Nuuenauna No 00205-71C ot 15 despana 2021 roga

Paspcurenne Ha srinyck JITT Ne 106
(1 coornercteny ¢ [punonennem 16 cGMP)
Permission 10 release products (in accordance with Appendix 16 ¢GMP)

Hassanne npoaykra /
_Name of the product

Taarpun®/ Plagril

MHH /
INN

Knonuzorpen/ Clopidogrel

Jlerapernennas gopma /
Pharmuceutical form

TAbNCTIH, MOKPLITLIC MICHOMHOI 000104 KOi1/
film coated tablets

Jloamponka /

75mr/ 75 mg

Dosc

Tun ynakorkm / 10 mir. / 3 kourypuas aueiikopas vnakoska / nauga h'L;}'YI'm-lHﬂﬂ
Package type 10 PCs / 3 blister pucks / cardboard packs o

Homep cepyn / PL1070323

Bach number ~

J_L'na 1ponzsocTRa / 17.03.2023

Date of manufacture - B
Cpor roanoernt / Nonen no 31.03.2025

Expirydate

Pasmep cepuu /
Buch size

| 9926 ynaxonor/ 9 926 packs

Crpana naznavens /
Destination country

Poccua/ Russia

PernerpaimoHHOe yA0CTOBEPEH e
/ Marketing authorization

JHT-006376 o1 29.07.2020 (yrara samenst 12.05.2022)/
JI11-006376 from 29. U? "O"’(} (renewal date 12.05.2022)

Hopmarusysiii aokymeur /
Normative document

JII-006376-290720, usm. Ne 1,2/
JII1-006376-290720, variation Ne 1.2

[TpowissoncTro roTosoii
Jekapersenioil opanl / Finished
 dosage form manufacturing

OGuIEeTRO € OrpaIyeHHOT OTBETCTRCHIOCTHIO "MA K 3-
®APMA" (000 "MAKHM3-OAPMA")/ Limited liability

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

Aupec/
Address:

109029, 1. Mockaa, ARTOMOGHILIEIT npoeat, 1. 6. cTp. 4. etp. 6. ¢, 8/
109029, Moscow. Avtomohilney Provezd, 6, bld 4, bld 6, bld 8

[Tepsuunan ynakonka /
Primary packaging

OGnecTBo ¢ orpannyeHHoll oTECTCTREHNOCTHIO "MAKN3-
mAPMf\" ((‘)0() "M \I{H? tDAPMA“)/ Limiu,d liubilily

Axpee /
Address:

109029, r. Mocksa, ApToMoOmIBILIT 1poest, . 6. ¢ip. 4. cTp. 6. crp. 8/
L[OQO'”) Moscow, Avtonmb:]m.}, Proyezd, 6, bld 4, bld 6. bld 8

Bropiunas 3 yIaKoniy /
Sccondary packaging

OGBIIECTBO ¢ OrPAHIMCHIION OTRETCTRCHIOCTHIO "M AK M 3-
DAPMA" (000 "MAKH3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aapec /
Address:

109029, r. Mocksa. ARToMOGMILHEIT TTpoC3, At 6. ¢Tp. 4, crp. 6, c1p. 8/

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




- Brmyeraonui korrpons,

| KdueCtna DAPMA" (000 "MAKH3-DAPMA"Y/ Limited liability
| Quality Control oL COMpPaNy "MAKIZ-PHARMA" (LLC "M'\hl!-l’_fjAB_MA"_)
Aapec /
Address:
HO9NO20 1 Mogksa, ARTOMOGIIBHLI 1IpoeiL. A, 6. crp. 4, ¢1p, 6, ¢rp, 8/
| 109029, Moscow, Avtomobilney Provezd. 6. bld 4. bld 0, bld § DUR——
Hamamie ADC, _[ Kunonuzorpen/ Clopidogrel

AP aame
I poutnourrenn AdC

MutieHiann No 00205-/1C a1 15 denpann 2021 roga

OBineerso ¢ orpannucunoli OTRETCTREHHOCTHIO "MAKH3-

R Sl . S
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AP manufacturer ! Hetero Drugs Limited. India

| H-{_a-,\-auv.:';: L‘L'I;;llll \_fl"(__ o
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CP227110004. CP22TT0008

