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EBPASUIICKAN 3KOHOMHUYECKHH COlO3

MUHHCTEPCTBO NPOMBIHLTEHHOCTH U TOPT'OBTH
POCCHHCKON ®EAEPALINIA

CEPTUOPUKAT

COOTBETCTBUS TPEBOBAHIISIM ITPABIJT HAJUIEXKALIEN MTPOM3BOICTBEHHON
ITPAKTHKH EBPA3HICKOTO SKOHOMIYECKOTO COIO3A

Ne GMP/EAEU/RU/00045-2021
Cpoxk pe#icteus ¢ 25.05.2021 no 24.05.2024

Bbuan 1o uroram nposefeHMsi (hapMarieBTHIECKOH HHCHCKUMKM B COOTBETCIBHN C
Ilpasunamu niposejienust hpapManeBTUYECKUX HHCIIEKIMHA

MuHHCTEPCTBOM IIPOMBILIIEHHOCTH U TOproBiu Poccuiickoii Oenepaunn

(momHOE HAaMMEHOBAHHUE YIOJIHOMOYEHHOTO OpraHa)
NOJTBEPIKIACT CIeUYIOUIEE:

IpOBE/IEHA Q)HpMallCBTH‘{eCKaﬂ HHCIEKLIXA

OfmecTBO ¢ OrpanuYeHHo oTBeTCTBeHHOCTHIO Hayuno-nponssoacreennoe
npeanpuatTne «bUOHOKC»

(I]OJ‘I HOE HAMMEHOBAHHKE ﬂpOH3BOﬂHT€JIH)

Mockosckas 00, 1.0. banammuxa, j1. Yeproe, yia. Arporopoiox, sii. 62

(anpec NpoM3BOACTBEHHOMN NNoOWALKY)

Ha ocHoBaHuy sassicnus or 01.03.2021 va nonyuenue pasperneHus (IUIEH3UN) HA
OCYIIECTBICHUE A TEIBHOCTH 110 IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTR,

Ha ocHoBanum cBeNeHWH, NONYYEHHBIX MPU LPOBEJEHUH (hapMaleBTHIEcKOoil
UHCIICKIMM, 110CHEAHAA U3 KOTOphIX Oblia npopegeHa 25.05.2021, cumraercs, uro
JIAHHBIA  (hapMaleBTHYECKUH 1IPOM3BO/IMTENIL COOTBETCTBYET Tpebosanusm 1lpasui
HaJUIeKallel TPOM3BO/ICTBEHHOMN IPaKTUKH EBpazuiickoro "KOHOMHYECKOI'O COI034.
Hacrosmuii ceprupukar orpaxkaer craryC NpOW3BOACTBEHHON IIOWAAKA HA AaTy
npoBejieHns  (hapMaueBTUYECKOH MHCIEKUMUM W 110 WCTEYeHWM 3 JIET C JaThl
NpoBeACHNU HTON  (apMaNEeBTUYECKOH HMHCIEKIMM HE JIOJDKeH [PUHUMATLCS B
Ka4ecTBE JIOKYMCHTA, CBUIETENLCTBYIOLIEI0 O cTaTyce cooTBeTcTRHs. CpOoK JeicTBus
cepruduxara  MokeT OBITh COKpPAlleH WM PACIIMPEH [PU  HCHONBL30BAHMH
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S COOTBEICTBYIOIMX  [PUMHUMIOB  YIOPABICHWA  pUCKAMH  1IPM  HAJIWYHU &
) coorBeTcTBYOMEH 3anucu 06 yroM B nojie «OrpaHuyeHUs WK [OACHUTEIbHbIC '

CBp‘I‘M(i)HKaT SBJISETCH JIEHCTBUTENBLHBIM B ciiydac HpeACcTaBICHHUA BCEX €I'0 CTPAHMLL

(KaK OCHOBHBIX JIMCTOB, TAK U JOMOJHATEIbHbIX .]‘lI/lCTOB).

|
|
s
3aMETKH, Kacatoluecs 001acTy [IPUMEHEHUS HACTOAILETO CEpTUPUKATAY. ‘
|
|

AYTEHTHHHOCTH (ITOJIMHHOCThL) HACTOALIECTO cepThdUKaTa MOXKHO HPOBEPUTHL B Gaze
Jannbix MunnpoMropra Poccuu.

Ecin ceprudukar He upeicraBiiel B ykazaHHON 0asze JaHHbIX, ciiefyer oOparuThes B
YIIOJHOMOYEHHBIN OpI'aH, €10 BbiIaBIIHHA.

