Jnyensua Ne 00205-/1C ot 15 ¢espana 2021 ropa

Pasperuenue Ha Beimyck JIIT Ne 313
(B coorsercTBun ¢ [punoxenuenm 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspauue npoayxra / narpun®/ Plagril
Name of the product
MHH / Knonmporpes/ Clopidogrel
INN
Jlexapctrennas dopma / TabJIETKH, TOKPBITHIE MIEHOUHOH 060104K0i/
Pharmaceutical form film coated tablets
Jlozuposka / 75Mr/ 75 mg
Dose
Tun ynaxosku / 10 T, / 3 KOHTYpHAs s9eHKoBas YIIAKOBKa / [auKka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepuu / PL1330823
Bach number
Mara npoussoncrsa / 31.08.2023
Date of manufacture
Cpox rogrocts / Iogen no 31.08.2025
Expiry date
Pasmep cepun / 9 822 ynakoBox/ 9 822 packs
Bach size
Ctpana uaznauenus / Poccus/ Russia
Destination country
. Perucrpaunonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (aara 3amensr 12.05.2022)/
/ Marketing authorization JIIT-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHEIi n0KymeHT / JITT-006376-290720, u3m. No 1,2,3/
Normative document JI1-006376-290720, variation Ne 1,2,3
ITpon3BoACTBO roTOBOM Ob1mecTBo ¢ OrpaHHYeHHOM OTBETCTBEHHOCTBIO "MAKM3-
neKkapcTBeHHOi dopmei / Finished | ®APMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/
Address:

109029, r. MockBa, ABTOMOOHIIBHbII npoesi, 1. 6, ctp. 4, crp. 6. c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IepBuunas ynakoska / O61ecTBo ¢ orpanHyeHHOl 0TRETCTBeHHOCTHIO "MAKI3-
Primary packaging | DAPMA" (000 "MAKUW3-®APMA")/ Limited liability

! company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

| 109029, r. Mocksa, ABTOMOGHIIBHEBII npoesj, . 6, ctp. 4, c1p. 6, cp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BTopuunast ynaxonka / ObwuecTBo ¢ orpaniYeHHOl OTBETCTBEHHOCTBIO "MA KI3-
Secondary packaging ®APMA" (OO0 "MAKU3-®APMA"Y Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA") ,
Anpec / |
Address:

109029, r. Mockea, ABTOMOGHABHEIH poes, I 6, crp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Andensna Ne 00205-/1C o1 15 despans 2021 roga

Brinyckarommii KORTPOib
Kavecrna /
Quality Control

O61mecTBo ¢ OrpaHHYeHHON OTBETCTBEHHOCTRIO "MAKII3-
DAPMA" (000 "MAKH3-@APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:

109029, r. Mockga, ABToMOGHIBHBLH Tipoes, 4. 6, cTp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsanue AOC /
API name

Knonmugnorpes/ Clopidogrel

[Ipoussogurens AGC /
API manufacturer

Xetepo Hparc Jlamuren, Muaus/
Hetero Drugs Limited, India

Howmep cepyun ADC /
1 API Bach number

CP23030007

Hacrosimm noarsepykaato, uro gansas cepus Ne PL1330823 ITnarpun® rabietkn, TTOKPEITBIE
IICHOYHOH 000:104K0H, 75 Mr Ne 30, macmopr Ne 322/23 ot 17.10.2023 6su1a nponssenena u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ geHcTByrommumu Ipasunavu Hagnexameit
TPOH3BOICTBEHHON paKTHKY EBpasuiickoro Dxoromuyeckoro Cowsa u TpeboBaHMHSIMH
PerucTpannoBHoro focke, a TAKKe B COOTBETCTBUH €O CHENHMHKATASIMH 3aperHCTPHPOBEZHHOTO

IPOJyKTA.

JIOXyMEHTBI 110 IPOU3BOACTRY (IPUMEHMMBIM CTAIHSIM) W KOHTPOIIO KAYECTBA IPOBCPEHEL 1

- 0n00peHs!.

JhoOrie OTKIIOHEHMS PACCHIENOBaHEl B COOTBETCTBHM C BHYTPEHHUMY IPOIEAYPaM# 1 o;mopmm
YHOJAHOMOYCHHBIMHE JTHIIOM /

Thereby 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 approvec.

