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EBPA3UINCKUIA SKOHOMMWYECKUIA COIO3
MWHWUCTEPCTBO 34PABOOXPAHEHUA PECNYBJIKU BEJTAPYCb

COOTBETCTBUS NMPOU3BOLACTBA JIEKAPCTBEHHDIX CP
TPEBOBAHUSAM MPABUT HAONEXXALLEW NMPOU3BOACTBEHH
EBPA3MIACKOIO 9KOHOMMWYECKOIO COIO

Ne GMP/EAEU/BY/00482-2026

| Cpok nevictus ¢ 20 mapra 2026 r. no 19 mapra 20

. e o
Bblman nmo wurtoram mnpobeseHMs (hapMaLeBTMHECKOH HHCMEKLWH TBeTCTBUU ¢ llpaBunamu
npoBeieHUs (hapMaLEBTUUECKUX WHCNEKLMH, YTBepKAeHHbIMH Pe emzloseTa EBpa3zuiickoii
SKOHOMMYECKOH KomuccHH oT 3 HosiOps 2016 r. Ne 83, >

. 2
MuHucTepetBo 31paBooxpaHerust Pecnybnvku benapych N
(NOJIHOE U COKPALLEHHOC HAUMCHOBAHMS YTIOJIHO Horq@x’"aua)

NOATBEPXKAACT CJIEAYOLICE:
NpoBE€ACHa (bapmaueBaneCKaﬂ HHCTNICKL W

Jewim Pharmaceutical (Sha
(HOHHOC HAaUMCHOBAHUC 11 3
No.5, Leigushi Street, Tai’an High-tech Industrial m@% Zone, Shandong province, China
(aapec npoU3BOJICT ougjlKn)
&

Ha OCHOBaHHWHU: -
npydkasa MunMcTepcTBa 3paBooxpaHeHus Pecn ggjnapbe ot 4 deppans 2026 r. Ne 89 «O6
OpraHu3aLuy HHCMEKTUPOBAHUSY. NS

Ha ocHoBaHuM cBeaeHUH, NMONyUeHHBIX NP eﬂekgg’n MHCIIEKTUPOBAHUS, NOC/EIHEE W3 KOTOPBIX
Obi10 mpoeaeHo ¢ 16 mapra 2026 . wmo ZQ\Q@MapTa 2026 r., yCTaHOBJIEHO, YTO JaHHOE

(papmalieBTHUECKOE  MPOM3BOACTBO Q;T fByeT  TpeOoBaHusm  [lpaBun  Haanexainein
3

NPOU3BOACTBEHHON MpakTHkH EBpaszuii <QHOMMHYECKOrO CO103a, SKBHBAJICHTHbIX [Tpunuunam u
Pykosoactey EBponetickoro cotoza alled NMPOU3BOACTBEHHON MPaKTHKE JIEKapCTBEHHbIX
CPEACTB Ul MEAHLIMHCKOTO U BET or® npuMeHenus u npuHunnam CHCTEMbl COTPYAHHYECTBA
(dapmauesTryeckux uucnekuuii (RIC/S). @Qy
HacTtoawuit ceptudukar orpaxae Ta§c NPOU3BOJCTBEHHON TUIOLIAAKH Ha MOMEHT MPOBEACHHS
bapmaLeBTHUECKON MHCMEK no ‘@S‘reqeﬁnn Gonee 3 neT oT AaTbl NMOCNEAHErO JHS MOCIEIHEro
MHCNEKTUPOBAHUS HE MOJXK anéé?! JIOKYMEHTOM, CBHJIETENBCTBYIOLIMM O CTAaTyCe COOTBETCTBHS.
Cpok neHcTBus cepTH Ta €T OblTb COKPALIEH NPH MWCMONb30BAHUM COOTBETCTBYIOLIMX
NIPUHLUMIIOB  YTIPaBAEHUS PUCK M Npy HaJIW4YUM COOTBETCTBYIOLICH 3amuMcH 00 3TOM B MoJe
«OrpaHuueHus Wiu HK@bele 3aMETKH, Kacaroluecs 001acTM MPUMEHEHHS HACTOSILLIEro
cepTudukaray. P »
Ceprudukar sea G@BMTGHBHHM B CJlydae NpEACTaBAEHUs BCEX €ro JIMCTOB (KaK OCHOBHbBIX
JIMCTOB, TaK U AQMOAHUTECABHBIX JINCTOB).
hi| (DHOCTb) Hacrosulero ceprudukata MOXHO MpoBepUTh B 0a3ze JaHHbIX
3R®BOOXPaHeHHﬂ Pecnybnuku  Benapych,  pacrosnioxxkeHHOM 1o aapecy:
minzdis ;gpxé\{\:»\f/;“ufci%‘yafrgpcisiz.xii.»;t.(_)\-'/'ic!{zn*s;{v\fm':x’tzsy;sqmii{'i!u.t,f“f}:snnaE.:s;«:v{’icimsi\i\smix‘nsgix;%«;%{;;_jgvsé~

minsterstva-zdravwokbraneniva/index.php (Peectp-eeprndukaros GMP EADC).
Ecan CC})TMQ)&I‘R%T He TMNpeAcTaBieH B, yKa3aHHOMH
ynonmmowg%tﬁ Oprad, ero BblAaBLIWH. | -
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1.2.1. HecrepunbHas npoayKLus (TEXHONOrHYECKHe OnepaLyu Aist MoJydYeHus

neKapcTBEHHBIX POPM)
1.2.1.5. Kunkue nexapcreetHbie GOPMbI i HAPYKHOTO MPUMEHEHUS
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1.5.1.9. l’IperiapaTbl’,-'
1.5.2. BropuuHas ynakoska

1.5.1.5. J)Kungkue neka
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1.6.2. MUKpPOGHOIOrHYECKME CTILITAHUS

%
o

XX

¥

Ml

o

JlekapCTBEHHbIE NPENaparhbl 1S KITHHUYECKUX UCCIIEN0BAHHUH (MCIIb

JlexapcTBeHHbIE CPEACTBA A8 MEAULIMHCKOrO NPUMEHEHHS

1.2 |HecTepunbHas npogyKUus

1.4 |[Ipouas nekapcTBeHHas NPOAYKLUS WK POU3BOACTBEHHAS ACATENbH
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Pecny6auku benapych
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