Nuuensua Ne 00205-/1C ot 15 pespann 2021 roga

Pazpeincnne na seinyck JIIT No 35
(8 coornererenn ¢ Tpunoskennen 16 cGMP)
Permission 1o release products (in accordance with Appendix 16 ¢cGMP)

Haspanue npogyvicra /
Name of the product

[Tnarpun®/ Plagril

MHH /
INN

Kitonmorpen/ Clopidogrel

Jexapernennas dopama /
Pharmaceutical form

TaONCTKH, HOKPRHITLIC MIICHOUNOH 06o0YKoiT/
film coated tablets

Hosnporka /

T5mr/75mg

Dose
Tun ynakonkm / 10 e, / 3 koutypras sueiikonas ynakoska / uasia KapToHmas
Package type 10 PCs / 3 blister packs / curdboard packs

Homep cepun /
Bach number

m——

PL1161022

HJara nponzronersa /
Date of manufacture

26.10.2022

_Epmc roanoct / Iogen 1o

31.10.2024

Pasmep cepun /
Bach size

9 421 ynaxosox/ 9 421 packs

Crpana naznauenns /
Destination country

Pocena/ Russia

Perucrpannonnoe yaocrorepenne
/ Marketing authorization

JUT-006376 ot 29.07.2020 (nara sameiin 12.05.2022)/
JI1-006376 from 29.07.2020 (renewal date 12.05.2022)

Hopmarnensii qokymenr /
Normative document

JII-006376-290720, uinm, No 1.2/

| JITT-006376-290720, variation Ne 1,2

[Tponasoncrso rorosoi
Jekapernennoit dopmal / Finished
dosage form manufacturing

Obmeerno ¢ orpanuscinoii OTBETCTREHNOCTHIO "MA K 3-
GAPMA" (000 "MAKHM3-OAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA") _

Aapec/
Address:

109029, r. Mocksa, AnroModuwibiLIl npoes, 4. 6, crp. 4, cTp. 6. crp, 8/
109029, Moscow, Avtomobilney Proyezd. 6. bld 4. bld 6, bld 8

Ilepanunag vinakosxka /
Primary packaging

OGuieeTso ¢ orpanivenHnoii oTReTerBENHOCTRIO "MA K 3.
DAPMA" (OO0 "MAKN3-OAPMA") Limited liabilj Ly
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA )

| Adpec/
Address:

109029, 1. Mockpa, ARTOMOGHILI L] npoess, I 6. ¢rp. 4, ¢rp. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6. bld §

Bropuunas ynakoska /
Secondary packaging

OBmeeTBo ¢ OrpanIICHHON OTECTCTRENHOCTLIO "MAII3.
DGAPMA" (000 "MAKHM3-GAPMA"Y Limited lability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aurpec /
Address:

109029, r. Mockra. ArToMoGuILHLI npoesi, . 6, erp. 4, crp. 6. crp. 8/
_109029. Moscow, Avtomobilney Provezd, 6, bld 4. bld 6. bld 8
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| KaueCTRY ¢ DAPMA" (000 "MAKH3-OAPMA"Y Limited liability

| Quality Control o | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
| Aapec /

I Address:

| 109029, 1, Mocka, ABTOMOGIIBHLIT npoesa, 1. 6, crp. 4, ¢1p. 6. crp. 8/

| 129029, Moscow, Avtomohilney Proyezd, 6, bld 4, bld 6. bld §
Knounsorpen/ Clopidogrel

'i-i:iimaunuj'i-!hf..' ; o =
, AP name ey

L Uponssosmrre, A

Xerepo Jlparce Jlum wren, Hema/

i APl manctacturer | Hetero Drugs Limited, India
TTlosep eepun AGC T T CP21050012 i e

| API Bach number

e O

HACTOMIMNM HONTBEPIILLO, YT0 a1y ceprat No PLTT61022 Inarpunte ra6acri, HNOKPLITRIC
nacueditoil obonouroii, 75 sr Ne 30, nacnopr Ne 38/23 ot 10,02.2023 Guua NPONIBEICHD i
HPOROIIPOIHPOBAIL § COOTBCTCTRII © Aeiersyrowisi Hpasnaasmu Hawtemaned
HpOIIBOACTBCHHON tpakTiuky Espasiiickorn DxkonoMivee koro Cotosa i rpeGonaniamu
PECHCTPANMONROIO J0Che, 4 Takie 1 COOTBETCTBUI CO CHECUMHKAMAMK 3APCIHCTPIPOBANIOTO
PO YR,

JWORMMEHTLL o HPOMIROICTBY (HPHMCHMMEIM CTIAHAM) W KOHTPOMO KauecTBa NPOBEPEHR |
QAOBPEH L.

