TvueHsua Ne 00205-71C ot 15 despana 2021 roga

Pazpemienne Ha Beinyck JIIT Ne 319
(8 cooretcTruH ¢ [Ipuinoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 ¢cGMP)

Haspanue npoayxra / narpun®/ Plagril

Name of the product

MHH / Knonuporpen/ Clopidogrel

INN

Jlexapctennas hopma / TaONeTKH, TOKPHITHIC TIICHOUHOMH 06010YK0FH/
Pharmaceutical form film coated tablets

Hos3uposka / 75 mr/ 75 mg

Dose

Tun ynakosku / 10 wt. / 3 xoHTYpHAs s4yefiKoBas yNaKoBKa / mauxa KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1390923

Bach number

Jata npoussoscTra / 05.09.2023

Date of manufacture

Cpox rogroctn / onen 1o 31.08.2025

Expiry date

Pazmep cepru / 9 979 ynaxoox/ 9 979 packs

Bach size

Crpana vaznayenus / Poccus/ Russia

Destination country

Perncrpaunonnoe ygocrosepenne | JIT-006376 or 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JIIT-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTupHblif 1oKymMeHT / JIIT-006376-290720, n3m. Ne 1,23/

Normative document JII1-006376-290720, variation Ne 1,2.3

[Tpon3roacTBO roToBOM O611ecTBO C OrPAHHYEHHOH OTBETCTBEHHOCTRIO "MAKI3-
nekapeTBeHHON popmbl / Finished | @APMA" (OO0 "MAKI3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocksa, ABToMOGHIBHBIH TPOE3, J. 6, CTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuynas ynaxoska / OO111ecTBO € OTPAHHYEHHOM OTBETCTBEHHOCTHIO "MA KM 3-

Primary packaging ®APMA" (OO0 "MAKU3-@APMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOGHILHBINA npoesy, 1. 6, ¢1p. 4, c1p. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O6wiecTBo ¢ OrpaHHUeHHON 0TBETCTBEHHOCTHIO "MAKI3-
Secondary packaging DAPMA" (000 "MAKH3-®APMA") Limited liability

B company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. Mocksa, ABTOMOOGHIBHBII ITpoess, . 6, c1p. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JTivuensuna Ne 00205-/1C or 15 despana 2021 roga

| BoiTycKarommuit KOHTPOIb OB1mecTBO € OrpaHnyUeHHOR 0TBETCTBEHHOCTEIO "MAII3-
KavecTna / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/
Address:

109029, r. Mocksa, ABToMOOMIBHEIE NPoe3x, 1. 6, ¢1p. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanne ADC/ Knonugporpen/ Clopidogrel

API name

[Tpouzsourens ADOC / Xerepo Jparc Jlumuren, Mumus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP23030009

API Bach number

Hacroaunm nonTeep:aao; uro gaunas cepust N PL1390923 Inarpun® tabnerku, [IOEPBITHIE
TUIEHOYHOR 00on04koit, 75 Mr Ne 30, nacropr Ne 328/23 ot 23.10.2023 6bina npou3BencHa U
TPOKOHTPOIUPOBAHA B COOTBETCTBUM ¢ geHcTryromunmu Ipasunavu Hamiexamed
IPOHM3BOACTBEHHOM NpakTuKy Eppasuiickoro Skonomuyeckoro Coio3a ¥ TpeGoBAaRHAME
PerucTpamOHHOTO0 0Cke, a TAKOKEe B COOTBETCTBUH €O CHENHPUKALMAME 3aPErHCTPHPO BAHHOTO
IPOAYKTA. I
JIOKYMEHTEL 110 TIPOM3BOACTBY (TPHMEHHMBIM CTaIIAM) H KOHTPOJIIO KaYecTBa MPOBEPEIIEl H
onoOpeHEL

Jlio0sie 0TRIOHEHHS pPacCeIOBARBI B COOTBETCTBHH ¢ BHYTPEHHUMHE HPOLEAYPAMM U 0100PEHb!
YTIOAHOMOUYECHHBIMH JIHIOM /

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossier, as well as in accordance with the specifications of the registered product
Documents for production (applicable stages) and quality control are verified and approvad.

Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.

