Nuuensun Ne 00205-/1C ot 15 despans 2021 ropa

Paspemenue Ha Boirryck JIIT Ne 244
(B coorereTBny ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue npomxyxra / ITnarpun®/ Plagril

Name of the product

MHH / Knonugorpen/ Clopidogrel

INN

Jlexapcrrennas dhopma / TabJNETKHU, ITOKPBITHIE IIIEHOYHON 060709K0it/
Pharmaceutical form film coated tablets

Hozuposka / 75 Mr/ 75 mg

Dose

Tun ynaxkosxu / 10 mrr. / 3 KOHTypHAas ssyelKkoBas YIIakoBKa / Irauka KapTOHHasl
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / P1L1240623

Bach number

Hara nponssojcTsa / 20.06.2023

Date of manufacture

Cpoxk roanoctu / Tomen o 30.06.2025

Expiry date

Pasmep cepun / 9 715 ynaxoBox/ 9 715 packs

Bach size

CTpana HasHaueHus / Poccus/ Russia

Destination country

Perucrpaunonnoe ymocrosepenne | JII1-006376 ot 29.07.2020 (nata samens 12.05 2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBaelil tokymenT / JITI-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,2,3

[Ipou3BOACTBO TOTOBOM OO1ecTBO ¢ OrpaHUUYCHHON OTBETCTBEHHOCTHIO "MAKI3-
JleKapCTBeHHOH (opmbl / Finished | DAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGUIILHBLA TIpoesy, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuunas yraxosxa / OO6mecTBO ¢ OTPaHHYEHHON OTBETCTBEHHOCTHI0 "MAKM3-

Primary packaging DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIILHbIHA TIpoes L, 4. 6. ctp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01iecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKU3-

Secondary packaging DAPMA" (000 "MAKU3-O®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mockea, ABTOMOGHIIBLHBIH IIpoess, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JinueHsna Ne 00205-/1C ot 15 despasa 2021 roaa

Bemycxaromuii konTpos OB1mecTBo ¢ OrpaHHYeHHOM OTBETCTBEHHOCTHIO "MA FI13-
KayecTsa / PAPMA" (000 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mockaa, ABTOMOGHIBHBILI Ipoesy, 1. 6, crp. 4, crp. 6, erp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspauwne ADC / Knominorpen/ Clopidogrel
API name
[IponsBomurems ADC / Xerepo Jlparc Jlumuren, Unnus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun A©C / CP22120009
| API Bach number ! N

Hacrosmmm noareepsknaro, uro Aannas cepust No PL1240623 Inarpun® TabJIETKH, HCIKPBITHIE
TIEHOYHOH 0bosouKoi, 75 Mr Ne 30, nacmopt Ne 251/23 o1 31.07.2023 65114 IPOHU3BEISHA U
[IPOKOHTPOJIMPOBAHA B COOTBETCTBHY C AECTRYIOMHM IpaBunamu Hannexarmeit
IPOH3BOICTBEHHOM paKTiky Espasuiickoro DxomoMudeckoro Coro3a u Tpeboranmsmir
Perucrpanuonnoro nocse, a Taxke B COOTBETCTBHH CO CIEHHDUKALASIMHE 3apEruCTPUPC BAHHOTO
IIPOIYKTA.

HoxymenTn o TPOUSBOJCTBY (IPHMEHHMBIM CTAHSM) 1 KOHTPOJIFO KaeCcTBa IPOBEPEHBI i
0100pEHEI. ‘
JItobbie oTKIOHERNS pacCenoBanEl B COOTBETCTBUH € BHYTPEHHUMHM IIPOLEAYPAMH U 0l100pens!
YTOMHOMOYeHHBIMH JHIIOM / '

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.
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YnomHoOMoueHHOE JIUITO
000 «MAKU3-OAPMA »
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MAKW3DAPMA