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

Beperennnkopa B.K./ éf#a_jf g gl «//f7 » 0”@1@@5/(;%&2023 I

VI0IHOMOYEHHOE JTHIIO &,
COO «MAKH3-ODAPM A e




KK-006/3D8
O
' NMACINOPT Ne 322/23 cTp. 1 W 2
é;ﬁ OTHEIN KOHTPONA KAYECTBA
g Nuuensus Ne00205-11C o1 15.02.2021 r
MAKUS®APMA  I"HAUMEHOBAHUE Mnarpun® TabneTku, NOKPLITLHIE
NPENAPATA: nneHoYHom oBonoykoi, 75 Mr
109029, r. Mocksa -
ABTOMOGHNLHLIV NPOE3A, HOMEP CEPUN: PL1330823
A0M 6, ; DATA NPOU3BOACTBA: 31.08.2023
CTpOgHUe 4,
SObOEIS B FOMEH AO: 31.08.2025
cTpoeHme 8 OBbEM CEPIMN: 9 822 yn. Ne30
Ten.: (495) 981-00-88 NPOUIBEJEHO: 000 «MAKN3-OAPMA»
AHAITK3 NO: NN-006376-290720, 3m. Ne1,2, 3
XPAHEHUE: lNpu Temnepartype He Bbiuie 25 °C.
i HaumeroBanme TpeGosanus HO Pe3ynbTaTh! aHanusa
n/n nokasarenst
1. | ONMUCAHUE Kpyrnole  aBoskoBbinyknkie Tabnetkn ¢ dackot, | Kpyrnele ABOSKOBbINYKNbie Tabnetku ¢
MOKPLIThIE NMNEHOYHOW 0BONOUKOM PO3OBOIO LIBETA. hackon, NOKpwIThIE NNEHOYHOW oBonoukon
PO30BOFO UBETA.
2. | NOANUHHOCTE Y®-criektpocporomeTpus. YO-cnektpbl norfolierust | YO-cnextpothoToMeTpus. Y®-cnekTpol
VCNbLITYEMOTO U CTaHAaPTHOrO PacTBOpoB B 0BNACTU OT | MOrfIOLIEHNA UCTIBITYEMOrO W CTaHAaPTHOTO
250 n0 300 HM JOMKHLI UMETb MaKCUMYMb! NPKt OA4HUX U | pacTBopoB B oBnact ot 250 go 300 Hm
TEX e ANNHax BOMH. UMEIOT MAaKCUMyMbl NpU OAHUX U TEX Xe
BIXX Bpemsa yaepxuBaHUs OCHOBHOTO nWKA Ha | ANWHAX BOMH.
XpomarorpamMme  UCNbITYeMOro  pactBopa pomkHo | BOMX Bpems ygepxusanus OCHOBHOro
COOTBETCTBOBATL  BPEMEHN  YAEPKUBAHUA  NWKa | NMUKA Ha  XpPOMaTorpamme  UCHLITYEMOro
Konuaorpena Ha  XpomaTtorpaMme  CTaHAapTHOro | pacreopa COOTBETCTBYET BpemMeHn
pacrsopa {pasaen «KonuyecTeeHHOe onpeaeneHue»). yAEPKUBAHMS NuKa  KNONWLOrPENna  Ha
. XpoMarorpamme CTaHAapTHOro pacTeopa
(paspen «KonudyecTBeHHOE onpeaeneHuey).
3. | CPEOHAR MACCA '® Pd, OPC.1.4.2.0009.15 259 52 mr
Ot 248,56 0 263,94 Mr (256,25 mr + 3,0 %). +'1 3
4. | BOOA '® P, O9C.1.2.3.0002.15 MeTton K Ouwepa. 1,3%
He Gonee 7,0%
5. | PACTBOPEHUE o PO, OPC.1.4.2,0014.15 (96%)
Y®-criekrpodoToMeTpus. 96,0%
He meHee 80 % (Q) oOT 3asABNEHHOrO KomuuecTsa 95,0%
knonugorperna yepes 30 MuH. 95,0%
