EBPAZHUIICKHIT DKOHOMHUYECKHII COIO03 '

MHHHUCTEPCTBO INPOMBHINIEHHOCTH M TOPTOB/TH
POCCHUCKOH ®EJIEPALIHH

CEPTU®UKAT

COOTBETCTBHS TPEBOBAHUSM TTPABIJI HA JUTEXALLEH ITPOU3BOACTBEHHOI
[TPAKTHKH EBPA3HICKOTO SKOHOMHYECKOTO COIO3A

Ne GMP/EAEU/RU/00203-2022
Cpok nedictBus ¢ 11.11.2021 no 10.11.2024

Beinan 1o wroram nposeaenus hapMalieBTHYECKOH MHCHEKIMH B COOTBETCTBUM C
lpasuinamu nposejienus GpapManeBTHYECKHX HHCHEKITUH

MunucrepeTBo npombinieHHOCTH U Toprosin Poceuiickoit Meepanmn
(Munnpomropr Poccun)

(nonxoe u COKPalEeHHOE HAMMEHOBAHHWA YNOJHOMOYEHHOTO opraua)

HOATBEPHKAACT Cle/lylolee:
1posejieHa GapmalieBruyecKkas HHCIHEKIN

Haxo ®apmaceroTHKalc

(10/1HOE HAMMEHOBAHKE NPOM3BOANTEI )

3 OpranusosanHas nipombiiensas sona, Kyutyen Kaj., 23 Cok., No 1, Cenpuykiy,
Konps, Typuus

(aznpec NpoOM3BOACTBEHHOM NIOWANKH)

Ha OCHOBAHMW 3asBJICHMA O BblJaye ceprTUdUKATA COOTBETCTBUS IIPOM3BOIMTENS
(NPOM3BOJMTENS  HEPE3MAEHTA) JICKAPCTBEHHBIX  CPEACTB  JUI  MEIAMIIMHCKOIO
npuMeHenns  TpeboBaHnsM NpaBWwil  HaulekKalied NPOM3BOACTBEHHON NPAKTHKM
EBpasniickoro sKoHoMuueckoro corwsa ot 28.04.2021 No 6/u.

Ha ocHoBanuu CBeJlcHHH, TIOMYHYEHHBIX [NPH  NPOBEJACHMH (DapMaLEBTHUECKOI
MHCHICKIMK, TOCHe/HsAs U3 KOoTopeix Obula nposesena 09.11.2021 - 11.11.2021,
CYMTACTCS, YTO JaHHbIi  (apMaleBTUYECKHl  [IPOM3BOAMTENL  COOTBETCTBYET
tpebosannsm Ilpasui Hajiekameit npou3BoJACTBEHHONM npakTukmn EBpasuiickoro
IKOHOMMUYECKOI'O COIO3a. =

Hacrosumii ceprudukar orpakaer craryc nposBOJACTBEHHON TUIOMAAKK Ha Jaty
1npoBe/ieHns  (apManeBTHUECKOH WHCIEKUMM M 10 MCTEYeHMH 3 JIeT ¢ jarthl

Crpanuua 1 u3 6

000000250

AD «ONMUAOH>, Mockss, 2021 ¢, «bs. TINTAR

.»‘*MMJ-»‘-'« .WMMRM




GMP/EAEU/RU/00203-2022

IpOBEACHUs HTOH  (apMalleBTHUECKOH MHCIEKIMU HE JI0JUKEH [PUHMMATHLCH B
KauecTBe JAIOKYMEHTA, CBUJICTE/ILCTBYIOIIEr0 O craryce coorBerctsus. Cpok aeiictaus
ceprupukaTa  Moker ObITh COKpallleH WIM PAciUMpEH  HPH  MCHOIb30BAHHK
COOTBEICTBYIOIIMX  NPUHLUMIOB  YNPaBIEHHS  PUCKAMM  [IPpH  HaJM4WK
cootBercrBytomei 3anucn 06 oM B nojie «OrpaHUYEHUs WM [IOSCHUTEIbHBIE
3aMETKH, Kacarloluecs 06/1acT IPUMEHEHUS HACTOALETO cepTHduKaTar.
Ceprudukar gsisiercs AeHCTBUTENBHBIM B Clydae IPE/ICTABICHUS BCEX €0 CTPAHMIL
(KaKk OCHOBHBIX JIMCTOB, TaK W JIONOJIHUTEILHBIX JINCTOB).

AYTEHTHYHOCTH (110/UIMHHOCTB) HACTOALIETO CepTHhHUKAaTa MOKHO NPOBEpUTh B Oase
JlanHbix Munnpomropra Poccun.