Beperennnxosa B.K./ 3&5;% fe 6_{7/ P «025 »'@L/mezz’?é}ix.?'[sz.”) T

Y10IHOMOYEHHOE STHLIO e
000 «MAKH3-©APMA » Lots MHe
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MACIMOPT Ne 328/23

& cTp. 1u3 2
S i OTAEN KOHTPOIA KAYECTBA
MLmmnin Tuuensust Ne00205-11C ot 15,02.2021 r
NARMISSRAEEA HAUMEHOBAHUE Mnarpun® TabneTku, NOKpbITLIE
" MPENAPATA: NNEeHOYHON 0BONOUKON, 75 Mr
109029, r. Mockea 2
AsTomMoBUnbHLIA Npoeaa, HOMEP CEPUM: PL1390923
Aom B, DATA NMPOU3BOACTBA: 05.09.2023
CTpoeHUe 4, 5
ol ey rOLEH [O: 31.08.2025
cTpoetne 8 OBBEM CEPUN: 9 979 yn. -Ne30
Ten: (495) 981-00-88 NPOUSBENEHO: 000 «MAKU3-®APMA»
AHAJIU3 MNO: JM-006376-290720, ¥iam. Nei, 2, 3
XPAHEHUE: pu Temneparype He Boiwe 25 °C,
i Haumenosarne Tpe6osanusa HL Pezynbrarthi aHanusa
nn rnoxKasarens P Y
1. | ONMUCAHUE Kpyrneie  psoskosbinyknsie  Tabnetkn c  chackodt, | Kpyrnbie  ABORKOBLINYKILE TabneTkn o
NOKpbIThIE NIIEHOUHON 0BoNOYKOH PO30BOro LBeTa. hackoil, NOKPBITHIE NAEHOYHOW 0B0NOUKOH
PO30BOIO LgeTa.
2. | NOQNMHHOCTL Y®-cnekrpodotoMeTpysl. YO-criekTpbl  NOrnoLieHus Y®-cnexrpochotomeTpus. Yd-cnexrpel
UCNBITYEMOrO 1 CTAHABPTHOTO PacTBOPOB B 06M1acTh OT | NOFMOWEHUA UCNBITYEMOrO M CTaHAapTHOTO
250 40 300 HM AOMKHE! UMETHL MAKCUMYMbl NPU OLHUX It pacteopoB B obnactu ot 250 ao 300 Hm
TeX e ANMHAxX BOSH. UMEIOT MaKkCUMyMbl NPU OBHUX W TEX Xe
B3XX Bpema yaepXuBaHWA OCHOBHOTO NUKA Ha | ANUHAX BOMH.
XpomarorpamMe  UChLITYeMOro pacTteopa AomkHO | BOXX Bpems yaepkuBaHus OCHOBHOMO
COOTBETCTBOBATL ~ BPEMEHM  YAEDXWUBAHWS  NMKa | NMKa Ha XPOMATOrpammMe UCNLITYeMOoro
Knonuaorpena  Ha - Xpomarorpamme  CTaHAapTHOro | pacteopa cooTBETCTBYET BpPEMEeHM
pactsopa (pasaen «KonuyecTseHHOe onpeseneHue). YAEPXUBAHMA  nNuKa  KNonuaorpena Ha
XpomatorpamMme CTaHAapTHOrO  pacTsopa
(pasaen «KonuyecTeeHHoe onpegeneHney).
3. | CPEOHASA MACCA e Po, 09C.1.4.2.0009.15
Ot 248,56 g0 263,94 mr (256,25 mr % 3,0 %). 258,85 mr (+1,0%)
4. | BOOA T'® PO, 09C.1.2.3.0002.15 Meton K.duwepa. 1.3%
He 6onee 7,0%
5. | PACTBOPEHUE o PO, 00C.1.4.2.0014.15 (98%)
Y®-cnexrpodoTomeTpus. 99%
He wmeHee 80 % (Q) OT 3aABNEHHOTG KONUYECTBA 98%
