NuueHsua Ne 00205-N1C ot 15 dpespana 2021 roga

Pazpemenue Ha Beimyck JIIT Ne 245
(B cooTBetcTBuy ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npojyxra /
Name of the product

[Tnarpun®/ Plagril

MHH /
INN

Knomunorpen/ Clopidogrel

JlexapcTBenHnas gpopma /
Pharmaceutical form

TabNeTKH, TOKPBITEIE TUIEHOYHON 000104UK0T/
film coated tablets

Hosuposka / 75 Mr /75 mg

Dose

Tun ymaxosku / 10 wr. / 3 KoHTypHas suelikoBas ynakoBKa / Ilauka KapTOHHAs
Package type 10 PCs/ 3 blister packs / cardboard packs

Homep cepun / PL1250623

Bach number

Hata npousBozcTsa / 20.06.2023

Date of manufacture

Cpoxk rognoctu / ["'osten 10 30.06.2025

Expiry date

Pasmep cepun /
Bach size

9 809 ymaxoBox/ 9 809 packs

Crpana HazHayenus /
Destination country

Poccusi/ Russia

Perucrpaunonsoe ynocrosepenne
/ Marketing authorization

JIIT-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/
JII1-006376 from 29.07.2020 (renewal date 12.05.2022)

HopmaTuBHBIA 0KyMEHT /
Normative document

JIT1-006376-290720, u3m. Ne 1,2,3/
JII1-006376-290720, variation Ne 1,23

ITpon3BoacTBO roTOBOM
nexapeTBeHHOH Gopmel / Finished
dosage form manufacturing

OO1mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKN3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mockpa, ABTOMOOUIBHBIH Mpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepsuunas ynaxopka /

OB111eCcTBO € OrpaHUYEHHOMN OTBETCTBEHHOCTHI0 "MAKI3-

Primary packaging ®APMA" (OO0 "MAKH3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. Mocksa, ABToMOGHIBHBIN 1poe3, 1. 6, ctp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ymaxoka /
Secondary packaging

OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHI0 "MAKI3-
DPAPMA" (000 "MAKHN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABRTOMOGHILHEIH npoesn, 4. 6, ¢Tp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JinueHsua Ne 00205-/1C ot 15 despans 2021 ropa

Brrmyckarommmit KOHTPOJb OO61ecTBO ¢ OrpaHrYeHHON 0TBETCTBEHHOCTHIO0 "M A KI3-
KauecTna / OAPMA" (OO0 "MAKM3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocxksa, ABTOMOGHIBHEI Mpoesy, 1. 6, crp. 4, cp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanwe ADC / Knomunorpen/ Clopidogrel

API name

IIpomssonurens ADC / Xerepo parc Jlumuten, Mamas/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP22120009, CP23030005

API Bach number

Hacrosamum ronreepaxnaro, uro manmas cepust Ne PL1250623 Mnarpun® Tabnerku, TOKPBITHIE
IUIEHOUHOM 06010uK0H, 75 Mr Ne 30, macmopT Ne 252/23 ot 31.07.2023 Grrra IIPOHM3BEIEHA 1
NPOKOHTPOIHPOBAHA B COOTBETCTBHH ¢ AeHcTBYromumur [Tpaunamu Hamresxarmei
IPOM3BONCTBEHHON MpakTuky EBpasutickoro Dxonomumaeckoro Corosa i TPeOOBAHHSIN M
Perucrpanuonnoro nocke, a Taroke B COOTBETCTRIHM CO crenuguKanuAMyu 3apEerHCTPHE OBAHHOTO
NIPOIyKTa.

JOKYMEHTEI IO IPOH3BOACTBY (IIPUMEHHMBIM CTaIHSM) U KOHTPOIIIO KaIeCTBa MPOBEREHb U
000pensL.

JI10081e OTKIOHEHHS PACCTETORAHEI B COOTRETCTRHIL C BHYTPCHHHMH TIPOLEIYPaMH 1 (106 penbl
YIONHOMOYEHHEIME JTHIOM /

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 approved.

