Nuuenzua Ne 00205-1C ot 15 deppansn 2021 roga

Pazpewenne Ha soinyck JIT No 247
(8 cootmeteTRun ¢ [Tpunonccuuen 16 cGMP)

Permission (o release products (in accordance with Appendix 16 cGMP)

Haspanme npoayvera /
Name of the product

Mnarpnnd®/ Plagril

M/
INN

Knominorpen/ Clapidogrel

Jl:.!\.:tpuut.lm az (hopata /
Pharmaceutical form

TABACTI, NOKPLITHIE TICHOMHOTT 00010MKOH/
film coated tablets

Jloanporka / o
Dosc

T5mr/ 75 mg

Tyn ynmakorkn /
Package type

l(J t[l'T‘ /3 Kmmplmn .'-lHLfilxou.u[ VIAKOBKA / 1ayKa KUPToH s

Homep cepum /
| Bach number

T"LI"?(}("’?

Hara npomumu.i wa /
Date of manufacture

21.06.2023

r_.ln.l

Cpox roanocts / Tonen 1o
Expiry dale

30.06.2025

Pazsmep cepitin /
Bach size

9 860 ynaxorok/ 9 860 packs

Crpana nasunavenis /
Destination country

Poccun/ Russia

PeructpaiuotHoe YI0CTOREPERITE
/ Marketing authorization

JIT-006376 o1 29.07.2020 (nara 3amennt 12.05.2022)/
JI11-006376 from 29.07.2020 (renewal date 12.05.2022

Hopmarusuwiii nokymenr /
Normative document

JI1-006376-290720, nam. Ne 1.2.3/
JITI-006376-290720, variation Ne 1,2.3

[poussojcTeo roToRo
aexapersennoii Gopmst / Finished
dosage form manufacturing

QO1eerso ¢ OrpaHMYICHAON OTRETE TBEINOCTHIO "M A K 3-
DAPMA" (000 "MAKHU3-DAPMA")/ Limited liability

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

Anpec/

Address:

109029, r. Mockpa. Arrosmobuannnii npoesy, 4. 6. crp. 4, ctp. 6, cp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld - S
[leprunnan voakoska / OGmeerso ¢ or pammcmmu orReteTRenocTLIO "MAKH3-
Primary packaging BAPMA" (000 "MAKH3-PAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Adpee/
Address:
109029, r. Mockpa, AprToMoSIUTEHEN 1poca. 4. 6. ctp. 4. crp. 6. cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4. bld 6, bld 8

Bmpu*m.m vilakoni / DOLI.[LCIBD ¢ OIPaHHYUEHROT OTRETCTRCHNOCTLIO "MA I 3-
Sccondary packaging d)-‘%l’MA” (OU(.) "M AKHM3- fIH\PMA") Lumt;d lmb:hlv

Address:
109029, r. Mockna, ApToMoOuALILI 1poest, Jt. 6, cTp. 4, €Tp. 6. cTp. 8/

109029, Moscow. Aviomobilney Proyezd, 6, bld 4, bld 6. bld §




Jinuenana Ne 00205-/1C ot 15 despann 2021 roga

| Brinyexaionusil KoHTpols
KavecTna /
Quality Control

OBmeCTBO ¢ OrpaHMEEHHON OTBETCTRERHOCTHIO "M A3,
DAPMA" (000 "MAKU3-OAPMA"Y Limited lability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA'")

Aupec /
Address:

109029, r. Mockea, ABTOMOGHNBHLI rnpoesz, 4. 6, crp. 4, ¢rp. 6, cTp. 8/
109029, Moscow. Avtomobilney Proyezd, 6, bld 4. bld 6, bld 8

Haipanue ADC /
API name

Knomaorpea/ Clopidogrel

Mpouzsomurens ADC /
APl manufacturer

Xerepo Ipare Jlumuren, Mius/
Hetero Drugs Limited, India

' I‘im:n:p c:t:[;ml AdC/
| AP1 Bach number

CP23030005

Hacrosums nogrsepicuaio, 710 namnas cepus Ne PLL1270623 In

arpui® TabieTku, NoKphIThIe

naenounol oGosourol, 75 Mr Ne 30, nacriopr Ne 254/23 ot 31.07.2023 Obli1a Mpon3ReaeHa 1t
MPOKOHTPOHPOBANA B COOTBETCTBHN € NelCTBYOUMMHA [Tpannnamy Haunexaueii
IPOHIBOACTREHHON IIpakTHKH EBpasuiickoro Dxononuucckoro Cowosa i TpeGoBannamMu

Perucrpannonnoro tocue, a Tacke p COOTBETCTRHM CO CTICHH(HKATAMH 3ape

NPOJAYKTA.

