JNlvuersna Ne 00205-1C ot 15 despana 2021 roga

Paspemenue Ha Boirryck JIIT No 246
(B cooTBeTcTBHM ¢ [IpunoxenueM 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / IInarpun®/ Plagril

Name of the product

MHH / Kmommunorpen/ Clopidogrel

INN

JlexaperBennas opma / TabJICTKH, TTOKPBITHIC TIICHOYHOM 0607109K0H/
Pharmaceutical form film coated tablets

Jlozupogka / 75 mr /75 mg

Dose

Tun ynakosku / 10 mr. / 3 KOHTYpHas sueHkoBas YIIakoBKa / Mayka KapTOHHAs!
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1260623

Bach number

[Hara npoussojcrsa / 21.06.2023

Date of manufacture

Cpox roguaoctu / I'ogen 1o 30.06.2025

Expiry date

Pasmep cepun / 9 831 ymaxorok/ 9 831 packs

Bach size

Crpana Ha3zHaueHwus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JII-006376 ot 29.07.2020 (nata samensr 12.05.2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmarusHsiii nokymenT / JIT1-006376-290720, usm. Ne 1,23/

Normative document JIT1-006376-290720, variation No 1,2.3

ITpon3BOACTBO rOTOBOl Ob1IeCTBO € OTPAaHUYEHHON OTBETCTBEHHOCTRIO "MAKI3-
nekapcTBeHHON (opmbl / Finished | ®APMA" (000 "MAKHW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIBHEIH IIpoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas yrakoBka / OO6niecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging DAPMA" (OO0 "MAKHN3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mockpa, ABTOMOGHIIBHBIA Ipoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynaxoska / OG1mecTBO ¢ OrpaHUYEHHOI OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging OAPMA" (OO0 "MAKH3-®APMA")Y/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIbHBIA Ipoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JluueHsua Ne 00205-/1C ot 15 pespansa 2021 roaa

Brimyckaronyit KouTposn Of1mecTBO ¢ OrpaRMYEHHOH 0TBETCTBEHHOCTEIO "MAKII3-
KauecTpa / OAPMA" (000 "MAKIM3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec / '

Address:

109029, r. Mocksa, ABTOMOOUIIBHETA Ipoesx, 1. 6, ctp. 4, ctp. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanwe ADC / Knonuporpen/ Clopidogrel

API name

IIpoussomurens ADC / Xetepo parc Jlumuren, Munus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP23030005

API Bach number

Hacrosumum nopreepxnaro, uro manmas ceprst Ne PL1260623 ITnarpun® tabnetku, IIOKPBITHIE
NIEHOYHOR obomodkol, 75 mr Ne 30, macnopr Ne 253/23 ot 31.07.2023 6rrma [IPOM3BEACHA U
HPOKOHTPOIMPOBAHA B COOTBETCTBHH ¢ HelicTryromume [Ipasumamu Hamnexarmeit
[IPOH3BONICTBEHHOM NpakTuiy EBpasuiickoro Ixonomuuedioro Cowosa 1 TpeboBaHUIME
Perucrpanmonnoro nocoe, a Takke B COOTBETCTBHH €O CIICLH(PHKANMAME 38PETrHCTPHPOBIHHOIO
OPOLYKTA.

JOKYMERTEI 110 TPOUBBOACTRY (MPUMEHHMEBIM CTa/MsIM) ¥ KOHTPOMIO KaueCcTBA MPOBEPEHLI U
0n06peHs!.

JI106b1e 0TKIOHEH S paccIenoBaHbL B COOTBETCTRHE ¢ BHYTPEHHUMH IIPOLENYPaMU | OZI0 SpeHsl
YIOIHOMOYEHHBIMY JTHIIOM /

Ihereby 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 specitications of the registered produt
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.

