Niuenana Ne 00205-1C ot 15 despann 2021 ropa

Paspeluenie Ha Boimyck JITT No 248
(1 coorrererann ¢ Mpunoennem 16 ecGMP)
Permission 1o release produets (in accordance with Appendix 16 ¢cGMP)

s
Haszpauue npoaykra /
Name of the produet

[Taarpun®/ Plagril

MHH /
INN

Kaommaorpen/ Clopidogrel

Jlekaperpennus qopma /
Pharmaceutical form

TaBNCTKH, TTORPLITHIC TUICHOYHO0IT 060a0vK0i1/
film coated tablets

Jlosuposka /
Dose

75 mr/ 75 mg

Tin ynakongi /
Package type

10 1./ 3 KOHTYpHAA AYeiKORLS }ummlsm nanka 1\~1p|nu|usu
10 PCs / 3 blister packs / cardboard packs

Homep cepin /
Buch number

Jlata nponzsoncraa /
Date of manufacture

22.06.2023

PL1280623

Cpok roanoers / 'oaen 1o
Expiry date

30.06.2025

*agMep cepuu /
Buach size

9930 ynakonow/ 9 930 packs

Crpana nasnavenms /
Destination country

Pocens/ Russia

Perpcrpatyoniioe yI0CTOBEPEHNE
/ Marketing authorization

JI1-006376 o1 29.07.2020 Curta sameust 12.05.2022)

JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)

HopMaTHBHLIH JIOKYMEHT /
Normative document

JIT-006376-290720, uam, Ne .23/

[poszroacTso roToBROi
AckaperseHnoii gopmnl / Finished
_dosage form manufucturing

JIT1-006376-290720. variation Ne 1.2,3

| OGucerso ¢ OrpanpueHAoI oTBeTeTReHHOCTEIO "MAKH3-
DAPMA" (000 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Axupee/
Address:

109029, r. Mocksa. AsToMoOHILILIH npocsy, 1. 6, cTp. 4, ctp. 6, crp. 8/
109029, Moscow, Avtomobllmy Proyezd, 6, bid 4, bld 6, bld 8

lJL.puntum.tl VIIAKOEKA /
Primary packaging

OOIMECTRO € OrPRHHHEHHON OTBETC crpennoeThio "MAKH3-
DMAPMA" (OO0 "MAIKN3-DAPMA")/ Limited liability

company "MAKIZ-PHARMA" (LLC "MARIZ-PHARMA")

Anpec/
Address:

109029, r. Mockia, ARTOMOOHILHLI NTpoe3, 1. 6, cTp. 4. c1p. 6, crp. 8/
109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

Bropnunas viakonka /
Sceondary packaging

O6uieceTro ¢ OrpaHyicHH0If oTReTCTReHHOCTEIO "MAKH3-
DAPMA" (000 "MAKH3-OAPMA")/ Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aupee /
Address:

109029, r. Mockna, ApToMoOHIBHLIL npoesa, 1. 6, cTp. 4, cTp. 6, eTp. 8/

109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6,bld §

T — |




Nlnuensus Ne D0205-/1C ot 15 ¢despans 2021 ropa

" Bhinycatomutii KOHTPOTH OB1mecTso ¢ OrpaHIyeHROl OTBETCTBEHHOCTIO "MA KI3-
| KavecTRa ! DAPMA" (000 "MAKH3-DAPMA"Y Limited liability
. Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
- Anpec/
Address:

i 109029, r. Mockna, ARToMOGHIBHELLH npoe3j, 1. 6, ¢rp, 4, erp. 6, cTp. 8/
| 109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

| Haznanue A©C / Knonnzorpen/ Clopidogre]

APl name e
( [Tpousrounrens ADC / Xerepo Oparc Jlnmuren, Maaus/

| AP manufacturer Hetero Drugs Limited, India

|

| Homep cepiir AGC / CP23030005, CP23030006

| API Bach number

Hacrosimmy noareepsiao, uto Jannas cepua Ne PL1280623 [narpund® taGnerky, nokpsrriic
nACHOYHOM oBonoykoi, 75 Mr Ne 30, nacnopr Ne 256/23 ot 01.08.2023 Gsina NPOM3BEACHA |
HPOKOHTPOAMPOBANA B COOTBETCTBIN ¢ AeHeTBylomummn [Tpasmnamy Haunexatei
NPOH3BOACTBENHOR mpakTiki Espasiiickoro Dkonomuycckoro Colota i TpeGosatsir
PerucTpausonnoro 1ocke, a TaKKE B COOTRETCTBHI CO CHCUH(PUKALNAMH 3APErUCTPHPOBAHNOID
NPOYVKTA,