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

7
Beperennukora B.K ./ (‘(%e bwess
%

VIIONIHOMOYEHHOE JIHIO
000 «MAKHU3-DAPMA




KK-006/3938

MACMOPT Ne 252/23

cTp. 1 U3 2

£

OTHEN KOHTPONA KAYECTBA
NMuuenaus Ne00205-J1C ot 15.02.2021 r

MAKHUSDAPMA HAUMEHOBAHUE Mnarpun® TabneTku, NOKPbITLIE
S " NMPENAPATA: nneHo4YHoM 06oNoYKoii, 75 Mr
109029, r. Mockea 2
ABTOMOBMNbHBIN NPOE3A, HOMEP CEPWM: PL1250623
AOM 6, OATA NMPOU3BOOCTBA: 20.06.2023
CTpoeHue 4, .
e FOLEH [0: 30.06.2025
cTpoeHue 8 OBBLEM CEPWMN: 9 809 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BELEHO: 000 «MAKU3-®APMA»
AHANU3 MNMO: JIN-006376-290720, W3m. Nei, 2, 3
XPAHEHMUE: Mpu Temneparype He Bbiwe 25 °C.
B HaumeioBRgHve Tpe6oBanus HOQ PesynbTaTthl aHanusa
n/n nokasarens P y
1. | ONUCAHUE Kpyrnble  aBoakoBbinykrble Tabnetkm ¢ cackowr, | Kpyrnble ABOsKOBbINykMble TabneTku ¢
NOKPLITLIE NNEHOYHOW 060N0OYKOV PO30BOro UBeTa. ackor, MOKPbLITbIE MNEHoYHOoN oBonoykoln
pPO30BOro LBETA.
2. | NOONWUHHOCTbL Y®-cnekrpochotomeTpusi. YOD-cnekTpel nornoweHns | Y®-cnektpodoToMeTpus. Y-cnekTpbl
VCMbITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 061acTh OT | NOTNOLWEHUA WCMLITYEMOro U CTaHAapTHOro
250 po 300 HM AOMKHEI UMETH MaKCUMYMb! MPU OaHUX U | pacTeopoB B 0Bnactu ot 250 go 300 Hm
TeX Xe ANvHax BOIH. MMEIOT MaKCUMyMbl NPU OAHUX W TEX Xe
B3XX BpemsA yAepXuBaHUA OCHOBHOrO nuka Ha | AnNMHax BOMH.
Xpomarorpamme  UcnbiTyemoro pactsopa gomkHo | BOXX Bpema yAepXusaHWs OCHOBHOrO
COOTBETCTBOBATb  BPEMEHW  YAEPXWBAHWA  NUKA | MMKA Ha XpomaTorpamme WCnbiTyeMmoro
Konuhorpena Ha  XpoMmatorpamme  CTaHZapTHOro | pacrsopa COOTBETCTBYET BpPEMEHM
pacTeopa (pasaen «KonuyecTseHHoe onpeaeneHuey). YAEPXUBaAHWMA NuKa  knonwuaorpena Ha
XpoMaTorpamMmme CTaH[apTHOTrO pactsopa
(pasgen «KonuyecTBeHHOe onpeaeneHues).
3. | CPEOHAA MACCA o PO, 0O9C.1.4.2.0009.156 250.18 mr
Ot 248,56 po 263,94 mr (256,25 mr + 3,0 %). !
4. | BOOA re PO, 09C.1.2.3.0002.15 Metoa K.®uwepa. 3.4%
He 6onee 7,0%
5. | PACTBOPEHUE e Pd, O®C.1.4.2.0014.15 (95%)
Y®-cnekrpocoTomMeTpus. 92,0%
He meHee 80 % (Q) OT 3asBNEHHOrO Konu4ecrsa 96,5%
knonugorpena vyepes 30 MUH. 94,6%
93,4%
97,0%
96,7%
6. | POOCTBEHHbIE B3XX. 5059
NMPUMECH MNpumecs A — He Bonee 1,2 %; 0‘06"/0
