NuueHsna Ne 00205-/1C ot 15 ¢espans 2021 roaa

Pazperenne na Boimmyck JIIT No 318
(B coorBetcTBH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue nponyxra / ITnarpun®/ Plagril

Name of the product

MHH / Knonumorpes/ Clopidogrel

INN

JlexapctBennas dopma / TabIEeTKH, MOKPBITHIE TIACHOYHOH 060N0UKOM/
Pharmaceutical form film coated tablets

Hosuposka / 75 mr /75 mg

Dose

Tun ynaxosxu / 10 wrr. / 3 KouTypHas s4eifkoBasi yllakoBKa / auyka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1380923

Bach number

Hara npoussoncrsa / 05.09.2023

Date of manufacture

Cpox roznoct / 'ozxen 1o 31.08.2025

Expiry date

Pazmep cepuu / 9 968 ynakosox/ 9 968 packs

Bach size

Crtpana HaszHadeHus / Poccust/ Russia

Destination country

Perucrpaunonnoe ynoctosepenne | JII-006376 or 29.07.2020 (nata 3amens! 12.05.2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatupHbIil OKYyMEHT / JIII-006376-290720, u3m. Ne 1,2,3/

Normative document JIII-006376-290720, variation Ne 1,23

[Tpou3BoACTBO TOTOBOM O6111eCcTBO € OrpaHHUEHHOM 0TBETCTBEHHOCTRIO "MAKU3-
nexapctTBeHHOH popmbl / Finished | DAPMA" (OO0 "MAKH3-@APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocksa, ABTOMOOHABHEIA 1poe3a, 4. 6, ¢tp. 4, c1p. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepeuynas ynaxkoska / OB1ecTBO ¢ OrpaHHYeHHOH 0TBETCTBEHHOCTRIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKHM3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIBHBIN Npoe3, 1. 6, crp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynaxorka / O6miecTBO ¢ orpaHuyeHHOM oTBeTCTBEHHOCTHI0 "MAKH3-

Secondary packaging DAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABToMOOUIBHEIH Ipoe3, 4. 6, cTp. 4, ¢Tp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensus Ne 00205-71C ot 15 despansa 2021 roga

Briyckaomui KoHTpoTh
xavyecrna /
Quality Control

O61ecTBo ¢ orpaHnyeHRoif oTBeTcTBEHHOCTEIO "MAKKI3-
GAPMA" (000 "MAKUS-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARNIA™

Anpec /
Address:

109029, r. Mocxksa, AsTroMoOunBHbIH Tpoe3y, 1. 6, ¢rp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsanue ADOC /
API name

Knonuporpen/ Clopidogrel

Hpouzsoaurens AGC /
APl manufacturer

Xerepo llparc Jlumuren, Unnus/
Hetero Drugs Limited, India

Howep cepun A®C /
API Bach number

CP23030008, CP23030009

Hacrostam mogrsepxgato, uto faruas ceprist Ne PL1380923 IMnarpun® Ttabnerkn, TIOKp 51ThIE
IIeHOYHOH 060nouKoi, 75 Mr No 30, nacriopr Ne 327/23 ot 23.10.2023 Gruia nponsseaena u
IPOKOHTPONTAPOBAHA B COOTBETCTBUY ¢ JeHcTByronmmu Ipasunamu Hamnexameit
NPOU3BOJACTBEHHOM NpakTuku Eppasuiickoro Oxonomuyeckoro Como3a 1 TpeGOBaHUsIME
PerncTpaimoHHoro J0cke, a TaKkKe B COOTBETCTBHH CO CHENUpUKAHIMHI 3apPerHCTPHPOBS HHOIO

ITPOYKTA.

HokyMeHTHI 110 TTPOH3BOACTRY (IIPUMEHUMBIM CTAIMAM) H KOHTPOIIO KA4eCcTBa IPOBEPEHEI 1

C),:IOO]_)@HI:I

JIxobpie oTKIONEHMS pacciCc/ioBaHbl B COOTBETCTBHH € BHYTPEHHUMH HIPOLCAYPaMH K OJIO()p(,HbI

VIHOTHOMOYSHHBIMH JIHIIOM /

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 approvec.

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

Authorized Person.