HioGnie oToneins paceacoBal 1 COOTHCTCTIHM C KUY TPCHIMMY TIPOHCAYPUAMI 0J00peH
YUOATOMOUCHHBING 1O /

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Furasian Economic Union and the requirements of the
Marketing dossier, as well as in accordance with the specifications of the registered product
Documents for production (applicuble stages) and quality control are verified and approved.

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

-
¥

Bepetenimgona BK./_3l@lees _ « jf_ v 7CEJ€£ ot 2023,

YIonosoueHRoe auno i
OO0 «MAKM3-DAPM A f vuz oM




Ha  rowmyphod swedkesod  ynakooxe (Gnucmepe) Ha

PYCCKOM HdbIKe  YKOIBIBZ0M,  TOpropoc HOWMEHORAHWE

MACNOPT Ne 38/23 cTp.1u32
4 OTAEN KOHTPOMNA KAYECTBA
f’d '&}1 JTnueHaua Ne00205-M1C or 15.02.2021 r
MAKHIDAPMA HAUMEHOEBAHUE Mnarpun® Tabnetku, NOKPLITLIE
NPEMAPATA: nneHoYHon oBonoukon, 75 mr
100020, r. Mockna HOMEP CEPWM: PL1161022
.:;;l‘.};lmuﬂmmlﬂ nponag, RATA HPDHEBD,EIETEA: 25'1 0.2022
cTpoaHun A, FOAEH OO: 31.10.2024
Lo i 2 OBBEM CEPUN: 9 421 yn. Ne30
o AHAITNZ NO: NnN-006376-290720, Mam. Ne1, 2
TN (405 ON-0006 B A HEHVE: Mpu TeMnopartype He Bbiwe 25 °C.
"rf: H?_";::::;’:‘"H“e TpeBopanua HO o PeayneTatol aHanvaa
1. | ONUCARME Kpyrnbie gnoskonbinyknbie TAGNGTKM C (HACKOA, NOKPHITHIE | KDYree SOOAKODRNYKNBIE TOGNETKH ©
nnexouHoR oionodkol poIoRoro yneta thackon, NOKPLITLIC ANGHAYHDIR
. ofonoykon poaanara YaeTa
2. | NOQNUHHOCTE Y®-cnokTpohotomMeTpun,  YdkcnekTpet  nornouierun | Y®-cnektpadhatomeTpun, YO-cnekrph)
MCAKTYEMOrO M CTAHAAPTHArG PacTROpan n o6nacTi ar 250 | nornoweHus MENLITYEMOra "
A 300 HM JONKHLI MMOTH MOKCHMYMBI NPY ORHMX W TEX Ko | CTawaapTHOrO pacTaopon 0 oGnacTy ot
ANWHAX nanH, 250 ao 200 MM UMEIOT MAKCUMYMBI NIPK
BIKX Bpowma  yROPHUDIHAA  OCHOOHOFG  MUKD WD | OANMX U TOX MO ANVNHAX DONH,
XPOMATOrPAMME  MCNLITYGMOrD  pacTpopa  AomkHo | BIWX Bpemsa yACpWWBDAHWA OCHOBHOMO
COOTNATCTAGHATY npEMaHn YACRMABAHUA NUKA | NWAKD HO XPOMATOrPAMME WCALITYEMOra
KNOMMACTPENA HO XPOMOTOrPAMME CTAHANPTHOMO PACTHOPA | PACTHOPA  COOTHUTCTUYGT  DPOMOHM
(pa3pen «onuuecTuonHoe onpeaRneHnE)) YACDHUOOHAA NUKD KNONWAGTPENA WA
XPOMOTOrpaMME CTOHAAPTHOO
pactoopa  (pajgen  «KonwuecTReHHoo
- OnpeAEnEHnEs).
3. | CPEOHAA MACCA o PD, O®C,1.4,2,0009.15 260,49 Mr
Or 248,56 no 263,94 mr (256,25 mr £ 3,0 %). N
