finyensua Ne 00205-/1C ot 15 despansa 2021 roaa

Paspewienue Ha Boimyck JITT Ne 316
(B cooreercTBuy ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanwe npoayxra / ITnarpun®/ Plagril

Name of the product

MHH / Knonugorpesn/ Clopidogrel

INN

JlexapcrBennast opma / TabJIETKH, TOKPBITHIE IIEHOYHOM 060I04KOi/
Pharmaceutical form film coated tablets

Hosuposka / 75Mr/75 mg

Dose

Tun ynaxosxu / 10 wr. / 3 xonTypHas sueiikoBas ynakoBka / nauka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1360923

Bach number

Jara npoussoscrea / 01.09.2023

Date of manufacture

Cpox roarocru / I'ogen 1o 31.08.2025

Expiry date

Pazmep cepun / 9 968 ynmaxoBox/ 9 968 packs

Bach size

Crpana HazHayeHus / Poceusi/ Russia

Destination country

Peructpannonnoe ynocrosepenne | JIIT-006376 or 29.07.2020 (nata 3amensr 12.05 2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbit nokymenr / JI1-006376-290720, u3m. Ne 1,2,3/

Normative document JII-006376-290720, variation Ne 1,2.3

ITpouzeoacTso rorosoit OO0mecTBO ¢ OrpaHHYeHHOMN OTBETCTBEHHOCTEIO "MAKI3-
jleKapcTBeHHOMH (opmbl / Finished | ®APMA" (OO0 "MAKU3-®APMA") Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029. r. Mocksa, ABTOMOGHIBHBIH O3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuynas ynakoska / OO6uiecTBO ¢ OrpaHNYEeHHON OTBETCTREHHOCTHIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKM3-O®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA™)

Anpec /

Address:

109029, r. Mocxkga, ABTOMOGHIBHBI Hpoe3a, 1. 6, cTp. 4. cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynaxoska / O61uecTBO ¢ OTpaHHUYEHHOH 0TBeTCTBEHHOCTEIO "MAKI3-

Secondary packaging DPAPMA" (OO0 "MAKHU3-®APMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. MockBa, ABTOMOOHIBHBI npoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne 00205-/1C ot 15 despana 2021 roga

O61mectBO ¢ orpabryeHnoH orBeTcTBeHHOCTRIO "MAKI3-
DAPMA" (OO0 "MAKN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

I [
Bemyckaromuit KOHTPOIb

KauecTpa /

Quality Control

Anpec/

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIN NIpoe3A, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanue AD®C/ Kiomanorpen/ Clopidogrel

APl name

Ipoussoutens ADPC / Xetepo Iparc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Homep cepan ADC / | CP23030008

API Bach number

Hacroamum moarsepiknaio, 9ro xanHas cepug No PL1360923 [Inarpui® tabnerky, TOKpIITEIE
iieHouHo% obonoukoH, 75 mr Ne 30, nacrioprt Ne 325/23 ot 18.10.2023 Gruta npousseeri 1
IPOKOHTPONHPOBAHA B COOTRETCTRUH ¢ AelicTyroimMu [Ipasnnamu Hamnexamei
poOU3BOACTBEHHON npaxTiky Eppasuiickoro Oxonomuueckoro Coro3a u TpeboBanuaMu

. PerncTpalinoHHOr0 Z10Che, a TAKXKE B COOTBETCTBHY CO CHCHM(UKALMIMHE, 3aPETHCTPUPOBA 1HOIO
HPOAYyKTa. ‘
HOKYMEHTHI 110 TPOU3BOACTBY (IIPUMEHUMBIM CTaIHsIM) H KOHTPOIIO KAYeCTBA IPOBEPEHE] U
0100pEHBI. :
JIoBBle OTKIIOHEHHS PACCIIEOBAHbL B COOTBETCTBHM C BHYTPEHHHMH ITPOIIEYPAMH H O40C PEHBI
VIOIHOMOYSHHBIMH JIMIOM /

I hereby confirm that this batch was produced and controled in accordance with the current Rules
ot 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 produc:
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.

Beperenunkosa B.K./ ;25@{;547» b «//9 B '@Q//L{ﬁai;:;g}gz{)% I.

