Nuuenana Ne 00205-N1C ot 15 deopana 2021 roga

Paspewenne na seimyck JIIT Ne 136
(B coorncteroum ¢ [lpunokenmuem 16 cGMP)

Permission to release products (in accordance with Appendix 16 cGMP)

T Hanine neanykTa /
i ' )
Nare of the produet

[Tnarpua®/ Plagni

MHH 7
INN

Knonugorpen/ Clopidogrel

Jlekapetuennas dopma /
Pharmaceutical form

TaOJeTKH, MOKPLITLIC TICHOYHOT 00010UK0H/
film coated tablets

Joaposka /

75 mr/ 75 mg

Homep cepun /
Bach number

PL1210423

Hara npoussoycrea /
Date of manufacture

13.04.2023

Cpok roamnocts / Tonen o
Expiry date

31.03,2025

Pasmep cepuy /
Bach size

9 978 ynakorox/ 9 978 packs

Crpana naznavyenms /
Destination country

Pocens/ Russia

PL"I"I*IC.‘TPEIIHDHI!OC YAOCTORCPCHIEC
/ Marketing authorization

JIT1-006376 ot 29.07.2020 (aaTa 3aMeHBl 12.65.2022).’
JII1-006376 from 29.07.2020 (renewal date 12.05.2022)

— e = o

Hopmarnsuwit gokyment /
Normative document

JITT-006376-290720, sw2a, Ne 1,2/
JI11-006376-290720, variation Ne 1.2

[TponinoiacTRO roToBOI
JeraperieHHoil hopabr / Finished
dosage form manufacturing

B

Dose
Tin yracorky / 1070, / 3 konTypHas suclikobas YOAKORKA / Navuka KapToH i
Package type = 10 PCs / 3 blister pucks / cardboard packs

OBuweerno ¢ m'f;.'mnllcm-lofi OTBCTCTBEHHOCTHIO "MAKM3-

DAPMA" (000 "MAKH3-QAPMA"Y Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA") |

Alpee/
Address:

109029, r. Mockna, AstoMofiisHsli nipoe3. 1. 6. erp. 4. crp. 6. ep. 8¢
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld &

[MepBuunas yIaKoRKa /
Primary packaging

O6miecrno ¢ orpanuvennoii orserernennoctsio "MAKH3-

DAPMA" (000 "MAKH3-®APMA")/ Limited liability

compuny "MAKIZ:PHARMA" (LLC "MAKIZ-PHARMA") _

Alpece/
Address:

109029, r. Mockna. ApromoGuABHLIA npoe3jt. 1, 6. e, 4. crp. 6. ctp. 8/

109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6. bid §

|

|

" Bropuunas ynaxonka /
i Secondary packaging

i

OGUIECTRO C OrpaniucHHOl OTRETETBENHOCT IO "M AKI3-
DAPMA" (000 "MAKH3-DPAPMA") Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

. Alpec / o
Address:

{ 109029, r. Mockna, ArToMOGH LB Npoesa. 4. 6, ¢Tp. 4, ¢rp, 6. crp. &/

1 109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[t




Nuuyen3auna Ne 00205-/1C o1 15 despann 2021 ropa

"l-ii';fﬁ_}-,"n.:'fcmomlm KOHTPOJII OBmecrno ¢ m‘pmmuemlaﬁ'6'Fﬁ;:"Tc'mcuuoc1'hm "MAKHU3-
KaecTna / GAPMA" (000 "MAKH3-DAPMA")/ Limited lLiability
Quality Control compuny "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, - Mgk, Anrom i onesn, 1.6, crp. 4, etp. 6, crp. 8/ r
109029, Mu.‘icu\'.'..."-".viuﬂ*.bhilnu}' Proyezd, &, hid 4, bld 6, bld 8 _':
Hazranne ADT / Kaomuorpen/ Clopidogrel

APIname

Hponinoaurenn AGC/ xetepo Jpare Jlumrrea, Hugus/

API manufacturer Hetero Drugs Limited, India

Hosep cepin ADC/ CP22120008, CP22120009

APl Bach number

Hacrosiym noarsep#aaio, vro gauuas cepus Ne PL1210423 [Inarpant® tadnerky, HOKPLITLC
naenodnodt obGonouxoii, 75 mr Ne 30, macnopr Ne 137/23 or 02.05.2023 Goua nponseesieHa u
NPOKOHTPOIMPORAHA B cooTseTeriny ¢ dcficrsyiommmu | Ipasuaami Hannexkameii
HpON3BOACTECHIOIT npakTiky Epazniickoro Dronomuueckoro Cotosa 1 tpebosatinami
PerneTpaionioro 10¢Le, 4 TAKKE B COOTRETCTBHM CO CHSM(UKALIMAMYN ZUPErHCTPHPOBAHHONO
NPOJIVKTA,

JIOKYMENTL! [0 [IPONIBOACTRY (IPHMEHIMBIM CTAMAM) 1t KOUTPOIIO KAaUeCTRA IPOBCPLHLI 1
000PCHTL.