-2,9%
18/20 Tabnetok He Bones + 5% +1.3m
2/20 Tabnerox He Gonee £ 10% ol
4, | BOOA @ Pd, O0C,1.2,3.0002.15 MeTog K. Suwmepa, 3.6%
He Gonee 7,0%
5. | PACTBOPEHMWE Fe Po, OmC.1.4.2.0014.15 (99%)
Y@-cnextpothoToMeTRMA, 98,6%
He wmexwee 80 % (Q) or 3nApnedHore  KoRWNECTId 99,0%
kronMAarpena Yepea 30 MuH. 06,7%
a7.5%
100,9%
- D (P ;. : 98.7% o,
6. | POOCTBEHHBIE BIKX, 0.0
NPUMECH Mpumecs A = e Boneo 1.2 %; 0'05.{?
npamect G = Ho Gonee 1,5 %; 0.02%
CAMHUNHDA HEMAGHTUAIMLMPONAHKAR npuMeEch — ke Oonee 0'15‘:,"
0,2 %:; b2
- CymMMa npumecei = we Gonoe 2.5 %, e
7. | OOHOPOOHOCTL ro PO, 09C,1.2.4.0008.18 (cnocob 1)
OO3UPOBAHMA AV = 15,0 % (n = 10), cNM YENOOWE He BLINOMHAETCA, TO AVyp= 2.6
AV 5 150 % (n w 30), v anu 30/30 TabneTox
KONWMECTHEHHOA CORBPXKAHUE  KNONWAOIPENA  AOAMMO
| e HEXORUTHCA O MMTepDONG O 78M-125M, |
8. | MUKPOBUOINOMM4YECKAR | M P@, D®C.1.2.4.0002.18, KaTeropwa 3A.
HYUCTOTA Obwee yueno napaGHiLix MUKPOOPFaHKMaMon - He Gonee 10° Metiee 20
KOE n 1r (mn);
OGwee yueno Apoxokensx U nnecHensix rpulon; e Bonoe Manes 10
10" KOE p 1 r (mn); Ho oBnapyweHo
" Eaeherichin coli: aTeyTeTona b 1 r (mn). _
9. | KONWYECTBEHHOE BIXX. or 71,25 po 78,75 mr knonvgerpena (ot 95,0 Y ao
ONPEOENEHUE 105,0 % ©T 30nNDNEHHOro KONUYBCTAA) B OAHON TAGNETKE, (71%?78:“;
'l u
10. | YNAKOBKA Mpu npeuseedemen, guacoake wfunu ynikoake Ho Q0O | [poulsadcmao, Ucoand i ynakooxd Hi
MAKIAI-DAPMAN; 000 «MAKI3-BMAPMAN:
Mo 10 TaGnetok o KOWTYPHYyID sAuelkooyie ynakomky | Mo 10 TaGnetok o KOWTYRHYIO
(GrMCTOP) M2 NNGHKM NONMOMHUAXNOPUANDA W chonbru AdeAKoDylo  ynaxonky  (GnueTep) wma
OMOMUHWEDCH WUNW B KOWTYPHYID AYEAKOBYIC YNAKOBKY | nAGHKA NBX/MNBAX " thankri
(Bnuetep) wa nnekkw NBX/TBAX 1 donkru ANIOMUHWENOH | aniaMUHUenoR
Me 30, 60 wnu 90 Tabnetok b GaMke wd NENWMATANGHI
HWIKOrD AADNOHWA, YRYNOPOHHOW KPWILLKOR NOMWMOPHOR C
KOHTRONEM NEPBOIO DCKPLITUA WM 0 DAMKE U3 NONUATMNEHD
ObICOKOW NNOTHOCTH, YKYNOPEHHOW KPLILLKOR NONWMORPHOW ©
KOMTRONGM NEPBOrD BCKPLITHA,
Mo 3 unu B KeHTYpHEIX A4eitkoEnx ynokovok (GrncTepan) | Mo 3 KOWTYPHbIX AMedKoBbIX ynakonok
AN No 1 GaHKe BMECTE © WHETPYKUMER NO NPUMEMENWIo & | (GAWCTEPDN) DMECTE ¢ UHETPYKUMER no
I R NAYRY KAPTOHHYIO. ___|_NPMMEHBHHIO D NANKY KIRTOHHYIO
11. | MAPKMPOBKA lepauvvan ynakoaxa, Mepauvran ynakooka.

