Nuuedsna Ne 00205-NC ot 15 pespans 2021 roga

Paspewenne wa soimyck JIIT No 134
(» coorpetcTaun ¢ Mpunoweniem 16 cGMP)
_.... Permission 1o release products (in accordance with Appendix 16 cGMP)

[Tlanaatin TpaTRTD L U1 Hrarpua®/ Plagril

. Name of the product L e
MHH / Knomnaorpes/ Clopidogrel
INN
Jlekaperuennas gpopma / TabNeTIH, NOKPLITHIEC TICHOUHO#H 0000Y4KOfi/
Pharmaceutical form film coated tablets eeee N
Jlosnpouka / 75mr/ 75 mg

Dose - - R
THr YIakosky / 1O nrr, / 3 KORTYpHAS AMCHKOBAS VIIAKOBKD / TIAKA Kaprotnas
Package type 10 PCs / 3 blister packs / cardboard packs i
Hosep cepii / PL1190423

Bach number - 2 i
Jara npoussoacrsa / 12.04.2023
Date of manufacture - c
Cpok roznocti / Togen o 31.03.2025
Expiry date =
Paamep cepun / 9 962 ynakosor/ 9 962 packs
Bach size o .
Crpana nasnavenus / Pocenst/ Russia
Destination country = .
Pernerpaimonnoe yaoctosepense | JITT-006376 ot 29.07.2020 (sata 3amenst 12.05.2022)/
/ Marketing authorization JI11-006376 from 29.07.2020 (renewal date 12.05,.2022)
Hopmatupusiii noxyment / JIT1-006376-290720, nam. Ne 1,2/
Normmative document JIT1-006376-290720, variation Ne 1,2
[TponisosicTRO roToBOI OGuiecTno ¢ OrpanHUueHHOI OTRETCTREHHOCTRIO "MA K 3-
aekapetselniod opmbl / Finished | QAPMA" (000 "MAKHU3-OAPMA")/ Limited liability

| dosage form manufucturing | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

» Adtpec /

Address:

109029, r. Mocksa, AsroMoGIIBHRLIR Tpoe3a, 1. 6, ¢tp. 4, crp. 6, cTp. 8/

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

[lepsuunas ynakonka / OBuICETRO C OrPAHHYCHTION OTBETCTREHNOCTLIO "MAKH3-
Primary packaging OAPMA" (000 "MAKH3-OAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Axapec/
Address:
109029, r. Mocksa, AsromoGunHIiT npoesst, 1. 6. cTp. 4. crp. 6, crp, 8/
| 109029, Moscow, Avtomobilney Proyezd. 6. bld 4, bld 6, bld 8 o
Rropuunas ynakosxa / OGuILCTBO € OrpaHHyuCHHOl OTBCTCTREHHOCTLIO "MAKH3-
Secondary packaging DAPMA" (000 "MAKU3-DAPMA")/ Limited liability
_icompany "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aapec /

Address:

109029, r. Mocknsa, ABTOMOGHABLHLIIT npoesL a. 6. e1p. 4. crp. 6. eTp. 8/
109029, Moscow. Avtomobilney Proyezd, 6, bld 4. bld 6, bld §




Nuuenzua Ne D0205-NC o1 15 deppana 2021 roga

Bhinyckaonusi KOHIpoiis OO0mecTno ¢ orpannucnnoit orperersennocThio "MAKM3-

aveeTna / DAPMA" (000 "MAKHM3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aupee /

Address:

109029, r. Moekna, AproMoOuamii rroes), L0, aro, Ao Goerp 87
109029, Moscow, Avtomobilney Proyezd. 0, bld 4. bld 6, hid 8

Hassanue ADC/ Knomwaorpen/ Clopidogrel

API nume

poussopirens ADC / Xerepo Jpare Jiumures, Mugus/

APl manufacturer Hetero Drugs Limited, India

Honmep cepiin AQC/ CP22120008 R
_API Bach number

Hacrosmmn nogreepsamo, uro aamnas cepus Ne PL1190423 Tuarpua® tabierrku, nokphiTLle
nucnounoii obonoukoil, 75 mr No 30, nacnopr Ne 135/23 ot 26.04.2023 Grina nponaseicna 1
HPOKOHTPOINPORAHA B COOTRETCTRUN ¢ JciieTByiomwnmn pasunamn Haenamei
NPOMIBOACTBCHION npakTuky Euputuiickoro Dronomumeckoro Cowsa 1 TpeOoBatAMK
PernerpatlHoHHOro 10CLE, 4 TAKKE B COOTBCTCTBHH €O CCHMHKALISIME 3apCrHCTPHPOBARKOTO
[POIYKTA.

