Nnuexsus Ne 00205-/1C o1 15 despana 2021 roga

Paspemenwue na Bomyck JIIT Ne 314
(8 cootsercTBHM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue niponykra / narpun®/ Plagril
Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

TabJIETKH, TOKPBITHIE TIEHOYHOH 060109KO0H/
film coated tablets

Jlexapcteennas Gopma /
Pharmaceutical form

Hosuposka / 75Mr/ 75 mg

Dose
Turn ynakosku / 10 . / 3 xouTypHas siueiikoBas ynakoBka / navka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1340823

Bach number

Mata mponssomcTsa / 31.08.2023

Date of manufacture

Cpox roguoctr / Fogen o 31.08.2025

Expiry date

Pasmep cepun / 9 979 ynaxoBox/ 9 979 packs

Bach size

Crpana HazHayeHus / Poccus/ Russia

Destination country

JI1-006376 ot 29.07.2020 (nara 3amenn 12.05.2022)/

PerucrpainorHoe yrocToBepene
JITT-006376 from 29.07.2020 (renewal date 12.05.2022)

/ Marketing authorization

HopmatnsHblii 1oxymeHT /
Normative document

JHI-006376-290720, n3m. Ne 1,2,3/
JII1-006376-290720, variation Ne 1,2,3

IponsBoacTso rorosoit

O61uecTBo ¢ OrpaHHYeHHOM OTBETCTBEHHOCTHIO "MAKI3-

DAPMA" (OO0 "MAKU3-BGAPMA"Y Limited liability

JeKapceTBeHHON popmnl / Finished
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

dosage form manufacturing

Anpec /

Address:

109029, r. MockBa, ABToMOGHIBHBI Npoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuyHas ynakoka / OO0miecTBO ¢ OrpaHNYenHOl OTBETCTBEHHOCTHIO "MAK A3~
Primary packaging DAPMA" (000 "MAKH3-GAPMA")Y Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA™")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIBHBIIH npoesj, 4. 6, ¢p. 4, crp. 6, cp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynaxoska / OBw1ecTBO € OrpaHHUEHHO OTBETCTBEHHOCTHIO "MA KI3-
Secondary packaging DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. Mockea, ABTOMOGUIRHEI ipoesy, 1. 6, ctp. 4, c1p. 6, c1p. 8/
[ 109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jnuensua Ne 00205-71C o7 15 depana 2021 roga

Brimyckaronmit KOHTPOIib
KayecTna /
Quality Control

O611ecTBO C OTPaHUYEHHOH OTBETCTBEHHOCTRIO "MAKI 3-
OAPMA" (000 "MAKU3-PAPMA"Y Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:

109029, r. Mocksa, ABTOMOGHIBHEIH Ipoe3s, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspague AGC /
API name

Knomporpen/ Clopidogrel

Hpouzsomurtens ADC /
API manufacturer

Xerepo dparc Jlumuren, Vinmus/
Hetero Drugs Limited, India

Homep cepuu A®C /
[ API Bach number

CP23030007

Hacrosmum moarsepxnato, uro nannag cepus Ne PL1340823 Inarpun® tabnerku, IOKPLITEIE
meHounoi obonoykoi, 75 mr Ne 30, nacnopt Ne 323/23 ot 17.10.2023 Gsuta npoussenesa i
NPOKOHTPONHPOBAHA B COOTBETCTBUU ¢ AekeTnyromumu Ipasunamu Hannexameit
ITPOU3BOJACTBERHOMN NpakTuki Eppasuiickoro Oxonomuyeckoro Corwsa H TpeBOBAHHSIME
Perucrpaunossoro 10cke, a TakKe B COOTBETCTBHHU CO CIIEUH(DHKANUIMH 3aPETHCTPHPOBATHOTO

NPOAYKTA.

HOKYMERTE! 110 IPOW3BOACTBY (IPUMEHHMBIM CTAIHSIM) H KOHTPOJIO KAYSCTBA TIPOBEPEHE] 1

0I0OPEHEI.

