EBPASUNCKUNA 3KOHOMHMYECKHH COIO3

MHHHUCTEPCTBO NPOMBILLTEHHOCTH M TOPTOBIH
POCCHHCKOM DETEPATIMH

CEPTHD®UKAT

COOTBETCTBMSA TPEBOBAHMAM MPABHIT HA IIEXALLEN ITPOM3BOACTBEHHOM
[IPAKTHKH EBPA3MHCKOIO BKOHOMHYECKOTO COKO3A

e Ne GMP/EAEU/RU/00477-2022
* Cpok neticteust ¢ 14.04.2022 no 13.04.2025

Brulaw mo uroram mpomefieHds (apMaleBTHUECKOH HHCTEKLHH B COOTBETCTBHU C
[pasnnamu nposelieHus dhapMaleBTHIECKUX HHCIIEKII

e MunucTepeTBO POMBIILIEHHOCTH U TOproenu Poccutickoii Menepanin
[ (Munrpomropr Poccin)
: . (nonHoe u COKpPAallEHHOE HAMMEHOBAHHUE YIIOJIHOMOYEHHOTO opraHa)

Al MOATREPKIAET ClIEAYIOIIEE:
> npone/icHa (hapMaleBTHYECKas HHCTEKLIMSI

AKIHOHEpHOe 001ecTBO «AKTHBHEI KoMnonenr»

(]’IDRHOE HAHMEHOBAHWE ﬂpDH?-BO,ElHTEJ'IH)

1. Cankr-Ilerepbypr. noc. Meramtoetpoii, mopora Ha MeTaanocTpoi, i. 5. nur. A
: (anpec NpoH3BOACTBEHHOMH MIOLIANKH) ==

Ha ocHoBanuu 3ageneHus Ne M1602-8 or 16.02.2022 Ha momydeHHe paspelieHus
- (JIMLIEH3MH) Ha OCYHIECTBIEHUE AESTENLHOCTH [10 MPOM3BOJCTBY JIEKAPCTBEHHBIX
CPEJICTB.
Ha ocHoBanmu cRelleHMil, [IOMYUYEHHBIX TPH TPOBEACHUH (hapMALEBTHUECKOI
HHCTICKIMK, TI0CTIeHAA W3 KOoTopeix Obuta nmpoeeneHa 14.04.2022. cuuraercs. 4rto
JaHHBIH (hapMalleBTHYeCKHH ITPOU3BOJNTENL COOTBETCTBYeT Tpebosanusam [Ipanui
HaJUIeKALUEH IPOM3BOICTBEHHOM IPAKTHKKY EBPasHiicKoTo 5KOHOMUUECKOro CO03a.
Hacrosmmii ceprumkar oTpakaeT cTaryc NPOM3BOJICTBEHHON TUIOMIAAKK HA Jaty
nposesieHus  (apMaleBTHYECKO HMHCIEKIMM W 10 HWCTEYEHHUM 3 JIeT ¢ JIaTHI
poBe/icHHs  9TOH  (hapMANEBTHYECKOH WHCIEKUMH HE [JOJDKEH [PHHUMATHCH B
KAUECTBE JIOKYMEHTa, CBUAETEILCTBYIOIIErO O cTaTyce cooTBeTcTBUs. Cpok jeiicTBus
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cepruduraTa MOKET OBITH COKpalleH WM paciliMpeH TPH  HCHOIL30BaHIHK
COOTBETCTBYIOIMX  TPHHIMIOB  YIpaBl€HMs  pPUCKaMM  OpH  HaJMYHUH
COOTBETCTBYIOIIEH 3amucu 00 3ToM B moje «OrpaHuueHHsi WITH TMOSCHUTEILHBIC
3aMETKM, Kacatouuecs obJacTy NpUMEHEHHs HaCTOAIIETO cepTudMKaTay.
Ceprugukar sBiferTcs NEHCTBUTENLHBIM B CIy4ae MPEACTABICHUSA BCEX €0 CTPaHmil
(K4K OCHOBHBIX JINCTOB, TAK U JIOTIOJIHUTENBHBIX JIMCTOB).

AYTEHTHYHOCTh (MOUTMHHOCTB) HACTOSIIEr0 CepTH(UKATA MOKHO NMPOBEPHTEL B Dase
JaHHbix MunnpomTopra Poccun.