JLOKYMEHTBI MO NPOM3BOLCTRY (IPUMEHITMLIM CTATHAM) 1 KOWTPOJIO KAYECTBA NPOBEPEHDI i
000pClbI,

/TI0GLIC OTKIOHEHNS PACC/IC/IOBANL! B COOTBETCTRIN € BIIYTPEHIHMIL 1tpoueIypaMu i oL0Gpenn!
YHOAHOMOMCHHBIMK MHLLOM /

[ hereby confirm that this batch was produced and controled in accordance with the current Rules

ol Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossicr, 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.
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NACMOPT Ne 256/23 pielioia g
: cTp. 1 m3 2
i OTOEN KOHTPOMNA KAYECTEBA
NwuorHawa Ne00205-NC ot 15.02.2021 r
MAKWI@APMA [ HAUMEHOBAHWE Mnarpun® TaBneTky, NOKpPLITLIC
s NMPEMAPATA: nneHo4YHoM 06ooMKoN, 75 Mr
i\nmmolc-vnwmﬁ npoeag, HOMEP CEPUM: PL1280623
it ) BATANPOW3BOOCTBA: 22.06.2023
Eracimo 0, FOAEH [0: 30.06.2025
cTooeHue B OELEM CEPUN: 9 930 yn. N230
Ten. (495) 081-00-88 NPON3BEJEHO: 000 «MAKU3-DAPMA»
AHA.I'IHB no: INN-006376-290720, Mam. Ne1, 2, 3
- XPAHEHME: Mpu Temnepatype He Buiwe 25 °C.
Ne HaumeHopawme Tpeb H P
_nin nokaaaTons pebomanua HA CAYNLTATE! AHANKIA
1. | ONMUCAHUE Kpyrnoie  apomkoswinytnbie  Tabnetk ¢ chackol, | Kpyrawe  AnosKkoswinyknele  TaGnotes ¢
NOKPLITEIE ANGHOUHON obonouxol polonore LBeTa. hACKOW, NOKPBITEIE NAOHOUHOW obonoukan
e | _posougro upeta.
2. | NOONUMHHOCTE Y@-CNoKTPOhOTOMOTAMA,  Y®-CNeKTpel  NOrNoWeHis | Y@-cnexTpohoToMeTphs, Y@-CAekTpn!
MCNLITYBMOro ¥ CTAHAAPTHOMO PACTUOROE 1 CGRACTA OT | NOFNGLUGHUA MENWITYEMOre 1 CTANAADTHAID
250 8o 300 HM ACNHHE MMETE MIKCUMYME! NPW GAHMX W | pacTnepen o ofinactv oT 250 ao 300 Hm
TEX WE ANWHAX DONH, VMEIOT MOKGUMYMBl OPM GAHUYX W TEX M
BIMX BpemA  yacpMOuDaHUA  OCHODHOMG NUKA  HD | AAWHIX BONH,
XPOMOTOTPOMME  MCNLITYEMOrO  pactooph  Agonwko | BIXX Bpoms  yACDMUDIHWA OCHOBHOMG
CoOTEOTCTOODOTh BpemMaHi YAUPMAOAHWR MAKD | NWKQ  HD  XPOMATOMPAMMO  UCNbITYEMOrao
KNONUACIReNa Wi xPOMATOrPAMME  CTOHAJPTHOMO | PACTROND COOTRATCTYET DPEMOHN
pactoopa (pasien «KonwiecToeHHoe anpoaeneHues), VACPMUDOHUA  NUXA  KNOAWAGIPENA WO
XPOMATOTPAMME  CTAHZAPTHOrO  pacTnopa
e e AR (pagen «KonuuecTueHnon onpeacnaHies),
3. | CPEQHAR MACCA @ P®, O9C,1.4,2.0009.16 260,89 mr
QT 248,56 10 263,94 mr (256,25 mr £ 3,0 %), e
4, | BOOA re PO, ODE,1.2.2.0002.16 Metoa K.@uwopa, 34% i