JI10BkiC OTKIOHEHHS PACCHeNOBAHb! B COOTBETCTBUH ¢ BHYTPEHHUMH MPONEAYPAMH H 008 PEHDI
YIIOTHOMOYEHHBIMH JIHLOM /

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 produci
‘Documents for production (applicable stages) and quality control are verified and approved:

Any deviations are investigated in accordance with internal procedures and approved byan
Authorized Person.

Beperennuxosa B.K./ ;i,f&fa’ur sl Py G e 2025 1.
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KK-G06/2D8
Q
MACTIOPT Ne 323/23 crp. 113 2
ﬁ% OTAEN KOHTPONA KAYECTBA
e, Nnuensna Ne00205-11C ot 15.02.2021 r
MRKMEARARNMA HAVMMEHOBAHWE Mnarpun® TabneTku, NOKPbIThie
i MPENAPATA: NNEHOYHOW 0BONOYKOH, 75 Mr
109028, r. Mocksa .
ABTOMOOUNbHBIN NPOE3A, HOMEP CEPUU: PL1340823
aom 6, BATA NMPOU3BOACTBA: 31.08.2023
e FOAEH [0: 31.08.2025
cTpoeHue 8 OBbEM CEPUN: 9979 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEAEHO: 000 «MAKU3-OAPMA»
AHAT3 NO: J1M-006376-290720, Kam. Net, 2, 3
XPAHEHME: Mpu TemnepaType He Bbiwe 25 °C.
Ne HaumeHoBanue
nin T TpeGosanua HY PesynbTaTh! aHanusa
1. | ONUCAHUE Kpyrnbie  aBoskosuinyknsie  Tabnetku ¢ cpackon, | Kpyrnble aBosikoseinyknble Tabnetkn ¢
NOKPbLITEIE MIEHOYHOW 0GONOYKOR PO30BOrO LBETA. hackol, MoKpbIThie NNEHOUYHOW 0BOoNoYUKOR
PO30BOro UseTa.
2. | NOANUHHOCTL Y®-cnextpodoTomeTpun. YO-cnekrpel  nornowenun | Yd-cnekrpodoromerpus. Y-cnexrpst
UCNBITYEMOrO M CTaHAapTHOrO pacTBOpoB B 06NacT! OT | NOFMOWEHUS UCNBLITYEMOrO W CTaHAapTHOro
250 no 300 Hm ZOMKHE! MMETb MaKCUMYMb! NPW OAHUX U | pacTBopos 8 obnactu ot 250 go 300 Hm
TeX e ANTUHAX BOMH. UMEIOT MaKkCUMyMbl MPY OAHUX W Tex e
B3XX Bpems yaepxuBaHusi OCHOBHOrO nuka Ha | AnWHAX BOMH.
XpomaTorpamme  WCNbITYEMOro pactsopa jomkHo | BOXX Bpema yaepxuBaHusi OCHOBHOrO
COOTBETCTBOBATL ~ BPEMEHU  YAEPHWUBAHMS  NUKa | NMKA HaZ XPOMATOrpamMMe  VCHLITYEMOro
Knonugorpena Ha  XpoMatorpamme  CTaHzapTHOro | pactsopa cooTBeTcTayeT BpPEMEHHM
pacTBopa (pasgen «Konu4yecrsexHoe onpegeneHme). YAEPXUBaHWS nWka  KIonugorpena  Ha
XpOMaTorpaMme CTaH4apTHOro pacTeopa
(pasaen «KonnyecTeeHHoe onpeaeneHnes).
3. | CPEQHAA MACCA '® Pd, 09C.1.4.2.0009.15 256.94 Mr
Ot 248,56 g0 263,94 mr (256,25 mr + 3,0 %). +’0 3
4, | BOOA F'® PO, O9C.1.2.3.0002.15 Metog K.Ouwepa. 1.2%