Ecin ceprudukar ne npejcrasien B ykasanHoi 0ase JaHHbIX, cieayeT 00paTurnes B
YIOJIHOMOUYEHHBIH OpPraH, €ro BhlJAaBIIHId.
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MUHUCTEPCTBO NMPOMBIILIEHHOCTY W TOPTORTH
POCCUUCKOMN ®EJAEPALIMHA

GMP/EAEU/RU/00203-2022

JlekapcTBeHHble CPeACTBA LIS MEAHUHHCKOIO IPHMEHEHH S
L] BerepuHapHbie JIGKapCTBEHHBIE CPECTBA
[J DkcnepumenTanbHbie CpeacTsa

I1pon3BOACTBO H KOHTPOJ/Ib KAYecTBa
L. NTPOU3BO/JACTBEHHBIE OINNIEPALLIUU - IEKAPCTBEHHASI
INMPOAYKLUS
1. Cmepunvias npooykyus
LI 1. Tpoykimsi, npuroroBieHHas acentuyeckum iyrem (onepaumm o6paborku
JUIS CJIE/LYIOHIMX JIEKapCTBEHHbIX GOpM):
L] sujikmne iekaperBennbie Gopmbl 60611010 06beMa
L] sxukue JiekapeTBeHHbie hopMbl Maloro obbLema
L] ancniepenn
U] simodmunmszarsl
L] TBepbie siekapcTBEHHbIE HOPMBI M MMILIAHTATBI
L] msirkue siekaperBeHHbie GopMbl
] mpouas nposykums
L1 2. Ipoaykims, noasepraiomancs GUHUIIHON CTepUIN3aLMKM (Oneparmm
00paboTKH jUIs CAEAYIOINX JICKaPCTBEHHBIX HOPM):
L] sxuikue siekaperBertbie GopMel 601161010 06beMa
L] skmnjikme JiekaperBeHHbie GOPMBI MAIOro 0Obema
L] tBep/ibie siekapeTBeHHbBIE HOPMBI M UMILIAHTATHI
L] msirkue siekapcTeHnbie GopMmbl
[J npouasi npojyKimsi, jiekaperBeHHbie GOpMBbI
[J 3. Beitiyckaiommii KOHTpoJib KauecTna
2. Hecmepuabnas npooykuyus
1. Hecrepuabuas npoaykuus (onepaitiu o6paboTKH uist Cleyiommx
JIeKapcTBeHHbIX hopm):
L] kancyusl B TBep10# 060109Ke
L] kancynl B Msirkoii 060J109ke
[J xeBatesbHble JIeKapCTBEHHbBIE HOPMBbI
[J umiipernupoBaHHbie JieKapcTBEHHbIE (OPMBI
L) sukue siekapeTBentbie GOPMBI UIsl HAPYKHOTO NPUMEHEHMUS
LI sxmjikme ekapeiBerHbie GOPMBI LIS BHYTPEHHETO PUMEHEHMUS
L] MeauumMHekme raspl
[J npoune TBep/ibie JieKapcTBEHHbIE HOPMBI
LJ npenaparsl, HAXOAILMECH 110/1 IABIEHHEM

il
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[J renepartopsl paiMOHYKIMIOB

L] msirkue siekapeTBeHbie hopmbl

L] cBeun (cynnosuropun)

Tabsmerku: rabierku

L] TpancaepmalibHbie IUIACTHIPH

L) ycrpoiicTBa Juisi HHTPapyMHHAILHOIO (BHY TPUPYOLOBOIO) BBEACHHS

[J npoyast 11pojiyKums, JieKapcTBeHHble GOpMbI

2. Beimmyckawumuii KOHTPOb Ka4ecTsa

3. buonocuveckas rexapcmeennas npooyKyus

[ 1. buosoruyeckas JieKapeTBEHHAs IIPOAY KIS

] npojtykrhl KpoBm

L] umMmyHOsI0rHYecKas npoayKius

] IPOAYKTbHI HA OCHOBE COMATHYECKHX KIIETOK

Ll renoTepaneBTHYECKHE IPOLYKThI

L] npojtyKThl TKaHEBO#H MHIKEHEPHH

L] GuorexHonornyeckas npoayKius

LI 1IpoyKThi, IKCTPArupoBaHHbIC M3 JKMBOTHBIX HCTOYHMKOB MM OPIaHOB
(TKaHe#l ) yesloBeka

[ npoyas npoaykuus

L] 2. Boiiyckalomuii KOHTpoJib KauecTsa (nepeyeHb TUIIOB IPOAYKIMN):

[ npoykrsl KpoBu

L] nMMyHOsIOrYecKkas npoayKuums

[] [POAYKTbBI HA OCHOBE COMATHYECKHUX KJIETOK

L] reHoTepaneBTHYECKHE NPOAYKTHI

L] npoayKThl TKAHEBO# HHKEHEPUH

e S e [ [

L] 6uorexHosornyeckas npoayKius

[ npojtykThl, HKCTParupoBaHHbBIC M3 JKMBOTHBIX MCTOUHMKOB WM OpPIAHOB
(TKaHei) yejoBeka

L] npouas npoaykuus
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MHUHUCTEPCTBO NNPOMBIIUWJIEHHOCTH A T()PF()B.T‘I'":

