—

» o 5 : |
EBPASUUCKHHU DSKOHOMUYHECKUKU COIO3

MHHHCTEPCTBO IPOMBINJIEHHOCTH M TOPTOBIIH
POCCHWCKOU OEIEPALTIAHN

CEPTUDHUKAT

COOTBETCTBHS TPEBOBAHMM ITPABIJT HAIJTEXKALIEN MPOM3BOICTBEHHOM
IMPAKTUKH EBPA3MACKOIO SKOHOMUWYECKOI'O COIO3A

Ne GMP/EAEU/RU/00004-2021
Cpoxk newictus ¢ 09.03.2021 o 09.03.2024

Beijlan no uroram nposeieHus (apmaleBTHUYECKOW HHCIEKUUU B COOTBETCTBUM C
IlpaBunamu npoBeneHus apManeBTHUECKUX HHCIIEKLHI

MuHuCTEPCTBOM MPOMBILIIEHHOCTH U Toproeau Poccuiickoii @enepanuu

(ronHoe HaMMEHOBAHHE YNOJIHOMOYEHHOI O OpraHa)
NOATBEPXKAACT CIICAYIOLIEE!

IIPpOBCACHA @apMaLleBTl’I“ICCKaH HHCIICKIIUA

OtkppiToe aknuonepHoe obmecTBo «Papmcranpapr-Tomekxumbapm»

(nonHoe HaUMeHOBaHKE npomsonmena)
r. Tomck, yn. Ilponerapckas, . 32

(anpec NpoM3BOJICTBEHHOM NIOLIANKHI)

Ha OCHOBAHMM IUIaHA NpPOBeJcHUs (hapManeBTHUECKUX HWHCIEKIMHA, Kak Jep)karelis
paspeiienys (JIMLIEH3UM) Ha [IPOU3BOICTBO JIeKapCTBEHHBIX cpencTs ot 23.10.2020.
Ha ocHoBanuu cBeaeHMi, MONYYEHHBIX NPHU HpPOBeACHUM (hapMaAEBTHYECKOM
MHCIIEKIMK, MOCleAHsas u3 Koropbix Obula nposegena 08.02.2021, 01.03.2021,
09.03.2021, cuyuraercs, UTO JaHHBIA  (apMalEeBTUYECKUH  [POU3BOJUTEID
cooTBeTCTBYeT TpeboBaHuaM IlpaBun Haiexauiel#i NpPOU3BOJACTBEHHON MPaKTHKH
EBpa3suiickoro 5KOHOMUYECKOI0 COH3a.

Hacrosmmii ceptudukar orpaxkaer craryc NPOM3BOACTBEHHOW IUIOMIAJKK Ha JaTy
npoBejeHus GapMaleBTUYECKOM HMHCIEKUMM W 10 MCTEYEHUW 3 JieT ¢ JiaThl
NpoBeJieHUs 2T0H (apMmaneBTUUECKOW HWHCMEKUMM HE JO/DKEH [PUHUMATHCS B
Ka4yeCTBe JIOKYMEHTA, CBUJIETENLCTBYIOIIETO O cTaryce cooTBeTcTBUst. CpoK aeicTBHd
ceprudukaTa MOXKET OBITh COKpallleH MWIM pPACIIUpeH NpH  HUCHOJIb30BaAHUK
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GMP/EAEU/RU/00004-2021

COOTBETCTBYIOIIMX  HPHUHIMIOB  yNpaBieHUs  pHCKaMu Npd  HAJIUYUM
CcoOTBETCTBYIOMEH 3anucu o0 srom B nosie «OrpaHUYEHUss WM IOSCHHUTEIbHbIE
3aMETKH, Kacaroluecs 001acTu NpUMEHEHHs HacTOSINEero cepTuduKaTay.
Ceprudukar spisercs JAeHCTBUTEIbHBIM B Cllydyae IPE/ICTABICHUS BCEX €ro CTPaHMIL
(KaK OCHOBHBIX JIUCTOB, TaK U JONOJHUTEIbHBIX JIUCTOB).

AYTEHTHYHOCTH (ITOMIMHHOCTB) HACTOALIEro cepTuduKaTa MOXKHO IPOBEPUTH B Oase
JlaHHbix Munnpomropra Poccum.

Ecan ceprudukar He npeacTaBieH B yKa3aHHOW 6a3ze JaHHBIX, clellyeT oOpaTuThes B
YIOJIHOMOYEHHBII OpraH, ero BblJaBIuii.