T

B.C. Ocbmaxos ,_:f|
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MUHNHCTEPCTBO IMPOMBILIJEHHOCTH W TOPTOB/IH
POCCUMCKOW ®ENEPALINNA

GMP/EAEU/RU/00045-2021

] JlekapcTBeHHble CpeACTBA AIsi MEHUHHCKOI0 NPUMeHEHH S
[L] BeTepunaphble JIEKapCTBEHHbIE CPENCTBA

X IxcnepumenTanbHbie cpeacTBa

IIpon3BoACTBO U KOHTPOJIb KA4ecTBa
1. IPOU3BOJACTBEHHBIE ONNEPALIMU - JTEKAPCTBEHHAS
NMPOAYKIIMSA
1. Cmepunvras npoOyKuus
L] 1. llpoykuus, npuroToBJieHHass acenTHYECKUM IiyTem (oreparun obpaborku
JUIS CIIEAYIOLIMX JIEKAPCTBEHHBIX (opm):
L] xuixue aekaperBerHsie Gopmbl 60ab110r0 006beMa
L] sxmjtkue JiekapeTBeHHBIE GOPMbI Masoro 0bbema
[J aucnepenn
L] smmodpuansarn
L1 tBeppic JieKapcTBeHHbIE (JOPMbI M MMILIAHTATHI
L] msirkue JieKkapcTBEHHbIE GOpMBbI
[ nmpouas npojykuus
(1 2. Tpoaykiws, noasepraiomasncs GUHALIHON CTepUIn3aiinm (ornepanmu
006paboTKu A1 ClIeAYIOUINX JIEKAPCTBEHHBIX HOpM):
L] sxmnkme siekapeTBeHHbie Gopmbl H0IBITIOTO 00beMa
L] sxuakue jiekapcTBeHHble HOPMbI MAJIOT0 00beMa
] Tepabie JiekapcTBeHHbIE (OPMbI U UMILIAHTATHI
[] markue jiekapcTBeHHbIE HOPMBI
L] npoyasi npojaykums, jieKapcTBEHHbIE (HOPMbI
X 3. Boinyckaomuii KOHTPOJIb Ka4ecTsa
2. Hecmepunbsnas npoOyKkuus
X 1. Hecrepuibnan npoaykuus (onepanun o6paboTKH A8 CiIe1y 0 mmx
JieKapcTBeHHbiX hopm):
[] kancyiunl B TBepaoH 06onouke
[] kancyabl B MArkoit 060siouke
[] sxeBarelibHbIC JIEKAPCTBEHHBIE (HOPMbI
] nmMnpernnpoBannbie JeKapcTBEHHbIE HOPMBbI
X suakune nexaperBernbie GoOpPMbI ISt HAPYKHOIO NPHMEHEHHUS
L skujikune jiekaperBenHbie GOpMbL Ui BHYTPEHHETO PHMEHEHMS
L] MeauumHCKKe ra3bl
L] nipouue tBep/bie JieKapCTBeHHbIE GOPMBbI
L] npenaparbl, HAXOASLIMECS 1101 JIABJIEHHEM
L] reseparopsl paguMOHYKIHI0B
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GMP/EAEU/RU/00045-2021

[ msrkue JiekapcTBeHHbIE POPMBI

X cBeun (cynmozuropun)

L] rabaerku

L] rpaHciepMalibHbIe IL1ACTBIPH

[l yerpoiicTBa /15l HHTPapy MHHAIBHOTO (BHYTPUPYOLIOBOIO) BBEICHMS

X npoyas npoaykuus, JekapcrBenHbie popmbl:

(hapmaneBTHYECKNE CYOCTaHLINM, TOTYYAaEMbIE METOAOM XMMHYECKOI'0 CUHTE3a
X 2. Boinyckaiowmii KOHTPOJIb KavecTBa

3. buonozuueckasn nexapcmeennas npooyKyus

[ 1. buojoruyeckas jiekapCTBEHHAS IPOAYKILIH:

] mpotykTsl KpoBH

L] ummyHosIOrHYecKas npoLyKius

] 1pojiyKThl Ha OCHOBE COMATHHYECKHX KJIETOK

L] reHoTepaneBTHYECKUE NPO/LYKTh

L] npojiyKThl TKAHEBOH HHIKEHEPUH

[] 6uorexnosoruyeckas mpomyKius

L] npoayKThl, YKCTParupoOBaHHbIE U3 JKUBOTHBIX HCTOYHMKOB HIIM OPI'aHOB
(TKkaHei) yesoBexa

