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3KOHOMMYECKMH COlO3

EBPASMHCKUNA

MHUHHCTEPCTEO IMMPOMBILLJIEHHOCTH U TOPI'OB. "IM
POCCHHCKOH ®EIEPALINH

CEPTHO®UKAT

COOTBETCTBUA TPEEOBAHMAM TIPABHIT HAJIIEXATITEN TTPOM3BOACTBEHHONH
TTPAKTHUKH EBPAZMHCKOTO 3KOHOMWYECKOI'O COKO3A

Ne GMP/EAEU/RU/00064-2021
Cpok nericteus ¢ 14.04.2021 o 13.04.2024

Beizan no uroram nposejaeHus (apManeBTHYECKON HMHCMEKIIMA B COOTBETCTBHM C

lIpaBuaamu nposejeHus GapMaleBTHUYECKHX HHCTIEKIIAH

MUHUCTEPCTBOM IIPOMBIILIEHHOCTH ¥ TOproBau Poccuiickoii ®enepanmu

(IIUJ‘IHDE HAHMEHOBAHKWE YMOJHOMOYEHHOTO opraHa)

HOATBEPHIAET CINEYIOLIEE:
NpoBEAEHA Q)HPMEIL!EBTHFIECKHH HHCIICKIIHA

®I'YII «<MOCKOBCKUI YHIOKPUHHBIN 3ABO/I»

(ﬂOJ'I HOE HAMMEHOBAHHKE 11PO H'EBQJ,IHTEJ'IFI)

L. Mocxaa 1occe IHTY3UACTOB, J1. 23, kopi. 2A

(aspec MpoM3BOACTBEHHOH MIOMATKH)

Ha ocHoBanuu 3aasinenus Ne 5891/11012/20 ot 15.12.2020 Ha rojty4eH1e

paspelieHuss (JIMIIEH3MM) Ha OCYILECTBJICHHE [EATENBHOCTH N0 [POU3BOJCTRY
JI‘EKap(.?TBEHHBIX CpPelCTB.

Ha ocHoBanuM cBeieHMH, NOJYYEHHBIX TPH TPOBEICHHM (apMalcBTHYECKOH
MHCIIEKLMK, [Ocie/Has U3 Kortopeix Owsima nporenena 07.04.2021, 14.04.2021.
CUMTAETCH, YTO [aHHbIH QapmMaleBTHYECKUH INPOM3BOIMTENL  COOTRETCTRYET
TpeboBanuam llpasun Hajuieskamell TPOM3BOACTBEHHOM npakTuku Erpazmiickoro
HKOHOMMYECKOI'O COK3A.

Hacrosumuii ceprudukar orpaxaer craryc NPOW3ROICTBEHHOH IUIOIIAJIKH Ha JIATV
IPOBEJIEHHA (apMaleBTUYECKOH MHCHEKUMH M 110 MCTEUEHMH 3 JIET C JI4Thl
NPOBEJIEHUS HTOH (PapMaleBTUYECKOH HHCIEKUMHM HE JO/KEH I[PUHUMATBLCS B
Ka4yecTBe JOKyMEHTa, CBUAETENbCTBYIOUIEr0 0 craryce cooTBercTBusl. Cpok geicTus
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GMP/EAEU/RU/00064-2021

ceprudukaTa MokeT ObITh COKpAalleH WIM pPacliMpeH [P MCIOJb30BAHMN
COOTBETCTBYIOIIMX  TIPUHLMIOB  YIPABIEHHS  PUCKAMM  0PH  HAJIMYMH
COOTBETCTBYIOMIEH 3anucu o0 >ToM B noje «OrpaHuueHdss WM [OSCHUTEIbHBIE
3AMETKHM, Kacaiomuecs 061acTh IPUMEHEHUS HACTOSIEro cepTuduKaTay. '
Ceprudukar spngeTcs ACHCTBUTEIBHBEIM B Cllydae NPEICTABICHUs BCEX €r0 CTpaHuL
(Kak OCHOBHBIX JIMCTOB, TaK U JIONOJHUTELHBIX JTUCTOB). '

AyTeHTHYHOCTE (IIOUIMHHOCTB) HACTOSINErO cepTUdUKaTa MOKHO IIPOBEPUTE B Oaze
JaHHBIX Munnpomropra Poccun.