Jio0bie OTKIONCHNA PACCICIOBAILI B COOTBETCTRII ¢ BHYTPEHIIMI HIPOLEAYPAMK 11 0100petiLl
YHO/IOMOUCHIIBIMH THLHOM /

| hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manulacturing 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.

7 o
Bepereunnrkosa B.K./ ‘io 0 Jed e, s A » ;_\,ga‘&.ﬁr 2023 r.
YHOAHOMOUCHIOE IO fi r T |

000 «(MAKH3-DAPMAY o MR




B KK-006/308
MACTOPT Ne 137/23 cTp. 1 W3 2
ﬁ.f‘ OTOEN KOHTPONSA KAHECTBA
ITwuensua Ne00205-N1C ot 15.02.2021 r
MAKMTTARMA HAMMEHOBAHUE Nnarpun® TaéneTku, NOKpbLITLIC
NPEMAPATA: NNeso4YHON oBonoykow, 75 mr
Aot onss |_HOMEP CEPWW: PL1210423
fom B, OATA NPON3BOOCTBA: 13.04.2023
il TOMEH AO: 31.03.2025
i ETponHig B OBBEM CEFHH: 9 978 yn. Ne30
| Ten o) wioogy | POMIBEREHO: D00 «MAKW3-OAPMAY
| AHANNAS NO: NN-006376-290720, Viam. Ne1, 2
l XPAHEHME: Mpu TeMnepaType He Bbiwe 25 °C.
n?; Hz‘;‘:::::;":u TpeGonawun HJ PeaynsTaThl aHANKIA |

1. | ONUCAHWE

Kpyrnwie  anoAkoBbINyknbie TaGnaten c©  hackom,
NOKPLIThIG NNEHOYHOR 00ONOYKON poIonare UpeTa.

Kpyrnbie  ADORKGUWNykMbie  TaGneTn ¢ |
hackol, NOKPLITLIE NNaHoYHOW obanodken
pelanore UneTa, |

2. | NOONWHHOCTE

Y@-CnexTpodoTOMOTDUA, YP-CNenTpsl  NOMMOWEHNA
MCNLITYAMOrO W CTAHAAPTHOrO pacTnopon o ofinacTu or
250 230 300 HM AOMKHE! UMETE MOKCUMYMbI NP O4HUX |
TOX X0 ANWHAX BONH.

B3XKX Bpoma yaopKMWDOHUA OCHODHOMD MUKD WA

XPOMOTOTPIMME  MCALITYEMOTe  PACTROPA  AOMMWHO
COOTBETCTOONATL  DPEMEHW  YAOPKUDAHMA  NUKd
KNONWAGTPENA HA  XPOMATOrPAMME  CTOHADPTHOrD

pacTrapa (pasgen «KonudecTnonHoe onpeaenexnas),

YD-cnoxtpothoToMeTpUA YO-crokTDel |
AOFNOWEHKA MCNLITYOMOrG W ETAHAAPTHOrG
pactoopon o ofnactu or 250 Ao 300 wm
MMOIOT MUKCHMYMb! NPU DAHKMX W Tax we
ANWHAX BOFIH,

BOMX Bpems yaop«unaHua ocHouHoro

NUKD W3 XPOMATOTPAMME  UCAWTYEMOro
pacToopa cooTnaTCTUYOT DPAMAHY
YAGPWHOIHUA  NUKD  KNONWMAOIPEND WA

XpOMATOrpaMMe  CTAHAOPTHOrO pacTuopn
{pasaen aKonwdecroedxoe onpeaanenuan) |

3. | CPEOHAR MACCA

F@ PO, O®C,1,4,2,0008.16
OT 248,56 50 262,94 mr (256,25 mr 2 3,0 %),

250,57 mr

4, | BOOA

e P®, O0C.1,2.3.0002.15 Motoa K.Quwepa.
He Gonee 7.0%

T —

5. | PACTBOPEHMWE

o Pd, O0C,1.4,.2.0014.15

Y®-croxrpothoTomeTpun,

He wmoree 80 % (Q) oT 3INRONEHHOrD KONWNBETAA
knonuaarpena uepaa 30 MuH

(102%)
a97.8%
97,5%
a7.9%
93.7%
98.2%

6. | POOCTBEHHBIE
MPUMECHK

|

BIKX.

