Nuuenana Ne 00205-NC ot 15 deopann 2021 roga

Pazpenrenve na seimyck JITT Ne 38
(1 coornerersnn ¢ NMpunomennen 16 cGMP)
Permission 1o release produets (in accordance with Appendix 16 ¢cGMP)

Haspanne mponykta / Tnarpin®/ Plagril
Name of the product
MHILT/ Knomaporpen/ Clopidogrel
INN o
JlexapeTsennan dopma / TabACTKH, HOKPLITLIC IICHOTAOIT 0D0N0UKOI/
Pharmaceutical form film coated tablets
Josuposka / 75mr/75mg o
Dose o
Tun voakosxu / 10w, / 3 KonTypnas sucHkoBay YNAKOBKA / mavia mp TOHHAA
Package type 10 PCs / 3 bhster packs / cardboard packs S
Homep cepun / PL1191022

| Bach number :
Jara nponssojcrea / 26.10.2022 N
Date of manufacture B B
Cpok roanocti / Fojen Jio 31.10.2024 S
Expiry date
Pasmep cepunr / 9 457 ynaxosor! 9 457 packs
Bach size .
Crrpana yaznaveHus / Pocena/ Russia
Destination country )
Pernerpaunonnoe yiocrorepenne | JII-006376 or 29.07.2020 (mara sameun 12.05,2022)/ -
/ Marketing authorization JITI-006376 from 29.07.2020 (renewal date 12.05.2022)
Hopsmaruensnit nokymenr ! JITI-006376-290720, u3m. No 1,2/
Normative document J111-006376-290720, variation No 1,2
ITpouseo/icTRO roToBOl OOUICCTBO € OrpaHueHHOIT OTRETCTRENNOCTRIO "M AKH3-
aekapersernioit gopmit / Finished | @APMA" (000 "MAKH3-GAPMA")/ Limited liability

 dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aupece / ]
Address:

109029, r. Mockea, ApromoSuasEkl mpoesi, A. 6, crp. 4, ¢rp. 6. cp. §/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6, bld §

INeppyunag vnakoska / OGLUCCTBO ¢ OrPAHHYCHION OTBETCTECHHOCTLIO "MAKI3-
Primuary packaging DAPMA" (000 "MAKHM3-DAPMA"Y Limited liability

S A e company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/ =
Address:

109029, r. Mocksa, ARToMOOHIILULI IpOC3L, 1. 6. cTp. 4. erp, 6, cTp. §/
109029, Moscow. Avtomobilney Proyezd. 6. bld 4. bld 6. bld &

Bropiunasn ynakopka / Ob1eeTso ¢ or° PAHHTICHHOI oTBeTCTIEHHOCTRIO "MAKIN3-

Sccondary packaging DAPMA" (000 "MAKH3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Axnpee/

Address:

109029, r, Mm.ma Aummoﬁmwmn upouu e 6 crp. 4. c1p 6, erp. 8/
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Nuigenana Ne 00205 /1C or 15 despann 2021 roga

Brinyckawinmii kostposun

O6uicetro ¢ orpanmderoii orsererBentocTHo "MA K-

RageCTi / DAPMA" (000 "MAKH3-PAPMA"Y Limited liability
__Q.El]_i!};_‘:_"?ﬂ_‘!f_‘ll_ i company "MAKIZ-PHARMA" (LLC "_]\g‘T___z\KIZ-PHARMAH'_')
Adpec /

Address:

09029, 1. Mocksa, AwtoMoGu LI LI npoes, . 6, crp. 4, ¢rp. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6. bld §

Hasmanie AdC/ Kaomsnorpen/ Clopidogre] o
APlpame . S
- Hpowssoaurenn ADC |/ | Xerepo dpare Jwsirren, Huang/
- AP manutucturer Hetero Drugs Limited., Indix
Howvep cepun AdC CP21050009

L APL Bach number

LACHOUMBOR 000s104Koi, 75 M No 30, nacuopt Ne 41/23 ot 13.02.2023 Gowia nponsnesena i
NPOROHTROMIPOBAHI B COOTBETCTRIT ¢ aciicrsyous Mpansaasu Hauieskameit
APOHIROACTRCHHON UpakTHEN Espasiiickoro Dxonosmiriceroro Coioma i TPCOOBAHHAMI

PUI'HCt‘]\&l[l}ll.'ilil-l(‘ll‘o AOCLE, O TUKKE B COOTBETCTRHN ¢O CHGIIH(I!HNHILI-UI.'\H-I Tiilpcrl-lETIJHpUHﬂIIHO]‘U

