Nuuenzua Ne 00205-NC o1 15 despana 2021 roga

Pazpewenne Ha soinycx JIIT No 163
(1 coorucrerrn ¢ Tlpnaowenuem 16 cGMP)
Permission 1o release products (in accordance with Appendix 16 cGMP)

‘Hasnanne npoayxra / [Lnarpunts/ Plng,nl

Name of the product

MHH / Knonunorpen/ Clopidogrel

l—NN rew -

Jlexaperrenmas opma / TAOMCTRH, NOKPLITLIC 1IcHoYnoil 0boouKoil/

Pharmaceutical form film coated tablets

HJozuposka / 75 mr/ 75 mg i .
Dose e B

T'un ynakosgn / 10 wr. /3 |cmn\.pu.m sueiiKonst YHAKOBKA / NAYKA KAPTOHHaN
Package type 10 PCs / 3 blister packs / cardboard packs

Hosmep cepun / PL1230423

Buch number

Hata npomnsrojicTra / 14.04,2023 o

Date of manufacture o

Cpox roanocti / Iojen o 31.03.2025

Expiry dute - S

Pazmep cepun / 9 981 ynakonor/ 9 981 packs

Bach size i T _

Crpana pazHaveHs / Poceua/ Russia T
Destination country R

Per HeTpalHonnoe \Jmtlmu.pt.mm JITT-006376 or 29.07.2020 (aarva samennst 12.05.2022)/

/ Marketing authorization | JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
Hopsmariembii qokymenr / M- 006'%76 "907"‘0 mam. Ne 1,2/

Normative document JIT1-006376-290720. variation Ne 1.2 —
IpoH3BOICTRO FOTOROI OGHICCTRO ¢ OrpaAHMYCHHO OTBCTCTECHUOCTbIO "MAKII3-
gexaperpennoii popmet / Finished | QAPMA" (OO0 "MAKH3-DAPMA"Y Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aupec /
Address:

109029, r. Mocksa, AgromobuisHeil npoest, . 6. crp. 4. crp. 6, crp. 8/

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

[lepamunan ynakorka / OGweeTso ¢ orpanruenioit orpererseuyoctsio "MAIKHS-
Primary packaging GAPMA" (000 "MAIKHU3-OAPMA")/ Limited liability

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

Anpec/

Address:

109029, 1. Mockna, ArromoGuasakii mpoesi, a. 6, ep. 4, ¢rp. 6, erp. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6, bld 8

Bropuunas yviakoska / ObLeeTso ¢ or pL\HH‘luIHmI orperersennoeTsio "MAKH3-
Secondary puckaging DAPMA" (000 "MAKH3-DAPMA") Limited liability
= company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Adtpee / o o

Address:

109029, r. Mockpa, AsromoGnabpiuii mpoeza, 1. 0, ¢Tp. 4. cip. 6, cip. 8/
109029, Moscow, Avtomobilney Proyezd. 6, bld 4, bld 6, bld 8




Nitgenany N2 00205 N1C 01 15 denpann 2027 roga

Bromvekaonsn sonrpo, LOBmCETIO ¢ orpaiienioil orseTeTretnoetno "N AKH -
UV CPAPMA" (OO0 "MAKH3-DAPMA"Y Limited liability
lju:xlin-_( ‘antrol ) ‘ company ".‘\.!.-\Hlﬁ-E‘f‘-i.-\li.\ﬂl.j\" (LLC "MAKIZ-Pt TARMA™)
Alpes

Address:

1090249, 1 Mockna, AmtoMoSiniuit npoet, . 6. crp. 1. crp. 6, e, §
109029, Moscow. Avtomobilne Provesd., 6, hld 4, bld 6, bid 8

e A CKaonnaorpen ('lnpidu!_m'{[m "

AR pame | .
Hporiosie m A CNerepa fpare Hasaoet, D
AP manulacturer - Hetero Drugs Limited. India

= e T B
Hostep ecpint ADC LOPR 20009
AP Hach number ‘

L iosnmys noarmepssino, dio aamni cepis No PL1230423 TEarpuaie taduaer i, tokpui ue
IEHOOT 000H0uKROT, TS A No 30, nacnopt No 16023 or 15.05.2023 6numa HPOIIRCICIEL i
HPOROQIIPpOApORING B cootaere g ¢ aeicrsyonuisor Epamiasn [Luuiesane
HPQIEROACTREHHON HPARFIIKN T BPa siiekor o IROHOMIteeR01 0 Cotos 1t 1peGomiiisgs i
PCEHCTPRIHONIONG J0CKC, & HIRC K COOTRETCTRINT CO CHetmHELIMI TPCIHCTPHPORIIHO! O
HPOY KT,