Beperennnxopa B.K./ Mf;f

YHOTHOMOYEHHOE JTHLO
000 «MAKU3-OAPMA»

5By o ding 2003
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1 NMACIMOPT Ne 327/23 orp. 1 n3 2
A OTJEN KOHTPOJIA KAUECTBA
B TNuyensna Ne00205-11C ot 15.02.2021 r
MAEMBOARMA HAMMEHOBAHUE Mnarpun® TabneTku, NOKPhLITHIE
. NMPENAPATA: NINeHOYHOU 0B60NOYKOH, 75 Mr
109029, r. Mocksa 3
ABT'OMobuanbsﬁ npoesg, HOMEP CEPVN: PL1 380923
aom B, BATA NPOU3BOLACTBA: 05.09.2023
il FOOEH A0: 31.08.2025
cTpoeHue 8 OBbEM CEPUN: 9968 yn. Ne30
Ten.: (495) 981-00-88 MPOU3BEAEHO: 000 «MAKU3-®APMA»
AHAINN3 NO: JIN-006376-290720, Wam. Ne1t, 2, 3
XPAHEHUE: lMpu Temnepartype He Bbiwe 25 °C,
Ne Haumenosanme Tpeboanus HL PesynbTaTtk! aHanuz
n/n nokasarens FeuphdH syn a
1. | OIMACAHUE Kpyrnbie  pBOsikOBbINyknble TabneTku c  cbackoi, | Kpyrnble LBOAKOBbLINYKNLIE Tabnetkm ¢
NOKpbITLIE NIEHOYHOW 060NOUKOI PO3OBOrO LiBeTA. hackon, NOKPLITLIE MIEHOYHON OBORCYKON
PO30BOro UBeTa.
2. | NTOANKUHHOCTL Y®-cnekrpodotomeTpun. YO-cnektpe  norroweHus | Y®-cnekrpodotoMeTpus. Yd-cnekTpbl
UCNLITYEMOro 1 CTAHAAPTHOrO PAcTBOPOB B 06NaCT# OT | NOMNOWEHNA UCMBLITYEMOTO U CTaHAAPTHOMO
250 50 300 HM AOIKHBL) UMETb MaKCUMYMbI NPU O HUX 1 pactsopos B obnactn ot 250 ao 300 Hm
TEX e ANNHaX BOJH. WMEIOT MaKCUMYMbl NpP¥ OLHUX U Tex xe
BIXX Bpems yaepUBaHWA OCHOBHOrO NuUXa Ha | ANUHAX BOAH.
Xpomarorpamme  UCnbITyeMoro pacteopa pgosmkHo | B3XX Bpems yaepxuBaHus OCHOBHOMO
COOTBETCTBOBATL ~ BPEMEHM  YAEPHVBAHUA  fUKA | NUKA Ha XpOMaTorpaMMe  WUCTLITYeMOoro
Knonuaorpena  Ha - XpoMmaTorpaMme  CTaHAapTHOrO | pacTeopa COOTBETCTBYET BpeEMEHM
pacteopa (pasgen «KonumuectseHHoe onpeaenexue). YAEPXUBAHMA  nuKka  KNONMUAOrpena Ha
XpoMmarorpamMme CTaHAapTHOrO pacTteopa
(pasagen «KonuyecTBEHHOE onpeaeneHne).
3. | CPEQHSIA MACCA r'd PO, ODC.1.4.2.0009.15
Ot 248,56 n0 263,94 mr (256,25 wr 3,0 %). 259,41 mr (+1,2%)
4. | BOOA F'® PO, O®C.1.2.3.0002.15 Metog K.®uwepa. 1,3%
He 6onee 7,0%
5. | PACTBOPEHUE F'e Po, O®C.1.4.2.0014.15 (98%)
Yb-cnekrpodoTomMeTpus. 7%
He menee 80 % (Q) oT 3asBNEHHOTO KkonW4ecTea 98%
knonugorpena yepes 30 MuH. 99%
97%
99%
98%
6. | POOACTBEHHBIE BIXX. 0,05%
NPUMECH Mpumecst A — e 6onee 1,2 %; 0'11(;
npumecs C — ve Bonee 1,5 %; O‘OZ‘VZ
eAVHNYHAA HEeWJeHTU(MUUNPOBaHHas nPUMECh — He 0‘19%
6onee 0,2 %,; :
cymma npumecein — He 6onee 2,5 %.
7. | OAHOPOOHOCTbL F'® PO, 0®C.1.2.4.0008.18 {cnocob 1)
