e 7 MHHHCTEPCTBO [IPOMbIULIEHHOCTH U TOPFOBJII/I : )]
L POCCHICKON ®EJEPALIUA : [

CEPTUDOUKAT

- | COOTBETCTBUMS TPEBOBAHHWAM IIPABWIT HAJUTESKATIEHN ITPON3BOJCTBEHHOMA
! TIPAKTHKU EBPABUHCKOTO DKOHOMUYECKOI'O COIO3A

N Ne GMP/EAEU/RU/00377-2022
| Cpox petictus ¢ 25.03.2022 no 24.03.2025

el

Beitan no uroraM mpoBeleHHs (apMaleBTUYECKOH MHCMEKIMM B COOTBETCTBHMH-C
[TpaBunamu nposeieHUs: hapMalieBTHYECKUX NHCTIEKIIMIA

MuHHCTEPCTBO NPOMBILILIEHHOCTH B TOprosiu Poccutickoii Geaepanyun
(Munnpomropr Poccun)

LI (r10oJiHOE ¥ COKpALLlEHHOe HAMMEHOBAHHE YTIOJTHOMOUSHHOIO OpraHa) L

= TIOJITBEPKAAET CIAEAYIONICE: .
IIpOBeiCHA (hapMalleBTUUCCKAs MHCIICKITHS 5|

| Digitally signed by Chitic Ecaterina y
* Date: 202 myﬁnm@ﬁMopno 1

Eeason Mold g
ocation: Moldova

Mec MPOU3BOCTBEHHOH nnomaum)

Ha OcHoBanuu 3assienus Ne 3-417 or 07.02.2022 na DoayyeHue paspenieHus

(MMIEH3WKM) HA OCYUIECTBICHHE JEATENBLHOCTH IO HMPOU3BOACTBY JICKAPCTBEHHEIX el
| CPEACTB.

. Ha ocnosanmu cBeneHuii, NOJTYyYEHHBIX MPU IPOBENCHHU QJapMauequecxoﬁ
VHCIIEKLIMY, TIOCAEMHAS M3 KOTOpBIX Oblia nposedena 24.03.2022. 25.03.2022,
: CYMTAETCS, 4YTO JaHHBIH (apMaleBTUYECKUH DPOM3BOJUTENh COOTBETCTBYET
TpeboBanuam Ilpasumil Hajexamed MPOM3BOACTBEHHOH npakTuku EBpasniickoro
IKOHOMMYECKOTO COI03a. "

Hacrogiuii cepTudHKAT OTpaXkaeT cTaTyc HMPOW3BOJICTBEHHOH MNOWIAJAKU Ha ATy
npoBeleHHs (HapMaleBTHIECKOM HHCIIEKIMH M 110 HCTEYeHMH 3 JIeT ¢ IiaTH
MpOBEEHUsT STOH (PapMaLIEBTHYECKON MHCHEKIMH HE JIOJUKEH TNPUHHMATHCA - B

Crpanuua 1 u3 8




EE

=2

GMP/EAEU/RU/00377-2022

KayeCcTBE TOKYMEHTa, CBHAETENBCTBYIOLIETO O cTaryce cooTBercTBUsA. CpoK AeHcTBus
ceprupukaTa MOXer OBITH COKpAIleH WM pacIlMpeH MNpPH  KCMONb30BaHUH
COOTBETCTBYIOLIMX  NPHHIMIIOB  YOPAaBICHAA  PUCKAMA ~~ [P HAJIWYHU
COOTBETCTBYIOLIEH 3amuch 00 3ToM B moje «OTrpaHUYeHHs] HIH [OSCHUTENLHLIE
3aMeTKH, Kacaromuecd 001acTi MpUMEHEHH HACTOAIIETO cepTUdUKATAY.
Ceprndukar ABisieTcsl JeHCTBUTENBHBIM B ClIydae MpeICTaBICHHs BCEX €r0 CTPaHHII
(KaK OCHOBHBIX JIKCTOB, TaK U JOTIOJHUTENBHEIX JIUCTOB).