He Gones 7,0%
5. | PACTBOPEHMUE rd PO, 09C.1.4.2.0014.15 TT(B9%)
YO-cnokTpothoTOMOTRMSL. 98,6
He wmoxos B0 9% (Q) oT 3aRBNeHHOMD KONWMECTEA 100,5%
knonuscrpenn Yepes 30 Mun, a7.4%
a8,0%
89.,2%
97,G6%
6. | POOCTBEHHLIE BIMX, 0.04%
MPUMECH Mpumect A = we Gonee 1,2 % 8 0u
npumecs C - He Gonee 1,5 %, U‘m..}'
GAWHWHHEN  HEWAGHTUMUMDODIHHOA NPUMECE = He 0'15.;5'
Genue 0,2 Y%; P
CYMMO NpUMECoin — He Bonee 2.5 %, e
7. | OOHOPOOHOCTL rd PO, O®C.1.2.4.0008.18 (¢cnoco6 1)
OO3UPOBAHMA AV £ 150 % (n = 10), ecnu yocnooue He BLINonHACTES, AV = 5,3%
To AV 5 150 % (n = 30), »u ann 30430 Talinetok
KONUYOCTOOHHOE COAODMAHWG KNONWAOIRANA LONMHO
R HaxXoAMTLEA D MHTeprane 0.75:M = 1,25:M. I —
8. | MUKPOEMOMNONrM4YECKAR | e PO, ODC.1,2.4,0002.18, Kntoropua 3A,
YUCTOTA DQBwee yncno AIPOGHLIX MAKPOOPraHUIMOD = He Gonee
10" KOE & 1 r (mn); MeHee 20 KOEn 1 r
Obiujee yneno Apoxekentld 1 ANecHankix rpulion: He
Gonee 107 KOE 1 1 r (mn), "Menen 10KOEn 1r
I Eseheriehla eoll: ereyreTove o 11 (Mn). s He oGhapyweno
9, | KONMWYECTBEHHQE B3XX, ot 71,25 qo 78,75 Mr wnonwaorpena (o1 85,0 % .
ONPEAENEHUE 40 105,0 % OT 32ABNCHHOTD KONMUEETEA) D OAHGI 74,36 wr
TafineTe, (99,1%)
10. | YNAKOBKA Mpu npoudsademan, giconxe Wunu ynakoake vo 000 | Npouadademen, ¢hacoaka o ynakooka Hd
eMAKA3-BAPMAN: Q00 aMAKM3-MARMAN;
Mo 10 TabnoTon o KOWTYpHYID Auodkoby ynakooky | Mo 10 TaBnetox & KOMTYRHYIO AYERKoDyio
(GnucTep) 3 NNeHKn NONWBAHKNXAOPKMAHON ¥ dionurl ynakenky (GnucTep) ul nnedks MBX/NBOX n
DMIOMUHUGHOR MK O KOHTYPHYIC AMEAXODYIO YNAKonky | chiankrv amomuHuenci
(Gructep)  wa  nnodkt MBX/MBAX v dhonsrm
aniomuHuenal Me 30, 60 wnn 90 Tabnetor 6 GaHke U3
nonuaTuacHa HWaKara ANDNGHWA, yuynapt:-HHaﬁ
KPLILIKOA NGNUMOPHOW C KQHTPONEM MEPOoro BEKpLITHR
W o Gadke W3 NONUITUNEHD DLICOKOR RACTHOETW
YEYNIOPEHHDNA  KPLILIKOW  NONMMEPHOR C  KOWTPOhem
NOPROro DEKPLITHA.
Mo 3 unu 6 KOHTYPHLIX ~ AUOAKOnBIX  ynakowsor | Mo 3 KOHTYPHEIX  AYCRKAABIX  YNIAKOROK
(Gnuctepon) unu ne 1 Ganke BMecte © wicTpykuneh no | (Gnuctepon) nmecte © MHCTPYKUMEW No
S NPVMBHBHIWIO B NAMKY KAPTOHHYIO NPUMBHERWIO It NAMKY KIDTOHHYIO
11. | MAPKMPOBKA Mepauvnasn HOQKA. Mepauvkan ynakoaxa,
Ha konmyprold avedkosod ynakoeke (Gnucmepe) wa | Ha  kodmyprod  mielkoded  ynokoake




HavanbHuk OKK:

(

MACMOPT Ne 256/23 {0808
CTp. 2 M3 2
| fﬁ OTAEN KOHTPONS KAYECTBA
INuuonaun Ne00205-NC o 15.02,2021 r
MAKMIPAPMA | HAWMEHOBAHUE Mnarpun® TaBneTky, NoKpPLIThIO
‘ s MPEMAPATA: NNCHOMHOW 060NOMKOM, 75 Mr
<9 T, Lyl .
ABTOMOOMABHBIA NBOB I, HOMEP CEPUM: PL12‘BDBZ3
aou b, g OATA NPOU3BOLOCTEA: 22.06,2023
oty FOBEH [0 30.06.2025
cIpoanne B OBE'BLEM CEF'HH: 9930 yn. Na30
Tun. (405) 051-00.88 NPOU3BEREHO: 000 «MAKN3-DAPMANY
AHAITN3 NO: NN-006376-290720, Uam. Net, 2, 3
XPAHEHUE: lMpu TemnepaTtype He Bbiwe 25 °C,
nTrgr [ Hm’::::?::ﬂ;m TpeGSoranun HA PeaynbTaTtel avanuaa
‘ PYCCKOM H3nIKa YKAILISAKM: TOPrON0e HOMMEHODINAD (Gnucmopn) Ha PYCCKOM ALK yKOIAWO!
NpenapaTa ¢ npeaynpeawTansHon Mapkupookold @, | TOPronO® HAMMOHOOAMME npenapara ¢
H MEMAYHADOAHOE HUNJTOHTOBAHHOE HAMMEHODAHME W NPEAYNPEAMTENLHOR  Mapkuponkol @,
i ACIMDORKY (MO DYCCKOM M AHFAMACKOM Albikax), | mexayHapoaMos HENATOHTODAHHOE
NEKAPCTOEHHYID hOPMY, HAUMOHOBOMWE  TORAPHbIA HOUMBHODAHWG W A0IUPOBKA (HI PYCCKOM W
3HOK  (NATUHWUER) aopwaTens PErUCTPAUNOHHOTD | AWFMUACKOM  Adwikax), NBKOpcToGHHan
YACCTODGPBHWA, HOMOD CODHM, 44Ty nponanogcTon | hopMa, HAWMBHODOHWE TODAPHLIA  IHaK
(npn  chaconke wa QOO0 «MAKWU3-GAPMA» AOTY | (NATMHKUGR) JOPKATENA PernETRALMOHHErD
NPOWINOACTRO We WAWOEAT), AQTY WCTEUOHMA CPOKA | yAOCTOBBPAHWA, HOMGR  COpvW, AaaTta
TOAHOCTH, HETBYOHWA CPOKD FORHODCTH,
8mopuyron ynaxkooxa. Bmopuvran ynaxkooxa.
Ha kapmonnel navko wa pycexom Aavixe YROIBIGBIGM: | HA KADMOWHOD NAauKe Wil Pycckom AIuiKe
TOpronog HOUMEHORAHWG npanapata € | ykasano: Topronoe HOUMBHOBAHUE
NREAYNPeAMTANBHOR MapKUpoBKoR @, MoMayHapoaHoe | npanaparta c nNpeaynpeaAuTeNsHOR
HOMATOHTODAHHO® HAMMEHODAHWE, ACINPODKY, | MOpKWMpOBKOA o, MEXAYHOPOAHOE
thapMaKoTERANEBTHYECKYIO reynny, noexapcToeHKYIo | HeNATAHTODAHHOS HaUMaHoRAHME,
dopmy uw  konuvecTno Tabnatox o YnaKonxe, | AoaWponka, apmaxkoTepanssTuYecKan
HIUMOHOBIHWD M COAGPWAHWME  AGACTDYIOWErD TRyNna,  ne<apcToodHan  ciopMa W
BEWOCTRA n oaMOA TAGneTKe, YCNOODMA XPOMEHWA, | konudecTne  TabneTox  h ynaxonke,
MPAYNPOANTONLHLIO HRANWCH «CoaepwuT NAKTGIRl | HaUMAHOBAHME " COROPMAHNE
MOHOMMADATS, «XPAHUTE B HEAOCTYAMGM ANA AGTOH | ZOACTOYIOWOrO DAWECSTDD O  ORHOM
MecTan, «lepea NPUMOHEHNEM npanapata | TaGnotke, ycnooun XPEHCHWA,
OJHAKOMBTOCE €  npunarneMod MHCTRYKUWEA®, | NPeAYNPOAUTENLHLIO HOANWGH a«Conpepwut
