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EBPA3UINCKWI SKOHOMMWYECKWIA COKO3
MWHWUCTEPCTBO 34PABOOXPAHEHUSA PECITYBJIUKW BEJTAPYCb

v

Ny

_ CTBWS -TBA NNEKAPCTBEHHbIX CPELCTB
)BAHUAM TPABWJT Da%! L,Jﬂd/ﬂ NMPOW3BOACTBEHHOW NMPAKTUKW
EBPA3UIAC Q’ 'E@ SKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00425-2025 Q
Cpok geiictus ¢ 13 utons 2025 r. no 12 nrons 2028 r.
Beiman mo wuroram l'IpOBe}_'leHI/IH (bapmaLeBTUYECKOH HHCNEKUUH B COO c naMM
npoBeJieHUs] (apMalleBTHUECKUX HHCIEKLMWH, yTBep)KAECHHBIMH PeieHu 0 eTa

3KOHOMUYECKOH KOMHUCCHH OT 3 HOsOpst 2016 1. Ne 83.
MuHuCTEpCTBO 3paBooxpanenus Pecry6iauku Benapychb

(I'IOJ'IHOC U COKpalICHHOC HAUMEHOBAHU YIIOJTHOMOYE
MOATBEPIKIAET ClieAYIOLIEe:
npoBezeHa hapMalieBTUYECKas HHCIIEKIIUSA
Pharmacia & Upjohn Com

(HOHHOC HAaWMECHOBAHUC 1'lp0

7000 Portage Road, Kalamazoo,

(azpec NPOU3BOACTBEHHO

Ha OCHOBaHMU:
npukasa MuHucrepcTBa 3apaBooxpaHeHus Pec " Ee@y% ot 13 mapra 2025 r. Ne 265 «O6

OpraHu3ali UHCIICKTUPOBAHUA) . \ l(b'
Ha ocHoBanuu CBelleHPlﬁ, MOJIYUYCHHBIX TPV HHCTICKTUPOBAHHS, IMOCJIICAHEE U3 KOTOPbIX

6bU10 MpoBeaeHo ¢ 6 utoHd 2025 r. 1o , YCTaHOBJICHO, YTO JIaHHOE (hapMaLeBTHYECKOe
MPOU3BOJCTBO COOTBETCTBYET Tpel 7 HaJUIeKalledl MpPOW3BOACTBEHHONW MPAaKTUKU
EBpa3zuiickoro 5KOHOMHYECKOTO ) HTHBIX [Ipunuunam u Pykosoactsy Esponeiickoro
COO3a M0 HaJuIexalen npou3 q%?pax’rm(e JIEKaPCTBEHHBIX CPEACTB Ul MEAMLIMHCKOTO U
BETEPUHAPHOTO npnmeHeHnﬂ naM CuHcTeMbl cOTpyaHHYeCTBa (hapMaLeBTUIECKUX
uHcnekuuii (PIC/S).

Hacrosuwmii cepmq) aTyc MPOU3BOJICTBEHHOH IUIOIAJKH HA MOMEHT IPOBEIEHUS
(dapMaLeBTH4ECKOH I/ICTe‘{eHI/II/I Oosiee 3 JIeT OT JaThl MOCIEAHEro IHs MOCJEIHEro
I/IHCI‘IeKTI/IpOBa o>1< TaTBCH JOKYMEHTOM, CBH/IETENILCTBYIOILMM O CTaTyCe COOTBETCTBHS.
Cpok peicT pTI/I(b a MOKET OBITh COKpAlleH TNPHU HCIMOJb30BAHUU COOTBETCTBYIOLIMX
NpUH aBJie pI/ICKaMI/I NPy HAJMYUK COOTBETCTBYIOLIEH 3amuck 00 3TOM B TMoJj€
«Or eH Q CHUTEJIbHBIE 3aMETKH, Kacarolluecs Oo0JacTd MPUMEHEHHUS HACTOSIIErO
cepTudrRaTa». "

CepTH(bMKaT QeTcsl JIEHCTBUTEILHBIM B Cilydyae MPEACTABICHUS] BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIUCTOB, Ol'IOJ'IHI/ITeJ'II-;HbIX JICTOB).

