Nuuenana Ne 00205-NC o1 15 despans 2021 roga

Pazpeinenue na Beimyck JIIT Ne 32
(& coorpeterann ¢ [puaomenrenm 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpaune npojayxra /
Name of the product

I'lnarpuad®/ Plagril

MHH /
INN

Knomuaorpesn/ Clopidogrel

Jlexaperpennasn qopma /
Pharmaceutical form

TAGNETKH, TOKPLITEIC TICHOMAON 0b010MKoI/
film coated tablets

Hoznpoeka /

75Mr/75mg

Dosc R T .
Tun ynakonkn / 10 mrr, / 3 KOHTYPHA AMETKOBAA YIAKOBKA / TANKA KapTOInas
Package type 10 PCs / 3 blister packs / cardhoard packs

Homep cepun /
Bach number

PL1131022

Jara nponieojcrea /
Date of manufacture

14.10.2022

Cpox rojanocti / logen 10
Expirydate

30.09.2024

Paamep cepun /
Bach size

9 420 ynakosor/ 9 420 packs

Crrpana Hazravenms /
Destination country

PerneTpaniodHoe YIOCTOREPEHNE
/ Marketing authorization

Pocenst/ Russia

J111-006376 ot 29.07.2020 (nmaTa samennt 12.05.2022)/

JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)

Hopmarupublii jokymenr /
Normative document

JII1-006376-290720, nam, No 1,2/
JIT-006376-290720. variation Ne 1,2

[Ipon3RoACTRO rOTOROI
aekapersensoit popmst / Finished
dosage form manufacturing

OGuICeTRO ¢ OTPaNHICHHOI oTECTCTRCHNOCTHIO "MAKI3-
GAPMA" (000 "MAKH3-OGAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aapec/
Address:

109029, r. Mockna. ABTOMOGHARHEIH IPoE3L, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Aviomobilney Proyezd, 6, bld 4, bld 6, bld 8

[Teperunan ynakonka /
Primary packaging

OGmeerso ¢ orpanHenHoil orBereTseHHoCTRO0 "MAKN3-
GAPMA" (000 "MAKHM3-DPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aupec /
Address:

109029, r. Mocksa, AsromoGuibnsrit poesa, A 6, ctp. 4. crp. 6. cTp. 8/
109029, Moscow. Avtomobilney Proyezd, 6. bld 4, bld 6, bld 8

Bropuunan ynakonka /
Secondary packaging

OGieeTBO € orpansyeHuo oTseTerBeHHoCTE0 "MAKM 3-
DAPMA" (000 "MAKH3-DAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aupec/
Address:

109029, r. Mockra, ARTOMOGIIILHRTH 1poC3L, JL. 6, cTp. 4. ¢1p. 6. crp. 8/
109029, Moscow, Avtomobilney Provezd, 6. bld 4. bld 6, bld §




Jvuensmn Ne 00205-fiC o1 15 hevpann 2021 roga

| Buinyexmionii wuuﬁ»ﬂ . Obectno ¢ OFPAHIHCHHON OTBETCTBEHHOCTBIO "MAKA3-
CKaveerna / DAPMA" (000 "MAKHM3-®APMA"Y Limited liability
Wouadity Control | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
apee’

| Address:

109029, v, Moeknz, ATOMOBHILH L] TpoesL, 1. 6, crp. 4, crp. 6, crp. §/
109029, Moscow. Avtomobilney Provezd. 6, bld 4, bld 0, bld 8

,' Haamanme ADC / Kaonunorpen/ C lopidogrel
.‘
\'

AP name .

Mpomssonnrean ADC 7 | Xerepo Jipare Jnwiren, Vgl
i APl manufucturer Hetero Drugs Limited. India
I lﬁmrp cepiit ADC /-
APl Bach number

B e e T

CP21050017

Hactosiumss nogrsepuciao, yro Aannas cepua Ne PL1T31022 Tnarpuntd TAGICTIH, NOKPHITHIC
fAenOvON c00n04KkoiH, 75 M No 30, nactopr Ne 35/23 or 07.02.2023 Ghua NPONZRLIIEHA 1
HPOKOHIPOIDODANA B CODTHCTCTRIN ¢ Aeiicreyiouist [Tpanmiamu Haueskameh
fpomnoseTBennol iparriky Lapasiiickoro Dxonomunceroro Colosa n TpedoBunsMH
Perucpaunonuoro tocne, [HROKC B COOTBETCTRIN CO clieitndincmmmamig HPCIHCTPHPOBAHKOTO
HPOJAVRTY,