Eciun cep'mcbmca't HE IPE/ICTABIEH B YKazaHHOH Oase JaHHBIX, ClejlyeT oOpaTuThes B
VII0JIHOMOUYEHHBIH OpIaH, €10 BblJIaBIIWH.

B.C. Oc¢cbmakos




MUHHMCTEPCTBO IPOMBILLIEHHOCTH U TﬂPmmu c=
POCCUIICKOY ®EJNEPALIAN

GMP/EAEU/RU/00064-2021

JlekapcTBeHHbIe CPEICTBA MJIsi MEIHUMHCKOIO IPHMEHEeHHUs!
CJ Be‘repuﬂapﬂme JIEK&pCTBEHHbIE cpencTRa

IIpou3BOACTBO H KOHTPOJIbL KA4eCTBA
I. MPOU3BO/JICTBEHHBIE OIIEPAIIUU — TEKAPCTBEHHAS
NPOAYKINS
RS 1. Cmepunvnas npodykyus
O3 1. TlpoayKumsi, NMPUrOTOBJICHHAA ACENTHYECKUM IyTeM (onepauuu obpaboTKu
JUIs CIIEAYIONIMX JIEKAPCTREHHBIX GOpM):
L] sxmikue nekaperseHHsle GpopMbl DoibLIoro obbema
L] sxujkue nexapcTReHHBIE (GOPMEI Maroro obsemMa
[ nucnepeun
L mmodmmuzater
L] TRepabie iekapcTBeHHBIE HOPMBI M UMILIAHTATHI
L] Markue jiexapcTBeHHbIE GOPMBL
L] npouast nmpoayKims S
L1 2. Tpoaykuus, nonsepraroinascs GUHUIIHON CTePUIH3aNHK (oue:pauuu
| 00paboTKM [UIs clelyFOIIUX JIEKApCTBEHHBIX hopM):
L1 sxunkue nexapcreeHnsie Gpopmbl 6oaboro oobema
LI sujikue jiekaperBennrie GOpMEI Masioro obsema
LI rBepabie nekapeTReHHEIC GOPMBI M HMIIIAHTATHI
[ wmsirkue 1 JIEKAPCTBEHHBIE HOpMBI
L] npoyast npojyKius, IEKapCTREHHBIC (POPMBI
L 3. Beimyckaroumuii KOHTpOIb KauecTsa
2= 2. Hecmepunwvhas npooyKkyus
1. HecrepuiibHas npoaykuus (onepann o6paboTKH A CJIeAYHOLIHX
| JIEKapPCTBEHHBIX (hopMm):
L] xancynsl B TRep/i0# 060n0uKe
[J xancyisl B Msrkoit 060s04ke i
LI sxepatenbHble JIeKapcTBEeHHbIE HOPMBI
[] uMIIperHupoBaHHEIE IEKAPCTREHHEBIE (HOPMEI
| [Jxmaxue nekapcreenHbie GOPMBI IS HAPYIKHOTO [IPUMEHEHHUS
L1 skujiKne nekapeTBeHHEBIE (POPMBI U1 BHYTPEHHEr0 NPUMEHEHHS
[ meauumHckue rassi
L1 npoune TREp/ible JeKapCTBEHHbIE QOPMBEL
[J npeniapatsl, HaXOAAIIKMECS O/ AaRICHUEM
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[J rescpaTops! pajtHOHYKIH/IOB

L1 Msarkue JieKapcTBEHHEBIE GOPMEI

[] cBeun (Cynnosuropun)