HO3NPOBAHUSA AV = 150 % (n = 10), ecnu ycnosue He BbINONHAETCS, AVio=7,5%
T0 AV £ 150 % (n = 30), u ana 30/30 Tabnerok
KOJTUYECTBEHHOE COAEepXaHue KIOnuA0rpena AomkHO
HaxoauTbes B uHTepsane 0,75-M — 1,25-M.
8. | MMKPOBUONOIMMYECKASA | M'd PO, O®C.1.2.4.0002.18. Kateropus 3A.
YUUCTOTA Obluee 41cno aspobHbIX MUKPOOPraHuamMos - He Bonee
10° KOE & 1 r (mn); MeHee 20 KOE B 1 1
OBLee YUCTIO JPONOKEBBIX N NNECHEBbLIX rPUBOB: He
Bonee 10° KOE B 1 1 (mn); Menee 10 KOE & 1 r
Escherichia coli: otcytcraue B 1 r (mn). He obrapyxeto
9. | KONMMYECTBEHHOE B3XX. ot 71,25 50 78,75 mr knonugorpena (o1 95,0 %
ONPEOENEHUE B0 105,0 % OT 3a9BNEHHOTO KONMYECTBA) B OAHOM 72-320'5”
TabneTke. (96,4%)
10. | YIAKOBKA TMpu npoussodcmee, ¢hacoske u/unu ynakoexke Ha OO0 | lNpoussodcmeo, pacoska U ynakoeka Ha
«MAKU3-QAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHylo sdeiikosylo ynakoeky | Mo 10 TaGnetok B KOHTYPHYIO AYeikoByto
(bnucTep) 13 NNEHKN MOMMBUHUNXITOPNAHON U DOMLIY ynakosky (6nuctep) us nnerku MBX/MBOX u
ANIOMUHWEBOI YN B KOHTYPHYIO AYEUKOBYIO yNakosky | (bombri anoMuHuesoi
(6rctep) w3 nnedku  TIBX/MBOX  w doneru
antomnHnesoi o 30, 60 wnu 90 Tabnetox B BaHke U3
MOAIU3TUMIEHE  HU3KOrO  AaBNEHUR,  YKYNOPEHHOW
KPBILUKON MONIMMEPHON C KOHTPOJIEM EPBOrO BCKPhITUA
Wi B BaHke M3 NOAMUITUNEHA BLICOKOW NNOTHOCTH,
YKYMOPEHHOA  KPLILUKOA FMONUMEPHOW C  KOHTponem
NEpBOro BCKPLITUSA.
Mo 3 wuan 6 KoHTYpHbIX sAdelikoBbix ynakosok | Mo 3 KOHTYPHbBIX AYEUKOBLIX YNakoBOK
(6nuctepos) unv no 1 BaHke BMECTE ¢ MHCTPYKUMEH No (6nucTepoB) BMECTE C WHCTPYKUMER no
NPUMEHERVIO B NAYKY KAPTOHHYIO. NPUMEHEHMIO B NaYKy KapTOHHYIC.
11. | MAPKUPOBKA Tepsuynas ynaxoexa. Mepeuynas ynaxoska.
Ha roHmyproi suelikosoll ynakoeke (6nucmepe) Ha | Ha KORMYypHOU  siyelkoeoll  ynakoske
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MACTIOPT Ne 327/23 KI(-006/3¢8
¢TP. 2 43 2
OTAEN KOHTPOINA KAYECTBA
S Nnyensus Ne00205-J1C ot 15.02,2021 ¢
MAKRMSBARNA HAUMEHOBAHME Mnarpun® TabneTku, NOKPLIThIS
" NPENAPATA: ANEHOYHOM oBonoyko, 75 mr
109029, r. 4 : %
F\BTOMO‘:—)(I-Anbzi:l;?lpOESA. HOMEP CEPUM: PL1380923
oM B, HOATA NMPOW3BOLOCTBA: 05.09.2023
Tpoamue 6, FOLEH A0: 31.08.2025
cTposHue 8 ObbLEM CEPUN: 9 968 yn. Ne30
| Ten.: (495) 961-00-88 NMPOU3BEJEHO: 000 «MAKWU3-GAPMA»
AHAJTTINZ NO: JiN-006376-290720, Wam. Ne1i, 2, 3
XPAHEHUE: MNpu Temneparype He soiwme 25 °C.
Ne HanmeroBanue o ' ' -
Gt i vy TpeGopanusa HO PesynbTaTi! aHanisa