knonuaorpena vepes 30 MuH. 98%
98%
99%
99%
6. | POOCTBEHHBLIE B3XX. i
NPUMECH TMpumecs A — He Bonee 1,2 %; 0‘12;/”
npumecs C — He Gonee 1,5 %; 0'020/"
AUHWYHAs HeuaeHTUDULMPOBaHHAs NpuMechk — He 0'19(,;
Gonee 0,2 %:; S
CyMmMma npumecen — He 6onee 2,5 %.
7. | ORAHOPOOHOCTL I'e PO, ODC.1.2.4.0008.18 (cniocob 1)
OO3VUPOBAHUSA AV £ 15,0 % (n = 10), ecnu ycnosue He BLINONHAETCS, AV =42%
ToO AV = 150 % (n = 30), u gns 30/30 TabneTtok
KOIMUYECTBEHHOE COAEepXaHne KNONMAOrpena JOSHKHO
HaxXoAuThCA B uHTepsane 0,75°-M — 1,25-M.
8. | MMKPOBUONOIMYECKAS | T® PO, O®C.1.2.4.0002.18. Kateropus 3A.
YUCTOTA OBuiee 4ncno aspobHLIX MUKPOOPTaHU3MOB - He Gonee
10> KOE & 1 r (Mn); Menee 20 KOE 8 11
OfLjee UnMCnOo APONOKEBLIX ¥ NAECHEBLIX rPUBOB; He
Gonee 10° KOE B 1 r (Mn); Menee 10 KOE 8 1 r
Escherichia coli: otcyTctave 8 1 1 (mn). He oBHapyxeHo
9. | KONMMMYECTBEHHOE B3XX. or 71,25 g0 78,75 mr knonugorpena (oT 95,0 %
ONPENENEHUE A0 105,0 % OT 3aSBNEHHOrO KOMMYECTEA) B OAHON 26,00 ME
Tabretke. (100,0%)
10. | YITAKOBKA lpu npoussodemse, ¢hacoske w/unu ynakoeke wa OO0 | [poussedcmao, chacoska u ynakoska Ha
«MAKS-OAPMA»: 000 «MAKU3-QAPMA»:
Mo 10 Tabnetok B KOHTYPHYID AYEHKOBYIO ynakosky | o 10 TabrieTok B KOHTYPHYIO sueikoBylO
(BnncTep) M3 NReHKN NONMBYHANXNOPUAHON U cornbry | ynakosky (6nvctep) us nnerku NMBX/AIBOX u
asIOMUHUEBON UMM B KOHTYPHYIO SIENKOBYIO yNakoBKy | (hOMbIv amoMUHUEBOI
(Bnucrep) w3 nnenkn  MBXMBAX u donbru
aniomnrueson Mo 30, 60 unu 90 Tabnetok B HaHke U3
noauaTUNeHa  HU3KOTO  AaBNEHWs,  YKYNOPEHHON
KPbILLKOW NONMMEPHOM C KOHTPONEM Nepsoro BCKPLITUS
unn B BaHke M3 NONMATMAEHA BbLICOKOI NNOTHOCTH,
YKYyNOPEHHOW  KPLILUKOW NOMMMEPHOR C  KOHTPONemM
NepBsoro BCKPLITHS.
Mo 3 wnnm 6 KOHTYPHbIX AYENKOBLIX ynakosok | Mo 3 KOHTYPHbIX AYEUKOBBIX  YNakoBOK
(6nuctepos) unu no 1 GaHke BMECTe ¢ UHCTPYKLMEN o (6nucTepoB) BMECTE C MHCTPyKUMEW no
NPUMEHEHNIO B NayKy KapTOHHYIO, NPUMEHEHNIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA fepsuynasi ynaxogxa. MepesuyHas ynakoexa.
Ha koHmypHoii auelikosod ynakoske (6nucmepe) Ha | Ha KOHMYypHOUl  s4e(lkosoll  ynakoexe