AYTEHTHUYHOCTD (TIOTMHHOCTE) HACTOALIETO CEpTH(PHUKATA MOXKHO IIPOBEpUTH B Gase
nauasix MunnpoMropra Poccu.

Ecnu ceprudukar He TipeJCTaBlieH B yKa3aHHOU 6a3e JaHHBIX, ClIeAyeT 00paTHUTLCA B
YIOJHOMOUYEHHBIH OpraH, ero BblIaBIIHIi.

B.C. OcbMmakoB
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‘ ;EZ! JIeKachBeHm,re cpencTBa IS MeHIHHCKOro npnmeuemm
“[] BerepuHapHBIE TeKaPCTBEHHEIE CPEICTBA >
X DkcnepAMeHTATBLHBIE CPEACTBA

e
liiy

IMpou3BoACTBO H KOHTPOJIbL KayecTBa

L. UPOH3BOHCTBEHHBIE OIIEPAIINH — JIEKAPCTBEHHAH

_ NMPOAYKIIUS =
S 1. Cmepunbvnaa npooyKuus

lZI 1. Hponymmﬂ, NPHIOTOBJICHHASl ACeNTHYECKAM MNyTeM  (OMepamuu |
! oﬁpaﬁoncn AJIS CJIEAYIOIIHX JIEKapCTBEHHBIX hopm): ==
= KX KH/IKHe JieKapCcTBeHHble popmbl 601b1IOr0 00beMa: pacTBop ,
IZI HKHIKHE JIeKapCTBeHHbIe ¢opmbI Ma0T0 06BEMa: KAILTH, KOHLICHTPAT, Sz

\\
AR
N

‘\\1\\\\\\\

\
\\
\

i

L] qucnepcun
3 J. JTHOQHAH3ATHI: THODMIN3AT ) %
.. Xl TBepABIe JiekapcTBEeRHbIe POPMBI M HMILIAHTATBI: NIOPOLIOK, I/IMH.ﬂaHTaT
& B MATKHE JIEKAPCTBEHHbIE t]Joprl' Tejib, Masb - /i
X! npoyas mpoxyKuusi: MPOMEXKYTOUHBIE HpOIIYKI‘BI : S
_ tapmaneBTHUECKME Cy6CTaH[Il/II/I noJryyaemeie METOIOM xnimqecmro CHHTE3a;
% (apMaUeBTHUECKHE cyﬁcTaHunH NoJyvyaeMble p I/ICHOJIB3OB3HI/I€M r
6I/IOJIOI“I/I‘IGCKI/IX TPOTECCOB s T i = !

X 2: Mponykumus, nonneprammaﬂcﬂ qmnmuﬂon cTepn nsamm (onepaunn;—f‘
00padoTKH }:[Jlﬂ cnenymmnx J]eKap(ZTBeHHI:-IX o pM) ;

i\

5
\\

\

\\.,\\

R0

> X oxkmakme JleKapCTBeHHbIe ([)oprl MAJIOFro oﬁbema' KOHueHTpaT paCTBOp =17
 PacTBOPHTE/D, SMYIBCHS & .. A AR == =
[J TBepabIe TeKapCTBCHHEIE tpgpMm U I/IMHJIaHTaTBI g =
X MsirKHe jieKapcTBeHHbIe POPMBI: Tellb,’
L] mpouas npoayKuus, JIEKAPCTBEHHbIC cpopMm
sh@! X 3. Boimyckarougaii KOHTpOJIb KayecTBa
* 2. Hecmepunshas npodyryus ™ A}

X 1. HecTepuabHas npoayKuus (onepalmn 00padoTKu Aas cnenymumxi:
| JleKapCcTBEeHHbIX dopm): 3 i
| Xl xancyJibl B TBepAoii 060/104Ke: KAICYIIb!

