EBPA3UINCKNIA SKOHOMUYECKWIA COIO3
MWHWCTEPCTBO 3[APABOOXPAHEHUSA PECITYBNNKW BEJIAPYCbh

TPEBOBAHUAM MPABIW HALJNEXKALLEA NPO3BOACTBEHHEI
EBPA3IACKOIO SKOHOMWYECKOIO COIORg

Ne GMP/EAEU/BY/00504-2026

Cpoxk aeiictus ¢ 29 anpens 2026 r. no 28 anpens 2029 .

\
Boigan no uroram npoBeneHMs (apMaleBTHUECKOW WHCTIEKLIMH TereTBUM ¢ [lpaBunamu
nposeaeHus (GpapMaLEeBTHYECKUX WHCNEKLMH, YTBEPKIEHHbIMH egUCOBeTa EBpaswuiickoi
3KOHOMMYECKOH KoMUccHH OT 3 HOsIOpst 2016 T. Ne 83,

2)
X
MuHucTepcTBO 31paBooxpaHerus Pecnybnuku benapych .9
(mosHOE ¥ COKpallleHHOE HAMMEHOBaHHS YITOJIHOMO Horéic\)prana)

MOATBEPIKAAET ClleAyoLIee:
npoBezieHa (hapMaLeBTHYECKas UHCIIEKLIUS
Dolorgiet GmbH &

(nonHOE HaUMEHOBaHKE I

Otto-von-Guericke-Strafle 1, 537
(ampec NpoM3BOACT,

Ha OCHOBaHWH:
npvkaza MuHMCTEpCTBa 3apaBooxpaHenus Pe

OpraHu3aLly UHCTIEKTHPOBAHUS Y.

Ha ocHoBaHMM cBezieHUH, MONyYEeHHbIX NPH T eneﬁ’nu MHCNEKTUPOBaHUs, NOCTAEIHEE U3 KOTOPbIX
Obiio mpoBegeHo ¢ 27 anpens 2026 & 2@\ anpenst 2026 r., YCTaHOBJIEHO, YTO JAaHHOE

(dapmMalleBTHYECKOE  MPOM3BOACTBO TBe}z'g?ByeT TpeboBanusm  [lpaBun  Hamnexauiei
3
N
a

NPOU3BOJCTBEHHO NpakTuku EBpasuii KOHOMHUECKOIO COI03a, SKBUBAIEHTHBIX [TpuHLMMaM u

PykoBoactBy Esponeiickoro coro3s aled Mpou3BOACTBEHHOMN MPaKTHKE JIEKAPCTBEHHBIX

CPEACTB A1 MEMLIMHCKOTO U BE HOPO NpUMeHeHUs U NpUHUMNaM CUCTEeMbl COTPYAHHYECTBA
C/8S).

(hapMaleBTHUECKUX MHCIIEKLUI Q‘Zﬁ
Hacrosiumii ceprudurar otpaskaer cTgfyc NpOM3BOACTBEHHON IUIOLIAAKA HA MOMEHT TMPOBEACHHS
dapmaleBTHUECKOM HHCIE no(;:ﬁCTequHn Gosee 3 JieT OT AaThl MOCIEIHErO JAHS MOCIETHErO
MHCIEKTHPOBaHUS HE MO @ﬂ JOKYMEHTOM, CBUETEILCTBYIOLMUM O CTaTyCe COOTBETCTBHS.
Cpok peiictBust ceptudu €T ObITb COKpallleH TpPU HCMOIb30BAHHUU COOTBETCTBYIOLIMX
MPHHLMIOB yrpaBsiie MCKAMHM NPH HAJMYUKM COOTBETCTBYIOLIEH 3amuMcu 00 3TOM B mosie
«OrpaHuueHus ui }/l,ﬁ’anble 3aMETKH, Kacaroluecs 00JacTH NPUMEHEHHs HACTOSILIEro

JEHCTBUTENILHBIM B Cllyyae MPeICTaBIeHHs BCEX €ro JIMCTOB (Kak OCHOBHBIX
UTEJIbHBIX JIUCTOB).

HHOCTb) HACTOAILEro cepTUdHKaTa MOXHO MNPOBEPHTh B 0asze JaHHbIX

3 BooxpaHenus PecnyOnuku  benapych, pacronoxeHHOH 1o ajpecy:
https://minzdra
ministerstva-zdrayookhraneniya/index.php (Peectp ceprudukator GMP EADC).
Eciu  ceprudwiKar He TpejCTaBleH B ok
ynonnomoqql;gﬁm OpraH, ero BblJaBLIKH.
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Ne GMP/EAEU/BY/00504-2026

[ JlexapcTBeHHbIE CPEACTBA A7 MEAMLMHCKOTO NPUMEHEHHU S

7 e

[J JlekapcTBeHHbIE Npenaparsl JJIsl KITMHUYECKUX MCCIIEA0BAHUH (MCTIbITaHMI)

HaumeHnoBanue

1. IPOU3BOJICTBEHHBIE OTEPAIIMH — JIEKAPCTBEHHA A IMPOJIYKLIMA

.2 |HecrepunbHas npoaykums

1.2.1. HectepunbHas npoaykuus (TEXHONOrHUeCKHe orepaLiy s MojyueHus ¢

neKapcTBeHHBIX GOpM)
1.2.2. Beinmyckarouuii KOHTpOJIb KauecTBa (cepTH(HKaLMs Cepyn)

1.2.1.11. Msrkue nekapcTBeHHbIE GOPMBbI

1.5.1.11. Msrkue nekapcTBeHHble GOPMBI

1.5.1. IlepBuuHas ynaxkoBka
1.5.2. Bropuunas ynakoBka
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1.6.3. Xumudeckue (pusndeckue) HCHBITAHUSA

1

.5 |YnakoBka

]

.6 |[KoHTposnb kauectsa
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OrpaHuqum{ WKW NOSICHUTC/IbHBIC 3aMETK

Kacaroyecs 06JacTH MPUMEHEHHUS CEPTH

Craposoiitos A.T'.,
3aMECTUTEND

e

MunucTpa 31paBooxpaHeHus
Pecny6nuku benapych

(D.H.0., nomKHOCTE)
13 urons 2026 r.

([[aTa TNoANnvucCaHus, J1a.MEC
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