NpoaysTa,
Joryseriral no nponsnoacray (PHMCHIMBIM CTAMAM ) 1 KOUTPOIIO KUYCCTRA TIPOREPEHI H
OA0BPCHLI,

Hobue orknonciing PRCCIICAOBANLL B COOTBETCTHIN ¢ BHYTPEHITIMHI HPOUEIYPAMI M O00PCH K

YHOATOMOMCHHLIMG oA /

*,

HacTosunisy noarRepsaaio. wro nannas cepis No PL1191022 [ narpuad TabICTRH, MOKPhITLIC

I hereby confirm that this batch was produced und controled in accordance with the current Rules

of Good Munufacturing Practice of the Eurasian Economic Union and the requirements of the
Murketing dossier, as well as in accordance with the specifications of the registered product
Documents Tor production (applicable stages) and quality control are verified and approved,
Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.
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1. | ONMUCAHME

2. | NOONUHHOCTL

“Y®.cnokTpodioTomMaTprA,

Kpyrnbie AnoAkoobinyinsle TaGnetky ¢ thiackon, fokpLiTsie
nARHOUKGR 0BONOUNOR POIONOFD LIETH,

NACIMOPT Nz 41/23 cTp.1mn32
OTOEN KOHTPONA KAYECTBA
h NuueHansn Ne00205-N1C ot 15.02.2021 r
MAKMIDAIMA HAWMEHOBAHWE Mnarpun® TabneTiu, NOKpPLITLIS
NPEMAPATA: nnexouHoit obonovkoit, 75 Mr
100020, r Mockna HOMEP CEPWI: PL1191022
Poroy counuu npooR, | ATA IPON3BOACTBA: | 26.10.2022
£TpoaHua 4, rOQeH Oo: 31.10.2024
st OEBEM CEPMM: 9 457 yn. N230
ron 65 soncos  |ADATIAS TO: NN-006376-280720, Uam. Ne1, 2
- XPAHEHME: Mpu TemnepaType He suiwe 25 °C.
nl;lz H‘:_:mg::_;’:_lﬂﬂ“o TpeGonanus HI PeaynsTark! aHanuaa

prrnﬁﬁéﬁmmnunymuﬂ TabneTEd €
hackDi, NOKPLITHIG ANEHOUHOR
olianoukon poacnoro LneTa.

YO-cnekTpbt NOrNowerHus
UCTIITYBMArD W CTANAARTHErD pacTuopon n abnacti ot 250
A0 300 Hw AOMKHBI UMETE MAKCAMYMEI NPW DAHKK W TaX Ma
ANUHAX BONH,

Y@-cnonrpochoTomMeTpuR, YD.CnukTpol
NOroWEHNA WEMNLITYEMOrD "
CTAMARPTHOrG pacrtoopen o obnacty aT
250 a0 300 HM UMCIOT MAaKCUMyMul Npu