MeXayHapogHoe
AO3UPOBKY (Ha
NEeKapCTEEHHYI0

Y40CTOBEPEHMS,

(npu  thacoeke .
Npou3BOACTBa He *HaHOCHAT), AaTy UCTeUEeHWs CpoKa | YAOCTOBEPEHUS, HOMep  Gepuu, jgara

DYCCKOM S3biKe YKasbleaiom: TOPrOBOE HauMeHoBaHue | (Grucmepe) Ha PYCCKOM A3aKe YKasaHo!
npenaparta ¢ nNpeaynpesuTencHoi mapkuposkod ®, | ToproBoe HauMeHosaHue nlenapata ¢

@&

HENaTeHTOBaHHOE HAUMEHOBAHWE W | NPEefyNPeauTensHOW  Mmapkitooskon @,
PYCCKOM ¥ aHMIACKOM AsbiKax), | MexayHapogHoe HeMareHToBaHHoe
opMy, HavMmeHoBakue  TOBapHbLll | HaWMEHOBAHWE U JO3MPOBKA (113 PYCCKOM ¥

3HaK  (NaTuHuuel) AepKaTenA  PerncTPauMOHHOTO | aHFMMACKOM  S3bikax),  JgkapcTBeHHast

HOMEP Cepui; AATYy NPOM3BOACTEA | (HOPpMa, HaUMEHOBAHWE  TOEAPHBIA 3HaK
Ha 000 «MAKU3-OAPMA» aaty | (naTuHuuel) aepxaTens perusrpaunoHHoro

TOAHOCTY. MCTEYEHUS CPOKa FOfHOCTY.
Bmopuynas ynakoesxa. BmopuyHas ynaxoeka.

Ha kapmorHol rayxe. Ha pYCCKOM. siskiKe yKa3wlgarom. | Ha kapmorHOU f1a4Ke Ha pYCKOM S3biKe
TOoproeoe HaMMeHOBaHME npenapaTa C yKasaHo: Toprogoe HE‘:MMGHOBaHme
npeaynpeanTensHo Mapkuposkoi ®, MexayHapoaHoe | npenapata c nNpPeAyISAUTENBHOMN
HEMaTeHTOBaHHOe HauMeHoBaHue, A03UPOBKY, MapKUPOBKON ®, MeX@yHapogHoe
hapmaxkoTepaneBTUHECKyI0 TPynny, JNEeKapCTBEHHYID | HenaTeHTOBaHHOeS HaA AMEeHoBaHsue,
chopmy ¥ konuyectso Tabnerok B yriakoBke, | [03vpOBKE, hapmMakoTepe NeBTUYECKas
HauMeHoBaHue: U COgepxaHme  AencTeylouiero | rpynna, nexkapcTBeHHasn thopma "
BellecTBa B OfHOR Tabnertke, YCNOBWMS XpaHeHus, | Konuyectso — Tabnetok B ynakoske,
nipeaynpeauTenchsie Haanucy. «CoaepxuT NaKTosbl | HaUMEHOBaHWe 7} . copepxanune
MOHOMMAPATY, «XPaHWTb. B HEROCTYNHOM JANA JeTell | JedcTsyrollero  Beliectsa = B OfHOM
MecTe», «MNepeq npUMeHeHuem npenapara | Tabnevke, yoroBust || XpaHeHus,
0O3HaKOMbTECH C.  npuwnaraemod UHCTPpYKUue», | npeaynpeautensHbie Hagnucu «Copepxut

«TpuHMMaTL NO Ha3HaYeHWIO BpaYay, YCIIOBAA OTNYCKa, | MaKTo3bl  MOHOrapart»,  «Xpauute B
cnocob NPUMEHEHUS, Haanues «®y - | HepocTynHoOM AnA petelt mecrey, «llepeg
3aPerucTPUPOBaHHbIA  TOBapHbI  3HAK»;, HOMEP | TNPUMEHEHNEM NPenapara O3MaKOMLTECH C