JLORYSICH I 10 PO o, Ty (HPHAICTTMBIN C LUt ) 1 FOHTPOTIO KAYCETIL NPOREPCH 1
ANIRISTRIITS

Tiodnae TR TOH e  H [RACCIE TONILL R OO TRETCTRITN U HHMTPCHTTN ||PUHL'Jl} st H.'I.Uﬁp{_'[]:q
FHOIHOMOUCHHBIMIt 1 10M

I herehy confirm thae this bateh was produced and controled in accordance with the current [2ules
of Good Manufacturmg Practice of the Eurasian Economic Union und the requirements of the
Marketing dossier, as well us in accordance with the specifications of the registered product
Documents for production (apphicable stages) and quality control are verified and approved.

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

7
- - - 2 .“."— / 5 A -
Beperennngona 310 it A L S | Rk
[ B A o LSS o
SO THOMOHCHHOE o
OO0 «MAKH3=DAPM A MIT &
PE\ \ MAT - I
414 ]
L‘%‘-.I 1 .:',.
v,;. r,-"



NACNOPT Ne 160/23

KK-006/3D8
cTp. 113 2

PLN

OTOEN KOHTPONA KAYECTBA
Nuuexann N200205-NC ot 15.02.

2021 r

MAKMUIDAPMA HAUMEHOBAHWE Mnarpun® TabneTku, NOKPLITLIC
sz 1 NMPEMNAPATA: nneHoyHon oGonoykon, 75 mr
3 P DCHB .
ASTOMOBHTHMINODEE, HOMEP CEPWUM: PL1230423 N
Ao b, OATA NMPOUIBOOACTEA: 14.04.2023
CTpoavneg 4 A
crpoaHmn 0, FOOEH A0: 21.03.2025
eTpoaHUE 8 OBBEM CEPUN: 9981 yn. Ne30
Tan (404) 581-00-68 NMPOU3BELEHO: 000 «MAKN3-DAPNAY
AHAMK3 NO: NN-006376-290720, Wam. Ne1, 2
XPAHEHWE: Mpu TemnepaTtype He Beiwe 25 °C.
Ne g
alf Hx:‘l:}::::;';‘u:c TpeGosanva HO PoaynkTaThl aHanuaa
1. | OAKWCAHKE Kpyonwle  ARDAKOBWINYKAbIG  TOGReTRH € cpackom, | KPYIMble  AUCAKOBLIAYEAMG  T40MeTin G

| NOANWHHOCTL

NEeKPRITLIE NNEHCYHOA DDONOYKOA POJONOTD UBETA.

Y@-cnewTpoboToMeTPUA,  YO-CNEKTpbl  NOrNowaHKA
WCNBITYEMOrO W CTOHAAPTHArS pacTBOpon B alnacTi oT
250 n0 300 HM A0t UMETE MIKSHMYME 1PY OAHAX 0
TOX WG ANUHAX BOAH,

BOXX Bpemna  yAepHUOAHUA  OCHODHGIO NUKA  HO

XPOMOTOMPAMME  MCOLITYEMOrO  POCTOOPD  AOMKHD
CoOTRHATCTRODATL upeMeHn YASRHUNAHNA UKD
KNOAWAGIPENA WA XPOMATOMPAMME  CTAMAARTHOMO

pacTnoph (pnaaen «KonwyecToeHHDE onpeaeneties),

KO, NOKPLITLIC NABHOMHOW oBoNOYKOW
_podotiors unera
Y@-cnexrpachoToMoTpms. Y@-cnekTphl
NOFAOLUEHWA MCNLITYEMOND W CTAMAAPTHOrO
pacTnopon n obnactu ot 250 Ao 300 Hm
UMEIOT MIOKEWMYMB NPW OAHUX W TEX e
ANWHOX BOAR

BONX BpeMs  yAcpMURAHKA OCHOBHOMG
NUED  HA  XPOMATOrPAMME  WCNKITYGMOra
pacrnopa COOTHLTCTUYET BROMOHW
YACRMUDOHAR (UKD Knonwaarpena Ha
¥PAMATOIPAMME  CTAHADPTHOMG  pacTnopa
(pasaen «KonuyeETDEHHOE ONPOAONGHMEY).