Howvaenn no IPOHIBOACTRY (HPHMCHUMBIM CTagisn) i NOHTPOIIO KINCCTRA TPOBEPEHEAL 1t
QUOOPEHHI,

Jhedue ariuonenins pacetenosan n COOTHCTCTIHH ¢ BHYTPEHIIMI IPOLCAYPAMIL i1 0/100peHLI
NHOANOMOYCHHBIMI TH10 /

[iereby confirm that this bateh 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 investi gated in accordance with internal procedures and approved by an
Authorized Person.
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MACTNOPT Ne 35/23

cTp.1mu32

/P OTOEN KOHTPOMNA KAYECTBA
AN NutieHaus Ne00205-NC ot 15.02.2021
MAKMIDAPMA HAUMEHOBAHWE Mnarpun® TabneTky, NOKPLITLIS
MPENAPATA: nneHovHon o6onoukon, 75 mr
108028, r Mockna HOMEP CEPUM: PL1131022
A rcyodunsini poesn. |”AATA TPOU3BOACTBA: _| 14.10.2022
ﬂpm;cuu 4, rOAeH Oo: 30.09.2024
ple OB BLEM CEPAN: 9 420 yn. Na30
: AHAMW3 NO: NnnN-006376-290720, Mam. Ne1, 2
N2 HawmeHoBaHue TocGosanns H B
g ety P na HO CAYNLTATLI aHANKU3a
1. | ONMUCAHUE Kpyrnbie ADOAKODLINYKNLIE TAGNBTKY C ACKOW, NOKPWTLIe | Kpyrawe Anonkopsinyknsie ToGnatid c
nheHOUHOR olionoukoi poscnoro UnaTa, thacKol, NOKPLITLIE NnaHoYKow aflonaukon
T | POJOBOMD LBOTA,
2. | NOANUHHOCTL Yd-cnokTpochoTomoTpun,  Yd-cnowTpsl  nornowonun | Y@s-cnowrpochoToMoTpun,  YO-cnekTpbI
MCNLITYEMOrS M CTOHADPTHOMD pPOCTDOpoD 0 pBNacTW 0T | NOrNoWeHus WENLITYEMOro "
250 po 300 HM AOMMHEI MMETH MAKCUMYMbI NDW OAHWX W | CTOHAGRTHOMO pacTnopon u ofnactu or
TOX WO ANNHAX DAFH, 260 o 300 HM UMOICT MOKCHMYMEl NpR
BIOMX Bpomn  yaepRMBOHWE  OCHOUHOTD  NARD MO | OAHWX M TEX e ANMHAX DONK
X*POMATOrPaMME  UCnLITYéMoro  pactoepa  AomkHo | BIHX Bpems yAopMUBOHWA OCHOUKOMD
CoOTRETCTOOnATL URBMOHW YAOPWUBAHNA MUKD | NAKD MO XPOMATOrPAMME  UCTIHITYOMOrD
Knonwacrpaenn HO xpomaTarpamme CTAKARPTHOrO | PACTNORAO coaTHeTCTDYAT DRAMAHW
pacrToopa (pasaen «KonuuecTREHHOS onpeaeneEHle ) VACPMUABAHUA NUKS  KNONUAOIPEND  Ha
Xpomatorpamme CTOMAORTHOMO pacThopa
(pazsen alonuyecToeHHDe
S e e e |_ohpoaenaHuos).
3. | CPEOHAA MACCA re Pdy, O®C.1.4.2,.0009.15 95700 mr
Ot 248,56 a0 262,94 mr (256,25 mr £ 3.0 %), =y b
18/20 vainerox He Gonee L 5% 1.9
. 2/20 Tabnerok ve Gonaa + 10% a0
4. | BOOA T® P®, OOC,1,2,3.0002.15 Meto K.@uwopa, T 3.8%
He Gones 7,0%
5. | PACTBOPEHME e P@, 0®C,1.4.2,0014.15 {100%:)
Y®-cnokTpochoToMeTPUA, a87,a%
He mevoe 80 % (Q) oT JI0ARNOHHOMG  KONWYECTER 102.9%
knonugorpena uepes 30 ma, 101.5%