[l mpouas npoaykipst

(] 2. Beliryckaiommni KOHTpOJIb KauecTra (1iepedeHb THIIOB IIPOLYKIMHU):

L] ipotykrbl KpoBu

[J ummyHosIoryeckas HpoLyKLus

L] pojtyKThbl Ha OCHOBE COMATHYECKHUX KJIETOK

L] renoTepalieBTHYECKHE NPOAYKTHI

L] 1pojtyKTbl TKaHEBOH UHIKEHEPUU

(] GuorexHON0InuecKkas npoLyKiusi

L] HpOLYKThI, YKCTPArupOBaHHbBIE M3 )KUBOTHBIX HCTOUHUKOB MIIM OPTaHOB
(‘TKaHer) yelloBeKa

LI npouast npoaykuust

4. Ilpouas npodyKyus uiu npou3s00CcmMeeHHas 0eame/lbHOCHb

X 1. IlpousBoacTso:

L pacrurensHoi npoayKuuu

B.C. Ocbmakos
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MUHHUCTEPCTBO MPOMBILULIEHHOCTHU U TOPTOBIH
POCCUHMCKOM ®EJNEPALIMA

GMP/EAEU/RU/00045-2021

L] romeonarnyeckoi 1poAyKUMH
npoyas NPOAYKUHMA: [Ipoyas rpynia JeKapCTBEHHbIX Mpernaparos:
, (papManieBTHueckue cyoCcTaHLMM, 110ly4aeMble METOAOM XMMUYECKOTO CUHTE3a p
| (ITPOM3BOJICTBO  [IPOMEXKYTOUHBIX NPOAYKTOB (GapmMaueBTHUECKONH cyOcTaHimm: “
. IPOM3ROJICTBO HEOUYMINEHHOM (HeoOpaboTannoii) papmaleBTuueckon cyOctanumm;
3aBepLIalOIMe CTaJuu IIPOM3BOJICTBEHHOIO Mpolecca: O4YUCTKA, (QUIbTpalus, '
, CYIIKA, 3aMOpaKMBaHKE; YIIAKOBKA [IEPBUYHAS, YIIAKOBKA BTOpHYHAs, MAPKMPOBKA) T
| B 2. Crepuan3anus aKTHBHBIX BelIECTB, BCIOMOTaTe/IbHbIX BEECTB, FOTOBOJ
NPOAYKUHHU: ]
L ) X ¢puanTpanns ] pi
~ H} [ cyxokapoBas crepuiiMzarms ; ot
I CTEPHIAH3ALHS NAPOM
I8 L] xumuueckas crepuiinsaims
L] crepuimzaumns ramma-usiiydeHuem
: "_j' [] crepuiinzauust YIEKTPOHHBIM H3JIYyYEHHEM
| LI 3. Ilpouee
4. llepBuynas (BHYTpeHHSS) YIIAKOBKA:
L] karicyJibt B tBepaoi 060/10uKe
L] kancyJinl B Markoit 06osovuxe
i [] skeBaresibHbie JIeKapCTBEHHbIE (HOPMBbI
L] uMIiperHupoBaHHbI€e JIEKAPCTBEHHBIE OPMBbI
X xuakne ekaperBeHHbie GOPMBI 1151 HAPYKHOTO NPHMEHEHHS
L] sxuikue nekapcTBeHHbIE HOPMbI ISt BHYTPEHHETO HPUMEHEHUS : IG5
L] meauuunckme razpl
L] npoune TBepbIe JeKkapcTBeHHbIE (HOPMBbI
L] upenaparsi, HaxoAsIKHECs 1101 JIABICHUEM
L] reneparops! pajinoHyKiId/10B
L] msirkue JjiekapeTBeHHbIE HOPMBbI
X cgeun (cynnozuropun)
L] rabuieTkn
L] TpanciepmaibHbie MIacTbipyu
L] yerpoiicrsa uist ”RHTPapyMHHAILHOTO (BHYTPUPYOLIOBOIO) BBEICH ks
Xl npouas npoayKums, JeKapcTBeHHbIe (OPMBbI
S. Bropuynas (noTpebureibcKas) ynakoBKa
6. Boinyckarwoummuii KOHTPOJIbL KayecTBa
X 7. MukpoOnoioruyecKoe TeCTHPOBAHHE: CTEPHILHOCTD
| B 8. MukpoOuoJiorHyecKoe TECTHPOBAHHE: HECTEPHIILHOCTD
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9, Xumuueckoe (pH3nuecKoe) TECTHPOBAHHE