MNMACMOPT Ne 251/23

KK-006/3®8
cTp. 1 U3 2

OTHAEN KOHTPOIA KAYECTBA

JInuensus Ne00205-11C ot 15.02.2021 r

HAMMEHOBAHME Mnarpun® TabneTku, NOKpPbITLIE
100030, 11 MPEMAPATA: NyIeHOYHOW 060NOYKOIA, 75 Mr
09029, r. Mocksa z
ABTOMOGUNbHBIF Npoesg, HOMEP CEPWMU: PL1240623
AOM 6, OATA NMPOU3BOACTBA: 20.06.2023
Ay TOAEH [i0: 30.06.2025
cTpoeHve 8 OBBEM CEPUM: 9715 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BEOEHO: 000 «MAKW3-DAPMA»
AHANU3 NO: 1MN-006376-290720, N3m. Ne1, 2, 3
XPAHEHME: MNpu Temnepartype He Bblwe 25 °C.
Ne HanmeHoBaHue Toe6 H P
rifh HoKasaTEns pebosaHua HO e3ynbTaThl aHanusa
1. | ONUCAHUE Kpyrnble  pBoskoBbinyknbie Tabnetkn c  cpackoi, Kpyrnble  ABOSIKOBLINyKNble TabneTkn c
NOKPbITLIE NNIEHOYHON 060NOYKOIH PO30BOro LBETA. ¢hackoll, NOKPLITHIE MNEHOUYHOW 0BONOYKON
PO30BOro UBETA.
2. | NIOONUHHOCTbL Y®-cnektpodoToMeTpus. YO-cnekTpbi nornowjeHus | Yd®-cnekrpogotoMeTpus. Y®-cnekTpbl
MCMBITYEMOro W CTaHAApTHOrO pacTeopoB B 061aCTU OT | NOMOWEHNA UCHLITYEMOro 1 CTaHAapTHOro
250 no 300 HM AOMKHLI UMETb MaKCUMyMbl Npu ofHUX U | pacTBopoB B obnactu ot 250 ao 300 HM
TEX e ANUHAX BOSH. UMET MaKCUMyMbl NpW OAHUX U TeX Xe
B3XX Bpems ygepuBaHMs OCHOBHOrO nuka Ha ANUHaX BONH.
XpOMaTorpamme  UCTbITYeMoro  pactsopa  fomkHo | BOXKX Bpems yaepmuBaHus OCHOBHOrO
COOTBETCTBOBATL ~ BPEMEHU  YAEPKMBAHMA Nk | MUK Ha  XpoMmartorpamme nenbITyemMoro
Knonuporpena Ha xpomarorpamme  CTaHAapTHOro | pacTsopa COOTBETCTBYET BpPEMEHU
pacTeopa (pasaen «KonudyecTtseHHoe onpeaenerme). YAEPXKUBAHMA nuka  Knonwugorpena Ha
XpomaTorpamMme CTaHjapTHOro pacTsopa
(pasgen «KonuyecTseHHOE onpegeneHuey).
3. | CPEOHAA MACCA F® P®, OdC.1.4.2.0009.15 260.74 mr
Ot 248,56 po 263,94 Mr (256,25 mr + 3,0 %). !
4. | BOOA F® P®, 0O®C.1.2.3.0002.15 MeToz K.®uwepa. 3,4%
He Gonee 7,0%
5. | PACTBOPEHUE F® PO, 0dC.1.4.2.0014.15 (99%)
Y®-cnekrpodoToMeTpHs. 99,8%
He wmenee 80 % (Q) oT 3amBNEHHOrO KonMYyecTsa 99,5%
Knonuaorpena yepes 30 MUH. 97,9%
98,1%
98,9%
98,4%
6. | POOCTBEHHLIE B3XX. 0.05%