JIOKYMCHTRI 110 NPOMBROACTRY (ITPHMEHIMbIM CTA/IHAM) 1 KOHTPOIIIO KAUCCTRA ITPORCPEHN! |
) P ¥ np P P

onobpeHEI.

FHCTPHPOBANHOTO

JhoBnte oTrIOHEHNA paceeIoBAHb B COOTBETCTEIN ¢ BHYTPCHHHMI IIPOUCAYPAMI 1 0106peHb!
YHOIMOMOUCHHEIMY JHLOM /

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 arc investigated in accordance with internal procedures and approved by an
Authorized Person.
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NACMOPT Ngz 254/23

KK-006/3@8

cTp. 1m3 2

Aépﬁiu

QOTHOEN KOHTPONA KAYECTBA
Tuuexans Ne00205-NC oT 15.02.2021 r

MAKMIDAPMA

HAWMEHOBAHMWE fnarpun® TabnerTkun, nokpeiThic
. MPENAPATA: nneHoYvHou o0bonoykoi, 75 mr
100020, r. Mockna -
AHTOMODUALHWA Npooan, HOMEP CEPUMU: PL1270623
Aom 0, OATA NMPOU3BOOCTRA: 21.086,2023
STy FOLEH A0: 30.06.2025
crpootme U OBBLEM CEPWU: 9 860 yn. Ne23d0
Ten : (405) 081-00.00 NPOW3BEQEHO: 000 «MAKW3-DAPMA»
AHANK3 NO: TN-006376-290720, Wam. Nei, 2, 3
i XPAHEHWE: MNpyu Temnepatype He suiwe 25 °C.
N HaumeHasanme TpeBooanna HO PeaynbLTathl aHanu
_nin _noxazatenn - P o ) FIBTHTS] i 28 ]
1. | ONMUCAHME Kpyrnie  gnoAkonuinysneie  Tabnoted ¢ dhackon, | Kpyrnoe ABOFKDBLINYKAWG  TABNETKM ©
NoKpWTLIE RNEHEUHGR aloncukalh polonero Uneta chackon, NOKPLITLIC RAGHOuKOW ofanouroi
N . PO30BOTO LBOTA R L
2. | NOONUHHOCTEL Y®@-cnokTpohoTOMETRPHA, YO-CNeKTpLl  NArNoLIEHNA Y@-cnexrpochoTomeTpmA, Y@-cnakTpul
WCTLITYEMOro W CTAHAORTHArO PacTnopol b olnacTH OT | NOMOWEHMA HENITYOMEMS | cTOHAQPTHATD
250 a0 300 HM JOMIHL WMETE MOKGHMyMBI NPW OAMWX W | pACTHOPOS & obnacTik ot 250 go 200 um
TOX KE AMAHAX NONH, UMBIOT MOKCHMYMLI [PN DAHUX W TOX Me
BIOMX Bpemn  yiepwuuaMus  OCHODHOTG AMKa WA ARUHOX Boni.
APOMATOIPAMME  MCNLITYEMOre  pactnopa  AofmkHa | BOWKX DBpems YAGPMALAHWUE  OCHORHOrD
COOTORTCTRODATH  ODCMOHW  YACDHUBOHAA  NWKD | VKA HO  XPOMATOrPAMME WEALITYEMOrD
KIQNUAGIPENA WA XPOMOTOMPAMME  CTAMAAPTHOTO | pacTuopn cooTRATCTOYET BPEMBHI
pacTuopa (pasgen «KonuiecToeHHon onpaaaneHitay) YACDWWBOHWA  NUKD  KNONWAOrpERa  HA
XPOMATOrPAMME  CTAHRAPTHOMG  pACTHORA
_____ N . (pasaen ¢KonuqpcTnenHoe anpeaenaniey).
3. | CPEOHAA MACCA e PO, OMC.1.4.2.0009.15 26115 mr
Ov 248,56 no 263,94 wr (256,25 Mr £ 2,0 %), !
4, | BOOA D P, O®C.1,2,3.0002,15 Metog K.@uwepa, 3.4%