[lepsbiii 3amecTuTeab Munucrpa C.A. b0
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POCCHIICKOM ®EJJEPALINU
GMP/EAEU/RU/00004-2021

MUHUCTEPCTBO NPOMBILIJIEHHOCTH U TOPTOBJ/IU o

J]eKapCTBeHHl:le cpelcTBa AJf MEAHUHHCKOO NpHMeHCHHH

[] BerepuHapHbie jieKapCTBEHHbIC CPEJICTBA

[] DxcnepuMeHTAIbHBIE CPEACTBA

H]JOHSBOJICTBO H KOHTPOJ/IbL Ka4€CTBa

1. MPOU3BOACTBEHHBIE OIIEPALIUU - IEKAPCTBEHHAS
NPOAYKIMA

S R T

[. Cmepunvhas npoOyKkyus

L] 1. Ipoaykuusi, TpUroTOBICHHAs aCENTHYECKUAM MyTeM (onepaunn 06paboTKu Juis
CIEAYIOLIMX JICKAPCTBEHHBIX (OpM):

L] skmakue niekapctBeHHbIE GOPMBI 60ILOTO 00beMa

L] sxmaxue JiekapcTBeHHbie hopMbl Maioro o6sema

L] nmucniepcun

U nuodunuzarel

] TBEpPALIC JICKAPCTBCHHEIC [bOprl U UMILIAHTAThbI

[ markue JIEKAPCTBCHHLIC El)O_]:)_Mbl

L] npouas npomyxuusi

0] 2. [Ipoaykuus, nojaseprarouascs GUHUIITHONW cTepunu3alium (onepanuu
00paboTKM Ul CAEAYIOUIMX JIEKAPCTBEHHBIX (hOpM):

L] sxunkue siekaperBenssie Gopmel 6onbiioro obbrema

L] sxuikue jekapcTBeHHbie HOpMbl MaJIOro 0ObeMa

[] rBepabie nekapcTBeHHbIE POPMBI MU MMILIAHTATHI

[J markue siexapcTBeHHbie GOpMEI

Ll mpouas npoayKuus, JieKapcTBeHHbIE POPMBI

[J 3. Brinyckaroumii KOHTpOJib KauecTBa

2. Hecmepunsnas npoOoyKkuus

X 1. HecrepuiibHasi npoaykuusi (omepauuu o0paGoTkm Aas  CJIEAYIOLIHX
JeKapcTBeHHbIX hopm):

L] karicyJibl B TBep10#t 000510UKe

[] xancyisl B MArko# 060104Ke

L] sxeBaTesibHBIE JIEKAPCTBEHHBIE HOPMBI

L] umnperHupoBaHHble JieKapCTBEHHbIE HOPMBI

L] skuzkue siekapcTBeHHbIE GOPMBI JLIsi HAPYIKHOIO NPUMEHEHMUS

X AHHAKHE JICKAPCTBCHHLIC (il(lleﬂ AJI BHYTPEHHEro NpHMeHeHH s

O meauumHCcKue ra3bl

. ” -
bR TG

[] npoune TBepbIe JIeKapCTBEHHBIE HOPMBI

El npenaparsl, HAXOAAIHUECsH 110/ HaBJICHHEM

] renepatopsl paiiOHYK/INI0B
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GMP/EAEU/RU/00004-2021

R L] msirkue JiekapcTBeHHbIE POPMBI
L] cBeuu (Cynmno3uropun)
L] rabaerku [l
[l TpaHcaepMalibHblE IIIACTHIPU I
I
:
.

[] ycrpolcTBa AJisi HHTPApyMUHAIBLHOTO (BHYTPUPYOIIOBOIO) BBEICHMS
npo4asi NPoAyKU M, JIeKaAPCTBeHHbIe (POpPMBbI:
bapmaneBTUYECKHE CYOCTAHLIMM, I[I0JY4aeMble METOJAMH BBbIJCICHUA U3
MCTOYHUKOB PACTUTENBHOIO IIPOUCXOIKACHUS
[] 2. Beinyckaroimuii KOHTpOJIb KauecTBa
3. Buonozuyeckas 1eKapcmeeHHas nPpooyKuua i
X 1. BuoJioru4eckasn jJjeKapcTBeHHAasi NPOAYKLHS:
[] npoayKThl KpOBH {
[ uMMYyHOJIOI'HYECKasi IPOAYKIMS
[l nposlyKThl Ha OCHOBE COMATHYECKUX KIETOK |
[l renoTepaleBTUYECKUE NPOAYKThI :
[] npoayKThl TKAaHEBOH UHIKEHEPUH I
[] 6uoTexHONOrHyecKas npoLyKiusi i
Xl npoayKThbl, JKCTPAarHpoBaHHbIe U3 KUBOTHBIX HCTOYHHKOB HJIH OPraHoOB |
(TKaHeil) Ye0BeKa: OpraHonpenaparhbi l
L] nipouas npoayKuust il