107 KOE 0 1 r (Mn);
Escharichia coll: eteyretave nl r (mn),

9. | KONMUYECTBEHHOE

BIMX Bpemn  yAOpWWOAHWA  OCHODHOMG  NUKA WO | OAMUX W TEX MO ANWHAX DOMH
xpamarorpimmo WENBITYDMOrD pacToopin aonwHo | BIWCX EpﬁMFl YACPWWBAMWH OCHOOHOrO
COOTOETCTOOBATY BpEMOKK YAEPHUBOHNA AMKD | NUKE HI XPOMATOrPaMME MCNBITYEMOro
KNONWAOIRENA HO XPOMOTOIPAMME CTAMANPTHOMO PACTAOPD | PACTUORD  COGTUATCTOYOT  DROMOHA
(pnapen clonuuacrerHoe onpegoneHes) YACPWMBAHWE NUKD  KNONWACFRENA WA
XpomaTorpamme CTAHAAPTHOID
pacrnepa  (pasgen  «KonuuecTuoHHOo
R oNpeAanEHnes ).
3. | CPEAQHAA MACCA ro Pm@, O®MC1.4.2.0009.15 s
Ot 248,56 40 263,94 Mr (256.25 wr = 3,0 %), 431,78
18/20 Tabnetok He Gonee L 5% i 1;}'
2/20 taGnetok ve Ganee + 10% e L
4, | BOQA @ P®, 0mC,1.2,3.0002,15 MoToa K. Ouwepa. 3.9%
He Gonea 7,0%
5. | PACTBOPEHMWE o P@, OMC,1.4.2.0014,15 (101%)
Y@-cnokrpocoToMuTRMA, 101,0%
He meHee B0 % (Q) oT 2aRBNCHHOrO  KONWHECTDA 100, 1%
knonuaorpena wepas 30 mMuH, 102.9%
101.1%
9a9,6%
g e e e 101,4% =
6. | POOCTBEHHLIE B3IXX, 0,07
MPUMECH Mpumock A = Ho Gonee 1,2 %, ﬂ'ﬂ,..f,"
npumech C = we Gonee 1,5 %, D'Cl:“”“
CAMHUYHAR HOWABHTUAUUMPORAHHAN NpUMBcs — He Gonoe 1}'1"':'0
0.2 %: 155,
Cymma npumecei —we Gonee25%. V0
7. | OOHOPOOHOCTL I Pd, OMC.1.2.4,0008.18 (cnocob 1) =
OO3UPOBAHWNA AV 5 150 % (n = 10), ecnu YEnonue He DbINGANABTERA, TO AVype 4,9
AV = 150 % (n = 30), wu gpa 30/30 TabneTox
KOMUYBCTOLHHAE COLGDMAHWG  KNONWAQrPENd  AOMKMO
Rl — HOXGAUTLEN B MHTepBane 075 M-126M. |
8. | MUKPOEWONOrMYECKAR | I'e PP, ODC.1.2.4.0002.18, Kareropun 3A,
YACTOTA Q6Wwes “ucno aapolHisid MUKPOOPraHnIMoE - Ha Gonee 10° 10
KOE n 1 r (mn);
Obies YUCNO ApOXOKEBLIX B NNCCHODLIX rpubon: He Bonece Menae 10

He oGnapymono

BIMKX. or 71,25 40 78.75 mr knonuaorpena (ot 95,0 % Ao

Ha  woWmypHotl Auodkonal  ynokouko
PYCCKOM _A3blKe  VKIILIGOIOM:  TOpronaa

(Griucmopn)  Ha
HEMAMEHOBOHKE

ONPEOENEHUE 105,0 Y% ©T 29ADNBHABID KANWYDETER) I OAHOR TABAGTKY, ':';H"gt_’:‘;
98, 20
10. | YMAKOBKA Mpu Apeuancdeman, dacoake w/umi ynaxoske Ha OO0 | Mpousaodemag, hacoond U ynaxodka ia
«MAKIN3-QARPMAL: Q00 e MAKIAZ-MAPMA L
Mo 10 TaBneTok A KOWTYPHYIO fAuedkobylo ynakooky | Mo 10 Talinetox o koWTypHyis
(GAMETOR) W3 NAGHKW NGNUDWHUNXKNOPWAHOR W oMM | ANGAKADYK  ynakobky (Gnuctop) W
ANIOMUHWBNOW UMK B KOWTYPHYIO AUNGAKODYIO YNAKORKY | NNEHKW NBX/MBAX ] honLrv
(Gnuctep) wa nnevkn NBX/MBAX » chonbrt BNIOMUHKEDON | ANIOMUHUBROR
Mo 30, G0 wnn 90 TaGneTok D GaHKe M3 NONMDITHNGHD
HUIKOTO ABRNEHUH, YKYNOPEHHOR KPLILKDW NONUMApHOA ©
KGHTPONEM NEPEOTO BCKPRITAA UNK B OAHKG U3 NOAWITUNGHA
BLICOKOR NNOTHOCTI, YKYAOROHHOA KPLILLKOW NoNUMEpHOW ¢
KOHTRONGM NEPBOrO HCKALITUA,
Mo 3 wnu 6 KoHTYPHLIX AYelkoDbix ynakouok (Gructepon) | Mo 3 KOHTYPHBIX SMERKOUBIX YNAKOBOK
unu no 1 GAkKe DMECTE & WHETPYKUWARA no NRUMOHeHWo o | (CNUCTepon) wMmecTe & WHETPYKUMOR no
2 NHYKY KIPTOHHYIO. _ ARUMEHIHUIG 0 NAYKY KIRTOHHYIO
11. | MAPKMPOEKA Mepeusnan ynaroska, Mepeusnan ynakoak,