He Gonoew 7,0%
5. | PACTBOPEHUE o PO, OOC,1.4,.2.0014.15 {98%)
Y@-cnokrpochotomaTtpun, 96.3%
He medso B0 9% (Q) o anaenoHHOre keAnMecTon 89,3%
knenngorpana vepes 30 mMun, 97.1%
95,7%
103.2%
i - 98.0%
6. | POOCTBEHHLIE B3IXKX. 0,04%
NPUMECH Mpumecs A = 1o Gonee 1,2 %: 0.0
npumect C - Ho Sonee 1,5 %, 0.01%
CAUHUMHDA  HEWASHTUCIULHPORANHAR NPAMECE = Ho DIM"'.\
Gonee 0,2 %; ol
s Cymma npumeced = e Gonee 2,5 %. .
7. | OQHOPOOHOCThL o Po, 0©C,1.2,4,0008.18 (cnocob 1)
OO3NPOBAHUA AV Z 15,0 % (n ® 10), ecnn yenanue He DuinonHseTe, AVin=4,7%
Ta AV = 150 % (n = 230), w gne 30/30 TaGnatox
KOMUYECTNGHHOE COAOPMIHUE KNONWAOIPENA LOMMHG
_|_MAXOAWTHERA B WHTepnane 0,75'M = 1.26:M.
8. | MUKPOBUOMNOIrUYECKAR | M@ P®, ODC.1.2.4.0002.18. Kateropun 3A.
YUCTOTA Qbwea wvcno aapaliHuix MUKPOOPraHKamMo - He Bonee
10" KQE 0 1 r (mn); MMKOEu1r
QBuioe uncno aporokenbix U NnecHonLlx rpubon; He
Gonee 10° KOE & 1 r (mn); Meiziiza 10 KOE B 1 ¢
N _|.Encherichla coll: oteyreTume o 1 r (mn). pizis - He oGHapymkeHo
9. | KONMWYECTBEHHOE B3MX. ot 71,25 pe 78,75 Mr knanugorpena (o1 95,0 %
ONPENENEHUE A6 105,0 % &T 3AMRNEHHOIO KONWWECTDA) B OAHON 74,14 ur
TabnaTke. (98.9%
10. | YNAKQBKA Ipu npousacdeman, gacoexe wunu ynakoake i OO0 | [peuanodcmas, thacomka U ynakoaka Ha
aMAKHZ-QAPMA Q00 «MAKHI-DAPMA L
Mo 10 Talnetok 0 KOHTYPHYIO Aueikonyio ynakopky | Mo 10 TabneTok o wokrypHyio AYCHKOBYI
(GNUCTEp) W3 NNEHKN NONUDUHANXNOPUAHONR W hONbTY | YNAKOBKY (GNMCTED) U3 NNEHKK NBX/NEOX v
OMoMUNRCOOR MW B KOHTYRHYIO ANCRKGIYIO yoKkanky | hanbri anioMuHWcoon
(Onwetep)  ua  nnewkn TIBXNBOX 4 dionwr
amomunuenon Mo 30, G0 unm 90 TabnoTtox o Ganke us
NONUITANEHA  HUIKOFO  AADAGHWY,  yKynopeMHoRn
KPLILIKON MONUMEPHOK C KOHTPONEM NAPNOTA NCKDMTHA
WA B GOHKE W3 NONUSTUNEHA DLICOKOR NNOTHOCTW,
YNYNOPEHHOW  KPLIWKOW  NONUMEPHOR ©  KaHTpOnom
AERBOrS BEKPBITHA,
Mo 3 wmm B KoWTYpHLIX muohkonbix  ynakoook | Mo 3 KOHTYDHbIX  AYCAKCERIX  YNaKODOK
(Gnuetopan) wnu no 1 Gauke omecre ¢ UHCTPpYKUMEN no | (GnucTepon) omecTe © UHCTRYRUMEN 1o
. NPUMEHEHAID B NAYKY KAPTOHHYI. NPUMEHEHIIO 0 NAYKY KAPTOHHYIO.
11. | MAPKUPOBKA MNepauvHan ynakanxa, Mepeuynan ynakaaxa.
Ha kormmypred suedkoood ynakoske (Gnuemepe) wa | Ha  kawmypnod  sueirosod YRoKooke