3. | CPEOQHAA MACCA e Pd, 00C,1,4,2,0009.15 250 40 M
OT 248,56 A0 263,94 wr (266,25 mr £ 3,0 %) et
4. | BOOA r'® PO, ODC.1,2.3,0002.15 MoTos K. Ouwepa, aen
Her Gonan 7,0%
5, | PACTBOPEHME re Po, O0C,1,4.2,0014,15 (38%) i e
Y@-cnoikrpaioTOMe TR HA. 94,8%
He menec 80 % (Q) of JDABNGHHOrG KOANMOCTDA ag,4%
[ knonyaorpena vapes 30 mud a9 6%
I 98,0%
96,8%
e TrAT i di s e Ec s ) i E e Bg‘gafa
6. | POOCTBEHHLIE B3XX, 0,01
MPUMECH Mpumecs A = He Gonea 1,2 %, 0'0'“‘":'
npumecs C = He Geneo 1,5 %, D'O:':’u
CAMHUUHIA  HOWZEHTUOULMPORAHKAN NPUMBEL — HE U‘OS':?
Gonao 0,2 %, e
I | I cyMma npuMacoi = He tionee 2,5 % o . L
7. | OOHOPOAHOCTEL e P, O®C.1.2,4,0008,18 (cnocob 1)
AO3UPOBAHWA AV = 150 % (n = 10), ecnu yenopue HE DLINONHAERTER, AV = 2.7%,
T0 AV = 150 % (n = 30), v ana 30/30 TtaGnotox
KONWHOCTOOHHOO COAODKAHWO KNONWACIROND ADMKHO
__|_Haxoautuen o uhrepnane 0,75M=1,256'M . S
8. | MMKPOEBMONOMMYECKAY | M@ P®, ODC,1.2.4.0002.18. Kaveropwn 3A,
YUCTOTA Obuwoee 4ueno napobHLIX MUKPOOPraKMIMED - He Gonoe
10" KOE o 1 ¢ (mn); Menae 20KCE a1 r
Oliee YMCno LPONOKEABIX 1 NNECHERLIX TPHGON; He
Gonea 10" KOE n 1 r (mn); Mewer 10 KCE a1 ¢
SR ~ Escharichia coll: orcyTetaue p 11 (mMn) R __Hu aBrapymeHo
KONMWMYECTBEHHOE B3XX. or 71,25 o 78,75 mr knonwgorpena (ot 95,0 % Y
ONPEQENEHUE A0 105,0 % 6T 3asNACHNHOTO KONMHOCTBA) B BAHON 72,89 Mr
TaGnaT, (97,2%)
10. | YNAKOBKA Mpu npouasedemue, icoexn Wit yimxoekn mn OOQ | Mpouidodcmoo, tacouxka 1 yrKanka Ha
aMAKM3-RAPMA: Q00 MAKH3-mAPMA !
Mo 10 rafineTor n KOWTYPHYW sYeAkouyie ynakopky | Mo 10 tabnotok 0 KOHTYPHYID AucHkonyo
(GnueTep) U2 NNeHkn NONWDHHUAXNGRWANOA W chanbiv | ynawooiy (GnucTep) va anexku NBXMBAX v
ANIOMAHKOBOR UNK B KOHTYPHYIO AYBRIKODYIO YRaKODIY | hONLIM JMIDMUHUBEOR
(Bnuetop) w3 nnedkw  TIBXMIBAX v dhanuru
anomaHuenon Mo A0, GO unn 90 TABNATOK 0 GaHka K
NOMUITUNEHA  WIRIKOTO  ADBMAHWR,  YNYNOPOKHOW
KPLILWKDH NONMMERHOR C KOHTPONOM NCPOOro BCKPLITHI
MNW O GaHKe M3 NONMITUAGHD DLICOKGR NNOTHOCTR,
YRYNOPOHHOW  HPLILUKOW NOAWMORHOW € KOHTPONeM
NEPRAaro BEKPLITHR,
Mo 3 wnu B xoHTYpHbIX  Auedrobex  ynakonok | Mo 3 KoHTYpHBLIX  AUeRKOEBIX  ynaKOBOK
(GnucTepon) MK no 1 Gamkg uMESTE & WHETpyruven no | (GaucTepon) omecto o MHETPYELMEX nD
o NDUMOHDHWIC O NAYKY KAPTOHHYIO. MPUMEHOHUIO B NAYKY KAPTOHHYIO
11. | MAPKWUPOBKA fepausHan yrnakoaxa, Nepauunan yaakoaka,