X kancyabl B Markoi 060104Ke: KancyJbl

(Xl sxeBaTeIbHBIE JJeKAPCTBeHHBIE OPMBI: TAOICTKH
= [l umoperaupoBanHbie JeKapCTBEHHBIE HOPMEI

= = Ctpanuua 3 u3 8
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Xl sxnaxue JleKapCTBeHHLIe ¢dbopmbi 1JIsI HAPYKHOTO npnmeﬂemm' }KI/I):[KOCTL
KaIUIH, pacTBOp, CIIPEH, CyCIeH3HA

Xl ;xnakue JekapcTBeHHbIe POPMBI 11 BHYTPEHHETO rlpnmeﬂemm. KaIulu,
pacTBOP, CHPOII, CYCHEH3UA

[1 menuuMHCKHE Ta3b1

Npo4ne TBepibie JeKapcTBeHHbIe (POPMBI: IPaHYJIbI, JINOPUIN3AT,
TIOPOLIOK

npenapaTbl, HAXOAAIMUECS NOA JABJCHHEM: a3p0O30JIb

[] renepatopsl paAuOHYKIIUIOB

MSITKHe JleKapcTBeHHbIe GopMbI: Tellb, KPEM, TMHUMEHT, Ma3b, 11aCTa"

CBEYH (CYNMO3HTOPHH): CYIIIO3UTOPUH

_X tabnerku: Tabnerxku

TpaHcaepMaJibHble IIACTbIPH: IUIACTHIPb

L] ycTpoiicTBa A1s1 MHTpapyMHUHAIBHOrO (BHYTPUPYOLIOBOT0) BBEIEHHUS

npoyasi IPoAyKUHS, JeKAPCTBeHHbIe GOPMbI: IPOMEKYTOUHBIE [IPOTYKTHI;
¢papmarieBTHUECKUE CYOCTAaHINM, IIOTY4aeMBbIEe METOJOM XUMUYECKOTO CHHTE3A;
dapManieBTUYECKHE ~ CcyOCTaHIIMM,  TONyYaeMble € MCIONb30BaHHUEM

_OMONOTHUECKUX MPOICCCOB,

(papMaL[eBTI/I“ICCKI/IG CY6CT&HHI/II/I, [MOJIy4acMbIE€ H3 UHCTOYHHUKOB JKHBOTHOI'O

"TIPOUCXOKACHUA

dapmalieBTUYECKHE CYOCTAHIMK, HONYyYaeMble U3 HCTOYHHKOB PACTHTEIHLHOIO
HNPOMCXOXACHUS;
(hapMalleBTHYECKHE CYOCTAHIIMH, MOJIy4aeMble U3 OPraHoOB (TKaHeH ) yenoBeka

[X] 2. Beinyckaromuii KOHTPOJIb Ka4ecTBa

3. Buonozuueckan nexapcmeeHHas nPoOyKUUus

‘1. Bronoruyeckas JeKapcTBeHHAS HPOXYKIHA:
[] npoayKTHI KPOBH '

HMMYHOJIOTHYECKAS MPOXYKIMA: BAKLMHBL: CYCHEH3US
[J mpoIyKThi Ha OCHOBE COMaTHYECKUX KJIETOK

[ reHOTEPANEeBTUUECKHE MTPOTYKTHI

L] npojiyKThl TKAHEBOM WHXEHEPUH

B.C. O¢cbMmaxoB
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I/IMM)’HOMO}S[YJIHTOPBI
‘nnocppmmaT paCTBop, nopomox Ta6neT1<p1 crpei, cynn03m‘opun cycneH?,ml
TMTOKHHBI: 15 CYTTIO3UTOPHH, JTHOQHIH3AT, _pacTBOp; MOHOKJIOHaJH;HBIe aHTI/ITCJ[a ,
KOHHCHTpaT o MmIN3aT, pacTBOP; Mpoyas 61/10Texnonomqecxaﬂ HPOTYKIHMS: KpeM, |

KOHIEHTPAT, THOGHIN3AT, PACTBOP, TIOPOLIOK, TAOHETKH =

X npexyxTsl, 3xcTparnpoBanHbIie H3 KHBOTHBIX HCTOYHHKOB WJIH OPraHOB
(TkaHeil) denoBeKa: OpPraHONpPENApaThl: a’po30ib, ek, . Kancynm KpeM,
NMOGUIN3AT, Ma3b, PACTBOP, TAGNETKH, KOHIEHTDAT; npenapaTm nonyqaeMble u3
KMBOTHOTO CBIPbSi: Ma3b, PACTBOP, TAOJIETKH =