Beperennnrora B.K./ (ﬁ Lpee, N 20702023 T
P = T

YIIOMTHOMOYEHHOE JIHIIO
000 «MAKM3-DAPMA »



MACIMOPT Ne 253/23

KK-006/3®8

cTp. 1 3 2

OTHEN KOHTPOJIA KAYECTBA

Ao JTuuenaus Ne00205-I1C oT 15.02.2021 1
MAKABRAFIA HAUMEHOBAHME Mnarpun® TabneTku, NOKpLIThLIE
MPENAPATA: nneHo4Holn o6ono4Kkon, 75 Mr
109029, r. Mocksa 3
ABTOMOBUNBHBIN Npoe3n, HOMEP CEPUMW: PL1260623
AOM B, OATA NMPOU3BOOACTBA: 21.06.2023
CTpoeHue 4, "
CTgoeHwe 6, rOAEH A0: 30.06.2025
cTpoetue 8 OBBLEM CEPWH: 9 831 yn. Ne30
Ten.: (495) 981-00-88 NMPOWU3BEQEHO: 000 «MAKWN3-DAPMA»
AHANU3 NO: JN-006376-290720, Yiam. Ne1, 2, 3
XPAHEHUE: lMpu TemnepaTtype He Bbllue 25 °C.
Ne HaumeHoBaHue Toe6 H p
il i peboBaHusa HL e3yrnbTaTbl aHanusa
1. | ONUCAHUE Kpyrnbie  pBosikoBbinyknble  TaGneTku C  chackow, | Kpyrnble [BOAKOBBINYKMbIE TaOneTkM ¢
NOKPbITLIE NNEHOYHON 06ONOYKOW PO30BOro LBETA. ackor, NOKPbITbIE MAEHOYHOR 060noYKoi
PO30BOro LUBeTa.
2. | NOONUHHOCTbL Y®-cnektpohoToMeTpuA. YP-CriekTpbl NOrnoleHns | YP-cnekTpothoToOMeTpUs. Y®-cnekTpbl
UCMBITYEMOrO U CTAHAAPTHOrO PacTBOPOB B 0BNacTh OT | MONOLUEHNA WUCMBITYEMOrO W CTaHAapTHOro
250 40 300 HM J0MKHBI UMETH MaKCUMYMbI MU OAHNUX 1 | pacTBopoe B obnactu ot 250 8o 300 Hm
TeX e ANHax BOnH. UMEIT MaKCUMYyMbI NPWU OAHUX U Tex xe
B3XX Bpems yaepxuBaHWs OCHOBHOMO nMKa Ha | ANWHAX BOMH.
XpomarorpamMme  UCnbITyeMoro pacrtsopa AomiHo | BOXKX Bpemsi yaepxusaHus OCHOBHOrO
COOTBETCTBOBAaTb ~ BPEMEHW  YAEPMUBAHUS  NWKa | NUKkA HA XpPOMAaTOrpaMme  WCHLITYeMOro
Knonuaorpena Ha  xpomarorpaMme  CTaHAA@pTHOrO | pacTsopa COOTBETCTBYET BpeMeHU
pactsopa (pasaen «KonuuectseHHOE OnpeseneHues). YAEPXKUBAHWS NuUKa  KNonuiorpena Ha
XpomaTorpamme CTaHAapTHOrO pacTBopa
(pasaen «KonuuecteseHHoe onpesenexne»).
3. | CPEOHAA MACCA o Pd, OPC.1.4,.2.0009.15 261.47 mr
Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). !
4. | BOOA re Pe, 0O®C.1.2.3.0002.15 MeTtoa K.®uwepa. 3,3%
He 6onee 7,0%
5. | PACTBOPEHUE e PO, 0dC.1.4.2.0014.15 (95%)
Y®-cnekrpocoToMeTpUa. 97,4%
He meHee 80 % (Q) oT 3asBNEHHOro KonM4ecTsa 92,8%