Ha kanmyprod stundkonoll  ynaxosie
(Gnuemope) WO DYCCKOM  RIbiKG




MACMNOPT Ne 38/23

cTp.2ma 2

r £ OTAEN KOHTPOMA KAYECTBA
; gih Nuuensun N200205-NC ot 15.02.2021 r
[ MAKMZDAPRAA HAVMEHOBAHME Mnarpun® TabneTku, NOKPLITLIC
‘ NPEMNAPATA: naeHoYHon o06onoukon, 75 mr
' 100025 ¢ Mogrsa HOMEP CEPWM: PL1161022
i\.{l_j';ﬂ:-:ﬂum-u.ml apoe sl OATA HPDWBEOHCTBA 26.1 02022
| Somimad FOAEH [0: 31.10.2024
| Gt OELEM CEPAN: 9421 yn. N230
I . - AHAITU3 No: nn-aoears-zsnrzu, Mam. N1, 2
R [ = Mpu TemnepaType He BLiwe 25 °C,
[ThNe | Hanmenenranme l_T Gosanus HI Biaine anma;
|.ain i noxasaronm | stcenabhi s oyl )
| ]— nNpenapaTa  c  NPeAYNPeANTEABHOA Mapkupomkon  ®, | yknJaHo!  TOPIODOD | MAMMEHOBINNA
| ! | MONAYMODOAHDO  HANATUHTODAMHOE  HIUMOHODAHME W NPenapaTa ¢ NpeAYNpPeAUTEnbHCH
| | AQIMRONKY  (HA  PYECKOM W DHFAWACKOM AduikaX), | MapedponkoR (D, MEMAYHADOAHOE
| ! ACKIPETHOHHYIO IOPMY, HAMMEHODAHWG  TORADHBIN IHIK HONOTOHTODDHHGE  HOWMOHOBAWME M
| (haTuHayen) AapwaTtenn PErMCTRALMONHOrD | ADIMPODKD (HA PYCCKOM M AHINHACKOM
‘ YACCTOUEPEHWA, HOMOR CopaM, faTy NPOWIBOACTUR (Npw MIBKAX),  neKapeTneHMan  opma,
| hacoue 1a OOC «MAKM3-GAPMA» gaTy NPOWIBOACTBA | HawMeHOBaHMG TODDPHLIA MK
} HO HOHOCHT), ARTY UCTEUEHWA CROKA TOZHOCTH (natuHuuen) Aspxatenn
| | Bmopuvnan yruaxoara. POrHCTDOUNRANHOIG YAOCTONE OHUR,
|

|
|
|
|
|
|
|
I
|

|

3akniodeHue:

HavanbHux OKK:

AaTa Beinycka OKK: «10» chespans 2023 r.

A |

| Ha wapmosnod novke Ha PYCCKGM NMWIKE  YEOIMEa0om;
| TAPrONGO HOMMOHOBAHWE NPENAPITA € NPEAYAPCANTANLHOR
MADKAPONKOR @),  MOMIYHOPOAHOR  WENUTOHTODDHHOY
HAUMOHOBANWE,  ABIMPODKY, HAPMIKDTERANABTUNBEKY A
FRYNNY, NeknpeTaoHHYI0 diopMy W kanudecTos TaBhnatok o
YNAKDBKE. HAWMUMOBAHWE W COAOPMAHWE AOWCTOYIOWArD
DBLYECTRA B QAHOR  TalneTke, yonouws  xpaHawus,
RPCAYNPEAWTONLHBG  Haanuen  «Coacp®MT  NakTodbl
MOHOPWARAT», * aXDAHMTL B HEZOCTYNHOM AnRM  JeTed
MocTes, «[TopeA NPUMOHEHHEM NPERDPATA OIHUKDMBTACY C
NPANAraRMon MHCTRYKUKMEY, «lTDUHUMATL NO HOIHAYBHKID
Upauan, ycnouue otnycra, cnocol npuMeHenws, HOANMEL
«Bn JIPOTHCTOAPOBAHHLIA - TODARHBIA  AHAKR, HOMOp
COMARTENLCTHA O PErMETPALMKW TORBPHOMC JHAKA, HOMap
PIFACTRALMAHHOG YACCTONGPOHYA, HUMMBHOBAKWE
ACRMGITEN PATUCTRAUNOHHErS yAGCTADEPEHN, Bro crpany
M TOUOPHBIM JHAK (NOTHHILRR), HOMMEHODIHWE W CTRaHy
GUPMLI-NPOMIBOANTEAN  (NpW nponancacTne wa QOO
aMAKU3-DAPMAS yknanionior CTRAHY, rOPoA), WTPHX-KOA,
HOMBR COPWW, ADTY NPOWANCACTDA (NPW NPCHIBOACTHO MO
QCO «MAKNI-DAPMA» aaTy NPOMIBOACTOD He HAMOCAT),
AdTY MCTEMEHMA CPOKA FOAHOCTM, WITPMX-KOZ B chOpMATE
DataMalrlx,  1106ansHbll - nEERTIGIKALNO NI HOMEP
TORFODOR OAMHHUBI 1 WHAKDUAYANBHWA COPNHLIA HOMap
TOPronai auHuL