99.5%
28,9%
= 6.5
6. | POOCTEEHHLIE BIXX, 0.06%
MPUMECH Mpnmncs A = we Gonee 1,2 %; 0,055
npumeck C = He Gonee 1,5 %, 0'0?,:."
gnzwruqnnn HEWAGHTHDULMPODAHHARA NpUMEcE = He Bonee 0'16:’:
@ Yo B
CyMma npumecein = He bGonee 2.5 %. .
7. | OOHOPOOHOCTL ro Po, ODC.1,2.4,.0008.18 (cnocab 1)
AO3NPOBAHNA AV % 15,0 % (n = 10), scnu yCoDUe HE NLINOAHAOTCA, TO AVyy= 5,2
AV = 150 % (n = 30), w ann 30/30 TaGnetok
KONWHYACTDEHHOE COACPMKAHWG KNONWAGIPENA  AONNHO
Liodels. | HAXOAWTLCA B MHTepnana 0,75 M-1.25'M. =
8. | MUKPOBMONONM4YECKAR | M P@, O®C.1.2.4,0002,18, Kateropun 3A.
YUCTOTA L Ofuweo wieno aapobHsix MUKPOOPrannIMAN - He Bonoo Ménee 20
10" KOE B 1 r (mMn);
OQBWee YICND APONOKEDLIX M NNECHEALIX rpUboD; He Menee 10
Gonea 10" KOE n 1 r (mn),; He oGHapy#eno
Escherichin coli: oreyretone o 1 r(mn).
9, | KONMUWYECTBEHHOE B3XX. or 71,25 40 78,75 mr knonuacrpena (ot 95,0 % ao 76.28 M-
ONPEAENEHME 105,0 % oT 3aANNOHHErO KONWUEETRA) 6 oaHOK TAbNETKE, {(101,7%)
10. | YNAKOBKA Ipu npouseodemao, gucoore 1Wunt yoakooke na 00O | [Mpoudeademao, dhaconka il YRAaKaeka Ha
«MAKMI-DAFPMAN; 000 vMAKHZ-OARPMAN,
Mo 10 Tabnetok O KOWTYPHY A4cAkonyrm ynakooky | Mo 10 TaGneTok B KGHTYRHYIO Ruehlkonyio
(GreTen) M3 NNEHKM NONUOMHUNXNOPWAHOA W honbri | ynakooky (Gnuctep) va nnenkn MBX/NBAX
ANIMUHWADON WK D KOHTYPHYID ANeBKonylo yRnakouky | v thankri anomuHienoi
(GnncTap) va nneHku MBX/MBAX U chonuru anNoMuHEEROR
Mo 30, 60 unu 90 TaGnutok b GOMKG M3 NDAMDTHNGHA
HUIHOrO ADUACHWA, YKYNOPEHHOW KPLILIKCH NONAMERHON &
KDHTRONEM  ROproro  GekpuiTMA MnM o Gadke U3
NENUITANEHD DLICOKOA NNOTHOCTH, YKYNDPEHHOW KPbILLUKOW
NONUMBPHOR G KOHTPONEM NEPOOTD HCKPLITHHA, Mo 3 KOHTYRHBIX FAYEUKODLIX YNAKOROK
Mo 3 nnw 6 KOHTYPHBIX AYCAKODLIX ynakouek (GnucTepon) | (GNUCTEPOD) OMECTE © WHCTRYKUMEW no
unu no 1 GaHko DMOETE € UHCTRYKUMEH N0 NPUMEHEHWIO D | NPUMENEHVIO I NAMKY KOPTORHYIO,
— | NAYKY KIPTOHHYIO. o o
11. | MAPKUPOBKA Mopausnas yaarxcawa. fopauynan ynaxkoowa. S
Ha woHmyphod Auelxowol yrakowne (Gnuctnupe) wa | Ha  kotwmyphod svedkogod  ynoaxoaxe
PYCCKOM AILIKU YKAIWENON)! TORrODDE HAMMGHODOHWG | (Brucmepn) ni pycekom Babike ykaanmo:
NPeNIPATA C© NPOAYNPEAWTENLHON mOpkdponkow 0, | TOPrenoa HAWMEHOBAHWE npenapara ¢
MOMAYHAROAHOE HENATEHTOAAHHOE HAMMEHONAHMG W | NPeLynpaauTonsHOW Mapkuponxeil 00,