NPUMECHK Mpumeck A — He Gonee 1,2 %; 0'12;
npumeck C — He Gonee 1,5 %; 0'010/:
€AVHUYHAA HeWAeHTUULMPOBaHHAA NpUMEcs — He 0'19%
6onee 0,2 %,; '
CymMma npumecei — He Gonee 2,5 %.
7. | OQHOPOOHOCTbL I'd Po, 0dC.1.2.4.0008.18 (cnocob 1)
[NO3UPOBAHUA AV s 15,0 % (n = 10), ecnu ycriosne He BLINONHAETCH, AVio=4,1%
T0 AV < 150 % (n = 30), u ana 30/30 TabneTtok
KONU4YECTBEHHOE COAEpXaHue KIonuaorpena AomkHO
HaxoAuTbCs B MHTepeane 0,75-M — 1,25'M.
8. | MUKPOEMONOIMMYECKASA | F'd P®, OPC.1.2.4.0002.18. KaTteropus 3A.
YUCTOTA OBwyee 4ncno aspobiHbix MUKPOOPraHU3MOB - He Gonee
10° KOE B 1 r (mn); MeHee 20 KOE B 1 r
Obuiee YNCNO APONOKEBLIX U NNECHEBLIX rpubos: He
Gonee 10> KOE & 1 r (mn); MeHee 10 KOE 8 11
Escherichia coli: otcyrcrtaue 8 1 1 (mn). He o6HapyxeHo
9. KONMUYECTBEHHOE B3XX. ot 71,25 no 78,75 mr knonugorpena (ot 95,0 %
ONPEOENEHWE A0 105,0 % oT 3aABNEHHOrO KONUYECTBA) B O4HON 76,48 mr
TabneTke. (102,0%)
10. | YMIAKOBKA lpu npoussodcmee, ghacoske w/unu ynakoske Ha 00O lpouszeodcmeo, c¢hacoeka u ynakoska Ha
«MAKV3-@APMA»: 000 «MAKN3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHylO fAueiikoBylo ynakosky | Mo 10 Tabnetok B KOHTYpHYI0 AYENKOBYIO
(BnucTep) M3 nneHkN NOAUBMHUAXNOPUAHON U donbru | ynakosky (6nucTep) n3 nneHku NBX/NBOX u
anioMUHNEBON UMW B KOHTYPHYIO SiUEVKOBYIO ynakoeky | cponbri antoMuHuesomn
(Brmctep) u3  nneHku MBX/MBOX w onbru
antomuHneson Mo 30, 60 unu 90 TabneTok B GaHke U3
NOMMaTUNEHa  HW3KOrO  AaBREHWUS,  YKYNOPEHHO
KPBILLKOA NONMMEPHOI C KOHTPONEM NEPBOro BCKPLITUS
unu B GaHke U3 NONMATUNEHAa BbLICOKOW MNOTHOCTW,
YKYNOPEHHOI  KpLILUKOA NOMUMEPHOW C  KOHTpOnem
NepBoro BCKPbITUS.
Mo 3 unum 6 KOHTYpHbIX AdeiikoBbIX ynakosok | Mo 3 KOHTYPHBIX AYENKOBbIX YnakoBOK
(Bnnctepos) unu no 1 GaHke BMecTe ¢ MHCTPYKunei no | (6rMcTepoB) BMECTE ¢ WHCTPYKUMENH no
NPUMEHEHWIO B NaYKy KAPTOHHYI, NPUMEHEHUIO B YKy KAPTOHHYIO.
11. | MAPKUPOBKA lNepeuyHas ynakoexa. lMepesuyHas ynakoexa.
Ha koHmypHoU suelikosoll ynakoske (6nucmepe) Ha | Ha  koHmypHoOl  sYelikoeoli ynaxkoske