npumeck C — He Gonee 1,5 %; 0‘010/:
eJUHUYHAA HeWAEeHTU(ULMPOBaHHas nNpumecb — He 0‘13%
6onee 0,2 %,; ’
cymma npumecen — He Bonee 2,5 %.
7. | OQHOPOOHOCTb e P®, OPC.1.2.4.0008.18 (cnocob 1)
LNO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS, AVi0=5,9%
10 AV < 150 % (n = 30), n ana 30/30 Tabnetok
KONMMYECTBEHHOE COAEPXaHue knonuporpena AOMKHO
HaxoauTbcsa B uHTepsane 0,75-M - 1,25-M.
8. | MUKPOBUONOITMYECKAA | MNP P®, ODC.1.2.4.0002.18. KaTeropuna 3A.
YUCTOTA ObLuee uncno aspobHbIX MUKpOOpraHuamos - He bonee
10 KOE B 1 r (mn); MeHree 20 KOEB 11
ObLiee YMCNO APONOKEBbIX U NNECHEBLIX PGB He
Bonee 10 KOE B 1 r (Mn); Meree 10 KOEB 1T
Escherichia coli: otcytctene 8 1 1 (Mn). He obHapyxeHo
9. | KOFIMMECTBEHHOE B3XX. ot 71,25 a0 78,75 mr knonuaorpena (ot 95,0 %
ONPEOENEHUE 20 105,0 % OT 3aABREHHOrO KONUYECTBa) B O4HOM 75,84 o
TabneTke. (101,1%)
10. | YMAKOBKA Mpu npoussodcmee, ¢hacoeke u/unu ynakoske Ha OO0 | Npoussodcmeo, ¢hacoska u ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKN3-©APMA»:
Mo 10 TabneTok B KOHTYpPHYK fAYelkoByilo ynakoBky | o 10 TabneTtok B KOHTYPHYID AYElKoBYH
(6nvcTep) W3 MAEHKM MOAWBUHWAXNOpUAHOW v donbru | ynakoeky (6nuctep) w3 nnexku MNBX/MBAX u
aniOMUHUEBON UNU B KOHTYPHYIO SYEWKOBYIO YNakoBKy | thombru antoMuHUEBOR
(6nuctep) w3 nnenkn TMBX/MBOX wu  consru
antomuHueson Mo 30, 60 unu 90 Tabnetok B BaHke u3
NoNUaTWIeHa  HW3KOTO  AABMEHWS,  YKYNOPEHHOWM
KPBILUKOW NOMMMEPHOW C KOHTPONEM NEepPBOro BCKPbITUA
unu B BaHke U3 NONMATUNEHA BLICOKOW NMOTHOCTH,
YKYNOPEHHOW  KPBILWKOW NONVMEPHOA C KOHTpONem
NepBOro BCKPbITUS.
Mo 3 unn 6 KOHTYPHbIX sAYeikoBbiIX ynakoBOK | Mo 3 KOHTYpPHbIX SAYERKOBLIX YNakoBOK
(6nuctepos) nnu no 1 6aHke BMECTe ¢ MHCTpyKUWEn no | (6nvcTepoB) BMECTE C  WHCTPYKUWed no
NMPUMEHEHMIO B NAYKY KAPTOHHYIO. NPUMEHEHUIO B NaYKy KapPTOHHYIO.
11. | MAPKUPOBKA Mepeuy4Has ynakoexa. lMepsuyHas ynakoexa.
Ha kowmypHoU siyelikosol ynakoske (bnucmepe) Ha | Ha  kOHmMypHol  s4elKkoeol  ynaKoeke
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MAKMIDAPMA HAUMEHOBAHME Mnarprn® TabneTku, NOKPLITLIE
MPEMAPATA: NIeHOYHOW 0BONOYKON, 75 MF
109029, r. Mockea 4 { )
ABTOMODWNLHBLI Npoeaa, HOMEP CEPUU: PL1250623 s
AOM B, OATA MPOU3BOCTBA: 20.06.2023
e FOLEH [0: 30.06.2025