98,0%
97,0%
95,0%
6. | POOCTBEHHbIE B3MX. B
NMPUMECH Mpumecs A — He Gorniee 1,2 %; 0’130/"
npumecs C — e Bonee 1,5 %; 0’03%3
eAVHUYHAA HeuaeHTUDUUMPOBaHHAA npuUMece — He 0'21,,/
Gonee 0,2 %; St
cymma ripumeceds — He 6onee 2,5 %.
7. | OBHOPOOHOCTDL e PO, 09C.1.2.4.0008.18 (cnocob 1)
NO3UPOBAHUS AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCH, AVi6=5,7%
T0 AV £ 150 % (n = 30), v ans 30/30 Tabnetok
KONUYECTBEHHOE COAEPXKaHue Knonuzorpena AOMKHO
HaxoauTecs B uHTepsane 0,75-M — 1,25-M.
8. | MUKPOBMONOIMMYECKAA | IF'd Pd, ODC.1.2.4.0002.18. Kateropust 3A.
YUACTOTA O6uiee uncno aspobHLIX MUKPOOPTraHN3MOB - He Gonee
10° KOE 8 1 r (mMn); Menee 20 KOE 8 11
Obiee YKCO JPONOKEBBIX U NECHEBbIX rPUBOB: He
6onee 107 KOE & 1 r (mn); Menee 10 KOE s 11
Escherichia coli: otcytcTaue B 1 1 (mn). He obHapyxeHo
9. | KONMUWYECTBEHHOE B3XX. or 71,25 po 78,75 mr knonugorpena (ot 95,0 %
OMPERENEHUE 50 105,0 % OT 3aABNEHHOIO KOMMUECTBA) B OAHOM 76,47 mr
Tabnerxe. (102,0%)
10. | YNAKOBKA lpu npoussodcmse, ¢hacoske u/unu ynakoske Ha OO0 | lpoussodecmeo, ¢hacoska U yrnakoska Ha
«MAKUB-QAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabreTok B KOHTYpPHYy!o sdeiikoBylo ynakosky | 1o 10 Tabnevok B KOHTYPHYH SueiikoBylo
(Brvctep) M3 NNeHku NONMMBURUNXNOPUAHOW U donkry | ynakosky (6nuctep) na nnewku NBX/MBOX u
anioMUHKEBOW MNU B KOHTYPHYIO SYEAKOBYID YNakoBKYy | (hOMbrv aniomMyHeso
(6nuctep) u3  nnenkm  TMIBXMBOX u  dornbru
aniomusmesoit Mo 30, 60 unu 90 Tabnetok B DaHke U3
NOAMATUNEHA  HU3KOTO  JaBMEHUs,  YKYNOPEHHOM
KPbILUKOV NONUMEPHON C KOHTPONEM NepBoro BCKPLITUR
unun B OaHke %3 NOAWITWNEHA BLICOKON RNIIOTHOCTH,
YKYMOPEHHOW KPLILLKOW MOFIMMEPHOA C  KOHTponem
TIEPBOro BCKPLITUS.
Mo 3 wunn 6 KOHTYPHBIX AYENKOBLIX YNaKkoBOK | [0 3 KOHTYPHbIX SYEMKOBbLIX YNaKOBOK
(6nuctepos) unu no 1 Gaxke BMecTe ¢ MHCTPYKUUEl no | (BNUCTEPOB) BMECTE G WMHCTPYKUMEH no
NPUMEHEHUIO B NAYKy KAPTOHHYIO. NPUMEHEHWIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA Tepsuynan ynaxoexa. MepsuyHas ynaxkosxa.
Ha xonmypHoll svellkoeoll ynaxoske (6nucmepe) Ha | Ha  KoHmypHOl  siuelikoeoll  ynakoeke