CBUAETENLCTBA O PperucTpauuu TOBApHOro 3Haka, | npunaraeMon WHCTPyKuueis», «TlpukHumats
HoMep pPerncTpanuoHHoro YAOCTOBEPEHURA, | NO Ha3HAYEHWIO ‘Bpaya», yCro3us oTnycka,
HaumeHoBaHue aepxarens PEerucTpauuoHHoro | cnocof npumeHeHus, Hagice «®» -
YAOCTOBEPEHUA, €ra CTpaHy W TOBapHbii 3HaK | 3aperucTpMpoBaHHLIl - TOBAPiLIA  3HEK»,

(naTuHuuer), HaumeHoBapue W CTpaHy (DUPMbl- | HOMEpP CBUAETENLCTB3, O - perncrpauuu
npousBoauTens (Npy npoussoacTee Ha OO0 «MAKM3- | ToBapHOro aHaka, Homep perw,rpaumor«v—:oro
GAPMA»  ykasbiBaioT CTpaHy, ropoa), LWITPUX-KO4, | YAOCTOBEpeHus, HauMEeHOBaHN2 AepxaTens
HOMEP cepuu, AaTy- NpoU3BOACTEA (MpU NPOWUIBOACTBE | PErncTPaLuoHHOTO  YAOCTOBEPEHUA, Ero
Ha 000 «MAKW3-DAPMA» faTy NpOU3BOACTBA HE | CTpaya. W TOBapHbifi 3HaK | naTuHuued),
HaHOCAT), AATY MCTEYEHWUS CPOKA TOAHOCTH, LUTPUX-KOA | HAaUMEHOBaHME, cTpaka M roos GuUpMbl-
B cdopmare DataMatrix, ~ rnobanbHLi | NPOWIBOAMTENS, WTPUX-KOZ, HOMEP CEPUK,
VABHTUIMKAUMOHKBI HOMEP TOProsoM EAUHUULI U | AATY MCTEMEHWA CPOKa FOAHCCTY, LITPWX-
VHAWBUAYANEHBIR CEPUIHLIN HOMER TOProBo efuHMLbL. | Kop B bopmate DataMatrix;, ‘rnoBanbHbii
Ha artuketky BaHkn W KapPTOHHYIO nauky MoryT BbiTb | WAEHTUDUKALMOHHBIA  HOMEL  TOProBOW
HaHeCceHb! TEXHWYECKNEe (NPOMIBOACTBEHHbLIE) KOAB! | EAUHUUBI 11 URAUBUAYANbLHEIA CepUiAHbIA
(rpachuyeckue, BykBeHHBIE MM LUDPOBLIE) HOMEP TOPrOBON €4MNHMLIbI.

LononHumensHo Ha emopuyHOU ynakoeke (Ha radvke | LOnonHumensHO Ha emopuydHdl ynaxoeke
KapmoHHOU) Ha aHenulickOM A3biKe yKa3el8aom: | (Ha nayke KapmoHHOI) Ha, @ aHenulickom
TOProBOE HaMMEHOBaHWE fIEK3PCTBEHHOrO NPenapara, | #3piKe yKa3aHo! TOProBOE HEWMEHOBaHME

‘MEXAYHapOoAHOe HenaveHTOBaHHOE HauMeHOBaHue, | NeKapCTBEHHOro {| npenapara,
AO3MPOBKY, NEKapCTBEHHYIO hOPMY U KOBWMYECTBO | MEeXayHapopHoe HenAreHToBaHHoe
TabreTok B ynakoBke, Hagnuck «Antiaggregant». HauMeHoBaHWe, A03NPOBKE, Niz(@pPCTBEHHAR

I hopMa ¥ KONMUECTBO TaBRETO!: B Ynakoske,
I Hagnuck «Antiaggregant.

- SaKsioyeHne:

- Havanounk OKK:

Oata Beinycka OKK: «23» okrabps 20231

R006378:290720, Vigw, Net, 2, 3

.»JJI,I..). (A._/\_
N\,

" oTRET
saOH'E’POYi
\KAHECTBA/