cTposHve 8 OBBLEM CEPUMN: 9 809 ym. Ne30
Ter.: (495) 981-00-88 MPOU3BEOEHO: 000 ((MAKM3-¢APMA>) ’ v
AHANWS NO: 1M-006376-290720, N3m. Net, 2, 3
XPAHEHUE: lMpu Temnepatype He Bbiwe 25 °C.
e HaumergEame TpeboBanua HL PesynbTrathl allanusa
n/n nokasarens
) PYCCKOM $3bIKE. YKa3blealom: TOProBoe HauMeHoBaHue (6niucmepe) Ha pPyccKoMS. A3bIKE yKa3aHo:
npenapara ¢ MpeaynpeAUTeNsHON Mapkuposkoii ®, | TOProsoe HaumeHoBaHV(: npenapata  c
MEXLYHapOjHOe HEMaTeHTOBaHHOE HaWMEHOBAHWE W | NPeAYNPEAUTENbHOR N pKUPOBKOW — ®,
‘AO3UMPOBKY (HAa PYCCKOM U aHrNUVckom si3bikaX), | MEXAyHapogHoe IenaTeHToBarHoe
nekapeTeHHylo JOpMy, HauMMEeHOBaWAe  TOBAPHBIN | HaWMEHOBaHWe U 403NPOL KA (Ha pycckom u
3HaK (naTuHuuen) pepaTtens  perucTPauMoHHOrO | aHrmuickom A3blKax), |: IekapcTBeHHas
. YAOCTOBEpEHWUA, HOMEp Cepuy, [4aTy NpPou3BOACTBa | hopmMa, HaMMeHOBaHWE = TOBapHbLIA 3HaK
(npu  dacoske Ha OO0 «MAKUI-OGAPMAY faty | (naTuHUUEN) fepxaTens | 2rucTpaumoHHoro
NPOM3BOACTBA HE HAHOCAT), AATy WCTEUEHWs CPOKa | YAOCTOBEPEHWs, HOMEp cepwud, Aara
FOAHOCTY. UCTEYEHUA CPOKA FOAHOGT! .
Bmopuynas ynarkoska. BmopuyHast ynakoska. |
Ha kapmoHHoU nauke Ha pycckom sisbike ykasbiealom: | Ha KapmorHOU nayke H{! pycckom sssbike
TOProsoe HaumeHoBaHue npenapara c | ykasaHo: Toprosoe HavMeHoBaHue
npeaynpeauTensHoi Mapkuposkoi ®, MexgyHapogHoe | npenapata c NPt AyNpeAUTENbHOM
HenaTeHToBaKHoe HaumeHoBaHue, JO3UPOBKY, | MapKuposKoWn ®, | mexyyHapoaHoe
thapmakoTepanesTUMEcKylO * rpynny, NEeKapCTBEHHYIO | HenaTeHToBaHHOe HaumeHoBaHue,
OpMy W KonuuecTso  TabneTok B  ynakoeKe, [031poBKa, chapmak repanesTudeckas
HauMeHoBaHWe W coaepwaHue  AEMCTBYIOLEro | Fpynna,  MeKkapoTBeMH: | chopma "
BellecTBa B 0AHOW TabneTtke, YCNOBWUA ‘XpaHeHWs, | konuyecTso  Tabnetok | 8 ynakoBke,
npeaynpeavtenehble Haanucu «COAEPXUT NakTosbl | HauMeHoBaHue wi coaepxanue
MOHOTUAPaT»; «XpaHWTb. B HEAOCTYNHOM ANS JAeTeil | AelicTByloWwero sewecisa B  QAHOW
MecTey, «Iepep, npUMeHeHem npenaparta | Tabnerke, ycnoBug XpaHeHus,
O3HAKOMBTECH ~ C  MpUnaraemoil  WHCTPYKUMein», | npeaynpeguTensHble Hajwmcu «CopepxuT
«TpUHUMATL N0 HasHAUEHWUIO Bpayay, YCroBus OTNYCKa, | NaKToabl MoHoruapary,  «XpaHut, B
cnocob NpUMEHeHus, Hapnuck «®» - | HEeRoCTYNHOM Ans AETEI;"L‘MECT'B», «Mepeg