Mpumech A = He Gones 1,2 %;

npumeck C = e Gonee 1,5 %;

CAWHUNHOR HEW4EHTUDWUWPODOHHIA NPUMOCE = HE
Gonen 0,2 %;

CyMmi npamacei = He Goneo 2,5 %.

He obHapywano
0.05%
0,11%

7. | OAHOPOOHOCTL
A03UPOBAHUA

ro Po, ODC.1,2.4,0008,18 (cnocel 1)

AV =150 % (n = 10), scn4 ycnobue He BeinonHAeTen,
To AV £ 150 % (n = 30), u ann 30/30 TaBnetok
KONWYOCTOEHHEE COAOMMKAHME KNOMUAGIPENa AONMHO
HAX0AUTHCA O UHTepnane 0.75° M = 1,25:M

AVip= 8,4%

8, | MUKPOEBMONOINN4YECKAR
HUCTOTA

F'® PD, ODC.1.2.4.0002.18, Kateropun 3A.,

O6wee YUeno JIpOBHLIX MUKDOODPraHMAMOD - He Ganee
10" KOE 0 1 r (Mn);

Ofiliee uncno APONOKBELIX W NNECHARKIX FAUGON' He
Gonee 10° KOE n 1 r (mn);

Escherichia coli: oreyrernune o 1 (un)

Menon 20 KOE u 17

Movee 10 KOEB 17
He abuapymaHo

9. | KONWYECTBEHHOE

B3XX. o 71,25 40 78,75 Mr Knonugorpana (or 95.0 9%

ONPELOENEHKE 20 105,0 % OT 29ADAEHHOrD KONWMAETA) b GANON 73.52' rr
TadneTke (98,0'%)
10. | YNAKOBKA Mpu npousaodcmae, hcoaxs w/unu ynaranke Wa OO0 | [pouscodeman, acouka  ynaxoaka 1o |

aMAKI3-OAPMA

Mo 10 ralnetox & KOHTYPHYKD AWEAKODYH Ynakooky
(GAucTep) Ma NAEHKM NONWOMNWNXNOPUAHOW i dhONLIU
AMOMAHUEOOR MNW B KOHTYPHYID ANEAKODYIO YRAKODKY
(Gnuctep) M3 nnowkn  MBXMBAX w  chonsrw
aniaMuHuencd Mo 30, 60 unu 90 TabneTok # Gaxke wa
NONWOTUNOHA  HUIKOFG  AANNEBHUA,  YKYNOPAMHOR
KDLILUKOA NORWMEPHON € KOMTPONEM NEpBoro BCKPWITUA
Unu B GaHKE MI NONMATUNOHD DLICOKSA NNOTHOCTH,

YKYNOROHHOA KPWIWKOA NONUMERHOA &  KOHTPONOM
NOPDOro pEKpbLITHRA,
Ma 3 wunu B KOHTYPHBIX  AuEAKORbLIX ynaxkonaxk

(BnucTepot) nu ne 1 GaHKe BMBCTe © WHCTPYKUKER NO
NPUMBHEHWK B NauKy KAPTOHMYIO.

000 «MAKUI-DAPMAY;

Mo 10 TabneTok B KOHTYPHYIO AuGAKGOYO
ynaxeoky (Gnuctep) ua nnexHkw MBXMIBAX u
DONLY ANIOMUHHCBOR

Mo 3 KOHTYPHLIX  HMEAKODBX  ynaxonge
(Gnuctepon) wmecte ¢ MHCTPYKUMOR no
NPUMEHEHUIO B NaYKY KAPTOHHYK.