NACHOPT Ne 322/23 Kit-006/303
; CTP. 2 W3 2
4% OTAEN KOHTPONA KAYECTBA
Ao, Nuuensust Ne00205-11C or 15.02.2021 ¢
MAKMS®APMA " HAVMEHOBAHWE Tnarpun® TabneTku, NOKPLITLIE
100020, 1. M NPENAPATA: risieHoYHOM 0Bonocukon, 75 Mr
9 , I. Mocksa % .
ABTOMOBMNbHLIV Npoeas, HOMEP CEPWW: 2 PL1330823
aoM 6, OATA NMPOU3BOLCTBA: 31.08.2023
et FOHEH AO: 31,08.2025
cTpoeHue & OBbEM CEPWN: { 9822 yn. Ne30
Ten.: (495) 881-00-88 NPOU3BEQREHO: 000 «MAKW3-DAPMA»
- AHAJIAZ NO: JIrn-006376-290720, Viam. Net, 2, 3
XPAHEHUE: Mpw TemniepaType He Bbiwe 25 °C.
. Hannaposanue TpeboBanus H PesyribTatsl aHar:lt:aaa

nin nokasavrerns

PYCCKOM Si3biKe yKa3blealom: TOprosoe HaumeHosaHue
npenapara C fpeAynpeawTesibHOW Mapkuposkoih ®,
MEXAYHAPOLHOE HENATEHTOBAHHOE HamMeHOBaHUe Wi
BO3WpoBKy (Ha PYCCKOM M aHrnUiCKOM A3biKax),
nekapcTBEHHYIO (hopMy, HallMeHoBanwe  TOBapHbI
3HaK (naTuruuen) aepxarend  pPervcTpauuMoHHOro
YAOCTOBEPEHNS, HOMEp cepuy, AaTy NPOM3BOACTEA
(npu dpacoeke Ha 000 «MAKU3-GAPMA» pary
NPOM3BOACTBA HE HAHOCHT), AaTYy WCTeYeHust Cpoxa
TOAHOCTH.

BmopuyHas ynaKoekKa.

Ha KapmoHHOU nayke Ha. PYCCKOM S3bIKe yKa3ui8atm:

NPEeRyNpeanTENLHON MapkupoBKol ®, MexgyHapofHOe
HEenaTeHTOBAHHOE HalMEHOBaHYE, LO3UPOBKY,

chopmy v KonuyecTso TabpeTox B ynakoske,
HAaUMEHOBaHME W CojepaHne  JedcTBYlouero
BElJECcTBa B O[HOW Tabnevke, YCIOBUSA XpaHeHus,
npeaynpeavTensibie Haanucy «COAepXUT naKTosbl
MOHOMAAPATY, «XpaHUTb B HEJOCTYNHOM. ANf. AEeTe#
MecTe, «epep fipUMEHEeHUeM npenapara
03HaKOMBTECH, €  [IpUnaraemoil  UHGTPYKLUEn»,
«TPUHUMATD 110 HA3HaYEHNIO Bpayay, YCHOBUA OTNYCKa,
cnocob npUMEHEHUS, HaAIUCH «®» -
3apEerucTPUPOBAHHBIA  TOBapHbIA  -3HaK»,  HOMep
CBUWAETENLCTBA O PErucTpauui TOBapHOro  3Haka,
Homep PErncTPalMoHHORO YAOCTOBEPEHUR,
HaumMeHoBaHmne: nepxarens PerncTpaLyoHHoro
YAOCTOBEPEHUR, Bro CTpaHy W TOBapHbi 3HaK
(naTMRvuel), HaumeHoBaHWe U CTpaHy  OUpMbi-
npoussoguTens. (py npoussogcTee Ha 000 «MAKU3-
HAPMA»  yKasbiBaloT CTPaHy, TOPOA), LUTPUX-KOA,
HOMEp Cepuy, AaTy NpoussoACTEa. (fipw MpPoM3BOACTEE
Ha 000 «MAKN3-OAPMA» aary npowssopcTea He
HaHOCAT), AaTy. NCTeHeHUs CpoKa FOQHOCTY, LUTPUX-KOA
B dopmare DataMatrix, rmoGanbHbii
ULEHTADUKALMOHHBIA HOMED TOPrOBOW ejuHMLbLl U
MHAMBUAYASEHBIA CEPUIHDLIA HOMEP TOProBOA 8ANHULE!.
Ha otukeTky GaHKky M KapTOHHYI0 nauky MOryT SbiTb
HaHeCeHbl TexHuueckue (NPOU3BOACTBEHHbLIE) KOAb!
(rpachuveckue, BykseHHbIE MW LKDPOBLIE)

KapmoHHOU) Ha aHefUlcKoOM A3blke yKa3bteakom:
TOProBOg HauMeHOoBaHue NEeKapCTBEHHOIO npenapara,
MEXAYHEPOAHOE HEMaTeHTOBAHHOE HaumMeHoBaHue,
[AO3NPOBKY, NeKapcTBEHHylo GopMy U KONUYECTBO
TabneTok B ynakoBke, Haanuck «Antiaggregants.