JIOKYMENTH DO NIPORIBOACTBY (MPHMCHHMLIM CTAAHAM) I KOHTPOIIO KA4ECTRI TPOREPEHE |
0,100PEHHL,

ThoOble 0TKI0HEHHA PACCIC/IOBAHBI B COOTBETCTRHY C BHYTPEHHUMM NPOLEAYPAMI I 0100pelLl
Y HOIHOMOUEHHBIMH JTHLLOM /

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 approved.

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

Beperennukosa B.K./ Dﬁg ma il {cﬁ’o‘zhﬁi‘ pfl2e 8 20237,
YnonnomoueHnoe Mo flufif o
000 «MAKH3-DAPMA» fl | MRS

\ | ey od




KK-006/3®8
NACMOPT Ne 135/23 cTp. 1wa 2
zrﬁ OTOEN KOHTPOMNS KAYECTBA
NMvueHaus N200205-11C or 15.02.2021 r
MAKUIDAPMA [T AVUMEROBAHNE Nnarpun® tabneTtku, nokpbiThie
T NPEMAPATA: nnoHouHon o6onoYKow, 75 Mr
106020, r. Mockna .
AnTomolunbii A npoaag, HOMEP CEPUW: PL1150423
zom B, OATA NPOW3BOOCTRA: 11.04.2023
e FOAEH 0O: 31.03.2025
crpceHun i OELEM CEPWUU: 9 962 yn. Ne3D
Tan | (405) 081-00-00 NPON3BEAEHO: Q00 «MAKU3-0APMA»
AHANMKU3 NO: JIN-006376-230720, Wam. Na1, 2
= XPAHEHMUE: Mpu TemnepaType He Bblwe 25 *C,
n';}: 1. ‘___WH:‘;::::TI:::-:LM TpeBonanun HY PeaynsTaTi! aHanvaa
1. | ONMUCAHUE Kpyrne  qucexoowinyknpie  TaGneTed  c DackoM, | Kpyrabe  ARGRAKGRBINYKNWE  TA0nETEOH o |
1: NOKPLITWE NNEHOYHOW oBonoukol poaencre uneTa hackol, NOKPKTHIG NNEWOUMOR oBONDYKGK |
. pOI0DArD YseTa. |
2. | NOANUHHOCTE YD-CNeKTPODOTOMATPHA, YO-CekTpyl  NOTIOLGHAR Y®-chexTpocoToMeTpmn, YO-EneKTpL
HUCMNLITYAMOMD M CTOHAORTHOO pacToopon b oBnacTv or MOrNOWEHWA HCNLITYEMOrD W CTAHARAPTHArD
250 g0 300 HM ACMMHB HMETE MIOKEUMYME! NPU OAHWX M | pacTnopon o ofinacTu oT 250 Ao 300 wHwM
TEX MO AMMHAX DOMH, MMBIOT MAKCUMYMbI fIDH DAMUX M Tox Me
B3IWX Bpoma yaopwuoawin QCHODHOMD NWKB  HWA | ANWHaxX nonw,
XpoMaTorpaMMe  MenLITyamaro pacruopa  ponwHo | BIXX Bpewms YACDRUDAHWA  ocHORHOrD
COOTOOTCTRONATL  GPAMEHW  yAeDWWDOHMA  Nuka | nuko  Ha XPOMATOrPAMME  MENLITYAMOPD
KnDNUADIPENa MO XPOMATOrPAMMG  CTAHAAPTHOrG pacToopa coOTRETETHYOT nPEMaHU
pacTaopa (peagen «KonwdecTnexHos onpoaenaHues), YAODMWDAHWA  nUkd  KNONWAOFDENE MO |
XpOMAaTorpaMmMe CTiaHpApTHOrD PACTOORA
(paagen «Kanwsecraennos onpesenoxnen) |
3. | CPEAHAR MACCA re PO, O©C,.1.4.2.0009.15 260,68 wr
Or 248,56 40 263,94 Mr (256,25 mr ¢ 3.0 %), gkl
4. | BOOA r® P®, O®C 1.2.3,0002.15 MoTon K.Oniana, 0% =
He Genes 7,0% ;
