Nuuenans Ne 00205-N1C ot 15 despana 2021 roga

Pazpewenne Ha Boimyck JIIT Ne 37
(8 coorsereTuu ¢ [Tpuaowernes 16 cGMP)

Permission to release produets (in accordance with Appendix 16 ¢cGMP)

Hazranne npoayxra /
Name of the product

[narpund/ Plagril

MITH/

Kaouugorpen/ Clopidogrel

INN -
Jlekaperrenuasn opma /
Pharmaceutical {orm

TUONCTRH, TOKPHITEIE IICHOHOH 000104KO/
film coated tablets

Hosnponka /

75 mr/ 75 mg

Tun yunakouskn / 10 rm. / 3 KOHTYPHAS SUCHKOBAS YIAKORKD / MAYKR KapTolas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun /
‘Bach number

PL1181022

Jara npoissosersa /
| Date of manufacture

26.10.2022

Cpoxk roaiocrti / Fo;iul-a 1o
Expiry date

31.10.2024

Pasmep cepun /

Buch size

Crpana nasnauenus /
Destination country

9 429 ynaxonox/ 9 429 packs

Pocens/ Russin

Peruerpayuontoe yocrosepeHie
/ Murketing authorization

J11-006376 o1 29.07.2020 (nara samens 12,05.2022)/
JIT-006376 from 29.07.2020 (renewal date 12.05.2022)

Hopmarnsusiii 1okyment /
Normative document

JIT-006376-290720, man. No 1.2/
JIT-006376-290720, variation Ne 1.2

TTPONIROACTRO TOTOROIT
Jekapersennoit popmst / Finished
dosage form manufacturing

OBLICETBO ¢ OIPALIIEHHON OTRETCTReHHOCTRIO "MAKI3-
DAPMA" (000 "MAKH3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Axpec/
Address:

109029, r. Mocksa, ApromoGuisuntii npoes. 1. 6. etp. 4, crp. 6. c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6, bld §

Iepsuunan ynakosga /

OGmecTRO ¢ orpaunyenoil orsererseoctsio "MAKN3-

FRIALY POCKAEING DAPMA" (000 "MAKM3-OAPMA")/ Limited liability

= company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aupee / il S I
Address:

109029, r. Mockra, ABToMoGUALILIL tpoesa, 1. 6, cTp. 4. ¢Tp. 6. cTp. 8/

Bropiuuas yiakosra /
Secondary puckaging

OBmecTno ¢ orpanentiofi OTRCTCTREAHOCT IO "MAKH3-
DAPMA" (000 "MAKHW3-MPAPMA"Y Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aapee /
| Address:

109029, r. Mockea. AproMoOnasuLIT npoest, J1. 6. crp. 4, ctp. 6, cip. 8/
| 109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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} thlli\'!..:I(:l-l.('-‘-l-l-l_l-'li‘:l--l{lflli:l:]..;ﬂ._";];._-_ T O6meerno E-_c"nmuwlcmmii OTRETETRENHTOCTRIO "MAKH3-
| KaviecTBa PAPMA™ (000 "MAKH3-OAPMA") Limited liability
| Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
P ALpee
1 Address:
l
|

FOR02Y9, 1, Mocknd, ABToMOOHILILI npoesa, 1. 6, crp. 4, ctp. 6, erp. 8/
109929, Moscow. Aviomobilney Proyezd. 6, bld 4, bld 6, bld 8

i"-!-1;|'m;,1||m.:“_-‘-.¢l;'.' . i ]{.'u;nlH:Lur]‘)c.‘h"C']upi([ngrcl-_-‘“_ B T
APlname i - S——
i Hpoissa,mrens, A Xerepo dparc Jinsure, Musms/

AP manutacturer Hetero Drugs Limited. India

i

- Homep cepiin ADC 7 L CP21050008, CP21050000 T

APLBach number ]

— - S R —

Hacrosmums nosepsaan. wro aanman cepst No PLTTSI022 [Taarpna® taaericn. nokpbirhie
aeioon obogouraii, 75 M No 30, nactiopr Ne 40/23 o1 13.02.2023 Guuma HPOHIBCACH 1
HPOROUTPOANPOBAHAL B COOTUeTETRHN ¢ leleTryiowint | passtiamu Hanrexauei
VPOMBBOACTREHIOI 1Pk Bapasiiickoro Dronommnvcckoro Coosa 1 TPeOOBALHAME
PCIICTPAHONNOro 10che, o TAKKE B COOTBETCTRHN €O COCLMHKALHAME 3aPETHCTPHPOBANHOTO
NpoIy K,