Buch number

__ ST Wil —

Hacronimm NOATBEPANIO. wTO Jannas cepus No PL1070323 T [narpun® raGueriy. MOKPLITHIC
fiiereqnoir obononkoit, 75 mr Ne 30, nacniopr No 112/23 or 13,04.2023 6uma NPOH3RCICHA 1
HPOROHTPOTMPOBANL B COOTBETCTRITH ¢ JefieTryIonam [paninamy 1 Qesantieh
HPOIRBOACTRCHNON pakTHRY Espaaniickoro JroHomuueckoro Corosa i TpedoBaimnnm
Pericrpanuonioro qoese, o rakske i COUTBETCTHHI CO cietmmranmaam 3APCTHCTPUPORAHHOrO
HPOSIVET .

Jloryserern no npoinsose PHY (HDPHMCHHMBIN CTAHSM ) | KOUTPOILO KAUCCTBY NPORCPERT it
QOGP L,

Aotkie oritones paceieonam K COOTBCTCTBHH C BHVTPEHHHMH NPOLEypanMit n o100penn!
NIOAMOMOYCHULIMK THIT0A /

Lherehy confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufaeturing 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
Dacuments for production (applicable stages) and quality control are veritied and approved,

Any deviations are investigated in accordance with intemnal procedures and approved by an
Authorized Persan,
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NACTIOPT Ne 112/23

KK-006/3®8
cTp. 113 2

I

OTOEN KOHTPOMA KAYECTEA

i
“"""E-‘* NluueHauna Ne00205-1NC ot 15.02.2021 r
MAKWIDAPMA [ HAMMEHOBAHVE Mnarpun® TabneTku, NOKPLITLIE
i % MPENAPATA: nAeHoMHoN o6onodKkon, 75 Mr
Ammubmmm:m npowaa, HOMEP CEPUM: PL1 070323
aom £, DATA IPOU3BOACTBA: | 17.03.2023
e n FOOEH A0: 31.03.2025
ctpoanie B OB bEM CEPWU: 9 926 yn. N230
Ten: (458) oot.008s | IPOMSBEREHO: 000 «MAKU3-BGAPMA» i
AHAIUZ MO: JIN-006376-290720, Mam. Ne1, 2
- XPAHEHME: IpH Temneparype He Bbiwe 25 °C.
Ne HanmoHoBauue Tpob H i
!""" noKaaATeNs pcboBaHKMA n Pt}:lyanﬂThl dHanNwuia

1. | ONWCARKE

Kpyrauio Jil.‘:ﬂﬂﬂﬂﬂblnyﬁnbiﬂ TabneTk ¢ hacKOW,
NOKPLITHIA NNEHOYHOR 000NOUKOR POICROIT LT,

HICKON, NOKPLITHIE NNBHCHHON OGONOUION
posonoro woera,

NOANVWHHOCTE

YP-cnekTpohoTaMeTRMA,  YR-CNONTPLE  NOrAOWaHHA
UERLITYOMOrS W CTAMAOPTHOrO pacToopon B olAneTH oT
250 A0 300 HM AONMKHB UMETE MOKCHMYMBE NP1 OAHN W
TEX Me ANWHAX BONH,

BIWX Bpema yAopKUDARNA OCHOBHOMG NWKA  HO

XPOMOTOrpAMMO  UCNWTYOMOrO  PacTooOpa  ACHKHO
COOTRATCTOONATL DPEMEHK YACPMADAHWA AKKD
KNCNWACIPENA  HA  XpOMAOTOrPAMMEe  CTAMAAPTHOrG

pacToopa (passen «KanuuecTBEHHos ONPeAGNEHWEY)

Y@-cnekTpohoToMaTRMN, Y@-cnexTpbl
AOFNOLWOHMA MCNBITYOMOrD W CTAHAARTHOrO
poctoopos o obnacty ot 250 Ao 300 MM
UMEIOT MOKCUMYMBI NREW DAHUE W TEX Me
ANWHAX DA,
B3XX Bpowms
nUkd  HA  XPOMATOrpamMmo
pacTnopa CoOTDATCTHYOT NPEMEHN
YACPHUBOHWUA  NWKA  KNDARAOrPEND  HA
XPOMAOTOIRAMME  CTAHADPTHOrO  pacTnopa
(panaen «Konu4ecToeHHOR GNPAAGNAHKGY). |