<3 TIpoyast POy KUMA: =

\ (})apMauequecxne cyOcTaHUMKM,  MOJydaeMble ¢ chonbzoBaHHeM o
‘e 6H0310r1/mec1<14x IPOLIECCOB (CO3/IaHUE U MOAACPKAHUE TIIABHOIO U pa6oqero 6aHK_OB
KerTOK (kieTku GaxkTepwi, KICTKH NPOXOKEH, KICTKH MJICKOIHTAFOIIHUX, KJIETKH |
:I‘pI/IGOB) CO3llaHMe M TOANEep)KAaHHE TIJAaBHOTO U pabodero GaHKOB BHPYCO! 3
S ;(peK()M6I/IHaHTHI>IC BUpYyChl)  (epMenTtaums  (OpoxeHue), Hpomsoz[cmo 2oz
:f‘\mnonbsosaHueM KIIETOYHEBIX KYNbTYP (KIETKH OaKTEpUH, KIETKH APOXGKEH, K{iISTKI/I
MJICKOIMTAIOMMX. ~KICTKH IpHOOB, PEKOMOMHAHTHEIE BHDYCHI), BBIJICTICHHE |
\((\?‘H/ICTK&) MOIUPUKALINA, q)nﬂbipaunﬂ/CTepHnmy}omaﬂ bunbTpaums, HepBI/I‘-IHaH

. (apmanesTudeckie CyGCTaHOUH, [OIyYaeMbie I/I3 PICTO‘JHI/IKOB X(PIBOTH()I‘O
HpOI/ICXOH(IleHI/IH (Monmbm(am/m OYKCTKA, 3aBepma}omne CTaJII/[I/I IPOH3BOACTBA

vy

‘| ynaKkoBKa, BTOpU4Has YIaKOBKa); . % i

d)apMaueBTuquKnx Cy6CTaHLIHI/I _CyuiKa, Hsmenﬁqeﬂme IIpOCCI/IBaHI/IC nepBHqHaﬂ Vil

D NPONYKTHI KDOBH N s

HMMYHOJIOTHYECKAs nponymmﬂ

L] 1poAyKTH! Ha OCHOBE COMATHYECKHX KIETOK .

[J renorepaneBTUYECKHE TTIPOAYKTHL ~ «

(] mpoayKTHl TKAHEBON MHXKEHEPHH
Xl 6uoTexXHOMOrHYecKast NPOAYKIHS

Xl npoayKThl, 3KCTPAarupoBaHHbIe U3 KHBOTHBIX HCTOYHMKOB HJIH oprauon
(TKaHe) YesioBeKa

(&

X npouas npoayKuHs

= 4. Ilpouas npodykuusa unu npou3800CMeECHHAA 0eAMebHOCHb
X 1 Mpoussoacro:

Crpanuna 5 u3 8
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X paCTHTe.ﬂbHOPI TPOAYKIHH: Telb, KANCYJIBI, KOHIICHTPAT “‘JII/IO(bHJmaaT Mas3b,
PacTBOp, CHPOT, TAOJICTKH, IMYIbCHS

U FOMCOHHTI/I'—IGCKOI/I NpoayKIIUU

Xl ppoyasi npoayKuusa: aHTHOMOTHKKM O€Ta-TaKTAMHOTO pAAa: TpaHylibl,
KaTCyNbl, THOPUIN3AT, IIOPOMIOK, TAONETKH; HUTOCTATHKU: KAaIICYJIBl; KOHIIEHTPAT,
TUOQUIU3AT, TOPOIIOK, pacTBOp, TaOJeTKW; LUTOTOKCHUKH:  KOHIICHTpAT,
AuohUIM3aT, IMOPOLIOK, pacTBOp, TaOJeTKU; TOPMOHBI: Tejlb, WMILIAHTAT,
KOHLIEHTpAT, Kaluly, JIMOQUIu3ar, Masb, Iacra, pacTBOp, TabJETKH, CYCMEH3HI,;
[[penaparsl, COACPKalue CHILHOJICHCTBYIOIINE BENIECTBA: KAIlCYJIbl, TA0JICTKH;
NpOYHE TPYNIBl JICKAPCTBEHHBIX MPENapatoB; Tellb, TPaHYJbI, XKHUIKOCTb, KarliH,
KallCyJibl, KOHIIEHTpaT, KpeM, JUHUMEHT, JHuopuiuzar, masb, MacTa, MOPOINOK,
I1acThIPb, PACTBOP, CUPOII, CYMIIO3UTOPHH, CYCIIeH3Us, TabJIeTKH, paCTBOPUTENE;

