Nuuensua Na 00205-1C ot 15 pespana 2021 ropa

Paz

petenne Ha soiitycic JITT Ne 250

(n coorncrerrun ¢ Mpunomennem 16 cGMP)

Haszsanue npoavira/
| Name of the produet

Haarpunt®/ Plagril

MHH /

INN

Jexapernennas dopma /
Pharmaceutical form
Hozuporka /

175 M/ 75 mg

Knonunorpes/ Clopidogrel

TaGJICTICH, NOKPLITHIC TUICHOTHO 0D010MKOH/

Date of manufacture

Dose - )

Tun ynakonku / 10 wrr, / 3 KOHTYPHs A4CHIKOBAA YNAKOBKA / IAHKL KApTOHIAs
Package type o 10 PCs / 3 blister packs / cardboard packs

Homep cepitn / PLI300623

Bach number " L )

Hara nponssojerna / 23.06.2023

Cpox roauoctn / FD.IJ.L"I.I-H-(_-‘ ”
| Expirydate

30.06.2025

Pasmep cepun /
_Bach size

9 920 ynakonor/ 9 920 pucks

Cerpana naznaucHms /

Destination country
Perucrpaiitostoe yiocrosepenie
/ Marketing authorization

Pocena/ Russia

JI11-006376 ot 29.07.2020 (e samennt 12.05.2022)
JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)

Hopmarneublii qokyment /
Normative document

JHI-006376-290720, msm, Ne 1,23/
JI1-006376-290720. variation Ne 1,2.3

[TPOH3BOACTRO FOTOROM
aekapersennoii gopyor / Finished

O61ectso ¢ OTPANNYCHHOI OTBETCTBEN noctbio "MAKH3-
GAPMA" (000 "MAKN3-DAPMA")/ Limited liability

(dosage form manufacturing

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

Adpee/
Address:
109029, 1. Moerpa, ABToMOGHILILI

it Ipoess . 6, erp. 4, crp. 6. crp. 8/

109029, Moscow, Avtomobilney Proyezd, 6. bld 4. bld 6, bld 8

ITepruunan ynakonka /
Primary puckaging

Aapee /
Address:

OGLIeeTBO ¢ OrpauHUueHHON OTRETCTRCHHOCTHIO "MAKH 3-
GAPMA" (000 "MAKHU3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

109029, r. Mockra, ArToMoOniLHbL Hpoes, 4. 6, cTp. 4, cTp. 6, crp. &/
109029, Moscow, Aviomobilney Proyezd, 6, bld 4, bld 6, bld §

Bropinunas ynakopka /
Secondary packaging

QGniecTro € orpannycHnoit oreerersenioetsio "MAKHM3-

DOAPMA" (000 "MAKHU3-OAPMA"Y Limited liability

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

Ajapec /
Address:

109029, 1. Mocxkia, AsromoGunsinti npoes. a. 6, crp. 4. c1p. 6. crp. §/
| 109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

|



Nuier3ua Ne 00205-NC ot 15 rﬁeapann 2021 ropa

N wevee ——

[ Bunyckatonuii koirrpots OBmecTBo ¢ OrpanHyCHHON OTBETCTRCHHOCTLI0 "MAKI3-

| kauecTna / OAPMA" (000 "MAKH3-®APMA")/ Limited liability

| Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. Mockra, ApToMoGINLHLG Mpoes, 1. 6, ctp. 4, crp. 6, crp. 8/
109029, Moscow, Avtomohilney Proyezd, 6, bld 4, bld 6. bld 8

Hazname ADC / Knomuaorpen/ Clopidogrel o
API name
Tpouromntens AQC / Xetepo Jlpare JTumures. Vnaus/ T

| APT manufacturer Hetero Drugs Limited. India

|

| Homep cepitn A®C / CP23030006

' API Bach number

Hacrosmmy noarsepaciato, yto sannas cepust No PL1300623 IMna rpua® TaGieTRI, MOKpPLITLIC
LICHOUHOH oGosaukoit, 75 mr No 30, nacnopr Ne 259/23 ot 01.08.2023 Grina TPOHIBLIACHA N
(IPOKONTPOIHPOBLHA B COOTBETCTRHN ¢ neficTByiounsMy [pasunamy Hannesxawmweii
npou3soacTaeHtoll npakTin Espasniickoro Dronomirdeckoro Colosa n Tpebonanmimn
PerueTpaunonHoro 1ocke, a TAKIKE B COOTBETCTBHN €O CHEUHPUKALUMAMA 3aPCIHCTPHPOBRHHOTO
NPOIYKTA.