5. | PACTBOPEHMWE e PO, D®C.1.4.2,0014.15 (101%) ;
Y@-cnoxrpochotomaTpun. 100.3%
He mewea B8O % (Q) or JDABNEHHONG  KaNWYecToa 102,4% |
knonwaorpena Yyepea 30 Mun, 102.3%
07,4%
101,8%
L I 102,9% a ]
6. | POOCTBEHHKIE ESHOC- " . § i 0.02%
‘MNP %] PUMacs A = ne Gonea 1, : 4
| TIRES npumect C = we Gonee 1,5 %; He °g"§ﬁf“ ahe
CAWHUNHAA HOMAOHMTUMUMDODAHHAR npUMEch = Ha ﬁ'ﬂ"f‘"
Gonoe 0,2 %; sl
—CYMMA NpUMeced — e Gonee 2.5 %, s 2o A
7. | OOHOPOOHOCTE l'® P®, O®C,1.2.4,0008.18 (cnocob 1)
OO3UPOBAHUA AV £ 15,0 % (n = 10). ecnu YCNoOue e obinonHneTcA, AVig= 9.8%
T@ AV 2 150 % (n = 30), u Ana 30/30 raBnerox
KOMUMOCTDEHHOO COAGPMAHWE KNONWAGTPEND AOMKHO
HOXGAKTLEA B WHTepRane 0,75:M = 1,25:M,
" 8. | MWKPOBVIONOTMYECKAR | T® Po, ODC 2.4 000575 Katoropun 34,
YUCTOTA ObLuee YHEND DIPOBHDIX MUKPOORITHUIMOR - Het Gonae
1 10" KOE 0 1 1 (Mn): Maneo 20 KOE p 1 r
; OBLine YHEnD ARONGKER X 1 nnecHéenoix rpnlon; He
! Sonee 10° KOE n 1 r (un); Mekae 10 KOE n 1+ !
[ Encharichia cali: oreytcraue 1 r (mn). He oBuapywero
| 9. | KONWYECTBEHHOE BIXX. ot 71,25 10 78,75 Mr knonugorpona (o7 95,0
! ONPEOENEHKUE 40 105,0 % ot sanmnexHore konwiecTon) o anHod 7"-37ﬂ§“’
Tabneryo, (99.2%)
10. | YNAKOBKA Mpu npousaodeman, hacoaxe wunu ynixkoake wa OO0 | lMpoulaodcmao, acosxa 1 ynaKeakn wa
MAKZ-0APMAn: Q00 aMAKH3-@APMA:
Mo 10 TaBnerok o HOHTYDHYIO AueRxoDylo ynakomky | Mo 10 TaBneTox o KOHTYPHYIO AYerkonyio
(6nucrep) w3 nnekHku NOMMBUHUNXNOPUAHOA U thonbrM ynakonky (Gnuetep) ua nnewkn NBX/MBAX u
ANKOMUHHEDOR MM O KOWTYPHYIO AYEAKODYI0 ynakobky | chonbry ANKMUHNENOR
(GnueTop) w3 nnowku NBXMBOX »  dhonura
anmkHMenoh Mo 30, 60 unw 90 TaBnetox o GaHke ua
NONMITUNBHA  WKaKero AJDNGHUR, YKYNopexHHon
KPWIWKOR NONWMEPHOW © HOWTRONeM nepporo BEHPLITUN |
UNM b GaMke M3 NONMITMAEBHA GmicoKoN NNATHOCTH, |
YKYNOPOHHOR  KPLIWKOW nonumapHoR KOHTRONEM |
NePOOro BEXPLITUA,
Mo 3 WM 6 KOMTYPMBIX  AuGFKODAIX YNAKONOK | MG 3 KOMTYPHLIX AYGAKOBRIX ynaxonok |
(Gnucrepon) unu ne 1 Bakke suecTo c WHCTDYKUMER na | (GnucTopon) awects c HHETPYKUMRR no |
s NPUMBHOHUKG B NAYKY KAPTOHHYIO, . fPMMEHEHUIO B navKy KAPTOHHYID,
11. | MAPKUPOBKA Mepauynan ynoxoaxa, Mepauswan ynakoaxa, |
R R B ) Ha konmypnot avsdxoaod yhakoake (Gnucmuepn) M | Ha  xoumyprod  sueixosol ynasanse |



