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Brutan 1o uroram 1poseenns (GapManeBTHUCCKOH HHCMEKIUN B COOTBETCTBUN C
Hpagsmiamn npopejieHus GapManeBTHUSCKIX HHCTTCKIHIMA

MuHuc IEPCTBOM MPOMBIIIEHHOCTH 1 TOProBin Poccniickoii Dereparnm

(nosiHOE HauMEHOBaHHE YNOJHOMOUYEHHOTO OpraHa)

HOJITBEPIKTACT ClIeyIOInee:
iposesiena papMaleBTHYECKass HHCHEKIIMS

Axunonepnoe odumecTso «<XUMHUKO-PAPMALEBTHUYECKUIA
' KOMBUHAT «<AKPUXWH»
(i‘lOIlHCle HauMeHOBaHHE npon?.aoﬂmem)

Mou«nswaﬂ 00JL.. . 0. boropoackuii. r. Ctapas Kynasna, yi. Kuposa. 1. 79 eTp. ()
(aapec NPOM3BOICTBEHHOM MuoMIAIKH)

Hd OCHOBAHIN 3ASBICHUS O Bbijlaue CEPTH(HKATA COOTBETCTBUS MPOMIBOAMTEIS
(IIPOMSBOIMTCS  HEPE3UIEHTa) JEKAPCTBEHHBIX  CPCACTB U MEIMIHHCKOIO

npunvenentst  Tpedosanuam  [lpaBuin  Hauiexaneil  poM3BOACTBEHHOI  HPAKTHIH
liBpasniickoro skonomudeckoro corsa ot 14.06.2022 No 59/24-2022.

Ha ocnoBannm  cpejlennif, TMONYYEHHBIX MNPH  HPOBEAECHHH (aPMALECBTHUCCKOI
HHCHEKIMK,  110C/Ie/IHAS W3 KOTOpbhiX Obuia mnpoeaena 07.09.2021, 08.09.2021.

CuMtacTes.  UTO  JlaHubli  (apMaleBTHYECKUH  NPOM3BOMMTENL  COOTBETCTRYCT
tpebosatisay  [paput HajutesxKaiueil TPOU3BOACTBERHOR MPAKTHKH EBpazuiickoro

DKOHOMMYECKOI'O CO103a.

Hacrosmmii ceprudurar orpaxact craryc NpOM3BOACTBCHHOH MIOWANKH HA Aary

HPOBC/ICHUS  (DAPMALIEBTHYCCKOM MHCIEKIME M 10 WCTEUEHHH 3 JIeT ¢ Jaihi
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HPOBCICHUS  HTOM  (DPAPMALEBTHYECKOH HHCIEKIMH HE  JIOJIKEN HPUHAMATLCH B
KaUCCTBE JI0KYMEHTa, CBHCTEILCTBYIOMIETO O CTaTyCce cooTBeTCTHs. POk Jeiic
CepTHpUKATa  MOKET OBITH COKPAIICH WK pacuipeH  1pH HCILOML30BAH I
COOTBCTCTBYIOUIMX — TIPUHUMIIOB  VIPABJACHUS  pUCKaMu HPpU HAIMY U
COOTBETCTBYIOLICH 3amucu 00 9ToM B moje «OrpaHuucHMs MM HOACHHTS (LHbIC
3AMCTKH, KaCAIOIHEcs! 00/IacTH PUMEHEHUS HACTOSIIETO CepTUHKATaY.
Ceprudukar ABISETCS JeHCTBUTENbHBIM B Cllydae Hpe/ICTaBICHIs BCeX ero cTpaniiil
(KaK OCHOBHBIX JIUCTOB, TAaK ¥ JIONOJIHUTEILHBIX JUCTOB).

AYTEHTHYHOCTD (HOUVIMHHOCTD) HACTOSLIETO CepTHHUKATA MOKHO [POBCPUTL B Gase

dannbix Munnpomrtopra Poceun.

Ficiim ceprudurar He NpeCTaBIeH B YKa3aHHOM §a3e MaHHBIX, CJAeayel 0OparuTrses B
YHOJAHOMOYEHHBII OpraH, ero Bbl1aBUINA.

B.C. Ocsmakon
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MI/IHHCTEPCTBO MPOMBIHIJIEHHOCTH H TOPFOBJIH

POCCHUICKON ®EJIEPALINA

GMP/EAEU/RU/00485-2022

X JlexapeTReHHBIE CPEACTBA 415l MEIHIMHCKOTO IPHMEHEHHS!

i ] BerepunapHple JIeKapCcTBEHHbBIE CPEACTBA
i_._E]__.)!fg_]}_e_ﬂﬂ_[l_EHTaﬂbele cpeacTBa