POCCUHCKOHW ®EJAEPALINU

GMP/EAEU/RU/00203-2022

4. [lpouan npodyKuus wiu npou3e00CMEeHHAA OeAMEbHOCMb

1. Ilpou3Boacreo:

L] pacturensHoOl npoayKimu

L] romeonarinyeckoit npoyKimm

npouas NPOAYKUHA: IPOYME IPYIIIbI JICKAPCTBEHHBIX NPENApaToOB: Tab/IeTKK

L] 2. Crepwinsaiisi aKTHBHBIX BELIECTB, BCIOMOTATEIbHBIX BEUIECTB, TOTOBOI
HPOAYKLMH:

L] hunsrpanus

L] cyxoskaposas crepusinzanus

L] crepuimzaums napom

L] xumMuueckas crepuiimsanms

] CIepuiiu3aliusi raMmMa-t3J1y4YeHHEM

L] crepuimsaiinst YIeKTPOHHBIM W3JYUEHHEM

3. 1 Ipouee

Xl 4. MepBuunas (BHY TPeHHsA) YNIAKOBKA:

L] kancyJibl B TBep10#t 060109Ke

L] kancyibl B Msarkoit o6osouke

L] sxeBartesnbHbie eKapcTBeHHbie GOpMbI

L] umiiperanpoBannbie JICKapeTBEHHbIE (HOPMBI

L] smjikne sexaperBentbie GOpMBI LIS HAPYKHOTO TIPUMEHEHHS

L] AKHJIKHE JICKapCTBCHHbIE liJOprI JJIE BHYTPEHHET'O IPUMEHEHMA

L] Mmeauumnackue rassi

L] npoune TBepbie JeKapcTBeHHbIE GOPMBI

L] npenaparsl, HaXoAfIMECs 110/1 AaBIEHHEM

L] renepatopsl paiHOHYKIN108B

L] msirkue siekapetBentbie popmbl

L] ceun (cynnosuropum)

Bd rabaerku: Tabnerku

L] rpancaepmaiibibie miacTipu

L] yerpoiicTsa juisi nHTpapyMHHAILHOTO (BHY TPAPYGIIOBOTO) BBEICHMS

L] npoyas npo/yKimsi, JekapcrBeHHsie Gopmbi

S. Bropuunas (norpeburesibekas) ynakoska

6. Boinyckawmuii KOHTPOJIb Ka4ecTsa

L1 7. MUKpoGHOJIOrHYECKOE TECTHPOBAHKE: CTEPHIILHOCTD

8. MukpobHo/I0r HYeCKOe TECTHPOBAHHE: HECTEPHIBHOCTh

X 9. Xumuueckoe (pu3ngeckoe) TecTHPOBAHHE

L1 10. buosornueckoe TecrupoBanue
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1. KOHTPOJIb KAYECTBA IIPU UMITIOPTE JIEKAPCTBEHHOM
NPOAYKLUHUHU
[J 1. Kontposib KayecTBa HMIIOPTHPYEMOIi JIEKAPCTBEHHOM 11POIYKITHK:
(] MMKpOOHOIOTHYECKOE TECTUPOBAHKE: CTEPUIILHOCTD
L] MukpoGHOIOIrHYECKOE TECTUPOBAHUE: HECTEPHILHOCTD
L] xumunyeckoe (hnsnueckoe) TeCTUpOBaHUE
L] Guonoruyeckoe recTuposanue
[J 2. Beinyckaioumii KOHTpoiib (cepTruKaius cepuii) uMIopTHpyeMoii
HPOJLYKIIHH
L] CrepuiibHas npoayKums:
L] npo/yKums, npUroToBlieHHas aCENTUYECKHM ITyTeM
[ npoykums, nojsepraromasics GUHHIIHON CTEPHIH3AIMN
(] HecrepuibHas npotyKius
[l buonornyeckas JeKapcTBEHHAS IPOJYKIHS:
L] npoykrsl KpoBu
L] ummyHOsIOrHYecKas npo,ryKiuns
[J n1potyKThl Ha OCHOBE COMATUYECKMX KJIETOK
L] renoTepaneBTHYECKHE IPOIYKThI
L] npoayKThl TKaHeBON HHIKEHEPUH
L] GuoTexHoJ0rHYecKas MpoAYKIUs
L] 1po1yK1bl, YKCTPArupOBAHHbIE U3 IKUBOTHBIX UCTOYHUKOB WM OPIAHOB
(TKaHei ) yeloBeka
L] npouas npoaykims
L1 3. Ilpouas jedareibHOCTH 110 UMIIOPTY (BBO3Y):
L) rioinaika gpuszuyeckoro uMiopra (BBo3a)
) uMiopT npoMeKyTOYHOTO NPOAYKTa, NOABEPralouerocs JajibHeneii
obpaborke
L] npouee

Orpanuyenns WM NOACHUTEIbHBIE 3aMETKH, Kacaloluecs o6JacT 1npuMeHeHus
ceprudukara: —

B.C. Ocemakos