JlokyMeHTR 10 POMAROACTBY (MPUMCHHMBIM CTATHAM) I KOHTPOJIO KAUCCTBA NPOBEPEHTI H
0100peHnl,

JlioBric OTKAOHEHIS PACCACAOBANB] B COOTBETCTBIN ¢ BHYTPECHHHMHU IPOLEAYPAMY i oslo8peHnl
YUOmmoMoueHHsIMM JIMionm /

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 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 el
cTp. 113 2
ﬂ, :-:I"E OT/AEN KOHTPOMNA KAYECTEA
Jlnuexavn Ne00205-NC or 15.02.2021 r
MAKWIDAPMA - "HAUMEHOBAHWE Mnarpun® TabneTku, NoKpLITbie
100026, 1 Mo NPENAPATA: nnesovHon obonoykoit, 75 mr
4" I o i 3
AbtomolunuHsin Npeeag, HOMEP CEPUU: PL1300623 ]
acm b, OATA NPOUN3BOOCTBA: 23.06.2023
Hi -
g FOBEH 80: 30.06.2025
CTpOeHMY B OBEBLEM CEPUN: 9 920 yn. Ne230
Ton (495) 601-00-6H NPOUZBEOEHO: 000 «MAKU3-DAPMA»
AHATTU3 NO; JN-006376-290720, Wam. Ne1, 2, 3 o]
i XPAHEHUE: Mpu TemnepaType He abiwe 25 °C.
Ni Haumenonanue Tpo6 HA P
nin | nokazatens ] pebonanuna 03yNLTATL! AHaNWaa
1. | ONUCAHMKE Kpyrnele — ABORKOBLINYKNWIC TABReTHW €  Hackod, | Kpyrieie  ADOAKODLINYKNMIO TaBAGTRA G
NOKPLTEIO NNOHOYHOA 0GONGYKON POAGNOTG LMETA, DACKOH, NOKPLITLIO ANEHOYHOR GHONOMKOR
oS ) poIoRAre UReTa =
2. | NOANWHHOCTL YO-CreKTPothoTOMOTRHA, YM-cnokTpb!  NOFAOWAHWA Y@-cnowrpochotomeTpun, Y@-cnekrprl
HCNBITYOMOrS W CTONAARTHOMG pacTnopen n olinicTH OT | NOrNAOWEHWS UGNTYEMOTO W ETAMANRTHOMD
250 po 300 HM ZBMKHBL UMETh MAKCUMYMbl NPW O4HKAX 1 | poctnopan o ofnactk or 250 ao 300 Hm
TEX MO ANWHAX OONH, WUMEIOT MIKCHMYMBl MpW OAHWX W TeX e
BIXX Bpums  yIepRUDAHWA  OCHODHOMO nWka Ha SAWHOY BONH,
XPOMATOMRAMME  MENLITYEMOTD  PUCTROPa  AomKkHD | BIXKX Bpems  yAGpwunauus  OCHOUMGrD
COOTOATCTOABATL  DPCMEHMM  YAGPMUDAMMA  NUKD | NUKD WA XPOMATOMDOMME  WENBITYOMOrQ
KNONUAOIPENA  HA  XPOMATOrPAMMD  CTOMAJPTHOMD | pOcToopa COOTHETCTRYET UpOMEHM
pacToopa (poagen wlonuuecTnenHon onpejeneHnes), YACPHUDAHKR  NUKD  KNONWROTPONAA WO
XPOMATOIPAMME  CTOMAJPTHOMG  POCTRORA
o - = - s (Pasaen «KonudecToenioe anpeaeneH1es).
3. | CPEOHAY MACCA re Po, OBC.1.4.2.0009.15 258 65
O 248,56 40 263,94 Mr (256,25 mr + 3,0 %), N
4. | BOOA re Pe, 0©C,1.2.2.0002.15 Matoa K.uwepa, 3.5%
He Gonee 7,0%
5. | PACTBOPEHME re Po, O9C.1.4.2.0014.15 (97%