MACTIOPT Ne 135/23 SAL0LIOB
" cTp.2m3 2
A OTAEN KOHTPONA KAYECTEA
it Tnuexaus Ne0D205-N1C or 15.02.2021 ¢
MAKUIDAPMA [ AIMEHOBAHWE Mnarpun® TabneTky, noKpsiThie
i NPEMAPATA: nneHouHoi obonoukoi, 75 mMr
100029, 1 Mockna F
ABTOMOBMANMBIA APOU3A, HOMEP CEPUW: PL1190423
aom 0, i OATA NMPOV3BOOCTEA: 11.04.2023
i
gl FOAEH A0: 31.03.2025
EipooHie i OBBEM CEPUMK: 9 962 yn. Na30
Ton.: (105) 081.00-00 NMPON3BEQEHO: 000 «MAKH3-OAPMAY
AHAINA3 NO: JIN-006376-290720, Uam. Ne1, 2
XPAHEHME: Mpu TemnepaTtype He BLiwe 25 °C,
Ng HaumMeHnonauue
nin | nokasatens TpeGopanua HA PeaynsTaTthl aHanuaa ‘
PYCCKOM HILIKG YROILIGAIOM, TOPTONOG HOWMEHODAMMAR (Gnuemepo) Ha pycckom RIbiKe ykaIaHo! |
Nachapata © npoAynpeauTensHol mapwwponkel @, | Topronoe HaMMOHoRaHWe npenaparta c
MENAYHIPOAHOE HONOTEHTODAMHOG HOMMEHODAHWE M NPEAYNPeAWTCNLHGH  mMapkuponkon @,
ACINPODKY (MO PYCCKOM W GWrMWACKOM  Aawbikax), | MemayHapoaHoe HENATAHTONAMKOE
NEKAPCTOEHHYID (DOPMY, HOMMEHODIHME  TODOPHLIA | HOUMEHOBAHWE W ACIMPODKA (HA pyCCKOMm W
JHOK  (NATWHALER) ROPWOTENA  PerucTpauMoHHEre | anrnuiickom AJLIKAX),  NEKOPCTOCHHAR
YAOCTODODOHHA, HOMER CEPUW, AATY NpOVANOACTOa | chopMa, HAMMEHOBAMWE TOBAPHLIA  3HAK
(hpu  chaconke Ha OO0 «MAKM3-@APMA» paty | (natuenuen) ASRMATENA PAFMETPALIMOHHOrD
NPAUINCACTOD HE HAWDCAT), ADTY WCTEMEHAA CPOKD | YAOCTOULPEHWA, HOMERp  cepuw,  Aara
TOAHOCTH. MCTEUAHNA CROKA rOAHOCTH
Bmopuynan ynakoaxa, Bmopuynan ynakoaxa,
Ha kapmoriod navke Ha pycekom sawike ykaasiemon: | Ha KOPMOKWOU NaYKo Wi PYcoKoM Habike
Topronoe HAWMBHORAHWG nponapaTa c | yrasano: Tepronos HONMEHOBAHWG
NPEAYNPEANTENBHON MAPKMPODKOA @, MOMAYHAPDAHDE apénapaTn c NpeAynpELnTenLHOR
HENATOHTOROHHOM HEUMaHODAHKE, Ho3upanky, | MapKMposKon @, MENAYHOPOAHOR
dapmakoTepanoiTUiECKYlD  FRpYRNY, NEKAPCTHEHHYIO | HAMNATOHTCOAHHOO HOUMEHOBAHKE,
chopmy  uw  KonwyecTse  Tabnetok o ynakobke, | AD3npapka, apMaKOTERANGOTAMECKA
HaUMOHORAHWE W copepkanue  pedcTuylowero | rpynna, nokApcTRAHKAan thopma "
velecTon 0 ofHoR TabneTke, YEnonWA XpaHeHAR, | ronudectuo TAGNeTok B ynakonke,
NPOAYNPEARTENLHEIE HAANKEY «COAUPKMT NAKTOIL | HAMMOHORAHWE " connpmaHne
MoHarMApaTs, «XpaduTe 0 HEAOCTYNHOM ANA AceTeh ACWCTOYIOWEra  nouwecTesa O ogHOM
MECTE?, «[epeg NPUMaHEHUOM npenapara | TabneTie, yonooun ¥POHBHUS,
QIHOKOMBTECL G NPANAraeMod  WHCTRYKUMEn, | NPCAYRPEANTENbHLIC HaLAMCH «Cofgopmut