YAGPKABAHUA  OCHORHOrD
MCLITYOMOTE

T T PD, OBC.1.4.2.0000.15

3. | CPEOHARA MACCA e
OF 248,56 30 263,94 Mr (256,25 Mr + 3,0 %), 259,40 mr
4. | BOOA ro P, ODC,1.2,3,0002.75 MoToa K.@nwopa. 0.7%
He Gonoo 7.0%
PACTBOPEHWE e PP, ODC.1.4.2.0014.15 e
Y@-gnoexrpodhotomorpun, a7 A%
Mo mewoe B0 % (Q) OT J0ADNEHHOTG KOMMYECTDD 95.7%
knonugorpena veped 30 MuH, 95,8%
98,0%
04,65,
R 98,8%
6. | POACTBEHHELIE BIMX. e S
NPUMECH Tpumecs A = He Goneo 1,2 9, iy
npumecs C = e tianee 1,5 %; g'g?u’,"
EAMHAYHIA  HEMABHTUCHMLIMPORAHHAR NPUMECh - He iy
Goneo 0,2 %; Gie%
______ T mmm CyMMa npumecon = ko Gonee 2.5 %.
7. | ONHOPOOHOCTH T PO, ODC.1.2.4.0008.18 (cnocot 1) -
JO3NPOBAHWA { AV % 150 % (n = 10), ecni YCnoRke He BbINGNHAETCA, AVis= 3,5%
Ta AV £ 150 % (n = 30), v ana 30/30 Tabneton
HONMMOCTOEHHOE COAGPMAHUG KNBNUASIPEN: AOMKHO
. HAXOAMTHCA @ WHTepnane 0.75:M = 1,25 M.
MWKPOBWONOrMYECKAR | @ P®, OME.1,2.4,0002.18. Kateropwn 3A. A
YUCTOTA O6uwpe wuena nopobHelx MUKpEGPraHamon - Ho Gonee

10° KOE 1 1 r (mn),

QOUIgr YWCND APSHGHENLIX 1 NNECHBDLIX rpuGan: 1o
Goneo 10° KOE 0 1 r (mn);

Escherlehia eoll; greyterona o 1 r (mn).

Menen 20 KDE a1 r

Manee 10KOEn1r
He oGHapymeno

B3IMX, or 71,25 no 78,75 mr wnonuaorpona (or 95,0 %

9, | KONMMYECTBEHHOE L
ONPEOENEHUE A0 105.0 % oT InABNEHHOrO KONWYECTDA) 6 0gHOR 75,79 mr
TusnaTra (101,1%
10. | YNAKOBKA Mpu npouaaadcman, gacoaka I yrikoske a OGO | (pouldodcmen, (hacodka U ynaraaka i
¢ MAKHM3-QAPMAY: 000 «MAKIZ-DAFPMA .
Mo 10 ToBneTon b keHTYpHym sueikonyia ynakooky | Mo 10 TaGneTox b KOWTYPHYIO AYefKonyio
(GnucTep) M3 NNeHKW NONUAMHUNXNOPUAKOH W thoneri | ynakonsy (Gnuetep) ua nnckkd MBX/MNBAX u
ANIOMUHUBNOA UAKW B KOHTYRHYIO AYGAKDDYI0 YNOKODKY | hoNuiv AnomMuHUenon
(Gnuctep) w3 nnoHkn TIBXNBOX  w  chonwrn
amomunuenci Mo 30, 60 unu 90 ToGnaTak o Ganke w3
MONWITHNOHA  HWIKOTQ  AAONGHUA,  YKYNOROHHOA
HPLILUKOW NONUMOPHOW C KOHTRONEM NEpBorD BEKPLITUA
uAn 0 GamKe W3 NOMUITUNEHD DLICOKGA NNOTHOCTA,
YKYNOPEHHOW  KPbILWKOA NONUMOPHOR C  KOHTPGNem
NepUoro BeKPLITHA,
Mo 3 wuni B KOHTYPHLIX  AYGHKOBLIX  ynakopok | Mo 3 KOWTypHuIX  SNGAKONLIX  yNaKonok
(GnucTepon) wnv no 1 GaHKe NMACTR © MHCTRYRUMaN no | (BnucTepon) nmacte ¢ MHETpYKUMaR 1o
. NPAMEHEHUK B NANKY KARTOHHYIO. o NPUMEHEHWIO 0 NAYKY KAPTOHHYIO
11. | MAPKWUPOBKA Mepauvnan ynakookn. Mepouynan ynakoaka,
Hi kanmyphotl syedroaold ynakouke (Gnucmepe) wa | Ma  kexmypeal  saedracord yraKoake
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S OTHOEN KOHTPONS KAYECTBA
ity Nuuenans N200205-N1C or 15.02.2021 r
MasEmAma HAUMEHOBAHWVE Mnarpun® TabreTku, NoKPLITLIE