Y®-cnekTpothotomaTpus, a4, 7%
He menee 80 % (Q) or aaapnednore konuuecToa 89.6%
knonuiorpena wopea 30 MuH. 96,0%
85,7%
97, 7%
- - . 89,1% N
6. | POOCTBEHHLIE BIXX, 0,03%
MPUMECH Mpuwmect A - He Gonee 1,2 %; Pt
npumock C - Ho Gonoe 1,5 %; 0'01.,,:
CAMHUYHAA  HOMAGHTUDUUWPODAHHAR NPHMECH = He 0'18"".
Ganaa 0,2 %:; e
- CyMMn npumecei — He Gonee 2,5 %, e
7. | OQHOPOOHOCTL ro P@, ODC,1.2.4,0008.18 (cnocobk 1)
NO3NPOBAHMA AV =150 % (n = 10), ecnu yenonue we neincnHAaTe:, AV = 3,7%
To AV = 150 % (n = 30). v ana 20/30 taGneTok
KONUUECTOEHHOD CORGPMAHNG KNONWASIPEND AOMMHA
= __|_HaXopuTLCH B uHTopuane 0.75°M-1.25M, _ R
8. | MMKPOEWONOrMYECKAR | rd P®, O$C,1.2.4.0002.18, Kateropus 3A.
YUCTOTA Obwee unena 0apolHuix MUKPOOPraHWIMOD - He Gonee
10" KOE & 1 r (mn); Menee 20 KDEn 11
O6Ljos Yueno ApasoKERLIX W NACCHENLX rpution; He
Bonee 10° KOE 1 1 r (mn), Marge 10KOE R 11
- _Escherichia coll, oreyretoune o 1 r (mn). ) He obHopymenn
9. | KONMUYECTBEHHCE BIMKX. o7 71,25 20 78,75 Mr knonugorpena (or 95,0 % e
QNPEOENEHUE A0 105,0 % oT 3aAUNGHHOIO KONMMBCTUN) 1 OAHON 73.20 mr
TabnaTre, (97.7%) |
10. | YNAKOBKA Mpu npousscdcman, chacoare wuny ynakoexe na OO0 | [lpousdcdeman, hacoaki U yranoara i
«MAKK3-QARMAN; 000 W MAKIMI-DAFRPMAY;
Mo 10 raGnetok 0 KonTypHyle Ausdrkonyio ynakooky | Mo 10 TaGneTok o KOHTYPHYIG AYBAKOLYIO
(GnueTEp) M3 NNOHIN NONMUDMHUNXNOPUAHON 1 dIenLm ynarooky (Gnuetep) ua nnexsu NBXMBAX n
ANIOMAHKHEDOA AW D KOWTYPHYID AYGAKODYID YNAKGDKY | (ENLFW ARKMUHUENGA
(Gnuetap) w3 nnenkn MBAMBAX v chonbru
anoMunuenon Mo 30, GO wnw B0 TaGnetok o Gaxke wa
NONMATANEHD  HU3KOFS  ADDAGHWA,  YRYNORGHHGH
KPLILKOW NONMMEPHON € KOHTPOAEM NGPUATS BEKPLITAR
W b Ganke W2 NONMITUNEHD OLICOKOW NNETHOCTM,
YKYNOPEHHOR  KPLILKOW NGNUMEPHBR ¢  KOHTponeM
NepOoro BCkPLITHA,
Mo 3 wnu & wowTypHelx Auolikonwx  ynakoook | Mo 2 KDHTYPHBIX  ANHVKOBLIX  ynakonak
(GAvcTepon) unu no 1 GaHKe OMEETE C WHETPYKUMEH No (GrvcTepon) UMECTE € WHCTPYKUWeW na
______ NPUMEHENIO [ NOYKY KUPTGHHYIO NPUMEHBHNIO 1 NAYKY KADTOHHYIO, o
11. | MAPKUPOBKA Mepauvnar ynanoaxa, Mopuuvnan ynakooxa,
Ha koumyphol auodroeoil ynakoake (bnucmepe) wo | o KaHmMypHod  aueUkoaod  yrakooxe