| NACMOPT Na 35/23 CTp. 23 2
! ' OTOEN KOHTPONS KAYECTBA r
1‘ :?.'.‘:f.:h Nuuerxaun Ne00205-N1C ot 15.02.2021 r :
| MAKMIOANA HANMEHOBAHWE Mnarpun® Tabnetiu, NOKPbIThIG
l MPENAPATA: nneHouHoi oGonoyxoi, 75 mr
100029, 1 Mocvna HOMEP CEPUW; PL1131022
A epauumi Apo3A. AT A IPOV3BORCTOA: 14.10.2022
cupc_micun A rGﬂEH .ElO. 30092D24
et OB bEM CEPIVE 9 420 yn, N#30
|t cios) vorionn |- AHATIAS NO: NN-006376-290720, Viam. Ned, 2
Wholioke et | XPAHEHMKE: Mpn Temneparype He sbiwe 25 °C, ~
Ne | HaumeHonakve
l:.’!“" EL, 0 nokasarens TpoGosanua HA PeaynutaTel avanwan N
f | AQMDOUKY (W pycCKOM W anfIWACKOM AIbiXDX), | MeXaYRapOaHOE HENATEHTODAHHOE
| NEROPCTOCHHYIO (HOPMY, HAHMEHORDHWG TOBOPHLE 340K | HOWMEHoBAMWE W AQIMPCUKD (MR pyCoKOm
| (naTuimued) AGpHOTANA PEFHCTRILHONAOID | W aHrNMACKAM n3Likax), NexnpeTaenHIR
! i YAQCTODBREHUA, HOMED Gapuu, AaTy npowdizopcTun (npu | dopma, HAMMOHODAHWE  TODAPHBIR JHaK |
‘ [ Dacanke ua 000 «MAKNI-DAPMA AaTy npowamoacTua | (naTturvuen) Acpyarenn |
i HE HAHOCAT), A0TY HETONEHIA Cpoxa FoAHOCTH, PEIVCTDIUMONHOD YADCTONODEHUR, |
‘ l Bmopuvran ynawkoaia, HOMBP CepPUH, [3Ta WCTEuEHWA cpcmui
| Ha KAPMOHBIL (HINKE b PYCCHOM RILIKG  yRUILIAION rofHOCTY
Toprouoe HANMEHOBAHWE npanapata ¢ | Bmopuynan ynaxocaxa,
NPOAYNPEAMTEALHOR MADKMPORKOW @, wmexaynapogroe | Ha KapmownKol Nhuke Wi pycorom Wisike
HENATUHTOUANKODE HINMEHODAHME, Ao3uponky, ' yKaiana; Topronoe HIUMOHOBaHKE |
{ | tbnpunxumpnneuruqucuym fRynay,  nerapcToeHWyio | npenapata c NPOAYNRORHTANLHON |
! | MapMy W konmeosToe  tBnetox o ynokonke, | mapkupouran m, MEMAYMAPOLHOE |
! J HAUMEAOLINUE W COACPMIHMG ARCTRYIOWErD OELWECTIN | HENATeHTODAHHOS HAWMOHODOMMY, |
| ! (1] caroi Tatnarkn, YCnooun XpaHeMWH, | no3avponkn, QuapMakoTepaneaTiecknn |
| APCAYRDCAMTE NLHbIE Haanuen  «Conepwut  nakTaswl rpynna, NAXApPCTRaHHAa hopmn u
| | | MmOoHOMMAPAT», «XparuTie n HEAOETYNHOM Ann zeTed | konwiecTio TnGnerok  n yhiaxonke,
I' | MucTas, aflepon npUMEHaHEM NPONARATA DAHAKCMBTOCK | HIAUMEHOOIHWE “ COABRMAHNG
| ©  npunaraemon MHCTRYKUWENs,  allpwHumath  ne AcdcToyolyare  wsowectsa o A HOW
| | HOJHONGHWG  DpUNaY, YENoouR  oTnycka,  criocofi | tabnetwa, yenonun ¥panerun,
| APUMEHEHUN,  HAANHCL  alds - AAPEFUCTRHPOBOHHBIR | NPEAYNPOAKTENbHbIG HUANUER
