JNivuensua Ne 00205-/1C ot 15 despans 2021 roga

Pazpewrenue na Boityck JIIT Ne 317
(B coorBercTBuH ¢ [punokeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanne npoaykra /
Name of the product

Inarpua®/ Plagril

MHH /
INN

Knonunorpen/ Clopidogrel

JlexapctBennas dopma /
Pharmaceutical form

TaOIeTKH, TOKPHITHIE TIEHOYHOI 0600YKOMN/
film coated tablets

Jlosuposka /

75Mr/ 75 mg

Dose

Tur ynakorku / 10 wT. / 3 xORTYpHas s4eifkoBas ynakoBKa / nadka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1370923

Bach number

Jara npoussozcrsa / 04.09.2023

Date of manufacture

Cpox royoctn / 'onen 10 31.08.2025

Expiry date

Pasmep cepnn /
Bach size

9 953 ynaxoBox/ 9 953 packs

CrpaHna Haznavenns /
Destination country

Poccus/ Russia

Perucrpannonnoe ynocrosepenue
/ Marketing authorization

JIT1-006376 ot 29.07.2020 (nata samens! 12.05.2022)/
JHI-006376 from 29.07.2020 (renewal date 12.05.2022)

HopmaTuBHBIT 10KYMeEHT /
Normative document

JII1-006376-290720, w3m. Ne 1,2,3/
JITI-006376-290720, variation Ne 1,2,3

[TponzBoacTBO roToBOI
nekapeTBeHHON Gopmer / Finished
dosage form manufacturing

OO01wecTBO ¢ OTpaHHUYEHHOH OTBETCTBEHHOCTEIO "MAKI3-
PAPMA" (000 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Agpec /
Address:

109029, r. Mocka, ABTOMOGHIBHBIH Npoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HepBuunas ynaxkoska /

O6u1ecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTEIO "M AKI3-

Primary packaging DAPMA" (000 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBLH npoezn, 1. 6, ctp. 4, cp. 6, ¢1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynaxoska /
Secondary packaging

Ob1uiecTBo ¢ orpaHHyeHHoit 0TBETCTReHHOCTHI0 "MAKI3-
GAPMA" (000 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIBHLIT MPoe3A, 1. 6. crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld &




TNuyensua Ne 00205-71C o1 15 despans 2021 ropa

| Beumyekaoumui KOHTpoIs

xavecTra /
Quality Control

| O01ecTBO ¢ OrpaHuYeHRON oTBeTCTBEHHOCTRIO "MAKI13-

®APMA" (000 "MAKM3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mockea, ABTOMOOHIBEHBIN Ipoesy, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanue A®C /
APl name

Knonunorpen/ Clopidogrel

Ipoussoaurens ADC /
API manufacturer

Xerepo Jpare Jlumuren, Mumus/
Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

CP23030008

L

Hacrosimm moarsepsaaro, gro pannas cepus Ne PL1370923 ITnarpun® tabieTin, MOKSbIThIE
1eHouRO# 06on09KkoH, 75 mr Ne 30, macopr Ne 326/23 ot 23.10.2023 65u1a TpoM3BEIEta U
IPOKOHTPOIHPOBAHA B COOTBETCTBHY ¢ JedcTByomumu [Ipasunamu Hamnexameit
NPOH3BOACTBEHHOH 1IpakTHKH EBpasuiickoro Dxonomudeckoro Coio3a u tpeGoBaHusaMH
PerieTpainroHHoro JIocke, a TAKKE B COOTBETCTBHM CO CHEMH(PHKAIMAME 3apPETHCTPHPOEIHHOIO

[IPOIYKTA.

HoKyMEHTEI 110 TPOU3BOACTRY (PHMEHHMEIM CTA/IHSIM) M KOHTPOIIO KAYeCTRa nposepem.z i

(7,,'100}"6,1-1 bl.

Jx06bie OTKIOHEHUS PACCHIEAOBAHBI B COOTBETCTBUY ¢ BHYTPEHHAMHE HIpoueypamMy U 010 apenm
VII0IHOMOUYEHHLIMH JIMIIOM /

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 approvex.