—



MACMOPT Ne 259/23 g0y
CTP.2 U3 2
ﬁ?%k OTAEN KOHTPONA KAYECTBA
TMuoHana Ne00205-NC or 15.02.2021 r
MAICHIDAPMA HAWMEHOBAHWE Nnarpun® Tabnerku, nokpeITele
5 i MPEMNAPATA: NNeHOYHOR 0BONOYKON, 75 Mr
026, r. Mocron .
AnToMOSUAWHLIA Npoeas. HOMEP CEPWM: PL1300523
4om 8, HATA ﬂFDHEED.L‘ICTEA: 23.06.2023
H -
PRy FOAEH [i0: 30.06.2025
ETpoaHmg [ OBBLEM CEPWN: § 920 yn. N230
Ton. (4RS5) BE1-00-80 NPOU3BEQEHO: 000 «MAKWU3-OAPMA»
AHANW3I NO: NN-006376-290720, Wawm. Nei, 2, 3
. XPAHEHME: MNpw Temnepatype He Beiwe 25 °C.
n';: H?_:g::::;i”:“ Tpebomanua HY Peayneratil ananuaa !
PYCCKAM RIbING yKAILIoRIOM: TOproncn HAUMEHOBAKMe | (Gnucmepe) Mo PYCCKOM RabIKe ykazamo,
APENIPATE € NPEAYNPeAMTENLHOR MopkvpookoR ®, | Tepronoa HOUMEHODAWWE npenapaTa
MEXAYHODOLHOR HENATEHTOROHHOS HRUMEHOBUHWE W | NpeAYNPeAMTanBHON MOpkupopkol @,
ADINDODKY (MO pycexkoM W aHrAMiickom A3LIKAX), | MmeMayHapoaHoe HENATeHTODAHNOA
NEeKARCTDEHHYIO chopmy, HaUMOHODAKME  TORDpHIWR HRMMOHODAHWO W A0JMPONKA (HO pycckom W
JHBK  (naTWHWUAR) ACPXATENA  pPErUCTRAUNOHHOrD AHFNMACKOM  mabikax), nekapcrooHKan
yaocTonepanun, HOMBD cepuy, AdTY npowapeacTon chopma, HAUMEHDBaHKe TODOpHLIK JHAK
(npu  chaconke wa QOO «MAKW3I-DAPMAx Aaty | (naTunuyoR) gopwarens PErUCTPAUNONHOrD
NPOMINCACTRR HE HAHDCAT), ADTY WCTEMEHWA CPOKD YAGCTOUGROHWA, HOMeEP cepww, aarta
TOAHOCTK, WCTEYOHWA Cpokn FOAHOCTH,
Bmopuvwan ynakoowa, Bmopuvnan ynakoawa,
Ha kapmomnad navke Ha PyccKom Ranike yruamadiom: | Ha KOPMORHOL NONKD WO PYEcKoM Rabike
Topronoa HAUMOHORAHMA npenapara C | yKko3ano: TOpronoe HRXUMOHODOHKG
NPEAYNPEAMTENLHOA MapKUpODKOD @, mMemayHaposHoe nApenapara c NPeAYNROAMTENLHGR
HBNATOMTODOHMOA HaUMOHODAKH WG, ADINDODKY, | MAPKWDORKGOW m, MOMAYHOPOAHOE
cbnpunmanununrnuuckym FRYNNY, NEKADCTOAHHYIO | HENOTAHTORAMKGG HAMMOHODOHUe,
QopMy W konuuecToo Talnetoxk o ynakooke, | noawponka, hapMaKkoTEpanaBTHYACKIS
HAUMOHODAHMG M copepxaHue AvhcToyiowero | rpyana, NeKkapcToeHHan  copma w
dellecTsa o opHoA Tabnetes, ycnonwa XPOHEHWA, | KkonuuecTne  TaGratoxk  n ynaxounxe,
NPOAYNIPRAUTENBHLIE HAZMWCH «Coqepxut naxtoan HAUMOHORaKHKWe " coaepMaHue
MOHOPWAPATS, «XpaHuTL B HBAQCTYNHOM ANA paTeh | aehcToywowero poWecTsd o ggHon
macTen, alepeg NPUMOHEHUOM npenopata | TalneTe, yenonun XPOHBHWR,
OIHAXOMBTEEE €  npMRaraeMoi WHCTDYKUWGAY, | NpegYnpearTenbHba Haanuck «Cogepmur