Ecau cepTudukar He NpeicTaBicH B yKasaHHO 0ase JaHHBIX, cleyeT 00paTuTLes B
YIIOJIHOMOUEHHBLH OpraH, €ro BbIIaRIIHHA. '

,--""'.. YOt -t"-' i,
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MHUHUCTEPCTBO MPOMBIILIEHHOCTH ¥ TOPT ORI
POCCHMCKON ®EIEPALIAA .
GMP/EAEU/RU/00477-2022 ‘

X JlekapcTBeHHEIE CpeICTBA LIS MEHIHHCKOT0 TPHMeHeHHS!
L] BerepunapHble JIeKapcTBEHHBIE CPEICTBA
L "IxeniepumenTanpHble cpejicTsa

ITpou3BoACTBO M KOHTPO/IL Ka4ecTBA
1. HPOI/BBD,[[CTBEHHI:IE OIIEPAIIMH — TEKAPCTBEHHASA
NMPOAYKIIUSA

1. Cmepunvran npodykyus

=53 ﬂponvr(uml [PUTOTOBJIEHHAS aCENTHYECKHUM I1yTeM (omepaiui oo paGm K1 1
CITC/YIOLINX JIEKAPCTBEHHBIX (opm):

L1 sxu/ikie JieKapeTBeHHEIE POpMbI GONBITOT0 06beMa
- [ xupkne exaperBentble popMBI Maioro oobema

L] aucnepeun
L] miopunusars

L1 TBep/iblc JIeKapeTBeHHBIE (OPMBI M UMILIAHTATHI

L] markue nekapcrBeHHbIe (HOPMEI
[ npouas npomykims

L1 2. TIpoaykuus. noaseprarorasics GUHUIHON CTepUIN3aLMK (Oneparii
00padoTKK JUTS CJICIYIOLIUX JTEKapCTBEHHEIX (hopm):

[ sxmakue J'lelcapCTBeHHbIe (hopmel 6oaBIIOr0 06BEMa

L] TBep/ible IeKapeTBEHHBIE (boprl H MMILIAHTATH]
L Msirkue jiekapeTBeHHble GOPMEI
[J npouas mpolyKuusl, IeKapcTBEHHBIE HOPMEI
L1 3. Brinyckaiomniuii KOHTpoOJib KauecTra
2. Hecmepunvras npodykyus

1. Hec“reprmbuan npoaykuuns (omepauuu 06paboTKH IS CIeIY UMYX
JIeKapeTBeHHBIX hopm):

(] kaneyel B TBEp0#i 06010uKe

L1 xarcylisl B MsirKoii 060s10uKe

[] xeBaTebHbIe IeKapeTBEHHBIE HOPMBI

B HMIIPETHUPOBAHHEIE JTEKapCTBEHHBIE (HOPMBI

(] skuakne neKkapcTBeHHble (QOPMBI U HAPYIKHOTO MPHMEHEHHS
[ xnaxue sekapeTreHHble GOPMBI [UTs BHYTPEHHETO [IPUMEHEHHS
LI me/munHcKye rassl

L] npousne TBep/pIe JeKApCTBEHHBIE (HOPMBI
O npcnapam Hd‘{OﬂHH.[HEC}l 1101 TaBJICHHEM
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[ mstrkue JiekapCTBEHHEIE (DOPMBI
[ cBeun (cynno3uTopun)

[ rabneriu
[] TpancaepmalibHbIE MIIACTBIPH ARERA LR i
[1 yerpoiicTBa 1uisi MHHTpapyMUHAILHOIO (BHYTPUPYOIIOBOIO) BBEACHUS

npouas NPoAyKIHs, JeKapcTBeHHbIe PopMbL:
(hapmaleBTHYECKHE CYOCTaHIIMK, IT0/Iy4aeMBIE METOO0M XUMHUECKOI'0 CHHTE3A:
(hapmalleBTUYECKHE CYOCTAHIMY, MOIYYAEMBIC W3 HCTOUHHKOB PACTUTEIBHOIO
[IPOUCXOMKICHNSA]

(hapmaleBTHYECKUE cyOcTaHIMn, OJIy4aEMbLE C MCI0JIB30BAHHEM
GHONIOTHYECKHX TIPOIECCOB

2. BeinyckawIHH KOHTPOJIL KadecTBa

3. Buonozuueckaa 1eKapcmeeHHas npooyKyua

1. buosornyueckas JeKapcTBeHHAs NPOAYKIHHA:

L] 1mpotyKThl KpoBK
[ mMMyHOMOrHYeCKast IPOAYKLHsl

[l IPOAYKTEI Ha OCHOBE COMATHYECKHX KIIETOK

] FCHOTCPANEBTHYCCKHE POAYKTEL

[] npojtyKThl TKAHEROH MHKEHEPUU

[] 6uorexHosoruyeckas npoyKius

L] npoayKThl, 2KCTpardpoBaHHBIE W3 JKMBOTHBIX HMCTOYHHKOB W/IM OPraHoe
(TKaHeii) yejloBeKa

npoyasi NPOAYKUHUS:

(apmaleBTHYeCKHE  CcyOCTAHIMH,  TOAyYaeMmble ¢ HCHIONB30BAHHEM
OMOJIOrHYECKUX TPOLeccoB (BhiAeaeHUE (04MCTKA), MOAMMUKaLMs., 3aBeplIAIOUINE
Clajiii TPOM3ROICTRA hapMaleRTHUecKnXx cyOcranumit: cyuka, HpoceuBaHue.
H3IMEThYEHNE/MUKPOHH3ALMS, IEPBHYHAS YIIAKOBKA, BIOPHYHAS YIIAKOBKA)

B 2. Beinyckaroumii KOHTPOb Ka4uecTBa (nepedentb THIIOB NPOAyKIUHH):

L] tiposyKThl KPOBH

L] ummyHoIornueckast mpoyKus
L] npo/1yKTel Ha OCHOBE COMAaTHYECKHX KJIETOK

L] reHoTepanepTHYECKHE TIPOLYKTHI

D_Ep_()).’[yKThl TKAHEBOH HHIKEHEPUH

Munucrpa B.C. Ocbsmakos

¥ U2al
22 mrons 2022 T.

(c Q‘Jtﬂ-gé&@&aw cepmugpukama)
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MHUHHUCTEPCTBO IPOMBIINIJIEHHOCTH U T OPFDB.J'[H
POCCHMCKOM ®EIEPALINHA
GMP/EAEU/RU/00477-2022

L1 GuoTexHonmornyeckas npomayKIus

(TKaHei) ueiaoBeKa

('] POty KTHI. SKCTPArHpOBAHHEIE U3 HKMBOTHBIX HCTOUHHKOB HIIH OPraHoR

nmpoYasi MPoLyKIHsA |
4. Ilpouas npoOyKuus uil RPOU3E00CMBEHHAS OCAMETbHOCID

1. [IpoussoacTeo:

L] pacrutensHoll npogyKimu

L] roMeonariuyeckoil NpoayKuuu

[ X

npouast MPoIyKIHH:

(hapmatierTHYECKHE CYOCTAHIMM, TOJIYYaEMbIE METOIOM XMMHUECKOID CHHTE:A
(HPOM3BOJACTBO  IIPOMEKYTOUHBIX HPOAYKTOB (hapMaleBTHHeCcKOil  cybeTaHumMm.
[POU3BOJICTRO HEOUUILEHHOH (HeoOpaboranHoil) dapMalieBTHUECKOI cyOcTaHm,
3aBeplIAlOIME  CTalUM  NPOM3BOACTBEHHOIO  TPOIECcca:  OYMCTKA.  CVINKA,
npocenBatne, M3MeIbUeHNe/MAKPOHU3AIMSL, [IEPBHYHAS YIIAKOBKA, BTOPHYHAs
VIIAKOBKa): !

(hapmaneBTHHECKME CYOCTAHIIMM, TTONYYAEMbIE H3 MCTOUHHKOR PACTHTEILHOTO
NPOUCXOAKIEHHS (Momudukanns, OYMCTKA, 3aBepluaollie CTa/ TN
MPOM3BOACTBEHHOTO MPOLIECcca: CyLIKa, IPOCEHBaHKE, H3MENBYEHHE/MHKPOHM3AIIHS.
HEPBHYHAS VIIAKOBKA, BTOPHYHAS YIIAKOBKA)

[12. Crepuim3zalinst aKTUBHBIX BEIIECTB, BCIOMOTATENBHBIX BEIIECTB, TFOTOROI

TIPONYKIIMH:

L] dpuanTpaumst

L] cyxoskaporas crepuiiusanus
L1 crepunnzaims napom
[ xummnueckas crepunuzaums

L] CTCPUIH3ALMS raMMa-H3JTYYECHHEM

] CTCPHIH3AIINA JICKTPOHHLIM H3ITYYCHHEM
[13. ITpouee

4. llepprynas (BHYTPEHHSNA) YHAKOBKA:

L] karicy.ib1 B TBep/10#t 0Go0uKe
L] kancyibl B MATKOM 06onoyke
[] skeBaTeibHble JIEKAPCTREHHBIE HOPMBI