NPOMEXYTOUHBIE MPOAYKTHI (IIPOM3BOJCTBO HEOUULIEHHOH (HeoOpaboTaHHON)
¢papmatieBTHUeCKON CcyOCTaHIMY, 3aBepINAONIVe CTagud [POM3BOJACTBEHHOTO
npolecca: O4MCTKa, 00paboTka (PU3MUYECKMMU METO/aMH, INEPBHYHAs YIIAKOBKa,
BTOpUYHAS YIIAKOBKa);

dapmalieBTHUECKHE CYOCTaHIMK, TIOJy4YaeMble METOJOM XHMMHYECKOIO CUHTE3a
(IpOU3BOACTBO TMPOMEKYTOUHBIX MPOAYKTOB (apManeBTuyecKkol cyOcTaHIuu,
NPOM3BOACTBO HEOUHUICHHOM (HeoOpaboTaHHOI) (apMmarieBTUYeCKON CyOCTaHIINH,
3aBepINAIOIME CTajMi TMPOM3BOJACTBEHHOIO MpPOLEcca: O4YKMCTKa, 0ob6paboTka
(U3HYECKUMU METOAAMH, TIEpBUYHAS YITAKOBKA, BTOPUYHAsA YIAKOBKA);

bapMarieBTHUECKHE CyOCTAaHUMH, MOJIY4YaeMble M3 MCTOYHUKOB pPaCTUTEIHHOTO
NPOUCXOXKACHUA (MOIU(BUKALINA, OUMUCTKA, 3aBEpUIAIOIIME CTAJHM MPOU3BOJACTBA
apManeBTHYECKUX CyOCTaHIMN: CyLIKa, M3MEIbUYEHUE, IPOCEUBAHUE, NIEPBUYHAS
VIIAKOBKA, BTOPUYHAsL YIIAKOBKA)

d

R BB IR M O

X 2. Crepuinsannsa aAKTHBHBIX BEUIECTB, BCIIOMOraTeJIbHBIX BelleCTB, FOTOBOM
NPOAYKUMH: =

dunbTpanus -

CYX0:KapPOBafl CTEPHIH3AUA

X crepuanzanus napom

1 xumuueckast CTCpUIM3anmi

L] crepunusanys raMMa-usIyYeHUEM

nggmeﬂnwnb MunucTpa Z B.C. OcbMmakoB
V A Topf&'&,kfw
s %_.\l

‘%ﬁ; 05 mas 2022 1.
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p TPOHHbBIM H3JYUEHUEM 58 S
‘[03. Tpouce
4. leperunas (BHYTPeHHss) YIAKOBKA:

KamCyJbl B TBepAOoi 000/10UKe: KANCyJTbI
X xancyJibl B MATKOH 060/1049Ke: KaTCyJTbi
JKeBATeJbHbIE JIeKAPCTBEHHbIE POPMBI: TAOTETKH -

] uMniperHupoBaHHbIE JIEKapCTBEHHbIE (POPMBI
*KHKHe JIleKapcTBeHHbIe GOPMBI 1151 HAPYKHOI0 NpHMeHeHHs: KHAKOCTh.

s
S~

_Kannu:gacmop, CIIpe, cycneHsus Z
0 X xmakae JeKapCTBEHHbIEe GOPMBI 1151 BHYTPEHHEro IpUMEHEeHAN: Katn,
: paﬁsop CUPOII, CYCIEH3US ' '
\‘El MEIMLHHCKHE ra3bl =
=21 =X npoune TBepI_lble JeKkapcTBeHHble GoOpMBL:  TPaHyJIbI,
L) 110p01u01< 2