MPEMAPATA; NNCHOYHOK 06ONoMKOM, 75 Mr )
Surom Sunone sy | HOMEP CEPHVE PL1070323 : _
o 6 RATA NTPOW3BOACTEA: | 17.03.2023 =
Srnas FOLEH [0 31.03.2025
CTpCarHan ) OBLEM CEFUM: 9 926 yn. Ne30
ter s wiioosn | POVSBEREHO: 000 «MAKU3-DAPMAN f

[ AHATWS NO: JIN-006376-290720, Uam. Ne1, 2
| XPAHEHWE: Mpu Temneparype He sLiwe 25 °C.
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3akniouenme:

HavanwHuk OKK:

Aata suinyeka OKK: «13» anpens 2023 r.
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CooTBetcTayeT TpeGosanmusm NN-00637

LYCORDM RILING PROILINAIOM. TOPTONOR HanmBHORIITE

NPENAPATA € NPeAYNPAARTENLHOW Mapkuponkol @,
MURLYHADOAHOD HORATEHTODAHHOE HIUMEHODTHUO W
ACIHPORKY (MO pycckoMm W DHIAMACKEM  A3wiKkax),
NEKARCTUEAHYIO (hopMy, HIWMEHODAMNE TOUAPHBLIA
AHAE (NOTHMUUOKR)  popkaTenn POUrKCTpaLMoNHaro
YADCTORODOHAA, HOMER Copuu, AuTY npowanoacToa
(npu  chaconks Wa QOO «MAKWU3-GAPMA AATY
NPAUINONCTHA HE HAWOGHT), AQTy MCTOUGHMA Cpokn
FCAHGET I

Bmapuwnan ynaxoaka,

M wapmoniod mivke wa PYCCKOM AILIKG YKAINGOIOM,
TORronGo HAWMEHDD UG npenapata [+
APCAYAPCAMTENBHER MAPKWpODKON 0D, MENYHIROAHDE
HENITEHTODAHHDD FIMMB DL HAD, ADIMpOMKY,
beDMﬂNfJTBpﬂnchHlmcl{ylﬂ FpYANY,  nexapcThexnyio
HOEMY  w KonusecTno TaGnetok o YRaKouke,
HIUMEHOBANWE o CoAUpKAHME  AencTAyIowWwero
felecTod o oAHoR TalineTke, YENOUKA  XPAHEHMWH,
NPOAYNPOAMTENLHLE MaANMCH «COALDNMT  naxTodw
MOHOTUADATY . aXPaHuTL b HBAOCTYNHOM ANk AeTen
MOETCS, ulNopon NMEHMOHBEHKUEM apenaparta
OIHIKOMLTOLE €  NPUABrIEMON MHCTRYKUMEHS,
«[ToMHuMaTL no HIOIHANOHUO Bpiadas, YENohus oTnycka,
crnocot NPUMEHOHKH HANNCH alip
HIPUTVETRWRON MMM ToOnADNMELIK AMAKE, HOKep
cobdaTanweTnn o [erfscTpayuu

HOMBp PUrHCTPAUNOHHOID YAOCTGUEpEHH,
HUMMEHDN A D Avpwatens REFHCTRALMONNOM
YAOCTOOCDCHWA,  Of0  CTRAHY u TODARHBIA  AHAK
(ROTUHMUENR),  HAKMEHOBAHWE W« CTPaHy  rpMbi-