A

SERE

s

L

AL

i

‘m’ 4

e

)
il

[1 2. Belityckarouiuit KOHTPOJIb KayecTna (MepeyeHb TUIIOB MPOAYKLMH):
A L] npoayxThl KpOBH
b [J uMMyHos10ruyecKas npoayKuus
' [J npoJlyKThl Ha OCHOBE COMATHYECKUX KJIETOK

[] reHOTEpaNIEBTUYECKHUE TIPOAYKTHI

[J npoayKThl TKAHEBOH MHIKEHEPUH

[] 6uorexHosloruyeckas npoayKuus

[J npoayKThl, SKCTparMpoBaHHbie M3 JKUBOTHBIX HCTOYHMKOB WIJIH OpIaHOB
(TKaHe#l) yesoBeKa

L] npouas npoaykuusi

C.A. lpi6 |

c K, 457 ° 05 anpens 2027 r.
ST foama evldavu cepmugpuxama)
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T MUHUCTEPCTBO IMPOMBIIIJIEHHOCTHU U TOPIOB./1H
) POCCUMCKOM ®EJTEPALIAU
GMP/EAEU/RU/00004-2021

4. llpouas npodykyus uiu npou3eo0CmMeEeHHAN 0eAmeabHOCHb

X 1. ITpou3BoacTBO:
F}% [] pactutenbHOM OPOAYKIIMU
Q [J romeonaryeckoii npo1yKiuuu
il npoyYasi NpoayKuHsi:
% (hapmaneBTuueckue CyOCTaHUNM, [OyYaeMble METO/AMH  BbLJCICHUS U3
ég MCTOYHHUKOB PACTUTEILHOIO MPOMCXOXKACHUS (CyLIKa, M3MENbUCHNE, OTCTAUBaHUE,
(L ¢unpTpanus, ynapuaHue, ylakoBKa NepBUYHasl, YIAKOBKa BTOPHYHAs, MAPKUPOBKA)
i [J 2. Crepwin3anus aKTUBHBIX BELIECTB, BCIIOMOIATE/IbHBIX BEHIECTB, I'OTOBOH
§§ MPOAYKIIUK:

_ L] puipTpauus
~ok L] cyxokapoBast crepuiiu3anusi

L] crepunuzanus napom

L] xumuueckas crepuiinzanusi

dm L] cTepunusanus raMma-u3iyuyeHueM

L] crepunu3aius 3J€KTPOHHBIM M31yUYEHUEM

| [] 3. IMpouee

X 4. lepBuunas (BHYTPeHHsIs) YIAKOBKA:

[] kanicysist B TBep0# 06010UKE

[] xancysbl B Msirkoi o6osiouxe

L] xeBaTenbHbIe JIEKapCTBEHHBIE HOPMBI

L] uMoperHupoBaHHbIC JEKapCTBEHHbIE HOPMbI

S [ sxunxue gexapcTBeHHbie GOpPMbI Ui HAPYIKHOI'O IPUMEHEHUSI
BV X sxnakue nexapcrBennbie GopMbl 11 BHYTPEHHEro NpuMeHeHus
[] MmenuuncKHe ra3pl

L] npouue TBep i€ JieKapCTBEHHbBIE HOPMBI

L] npenapatbl, HaXOSILLMECS T10]1 IaBIIEHUEM

L] resepatopbl pajinOHyKIIMIO0B

[J Msirkue nekapcTBeHHbIE POPMBI

[] cBeun (cynmno3uropun)

L] rabnerku

[] TpaHciepMalibHbI€ TUIACTHIPH

NG L] ycTpoiicTBa i MHTpapyMUHAILHOTO (BHY TPUPYOIIOBOI'0) BBE/ICHHUS
y npoyasi NPoAYKIUHs, JeKapcTBeHHbIe (PopMbI