knonuaorpena yepes 30 MuH. 94,3%
96,7%
91,7%
95,2%
6. | POOCTBEHHbIE B3IXX. 0.05%
NMPUMECH Mpumecs A — He Bonee 1,2 %; 0'100;
npumeck C — He Gonee 1,5 %:; 0’0102
€AIMHUYHAA HeuaeHTUGUUMPOBaHHAA npPUMech — He 0,16%
6onee 0,2 %; :
cymma npumecen — He 6onee 2,5 %.
7. | OOHOPOOHOCTL re PO, 09C.1.2.4.0008.18 (cnocob 1)
NO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS, AVi9=5,0%
70 AV < 150 % (n = 30), u ans 30/30 Tabnetok
KONUYEeCTBEHHOE COAEepXaHue Knonuaorpena AOMKHO
HaxoAuTbeA B uHTepeane 0,75-M — 1,25-M.
8. | MMKPOBUONOINMMYECKASA | T PO, O®C.1.2.4.0002.18. KaTeropus 3A.
YUCTOTA Obee 4ncno aapobHbIX MUKPOOPraHaMos - He Bonee
10°KOE B 1 r (mn); MeHee 20 KOEB 1 1
OBbLLee YUCNO APONOKEBLIX U NIIECHEBbLIX rPUGOB: He
Bonee 10> KOE B 1 r (mn); MeHee 10 KOEB 1 1
Escherichia coli: orcytcteue B 1 r (Mn). He obHapyxeHo
9. | KONKUYECTBEHHOE B3XX. o1 71,25 no 78,75 mr knonugorpena (ot 95,0 %
OMPENENEHUE A0 105,0 % Ot 3aRBMEHHOro KONMYecTsa) B OAHOM 74,97 3’"
Tabnetke. (100,0%)
10. | YMIAKOBKA pu npoussodcmse, ¢hacoske u/unu ynakoeke Ha OO0 | [Mpoussodcmso, ¢hacoska U ynakoska Ha
«MAKN3-QAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYPHYID sYeikosylo ynakosky | Mo 10 TabneTtok B KOHTYPHYIO siyeiKkoByto
(6nucTep) na nneHkW NONUBUHUNXNOPUAHOW U chonbrin | ynakosky (6nuctep) ua nnexkn NBX/MNBOX wn
anioMUHUEBON UNU B KOHTYPHYIO SYEWKOBYIO Ynakosky | honbrit anioMuHWeBoil
(6nuctep) w3 nnedku MBX/MBOX u  cponbrun
aniomuiuesoii Mo 30, 60 wunu 90 Tabnetok B HGaHke 13
NONUITUNIEHA  HUBKOTO  AAaBNEHWS,  YKYNOPEHHOM
KPbILLIKOW MONNMEPHON C KOHTPOMEM NEPBOrO BCKPbLITUS
wnn B GaHke W3 NONUITWMEHAa BLICOKOA NAOTHOCTH,
YKYMOPEHHOW  KPbILLKO/A NONMUMEPHOW C  KOHTpOnem
NepBOro BCKPLITUA.
Mo 3 wunn 6 KOHTYpPHBIX AYElKOBBIX ynakoBOK | Mo 3  KOHTYPHbIX AYEAKOBbLIX YNaKOBOK
(BnucTtepos) unu no 1 GaHke BMECTE ¢ WHCTPYKUMel no | (Bnuctepos) BMecTe ¢ VHCTPYKUMEN no
MPUMEHEHUIO B NayKy KapTOHHYIO. NPUMEHEHUIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka. lMepsuyHasn ynakoska.