AyTeH '&CTL (MOANMHHOCTE) HACTOAIEro cepTUdHKAaTa MOXHO TPOBEPUTh B 0aze AaHHbBIX
MuH pcTtBa  3mpaBooxpaHeHuss PecrmyOnuku  Bemapych,  pacrioNioKeHHOW 1O ajpecy:
hitpsWminzdray.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php (Peectp cepruduxatros GMP EADC). ‘

Ecnu ceprudukaT He TMpPEICTaBIEH B yKa:saHH W 0aze  OaHHBIX, ClieyeT oOpaTUThCca B
YTOJHOMOYEHHBIH OPraH, ero BoIIABIIMA. /| !
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Ne GMP/EAEU/BY/00425-2025

HeKapCTBeHHBIe cpeacTsa IUIﬁ MEAULUHCKOIO MNPUMEHEHMU
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.HeKapCTBCHHLIe npenaparsl 411 KIMHHYCCKUX HCClieIoBaHU I (HCHBIT&HI/IFI)
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1. TIPOU3BOJICTBEHHBIE OITEPALIMU — JIEKAPCTBEHHA ITPOAVKIIM

1.1.1 IlpousBogumas B aCENTHYECKHX YCIOBUAX (Onepaunu 06paboTKy Al CIeYOLIMX

1ieKapCTBEHHBIX (HOpM)

1.1.1.2. XKunkue nexapcrBeHHble GpopmMbl Masioro obbema

1.1.1.3. JInodunuzatet

1.1.3. Belmmyckaromuii KOHTpOJIb KauecTBa (BBITYCK CEpUH)

JIEKapCTBEHHBIX (HOpM)

1.2.1.6. XKupnkue nexapctBeHHbIe GOPMBI )11 BHYTPEHHEr0 MPUMEHEHH

1.2.1.11. Msrkue nekapcTBeHHbIE GOPMBbI

1.2.1.12. Ceun (cynno3uropun)

1.3.1. buosioruyeckas nekapcTBeHHas MPOLYKLIUS

(\

1.3.1.2. MIMmyHOGUONOrHUeCKast POAYKLMS
1.3.1.5. brotexHosoruueckas npogyKIus

p@%\—m BMIOB MPOJYKLIH)

(ne

1.3.2. Boinyckarowmuii KoHTposb (cepTuduKaus
1.3.2.2. UmmyHOOHONOrHYecKas NPOAYKLHS

1.3.2.5. buotexHosornueckas MpoayKLyu

1.5.1. IlepBuunas ynakoBka

R
bl m@yTpeHHero NPUMEHEHMS

1.5.1.6. XKunkue nekapcTBeHH
1.5.1.8. Ilpouue TBEpADIE JICK
1.5.1.11. Msrkue nekapcr
1.5.1.12. Cgeuu (cy

1.5.2. BropuuHa
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Oruueckie UCTIBITAHUS
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NN
HONQLAYECKHE HCIIBITAHHS

CKHUEC HUCIIBITAHUA

MI/IKpO6I/IOHOFI/I‘IeCKaH YHUCTOoTa

TBEHHBIE OIIEPALIMU — DAPMALIEBTUYECKHE CYBCTAHLIMH

H.

H METOJAaMH BBIACJICHUS U3 NPHPOIAHBIX

UMMYHOTJIOOY/TMH aHTUTUMOLIUTAPHBI

JACTBO (bapMaIleBTI/I‘-IeCKI/IX CY6CTaHIJ,I/I
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H U3 UICTOYHHUKOB KMBOTHOI'O

-~

HHUKOB
2. Beigenenue dapMaleBTHUECKUX CYyOCTaHLIA

TMPOUCXOXKICHUA

3.2.6. OuncTka BblaeNeHHON (hapMaleBTUIECKON CyGCTaHIMHU (M3 MCTOYHUKOB JKHBOTHOTO

NPOUCXOXKIACHUS)

1.1 |CrepunbHas npoayKuus

1.2 |HecrepunbHas npoaykuus

1.3 |[bronoruyeckas jiekapcTBEHHAS MPOLYKLIUS

1.5 |YnakoBka

1.6 |Konrtposnb ka

3. ITPOU3

@apMaueBTng’\a&aﬂ cy6cranims (cyOcTaHLIMK)

3.2 [Ip
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3.6.3. MUKpPOGHOIOrHYECKHE HCTILITaHus (MCKIIIOUasi UCTIBITAHHE HA CTEPUIIBHOCTD)

3.6.1. dusuueckue (xHMi/mecxne) MCTIBITAHHS
3.6.4. Buosornueckue UCTIbITAHUSA

3.5.1. Craguu usnueckoii 06paboTku

3.5.2. TlepBuuHas yrnakoBka
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Crapogoiitos A.I".,
3aMeCcTUTEIb

MuHHUCTpa 31paBOOXPAHSHHUS
Pecnyonuku benapychb

l
6 |KoHTponb KayecTBa
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