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

Beperegnuxosa B.K./ Qg&'ﬁ’;)ﬁw&bﬂ e & 2/5 >€9“/</21 £ 2025,
I —REE 245,

VYII0JHOMOYEHHOE JIULO
000 «MAKU3-DAPMA»




KK-006/3D8
{2}
NACNOPT Ne 326/23 crp. i ns 2
‘){%} OTAEN KOHTPONA KAUYECTBA
et Tuyenana Ne00205-11C ot 15.02.2021 r
MAKM3®APMA  "HAUMEHOBAHRMUE Mnarpun® TabneTkn, NoKpbiTbIe
NPENAPATA: NJIEHOMHOM 06ONOYKON, 75 Mr
109029, r. Mockea "
ABTOMODMNbHLIN Npoesa, HOMEP CEPUN: PL1370923
fiom 6, OATA NMPOU3BOOCTBA: 04.09.2023
s bl FOOEH [0: 31.08.2025
cTpoeHue 8 OBBEM CEPHU: 9953 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEQEHO: 000 «MAKU3-®DAPMA»
AHANMU3 NO: JN-006376-290720, Kiam. No1, 2, 3
XPAHEHUE: Mpu TemnepaType He Bbiwe 25 °C.
B HanMesbeanve Tpebosanuna HJ PesynbTath! ananusa
n/n nokasarens
1. | ONUCAHUE Kpyrnele  pBoskosbinykible Tabrietkn C  (packoW, | Kpyrnble [ABOAKOBbINyKNble Tabnetku C
NOKPbLITLIE fISIEHOYHOM 06ONOYKO! PO30BOro LBeTa. hackow, NOKPLITbIE NNEeHOYHOW OBOMNOvKON
PO30BOro UBeTa.
2. | NOANUHHOCTL Y®-cnekrpothotomeTpus. YO-cnekTpb! NOMOWEHUS Y®-cnexrpodoTomeTpus. Y®-cnekTphbt
UCNILITYEMOro 1 CTaHAAPTHOIO PacTeopos B 061acTV OT | NOMMOLYEHUS UCTILITYEMOrO M CTaHAapTHOro
250 0 300 HM AOMKHbLI UMETH MaKCUMYMbl IPU OJHUX ¥ | PacTBopos B obnacTu oT 250 z0 300 HM
TEX Xe ANYHaxX BOMH. UMEIOT MaxkCMMyMbl fpW OfHUX ¥ Tex e
B3XX Bpems yaepwuBaHus OCHOBHOMO MWKa Ha | ANIMHAEX BOAH.
Xpomatorpamme  UCMLITYyeMOro  pacTtsopa AoskHo | BAXX Bpems yjgepkusaxus OCHOBHOIO
COOTBETCTBOBATL ~ BPEMEHW  YAEPKUBAHWS  NUKa | NUKA Ha XPOMAaToOrpaMme  UCTLITYEMOro
KIONMAOrpesia Ha  Xpomarorpamme  CTaHAapTHOrO | pacteopa cooTBETCTBYET BpPeMeHU
pactsopa (pa3gen «KonuuecTBEHHOE onpegeneHuner). YAEPXKWBAHUA nMKa  KAonugorpena  Ha
XpoMartorpamMmMe CTaHAapTHOrO pacTsopa
(pasaen «KonuyecTBeHHOE onpejesnienne»).
3. | CPEOHAA MACCA T PO, 0®C.1.4.2.0009.15
O 248,56 10 263,94 mr (256,25 mr & 3,0 %). 257,53 mr (+0,5%)
4. | BOOA ' PO, 0©C.1,2.3.0002.15 Metog K.®niuepa. 1,.3%
He bonee 7,0%
5. | PACTBOPEHUE TP PP, 09C.1.4.2.0014.15 {98%)
Y®-cnekTpothoToMeTPUSA. 96%
He meHee 80 % (Q) oT 3asBfieHHOro KonuyecTsa 98%