Ha koHmypHoli siyeiikosoli ynakoeke (6nucmepe) Ha

Ha  koumyprol  svelikogoll  ynakoske
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MACTTIOPT Ne 253/23
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OTOEN KOHTPONSA KAYUECTBA
Nuuenansi Ne00205-NC o1 15.02.2021 r

MAKMIDAPMA

HANMEHOBAHWE MNnarpun® TabneTku, NOKPbIThLIE
MPEMAPATA: NIIEHOYHOW 0BONOYKOH, 75 Mr

109029, r. M . - ) )

AsTomoBumisHas Apoezn, | TIOMIER CEPWN: | PL1260623

AOM 6, OATA MPOU3BOACTRBA: 21.06.2023

e4, . S p

CTaHine FOAEH [0: 30.06.2025

cTpoeHye 8 OBBEM CEPUU: 9 831 yn. Ne30

Ten.: (495) 981-00-88 MPOWU3BENEHO: 000 «MAKU3-®APMA»
AHATI3 T10: JIN-006376-290720, W3m. Net, 2, 3
XPAHEHUE: IMpwu TemnepaType He Bbiwe 25 °C.

Ne HavmeHoBaHue
Bt N s TpeGoBaHus H, PesyribTaThl aHarii1za

PYCCKOM. A3bIKe yKa3blearom: TOProBOE HAMMEHOBaHNe
npenapara ‘¢ npegynpeanTensHoi Mapkuposkoi ®,
MEXAYHApOAHOE HEeNaTeHTOBaHHOE HauMeHoBaHWe W
AO3MPOBKY (HA PpYycCKOM N EHTTIMACKOM S3blkax),
TIeKapCTBEHHYIO ‘(POpPMY, HauMeHOBaHWe  TOBapHbIA
3HaK  (naTuHuUeW) pepxatens  perucTpaLuoRHOro
YAOCTOBEPEHUS, HOMEP Cepuu, [AaTy NPOU3BOACTBA
(npn  dbacoske Ha OO0 «MAKU3-OAPMA» paty
MPOMN3BOACTBA HE HAHOCAT), /ATy WCTEUEHUsI CpoKa
rogHoOCTU,

BmopuyHas ynakoska.
Ha kapmoHHOU navke Ha PYCCKOM S3bIKe yKa3bleatom:
TOProeoe HauMeHoBaHwe npenapara G

NPeAynpeAnTesnbHON Mapkupoekoi ®, MexayHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHwe, 03UpOBKY,
thapmakoTepaneBTUUECKYlo TPYNNY, NEeKapCTBEHHYIO
GopMy M KOMMUECTBO TabBnetok B  YNaKoBke,
HauMeHoBaHWe W codepxaHwe  AeicTByKLIero
Bel|ecTBa B OAHOW TabneTke, YCNOBWS XPaHEHWS,
npeaynpeauTenbHble Hagnuen «CoaepxuT nakToabl
MoHorugpaty, «XpaHUTb B HEAOCTYNHOM Ans jetei
MecTey, «Mepep npuMeHeHnem npenapara
O3HaKOMbTECb € npunaraemoil  WMHCTPYKLMe,
«lpuHUMaTh N0 Ha3HAUEHWKD Bpayay, YCrioBUsS OTRYCKa,
cnocob npUMeHeHus, Hagnuch «®» -
3aperucTpupoBaHHbIi  TOBapHBI  3Hak»,  Homep
CBUAETeNbCTBA O PEerucTpauuu TOBapHOrO  3Haka,

Homep PerucTpaLMoHHoro YA OCTOBEPEHUSA,
HaumeHoBaHue nNepxarens PerncTpaLmoHHora
YAOCTOBEpPEHUs, €ero CcrTpaHy W TOBapHbIA 3Hak
(natuHuuen), HaumeHoBaHWe UM cTpaHy HUPMBbI-

npoussoauTens (npu npounssoactee Ha 000 «MAKU3-
®APMA»  ykasblBaloT CTpaHy, ropoa), LUITPUX-KOA,
HOMep cepuy,. gaTy NpoussBogcTBa (Npy NpousBOACTBE
Ha 000 «MAKWU3-GAPMA» paTy npou3BoacTBa He
HaHOCAT), 4aTy NCTEYEHUS CPOKa rOAHOCTM, LUTPUX-KOA,
B ¢opmare DataMatrix, rnofansHeii
WAEHTUDUKALMOHHBIR HOMEP TOProBO eauHWLB! W
VHAMBWAYaTbHBI CEPUINHBIA HOMEP TOProBOW eAUHULbI.
Ha atukeTky GaHKU W KapTOHHYIO Mauky MOryT GbiTh
HaHeceHbl TexHWyeckne (NPOU3BOACTBEHHBIE) KOAbI
(rpadpuueckue, BykseHHbIE MNK LMPOBLIE)
HononHumensHo Ha 8MOPUYHOL ynakoske (Ha: rmayxe
KapmoHHOO) Ha .aHenulicKoM Si3blke  yKasblealom:
TOProBoe: HauMeHOBaHMe: EKapCTBEHHOro: Npenapara,
MEXAYHAPOAHOE HEMaTeHTOBAaHHOE HaWMEHOBaHue,
AO3MPOBKY, NEeKapCTBeHHYI dIopMy U  KONUYECTBO
TabrneTok B ynakoske, Hagnuce «Antiaggreganty.