allpRHAMATE NO HAIHAYOHAUIO BPRYDY, YEAoBUA OTAYCKA, | NAKTOIL  MOHOMMAPITY,  «XpaHWTh O
cnocab NPUMEHEHIAR, HIQNWEL «lin - | HeaceTynHom Anm neTel mecTes, «Mepog,
JDPCFMCTRMPODEHHKIA  TODDPHBIA  3HIOKY,  HOMOP | NPUMOHOHWEM NPenapaTa OIHAKOMbTECH &
COMASTENBLCTOA O  pervcTpOuWM TOBIPHOID 3HAKD, | npYnaraoMoi WHETRYRUMEH», «lIpuHnmaTh
HOMEP POrUCTPALMOHHOrE YAOCTODEPBHUA, | NO HIIHOYBHUID DPIYAN, YENOUMA QTNYGKO,
HOUMEBHODAHWE AGpHaTENA parncTpauuonoro | cnocoll  npumenenun, Haanucs  eln -
YAOCTOROPEHUN, €0  CTROMY W TODAPHBIA  JHOK | J0POFUCTPPODAMMBIG  TOMDPHBIA  JHAKY,
(NUTUHULGA), HIMMEHODAHWE 1 CTROHY  dmpmbl- [ HOMOp  comgeTenscton @ perucTpauii
NpavaneanTens (npu nponanoacToe Ha OO0 «MAIKM3- | ronapHoro aHaka, HOMBP PEFMCTRALMOHHOrD
DAPMAS  yKaaulnDioT  cTpaHy, FOPOR), LUTPUX-KOA, | YAOCTODEPEHMA, HAMMOHODAHWE AnmKatans
HOMED CEPUW, ADTY NPOMINOACTDA (NPW NPOMANDACTRE | PErMETROLUWOHHOrD y/AocTonepennn, ero
Ha 000 «MAKM3-BAPMAN AATY NPOMIRDACTDA HO | CTPAHA W TOUAPHGLIA 3HAK (NOTMHMLGEW),
HABHOCAT), AATY METEYEHWA CPOKA FCAHOCTH, WTPUX-KOA | HOUMOHODAHME, CTPAHA W ropof chupMb-
i dopmare DataMatrix, rnofansHulR | npowanoautens, WTPUX=KOH, HOMEP CBRWK,
MAGHTADUKILUMOHHLIA  HOMEP TOPTODOA efUHALLI W AATY WCTCUUHMA CPOKD FOAHOCTH, WITPUX-
WHAKOUAYANBHBIA COPUAKBIG HOMEP TOPrOMOA CAMHILLL, | KOA O thopmate DataMatrix, rnoBansHbi
Ha atuketry Gawin n KARTOHHYID Navky moryT OuiTu | WAGHTUEWKAUMOHHBIA HOMGPp  TOpromow
HUHCCOHL  TOXHUMQEKUE (NPOMIUCACTOOHHEIE) KOALI | ELUHMLLE W MHAMBUAYANEHBIA  COPUAHLIK
(rpathuvnckne, SyKDEHHBIO WAV LUVChpOBBIE) HOMOR TOPranow eanHULbI,
Lonohuumensta wa amopuvnot] YRaKouko (Ha nauke | LononsumentHo HO amopusHod ynukoexe
KOPMOHKOU) WO BHanuidckom  Sabike  yRO3naaom: (ha nauke kapmownod) Ho o apenulckom
TORronot HAMMOHOHAHME NEKAPCTOGHHOrO NPeNapaTy, | AILIKO YKAJAHO: TOPTONOE HOMMEHADAHMG
MONAYHAPOAHOE  HENDTEHTOUUHHOE — HAMMEHOBAHWE, | NBKAPCTARHHOM npenapari,
AQIMPOORY, NCKAPCTOGHHYIO CHOPMY M KONWNECTHO | MEWAYHOPOAHO HENATOHTORIHHOS
‘ TabneTok o ynaxonke, Haanuck eAntiaggragonts. HAWMOHODOHWE, AQIHPODKA, NORAPCTREHHAR
i hOPMD i KONWHBCTDO TABNETOK B yNAKOIKE,
| s ~ Haanuce aAntinggregants.
- 3aknoyeHme: - CoorsercrByeT Tpebosanuam J1N1-006376-290720, Nam. Ne1, 2

HauaneHuk OKK:

Oarta ewinycka OKK: «28» anpena 2023 r.