Kknonugorpesia yepes 30 MuH. 101%
95%
99%
101%
6. | POOCTBEHHbIE B3XX. 0.05%
NPUMECHK Mpumecs A - He Gonee 1,2 %, 0'12(,/:
npumecs C ~ He 6onee 1,5 %; 0’03%
eAUHAYHAR HewseHTUMDULMPOBaHHAR nNpUMECL — He 0’20%
tonee 0,2 %; !
cymma npumecei — He Bonee 2,5 %.
7. | OQHOPOOHOCThL r'd P®, 09C.1.2.4.0008.18 {criocob 1)
[NO3UPOBAHUA AV < 15,0 % (n = 10), ecnu YCroBue He BhINOMHAETCR, AVig=4.%%
To AV £ 150 % (n = 30), u ans 30/30 Tabnerox
KONUYECTBEHHOE COAEpXKaHWe KIonugorpena JomkHO
HaxoauTbes B untepsane 0,75-M — 1,25-M.
8. | MUKPOEBNMONOIMYECKASA | I'd P, OdC.1.2.4.0002.18. Kateropus 3A.
YUCTOTA Obuee 4ueno aspoBbHbIX MUKPOOPTraHamos - He Bonee
10° KOE 8 1 r (Mn); Menee 20 KOEB 1 1
Obuee uMcno ApoXokeBbIX 1 ECHeBbIX rPUBOB: He
Gonee 10°KOE B 1 1 (mn); Meree 10 KOEB 11
Escherichia coli: otcytcreue 8 1 r (Mn). He obHapyxeHo
9. | KONMKMYECTBEHHOE B3XX. o7 71,25 po 78,75 mr knonugorpena (ot 95,0 %
ONPERENEHUE A0 105,0 % oT 329BNEHHOrO KONUYECTBA) B OfHOW 72v22n"""
Tabnetke. ) (96,3%)
10. | YNAKOBKA TMpu npoussodcmee, ghacoske u/uniu yrnakoske Ha OOO | lNpoussodcmeo, cbacoska U ynaxoeka Ha
«MAK3-QAPMA»: 000 «MAKU3-DAPMA»:
Mo 10 TabneTok B KOHTYpHYK sAYeikoByio ynakoeky | Mo 10 Tabnetok B KOHTYPHYIO S4EWKOBYIO
(BnucTep) M3 NNEHKW NONUBUHUAXIOPUAHON W oL ynakosky (6nmcrep) ua nnenku MNBX/MBOX u
anOMUHNEBOI UNK B KOHTYPHYIO AYEAKOBYIO YNaKOBKY | honbri antoMUHWEBOI
(Gnuctep) w3 nnenku  TIBXMBOX u  donbru
anomutnesoin Mo 30, 60 unu 90 Tabnetok B HaHke U3
NONMUSTUNEHA  HUBKOTO  [JaBneHus,  YKynOpeHHOW
KPbILLKOW NMONUMEPHON C KOHTPOSIEM NEPBOro BCKPLITUS
i B 0aHke U3 MONUATUNEHA BbLICOKOA NNOTHOCTH,
YKYMOPEHHOW  KPbILIKOW NONUMEPHOW € KOHTpoOnem
NEepBOro BCKPLITUS.
Mo 3 wnu 6 KOHTYPHbIX AYENKOBBLIX YNakOBOK | Mo 3  KOHTYPHBIX SUEIAKOBBIX YRaKkoBOK
(6nucTepos) unv nio 1 Barke BMECTE C UHCTPYKUMEH NO (6rucTepoB) BMECTe C WHCTpyKuMeid no
NPUMEHERUIO B NAYKY KAPTOHHYIO. MPUMEHEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA Nepsuynas ynaxosxa. {lepeuyHas ynaxosxa.
Ha xoHmyproll sivelikosoll ynakoeke (6rucmepe) Ha | Ha KOHMYPHOU  s4elikosol  yrakogke