[ uMnperHupoBaHHeIe TeKapeTBEHHbIE GOPMEI

~ U sknjtkne fiekapeTBeHHbIe (GOPMEI JUTs HAPYIKHOTO IPUMEHEHHUS

L] sKujiKue ekapcTBeHHbIe GOPMBI ISl BHYTPEHHETO PHMEHEHNS

(] MenumuHeKie Tasel

L1 npoyne TBep/abie nekapcTBeHHbIE (GOPMBI

] npge_glapa'ru, HaxXOAjALHECH 10 AaBJIeHUeM
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L1 reHepatopsl pajinoHy KIHA0B

(] Msirkue JiekapeTREHHBIE (HOPME
l_] CBEYH (CYTITO3UTOPHHU)

[ Tabnerku

(] rpancaepMalbHBIE TUIACTHIPH

D YCTPOMCTRA /1718 HHTPApYMHHAIIBHOTO (BHYTPHPYO1(0BOTO) BB@JLHHH

X npouasi npoayKuus, JeKapcTeeHHble GOpMbI:

MPOUCXOAICHHA

OGUOJIOIMYECKUX MPOLIECCOR
5. BropuuHas (norTpedure/ibckas) ynakopka

-c])apmaueamqecme CyﬁcTaHIlHIfI, MOJAY4YaeMEBIC METOJIOM XHMHUYECKOI'0 CHHTES3a:
(I)EtpMElLLEBTH'-IECI{He C}’GCTEIH].{HH, [Moly4aeMbIC H3 HMCTOYHHKOB pPacTHTENBHOIO

CbapMHLlEBTM'-IECKHE CyGCTaH LIHH, nojarydacMnic C HCITONB30BAHHEM

X 6. Beinyckatouuii KOHTPOIEL KayecTBa

[] 7. MukpobuoJI0ruueckoe TeCTHPOBAHHE: CTEPHIIBHOCTD

8. MHKPOGHOHDFHHBCKOE TCCTHPOBAHHE: HECTEPHIIEHOCTE

9. Xumuyeckoe (puzuyeckoe) TecTHpoBaHHue

| X1 10. broaoruyeckoe TecTHpoBanue

1. KOHTPOJIb KAUECTBA TTPY UMITOPTE JIEKAPCTBEHHOU
[MTPOJIVKLIAU

[] 1. KoHTpolih KayecTra UMIIOPTHPYEMOH TEKaPCTBEHHON MPOIYKIIMN:

L] MHKpO6HOHOPHHGCKOE TCCTHPOBAHHMC. CTEPHIIBHOCTE

D MHKpDﬁHDJ‘IOFHHECKDE TECTHPOBAHHE! HECTCPHIILHOCTD

L] xumuyeckoe ((hu3nuecKoe) TECTUPOBaHUE

[] 6buonoruueckoe TECTHPOBAHHC

[1 2. Beimyckaroniuii KOHTPOITh (cepTH(UKAINS cepiil) MMIOPTHPYEMOi
MPOJLYKITHH

[] CrepuibHas NpOLYKIHA:

L] HPOAY KK, HPUIOTOBJICHHAA aCClITHYCCKHUM I1YTEM

[] npoaykuus, moaeepraomasics (GUHALTHON CTEPHIH3ALINH

[] Hectepunbhas npoyKuus

[ Buosnoruueckas JIEKApCTBEHHAs [IPOAYKLIMS:

B.C. Ocsmakos
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MHHHCTEPCTBD ITPOMBIIIJIEHHOCTHA " [OPFDBJH/I
POCCUMCKOM ®EJNEPALINH
GMP/EAEU/RU/00477-2022

L] nposvkThl Kposu
L1 uMMyHOJIOTHYeCKas IPOIYKIHS
[ 1poayKThl Ha OCHOBE COMATHUECKMX KJIETOK
L reroTepaneBTHYECKHE NPOLYKTHI
Ll npoaykret TRaHeBo# ukenepuu
[ GroTexHOI0rHYecKas NpoLyKIus

L1 npojtykTh, SKCTParupoBaHHBIE U3 JKMBOTHBIX HCTOUHWKOB MIIM OPraHoB
(TKaHeH) yelloBeka

LJ npouas npomykius
[ 3. Tpovas jesTeabHOCTD 110 UMIIOPTY (BBO3Y):
L] nuomasika dusuueckoro ummnopra (Bo3a)

N MMIOPT NIPOMEKYTOHHOTO [IPOJIYKTa, OBEPralOMErocs fallbHeiiteii
obpabdoTke

L] mpouce

.8

Efﬁl;’-

OrpanntcHins WM NOACHUTENBHBIE 3aMETKH, Kacalomecs 00macTi npnmenermsz
ceprudukara: -

A e

,%ﬁisaméﬂﬁﬁ&ﬂb Munucrpa B.C. OcbMakon
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