JLOKYMCHTI 110 TIPOWSBOACTHY (LPHMENHMBIN CTAMAM) § KOHTPOMIO KAYCCTRA NPOBCPEHEI 1
OA0DPCHDY,

Aohne 0TI0HEHIA PACCICA0BAlILI B COOTRCTCTRIN ¢ BUYTPCHHUMH HIPOUCIYPAMI i 0J00peHEl
M TOAHOMOMCTTHLIMIL THI10M

I'hereby confirm that this bateh 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 dossicr, as well as in accordance with the specifications of the regastered product
Documents for production (applicable stages) and quality control are verified and upproved,

Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.
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MACMOPT Ne 40/23 cTp.1ma 2
OTOEN KOHTPONA KAYECTBA
NMuuaxana Ne00205-NC or 15.02.2021 r
MAKWMIDAPMA HAWMEHOBAHWE Mnarpun® TabneTku, NOKPLITHLIC
MPEMNAPATA: nneHouYHoi oBonoukoin, 75 mr
100024, r Mocnn HOMEP CEPUM: PL1181022
Pomouounuui npoass | ATA MPOWSBOACTBA: _| 26.10.2022
cTpoOHND 4, FOOEH OQ0: 31.10.2024
bl OBbEM CEPAM: 9 429 yn. N230
o . |-Ananu3 no: JM-006376-290720, Vam. Ne1, 2
Tens: (483 8010098 | "XPAHEHWE: Mpv TemnepaType He Bbiwe 25 °C.
No HammexonaHwo
i A TRHE TpeGonannn HO PeayneTarsl asanuaa
1. | ONUCAHWE Kpyrakio AnORKODWIAYKALIO TAGNETKW € hackod, nokpuiTule | Kpyrnuia ANOAKOOWIAYKNEG TabMeTHM ¢
nneHouHoR olionouKon PoIocKoro UpeTa. thackon, NOKPBITLIE NNEHOUHORN
oficnoviou poilonaro upeTa
2. | NOANUHHOCTE YD-cneKTpodoToOMaTRMA, Ya-cnekrpol nornowerus | Y@ecnekrpodoramerpus. YO-Cnowrpul
MCNBITYBMOTD 1 CTAHRAPTHOrO pactoopon o obnactk ot 250 | nornow@Hn UCNLITYEMOro i
40 300 HM ADNMHLL MMOTHE MAKEWMYME! NPU CAHNK U TEX MG | CTAMAOATHOMO pactnopon o obnacty or
ANWHAK NONH, 250 20 300 HM MMAIDT MAKEWMYMB! NPK
BIMX Bpoma yAOPKMDAHUA  OCHODMOrO MUK HA | O4HWAX W TOX MKE JNUHDX DONH,
XPOMATOIRAMMO UWENBLITYOMOrD  pactnopn  Acnwdo | BIXKX Bpomn yaepwunnnun OcHORHOMG
COOTDETCTROBATL BPAMEHN YAOPKARAHUA AWKA | AKA HA XPOMATOTPAMME UCNLITYEMEro
KNONMAGIPENA HA XPOMOTOrPAMME CTOHAAPTHOrS PACTUORA | PACTUOPd  COOTDETCTDYET — DPEMOHM
{pasgen «KonudectnaHnoe onpoacneHues ). YASDHMUDAHWA MUK KNONWACIPGNA HA
XpOMaTorpamMmMe CTAHADPTHOID
pactoopa (palgen  «KonuuecToednoo
T ONPEACNEHNEN ).
3. | CPEOHAA MACCA re Pd, OC.1.4.2.0008.15 258 95 ur
Ot 248,56 no 263,94 mr (256,25 mr £ 3,0 %) 3'3',’
18/20 TaGneTox He Gonee L 5% "y D;f.’
2/20 raGnotok He Gonee = 10% byt =
4. | BOOA [ P, O®C.1.2,2.0002.15 MoToa K.©@uwepa. 3,8,