VIIOJTHOMOYEHHOE JIHIIO
000 «MAKHU3-DAPMA Y

Vi B
OTBETCra, S
&y N
Koy
ONE:




&
f
Aoty

MACINOPT Ne 325/23

KK-006/308
cTp. 1 43 2

OTHEI KOHTPOJA KAYECTBA
JNuyensus Ne00205-1C ot 15.02.2021 r

Ha roHmypHol savelikogoll ynaxoeke (6rucmepe) Ha

MAKNSDAPMA HAVUMEHOBAHWE Mnarpun® TabneTku, NOKPbIThLIE
NPETMAPATA: MeHoYHOM 060NoYKoNn, 75 Mr
109029, r. Mocksa .
ABTOMOGWNbHbINA Npoesg, HOMEP CEPUM: PL1360923
aom 6, OATA NMPOU3BOACTRA: 01.09.2023
e FOAEH O0: 31.08.2025
cTpoetme 8 OBBLEM CEPUN: 9 968 yn. Ne30
Ten.: (495) 981-00-88 NPOU3BELEHO: 000 «MAKU3-DAPMA»
AHATA3 NO: JIN-006376-290720, Nam. Nei, 2, 3
XPAHEHME: Mpu Temnepatype He Bbiuwe 25 °C.
s HamueHobanve Tpebosanus HO PeaynoTaTth! aHanuaa
n/n nokasarensi P
4. | ONMUCAHUKE Kpyrnele  aBoskoseinyknble TabneTkn ¢ chackow, | Kpyrnbie ABOsKOBbiNyknbie Tabnetin c
NOKpLITLIE NTNEHOYHOW 0BONOYKON PO30BOTO LBETA. cbackoit, noKpbITHIE NASHOYHOW 0BONOUKON
PO30BOTrO LUBETA.
2. | NTOANUHHOCTL Y®-criekrpochoTomeTpus. YO-criekTphl  normnioujeHus | Y®-cnekrpodoToMeTpUS. Y®-criekTpbi
UCTIBITYEMOro # CTaHAAPTHOrO pacTBopos B 00MacTi OT | MOFNOWEHUA UCNLITYEMOro U CTaHAapTHOrO
250 0 300 HM A0MXKHB! UMETL MAKCUMYMb! IPY OfHUX U | pacTBopoB B obnacti ot 250 po 300 Hm
TeX Xe AnuHax BOMH. UMEIOT MaKCUMyMbl MpPW OfHMX W TEX Xe
BOXX Bpems yaepKuBaHWA OCHOBHOMO nMKa Ha | ANUHAX BOMH.
Xpomarorpamme  WUCMLITYEMOro  pactBopa AomkuHo | B3XX Bpema yaepxuBaHua OCHOBHOMO
COOTBETCTBOBATL  BPEMEHM  YAEPXWBaHMS  Muka | NUka Ha XPOMATOrpamme  MCHbLITYEMOro
Knonugorpena Ha  XpomaTtorpaMMme  CTaHZapTHOro | pacrtsopa COOTBETCTBYET BpPEMEHU
pacteopa (pasaen «KonudecrseHHoe onpeseneHuen). yAEPXUBAHWS nuKka  KNonugorpena  Ha
XpomarorpamMmMe CTaHAapTHOro pacrtsopa
(paspen «KonuyecTBeHHOE QnpeaeneHver).
3. | CPEQHAA MACCA F® P, 09C.1.4.2.0009.15 N
& Ot 248,56 50 263,94 Mr (256,25 wir 3,0 %). <018 wr (R )
4, | BOOA I'd PO, 09C.1.2.3.0002.15 Metog K.®uwepa. 1.3%
He Bonee 7,0%
5. | PACTBOPEHUE F'd Po, ODC.1.4.2.0014.15 {99%)
Y®-cnekrpodpoToMeTpuUs. 98%
He menee 80 % (Q) OT 3asABEHHOMO KonwyecTsa 100%