Ha konmyprot swedkowot ynaxoase (Grugmepn) i

Ha

HOHMYpHOG  RAUOOKOMOGL  prdkonko




MACTOPT Ne 160/23 feotnmng
. cTp. 2M3 2
A% OTOEN KOHTPONA KAYECTBA
v, Nuuenana N200205-NC oT 15.02.2021 ¢
& .
MARIIDATMA | HAMMEHOBAHWE Mnarpun® TabneTku, NOKPLITHIC
T MPEMAPATA: nrneHovHor obonovkoi, 75 mr
Ut s Mooenn B R S L i
AnTemadlafintHmn AROmAL HDMEP CEPMM B PL1230423 e .
Ao b ,EIATA I‘IPOMBEQHCTBA: '14.04.2023
S TOHEH AO: 31.03.2025
S rpTeme b OBBLEM CEPUM; | 9981 yn. Ne30
. oy | NPOVEBEAEHO: 000 «MAKW3-©APMAY T
[AHARNAS No: Nnn-006376-290720, Uam, N21, 2
_XPAHEHME: Mpu Temnepatype He seiwe 25 °C,
Ne | HanMeHeRaHRe e . — s AEY BT,
nin nokaIATeNA | PEEQ“ﬂ"HH HJJ 1 Fu:ynh'ra'n,l AMAMNMAA
I pyareom sanme }bm IO TORrORGE HMMEHODIHAE ‘ [nnucmenel py:r‘nam RAbIKG et
APENGPATA € NPUAYNPEANTANLHON MAPKUDOWKOW 5 | TORroRSe  wadmedoldiiie  nnennpati
RERLYRAROAHOS  naNATANTONIIGE HARMOHONHAE @ ! NPaAYNPeANTENLIGY BADKMDOG e
| Aoaupomky i DYCOHON W IRPMRREOR BARIKDX) | Mesgysapoanons O R e
| NeGDETHEHny)  (DORMY  sanMEEOnIHAe TOMADHBIE | HARMEHGRANEE AGVANGHED (1) DyLaxom @
PN (RATHHALGHY  ARDWATONA  DerACTROUMOHHOD | AHFNUWGKGM HAGIRIE) NAKAPGTRM 0
| VAORTONEREHUN  MOMER CERUE 0TV APDWARGACTAD | DOPMA MOMMEsORAEGe  TOOADHALS e
Potapn guconke wa 000 «MAKUZDAFMAL  BaTy | (S00@HMRUGA) ADWITONT DOrMeTass i o
| MPOWINQACTRO WA #OHOCAT)  A0TY ACTedenast GDOKD | yACGTODCRAHMR,  nOMER  Copia, SAT)
! TOAHDCTH HETCHEHN CROKD rOAHOCTE
| i Bmuopuykan ynakoaka, Bmopustnan ynaroasa. '
LM RADMOHNOD FNKO 1O DYCCKOM SRS VRAILIOMIOM: L M rapmeonioG miuee wa pyccEae s
[ TOpronog RENUTET TR BT npeEnaparta e | pwadakn Tapronoe HAMMUEHONA e
AREAYHDCAVTENLRHGE MADEWDODKOW (] RS H DO RO & apenapinT.d ] NP YN ETEHs O
HUENATHHT OWIHEOE HAWMARDIHUE NOIUPOLKY MIADKMPOIIKE r, MW Y0110
WADMINDTeRANADTHMGERYK  TRYRRY,  NEKOPRGTORHNYIG | HENATEHRTGRAHAOE HANMEHORI He
Dopay v wonwancTiro  Talneton n ynakonse A03MPoNKI tuipriikaTapanenTEIRCEAN
HARMEHONAHWS i COoAnDE AN Aenctnyauars i pynina, AUKADCTOEHHUY Do @
PonguecTan oo 0jKoun TatneTee YENGOWE  XPOHAHWH | KONPEYeCcTnD Tabneron n R ) E
NEEAYARPEANTO MM FAAANGY  «GOAER=UT  AAKTOAL! HAMMO O " a3 R THER
MEHArMARATE  cXRARPTH I HEJAGTVAROM ANH ACTOW anvciuyiauiera RepeEcTIg
MESTEN wllepes PR NEGNARATA TARARTIE, yEAOUWN