] Tabnerku

[] tpanciepmalibHble 1J1aCTBIPU

[] yerpo#icTsa /Ui MHTpapyMHHAIBHOIO (BHYTPHPYO1IOBOT0) BBEIEHHS

[poyasi NpoAyKLH, JleKapcTBeHHbIe GopMbI
(bapMaueBTqucme cyﬁcraﬁumu, oJiydyacMble METOJAMH XHMHYECKOI'O CHHTE3A

X 2. Beinyckaomuii KOHTPOIb KayecTBa

3. Buonozuyeckas 1ekapemeeH A NPoOYKYUs

[l 1. Buonornueckas nekapcTBeHHas MPOIYKIHUS:

L] npotyKTEI KpOBH

L] ummyHoJOrHYecKast poayKiust

L] npo/1yKTEl Ha OCHOBE COMATHYECKHX KJIETOK

[J reHoTepaneBTHYECKHE NPOAYKTHI

[J n1pojtyKThl TKAHEBOW MHKEHEPUH

L1 6uorexnonoruyeckas npoayKuus

L] npoayKrel, SKCTPArMPOBAHHBIE U3 JKUBOTHBIX HCTOYHHKOB HJIH OPraHOR
(TkaHel) yesloBeKa

L] npouas npojaykuus

L1 2. Beunyckaronuii KOHTPOIIs KauecTBa (NepedeHs THIIOB NPOAYKIIHH):

(] npotyKThI KpOBK

L] umMMyHosIorHyecKas mpoayKius

L] 11poJiyKThl HA OCHOBE COMATHYECKUX KIIETOK

Ll renotepanenrieckie nposyKre!

L] 11poiyKThl TKaHEBOH MHIKEHEPUU

) [ 6uorexHonornyeckas NpoaY KIS

L] npoayKrhl, YKCTPArMpOBAHHBIE M3 )KUBOTHBIX HCTOYHHUKOB MIIM OPTaHOB
(TKaHeil) yenoBeka

Ll npoyas npoaykuus

4. [Ipouas npodyKuus win RPOU3600CHIEEHHAS OEAMENbHOCHb

B 1. Ilpon3soacreo:

B.C. O¢smakoB




MHHHCTEPCTBD NPOMBIIIJIEHHOCTH " TOPFDBJII/I
POCCHUICKON ®EJEPALINNA

GMP/EAEU/RU/00064-2021

L] pactuTensHOM NpPOXYKIMHU

L] roMeonariuyeckoil npoyKunm

npo4Yas NPpoAYKIHA:

apmateBTHYCCKHE CYOCTAHIMM, TOYYaEMbIE METOJIAMM XUMHUUECKOIO CHHTE3A
(IIPOU3BOACTBO  TIPOMEKYTOYHBIX IIPOLYKTOB (hapMauesTuueckoit cvOcranumy;
TIPOU3BO/CTBO HEOUHINEHHOH (HeoOpaboTaHHOM) papMalueBTUYECKON CcyDCTaHLIMU:
3aBEPLUAIOILNE CTAMM NPOM3BOACTRA (hapMalEBTHUECKUX CyOCTAHLMMA: OoumMCTKa,
KpUCTajUlM3allng/IiepekpucTaizanms,  QUILTPaIus,  CylKa,  M3MelbYeHHE;
| YIIAKOBKa IE€PBUYHAsA, YIIAKOBKA BTOpHUUHAs) =
[12. Crepunmsalinsg akTHBHBIX BeILUECTB, BCHOMOIATENBHBIX BEIIECTB, TOTOROH
HPOAYKLIHH:

L] dunwTpanus

L] cyxoxapoBas cTeprIn3anms
L] crepuansaims napom

L] xumuyeckas cTepuinsaims

L] CTCPHIIM3ALIHMA TaMMa-H3JIYYEHHEM

] CTECPHJIN3alUA HJICKTPOHHLIM H3IYYEHHEM e il

3. Ilpouee: xpaHeHHE ¥ PEAIM3alNA IEKAPCTBEHHBIX CPEJICTE -
(r. Mockea, mocce DHTYy3uacToB, J. 23, c1p. 19)

4. Ileper4nas (BHYTpeHHsIsI) yNaKOBKa:

L] kancymsl B TBEpAOH 000/I0UKE

[} xarcynbl B MATKO#M 060J104Ke

L] sxeBatenbHEIE TeKapCTREHHEIE (hOPMEI

[] uMIperHupoBaHHBIE 1EKAPCTREHHBIE GOPMBI

O HKUIKHE JICKAPCTBCHHBIC @lOpMI‘J JTH HAPYAKHOI'O IIPHMEHEHHA

L xmaxue ekapcTBeHHble GOPMBI JUls BHYTPEHHETO IPHMEHEHUS
[J MeauumHckue rasel

L] npouue TREp/bIE JIEKAPCTBEHHbIE QOPMEI

[ npenapatsl, HaxoAgIMeCs 1101 JABIEHUEM

L] reneparope! paJHOHYKIH/IOB

[J msirkue siexkapcreeHsbie GOpMbI
[ creun (cyniozuropun)
[J rabnerku

L] TpaHcnepMalibHBIE [LUIACTHIPH

L! yeTpo#icTRa [UIsi HHTpapy MHHAILHOIO (BHYTPUPY6IIOBOr0) BBEIEHMS
B npouas npoaykums, sekapcrBennbie popmbi
5. Bropu4unas (norpefurennckas) ynakoBka

X 6. Beimyckaroumunii KOHTPOJIb KauecTBa
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[] 7. Mukpobuonornyeckoe TeCTHpOBaHKE: CTEPHIILHOCTE
X 8. MukpoOuoJ/ioruyeckoe TECTHPOBaHHe: HECTEPHILHOCTD
& 9. Xumuueckoe (pusHUECKOE) TECTHPOBAHHE
10. buosioruyeckoe recruposagwe |
1. KOHTPO.JIb KAUECTBA IIPH UMIIOPTE JIEKAPCTBEHHOM
NPOAYKIIUU
| [ 1. KoHTpos KauecTBa UMIIOPTUPYEMOH JIEKAPCTBEHHOM IIPOAYKIIHHM:
[J MaxpoOuosoryyeckoe TeCTUPOBaHKE: CTEPHILHOCTE
[] MukpoOuoI0rHYECKOE TECTUPOBAHUE: HECTEPUIIBHOCTD
L] xumuyeckoe (pu3MuecKoe) TECTUPOBaHHE
[] 6uojoruyeckoe TeCTUpPOBaHUE I
[] 2. Beimyckarouii KOHTpouIb (ceptuduxanus cepuil) uMNopTupyeMoi
LIpOAYKLHH
[J CrepuiibHas 11po/1yKims:
L] npoJyKuus, HPUTrOTOB/IEHHAs ACEIITHYECKUM [1yTeM
L] npoaykums, noapepramoomascs GUHUITHON CTEPHIN3ALINH
[] HecrepuiibHas npoayKims
[ Buonornueckas 1€KapCTBEHHAS ITPO/IYKIHS:
L] iipojtyKThl KpOBH
L] MMMYHOJIOI'HYECKAs! POy KLIMsL
(] npojiyKThl Ha OCHOBE COMAaTHYECKHUX KIIETOK
[] reHOTEpANIEBTHUECKUE TIPOAYKTEI
[J npoiyKThl TKaHEBOH HHKCHEPHH
L1 6uoTexHoI0rHuecKas npoIyKius
L] nmpoayKThl, SKCTParupoOBaHHbIE U3 KUBOTHBIX HCTOYHMKOB MIIM OPraHoB
(TkaHeH) yelioBeKa
L] npouas 1poayKums i
[] 3. IIpouast iesTebHOCTD [10 UMIIOPTY (BBO3Y):

] AMIIOPT IPOMEKYTOUHOTO IPOAYKTA, HOABEPralOLIErocs AajibHekel
obpaborke
L] npouee

Ilepsbiii 3amecture]s Munncrpa B.C. OceMakoB

B k.

| ;,‘_Jliil;nmnﬂ 2021 r.
“foama eploavu cepmugpukama)
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