[ KK-006/3®8
MACMOPT Ne 254/23 cTp. 2 M3 2
{ﬁ OTAEN KOHTPONA KAYECTBA
TInueHaus Ne00205-N1C or 15.02.2021 r
MAKWIPAPMA  "HANMEHOBARWE Mnarpun® TabneTiu, NoKpeIThie
NPEMAPATA: nneHouHoun obonovkon, 75 mr
100020, r M s
Anﬁuu‘éoznnﬁ:;ipman. HOMEP CEPUM: =4 PL1270623
Aom 6 ) OATA MPOWZEBOOCTEA: 21.06.2023
iy FOREH AC: 30.06.2025
| Etpoenme 0 OBLEM CEPUM: 8 860 yn. Ne3do
| Tan- 4B5) 01008 NMPOUIBEQEHOC: 000 «MAKU3-DAPMA»
1 AHANNI NO: 7N-006376-290720, U3m, Ne1, 2,3
f e XPAHEHME: Mpk TeMnepaType He Bbiwe 25 °C.
- G .
i_ ; n’;‘: _ Hig:::_;m“ TpeBosanua HO PeaynsTath! aHanuaa

PYCOKOM S13LIKO ykO3bIAAIOM. TOPronoe HARUMEBHODAHUA
NRGNBPATA © npeAYnPeAWTENsHOR MapxupeokoR @,
MOXAYHAPOAHOE HUNATEHTOBAHHOS HAWMEHOBOHME o
ACIUPODKY (HO pycexoM W BHrAMACKOM RILIKAX),
NOKOPCTOOHHYK IOpMY, HOWMOHODAHMG ToRAPHBIA
JHaK  (nAaTUHWLER) ACPXATONA  POMMETPALMOHHOrD
YAOCTONGDAMMA, HOMOD cepu, aary npausnoacTea
(ph  chaconke Ha 00O «MAKAI-BAPMAS aAnty
NPOWIBOACTEN HE HAHOCAT), RATY MCTEMEHMWA cpoka
rofHoeTY,

Bmopuvwnan ynaxoaxa,

Ha kapmownod novke Ha pycekom masike yraJwigaiom;
Topronoe HAUMEHODAHMUD npenapara c
NPCAYNPEAUTONLHOA MOprMpoBkoil ©, MexAyHapoaHOE
HONATEHTOROHHOR HOMMEHODAKWE, Aoauponky,
dmpmnm‘rnpnnuu‘chww fRYNNY,  NOKAPCTDEHHYIO
dopMy W konuuectoo  TaBnerok 0 ynakonxe,
HOWMEHOODHWE 1 cozepwaHuc AorcTRyIOWere
DelecTod b oAHOW TaGneThe, YGNOOUA XPOHEHMA,
NPCAYNREANTONLHLIE HaanWeH «COoZopxMT NaKToIW

MOHOMMAROTY, «XPOHATL B HEAOCTYNHOM AnM AeToR
MoCcTEe, «llepoa NpUMaHEHHaM npenapaty
OJHAKOMbLTACE ¢ npunaraamo WHCTPYKUMEANS,

«TIPUHUMETL MO HOJHANEHWIO BPAYAS, YENOBMH oTnyexa,

cnocob NPAMEHTHKR, HAANUCE aflp -
JOPOrVCTPHPODAKHLIA  TODAPHWLIA  3HDKe, HOMOp
COMACTONLETDN O POrWCTDAUMM  TODAPHOrD IHaKa,
HOMOp PerucTpALUMOHHOrD yAocTonaperun,
HIHMEHOBIHHE Aopxarana PerucTpaUnOHHOrG
YAOCTOROPOMWA, GF0 CTPOHY W TODADHWA  IMOK
(NOTHHULOKW), HOMMEHORAHWE W CTRaHY UpPMbI-

