EBPASUMCKHUHN DYKOHOMMYECKHHN COlO3

MHUHHUCTEPCTBO NNPOMBILIJIEHHOCTH H TOPI'OBJIH
POCCHUNCKOH ®EIEPALIMHA

CEPTU®HUKAT

COOTBETCTBHA TPEFOBAHHAM ITPABWJI HAUIEAKALLEN ITPOU3BOACTBEHHOM
[MPAKTHKH EBPASMHMCKOTI'O SKOHOMHWYECKOI'O COKO3A

Ne GMP/EAEU/RU/00439-2022
Cpok neiictBus ¢ 01.06.2022 no 31.05.2025

Bhutan no wroram npoBesennst (papMalieBTHUECKONW HHCIEKIIMH B COOTBETCTBHH C
Ipasuiaamu nposeteHus papmaleBTHUECKUX HHCTTEKIIMIT

MuUHHCTEPCTBO MPOMBILIUIEHHOCTH U TOProBiu Poccuiickoit ®enepariun
(Munnpomropr Poccun)

(NOJHOE 1 COKpaLICHHOE HAWMEHOBAHHE YIIOMTHOMOUEHHOTO Oprana)

HOJATBEPXKIAET ClIeayIOIIee:
NpoBe/icHa (apMalleBTHYECKAs HHCTICKITHS

AKuuoHepHoe o0mecTBo «Opranuka»

(MOJIHOE HAMMEHOBAHHE NPOH3BOANTEIS )
Kemeponckas obmacte — Kysbace. r.0. HoBokysHenkuit, r. HoBokysHeuk. paiion

Kysneukuii, mocce Kysnerxoe. 1. 3
(agpec NPOMU3BOACTBEHHOMN M01AIKH)

Ha ocHoBanuu 3aspienuda or 15.03.2022 Ne 26/662 na mnonyueHHe pasperieHus

(IMIEH3MH) HA OCYMICCTBICHUE JESATENBHOCTH 110 TPOM3BOJICTBY JICKAPCTBEHHBIX
CPE/ICTB. =

Ha ocHoBannu cBejleHWH, TMOIYYEHHBIX [P MPOBEJACHHH (hapMalleBTHUCCKOI
MHCIEKIHK. TOCaeIHAs W3 KOTOpeIX Obuta mpoBemena 31.05.2022. 01.06.2022.
CYMTACTCA.  YTO  JIaHHBIH  (papMalleBTMYECKUI  TPOM3BOAMTEIb  COOTBETCTBYET
TpeboBanmam  Tlpapun Haxexamel NMpOU3BOJACTBEHHON NpakTHKH Espasuitckoro
HKOHOMHUYECKOTO COI03a.

Hacrosiumii ceprudurar orpaxkaer cTaTyc NPOW3BOJCTBEHHON IUIOMAJKH Ha ATy
npoee/icHus  (hapMaleBTHYCCKONH MHCHEKUMH M MO HCTEYEHHH 3 JIeT ¢ JiaThl
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POBEJCHUsL HTOH  (apMalleBTHUYECKOH MHCIEKUMH HE JIO/DKEH [PUHAMATHC B
KaueCTBE JIOKYMEHTA, CBU/IETENIBCTBYIOILETO O cTaTyce cooTBeTcTBUs. CpoK JeicTBYA
ceprudukara  MoxeT ObITb COKpAlEH WM PaCHIUpeH [pH  MCHOIb30BAHIMH
COOTBETCTBYIOIIMX  [PUHLMIIOB  YIPABJIEHUSt  PUCKAMHM  TpH  HAJIHYHK
COOTBETCTBYIOWEH 3anucu 00 HToM B nojie «OrpaHuueHHs WIH TOSCHUTE/IbLHBIC
3aMETKH, Kacatoiuecst 00J1acTi MPUMEHEHUS HAaCTOSAIero cepTudukaTar.
Ceprudukar sBasiercs JeHCTBUTEIBHBIM B Cllydae IPEJICTaBICHUs BCEX €0 CTPaHMil
(KaK OCHOBHBIX JIMCTOB, TaK U AOTMOJHUTEIbHBIX JIUCTOB).

AYTEHTUYHOCTD (MOJJIMHHOCTB) HACTOALIEr0 CepTHUKATa MOKHO MPOBEPUTH B Daze
JlaHHbIX Munnpomropra Poccuu.