Ha  atukeTky Gadkh W xapTonmyio nauky wmoryT Otb
HINOCOHG!  TOXHWYCGKME  (NPOMIBOACTEGHMME)  Kogw
(rpadhmyeckue, ByknenHbie nan Lichponiie)
Jonenvumennwe wa  pmopustod ynawkoasa  (Ha  novse
KUPMOHHAG) HA GHEMITCKOM RILIKG YKOSIaROMm Toprouoa
HANMEHODAHWE NOKOpCTOEHHAro nponapara,
MER/YHIPOAHOO HENATEHTORAHHO HIMMEBHOOANWE,
AQIMDOHKY, NEKAPETUOHHYIO IOPMY W KONWIECTHD TAGNBTOR
0 YAOKHODNG, HAJNWCL sAntiaggrogants,

|

HOMOD CepnW, AaTO WETUMAHUR Gpowa
fenHoCTH

Bmoepuunan ynakoaka,

Ha  kapmowmad novxe  wa
Hauike YROJAHO, Topronoe
HINMEHOUI KA npenapata [
NPeAYNPUAKTENLHOA mapkuponkod @)
MEMAYHAPOAHOR NENATEHTCOAHHDE
HAKMBHONAHWS, Aoanponxa,
apMaKOTOPANGETHHECKIRA rpynna,
NAKAPCTUGHHAN OPMI W KDAWYECTRD
TalnaToK 0 YARKOBKE, HAMMENOBAHKE W
COROPXAHKE AGUCTIYIOWIEID WeWBscTHA
0 DAHOA TaBneTke, YCNODUR XpaneHWs,
NECAYNPOAUTEN NG HILANWUCKH
«COABQMMT  AUKTOIL MOHOrMAPAT .,
aXpPaHUTE O MOAOCTYNHOM gnn Aaten
MOCTa», «MNepes NPHMOHAHUEM
npenapara OIHAKOMBTECH c
NPUNIriemMon RHETRYEUMEhS,
allpuHUMATE RO HaaHaYEHWIO DpaHas,
YENOUKMA artnycka, cnocol npuMeHaHun,
Haganues «@» - OpErMETPMPOBAHHLIA

BYCCROM

TOUAPHLIA IHOKS, HOMED
CHUAATONLCTOA o pParucTRaunv
TowapHoro IHAKS, HOMBR
POTUETRIUNOHHOMD YAoCTODEREHUA,
HAUMEHOBAKUE Aepwarans

PErMETROUNOHHOrD YAOCTODGDEHMN, BrD
CTROHO W TODRAPHLIA aMOK (NATUHULER),
HAMMOHODOHWG, cTpama W ropoa
MPMBINROVINOANTENH, WITPUX-KOA,
HOMOP COpPUW, AATY WCTEUYOHWN CpoKn
FOAHOCTH, WTPUX-KOR N hopmaTe
Datatdatnx, rnebansHbif
HABHTUINKALIMOMHLA HOMUP TOproBoR
CAWHHLL! ] MHAWDWAYDN MBI
CEpPUAHBIA HOMEP TopronoR /IMHKLbI

Henonnumunnng Ha arropusHo
YNakogke (Ha nauxe kapmanno) Ho
anenudckam Mibike yxu3aHo; Topronoe
HAUMOHOBAHWD
npanapara,
HERATAHTON
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