3aperucTpupoBaHKbIl  TOBAapHLIM  3Hak»,  HOMEpP | NpUMeHeHWem npenapari O3HaKOMbTECH C
CBURETENbCTBA O DPEFUCTPALMW TOBAPHOTO 3HAKa, | MpUNaraemoi MHCTPYKUK(M», «MpuHMMaTh
Homep perucTpaLnoHHoro YAOCTOBEPEHUs, | NO HasHaueHWio Bpaua», /CrioBUA OTRyCKa,
HaumeHoBaHue Aepxarens perucTpauuoHHoro | cnocob npumeHeHus, (lagnuck «®» -
YAOCTOBEPEHUs, €ero  CTpaHy W TOBApHbIM  3Hak | 3aPErMCTPUPOBAHHLIA  THBAPHBIA  3HaKY,
(naTuhuLel), HauMeHoBaHWe U CTpaHy (hUPMbI- | HOMEp CBMAETEeNLCTBa .| O perucTpaumm
npou3BoAUTENS (Npu npousaeosctee Ha 000 «MAKU3- TOBaPHOro 3Haka, HOMEP # eruCTPaLUOHHOrO
PAPMA»  yKka3blBaloT - CTPaHy, [OPOA), LUTPUX-KOA, YAOCTOBEPEHUS, HAUMEH(I 3aHWe fepxaTens
HOMEp Ccepu, 4aTy NPOU3BOACTBA (MPU NMPOUIBOACTBE | PErUCTPALMOHHOTO — YAO:TOBEPEHUS, ero
Ha 000 «MAKW3-GAPMA». gaty npousBoacTBa He CTpaHa W TOBapHbIA 3tak (NaTUHUUER),
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTY, LUTPUX-KOL | HaWMeHOBaHWe, cTpaHa ' i ropos  hvpmel-
B cthopmare DataMatrix, rnoGanbHelii | NPOW3BOANTENS, LUTPUX-K)A, HOMEp cepuu,
WAEHTUDUKALMOHHEIA. HOMEP TOPTOBOM eawHUubl W | AaTy WCTeYeHus CpOKa {I0HOCTH, LUTPUX-
MHAMBMAYANBHBIN CEPUiiHbIA HOMEP TOPTOBOM eAuHUUbLL. | koA B dopmaTe DataM trix, rnoGanbHbIv
Ha aturetky GaHki U KapTOHHYID navuky MOryT GbiTb MAEHTUCNKALMOHHBIA  HOMep  TOprosoi
HaHeceHbl TexHuueckue (MPOU3BOACTBEHHBLIE) KOAb! | €AWHMLBI W WHAMBUAYA. bHUIN CepUiAHbIN
(rpachuueckue, BykBeHHbIE UNW LpoBbIE) HOMEP TOProsoy e AUHMLikI
HornonHumensHo -Ha 8mopuYHOL: YIaKoeKe (Ha navke | LononHUmMensHo Ha emiiuyHel ynakoske
KapmowHOU). Ha aHenUUCKOM SI3bIKE  yKa3biearom: (Ha ‘nauxke kapmoHHol}' Ha aHenuickom
TOProBoe 'HauMeHoBaHWe: NekapCTBEHHOTO NPenapaTa, | S3bIKe YKA3aHO: TOProB(2 HAWMEHOBAHMe
MENAYHAPOAHOE HEeNaTeHTOBaHHOE HaMMEHOBaHWe, | NEeKapCTBEHHOrO npenapara,
AO3UPOBKY, FIeKapCTBEHHYIO: (hOPMY ¥  KOMMHYECTBO | MeXayHapoaHoe ! {enaTeHToBaHHOe
TabneTok B ynakoske; Hagnuck «Antiaggregant. HauMeHPBaHWe, A03VPOBY 3, NNEKapCTBEHHaRA
opma 1 KONMYECTBO Taf 1eTOK B ynakoske,
Haanuck «Antiaggregants:.
- 3akntoyenne; . CootBeTcTByeT Tpebopanusiv JM-006376-290720, Wiam. Nef, 2, 3
THOB X
' Hayanbuuk OKK: 20

Hara Beinycka OKK: «31» vons 2023 1.
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