SIHINGMRTECH =4 npunaranwon MHCTRYRLUAE AN NREAYNPAAVTENRRRIE Hadivcy nl_'ﬂ“ull\o.r
=TI SR A R R R S e K T R M TR (T Y A A POETOME MOHOTEARATY AXpanieTy [
cnacol NPUsIeHDIR HAANBEL Wiy HBAOCTYNHOM [NA aaTew MicTos ollopen
| A0pervcTpupoRAntLt  TODARHI AR HOMEN | NDUMBHCHUEM ARERADATH SAMiscmMpTec, o
| CHAARTANLETAA ©  QerdCTRIWMM  TORAEHOMD IWAKd, NEANNIEANMORA MHETRYNUMEY ulMpusimanTe
| HOMOD DUTMCTRAILWOHKOrD YAGCTODEDEHUA, MO HOMAHEHRIKD ARAMIR YEOONWY OTOYLEA
i HAWMOHDGA W ACpMATONA PerncTBaUnDHHOre cnocal NPUMEHEHWA MALMWCL  wiia
FALCTORAARHUA,  6rD CTRARY B ToUadHee  3nax SHECTACTRUPON MBI TONP R AHdEn
i (NATHHULER), HAMMOHONIHAG 11 CTRAMY mlﬂDMhl' HOMOD  CHOALCTENLETDG O pQOrdcTDaLAr
APERINOAUTERS (Npe npodanotcTne «a OO0 «MAKWU3I: | 1000p0aro aHAKN HOMAD POrUCTRALMOHRDTS
|ODAPMAY  yea2naKaT  CTRARY,  [ODOA).  LUTPHY-RDA, | YADCTDROERAHMG MOWMaHON MW 40P 00
HONMOD CEDUM JUTY NRORINCACTRA [NEW npawabQacThe | DAruCTRDAUNCHNQro yROQCTOUCpCHEY Cra
P 000 aMAKKMI DAPMAS ATy nponancAcTon me | GTRAHA W TORAfIHRIM IWAF  (RATENLEE)
| AORGERT) AATY OCTAUCHAR CPOKD FOANGETY LHTRWX-KOJ HOMMERODANKE  CROMA W TOpos thepuw
| W thopMmaTy Datahlains FNEUHRLHEI [ NPOMINOARTEIN LTOG KO, HORMED Cofi
VARHTUERMEALMOI B oMeR TORIOBoOW CAWnnulld U | ANTY UCTONOHUN CPOKT TOAHDLTY 1T
| HHAUMUAYANEHRY CEDUMHBIA HOMED TORFORON CARRULN wof nochapmare DataMaotns, raodanekuie |
! Ha ATHRATRY Gankin © KARTOHHYIO NasiKy mMaryT Guith WACHTUDWKILINOHK LA HaMap TERpronoe
! | HONECEHL  TRXHUYECSKME  (MPOMIBDACTDEHHBLIC) KOAL! CAMHMLLL W MHARDIAYARBHG Copavtiniie |
(rpathuuecsue ByKneriuie vl yrebponue) HOMED TORFODOW SAMHALLI
| Aon0imuineiso s arInpUIREOL VOIDKOHE (H8 T3YKE ‘ Lonoimuimentse v amopisiong yaEoaxn
L oRApmMONNDH)  ud AMSDUGEKER  aaniKe ru{n‘u.mumm" fha  nauke  kapmonned) ,pmnm;np.uyl
TOREFONDE HOUMOHCGHOHAR NERARETNeRHDID NRDENARATA | NiWKe YRAJGHD TORTONSE  WaiMeoidieag
WERAYHADOAHDE  HEROTOHTOMAHHOR  WIWMOHONOHNG, | NERIPETUEHHOID ApenagaTa
‘ A0IMPONKY, NeKoDCTROnMYIG  habMy B kanaWacTio | MEMAYHOROAHDE HOEOTERTOINHOLE
i TADRETOR (8 yRIRDIKS, #AANACE ¢ANNUGRFanINts | HAMMBRHOLD R AGIADONND NERINC T e He8
| | DOPMA W KoNMISTRE THGReTEN 0 YAAROOR
e y - ! e e ! HABNMCe vAnbagaregnnts
BammHEHME CooTReTCcTRYET TpeﬁoBaHunM nn- 005376 290720 MJM NQ1 2
e e o

Hauvank+ur OKK:

Hdata seinycka OKK: « 155 mana

9023 1