He Gonee 7,0%
5. | PACTBOPEHUE [® P, 0OC.1.4,2,0014.15 (101%)
Yd.cnexrpodoToMeTpMA. a9,0%
He wmewer B0 9% (Q) or 3a80NOHHOMQ  KONWYECTDR 100,2%
knenuiorpena vepas 30 Mu, 101,1%
101,4%
100,2%
e 101,5%
6. | POOCTBEHHGLIE BIMX. 0,06%
NMPUMECH Mpumack A = wa Gonee 1,2 % 0'0‘2,,,
npumecs C = we Gonoe 1,5 %, 0‘0,. iy
OANHIYHAN HEWACHTUIMUMPOBAHHNA ARUMECH — KO Ganee 0'1';'.1,"
0.2 %: e
CYMMI npumecen = He Gonoo 2.5 % ]
7. | OAHOPOOHOCTb ro Po, O8C.1.2.4,0008,18 (enoco6 1)
JOZUPOBAHWA AV = 150 Y% (n = 10), ecnn YCNoone He BLINSnHARTeR, T AVie=2.8
AV = 150 % (n = 30), u ana 30/30 Tabnarok
KONWMGCTROHHOO  COADPMAOHWE  KNoOAWAQrpona  A0NMHO
PERETS) LR ee) HAXDAMTHCR N MHTepnane 0,75°M = 1,25M, =
MUKPOEWUOMNOTMYECKASA | D Pd®, O®C,1.2.4.0002.18. Kateropuna 3A.
YUCTOTA OGLwee wvcno aspobHuiX MUKpooRradikamMon - e Gonee 10° Menae 20
KOE n 11 (mn),
OGLWEs “UENo ADOHOKGELIX U NNOCHOBLIX rprbon. 1e bonee Menng 10
10°KQE & 1 ¢ (mn); He gbrapywano
_Escharichia call: oreyrernme n 1 r (wn),
9. | KONMYECTBEHHOE B2IXKX. or 71,25 A6 78,75 Mr knonuacrpena (o1 95,0 % a0
ONPEQENEHWE 105,0 % o7 3aAnneHHOre KonuyeeTod) b o4HoU TatneTke ;‘%9‘52:‘}".
¥ arr]
10. | YNAKOBKA flpu npouasedemee, chacoake w/unu ynakoake wa QOO | FMpauzaodemeo, chacooxa u ynakaaka +Ha
aMAKNUZ-DAPMAN! 000 «MAKMI-©APMA:
Mo 10 TaGneTek 0 KOHTYPHYI sueakobyl ynawosky | Mo 10 tobnetok o kawTypryo
(OnucTep) Ma NNoHKW NONUDAHWNXNOPWAHOW W chonkriu | AYaWkooyio  ynaxomky  (BaucTep) wa
ONIOMUHWORON WNW B KOHTYPHYIC AYOHKORYIO YNakooky | naeHki MBX/NBAX I thoanura
(Bnuctep) wa nnokky NEX/NBAX u honLrt ANOMUHUEDON | aNOMUHIEO0W
Mo 30, 60 wnw 90 TaGnetor n GAMKE W3 NONWITUNOWA
HUIKOrD AODNOHWH, YEYNOPAHHOR KPLILLKGA NORMMBPHOR ©
KQHTPONIEM NEPBOTO BCKPLITWA UKW B DaHKe A3 NONWATUNERD
HLICOKDW MNOTHOSTY, YKYNOPEHHOR KRbILKOW NONUMEPHON ©
KOHTPONEM NCPBOro DCKPLITUA,
Mo 3 unk 6 wOHTYPHLIX AYERKobe ynokonok (GnucTepon) | Mo 3 KOHTYPHWX SYedkoBWE ynakonok
unv no 1 Ganke BMECTE G WHETDYKUWBA NO NPUMDHEHWIG B | (BNUCTOPOD) BMECTE C WHCTPYIUMEH no
NAuKY KAPTGHHYW. | NPMMOHEHAIO O a4y kAaTaHIYIo
11. | MAPKUPOBKA Mepauynan ynakoaxs, Mopouvxan ynokoaxa,
Ha konmyprod wuelkoaol ynakooke (Gnucmaepo) wWa | Ha KodmypHod avolikoaod  yiakoexo
L PYCCKOM _RILIKO _yk0Julamom: _Topronoe Houmedonauue | (Brucmenn)  Ha_ pyeckam  sisike