MACFIOPT Ne 326/23 -—*SW—‘
_ _ CTP. 213 2
OTAEN KOHTPOIA KAMECTBA
: Nuuensus Ne00205-/1C o115.02.2021 r
MAKMIDAPMA [ HAKMEHOBAHUE fnarpun® TabneTku, HOKPLITHIC
y . NMPENAPATA: nneHoYHoM 0BoNoYKoH, 75 Mr
102029, r. Mocksa A 3
ABTOMOBMNbHBINA MPOESA, HOMEP CEPUM: PL1370823
B0Mm 6, OATA NMPOUIBOHCTBA: 04.09.2023
il rOGEH [0: 31.08.2025
cTpogHue 8 OBBEM CEPUU: 9 953 yn. - Ne30
Ten.: (495) 981-00-88 NPOWU3BELEHO: 000 «MAKUI-DAPMA»
AHATNNS T10: | NN-006376-290720, Vizm. Net, 2, 3
XPAHEHME: Mpu Temnepatype He Bbiwe 25 °C.
Ne MHaumeroBanuie .
e AR . Tpeboganua HI PeaynbTarel aHariisa
DYCCKOM S3bIKe yKa3bigaiom: TOPrOBOE HAMMEHOBAHWE | (B1ucmepe) Ha PYCCKOM $i3siKe YKa3aHo!
fpenapara ¢ MPefynpeauTencHorn Mapkuposkoit ®, | TOProBoe HauMEHOBaHWe |iipenaparta ¢
MEXAYHAPOAHOE HENaTEHTOBAHHOE HaWMEHOBAHWE W | npefynpeAnTenbHon  mapiiposkon  ®,
‘AO3MPOBKY (Ha PYCCKOM W @RrAMACKOM . A3biKax), | MedX@yHapoaHoe HEHITEHTOBaHHOE
NEKapPCTBEHHYI0 (hOpMY, HAUMEHOBAHME  TOBApPHLIA | HAUMEHOBAHWE W AQ3UPOBKA (HA PYCCKOM Y
3HAK  (NaTURVLEH) Jepwartens pPEerucTpaLMOHHOrO | AHIMWIACKOM  A3blKaX),  I1zkapcTeeHHas
YAOCTOBEPEHNA, HOMED Cepuyu, AaTy NpoM3BoACTBa | (Popma, HaVMEHOBaHWE  TCBApHLI 3HaK
(npu pacoske Ha OO0 «MAKUS-GAPMA» paty | (natuHuLei) AepxaTtens peri:TpauvoHHoro
NPOW3BOACTBA HE HAHOCAT), 4ATy WCTEUEHUS CpoKa | YAOCTOBEPEHUs, HOMEp  (epun, AaTta
rofHOCTH. VICTEYEHUA CPOKa rOAHOCTY.
BmopuuHas yrnaxoexa. Bmopu4xas ynaKoska. i
Ha kapmoHHOU nayvke Ha. PYCCKOM A3bIKE yKa3biealom: | Ha kapmokHOU rnauvke Ha [)/CCKOM A3bIKe
TOprosoe HauMeHOBaHne npenapara. c | ykasaHo: Toprosoe HaumeHoBaHue
npesynpennTensHol MapkupoBkon ®,; mexxayHapoaHoe | npenapata c npeaypeanTensHon
HenaTeHTosaHHoe HaumeHosahnue, [O3VPOBKY; | MapkupoBKOR ®, MEXAYHApogHoe
hapmakoTeEpaneBTUYECKYI0  rpynny, NEeKapCTBEHHYIO | HenaTeHTOBaHHOE HilMeHoBaHue,
dopmy ¥ KonuuectBo TabneTtok B YNakoBKe, | A03MPOBKA, chapmakoTepanesTuvecKas
HauMeHoBavue W cofepxaHue  LeilcTBYIOWEro | rpynna, — nexapcTeeHHas || dopma n
BeujectBa B OfHOW TabreTke, YCNOBUS XpaHesWs, | konuwuecTso  TabnerTok 3  ynakoske,
npepynpegutensHsle Hagnuc «CopepXvT nakTosel | HauMeHoBanue n . coAepxaHue
MOHOTMAPAT», «XpaHuTb B HEAOCTYNHOM ANA AETed | AelicTeyloujero  BewecTsa B OAHOW
MecTey, «lepep NIPUMEHERUEM npenapara | ‘Tabnertke; YyCnoBYs . XpaHerus,
O3HAKOMbTECE ¢ NpWRAraeMoii  WHCTpYKuueil», | mpeaynpeautensHeie Hagnucht «Copepkut