TO4HOCTH.

PYCCKOM. f3bIKe yKaabisarom: TOproBoe HaumeHoBaHue

YAOCTOBEPEHUS,
(npu  chacoske Ha QOO «MAKN3-®APMA» AaTty
MPOVISBOACTBA HE HaHOCAT), AaTy WCTeYeHUs cpoka

HOMEP cepuy, AaTy npoussofcTea

YROCTOBEpEHUS,

KK-006/3®8 _
NMACTIOPT Ne 251/23 oTp. 2 M3 2
& EQ OTLEN KOHTPONSA KAYECTBA
chlaN JInuensns Ne00205-J1C o 15.02.2021 r
MAKHSDAPMA HAUMEHOBAHWE Mnarpun® TabneTku, nokpbIThle
MPEMAPATA: NIieHOYHOU obonoykon, 75 mr
109029, r. M 4 y §
Amwoﬁrmbﬁﬁf;ipoem, HOMEP CEPWU: PL1240623
AOM B, OATA NMPOW3BOACTBA: 20.06.2023
4 : . ;
Gt FOOEH [O: 30.06.2025
cTpoeHue 8 OBbEM CEPUM: 9715 yn. Ne30
Ten.: (485) 981-00-88 MPOU3BENEHO: 000 <(MAKI/I3-¢APMA»
AHATNX3 NO: 11M-006376-290720, W3m. Net, 2, 3
XPAHEHUE: IMpu Temnepatype He Boiwe 25 °C.
Ne HaumeHosanue :
il HOKAB A Teris TpeGoBaHust HO PesynbTaTtel aHanuaa

thopma, HauMeHosaHue
(MaTUHWLeiR) fepkaTtens perucTpauuoHHoro

(6nucmepe) Ha pycckem sabike yKasaHo:

npenapara ¢ npegynpeauTensHoN MapkupoBKkoW ®, | Toprosoe HaumeHoBzhue npenapata ¢
MEXAYHAPOAHOe HenaTeHToBaHHOe HaumMeHOBaHME | MPEAYNPEAUTENLHOM  Mapkuposkoli  ®,
AO3MPOBKY  (Ha pycckomM U aHrAuiicKkom A3bIKaX), | MexayHaposHoe HenaTeHToBaHHOE
NEKapCTBeHNyio  (hopMy, HaUMEHOBaHWe TOBaPHHIN HauMeHoBaHue 1 J03upoBKa (Ha pycckom u
8HaK  (natuHulen) gepxarens PETVCTPALMOHHOTO | aHrnuiickom  m3bikax); fiekapcTeeHHas

TOBapHLIW 3HaK

cepuwn, pata

UCcTeYeHns cpoka rogHoCTU.

BmopuyHas ynakoska.

Ha kapmonHoii nayke Ha PYCCKoM a3biKe ykaasigatom:
TOprosoe HaumeHoBaHue npenaparta (e
NPeAynpeAnTensHo! Mapkuposkoi ®, MEXAYHapoLHOE.
HenaTeHTOBaHHoe HauMeHoBaHue, B803UPOBKY,;
qaapmam'repanesm%cxylo rpynny, nexapeTBeHHyio
opMy u  KonuuecTso TabneTok B -ynakoske,
‘HaumeHosaHne u coAepxaHue  aeicTaylolero
BellecTBa B OAHOW TabneTke; ycnosus XpaHeHus,
npelynpeguTensHbie. ‘Hagnucu «CopepuT nakToss!
MoHOrugpaT»; «XpaHute B HEJOoCTYNHOM Aana getei
MecTey, «lepeg npuMeHeHuem npenapara
03HaKoMbTech c npunaraemon VHCTPYKLMEN»,
«TPUHUMATb NO Ha3HaueHuio Bpavay, ycnoeus ornycka,
cnoco6 npPUMeHeHus, Hagnuco «®» -
3aperuCTPUPOBAHHEIA  TOBapHbIA 3Hak»,  Homep
CBUAETENLCTBA O  pPerucTpaLum TOBapHOro. 3Haka,