Eciu ceprudukar He Npe/cTaBieH B YKa3aHHOR 0as3e JaHHBIX, clie/lyeT o0paTuThes B
VHOJIHOMOYEHHBIH Oprat, €ro BblJAaBIIHI.

B.C. OcbmakoB
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MUHHCTEPCTBO INIPOMBIIULJIEHHOCTHU U TOPTOBJIN
POCCHUHMCKOW ®EJAEPAIINN
GMP/EAEU/RU/00439-2022

JlexapcTBeHHbIE CPEACTBA ISt MEIHIIHHCKOTO IIPHMEHEeHMs!
L] Berepunapubie JeKapcTBEHHbIC CPEICTBA
L] DkcriepuMeHTaIbHBIE CPE/ICTBA

Ilpon3BoACTBO H KOHTPOJ/Ib KA4eCcTBA

I. MPOU3ZBOJACTBEHHBIE OINEPALIUH — TEKAPCTBEHHAS
RN NMPOAYKILIUSA
| 1. Cmepunvnas npooykuus

L1 1. TpoayKimst, IpUrOTOBJICHHAS ACENTHYECKUM MyTeM (orepaiin od0paboTku Juis
| CJICIVIOIINX JICKAPCTBEHHBIX hopm):
L
L1 sxu/cue exapeTBeHHBIE (HOpPMBI G0JIBLIOTO 00BeMa

U kuakue sekaperBeHHble pOpMbI MATIOTO 00bemMa

. U irenepenn
Ll anoduansars
L] TBepsibie TekapcTBeHHbIC (POPMbI H MMILIAHTATHI

L] msrkue gekapcTBeHHble GOPMBI

L1 npouas npoaykuus

2. [Ipoaykuus, noaBeprawmascs GUHHIIHON cTepHIN3ANNN (ONepaAllHH
00paboTKH /IS C/IeAYIOIHX JIEKAPCTBEHHBIX (hopm):

L] snakne siekapeTBeHHbIe GopMBbI HOIBIIOrO 00bHEMa
X suakue JekapcTBeHHbIe POPMBI MAJIOT0 00beMa

[ rBepakie ekapcTBeHHbIE GOPMBI M HMILIAHTATEI

- L] msrkue aekapcTBeHHbIe (OpMBbI

L] npoyas npoayKitus, JIeKapcTBeHHblE GOPMBbI

X 3. Beinyckaommii KOHTPOJIb KayecTBa

= 2. Hecmepunbnas npodykuus =
X 1. HecrepuiabHas npoayKuus (onepauuu odpadoTk 115 caeTyIomnux
JICKApPCTBEHHBIX hopm):

KancyJibl B TBep1oii 000/104Ke: KaricyJibl
L] karicy.isl B MSTKOIT 060510uKe

L] sxeBaTenbHBIC JTIEKapPCTBEHHbBIE (HOPMBI

L] mMiiperunpoBaHHbIe JIeKapcTBEHHbIE GOPMbI

L1 skmjkme JieKkapeTBeHHbIe (POPMBI sl HAPYKHOTO NPUMEHEHMH
[ sxnjikne siekapcTBeHHbIe (GOPMBI /Uil BHYTPEHHETO PUMEHEHHS

L] MeanumHekue rasmi

L] npoune TBep/ibIe JIeKapCTBEHHbIE HOPMBbI

L] npenapaTsbl, HAXOAALIHECS 1101 IABJIEHHEM
L] renepatopbl paimoOHyKIHI0B
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L] markue JiekapeTBeHHBIE (OPMBI

L] cBeuM (cynmnosuropuu)

X radaerku: TabiaeTkn

L] TpaHcaepMabHbIC MIACTBIPH

L] yerpoiicTBa i HHTPapyMHHAIBHOTO (BHYTPUPYOIIOBOIO) BBEICH S

npoyasi NPOAYKIHS, TeKAPCTBeHHbIE GopMbI:
(papmaueBTHUeCKHe CYOCTAHIMU, OTYYaeMbIe METOAOM XMMHUECKOIO CHHTE3a

X 2. Boinyckaoumuii KOHTPOJIb KauecTBa

3. Buonozuueckas nexapemeennas npooyKyus.

L1 1. buonoruyeckas jekapcTBEHHAS MPOYKIIUSL:

L] 1po/1yKThl KpOBH

] UMMYHOJOTHYECKas 1POAYKLIWS

] IHPOJIYKTbl HA OCHOBEC COMATHYCCKHUX KJICTOK

) L] I'CHOTCPAIICBTHYCCKHE MTPOAYKTbI

L] npo1yKThl TKaHEBOI MHKEHEPUH

L] GuorexHomornyeckas mpoayKIius

(] MpoayKThL, 9KCTparupoBaHHbIE W3 IKUBOTHBIX HCTOYHMKOB HJIH OPIaHOB
(TKaHeH ) yejloBeKa
[ npouas npoaykims

[12. Beinyckaromuii KOHTPOIIb KayecTBa (MepeyeHb TUIIOB NPOAYKIHHN )

L] npoyKTel KpOBH
L ummyHonornueckas npoayKIims

L] poJtyKThbl Ha OCHOBE COMAaTHYECKUX KIIETOK

L] reHoTepaneBTHYECCKHE NPOAYKTHI

L] ipoAyKThl TKAHEBOM HHIKEHEPHH
[ Guorexnosoruyeckas poayKiius

L] 11po1y KThL. 9KCTPAarnpoOBaHHbIC U3 SKUBOTHBIX HCTOYHUKOB WM OPIaHOB
(TKaHe#) yesloBeKa

[ npouas npoyKims

4. IIpouas npodykuyus uiu nPou3800CMEeHHAA 0eAMETbHOCHIb

X1 [1poussoacrtro:

PACTHTEIbHONH NPoAYKUHHK: TabIeTKH

Wunucrpa B.C. Ocbmakos

fuu cepmugpuxama)
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MHUHUCTEPCTBO NPOMBIIIJIEHHOCTH U TOPIOBJIN
POCCUMCKOUW ®EJIEPAIIUHA
GMP/EAEU/RU/00439-2022

(] romeonaTnyeckoit mpoyKiuu
npouasi MNPOAYKUMS: T[Ipenaparthl, CoAepKallhe CHIbHOACHCTRYIOIINE
BemecTBa:  TalJeTKH, pacTBOp: Iperaparbl,  COAEp)KallMe  [CUXOTPOIIHbIC
JEKAPCTBCHHBIC cpe/cTBa: TaOJETKH. pacTBOP: NPOYHE TPYIIIbI JIEKAPCTBEHHBIX
npenaparoB: TabJeTKH. Karcy.1bl, pacTBOp;

(papmatieBTHUECKHE CYOCTAHIIMM, MOMYYaEMbIC METOIOM XUMHYECKOIO CHHTC3Q
(ITPOM3BOJICTBO  NPOMEKYTOUHBIX TPOAYKTOB (hapMalleBTHYECKOi cydcTaHIuim.
MIPOU3BO/ICTBO HEOUMIIIEHHOH (HeoOpaboTaHHOI) (apMalleBTHYECKONH cyOCTaHIIM.
3ARCPUIAIONME CTAJMU [POU3BOJACTBEHHOrO MpOLEcca: OYUCTKA, KPUCTALIM3AINS.
BBIJIC/ICHHE, CYIIKA, U3Me/IbUYEeHUE, IPOCEUBAHME, [IEPBUYHAS YITAKOBKA, BTOPUYHAS
VIIAKOBKA)

X 2. Crepuin3aums aKTHBHBIX BeIECTB, BCNOMOraTe/IbHbIX BElIeCTB, FOTOBO
 NPOAYKIHMH:
U ¢puasTpanms

L] cyxomxapoBas CTepuIn3aius

X crepuiansauun napom
[ xumnueckas crepunnzanms
L] crepuinzaims raMMa-u3jiyd4eHueM
L1 ctepuin3zaiius 2J1€KTPOHHBIM H3JIVYEHHEM
 [13. Ilpouee
B 4. MepBuunasn (BHyTpeHHsIs) yNnaKkoBKa:

X kancyabl B TBepa0# 000/104Ke: KarcyJibl
L] karicyuiel B Msirkoit 060104Ke
[] sxeBaTe/ibHbIC JICKAPCTBEHHBIC HOPMBI
L] mMIIperuupoBaHHbIe JIeKapcTBEHHBIE GOPMBI
~ []xuakue nexapcrBennsie GOpMbI UIS HAPYIKHOTO IIPUMEHEHHUS
[l xnkue nexapererHbie GOPMBI IS BHYTPEHHETO PHMEHEHHUS!
L] memianckme rasol
[J npoune TBep/ibie NeKapcTBEHHbBIE (POPMBbI :
L] npenapathbl. HAXOAIIHECS [10/1 ABJICHHEM .
L] renepartopbl pajiMoHy KIH/I0B
L] msrkue J1eKapcTBeHHbIE GOpMBbI
L1 cBeun (cynmo3snTopuu)
™ radaerkn: raGaerku
[ rpancaepmaiibHble IacThpu
L] yerpoiicTBa /Uiss HHTPapyMHHAIBHOTO (BHYTPUPYOIIOBOIO) BREICHHS
npouasi NpoAyKUHs, JeKapcTBeHHbIe POPMbI:

==

_(apmanesTryeckne cyOCTaHUNH, NOTYYaeMbIe METOIOM XHMHUYECKOTO CUHTESA
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X 5. Bropuunas (norpedute/ibckas) ynakoBKa
6. Beinyckarmuii KOHTPOJIb KavecTBa
7. MHKPOOH0JIOrHYeCKOe TECTHPOBAHHE: CTEPHILHOCTD
X 8. MuKpPOOHOIOrHYECKOE TECTHPOBAHHE: HECTEPHIBHOCTH
X 9. Xumuueckoe (Pu3HYeCKOE) TECTHPOBAHHKE
[ 10. buonornueckoe TecTupoBaHue
[I. KOHTPOJIb KAYECTBA I1PU UMIIOPTE JIEKAPCTBEHHOM 1
ITPOJIYKIIMH
[J 1. KonTposb kayecTBa MMIOPTHPYEMO# JIeKAPCTBEHHOM MPOJTYKITHH:
[] MEKpOOHOIOrHYECKOe TECTUPOBAHUE: CTEPUITBHOCTD
[] MukpoOHOIOrHYecKoe TECTHPOBAHUE: HECTEPUIILHOCTD
L] xummveckoe (pHU3M9eCcKOe) TECTHPOBAHKE
L[] duonoruyeckoe TecTupoBaHue
L] 2. Belnyckaromuii KOHTPOJIb (cepTuduKaims cepuii) HMIIOPTUPYEMOI
MPOJIYKIHN
[ CrepuibHasi IPOYKIIHSL:
(] npo/lyKis, NPUroTOB/ICHHAS ACEITHYECKUM Ty TEM
U npoaykuus. nojsepraiomasicss QUHHIIHON CTepHIN3ALIHN
[} HecrepuiibHast 1poayKiusi
' L buosiornueckas J1ekapcTBeHHasH POJIYKIHS:
L] 11po/tyKThl KpOBH
L] nmMyHOOrHYecKast POy KIus
[] npoayKThl Ha OCHOBE COMAaTHYECKUX KIICTOK
L[] reHoTepaneBTHYECKHE IPOYKTHI
L] npoayKThl TKAHEBON MHKEHEPHH
L] OnoTexHoI0rnyecKas npoayKius
[J npotyKThbl, 9KCTParupoBaHHbIC U3 JKUBOTHBIX HCTOYHMKOB HIIM OPIaHOB
(TKaHel) uejIoBeKa
I [ npouas npoayxuus
[ 3. [Ipouas aesATelbHOCTH 110 UMIIOPTY (BBO3Y):

[ mmomanka ¢gusnueckoro ummnopra (BBo3a)

B.C. Ocbmakos
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"MUHUCTEPCTBO NIPOMBILIJIEHHOCTHU U TOPFOB.J]M
POCCHMCKOM ®EJEPAIIUHA _  ;'

GMP/EAEU/RU/00439-2022 N\ =~

(] mMnopT npoMeskyTOUHOrO MPOYKTA. MOABEPraloIIerocs faabHeiieii
00paboTke

L1 npouee

OI‘paHI/I‘]eHHH HJIHW TMMOACHUTECILHBIC 3aMCTKH, KacCarOolIHuccs obiacTv HPpHUMCEHCHHSA

ceprudukara: -

B.C. Ocbmakos

"Ha 2022 .
guu cepmugpuxama)
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