TOpProsoe. HavMeHoBaHue npenapara c.

thapMaKoTepaneBTUIecKylo  Tpynny, eKapCTBEeRHYIO-

HononHumensHo Ha .8mopudHol ynaxkoeke (Ha na4xe

(6ruicmepe) Ha pyccKOM S3LIKe yKasaHo:
TOProBOB. HKawumeHOBaHue fpenapara C
npeaynpeauTensHol  mapkuposkoit  ®,
MEXAYHApOAHOE HENaTEHTOBaHHOE
HaViMEHOBaHWE U J03MPoBKA (112 PYCCKOM U
aHIMNRCKOM  A3bIKax), fEKapCTBERHAas
chopma, HaumMeHoBaHWe  TOBAPHLIA 3HaK
- (MaTuHuLel) gepxaTens peryicTpaLUMoHHOro
VAOCTOBEpEHUS, HOMEp C3puw, jAata
UCTEUEHWS CPOKa FO4HOCTU.

BmopuyHas ynakosxa.
. Ha kapmowrHOU nayke Ha PYsCKOM S3bIKe
.yKazaHo: TOprosoe HiaMMeHOBaKne
- npenapata (] npeaynpeauTENLHOM
MaPKUPOBKOIA ®, MEKAYHAPOAHOE
HenaTexToBaHHoe HEUMEHOBAHUE,
[L03UpOBKaE, chapmakoTepiinesTudeckan

rpynna,  nekapcteenHas - Gopma  u
KONUYecTBO  TaBneTok 3 ynakoske,

HaMMeHoBaxve n | copepxanve
aeificTeyiollero  BelwecTsa | B OAHOW
Tabnetke, YCROBUS | XpaHeHus,

npeaynpeanTenbHbie Hagnual «Cogepxur
NaKkTo3bl  MOHOTMAPAT»,  «XpaHuTe B
HEOCTYNHOM ANA Aeted mecten, «epes
NpUMeHeHVeM npenapaTa 0dilakoMbTECh C
npunaraemMon uHCTpykuueny,  «fpuHuMats
nO HasHa4eHuio Bpava», YCrOBWA OTNYCKa,
cnocob  ppuMeHeHus, Haprucs «®» -
33pErCTPUPOBAHHbLIA  TOBaPHLI  3HAKY,
HOMEpP. CBUAETENbCTBA O @ PErucTpauun
TOBAPHOrO 3HaKa, HOMep peri:TpaunoHHaro
yBOCTOBEPEHUA, HAaUMEHOBARIIE AepKaTena
PErUCTPALMOHHOTO  YBOCTOBIZPEHUR,  €ro
CTpaHa M TOBApHBIK SHAK | (MaTuHuuen),
HAaUMEHOBaHWE, CTpaHa W TUpos (upMbl-
APOU3BOAUTENS, LUTPUX-KOA, HOMEP CEPUH,
AaTY UCTEYEHUR .CPOKa. OAHOCTY, LUTPWX-
ko4 B cdopmarte DataMatrix, rnobanbHbii
naeHTUVIKaLMOHHLIE  HOMED  TOPrOBOW
SAUHNLB! Y UHAUBULYANbHEIR CEpUAHLIA
HOMEP TOProBoi e4UHULbI.
HononHumenbHo Ha smopuiHol yrnakoske
(Ha nauke KapmoHHOU) HA aHeruickom
A3bIKE. YKa3aHo: TOProBOe HauMeHoBaHue
nekapeTBeHHOro | npenaparta,
MexayrapogHoe HENITEHTOBAHHOE
HaUMEHOBaHYe, 403NPOBKA, J13KapCTBEHHAR
. hopma #t KonuuecTBO TabreTik B ynakoske,
Xk HaAﬂMCb «Antiaggregant».

- HauansHuk OKK:

Oata ewinycka OKK: «17» oxktatpa 2023 T.