Ha rkovmypiiod  sugikonet  ynaxoake

(brucmope)  tm_ pycokom  aaske




MAKKIIDAP A

MACTOPT Ne 41/23

cTp.2ua 2

OTAEN KOHTPOINA KAYECTBA

IlnueHana Ne00205-11C or 15.02.2021 r

HAUMEHOBAHWE

NPEMAPATA:

Mnarpun® TabneTku, noKpLITLIC
nneHo4YHon obonovkou, 75 mr

100020, ¢ Mecsas HOMEP CEPKWMK: PL1191022
o M sk | TIATA NPOWABORCTBA | 26.10.2022
Eipotpe 4 FDHEH ,EIQ: 31 .10.2024
ks OBBEM CEPUWN: 9 457 yn. Na30
o . AHANWI NO: JIN-006376-290720, Wam. Ne1, 2
Ak | XPAHEHWME: Mpu TeMnepaType He Buiwe 25 °C.,
{ 5
rm ‘_| Hi:::::’;:;:‘::;;ﬂ““'_ _ _,_ TpeGonanus H;l_. Peaynerars anankaa
NPEMGRATA  ©  NPOAYNDEAUTENLHOR Mapkwpouked B, | pxagunn!  Topronos HIWMUHOBAHNG
MUMAYHIPOANCE  HENATAHTODAHMOR  HAMMEHODANWG W ApenapaTa e  ppeaynpeauTenhHow
! AQIMPOBEY  (HE  pYCIKOM M AMFAMACKOM AILIKAX), | MApkvpoBKGA ,  Mexaywapoguon
! NCKAPCTHCHKYIO OPMY, HAHMIHOBAHWE TCOOPHBIA JHAK | HONATEHTORONHGE HOWMEHOAAHMA W |
I [NaTHHIEUEK) Acparans ROTUCTRALMOHKOrD ACINDORKD (MO DYCCKOM W NRMWACKOM f
! YAOCTOROROHUA . HOMOD GepuM, ATy NpOMABoACTNA (NpW | sSawkax), NEKNpCTURHKHIR thapma, |
f Daconke na 000 «MAKWI-SAPMAS AOTY NPOWINGACTRE | HAVMEHODAHWE TORARHRIA  3HaK |
| "e HAHOCAT), BATY METOHEHUA CPOKA FOAHOETH (natunuiien) Aupwatenm
Bmapuvnan ynakoara, POTWETRALMDHHOMD YAOCTONGEPOHUA,
! Hit kupmonked nauke wa PYCEROM RILIKE YRAILIGNNGM' | HOMER cepuw, nata HETENOHUR CROX
TORrenoe MAMMBHERAHWE NPENAPATA © NPEAYNPEAWTENLHOR | rOAHOCTI
! MAPKMpOBKCH (D, MeXAYHADOAHDE  HORATOHTONIHMOD Bmoepuynan ynaxoaxa,
| HINMCHODONKE,  nOIUpOAKY, mapuunu'runanuumun:wn Ha  wopmownoid  paske  wa LYCCKOM
! ! fRYNNY, NOKApCTBOHHYIG IopMy W KonWUacTuO TalineTox o Aabike YRAIUHG, roprosoe
| YNIKOOKG, HAMMOHOBIHWMG W COABRNMIMMO AGNCTOYIOWErD | HOMMEHOBANNE npenapata c
i HOWOeSThd 0 agrow  TaOneTtee,  yononuna XPAHOHUA, | NPeAYNRBAMTENBHOR Mapkuponkon o0,
! NPEAYRDOANTONUHGI®  BKOANHCH «Copopwut  naxTodw MIMKAYHAPOAHOO HERATOHTOLINHDA
I MOHOrBADOTS®  «XPOHWTE 0 HELOCTYNHOM  ann  aeTen HOKMEHODOHME, Aoanponka,
! Mectey, wllopua NpUMEHEHREM NPANAPATR OIHAKOMLTACK C | (DUPMAKOTERANEOTRHOCKIN rpynna,
i l NPANAraEMod MHETRYKUMER Y, slTOUHUMATE N0 HOIHAMBHKIO NOKADCTOOHHOR QIOPMA W KOMWYECTRO
! | GRivaN, YCnonwn oTnycka, Cocol NPUMEHEHWA, HAANWCE | TabneTox 0 YNAKOnKe, HOWMBHODOMWE W
; «8n - 2APErUCTPUPONANHNIA  TOBARHIA AHAKR,  HOMOP | COAUDMIHME LOACTOYIOWErD DEWECTHA