[ASMIBGAUTENN (NP AponancacTne Ko OO0 «MAKMW3.
DAPMAS  ykaaninaoT CTRAHY, fopoA), WTpMK-KOpA,
HOMED Cepuis, AaTy npowanagcTun (npu NPOUIROACTIE
“i 000 «MAKM3-DAPMAY gary NPanaueAcTod He
HONQEAT), A3TY UETOYEHNR CPOKD rOANOGTH, LWITPUX-KDA
] hopmnte Databatrix, rRabanbHnm
HACHTUCSURALMOH LA HOMED Topronon QANHUULL
HHANDMAYANLHBIA COPHANLIN HOMOR TOProBoA eauHiyL
Hi arusetey Ganen w KEPTOHHYIO naudKy MoryT Gt
HANBCAHL  TEXHUMECKHE (NpokauoacroerHnie)  roas!
(PAIMYACKUE, ByRBEHHo M UWhpouue)
Lononwumeniue wa amopuinen yrakoake (Ha navse
Kapmonned)  wa  awznulickam  sapio YRIIbmmam:
TOPronoe HOMMOHOBAKWG NekapeTRoHHOrD npenapara,
MUMAYHAROAHDN  HONATEHTOBAHHOR HOWMOHOnAKUE,
ADMApOEKY, NeKIpETHEHHYID dopMy W KonwupeTno
TAGRETEK B yRakonke, HaAnMCE «Antiaggrogants,

TORRPHOrS  3naKa, |

(6rucmopo) rn pycorom mane yradak

TOProBoe  HaumeWonaWua  npenopata ¢ |

NPAAYNPEAKTONLHOK Miapkuponkon 00,
MeMAYHOPOAHO® HEMUTEHTONIHHOE
HAWMOHQDIAHWE 1 AQINPOOKD (MO PYCCKOM W
QHFAMACKOM AduKax), NBKIPETABHHAN
OPMA, HANMBHDETIMUE TORDPHLIR W0k
(naTuruuAl) sapwatenn PUTHCTRAUMOHHOID
YAOCTODEDUHWA,  HOMGP  cepum,  aata
HCTHYUOHMN CROKD rofHOCTH

Bmapusnan ynakoas,

i wapmannod nauke wa DYCCKOM  Jabike
yra3ama: Topronoes HAWMEHORIHWE
npenapata [ NPCAYNDEANTOTbHON
MApkupotkav B, MEMLYHApOAHDE
HEnATOHTODRAKHOE HAHMBHOBDHWE
Aoiauponka apMakoTopINEDTUYOCKIN
rpynna, NeKnpCTRaHHON opma n
KonuuecTee  TaGAeTOK b ynakaoke,
HOMMEROBAHHE " cofepwanne
ACHETBYOLAIO  neujecTon p oAHOW
Talbnetre, yenonvs APAHERUN,
APBAYNPRAKTANLHBIE HATAUCH aCogmpmut
NAKTO3B  MONOMMARITY,  «Xpanuts 0
HBABCTYAHOM ANA A0TON MOCTen, allopea
NPAMCHEHWEM npenapata DAHAKOMNKTECH ©
NPRAATAOMON MHETOYKLNGHS, el lpurumMaTe
N0 HIIKAYEHUID pPayan, YENOUMA OTIycun,
ENOCOU  NDUMCHONMN,  Hagnuch  «ODs -
AIPCIUCTPUPOBAKHBIA  TORARHMIG IHDn,
HOMOp  COMAETENLETIN O percTpauMu
TONGPHOTD JHAKA, HOMOP PEIMCTRALUMOHHETD
YAOCTORCDEHUA, HANMOHODONWE RopmaTens
PErMCTRAUNONHOIG  YADCTOHOPRHWA, ofo
CTRUHD W TOBAPMbIM  aHaK (nartumuuen)
HAUMEHOBANWE, CTPAHA W ropoy WpMb-
NPOMINCAWTANA, UTDUX-KOL, HOMOP Copu,
AdTY MCTENCHAN CDOKA TOAHOZTH, WTpMx-
ko4 n opmate DataMatrix, rrnaGansHmm
MABHTHIDMEALMONHA  HOMED  Topronai
L7 LR T ™ ] MHANDWAYANLHLIW CepHiHI
HOMEP TOPronon AL

Avronnumensio wa emopuamed ynaxoaxe
(Ha nauke  kapmounon) wa anentidekom
AILIKG  YKAIOHO' TOPTOROE HAUMEHOBAHWA
NeKIApETHEHHOrD npafapara
MO YHAROAHOO HERTAHTORAHHOS
HauMEHonanue, A03uponks,
IopMa M KkONMYECTHO T
HAANKCH «Amlnggma@?

A yncae,

-"'F.-..-..

GTREN A,
i KOHTRONS
Ny KAMECTEA

P
6-290720, UaniN21, 2
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