TIpoH3BOICTBO H KOHTPOJIb Ka4ecTBa
I. IPOU 3BOACTBEHHBIE OITEPAIIMH — JEKAPCTBEHHASI
NMPOAYKIHUA
1. CmepunvHas npoovKyus
ISSE ﬂpnm Kius, MPUTNOTOBJIEHHAS ACENTHYECKUM ITyTEM (onepaunm 00padOTKH s
CJIC/1YIOIINX JTeKapCTBEHHBIX (hopm):

Ll wuikme nexapeTBeHHbIe GOPMBI HOIBIIOT0 00beMa
L] skijikne siekapcTBeHHbIE GOPMBI MaJIOro o0neMa
U amerniepenn

] nmodmmsats

F] TBEp/Ibie JICKApPCTBEHHBIE (DOPMBI M MMIUIAHTATEI

T s KHE JIEKapCTBEHHBIE GOPMBI

[ npouas npoykiys

] [I llponx-}{um HOI[BepFaIOH.IaHCH (bUHUITHOH CTepHJIH3auHH (ornepaunu

_E] HIKHE JIEKapCTBEHHBIE (OPMBI GOMBIIOTO 061:eMa

L] JKnjikne jiekapcTBeHHbIE (hOPMbI MaIoro oonema

L1 1Bepibic JiekapeTBeHHbIE HOPMBI M MMILIAHTATH

L Msitkue siekaperBentbie GOpMb
L] upouast npojtykius, gekapeTBeHHBIE GOpPMBbI
[1 3. Buimyekaroiuii KOHTpoIlb KauecTsa
2. Hecmepuiabshasa npooyxuus

X 1. Hecrepuabnas npoaykuust (onepauuu o6padoTKu ISl CJIeAYOIINX
JieKapcTBeHHBIX dopm):
L1 karicyuel B TBepI0ii 060109Ke
L] Karicyiibl B Msirko# o0osouke
] KeBatenbHble JIeKapcTBeHHBIE GOpMBI
[T umnperuuposanubie JieKkapcTBeHHbIE (OPMBI

LI skmyikiie nekapeTBeHHbIe ()OPMBI IS HAPYKHOTO TPUMEHEHMS
Ll sxumaxne nekapcTBeHHbIe pOPMBI LISt BHYTPEHHETO NPHMEHCHHUS
[ meqmmmnckue razer

LI npoune tBepble JekapcTBeHHbIE (GOPMEI
LI npenaparsl. naxojisimecs noj g1aBieHuem

Ctpanuua 3 u3 6

AQ «ONUWOH», Mocksa, 2021 1, «B». T3 Na 46.

G I TR, R, D ) (L, ) |, R, | L, e, ), e, Lt




GMP/EAEU/RU/00485-2022

[ renepatopsl pajiuonyKinaos
[J mMsirkune siekapcTBeHHbIE GOPMBI
L] cBeun (cynmno3utopun)
X rabaerku: tabaerkn
[ TpanciepMaibHble M1aCTHIpH i
L] yerpoiicTBa u1st MHTpapyMHHAIBHOTO (BHYTPUPYOLOBOTO) BBE/ICH I Ry
[] npouas npoaykis, jiekapcTBeHHbIE POPMBI
L1 2. Boinyckarommii KOHTpoJIb KauecTna
A 3. Buonozuueckasn rexapcmeennas npooyKiyuis Sheni i
L] 1. buonoruyeckas jiekapcTBeHHAs TIPOILYKIIUS ale
L] npoaykTs KpoBu
L] ummyHomorugeckas mpoayKius
L] npoityKTsl Ha OCHOBE COMATHUECKHX KIIETOK
L] renoTepaneBTHUECKUE TIPOLYKTHI
L] upojyKThbl TKaHEBO# HHIKEHEPHH
 [] OuorexHomoruyeckas mpojy Kuust
L] 1po/tyKThI, "KCTparupoBaHHbIE U3 JKUBOTHBIX HCTOYHUKOB MIIH OPraon
(1KaHeit) uesoBexa
L] mpovas npoxykuus
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(1 2. Beinyckaomuii KOHTPOJIb KayecTBa (MepedeHb THIIOB MPOLYKIIHH ) !
L] mpoyKThI KpOBH
[] uMMyHOIOTHYCCKAs TIPOAYKITHS
L 11poJlyKThl Ha OCHOBE COMATHYECKUX KJICTOK
L] renoTepaneBTHYECKHE MPOILYKTh
L] 11pojty KTl TKaHEBOI HHKEHEPHH
[] GuorexHoOrnuecKas POy KIus

L] npoayKThl, YKCTparnpOBaHHBIC W3 JKUBOTHBIX HCTOUHUKOB WIIN OPIaiion
(TKadei) yejoBeka
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L] npoyas nporyxius
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MI/IHHCTEPCTBO NMPOMBIINJIEHHOCTHU H TOPFOBJIH
POCCUHMCKON ®EJEPALIAN

GMP/EAEU/RU/00485-2022

LI pacrurensioit npogykunn
 [] romMeonatnuecko HPOJTY KK
IZI npovAas NPOJYKIUHS: [IPOUME IPYIIEI JeKAPCTBEHHBIX IPENapaToB: TablICTKI