Mepauynan ynakooka.
Ha koumypiod rualkoaoid ynaxonke (Grucmepe) wa

Mopauvxan ynakoaxn,
Ha  wosmypRol  sindxoeon

Yaxomkn




MACTOPT Ne 137/23 (H-0060E
P CTPp. 2132
N OTAEN KOHTPONA KAYECTBA
**-“"1-1 NuueHana Ne00205-I1C ot 15.02.2021 r
MAKMIOAPMA [T HAMMEHOBAHME Mnarpun® Tabnetku, NOKPLITLIE
100026, 1 Mo MPEMNAPATA: nneHo4HON oBonoukon, 75 mr
=4, H1 .
AntomolninHuid nponag, HOMEP CEPUW: PL1210423
Aom G, l OATA NPOU3BOOCTBA: 13.04.2023
L
pisetiigry rOAEH A0: 31.03.2025
£TpoOHAE 1 OBBEM CEPUM: 9 978 yn. N230
Tun | (49%) GB1-00-88 NPOWU3BEOEHO: 000 «MAKN3-TAPMAY
AHANMUZ NO: JIMN-006376-290720, Wam. Ne1, 2
o XPAHEHME: Mpwn Temnepartype se Buiue 25 °C.
Ng HaumoHoparue Tock H P
nin noKalaTeny pebopanun HO CIYNBLTATEI aHANUiA
PYCEKOM RILIKG YRAILIGAKM, TOPFONOE HAVNMBHORAWWE | (GITUCTIOPE) Nl PYCGHOM HIbKO yRUGAND.
PenapiTa © NPOAYNPEAWTENbHOR mMapkuponkoia @, | Toprowos HAMMEHOBAHWE npenapara ©
MEXLYHADOAHOO HANATEHTODIHHOO HAWUMEHORAHWE W NpeAYNPeANTENLHON MApPKUPpODKOW ®,
ADIMpODKY (MO PYCCKOM W OHFMWACKOM  A3bIKAX), | MEMAYHOpOAHOS HANOTEHTORAMMOY
NOKOPCTOCHHYIO hOPMY, HOUMCHOROHWE  TODAPHLIA | HANMEHODAHWE W A0IMPOUKN (HO PYCCKOM 1
IHAK  (NOTHHALER)  ASPWATENA  POrUCTPOLMOHHOTO | JHFMWACKOM  A3LIKOX),  NEKOPCTBGHMAR
YADCTOUEPEHMA, HOMOP CEpuW, AaTy NpouancicTod | opMi, HOVMAHOBAHWG  TORADHEIA AWK
(npu  dhaconke Ho 000  «MAKWU3-RAPMA»  pary | (NATUHUUOR) ACPKATEAN PErMCTRAUMOHHOND
NPOWIRCACTEN HE HAHOCAT), ADTY WCTENCHMA CPpoOka | YAOCTODOPEHWA, HOMEP  CepMd, 4OTa
TOAHOCTH. VCTEUEHUA CPOKD FOAHOCTH,
Bmopuvnan ynakoaxa. Bmopuvxas ynakoaxa,
Ha kapmoxHod nauke Hi pycekom abIKe YRaase@om, | Hio KapmowHoll nauke Ha pYCCKOM RIbiKo
Topropog HANMEHOBIHWE npenapara c | yrkazano: TOpronoe HAUMEHORANNEG
npeaynpesuTensHon Mapkiponkow @, MewAYHAPCAKOR | Apenapata € MPEAYNPEANTENLHON
HENATOHTOBAHNOG HAWMEHODIHWE, AOD3VPOIKY, | MAPKKPOUKOW ®, MEMYHAPOAHDG
chapmMaKoTepONEOTUYECKY  TPYNNY, NOKAPCTOGHHYID | HENATEHTODAHHOOD HAMMEHOBAHWUE,
chopMy W KonWueCTNO  TAONETOK D YARKORKE, | A03MPOUK], GapMaKkoTepaneoTUYLCKIN
HOMMEHOBIHWG 1 COACPMAHME  ACWCTDYIOUEro | rpynnd,  NexapcToeddan  dopma '}
peElEcTon B oAHoR TaBneThe, YGNoDWA XpaWoHWA, | konuqectno  TaGnetok 0 yNoKoDKo,
NPEAYNPOANTENBHLIE HOANWCH «CoAOPHUT  NAKTOALI HAWMOHORBOHKE " copupxinve
MOHOMMARATH, aXPiHNTL O HOAOCTYNHOM ANS AETeR | ACACTOVIOWEro BOWGCTEA 0 0AHON
MEcTes, «[lapes NPUMEHCHUEM npenapata | TabneTke, yenoumn XPAHEHUA,