(6nucmepe) Ha pycckom s3bike YKa3aHo:
TOProBoe HauMeHoBaHMe Iodenapata C
NpeaynpeauTensHod  Mapkuposkoin  ®,
MeXayHapoaHoe HemnareHToBaHHoe
HavmMeHoBaHMe 1 A031POBKa (112 PYCCKOM 1
aHFNWMIACKOM  A3klKax),  NekapcTBeHHas
hopmMa, HauMeHOBaKMe  TCEHapHLI 3HAK
(naTnHULER) aepaTens perucTpaLuoHHOro
YAOCTOBEPEHUA, HOMEp  ¢i:puu, AaTa
UCTEYEHWA CPOKa rOfHOCTH.

BmopuyHas ynaxoexa.

Ha kapmoHHol rayke Ha py:ckom s3biKe
yKasaHo: Toprosoe HiMMEHOBaHue
npenapara c npesyndesuTenbHom
MapKUpPOBKOM ®, MENCIYHapoAHOe
HenaTeHToBaHHOe HaumeHoBaHwe,
[,03UpOoBKa, hapmakoTepznesTuieckas
rpynna,  fekapcTBeHHas  chopma n
Konuyectso  Tabnetok B ynakoske,
HaumeHoBaHwe ] coaepxaHvie
fpedcTeylowlero  BellecTsa « B OAHOI
Tabnetke, ycrnosusa XpaHenus,
npeaynpeautensHele Hagnucy «Cogepxut
NaKkTo3bl  MoHoruapat», «XpaHutb B
HEAOCTYNHOM ANnA geTell mecten, «Tlepea
NpUMEHeHWeM npenaparta 0drakoMbTeCh G
NPUNaraeMon UHCTPYKUMEn», | «MpuHuMaTh
MO HA3HaUYEHWIO Bpayay, YCRCBUA OTNycKa,

cnocob npuMeHeHus, Haanuce «®» -
3aperucTPUPOBAHHLIA  TOBAPHLIN  3HAK»,
HOMEP CBULETENbCTBA O | perucTpauum

TOBapPHOro 3Haka, HOMEep PervtTPaLUMoHHOro
YAOCTOBEPEHNA, HauMeHoBaHV e aepxaTens
PErnCTPaLOHHOTO  YAOCTOEEPEHUA,  ero
CTpaHa U TOBapHbIM 3HaK :(naTuHuuew),
HauMeHoBaHWe, CTpaHa W ropos GUpPMbI-
NPOU3BOANTENS, LWTPUX-KOA, IIOMEP Cepum,
AaTy UCTEUEHWA CpOKa rOAHOCTW, LUTPUX-
koa B chopmate DataMatrix, rmoBanbHbiii
VAEHTUDUKALUMOHHBEIA  HOME)  TOprosoit
€ANHULULL 1 UHAMBUAYaNbHLIN CEPUAHbLIN
HOMEp TOProBoit efuHuLbI.
HornonHumensrHo Ha emopusitioll ynakoske
(Ha nayke KapmoHHOU) H&  aHenulickom
53blKe yKa3aHO: TOProBOe HilMeHOBaHue
JleKapcTBEHHOro npenapara,
MeXayHapoaHoe Hel&TeHToOBaHHOe
HaumeHoBaHue, [03NPOBKa, IikapCcTeEHHAas
¢hopma 1 KonMYeCTBO TabneTck B ynakoske,
Haanucb «Antiaggregant». {

- Havanbhuk OKK:

Hara eeinycka OKK: «31» wiona 2023 .

CootsetcTBYeT TpeGOBaHMAM JM-006376-290720, Ham. Net, 2,3

Borikosa O.B.
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