[ 2. Crepminsaiiis aKTHBHBIX  BEIICCTB, BCIOMOTATC/IBHBIX BCIICCTE. TOTOBON
TIPOAYKIHHE
L1 duasrpanus
L] cyxomaponast CTepHnusauHﬂ
L crepiimsatyis napom
Ll xummueckast crepuiiisarust
L] crepuimsanis raMMa-u3aydeHHEM
L] crepiiinzanis IeKTPOHHBIM M3/TyYEHHEM

|
i
|
|
{
I
{
\

I3 lIpouce

X 4. MepBuunas (BHyTPEHHss) yNaKOBKa:
| KancyJibl B TBepA0# 000/109Ke: KarcyJibl
Ll kancyiinl B Markoit o6osouke

\ [ kenatelbHble JilekapcTBeHHbIE (GOpMBbI

N - LI nmitpernnpoBan#ble JIGKapCTBEHHbIE (POPMBI

- Ll sujikne siekapeTBeHHbIe (POPMBI JUISL HAPYIKHOT'O IIPUMEHEHHSI

Ll smjikne srexapeTBeHHbIC (OPMBI Il BHYTPEHHETO IPUMEHEHHS!
LI mejmrunickne rassl

L] ipouie TBEppIC TEKAPCTBEHHBIC (HOPMBI
L] upenaparsi. naxonsimecs 1oz JapjieHuEM
- L] reneparopnl paiHOHYKIHIOB

[ ] MsirKie jiekapeTBeHHbIE HOPMBI
(1] cBeun (CyIo3uTopun)
Tab/1eTKH: TabNIeTKH
L] tpanc/iepmaipHpIe MIACTHIPH
L yerpoiictsa juist nETpapyMHHAIBHOTO (BHY TPHPYOLOBOIO) BBC/CHIS
I pouas MpoyKLHsl, JEKapCTBEHHBIE HOPMBbI

(X 5. Bropuunas (nmorpeduresibckas) ynakopka

L1 6. Brinyckatommii KOHTPOJIh Ka4ecTBa

1 7. MukpoO1osiornueckoe TecTHPOBAHNE: CTEPUIILHOCTD

$e00000s006606000]

L1 8. MukpoOHoIornueckoe TecTUpOBaHie: HECTEPUILHOCT

119, Xumnueckoe (Gpusnueckoe) TeCTUPOBAHKE

S lj 10 buojoriueckoe TecTupoBanue

f [1. KOHTPOJIb KAYECTBA I1PU UMITOPTE JIEKAPCTBEHHOHN
= ITPOJAYKIIMU
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L1 1. Konrpoub xauecrsa MMIIOPTUPYCMON JICKAPCTBEHHOM MPOJLY KLIMH:. '
L] MHKPOOHOIOrHUYECKOE TECTUPOBAHME: CTEPHIILHOCTD
L] MHKpPOOHOIOrHYECKOE TECTUPOBAHUE: HECTEPHILHOCTD

L1 xunmnyeckoe (husideckoe) TecTupoBaHiie

L] Guosorudeckoe TeCTHpOBaHHe

[ 2. Beinyckaronuii KOHTpoIb (cepTudukanus cepuit) MMOOPTHPY MO
HPOJAYKLIMK

[ Crepuibhas npogykigst:
L] rpo/yKIysi, IPUTOTOBJICHHAS ACETITHYECKUM Iy TEM
L1 npoayxnms, nojsepraromascs GUHUIHON CTEPUIN3aLInL
L1 HectepuibHas npoyKis
L1 buostornyeckas JiekapcTBEHHasH TIPOLYKLIUSL:
[ npoayxret kpoBu
- Ll ummyHomornyeckas npoyKius
(] 1po/TyKThl Ha OCHOBE COMATHUYECKUX KJIETOK
L] renoTepaneBTHYECKHE MPOYKThI
(] 1poayKThI TKAaHEBOH HHIKEHEPHHU
L] GuotexHoIOrnUecKas mpo Iy KIus s
L] npojtyKThL, YKCTparupoOBaHHbIC W3 IKMBOTHBIX HCTOUHUKOB HIIH OPIaiion
(TKaHel) uenoBeKa
] iipoyast mpo/ gy Kitust
L1 3. IIpouast jiestTe/IbHOCTD 1O UMITOPTY (BBO3Y ):
[ rronaaka gusugeckoro ummopra (BBo3a) i
L] UMIIOPT HPOMEIKYTOYHOTO MPOAYKTA, [IOBEPraloerocs AaibHeilieil
obpaborke

;
s

Ll npouee

OrpaHdycHus WK [OSACHUTEIbHbIE 3aMETKH, Kacaroluecs o0Jactu [puMeHerst
ceprudukara: -

B.C. Ocomaron
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