OIMBKOMBLTOCH € MPUAGMACMOR  WHCTPYKUMEWR, | NPEAYNPEAMTENBHBIG HALNMCH «COLEPMMT
«[PUHMATL NO HAIHANEHWIO BPAYAR, YENODUA QTAYEKD, | NaKToiul  MOMOrMApatn,  «XpaHaTh o
cnocof MPUMEHEHWS, HIANUCH «fn = | HEABCTYNHOM ANA ACTeW mectes, «fepeg
JAPBFUCTPUPODOHHBIA - TOBOPHBIA  IHOKH,  HOMEP | NPUMEHCHWGM NPENAPATD OJHOKOMBTECL ©
COMAQTENLETON O POFMCTPALMM TODAPHOTD 3HOKA, | NPUNAragMan MHCTPykuveds, «MpuHumars
HaMBp POrFACTRALWOHHOMO YAOCTORQROHUH, | NO HIJHAMOHWIO DRAYA», YCNoDWn arTnycka,
HOUMEHCDAHNE AupkaTenn perucTpauvonHore | cnocoll  npuMeHeHuR,  Haagnuce  ofle
YAOCTODEPEHMA, €ro  CTpAHY W TOBAPHLIA  JHOK | JAPErvCTPUPOBAHHLIA  TODBPHBIA  3MdKs,
(NOTUHALER), HOMMEHOBAMWE W CTPAHY (MPMbl- | HOMEP CHAAGTENLCTBO O  POTWCTRILMH
npouanoauTenn (npu npowanogcTon Ha OO0 «MAK3- | TOLARPHOrO IHAKI, HOMEP PETMCTPALMORHOID
DAPMAR  YRQILIDMOT  CTPOHY, rOPOA), WITPWX-KOR, | VAOCTOBUPEHWA, HOMMOHODAHWE ABpMaTEns
HOMEP cepvi, 0Ty NPOMADCACTEA (NPY NPOMINOACTES | DOFMCTPAUMOMHOrD  YAQCTODGPEMUA, Cro
HO 000 «MAKWI-DAFPMAR® 4aTy NPOWIBOACTOA HO | CTPAHO W TODAPHLIM 3HAK (NATUHWLER),
HAHOEAT), AATY WETEHCHWA CPOKA FOAHOCTH, WTPUX-KOA | HOWMEHOBRHWG, CTPAHD U rOPOS HUPMBI-
] thopmaTte DataMatrlx, rMo0ANbHBIA | MPOWIBOAMTENH, LWTRWK-KDA, HOMBP CEpUR,
MACHTUCIMKOLUMOHHLIA  HOMED TOProBOA EAMHWULI M | AATY WCTEGUEHWA CPOKA TORHOCTH, LUTPUX-
MHAMDUAYANLHBIR COPWAHDLIA HOMEP TopronoW aaunrue. | koa o dopmarte DataMatrix, rroGansHmg
Ha ardiotiy Gankw W KAPTOMKYIO nNadky MOryT GuiTh | WAGHTUOMKILUNMOHHWA  HOMEBP  TOpPronoW
HOHGCGHbl TEXHWHMECKMG  (NPOMIDCACTOEHHLIE) KOAL! | CAWHMUBL U VHAWOMAYINLHGIA CCPUAHLIK
(rpathusockue, BykBEHHLIG WA LuthpolLe) HOMOR TOPFONOW SAMHALL,
i HononnumensHo wo amopuvkold ynakoaxe (Ha nauke | QonofHumensHo Ha omopuvHold yrnaxoake
| KAPMONHOE) N OHZHGUCKOM  RIKe  yrDasiaaom; | (Ho navke KapmonHod) HO  ananudckona
TOPronoe HAMMOHOBOHMWE NOKAPCTUOHHOrG NPEnapaTa, | AdbIKG YKkOSAHG' TOPropos HINMEHOBIHWE
MCHMAYHAPOAHOE  HENATEHTODAHHOE HDWMEHODAOHWE, | NEeKapCTnaHHero npenapara,
AcIMpaniy, NekapeTDeHHYio hopMy W KONAYECTRO | MaMAyHAPOoaHOe HENATEHTONAHHOE
TalnaTok o ynakooke, Kagnuce cAntlaggragants, HOUMEHORAHWG, AOIMPONKA, NEKARCTREHHAS
HopMA ¥ KONWWECTND TAGNETOK 1 YNAKOBKE,
I_‘ Haanuck «Antinograganis.
3akntoueHue: - Cooreercrayet TpeGosanuam JMN-006376-290720, Wam. Ne1, 2
HavaneHuk OKK: A ; S, Bopkosa O.6.
/ AR RGN,
[of 2l v et e

Hata euinycka OKK: «02» maa 2023 r,
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