TTACTIOPT Ne 328/23 | IURGRE
y CTPp. 2 M3 2
OTREN KOHTPOIIS KAMECTBA
Nuuen3us Ne00205-1C o1 15.02.2021 r
BARKMS EAFIL, HAUMEHOBAHUE Mnarpun® TabneTiy, NOKPbiTble
" NPENAPATA: MNeHOYHOK 0BONOUKONR, 75 Mr
109029, r. Mockaa 3
ABTOMOBUNBHLIA NPpoe3a, HOMEP CEPWIA: PL1390923
AoM B, DATA NPOU3BOACTBA: 05.09.2023
e FOAEH [O: 31.08.2025
cTpoeHne 8 OBBLEM-CEPU: ‘ 9 979 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEJEHO: 000 «MAKN3-DAPWMAY
AHAJIU3 T10: NN-006376-290720, Wam. Net, 2, 3
XPAHEHKE: Mpu Temneparype He Bhiwe 25 °C.
Ne HanmeHoBaHue Tock H P ;
ity e e pebosanus HI » eaynbTaThl aHanM3a
PYCCKOM: A3bIKe YKa3bIgatom: TOPTOBOE HaUMEHOBaHue | (brucmepe) Ha pPYCCKOM §13bIKE YKaaaHo:
npenapara C nNpejynpeauTensHON Mapkupoekoit ®, | TOprosoe HawumeHOBaHue! ! npenapata ¢
MeXJYHapOAHOE HEeNnaTeHTOBAHHOE HAWMEHOBaHWe ¥ | NPefyNpeawTenbHOW — Mapkuposkon @,
A03MPOBKY  (Ha PYycCKOM ¥ aHIWACKOM  s3bikax), | MewgyHapogHoe HENATEHTOBaHHOE
nekapcTseHHylo opmy, HauMeHOBaHwe — TOBapHbIA | HaWMEHOBaHWE 1 4O3NPOBE: (Ha PYCcCkoM W
3HaK (natvuHuuer) gepxaTens  PerncTpauMoHHoro | arrnuickom A3biKax), | NeKkapcTBEHHAaRs
YBOCTOBEPEHUS,, HOMEP Cepuu, JAaTy npouseoAcTBa | diopma, HauMeHoBaHwe  TOBapHbll 3HaK
(npir  dhacoske Ha OO0 «MAKU3-GAPMA» gary | (naTuHuuen) aepyatens pelncTpauuoHHOro
NPOU3BOACTBA HE HAHOCAT), ZaTy MCTEUEHMA Cpoka | YAOCTOBEpeHWs, HOMEp & cepww, jaara
FOAHOCTY, UCTEUSHUA CPOKE FOAHOCTY.
Bmopuynas ynakoska. Bmopuyras ynaxosxa.
Ha kapmoHHOU navke Ha pYCCKOM A3biKe yKasmigaiom: | Ha kapmoHHOU nadke Ha OYGCKOM S3biKe
TOprosoe HaumeHoBaHue npenapara ¢ | ykasaHo; Toprosoe HaumMeHoBaHue
npegynpeauTensHON Mapkuposkol ®, MexayHapoaHoe | npenaparta ¢ npeynpesuTensHon
HenaTeHToBaHHOE HanmeHoBaHue, AO3UPOBKY, | MapKupoBKON ®, NeXAYHapoaHoe
thapmakoTepanesTUYecKyio TPYNny, NEKapeTBEHHYK | HEenaTeHTOBaHHoe HaumeHoBaHue,
dopMy ¥ KkonM4ecTso  Tabnevok B yNakoeke, | A0BMPOBKa, thapmakoTe panesTuieckan
HaumeHoBaHue U coiepXaHue  aedcTsylowlero | rpynna,  fiekapcTBeHHas | dopma "
BeujecTBa B OfHOW TabneTke, YCNOBUR XpPaHEHWd, | KOnuYecTso  TabreTtok ‘B ynakoBske,
- pepynpesutensHbie  Hapnucy «CopepXuT nakTosbl | HauMeHOBaHuwe. " copepxanve
MOHOTUAPaTY, «XpaHuTt B HEAOCTYMHOM ANs ATed | AeifCTBylOLlero  BeljecTEd B OAHOW
MecTe», «Mepep, NpUMeHeHneM npenapara | TabneTke, ycnosust XpaHeHus,
O3HAKOMbTECH ~ C  NpUNaraemMonl  UHCTPYKUueW», | npepynpeautenbHele HagMvcy «COLepKuT
