.1.14 TpancaepMaibHBbIe IIIACTEIPH

05.1.15 ycrpoiicTBa sl KHTPaPyMUHAIBHOTO (BHYTPUPYOLOBOTO) BBSACHUSL

05.1.16 mpoyas OpOAYKIUA

05.2 Bropu4yHas ynakoBKa

05.3 Beimyckarolyid KOHTPOJIb Ka4eCTBa

I. 06

KonTpoas kauecTBa

06.1 MukpoOHOIOTHIECKOE TECTUPOBAHKE: CTCPUIBHOCTD

06.2 MuKkpoOHOIIOTHIeCKOE TECTUPOBAHKUE: HECTEPHIIBHOCTD

06.3 Xumugeckoe (husmgecKoe) TECTUPOBAHNE

ANERNEANEAN

06.4 bromoruueckoe TECTUPOBAHHUE

I1. IIPOM3BOJCTBEHHBIE OIEPAITVMU — DPAPMATIEBTUYECKHE CYBCTAHIINNA

II. 01 | ITpomsBoxcTBO dapMalleBTHUIECKHX CyOCTaHIMK METOIOM XUMUYECKOTO CHHTE3a
01.1 TIpou3BOACTBO NPOMEKYTOUYHBIX IIPOIYKTOB (hapMaIleBTHIECKOH CyOCTaHIHN
01.2 ITpou3BoacTBO hapMareBTHIecKOH CyOCTaHIMH-ChIpIa
01.3 3aBepmiaromme CTaf{y [IPOU3BOACTBEHHOIO Mpolecca (HAmpHUMep: OYHCTKa,
TIepeKpHCTAUIH3AIINS, BbIIENICHHE, BRICYIIBAHKE, H3MEIbYECHHUE)
01.4 IIpouee

II.02 | IIpoussBomcTBO  (hapMaleBTHUYECKHX  CyOCTaHIMd  METO/AMH  BBIIEJICHHSA
W3 IIPUPOJIHBIX HCTOUHHUKOB
02.1 Brigenenue (dapMaleBTHUYSCKUX CyOCTaHIHH M3 HCTOYHHMKOB PacTHTEILHOTO
ITPOUCXOKICHHUS
02.2 Brigenenune GapMalneBTHUECKHX CyOCTaHIMH M3 HCTOYHMKOB JKMBOTHOI'O
MIPOUCXOKICHHUS
02.3 Beimenerue hapMaleBTHIECKHUX CyOCTaHIUM B3 OpraHoB (TKaHel) JyesoBeKa
02.4 Brinenenne (GapMaleBTHYECKHX CyOCTaHIMH H3 HCTOYHHKOB MUHEPATbHOIO
IPOHUCXOKIICHHUS
02.5 MonuduKaiusi BBIIETEHHON (hapMaleBTHIecKoH cyOcTaHINN (YKa3pIBaeTCs
pcrounuk 13 1ymekroB  02.1 — 024) (8 cmydae ecnmu  IPHMEHHM
1. 02.5, B cepTH(hUKATE yKa3bIBAIOTCS IpiMeHuMBle miL. 02.1-02.4)
02.6 Owumcrka BBIIENEHHOH (apMaleBTHdeckod cyOcTaHImK (yKa3bIBacTCs
WcTOuHMK u3 myHKToB 02.1 — 02.4) (B cmysae ecnmu npumenum 1. 02.6,
B cepTH(hUKaTe yKa3bIBarOTCs IpuMeHuMble mi. 02.1-02.4)
02.7 Ilpouee

I1. 03 | ITpor3BoOACTBO (apMalleBTHUECKHMX CYOCTaHIMH ¢ UCIOIb30BAaHHEM OMOJIOrTYECKHAX

IIPOIIECCOB
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HamnmMmenoBanue
Kon

03.1 @epmeHTaLHS

03.2 ITpou3BOJICTBO C UCIIOIB30BAHHEM KIETOYHBIX KYIbTYP

03.3 Brigenenne/o9ncTKA

03.4 Momudukarus

03.5 Ilpouee

II. 04 | ITpoW3BOACTBO CTEPIIIBHEIX hapManeBTHIecKuX cybcTanumit (pasnensr I1. 01, I1. 02,
I1. 03 oJDKHBI OBITh 3aIIOTHEHBL, I71e IPUMEHUMO)

04.1 ®apmarneBTHUYCCKHE CyOCTaHINH, IPOH3BOJIMMEIE B 4CENTHYESCKIX YCIOBHAX
04.2 dapMarieBTHYECKHE CYOCTaHIMH, [ToBepraeMble (QUHUILHON CTEpHIH3AIHH

II. 05 | 3aBepmaronive CTaIWH MPOU3BOACTBA (hapMalleBTHUECKUX CyOcTaHIMH

05.1 Cramum ¢usugeckodl 06paboTKH (HampuMep: CYIIKa,pasMoJl/MHKPOHH3AINS,
IIPOCEHBAHNUE)

05.2 TepBuyHas yrnakoBka (IoMelleHre/3anaika GapMaleBTHIECKON CyOCTaHIINH B
YHAaKOBOYHbIN MaTepuall, HaXO/SIIHHACS C Hel B HENOCPEICTBEHHOM KOHTAKTE)

05.3 Bropuunas ymakoBKa (TIOMEINEHHE 3aIledaTaHHOM IEPBHYHON YITAaKOBKU C
dbapmarieBTHueckol cyOcTaHIMed B HapyXXHBIA YIIAKOBOYHBIM MaTepHal WK
KOHTEMHEp. DTO TaKKe MOXeT BKIoYaTh B cebd Kakue-mubo [OeWCTBHs I10
MapKHpOBKE MaTepHaa, HCIIOIb3yEMOro B IeJAX HICHTHQHUKAIMK UK 00eCIIeTeHA
IPOCTIEKMBAEMOCTH  (HyMepalusi Cepuil) B OTHOIIGHHH (apMaleBTUYECKOH
cybcTaHIuK

05.4 Ilpouee

II. 06 | KoHTpousib KayecTBa

06.1 MukpoOuOIOrHYecKOe TECTUPOBAHKHE: CTEPHILHOCTD

06.2 MukpoOHOIIOTHYECKOE TECTUPOBAHKE: HECTCPHIIBHOCTD

06.3 Xumuueckoe (husuueckoe) TECTHPOBAHUE

06.4 broyormyeckoe TeCTHPOBAHHE

II. 07 | Benmyckaromui KOHTPOJIb Ka4ecTBa

OrpaHHYeHHs WK NOSCHUTENbHEIE 3aMETKH, Kacarolneecs 00IacTi MPUMEHEHHs CepTH(HKATA:

03.1.2 UMMyHOIOTHYECKas NPOIYKIUs: HHAKTABAPOBAHHbIE BAKIIMHEL, HHAKTHBHPOBAHHbIE OaKTepHAIbHBIE
BaKIMHEI, MHAKTUBHPOBAHHbIE BUPYCHEBIE W OaKTepHaIbHbIE BAKIUHEI, BAKIIMHEI IPOTHB KOKIHAKX03a IITHII,
’KHBBIE BAKLMHEL

3amectuTens Munuctpa — JIMpeKkTop
JlemapTaMeHTa BETEpUHAPHOIO :
¥ IIPOJOBOJIILCTBEHHOI'O HA/I30pa /. .
MuHHCTEPCTBA CEIBCKOTO xosa}ic Ba'H X _
IIPOIOBONTbCTBUS PeciryOmmku Benapy% o ——— p
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