He 6onee 7,0%
5. | PACTBOPEHUE o PO, 09C.1.4.2.0014.15 (99%)
Y®-cnekrpodoTomMeTpuUs. 102,0%
He weHee 80 % (Q) OT 3asBNEHHOrO KonwdecTsa 94,0%
knonuporpena yepes 30 MuH. 98,0%
99,0%
103,0%
98,0%
6. | POOCTBEHHbIE B3IMX. PP
NMPUMECH Mpumecs A — e Gonee 1,2 %; 0'12"/D
npumeck C — ve Gonee 1,5 %; 0'039,“:
SANHNYHAR HeUAeHTUMULMPOBaHHAR NpuUMEecs — He 0‘20%
donee 0,2 %; !
cymma npumecen — He bonee 2,5 %.
7. | OQHOPOJHOCTB e PO, O9C.1.2.4.0008.18 (cnocob 1)
JO3NPOBAHUSA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOAHAETCS, AVi=6,1%
To AV £ 150 % (n = 30), u ana 30/30 Ttabnerok
KONUYECTBEHHOE COAEPXKaHUE KMONUAOIPena AOMKHO
HaxoauTsCs B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBMONOITMYECKASA | IN'd P®, ODC.1.2.4.0002.18. Kateropus 3A.
YUACTOTA Obuee yncno aapobHbIX MUKPOOPraHUaMoB - He Bonee
10°KOE 8 1 1 (mn); MeHee 20 KOEB 1 1
Obulee 4nCNO APOHOKEBLIX U NNECHEBLIX rPUBOB; He
Bonee 10° KOEB 11 (ms); Meree 10 KOEs 11
Escherichia coli: otcyTcraue 8 1 r (Mn). He obHapyxero
9. | KOMMYECTBEHHOE B3XX. ot 71,25 po 78,75 mr knonugorpena (ot 95,0 %
ONPEOENEHUE £0 105,0 % OT 3aABNEHHOTO KONMYECTBA) B OfHON 73'750'j"
Tabnerke. (98,3%)
10. | YNAKOBKA Tpu npoussodcmee, ghacoske u/unu yraxkoeke Ha OO0 | Mpoussodcmeo, hacoska U ynakoska Ha
«MAKU3-QAPMA»: 000 «MAKU3-OAPMA».
Mo 10 TabneTok B KOHTYpHYyl0 sueiikoByio ynakoBky | [10 10 TabneTok B KOHTYPHYIO SUERKOBYHO
(Bnuctep) n3 nneHkn NONUBMHUNXNOPUAHONW W bONLIM | ynakosky (Bnuctep) ua nnexku MBX/MBAX u
anioMUHNEBOR UK B KOHTYPHYIO SYENKOBYIO YNakoBky | (hOMbriA amioMUHNeBoM
(6nuctep) w3 nnenkm  BX/AMBOX wn donbru
aniomuHuesoit Mo 30, 60 unu 90 Tabnetok B BaHke ua
NONMU3TUNEHa  HWU3KOro  AaBfieHns,  YKynOpeHHOW
KPbILUKOW MONUMEPHONA C KOHTPOSIEM MEPBOTO BCKPLITUS
unun B OaHke U3 NONMUITUNEHA BLICOKOW NAOTHOCTY,
YKYNOPEHHON  KPLILWKOW NOAUMEPHOM C  KOHTPOMEM
NepBOro BCKPbLITUSA.
Mo 3 wunu 6 KOHTYpHbIX AYENKOBBEIX ynakoBOK | 10 3  KOHTYPHBIX AYEAKOBLIX YnakoBOK
(6nucrepos) unu no 1 BaHke BMECTE C UHCTPYKUMEN No | (GAMCTEPOB) BMECTE C UHCTPYKLMER no
NPUMEHEHMNIO B NAYKy KAPTOHHYIO. MPUMEHEHMIO B MaYKy KaPTOHHYIO.
11. | MAPKUPOBKA IMepsuyHas ynakosxa. MepsuyHasn ynakoeka.
Ha xonmypHol sqelxosol ynakoexe (6riucmepe) Ha | Ha  koHmyproll  suellkosoll  ymakoseke