| | TOUDPHLIY JHAKE, HOMEP COMACTEALCTHA O RErMCTRAUMK | «CogopmuT  nawrosw MOHOIMARDTY,
! | Tonapkore aHaK, HOMBD PEMMCTRALHONHOIG | «XpanuTs 0 HCADCTYAHOM ARA AeTei
YAOCTODOPGHNA, HOUMEHODAHWG AGPKATUNR | MecTes, «Mepea NPHMOHEHWEM
' POrMETDAUMCHHOrD YAOCTODCDOHMA, ©ro  cTpaWy u NPENAPATI QIHAKOMLTECL € NPUNATIEMON
i TODAPHLIM IHK (NATUHALCH), HAMMOHOBAMWE W CTPAMY | WHETPYKUWEAN, allpunumarh ne
| DUpMB-NpOMaNoAUTENA (npu npowssoAcTee wa OO0 HOJHINEHHIO upavas, yenouum ornycra
| «MAKUS-DAPMAY  yraawinmgT CTRUNY, TOPOR), WTpKX- | cnocol npuMeHeHus, HIANMEL  utDp
! ! K4, HOMep  capwy, AaTy  NpoWManogcTog  (npW JAPOTUCTRMPODAKKHBIN  TOBAPHLRA  JIHAKN,
! ! NpowaooacToe  wa 000  cMAKWI-GARMA» AOTY | HOMED CHMAETONLETN O PeruCTpaUWN
| NPOMIBOACTIA MO HAMOCHT), AATY METOMCHIMN CpoKa | Topapworo aHDKa, HaMep
! FGANOCTH,  WTPMX-kOA 0  dopmMarta DatoMalrix, | perweTpounoHHore YAOCTOBEPEHWA,
. | FREBAnLHIWA MACHTUEDHKOUMOHHBIA  HoMap TOPrOnoW | HOUMEROBAHKe Aepwatenn
| ‘ SAMHULL W MHAWBMAYONLHWA CePHAHBIA HOMED TOProBol | perneTpauHaHHare YAQOCTORGPaHWR, nro
; CANHALL CTRIHA ¥ TODAPHBI IHAK (NaTuwuen),
. Ha aTuketky Gankw w KOPTOHHYIO nouky MoryT GuiTh HANMBHORANKE, CTPORY W rOPOM UDM- |
‘ HANGCEHBL  TaxHUYBCKWE (NpowIBoACTUCHHLIE)  KOgwI NPOHIBOAUTENN, WTPHX-kDA, HoMmep '
J (rpachuiecknn, ByknaHHuie wn Uuchponmia) COPMU, AOTY WCTOHMOHWA CPOKD FOAHOCTHM, |
' Honenwumernuna  Ha amopuyHad ynukoake (Ha navke urpux-k0q B chapmare DatoMatrix, }
’ KAPMONMAG) WA aHENUGCKOM  Habiko yraseiemom, | rnoGankHoiid waeHTRUKILMOHHLIR Homep
: TOPronoe HAUMCHOUAHWE NOKAPETDOHHOrG NRENADATA, | TOPronod OANHHUL W nngunmyumm.«ﬁ!
| MOMILYHOPOSGHOE  HENaTeHTODaMHCE HAWMCHOBAHNE, | CAPMHHLIA HOMAaD TOOrAnoW eAnHULIbI
| ] ADIMDOBKY,  NexapCTheHMYyD MopMY W konudecTna dononkumeniwe Ha aMopLMHOG
i ¢ rabneTor i pnakoue HIAMMCH cAntingaregants, ynaxoexe (Wa  naviko Kapmownad) wa
f AHEAUICKOM RILIKO  YRAZAMD' TOprorce
| ! HIUMEHONAHKE NUKNRCTIOHHOIG
- I npanapara, MEXAYHApOAHOR
{ HENOTEHTABAHHDE HAUMERDIAHWE,
| i | ACINPODKN,  NEKOPCTDEHHAY hopma n
| ‘ KOMMYECTHO  TAONeTOX O  ynakogko,
hotsdod 2ot SO | Haznucs eAntiaggrequnty.
3aknrouerue: Coorsercreyer TpeGoBaHmsam NN-006376-290720, U3m. Net, 2
ALOg Sy JRE L2 O
HauansHuk OKK: e\ 9 . o8

Aata aeinycka OKK:
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