npoUIBoAuTenn (NpM NpoMIBoACToE Ha OO0 «MAKWI.
DAPMA»  yxaduiBalor  cTpauy, FOPOA), WTRAX-KOA,
HOMOP CEpWW, AaTy NpoMasoAtTBa (npu npoulnogcToe
Ha 000 «MAKW3-®APMAY aaty npoHIoeacTea He
HIHOCAT), AGTY HETEMEHWH CPOKD roAHOCTH, WITPUX-KOG
o thopmare DataMatrix, rnoCanuHb i
MAEHTUDWKIUMOHMBIA  HOMER TOProbod oaMHWLLl W
HHAWBUAYANbHBIA COPUAHLIA HOMEP TORrOBOR EAMHMLbI,
Ha arukeTky GaHKM W KApTOMMYIO naduky MoryT GwiTe
HOHOERHL  TOXHWMBCKME (MDOMABOACTDOHHLIE) KoAbl
(rpadinuockne, ByknenHbIe M Uudhponkia)
Honrennumensio A amopuvsoi ynakoaxke (Ha nuvke
kApManHod) WA awenudckom sawke  yradwiearom:
TOPrOBOE MAUMEHODAHMO MEKAPCTBOHHOrD NpenapaTa,
MONAYHOPOAHOE HOMATCHTORAMHOA  HOWMEHOBIAHMG,
ACINpODKY, NEKNPETHEHHY GIOPMY U KONMMECTHO
TABAATOK I YNaKouKo, HAANWCE «Antlaggragants,

(6nuemopa) wa pyccxost mgmike yKaamHo:
TOPronoe  HIWMEHOBAWWE npenapaTa c
NPEAYNPEAMTENLHOA  mapkuponkod ),
MO¥AYHAPDAHOR HENDTEHTOBAHHOE
HAWMEHOBOHWE W AOIVpoDKA (Ha PYGCKOM W
OHIMWACKOM  AIBIKOX),  NOKBPETDEHHAA
opMa, HAMMEHOBAHWE TORAPHWA 3HAK
(naTuHUUER) AepxaTonn perMcTpauMoNHOrD
YAOCTODEDEHUA, HOMEBP  CopuM, AaTa
WCTBYAHWA CPOKD FOAHOCTH,

Bmopuynan ynakoaxa,

Ha Kapmewwel navke Ha pyccrom Rauixe
yKaaaHo! Toproooe HAUMaHODBAHWE
npenapaTta ¢ npeAynpeavTensHoR
MORKUpOBKORA @, MEMAYHDpOAHOG
HENATEHTODIHKOE HIUMBHODOHWE,
Ao03upooka, hapMakoTepanauTUYECKaR
FRynna, NUKOPCTDOHHARA thopma H
Konwvecroo  TalneTok  ®  ynakooke,
HOWMBHOBAHKE " copnpmaHne
ASACTOYWOLIOrO  DoWecToa B oaHak
TatneTke, ycnonun XPAHEHUA,
npeaynpeauTentHbie Haanuen «Cogepmut
NOKTOdL  MOHOrMapaTs, eXPaHUTE o
HOAOCTYAHOM AnA soTel MecTes, « opeg
NPHMOHEHUEM NPENapPOTE O3IHAKOMLTECH C
NPUNAra@MoR MHCTPYKUMEHAD, «TIpUHUMaTSL
N0 HOJHAYEHWIO DPAYd®, YENOOMA aThycka,
cnocol  NPUMOHEHWA, HBANHCE  «En
JAPErUCTRUPOBAHHLIA  TORAPHLIA  JHaK»k,
HOMOD COMAETENLETAA © pPECMETRPALWUM
TODAPHOMD JHAKA, HOMOP PArMCTPALMOHHOMD
YAOCTOUOPEHUA, HAMMOKDBAHUE JERHKITENA
PErUCTRAUMOHHOTO  yaoCTORepeHus, ero
CTRAHA W TODOPMBIA IHAK (NaTuHWUeR),
HIUMOHODOHKO, CTPOMA W ropos dupMi-
NPOWIDOAWTONA, LITPUX-KDA, HOMER capui,
ADTY MCTEY@HWA CPOKD rORHOCTM, WTpux-
koA B chopmate DataMalrlx, rnoBannhbli
WACHTUIOMKOUMOHHBIA  WOMep  Topronow
OAWHULL M UHZMBKAYANbHBIA  COPUAMBIA
HOMOP TOPronoR eanHUULI
Hononwumensio Ha amopuuwai YrnaKouxs
(Ha nauke xapmownol) o dMznudcKom
AILIKD  YXOJAHO, TOPrODoO HIUMOHOBAHWE
NoKapcTagHHoro npenaparta,
MEXLYHAPOAHOS HENATENTOBAHHOE
HAMMBHODAOKUG, AOIWPONKD, NAKADCTDEHHAR
chopMa W KonMHEcTao TatnoToK o ynaxonxe,
Hagnwck «Antinggregants,

3aknwoyeHue:

HavaneHuk OKK:

AaTa Buinycka OKK: «31» wiona 2023 r. ~
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