T N SN 4006/
TACTIOPT Me 323/23 K‘:,gp 23'282
g A OTHEN KOHTPOIIA KAYECTBA
Az, Nuiuensua Ne00205-71C o1 15.02.2021 r
MAKMIDARMA HAMMEHOBAHME Mnarpun® TabneTky, NOKPbIThHIe
e MPENAPATA: nNeHoOYHO 050NoUYKoN, 75 Mr
109026, r. Mocksa 7 8
AsTOMOBUNLHBI NPOE3A, HOMEP CEPWM: PL1340823
aom 6, DBATA MPOU3BOOACTBA: 31.08.2023 -
T SHUE 4, >
| Srenias, FOHEH f0: 31.08.2025
| cTpoeHue 8 OBBEM CEPIANU: - 9979 yn. Ne30
Ten. (495) 981-00-88 NPOUSBEOEHO: 000 «MAKUI-DAPMA»
AHAIN3 MO: N-006376-290720, Mam. Net, 2, 3
XPAHEHUE: MNpu Temneparype He Bbiwe 25 °C.
n‘\lﬁ H?]»x:::;?ﬁwe TpeGosanus HY PesynbraTh! aHan v:raa

. HENaTeHTOBaHHOE

DYCCKOM $3bIKe yKa3blsaiom: TOPFroBOe HauMeHOoBaHue
npenapara ¢ npesynpesuTensHoi Mmapkuposkoll B,
MEXAYHAPOAHOS HENaTeHTOBaHHOE HaWMeHOBaHue u
AO3UPOBKY (Ha PyCcCKOM 1 AHINWICKOM. A3LIKaX),
nekapcTBeRHYIO QopMy, HaWMeHOBaKue  TOBapHbi
3Hak (NaTWHULEN) Lepkarens  PerucTpPaLMOHHOrO.
YOOCTOBEPEHIS, HOMEBP. Cepuw; JaTy: NpovsBoicTsa
(npn  dacoske Ha 000 «MAKW3-®APMA» gaty
NPON3BOACTBA HE HAHOCAT), AaTy WCTEUEeHWS Ccpoka
TOAHOCTY,

Bmopu4tan ynakoexa.

Ha xapmorHo{ rayxke Ha PycCKOM A3bIKE YKAILIBatom:
TOProgoe HanMeHoBaHue npenaparta c
npeaynpeauTensHoil mapkuposkont ®, mexayHapoaHoe
HaumeHoBaHue, A O3NPOBKY,
drapmakoTepaneBTUYeCcKyD.  rPYRny, feKapCTEEHHYI0
copmy u  konuuecTBo Tabnmetok B ynakoske,
HaumeHoBaHue W cogepxanue  AEencTaylolero
BellecTsa B OAHOW TabneTke, YCHOBUS XpaHeHus,
npeaynpeauTenchble Haanuoy «CoOAePKUT 1aKTo3bl
MOHOTWAPAT», «XPaHUTe B HEAOCTYNHOM ANA Aered
MECTEY, «fepep npumMeHeHuem npenaparta
O3HEKOMLTECH € NPUNaraeMoi  UHCTPYKUMENS,
«TpuMHUMATE NO HA3HAYEHWIO Bpaua», YCIoBUsA OTNYCKa,

cnoco6 NpUMEHEHNS, Hapvch. «®» 2
3apErUCTPMPOBaHHbLIA.  TOBApHLI  3HAK»,  HOMEP
CBUAETENsECTBA O perucTpauuy TOBapHOro 3Haka,
Homep perucTpalymnoHHoro YAOCTOBEPEHNS,
HanmeHoBaHue Aepxartens. perucTpaLuoHHoro
YAOCTOBEPEHUR, €ro CTpaHy W TOBapHbIA  3HaK
(naTuHmMijel), HauMeHoBaHue W CTpaHy GupMbI-

npoussoguTens (npy npounssogcTee Ha 000 «MAKIS- -
GAPMA» yKasblBaloT cTpady, TOPOA), LITPUX-KoZ,
HOMEp cepuis, AaTy NPOM3BOACTBA (Npu NPOM3BOACTEE
Ha 000 «MAKWU3-GAPMA» Jaty NpousBOACTBA He
HaHOCAT), AaTY MCTEUYEHNS: CPOKA TORHOCTHA, WITPUX-KOA
B chopmare DataMatrix, rnobancHbIA
WAEHTOUKALUMOHHEI ' HOMEP TORroBOW ejauHuUbl U
UHAUBUAYABHBIA CEPUAHBIA HOMEP TOPTOBOW EANHMLILI.
Ha aTukeTky 6aHkM ¥ KapTOHHYIO nayky MoryT Owith
HaHECEBHbI TexXHWYeckue (MPOM3BOACTBEHHBIE) KOLbf
(rpadhueckue, GykBeHHbIE UnK UugpossIe)
HononHumensHo Ha 8MOPUYHAU- ynakoske (Ha nayxke
KapmoHHOU) Ha aHenulicKoM s3bike  yKa3blealom:
TOProBoe HaUMEHOBAHUE JIEKAPCTBEHHOMD npenapara..
MEXLYHapOAHOE HENaTEHTOBAHHOE HauMeHoBaHue,
[03MpOoBKY; NEKAPCTBEHHYIO ((POpMY U KONKUYECTBO:
TabneTox 8'ynakoske, Hagnuck «Antiaggregant»:

N

(6nucmepe) Ha pycckom A3kixe yKa3aHO:
TOProBoe HauMeHOBaHWe ripenapata ¢
NPeAYNpeanTEnsHON  Mapkiposkon  ®,
MeXayHapoaHoe HenaeHToBaHHoe
HanMeHOBAHUE U 403MpoBKa (Ha PYCCKOM
aHrnuickom A3bIkax), SlellapcTBeHHan
thopma, HauMeHoBaHWe  TOBAPHBLIA 3HaK
(naTvhuLen) aepKaTens peruc PaLMoHHOro

yAOCTOBEPEHUA, HOMEp  CEpuW, AaTa
NCTEUEHUS CPOKa FOLHOCTY.

BmopuyHas ynakoexa. :

Ha KapmoHHOU [a4Yke Ha PYCCKOM SI3bIKe
yKasaHo: TOproeoe HaAMeHoBaHue
npenapata € - MNpeAynEeauTesbHON
MapKupoBKON ®, MesayHapogHoe
HenaTeHToBaHHOe HalIMeHoBaHue,
LO3UpoBKa, chapmakorepaieBTudecKkan
rpynna, nexkapcTeeHHas idhopma n
Konu4ecTso Tabnetok B ynakoske,
HaumeHoBaHue- n coaepxanue
LEWCTBYIOLIErO  BewecTsa B O4HOR
Tabnetke, ycnosus XpaHeHus,

npeaynpeauTentHele Haanucu «Coaepxur
naKTosbl  MOHOrMAPAT»,  «\paHuTe B
HepocTYNHOM Ans AeTelt mecier», «[epeg
npUMeHeHWeM npenapara O3HiKOMbTECh C
npunaraemoi UHCTPYKUMEN»,  «puHumMaTh
N0 HA3HAYEHWIO. Bpauay», YCNOHWsa oTnycka,

€nocob rpuUMEeHeHus, Ragmce «®» -
3aperncTpUpOBaHHbLIi  TOBaptiLidi  3HaK»,
HOMEp CBMAETENbLCTBA O  DerucTpauny

TOBAPHOro 3HaKa, HOMEep Peruc pPaLnoHHoro
Y4,0CTOBEPEHUA, HaVMEHOBaHL fepXaTeNs
' PEFUCTPALUMOHHOTO  YAOCTOBRDEHMA, €O
CTpaHa U TOBApPHHEIK 3HaK (natuHvyen),
HaUMeHOBaHWe, cTpaHa U rapoA upmbl-
NPOU3BOAUTENSA, LUITPUX-KOA, HIMED cepwu,
A3TY WCTEYEHWS CPOKa TOAHOSTH, WTPUX-
ko B dopmare DataMatrix, rnoBanbHei
. MABHTUMMKALMOHHLIR  HOMEJ  TOProBoOMn
SAMHWLUBI U WHOUBUAYaNbHLIL CEepUitHBIv
HOMEP TOProBOW enHULbLI.
HononHumensHa Ha emopuyHl ynakoske
(Ha rayke KapmowHOLl) Ha ' aHenulckom
A3bIKE YKa3aHD: TOProBoe HRaUMEHoBaHWe
FeKapCTBEHHOro | mpenapara,
MeXayHapoAHoe HEN&EHTOBAHHOE
HauMeHOBaHue, A03NPOBKa, NE(@pcTBEeHHasn
dopma 1 konuiecTso TabneTck 8 ynakoske,

. Hagnuce «Antiaggreganty.

- 3akmoueHue:

Hauanbuuk OKK:

Harta Buinycka OKK: «17» okrgbps 2023 T.
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