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EBPA3NINCKWIA SKOHOMUYECKWIA COHO3
MWHWCTEPCTBO 3[PABOOXPAHEHUS PECITYBNUKW BEJIAPYCb

COOTBETCTBWUSA NMPOU3BOLCTBA JIEKAPCTBEHHbIX CPR
-bOBAHUAM MNMPABUN HAZNEXXALLEW NMPOU3BOACTBEHH
EBPA3UINCKOIrO 3KOHOMMWYECKOIO COlO

Ne GMP/EAEU/BY/00459-2025

Cpok neiicteus ¢ 31 okra6ps 2025 r. no 30 okT6ps
8 o g N
Bbiran mo wurtoram npoBenenust (apMalleBTHYECKOM MHCIEKLIMM orBefcTBUM ¢ IlpaBunamu

~ / o~ v3 PSSO
npopejeHus (papmMalLEeBTUYECKUX WHCMEKUUH, YTBEPKIEHHBIMH uet Copeta Espasuiickoii
XN

IKOHOMHUECKOH KOMUCCHH OT 3 HOs10ps 2016 r. Ne 83, 9

(HOIIHOG U COKpALLEHHOC HAUMEHOBAHHA YT10J1

N
MunnctepcTBo 31paBooxpaHenus PecnyGnuku Benapych ¥
HHOFG.0praHa)

&

NOATBEPKIAET ClIEAYIOLIEE:
nposejeHa (hapMalleBTHUECKas HHCIEKLHS

(MOJIHOE HAUMEHOBAHUE

Madaus GmbH, Liitticher Strafie

(axpec npouss

Ha OCHOBaHMH:
npukasa MuHucrepcTBa 3apaBooxpaHeHus Pe
OpraHM3aL1H UHCTIEKTHPOBAHUS . :
Ha ocHoBaHMM cBe/ieHUIA, NOMYyUYEHHBIX 1 BEJEHNUH MHCTIEKTUPOBAHMS, NOCNIE/IHEE M3 KOTOPBIX
Obu10 MpoBeseHo ¢ 27 OKTAGpPs 2025&0 okTa0pst 2025 r., ycTaHOBJIEHO, YTO JAaHHOE
(bapmaueBTHUECKOE  MPOU3BOACTBO T;%@TB}’CT TpeGoBaHusm  [lpaBun  Haanexaiuei
NPOU3BOACTBEHHON NPaKTHKU EBP&”Q. OKOHOMHHECKOTO €003, IKBUBATICHTHBIX [Tpunuunam u
Pykosoactey Esponeiickoro cowos

dapmauneBTHueckux uHcnekumii (Pl ).qﬁ
Hacroswmii ceprudukar orpaxae cm?yc, NPOU3BOJACTBEHHON MJIOIIAJAKH Ha MOMEHT NpPOBeNeHUs
(bapmaLeBTHYECKOM MHCTIE 1 no¥icTeueHuH Gosiee 3 JieT OT AaThl MOCHEAHErO JHS MOCIEIHEro
MUHCHEKTUPOBAHUS HE MOMKE TaFbCs IOKYMEHTOM, CBHIAETENLCTBYIOLINUM O CTAaTyCe COOTBETCTBUS.
Cpox neficTBus cepw&m Moxer ObITb COKpalleH NPH MCMOJb30BAHUM COOTBETCTBYIOIMX
MPHHLKIIOB ynpasne@puc@wn NpH HaJMYMKM COOTBETCTBYIOIIEH 3amucu o0 3TOM B rmoJie
«OrpaHuueHus ui HUfenbHblE 3aMETKH, Kacaloluecs O00JacTH NMPUMEHEHHS HACTOSLIETO
cepTudukaray. ,@@
Cepruduxkar s n@c*rsmenbﬂbm B CJlyyae NpejcTaBieHHs BCEX ero JIMCTOB (KaK OCHOBHBIX
JIMCTOB, TaK U AOJ10 Hmbe;oflbnblx JINCTOB).
O@MHHOCTB) HacToslIero cepTudHKaTa MOXKHO MNpPOBEpUTb B 0ase AaHHBIX
apaBooxpavenus  PecryOnukn  benapych,  pacrnonoxeHHOH mo  anpecy:
https://minzdray, g@%’.bv/ ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peectp cepruduxaros GMP EADC).
Ecan ceme_k‘HkaT He TMpeACTaBleH B yKas: i{HOW . 6ase [JaHHbIX, cledyeT OOpaTMThcA B
ynonHomoqg@Hblﬁ opras, €ro BbIAABIIHH. — e

Ne 0001065
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SRRSO

AgKalleil MPOM3BOACTBEHHOM MPAKTHKE JIeKAPCTBEHHBIX
CPEACTB /A1 MEMLIMHCKOIO U BE H,g?o NpUMeHeHUs U npuHuMnam CucTeMbl COTPYAHHYECTBA |
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HaumeHnoBauue
1. [TIPOU3BOJICTBEHHBIE OTIEPALIMU — JIEKAPCTBEHHAS MPOJYKLIMA

1.2 |HecrepunbHas npoaykius

1.2.1.1. Kancysniel B TBepa0ii 060s10uKe

NeKapCTBEHHBIX GopM)

&

1.2.1.5. XKuakue nekapcTBeHHble GOPMBI 151 HAPYIKHOTO NIPUMEHEHHUS]
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1.2.1.11. Msrkue nekapcTBeHHbie (OpPMBbI:

1.2.1.13.

(cepTuduxauus cepun)

11 KOHTpO/b KauecTBa

Tabnerku
1.4.1.1. PacturenbHast npoayKLus

1.2.2. Beinyckatoiu
1.4.1. IlpousBoacTeo
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1.5.1.8. Ilpoune TBepAbIe JeKapcTBEHHbIE HOPMbI

reJib

1.5.1.1. Kancynsl B TBEpHOI 060N10UKE

1.5.1.5. XKunkue nexapcTBeHHble GOPMbI U1 HAPYHKH
1.5.2. BropuuHas ynakoska

1.5.1.11. Msrkue JiekapcTBeHHbIe HOPMBbI

1.5.1. IlepBuuHas ynakopka
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1.6.3. Xumuueckue (hu3nueckue) UCTbiTa

1.5 [Ynakoska

1.6 |Konrpons kauectsa
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€ Ha MPoUue TBEPAbIE JIeKapCTBEHHbIE POPMBI
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