‘ COMARTONLETIA © PErUCTROUMK TODRAPHOMG JHAKA, HOMOR | U OANON TAGRGTKE, yenomvn XDIHEHUA,
| ’ perncTaaLMorKOIG YAOCTONAREHUA, HIUMOHOIARRG | NRBAYRPEAMTENARHEIG HUANUCH
| l AQPAATENA DETUCTRALMGHHOIO YADCTORCRORMN, 6ro CTpady | «Coa0pMuT  nnkTeanl MOHOrMAROTY,
i W TOODPHWIR JHAK (NATHHAWUGR), HIMMOHOBAHNG W CTRAHY | «XpopuThL b HEAGCTYNHOM AN peTen |
1 : DUPMBLNPOUABGANTENN  (Ipk nponanoactoe na OO0 | mectay, «Mopaa NPUMEHEHWEM
| | aMAKWI-0APMAY YRATWIGDT CTROHY, FOPOA), WTPHX-KOA, npenapara OIRIKOMBTECH [
| ' HOMEE Copui, A4TY NPOMINDACTBA (NPV NPOMIACACTRE HA NPHAAraEMon MHETRYELMOM 3,
I ' 000 «MAKNI-DAPMA» AATY NPOVIROACTOA He HanocaT), | «MIpMHUMUTE A HAIHAYEHWO npaANa s,
| 44Ty WCTeUOHAR CPOKI TOAHOCTYH, LWTPWX-KOA © thopMaTe | ycnaoun OTAYCKD, SNOCOD NPUMBHAHWA,
| ’ OnaMatrix,  rnetnnbHbmg WAOHTUIBMKALUMGHHBIA  HOMep | HaanHce «fin HIPUFMETRURDBAHABIN
i | TOProuoW GAMHULK W HHARDUAYANLHBIR COpPUANHLIA HOMOR TODAPHWK JHIK®, HOMER
i 1 TOPronoM eanmnubl, coupeTANLETDN [+] paruCTpaUMY
; Ha  atuketey Gaukn w KAPTOMHY®D  nauky moryT OTe | Tosapmoro AHAKD, nauupr
! HAHBCONL  TexWuueckie  (NPOWIBOACTOOHHLIG) KOAW | perueTpaunonHorg yAoCTOREpaHUA, |
| (rpacuunckre, ByrnanHe unu Uudponbie) HIAVMMOHDIANWE AUpsGITans
i i donepnumansno we emopuwral YOOKCOKE  (Ma  (AYKe | POTWCTDALMOHHOMD YADCTONepEHun, aro
| | RIPMONHOL) 1l amanutickom sabixo FROILIODIOM. TOPIODOE | CTPOMO M TOBMAPHKIA IHAK (naTamuyen),
i HAUMEHORDHNE NBKAPCTREHHOrG NPURAPATA, | HOWMEHODEHWG, CTPaHa M ropoa
i | MENAYHIPDAHOE HONATAHTOBAHHOD HOUMOHOOOHWG, | WPMLI-NPENINCAKTENS, WTpHx-kan,
| AQIMPOUKY, NERAPETOEHHYIO QIOPMY K KONUYECTRO TAGNETOK HOMED COpUN, AaTY WETEMEHAR Cpoka
| D YNakoBke waanuch sAnlinggrogants, [ TOAMDCTW,  WTPIx-¥34 O chopMate
| i DataMatrix, rnoGansrni
| HACHTUIUKIUNOHHBIA HOMEDR TOPronow
! EAMHULIbI " HHANAWAYANLHEW
i ! CEPHIAHBIR HOMBE TORrODOR CANHMUDI
| | Lononwumenswo  wa amopt O
| | Ynuxoako (Wi navwe  kapmaonnad) sa
I l UHANULCKOM RiniKe yxadamp: Topronoe
! | HOMMAHOODHKE NEKARCTOBHHOTD
| | npenapara, MEXAYHIPOAHOR
: II HENOTEHTORIHHOE HAUMEHODaNME,
) e ADINPODKA, NekapcThEHHIR thopua w
]‘ Ty N KOMMMECTHO  TBnoToK 0 ynawouse
R L S O e Tt ‘ U ARAY HAANKEL ¢Anling gregants,
3aknovenue: CooteetcTayer rpeGosanunm JN-006376-290720:Uap. No1, 2
Bl I \‘\ P AR
. L YHTRA \ o
HavankHuk QKK: VoA e O | nkoea Q.6
‘CTIETAJ,-':'

Hara Beinycka OKK: «13» dbespans 2023 r. \ i
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