lpUHUMATL Mo HBaHaYBHIO bpavans, yenonun otnycka, | nakrodwm MOHOrMAPaTS,  aXpaWuTe b
chnocob NPUMBHOKKA, HAAAWCH wu - | HOAGCTYNHOM ANR aeTed Mecres, ulepes
JApOrUCTRMPODAHHLIA  TOBAPHWIA KR,  HOMER | NPUMOHEHWEM NPENAPATE CIHAKOMbTECH €
COMAGTONLETON O  perucTpauMK TODAPHOrO  aWoka, | npunaraomod UHCTRYKUMERn, «fIpUHHMATL
HOMEp PerucTPaUNOHHOrS YAOCTORGPAHUN, | no HAIHAYeHWIa Opauan, ycnopun atnycka,
HAUMOHODAHKE Aepxarans PerucTpaunonHera | cnoco  npuMaHeHun, HAgNWCE  aifiy
YAOCTOOEpaHMA, aro CTRAHY W TODOPHBIA  3HAK JADOTVCTPUPOBBHHMA  TODOPHLIA JHUKD,
(natvhuueR), HaumononaHue W CTROKY  hMpMbl- | HOMep caugeTenucTna Q0  perdcTpauuu
NPOMIBOAMTENS (NPU NpouanoacTie Ha OO0 «MAKW3- | Tomapuorg JHAKA, HOMEP POrHETRALKWOHHDrO
DAPMA»  ykaasinaloT CTRaMy, ropog), WTPHX-KOA, | YAOCTOUGPAHMA, HaMMOHODOHWE ABpXaTans
HOMED COpUM, 43Ty NpoWIoOACToR (PpM npouanogctoe POrMCTPAUNOHMOrD  yaocTOBEpeHus, arp
Ha 000 «MAKWU3-©APMAY AUTY NPOUIDOACTED WE | CTPOMA W TODADHMA IHak (naTuruLaiA),
HAHOCAT), AATY UCTOuAMUA CPOKR roAHOCTH, WTPHX-KDZ | HAWMEHODAHME, CTPaHa W ropos chupmMel-
] thopmate DataMatrix, rnebanbHbif NPQUIBORUTENA, WITPUX-KOA, HOMEp copHu,
| UABHTHEDMKALIMOHHBIA HoMep TOProBOR efuHMUbI M | aaTy WcTauewus CPOKA TOAHOCTM, WITPWX-
! MHAWBUAYANbHLIA COPUAHBIA HOMOP TOPronoR eauHKULL, | Kog o chopmare DatoMalrlx, rrofanisHi
Ha atuxetey Gawku u KOPTOHHYID NAYKy MOryT Gbiths HABHTHIDMKALMOHHLIA  Homep Topronoa
HOHOCEHD!  TaXHUYECKUE (I'IDUHJDUAU‘I’BHHHI:IB) KOabl | GAWHHUBLI W MHAUBURYONBHDIA  CopHiHbIR
(rpachmueckue, ByrnoHHble Wnu Uudbporbia) HOMEP TAPrONaR BAMHMLIL,
donanuumensto wa amopuvked ynakoeke (WD navkxo Hononnumensre wa amopuunal ynaxoaxe
KApMaNKOO) Ha  awanuflickom  s3uiko ywaasienionm; | (wo  nayke KapmonHol) He  amanudexom
TOPranoe HAOMMEHOBOHMO NeKBpCTBEHHArD MPenapaTa, | AJwiKe yknlawa: Topronoe HEWMOHODAHKE
MOMAYHOPOAHOE  HenaTeHToaAHHOE HIUMEHODOKUE, | nekapeTheHHoro npenapara,
AD3MPOBKY, NOXAPCTOOHHYID @OPMY W KDNUMBCTRO MEXAYHAPOLHOO HENOTOHTODAHHOE
Tabnatok o YNaKoDKe, HOANKUEH «Antlaggregants, HOWMeHoDaHue, foanponka, NexapeTneHHan
DOPMA U KoNUuBCTRD TabneTok b ynaxkaoke,
! HaAnuce sAnlinggreganty.
3aknoyenue: | CooTeTcTayer TpeGoBanuam JIM.B( 6376- 20, Mam. Ne1, 2, 3

HavansHuk OKK:

Data Beinycka OKK: «01» AArvera 2023 r.
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