knonugorpena yepes 30 mMuH. 98%
98%
99%
99%
6. | POOCTBEHHbBIE BOXX. 0.04%
NMPUMECH Mpumecs A — He Bonee 1,2 %; 0'12"/(J
npumecs C — He Goree 1,5 %; 0'030,2
eAuHUYHAA HewaeHTWPUUNPOBAHHAA MpuMech — He 0'20”,/
Goree 0,2 %; e
cymmMa npumecei — He Bonee 2,5 %.
7. | OAHOPOOHOCThL r'd PO, ODC.1.2.4.0008.18 {cnocob 1)
DO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycrnosue He BbINOMHAETCS, AVio=4.2%
10 AV = 150 % (n = 30), u ansa 30/30 vabnerok
KOSIMYECTBEHHOE COAEPXKaHUE KNOMUAOrpena AOJSDKHO
HaxoauTbes B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUONOIMMYECKASR | I'd PO, O®C.1.2.4.0002.18. Kateropus 3A.
YUCTOTA OBee uncno aspobHbIX MUKPOOPraHuamMoB - He Gonee
10° KOE B 1 r (Mn); Menee 20 KOE B 11
Obiuee YnCno APOXOKEBBIX U NECHeBLIX rpuBos: He
Bortee 10° KOE B 1 r (mn); MeHee 10 KOEB 11
Escherichia coli: orcyrcTue B 1 r (Mn). He oBHapyxeHo
9, | KONMUYECTBEHHOE B3XX. ot 71,25 g0 78,75 mr xnonugorpena (ot 95,0 %
ONPEOENEHUE £0 105,0 % OT 33RBNEHHOMO KONNYECTBA) B OAHON 74,97 Mr
Tabnerxe. (100,0%)
10. | YMAKOBKA lMpu npoussodcmee, ghacoske u/unu ynakoske Ha OO0 | [Mpoussodcmeo, ¢hacoska U ynakoska Ha
«MAKN3-OAPMA»: 000 «MAKVI3-QAPMA»:
Mo 10 Tabnetox B KOMTYpHYl sueiikoBylo ynakoeky | Mo 10 TaBneTok B KOHTYPHYID RUENKOBYIO
(BnvcTep) U3 MNEHKY NONMUBUHUIXIOPUAHON U donbrn | ynakosky (Bnuctep) ua nnexku NBX/MBOX u
anoMUHNEBOI UMM B KOHTYPHYIO AMENKOBYIO yNakosky | (honbrin anioMuHuesol
(Bnnctep) w3 nnenku MIBXMIBOX u  dhonsrn
anmomuHuesoit Mo 30, 60 unu S0 Tabnetok 8 Gakke ua
NOMMaTUIIEHa  HW3KOFO  A3BAEHUSA,  YKYNOPEeHHOoM
KpLILUKOW NONMMEPHORA ¢ KOHTPONEM NEPBOTO BCKPLITUR
unn B BaHke U3 nONKUAITUNEHA BLICOKOW MACTHOCTY,
YKYMOPEHHON  KPbLILLKOW NONUMEPHOA C  KOHTponem
NepBOro BCKPbITUS.
Mo 3 unn 6 KOHTYPHBIX HAYEHKOBBIX YNAKOBOK | MO 3  KOHTYPHbIX SYEMKOBBLIX yNakoBOK
(Bnuctepos) unu no 1 BaHke BMECTE C UHCTPYKLMEN no | (BAMCTEPOB) BMECTE C  UHCTPYKLUME:R RO
MPUMEHEHMIO B NaYKy KAPTOHHYIO. NPUMEHEHUIO B MaYKy KapTOHHYIO.
11. | MAPKMPOBKA flepeuynas ynakoexa. MepeuyHas ynaxosxa.