X 5. Bropuynas (norpeburebcKas) ynakoBKa

= L] 6. Boinyckaromumii KOHTPOJIb KayecTna

= e L] 7. MukpoOuosornyeckoe TeCTHpOBaHHE: CTEPUIILHOCTD

=21 [] 8. MuKpO6GHOJIOrMYECKOE TECTUPOBAHME: HECTEPUIBHOCTD

o
o
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GMP/EAEU/RU/00004-2021

S [ 9. Xumnueckoe (husnueckoe) TeCTHPOBAHUE
% L1 10. buosioruueckoe TeCTUpOBAHHE
II. KOHTPOJIb KAUECTBA [1PU UMITIOPTE JIEKAPCTBEHHOU
IMPOAYKLIMHU
[J 1. KoHTpoib KayecTBa MMIOPTUPYEMOM JIEKAPCTBEHHOM NPOAYKLIMMU:
[] MukpoOHOIOrHYecKOe TECTUPOBAHUE: CTEPUIILHOCTE
[] MukpoOuoIorHyeckoe TeCTUpOBaHue: HECTEPHIbHOCTh il
[ xumuueckoe (Gu3NIECKOE) TECTHPOBAHHE o
[J 6uonoruyeckoe TeCTUPOBAHHUE 4l
L] 2. Beinyckaroiuii KOHTpoIIb (cepTudukaiius cepuit) IMIOPTHPYEMO 4

NpoAYKUHH I
= U CrepwibHas NpOgyKLMS: fi};
L] npojyKuusi, HPUrOTOBIEHHAS ACENTUYECKUM MyTEM |
= L] npoaykuus, noasepramomascsi GUHULIHON CTEpUIN3ALUK |

[J HecrepuiibHas npoyKius
[] buosiornueckast jieKapcTBEHHAs! PO KIUS: )
(] npoyKThl KpoBH |

[ ummMyHOIOrMYecKas mpoOayKLus o

(] 1poyKThl Ha OCHOBE COMATHYECKHMX KIETOK |

i

|

|

L] renoTepalleBTMUECKUE POAYKThI
L] npoyKTh! TKaHEBOH MHIKEHEPHUHU
L] duorexHosioruyeckas npoayKuus
[ ipoAyKTbl, 9KCTPArHPOBAHHBIE U3 KUBOTHBIX MCTOYHHKOB MJIM OPraHOB 4
(TKaHel) yesioBeKka
L npouasi npoyKuus
1 3. Ilpouas iesiTesIbHOCTD 110 UMOOPTY (BBO3Y):
L] muomazaka ¢puszuyeckoro umnopra (BBo3a)
L] uMIopT npoMEKyTOUHOIO HPOAYKTa, I10/IBEPralOLIerocs AajbHee
00paboTke
L] npouee

[lepsbiii 3amecTuTens MunncTpa C.A. lp16
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MUHUCTEPCTBO IMPOMBIIIIJIEHHOCTHU U TOPIOB.JIH
POCCHUIMCKOM ®EJTEPAIINU

GMP/EAEU/RU/00004-2021

Ol‘paHH'-ICHHH WM DOJICHUTEJIbHBIE 3aMETKHM, Kacaroumecss 00JiacTu HPUMCHCHUSH

ceprudukara:
Ilepeuennb
MHCIIEKTUPOBAHUE:!

JICKAPCTBCHHBIX CPCACTB,

B OTHOLICHHH KOTOpPOI'O

HPOHU3BOJANJIOCH

Toprosoe Haumenosanue

MexayHapojaHoe
HENaTeHTOBAHHOE
HaMEHOBaHHUE MJTH
IpYIIMPOBOYHOE
(xMMHUECKOoE)
HauMeHOBaHHE
JIEKapCTBEHHOIO
npenapara/dbapmaneBTuye
CKoli cyOcTaHluK

JlexapcrBenHas popma,
JI03UpOBKa (eciu
ITPUMEHHUMO)

HpOH3BOﬂCTBO I'OTOBBIX JICKAPCTBCHHbBIX (l]OpM, YNaKOBKa IepBuyHan,

YIIaKOBKa BTOpUYHAA

Banepuans skcTpakT
rycTou

Banepuann:
JIEKApCTBEHHON KOPHEBHILL
C KOPHAMHU IKCTPaAKT

cyOCTaHUMA-IKCTPAKT
rycrou

ITycThipHUKa SKCTpakT
CyXOH

cyOcTaHuus

Yabpeuna skcTpakT KUAKAHR

TumbsHa 110J13y4€ero Tpasbl

cyOCcTaHIMS-IKCTPAKT

IKCTPAKT HKUAJKUH
XMelis HKCTPaKT KU KU - cyOcTaHuus
JXHMHALIEN DYKCTPAKT
- g 4 - cybcraHums
UKW
IKCTPAKT Ul IpuemMa
ITanToKpHH E i p

BHYTPb, | KMAKUIA|
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