Havanenux QKK:

Aata Buinycka OKK: «13» chempana 2023 r

3-DAPMA® )

ALnw
AORYMeHTOY

MACMOPT Ne 40/23 cTp. 243 2
OTOEN KOHTPONA KAYECTBA J
Nuuerana Ne00205-N1C or 15.02.2021 r i
MAKUITDARMA HAWMEHOBAHUE Nnarpun® TabneTku, nokpbiTbie
OPENAPATA! nneso4Hon obonovkon, 75 mr
100029 r Moevun HOMEP CEPWU: PL1181022
iy vt Hislb (]P0 .
by | QATA NPOUSBOACTBA: | 26,10.2022
TTRCME o rOOEH 4o: 31.10.2024
e OBLEMCEPWM: 19429 yn, N230
fen s oo |AHATU3 NG 11N-006376-290720, U3m. No1, 2
TR SRS XPAHEHME: Mpu TemMnepartype He obiwe 25 °C.
.nﬁ H::]b;?::;:.rt:anr:n | 'Iipnﬁoununn HO Po3ynLTaTLI aHanuaa |
| NPERApATY  C  NPOAYNPeAMTGALHOW  MApKVpODKOW G, YROJANQ!  TOQrouot  HanMenouiHue w‘
MEXAYHOPOAMOD  HENOTEHTOBOHHGE  HAMMEHODAHWE | Apanapars  ©  NpOAYRPSAMTERLHOR |
| Acampouwy (WD pyeckoM W anrnudcwam A3LKNX), | Mapkuponken 0 MERGLYHOpCAHDE |
: | NERIPCTACHHYIO QIORMY, HIUMEHODAHMR  TOBAPHNA IHAK HENATCHTOBONHOE  HIWMEHORANKG 1 |
| | (natunmien) AupsaTens POMMCTDOUMONHOMD | ABIMPODKD (Mi DYCSKOM W AHFAMIACKOM |
! | YACCTOBODUHUA, HOMAP Capim, ADTY NPOUIBOACTBO (MK | Rawkax), MEKAPCTHEHHAA  diopMma. |
[ haconkn na 000 «MAKWI-OAPMA» gaty NPOMINOACTON | HAMMEHODOHMG TOUAPHBIA  JnOK
| HE HAMQCHT), ADTY MCTEUOHAA SOOI FOANGETH (naTuHKLan) Aepwatens |
Bmepuunan ynaroaxa, PETWCTROUMOHHOMD yAGCTOnupoman, |
[ Mo xapmawnod navke wa PYCCROM J3BINE YROIWOAIOM, | HOMEP COPHM, 44TH MCTENEHMA cpoka
TORrOOOL HAMMOHORIWWE NRENAPATE C NpeaynpeanTenunol | roanacTu,
MOPIAPOBKDN T, MAMAYHAPOAHGE  HEAATEHTOROHHOG Bmopuvnan ynarkoska.
HAWMITHOR AR WY, AQinpoury, mnpunkumpanuumwucwm Ha  kapmonol  novwe Ml DYECKDM ]
| TRYRNY. NeKIPCTHAHHYIO (hapMy M KORWYBCTDO TABAGTON B MBIk PROJINHD TOprono.
| YNRKOHKE, MiaMeHanane W CONGPXANNE AOUCTHYIOWETD | HAMMEHOUAHWD npanapara [+
| UBWECTHD 0 0aHOR TaGneTed,  yenouun  xpaMeHan, NRGAYNPOANTENLHON MARKMPOBKOW @)
NPOLYNRCAWTCNLHLIO  HAANKGH nCmanHT NAKTOIL MEMAYHDDPOAHOE HENMATOHTORINHEE
MOMOTHADATY.  «XPAHUTL B HEJOCTYNHOM  ANA  guTed HIAUMEHORAHKG, ADAKpOnKa,
mucTon. «(lopea NPMMEHEHIEM NPORAPATA IHAKOMBTEC € thapmakoTepanenTuueckan fpynna,
NPUNArIEMON MHETPYKUMEAY, «[IDNHUMATL NO HAAHANEHIIO NEKUPCTHOMHAR OPMa W KoAWueCTno
I npovns, yenopws oTNycKa, CNocoli NpUMEMEMMA, WaANMEK | TaBnoTok o YAOKODKE, HANMEHONAHWE W