«MpUHAMATE. ND HA3HAYSHMIO BpaYay, YCNOBUS OTIYCKa, | NakTo3bl  MOHOrVAPAT», || «XpaHuTh B
‘cnocod fIPUMEHEHUSA, Haanuch «®: - | HepoCTYMHOM ANA pevei mecren, «Mlepea
' 3aperucTpUpOBaHHbLI  TOBapHbIA  3HaK»,  HOMEp | NpUMEeHeHueM npenapata C3HakoMbTech ¢
CBUAETENLCTBA O PErucTpauiy TOBApHOTO 3Haka, | MpunaraeMoyi WHCTpykuuer, «Tlpusumarts
‘HOMEp perucTpaLoHHoro YAOCTOBEPEHUA, | MO HasHaYeHwlo Bpauax, YCI0BAS OTnycka,
HaumeHoBaHne Aepxarens perucTpauuonHoro | cnocob npumeHeHus, Haynuce «®» -
YAOCTOBEPEHUst, €ro CTpaHy U TOBApHLIi 3HAK | 3apervcTPUpPOBaNHLIN TOBIPHBIA  3HaKY,
(natuHuue), HaumeHoBaHue W CTPaHy (hMpMbl- | HOMEp CBUABTENLCTBE O perucTpaunu
npoussoguTens (npn npoussoacTee Ha QOO «MAKWU3- | ToBapHOro 3HaKa, HOMEp PErUCTPaLUOHHOTO
GAPMAY»  yKkaselBaloT CTpPaHy, TFOPOA), LUTPUX-KOZ, | YAOCTOBEPEHUS, HAUMEHOBA fUe AepXaTens
'HOMED Gepwy, AaTy TPOU3BOACTBE (MPY MPOUBBOACTBE | PErUCTPAUMOHHOTO  YAOCTDIEPEHUs,  €ro
Ha 000 «MAKU3-®APMA» paTy npoussoAcTBA He | CTpaHa U ToBapHbili aHak (naTuwuuen),
HAHOCAT), AATY UCTEUERUS CPOKA FOAHOCTY, LUITPUX-KOA, | HAUMEHOBaHUE, CTPaHa U "0poa (UPMbl-
B thopmare DataMatrix, rnoBanbHbil | NPOM3BOAUTENA, LITPUX-KOA HOMEP Cepuu,
WAEHTAMKALMOHHEIA HOMEP TOProBOW EAVHMUBL M | 4ATYy WCTEYSHWs CpoKa FOAHOGTW, LTPUX-
WHAMBNAYanbHLIA CEPUiHbLIA HOMEP TOProBol eauHUUL. | ko4 B dopmarte DataMatrii, rnoBansHblit
Ha a7uketky GaHkn. M KapTOHHYIO nauky MOryT ObiTh | WAEHTU(UKALMOHHLIA  HOWEp  TOProBoil
HaHeteHbl TeXHu4eckue (NPOM3BOACTBEHHbIE) KOAbl | EAUHUUBI W UHAMBUAYaNLEBIA CEpUiHbI
(rpachuueckue, ByKBEHHbIE UMY LUDPOBbIE) HOMEp TOProBoit e nHNL b, |
LononnumensHo. Ha emopu4HOU ynaxkoske (Ha nauxke | MoronHumersHo Ha 68MOpLiHHOT ynaKkoske
KapmoKHOU) Ha aHenulicKoM A3biKe yKadbigatlom: | (Ha Tayke KapmoHHOU) H3 aHeruicKoM
TOProBOE HauMeHOBaHWe NEeKapeTBEHHOrO NPEenaparta, | #3blKe yKa3aHo: TOProsoe HauMeHosBaHue
MEXAYHAPOAHOE HEenaTéHTOBaHHOE HauMEHOBaHue; | nekapcTBeHHOro . npenaparta,
JO3NPOBKY, MNekapcTBEHHYI0 (DOPMY W KONMUECTBO | MEXAyHapoaHoe HEllaTeHToBaHHoe
Tabnertok B ynakoeke, Hagnuck «Antiaggreganty. HauMeHOBaHME, J03NPOBKA, .1EKapCTBEHHAR
chopma u KonuuecTso Tabne oK B ynakoske,
Hapnuce «Antiaggreganty.
3axnoueHue: .Nei, @, 3
Hauanbhuk OKK: Bonkora O.B.

Hata seinycka OKK: «23» okTsabpsa 2023 T,
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