X npenmaparsl, HaXoAAUIHECA IOR AABJAEHHUEM: a3P0O30Jb -

[] renepaTopsl paHOHYKIHIOB
X msArkmne nekapcTBeHHbIe (])oprl' rejib, KpeM, IMHUMEHT, Ma3b, HacTa
_ cBeYH (CyNMmo3HTOPHH): Cyl'Il'IO3I/ITOpI/II/I
? Xl rabaerku: TabiaeTkn
| = Tpaﬂcz{epmaﬂbﬂme nnacnﬂpn. HﬂaCTBIpb

e EI npoyast HpO,ZIVKHHH neKapCTBeHHme (l)OpMBI
LIS XI-5. Bropuunas (norpeﬁnTenbcRaﬂ) YHaKOBKa

<9 - 6. Boimyckaromuii KOHTPOIb Ka4eCTBa - 24 e
‘X 7. MukpoGHoaorHIecKoe: TeCTHp()BaHHe‘ CTepﬂ.ﬂbHOCTb s =
X 8. MHKPOGHOI0rHYecKoe TeCTHPOBAHKE: HeCTepHJleOCTb =

X 9. Xumugeckoe (puzugeckoe) TecTnpOBaHue At
x| 10. brojioru4eckoe TECTHPOBAHHE £
Il. KOHTPOJIb KAYECTBA ITPH I/IMHOPTE .)IEKAPCTBEHHOI/I
' HPO,L[YKHI/II/I il -a\
X 1. KouTpon Ka4ecTBA HMIOPTHPYEMOil JIeKapCTBEHHOI IPOIYKINH
X MmEKpOOHOIOrHIECKOE TeCTHPOBAHHE: CTePUILHOCTE =
X mukpoGHOIOrHYecKoe TECTHPOBAHME: HECTEePHJIBHOCTD =
X xumuueckoe (pu3HIecKoe) TECTHPOBaHHE =% _
0MOJI0THYEeCKOe TECTHPOBAHHE i
(=1 2. Brimyckatowmii KOHTPOJb (CepTHOUKAIMSA Cepuii) UMIIOPTHPYEMOIA
HpO,I[\’KHI/II/I = = I

Crpanuua 7 u3 8
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[] mpofyKisl, IPUTOTOBIEHHAS ACENTUYECKIM NyTEM ., =

U] npoaykimst, mojiBepraromancsa GQUHALIHON CTeEpUIH3AIIN.

[1 HecrepumbHas poLyKIus

-~

[] Buonoruueckast jieKapCTBEHHAS MPOTYKLIHSA:

L] npoayKThi KpOBH

[] uMMyHOIOrHYeCKas IIPOJLYKIHst

L] TIPOAVKTLI HA OCHOBE COMAaTHUYCCKHUX KICTOK

[] reHOTEpANICBTHYECKHUE TIPOYKThI

[J mpoayKTHI TKAHEBOM HH)KCHEPHU

L] 6uorexHOIOTHIECKas POAYKLHS

(] mpoayKThi, 3KCTparupOBaHHEIE 13 XHUBOTHBIX HCTOUHMKOB WIIH OPraHoB
(TxkaHeif) yeoBeKa

] npouas npoayKuus

3. Ilpoyas AeATEJIbHOCTH 110 HMIIOPTY (BBO3Y):

[] miomaaka ¢pusnyeckoro umimopra (BBo3a)

HMIOPT IIPOMEKYTOYHOr0 NPOAYKTA, HOABEPraloLIerocs 1aabHemed
obpaboTke

Xl npouee: UMIOPT HEYNAKOBaHHBIX JIEKAPCTBEHHBIX HOpPM:

OrpaHudyeHHs WIIM TOACHUTENBHBIE 3aMETKM, Kacaroluecss o0XacTH NpPUMEHEHUS
ceprudukara: -

[epBpiii 3amecTute/b MunucTpa B.C. OcbMaKoB
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