HOMep perveTpaunoHHoro YA 0CTOBEpPEHUS,
HanMmeHoBaHne Sepxarens perucTpaunoHHoro
YAOCTOBEPEHUS, ero crpaHy n TOBapHLIA. 3Hak
(natunuuel), HaumeHosaHue u CTpaHy cupmbi-

npoussoAuTens (Npu NpPousBoAcTEe Ha 000 «MAKMN3-
®APMA»  ykasbiBaioT CTPaHy, ropoa), WTPUX-KOA,
HOMEp Cepuu, AaTy npowssoacTsa (npw npousBoacTee
Ha OO0 «MAKU3-GAPMAY AaTy npousBogCcTBa He
HAHOCAT), AaTy ucTeueHUs cpoka FOAHOCTU, LUTPUX-KOA
B dopmarte DataMatrix, rnobanbHeli
UAEHTUDUKAUNOHH I HOMEp TOproBOW ‘efauHMUBLI U
MHAWMBUAYATbHbIA CepuitHBIN HOMED TOproBon efuHmMLbI.
Ha astuketky Ganku n KapTOHHYI0 nayky MoryT 6siTs
HaHeceHbl TexHuYeckue (npouasoncraeHHble) Koab!
(rpachuueckue, BykeeHHbIE nny undposkle)

HononHumensHo Ha 8MOPUYHOU ynakogke (Ha nayke
kapmorHol) Ha'  aHenulickom s3bike yKasbisarom:
TOProBOe HaUMEHOBAHME TiekapeTeeHHoro nperapara,
MEMAYHapOAHOe HenateHToBaHHOe HaMeHoBaHue,

BmopuyHas ynakoexa.

Ha kapmorHoU nayke 4a PyCcCKOM s3bike
YKazaHo: TOProeoe |  HauMeHOBaHWe
npenapara o npeaynpeguTensHon
MapKUpOBKOR ®, MeXgyHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHue,
A03MpoBKa, apmztoTepanesTuyeckas
rpynna, neKapcTBeHH as topma ]
Konmuyectso  Tabnerox B ynakoske,
HaumeHoBaHue n: coaepxarue
AEACTBYLIEro Belle(TBa B OagHOM
TabneTke, yCnoBi:a XpaHeHus,
NpeaynpeauTensHble Hainucu «Copepxut
TIaKTO3bl  MOHOrMapaTy,  «XpaHuts B
HEAOCTYNHOM Ans Aeteil mecTe», «lepes
NPUMEHeHNeM npenapara o3HakoMbTech ¢
NpunaraeMoil UHCTPYKL Uiy, «[punumars
N0 HagHaueHuio Bpayvay, ycrosus oTnycka,
€Nocob  npumeHeHWs, Hagnuch «®y -
SAPETUCTPUPOBAHHEIN  T0OBAPHbIN 3HaK»,
Homep  ceBupeTenbcTea . 0 peructpauun
TOBApPHOTO 3Haka, HOMep [eruCTPaLMOHHOro
YAOCTOBEpPEHUs, HaumeHcBaHue AepxaTens
PErMCTpaunonHoro  yao:tosepeHus, ero
CTpaHa W ToBapHbI 3itak (natunuuen),
HaumeHoBaHue, crpaHa ropog hupmei-
NPOUIBOAUTENS, LUTPUX-KOA, HOMEp cepum,
AaTy ucTeyeHwst cpoka  'opHOCTH, LUTPUX-
koA B opmarte DataMeitrix, rnobanbHbIl
WBEHTUDUKALINOHHBIN HOMep  Toprosoii
SAVHULLI U MHAMBUAYALILHLIN CEepUliHbIN
HOMep TOprosow eanKuLys,

HononkumensHo Ha 8MODUYHOT yrakoeke
(Ha nayke Ka8pPMOHHOW) | Ha aHenulickom
A3bIK® YKa3aHo: TOProsn: HauMeHoBaHue
JieKkapcTBeHHoro ¢ npenapara,

AO3VMPOBKY,  JieKapCTBEHHYI dopMy u  konuuyecrso MeXAyHapogHoe l{enatexToBaHHoe

TabrieTok B ynakoske, Hagnneh «Antiaggreganty. HavMeHoBaHue, AO3UPOBIiY, NexapcTeeHHas

L opma 1 konuuecTeo TabieTok B ynaxoeke,
Haanueb «Antiaggreganty.

' 3akntoveHme:

_Havanouuk OKK: _ Eonkosa 0.5.

Bata Bbinycka OKK: «31»

SR o

UaL 4

i
4
—/
PaTE e
N