W JAPUricTPUPONANHLA - TOLARHBIK  JHOK, HAMER COAEPMIHNE RORCTOYIOWErD DeWecTy
COMABTEALCTIN O POTUCTRALMM TODDPHOrG IHAKD, WOMEpP | o GaWOR Tabnerss. YENOnUs xpaHaHus
POrMCTHAUMOHROND YAOCTOUOPEHWA, HIUMCHOBOHWE | NPCAYNPOAWTEARNHKG HAANKMEY
ACPHATENA PAFMCTRAUWONHOID YAOCTONBPEHKA, ara CTRaMy | «CoRapmiT  NaKTolW  MOHOrMARATS,
W TOBARHLA JHAK (NATUHALCN), HAUMEHOBARWE W CTpaHy | «XpPaHWUTL 0 HOAOCTYNHOM ANN AeTen
! DUPML-NDOUINOAWTENA (NP ApoMaDoacToe Wa 000 MasTen, «Mepen NPUMEHAHIEM
| “MAKU3-GAPMA» yraaninaioT CTRaNy, FOROR), WIRKE-kAA, | nponapata OIHIKDMbLTEC ) c
| HOMUR Cupvn, AdTY NpouanoAcTna (npu NPOMINCACTOL HO | NPWAOracMon R ———
| OO0 «MAKWZ-BAPMAY ATTY NPOUINCACTOA HE HAHOCAT), | «TTPUHMMATL NG HAIHAYORWIG Dpavmy,
ANTY UCTEMOHMA CPOKD TOAHOCTM, WITPHX-KOA O (IOPMATE | yEnonuA arnyckn, cNocob npuMenenur,
Datahalrix,  rnoBanuuil - HACHTHEMKALUOHHLIA HOMEBD | HAANMCL «lDh - JARArMCTPHPEOHIHHLIR
! TOPIOBOW GAMMMUL W MHEHDUAYINBHE COPUAHBIA HOMED | TODAPHLIV M, HOMED
| Topronon equnuel ConaLTenLETnA 0 PAFUETRALIA
f Ha  orakeriy Gamkn w KADTOHHYIO  Nasky moryT OTe | TosapHoro IHaka, HOMBD
i WIHECEHW  TesHWuecKME  (NPONINOACTHOMMME)  KOAW | pervcTpaudaHHoro YAGCTODOREHUN,
! (FRithusiociie, ByKUOHHLIG WAl unchponuia) HAWMUHOBAHNE AspwaTtann
! | Afenonvumensris wa  amopuwmod YOAROBKO (Wil FINKE | DEFACTPALMOHHOID YAOCTODEPEMAN, ero
| RAPIMORHBL) Wi AHENICKOM RIBIKD YKAIWIGO0M! TORronoe | CTPAHD W TOHAPHLIA IMAK (NaTHMBLEN),
f HANMEHDBIMMWE NUKIPCTNORHOMS NPEAAPATR, | HAMMEOHOBMAMME,  CTPAMD W ropoa
‘ | MENAYNIDIAHOS HENATERTORAHKOD HIUMEHONaHWE, | OUPMLI-NPORINDAUTENN, WITPWX-Ka],
| ACIMDOUKY, NErdPCTOONHYIO IAPMY W KONKMLETOO TAGRETOK | HOMAD CERWN, AATY NETeUeHMH CPOKD
[0 ynnkoode waanues aAntinggregants FOAHOCTY,  WTpWE-kDL O hopMmate
! DataMatrix rnoGansMein
! WACHTUDUKOLUBOHHLIY HOMER TOProuan
| BAKHULB " HHANDKMAY AL HLIN
; | COPUitlbIY HOMEP TOPrONal eAnHuLL
: | fonanvumenswe  wu smepwmod
‘T ' YNUKOOKS (MO DMKy KapMOWHod) wa
i | UHENUICKOM AILIKO YRAIOHD' TOProncy
| ’ HAMMOHORAMKE NeKIpCTOEKHOIO
| npanbpara, MEMAYHAPOAHOE
: HEAATAHTONAMHO HiaWMeHonanWo, l
| i - AQIMDOBKA, NeXARCTOOMHAR IOpMA W
! i HanuuecTHo, TAGAETOK B ynakonke, |
3akmoveHme: m=Ng-