Ha koHmypHoll  swelkosod  ynakoeke




[ara swinycka OKK:

«18» okrsibpa 2023 r.

MACMOPT Ne 325/23 KK-006/308
CIp. 2432
OTOEN KOHTPONS KAMECTBA
i Fuuenansa Ne00205-J1C or 15.02.2021 r
MAKMIOAPMA HAMMEHOBAHUE Mnarpyn® Tabnerku, NOKPLITHIS
—— MPEMAPATA: fiNeHouHolN 060NOUKoR, 75 Mr
09028, r. Mocksa . 7
ABTOMOSUNbHBIR NPOE3L, HOMEP CEPV: P,lf"l 360923
AoM B, LOATA MNMPOV3BOACTBA: 01.09.2023
iy FOQEH [O: 31.08.2025
cTpoeHue 8 OBBEM CEPUN: 9 968 yn. Ne30
Tén., (495) 981-00-88 NTPOU3BEREHO: 000 «MAKU3-OAPMA»
AHANMU3 NO: Nn-006376-290720, Wiam. Ne1, 2, 3
XPAHEHMWE: Mpu Temneparype He Boiwe 25 °C.
Ne HammeHoBanue Toe6 H P |
Fili e KEEaTEr peGoganns HO . e3ynbTaTel aHanMia
DYCCKOM A3bIKE yKa3blgalom: TOProBoe HaumeromaHue | (6rucmepe) Ha DyCCKOM A3bIKS YKa3aHO!
npenapata ¢ NpPeAynpeauTenbHO/ Mapkuposkod ®, | ToproBoe HaumeHoBaHue npenapara ¢
MEXAYHAPOAHOE HENaTeHTOBaHHOE HaumeHosaHue n npeaynpeAuTenbHON  Mapkupnskon  ®,
4O3NPOBKY (H&a PpYCCKOM: U AHIIWACKOM sA3bikax), | MexAyHapoaHoe HenatT(HToBaHHOE
NeKkapcTBeHHYIo (POpMy, HauMEeHOBaHWe  TOBapHBI | HAUMEHOBaHue W J03NpoBKa (Hz pycckom u
aHaK (NaTMHULEN) AepXaTenst PernCTPauMOHHOrO | aHriuiAckoM  A3bikaX),  NeliipcTsenHas
YAOCTOBEpEHs, HOMep Cepui, ATy’ NpoM3eoacTea | opma, HAUMEHOBaHWE TOBZPHEIA 3HAK
(npu  chacoske Ha OO0 «MAKU3-GAPMA» party (naTuHuUe) AepxaTens PeructdauMoHHoro
NPOM3BOACTBA ME HAHOCST), 4aTy WCTEYEHMs Ccpoka YAOCTOBEPEHWs, HOMEp  Cephn, Aarva
FOLHOCTU. WCTEYESHWS. CPOKa FOIHOCTY,
Bmopuyras ynakoska. Bmopuy4Has ynaxkoskKa. i
- Ha xapmoHHOU nayke Ha PYCCKaM A3bIKE ykaskiealom: | Ha KapmoHHOU fadyke Ha PYCCKOM S3biKe
TOProBoe HameHoBaHue npenapara ¢ | yxasaHo: TOProsoe HaV/MeHoBaHne
NPeAYNPEAUTENBHOM Mapkuposkol ®, mMexayHapoaHoe | npenaparta c NpEeRynpaUTENHOW
HENaTeHTOBaHHOEe HaumeHoBaHue, LO3UPOBKY, | MapKupoBKOR ®, MeiyHapoaHOoe
- (bapMaKoTepaneBTUuECKylo. PYNMy, fEKapCTEEHHYIO | HEnaTeHToBaHHoe HalweHoBaHwe,
cdopMy ¥ Konuyectso Tabnetok B  ynakoBKe, | AO3NPOBKA, cbapmaxmepanesmqecmﬂ
HanMeHoBaHue M cogepkaHue  AedcTsyrwero | rpynna, nekapcTeexHas  (opma u
BelecTBA, B OLHOV TabneTke, YCNOBWA XPaHEHWs, | konnuectso  Tabnetok B i ynakoske,
npeaynpeauTenshie Hapmiach «COAepXWT NnakTossl | HaumeHosaHue (] coaepxanne
MOHOTMAPATY, «XPaHUTb B HELOCTYNHOM Ans AeTed AeiicTeylolllero  Bewjectea [ (B OAHOW
MecTey, «epen NpUMEHEHUEM npenapara | Tabnetke, YCRoBUsA ‘. XpaHeHus,