10. buoJiornyeckoe TecTHpPOBaHUE

Il. KOHTPOJIb KAUECTBA [1PM UMIIOPTE JIEKAPCTBEHHOM
[IPOJIYKLIMH

L] 1. KoHTpoib kayecTBa MMIIOPTUPYEMOH JIEKapCTBEHHOM MPOAYKUMH!

| MHKPOGHOJIOI‘H'-ICCKOC TECTUPOBAHME, CTCPHJIBHOCTE

L] MHI{pO6I/IOJIOFH'{eCKOG TECTUPOBAHUE. HECTEPHIBLHOCTD

L] xumuyeckoe (husuueckoe) TeCTUpOBaAHUE

L] 6uonornyeckoe TCCTUPOBAHHC

[] 2. Beiyckaromuii KoHTpoiib (cepruduKkaiis cepuii) UMIopTUpyeMOoi
HPOAYKLHH

L] CrepuiibHast IpoyKLus:

1 HPOAYKIIMA, HPUT'OTOBJIICHHAS dCCIITUYCCKUM 11YTEM

L] npoayxuus, nojaseprarowmasics GUHUIIHON cTepuin3zamuu

[l HectepuiabHas npoyKius
[J] bruostornyeckas jgekapcTBeHHas IIPOAYKIHS:

[ ipoj1yKThl KpOBM

L] umMyHosIorugecKas npojayKiuus

] HPOAYKTb!I Hd OCHOBE COMATHYCCKHUX KJIICTOK

Ol IEHOTEPAIICBTUYECKHUE TIPOJYKTEL

L] upojtyKThl TKAHEBOH MHKEHEPUU

L] 6uorexHojornuecKkas npoayKims

L] npoiyKThl, YKCTParupoBaHHbIC U3 SKABOTHBIX UCTOUHMKOB MJIM OPIaHOB
(‘Tkanelt) yenoBeka

L] npoyas npoayKuus

L1 3. llpouast 1esTedbHOCTD 110 UMOOPTY (BBO3Y):

&

e

L] mowaaka pusuyeckoro umiopra (Beo3a)

L] uMIopT HpoMEIKYTOUHOTO MIPOIYKTa, MOABEPIalOLIErocs fa/ibHeedi
obpaborke

[] npouee

B.C. Ocbmakos
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MHUHUCTEPCTBO IMPOMBILUJEHHOCTHU U TOPT'OB. rll/l
POCCHIICKON ®EJEPAIIUNA

o [

di bl Umynodan™

Aprunui-aibda-acnapTui-
JIM3UII-BaMI-TUPO3HIL-
APIHHUH

i GMP/EAEU/RU/00045-2021
I:':fl
A OrpaHnyeHus WM [OSCHUTENLHLIE 3aMeTKy, Kacatrouuecs o0iacTd 1pUMEHCHUS
VW cepruukara:
radl llepeyens JIEKAPCTBEHHBIX  CPEJACTB, B OTHOMICHHM KOTOPOI'O  HPOM3BOAMIOCH
7| MHCICKTHPOBAHUE!
. Mex yHaponsoe
HENaTeHTOBaHHOE
: HAMMEHOBaHHUE MU _
(& g JlekaperBennas gopma.
el l'oprosoe IPYHIIUPOBOYHOE
|
i ; , JIO3MpOBKa (eciin
‘ HaUMEHOBaHWE (XMMHYECKOE) HAMMEHOBAHHE
: IIPUMEHHMO )
Wil'” JIEKAPCTBEHHOI'O
|| npenapara/papmaneBTHUECKOH
| cybcrannmy ]
g — Bee crajmm (BKIFOYas BBIITYCKAIOMIMI KOHTPOJIb Ka4ecTsa)
# Aprunui-anbha-acnapTui-
» Mmynopan™ JU3WJI-BaAJINII-THUPO3 AL cybcTaHUng — HOPOIOK
s apruHuH AuaneTaT ]
2 Aprunui-aibha-acnaprui- CIipel Ha3allbHbIHA
: Mmynodan® JIM3HJI-BAIAI-TUPO3HIL- JIO3UPOBAHHBIIT,
I8 apruHUH 45 mxr/poza
.| - Aprusui-anbha-acnaprui- CyIIO3UTOPUUN
41 mynodpan™ JU3WII-BAIIAI-TUPO3HII- peKTajiLHbIE.
e apruHuH Omr |
Tﬁl YnakoBka BIOpHUHast, BbIITYCKAIOUIMHA KOHTPOJIL KayecTBa
N |

pactBop st
BHYTPHMBIIEYHOTO 1
NOJKOXHOI'O BBECJIEHHM .
45 MKr/min

B.C. OcnmakoB
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