’ «[IpuHUMaTL No HasHa4YeHuIo Bpayay, yCnosus OTNYCka, | fakTo3bl  MOHOrWgparty, ¢XpaHute B
cnocob npuMeHerusa, Hajanmeb «®» - | HeRoCTYyNMHOM Ans AeTen medcTe», «Ilepen
3apPErVCTPUPOBAHHLEIN  TOBApHLIA  3HaK»,  HOMEp | NpUMEHeHWeM npenapara OliaKOMbLTeCh C
CBMJETENsCTBA O PerucTpaumy TOBAPHOTO 3Haka, | NpWIaraeMol MHCTPYKuuen»| | «lpuHumats
HoMep. PerncTpaumoHHoro yBOCTOBEPEHUS, | NO HA3HaYEHUK Bpaya», YCruBUA OTnycKa,
HaumeHoBaHue Aepxarens perncTpauuonHoro | crnocob npumeHeHus, Hapnuce «®» -
YAOCTOBEPEHNA, €ero CcTpaHy W TOBapHbLIA 3HAK | 3aperncTpUpPOBaHHLI  TOBALHbLI  BHaK»,
(naTdmuer), HaumeHoBaHWe W CTpady upMbl- | HOMEp: CBUABTENLCTBA O | perncTpauun
npousBoauTens (npy nponsgoacTee Ha 000 «MAKU3- | ToBapHOro sHaka, HOMEP PEerv(TPauUMoHHOTO
DAPMA» ykaseiBaloT CTpaHy, ropod), WTPUX-KOA, | YAOCTOBEPEHUs, HauMeHOBaHV.e AepxaTtens
HOMep cepuy, AaTy NPOU3BOACTBA (NpY NPOUSBOACTBE | PETUCTPALVOHHOMO  YAOGTOECPEHUS, Ero
Ha 000 «MAKU3-GAPMA» faaTy NpOusBOACTBA HE | CTPaHa U TOBapHLI -3HaK! .(naTuHuued),
HaHOCAT), AATY UCTEUEHUS CPOKE OAHOCTH, WTPUX-KOL, | HAUMEHOBanme, CTpaHa ¥ ropod (MpMbl-
B thopmarte DataMatrix, rnofaneHbii | NPOUSBOAUTENA, LWTPUX-KOA, IIOMED Cepuy,
UBEHTUDUKALIMOHHBIK HOMED: TOProBOWA eZVHUULI M | RATY WCTEYEHUR Cpoka TOAHDCTW, WTPUX-
UHAVBUAYANbHBIN CEPUNRLIN HOMEP TOProBoi eautuuel. | xof B dopmare DataMatrix. | rnobansHorii
Ha atuketky GaHKu U KapTORHYI Nayky MOryT ObiTh | WAEHTUUKAUMOHHBLIA  HOME()  TOProBOM
HaHECEHbI TEXHWYECKUE (TPOU3BOACTBEHHLIE) KOABI | EAWHWULI W MHAWBMAYANbHLIE CEPUIHbIHA
(rpachmieckue; BykseHHble unu LUpoBbIE) HOMEp TOProBoil eAUHNLLL.
HononHumensHo Ha emopuyHoll ynakoexke (Ha naqke | HononHumensHO Ha emopuyrol ynakoske
KapmoHHOU) Ha  aHenuliCKOM SA3blKe yKassieatom: | (Ha nayke KapmoHHOU) He : aHenulckom
TOProBOE HauMEHOBaHue flekapCTBEHHOrO MpenapaTa, | S3bike YKa3aHO. TOProBOe HiMeHoBaHue
MEXAYHAPOAHOE HEenaTeHTOBAHHOE HAaWMEHOBaHWwe, | NexapCTBEHHOTO | npenapara,
AO3MPOBKY, §eKapcTBeHHylo dopMy ¥ KONUYECTBO | MEXZYHapoaHoe HEN3TEHTOBaHHoE
TabneTok B ynakoske, Hagnuce «Antiaggregant». HaUMEHOBaHKE, 4O3UPOBKA, JIE KAPCTBEHHAS
TP dxopMa v KoNuYECTBO TabGneTo( B ynakoske,
Hagmuek «Antiaggregants. |
3akoueHue: - i CooteetcrByeT Tpe6O £8-290720, M:}/M. Net, 2,3
Hauanbryk OKK: Borcosa O.b. :

Hara sbinycka OKK: «23» oktsibps. 2023 1.