ﬂnDHHHMﬂTh O HOIHAYEHUO npavas, yCenapua arnycka, NaKTobi MCOHOrWAPaTY, ﬂXPﬂHHTh n
cnocol NPUMEBHEHKA, HILNKUCL wdy» = | HBROCTYNHOM Ana aeTed mecrow, «Nepes
JAPOTUCTPHPOUANKLIA  TODAPHBIA  3HDK®,  HOMEP | NPHMEHEHWEM NPendpaTa CIHAKOMBLTOCH G
! COMAOTENLCTOD © POFACTPALMM TOBOPHOMD JHAKD, | NPUNRraOMON WHETRYKUMER®, allpuHuMaTs
| HOMBp PEFHCTPOLNOHHOMD YAOCTOBEREHUR, | NO HAAHANGHWIO BPOMDM, yEnouun ornycka,
HAWMEHODDHKE AepwaTena POrWCTDOUNOHHOrD | cnocoll NPUMEHEHMA, HAANKHCE «&m
YAOCTODOPCHWA, Gr0 CTPOHY W TODAPHLIA  IMaK JAPErUCTPUPCROHHLIA  TORDPHLIA  JHAKN,
(NATUHALEHR), HIUMEHOBAHWE W CTRaHY hWPMb- | HOMEP cDUACTENLETEA o© PerucTpaLMA
npananocauTens (Npw npowapogcree Ha 000 «MAKWI- TODARHArG IHOKA, HOMEP POFUETRALIMOHHAOrD
DAPMA»  yknawpaior CTROHY, ropog), (WTPHMX-Koa, YAOCTODGPEHUA, HOUMEHOBIHWE OPXOTENA
HOMEP cepuM, AaTY NPOMIBOACTAR (NPW NPOWIROACTDE PETHCTROUMOHHOO  YAOCTODBPEHUE, ero
na 00O «MAKU3-®APMA» anTy npowaboacron He CTPAHD W TOHAPHLIK IHAK (NATHHULBR),
HIOHOCAT), 4OTY WCTEYAHHA CPOKA FOAHOCTY, WTPKHX-KDG | HOWMEHOBAHWD, CTPOHD W ropod GUpMbI-
n copmare DataMatrix, rnaBansHeld | npowapnaguTens, WTPUX-KOA, HOMED CapMK,
MABHTHEDMKOUMOHHLIA HOMEP | TOPrOBOW QAMHMULI M AOTY WCTEYEHWA CROKA FOAHOCTH, LWUTPHX-
MHAWDUAYANbHLIA COPUAMLIA HOMBP TOProBoH eaHUWN. | KoA B topmate DataMatrlx, rnoGonokuli
Ha atukotey Gonkn W KARTOHHYIO navky MoryT OuiTh | WABHTUGMKAUMOKMBIA  HOmEp TORronon
MOHBCOHL!  TEXHWYOCKWE (NPOUIBOACTODHHLIC) KOALI | GAMHMUB M MHAHBAAYONbHBIA  COPHAHLIW
(rpachudeckiue, OykoaHHbie nw Uudbponsiea) HOMEP TOProBoR eauHULLI,
HeononHumenuwa e smopusrofl ynakoake (ha navwe | QononsumensHo Ha amopusHal ynakoaxe
KIPMOKHOG) WO aManudckoM  RabiKe YRAIsieaiom: | (KB AONKE KApmMOWHOG) M ananulckom
i TOPronoo HaUMEHODAHWE NORDPCTOEHHOrD npennpata, | Rasike yKalano! TOpronoe HAWMEHODIHWE
MEMAYHIPOAHOE HANATAHTOBAHHOE HAUMEHORIMUE, NeKBpPCTOEHHOMD npenaparta,
ADIWDODKY, NBKAPCTOGHHYIO ChOPMY M KanMYecToo MEMAYHAPOAHOE HENATERTODAHHOE
TalnaToK B ynoKomke, HIANKCE «Antlaggregants, HOWMBOHONAHWE, ACIVPODKA, NOKAPCTREHHARA
dhopMa W kenuYecTAO TABNATOK O ynaKkaoke,
| Hannuch «Antiagqgragants,
3aknoyeHue: . CootBercrayeT Tpe6GoBaHuaMm NM-0 6376-290720, Uam. Ne1, 2, 3
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