O3HaKOMbTECH € Mpuniaraemoli  MHCTPYKUMed», | npeaynpepuTesibhbie: HaAnMcu «wCoaepxut
«MprHUMaTE NO HA3HAYEHWIO BPaYay; yCIoBUS OTAYCKA, | NaKTo3sl  MOHOrMApPaT», «Xpanute B
cnocob NPUMEHEHNS, Hagnuees «®» - | HepocTynHoMm pns Aetew mecra», «llepea
3BpEruCTPUPOBaHHEI  TOBEpHBIA  3Hak»,  HOMEp | NpumeHeHnem npenapara O3Hakombrech C
CBUAETENbCTEA O PErucTpauun TOBAapHOro. 3Haka, | npunaraemow MHCTpyKUMeit», «MpuHumate
HOMEP PETNCTPAUNOHHOIO YAOCTOBEPEHNA, | NO HA3HAYEHUIO Bpavar, YCno3aa OTnycka,
HauMeHoBaHue Aepxarens perucTpaumnorHoro | cnoco® MpuMeHeHWs, Haagnilb «®» -
JAOCTOBEPEHNS, €ero CTpaHy ¥ TOBapHhlii -3HaK 3aperucTpUPOBaHHbLIA  TOBapHsiit  3HaK»,
(naTuHAued), HauMmeHoBaHue W - CTpaHy upmbl- | HOMEp CBUAETENbCTBE O  [erncTpauun
npouasoauTens (npu npoussoactee Ha 000 «MAKW3- | TOBapHOro 3Haka, HOMep perucrpauuoHHoro
DAPMA» yKasbliBalT CTPaHy, -TOpo4), LTPUX-KOA, | YAOCTOBEpeHUs, HaUMEeHOBAHUE JepkaTens
HOMep Cepuv, AaTy NPOM3BOACTBA (NP NPOU3BOACTBE | PEruCTPaUMOHHOrO  YAOCTOBE[fEHURA, €ro
na 000 «MAKU3-OAPMAy» AaTy NpOM3BOACTEA He | CTpaHa W TOoBapHbI 3HaK {1aTuHnUeR),
HaHOCAT), AaTy UCTEYBHUR CPOKA TOAHOCTY, LUTPUX-KOA | HaWMeHOoBaHue, CTpaxa u ropog hupmbl-
B dopmare DataMatrix, rnofanbHbIl | NPOWSBOAUTENA, LWTPUX-KOA, HOMED cepuu,
MAeHTMdJMKauMOHHbm Homep TOPrOBOA @AWHMUBl W | A&TY WCTEYEHUS CPOKA FOAHOGTH, LUITPUX-
WHAVBUAYANbHBIN CEPUitHBI HOMEP TOProsoi eauHuLsl. | kod B dopmare DataMatrix, | (nof6aneHbid
Ha aTikeTky GaHku U KapTOHHYIO Nauky MOryT OuiTe | MAEHTUDUKALMOHHLIA  HOMEp TOproeom
HaHeceHbl TexHudeckue (NPOW3BOACTBEHHEBIE) KOALI | EAVHULBI U WHAWBMAYENEHEIA CEPUHEIA
(rpadhvdeckue, BykBeHHble: nNW UNPOBEIE) HOMEP. TOProBoN egnHULbI.
JononHumensHo Ha emopuyHotl ynakoeke (Ha nauke | [ononHumensHo Ha 8MOpPUYHC ynaKoske
KapmoHHOll) Ha aHenulckoM Si3biKe ykasblgaiom: | (Ha mayke KapmoHHOU) Ha | 3aHenulcKoM
TOproBOE HaWMEHOBAHWE NEKapCTBEeHHOro npenapata, | A3biKe YKasaHo: TOoprosoe HaliMeHoBaHve
MEKAYHapPOJHOE HEenaTeHTOBaHHOE HAWMEHOBAHWE, | NEeKapCTBEHHOSO npenapara,
ZO3UPOBKY, NEKApPCTBEHHYIO (HOPMY ¥  KONU4ECTBO | MEXAYHAPOAHOE HENaTeHTOBaHHOE
TabneTok B ynakoske, Hagnnce «Antiaggregants. HauMEHOoBaKKe, 403MPoBKa, NEKapCTBeHHaR
‘thopma 1 Konu4ecTso TabneTox B ynakoske,
e s Hapnues «Antiaggregant».
 3aknioueHue: . CooTBeTcTByeT TpeﬁoBaHMH’ nn:mswngono Wam. Net, 2,8
i 'x \\
Havanbuuk OKK: Bosnkorpa O.6.




