Nnuenrzin Ne 00205-N1C ot 15 despana 2021 ropa

Pazperenne na seimyck JIIT Ne 36
(e coorperernnn ¢ [lpunoxennem 16 cGMP)
Permission 1o release products (in accordance with Appendix 16 cGMP)

Hazpauue nposyrra / ITnarpun®/ Plagril

e [ e T | S
MHH / Knonnuorpen/ Clopidogrel

INN L

Jlexaperrennasn dopma / TabCTKH, HOKPLITLIE MACHOUHOIT 060104KO0iT/

Pharmaceutical form [ilm coated tablets B )
Jloanposka / T5mr/ 75 mg

Dose .

Tun ynaxonku / 10 . / 3 KOHTYpHAA A4CHKOBAN YIIAKOBKA / MAYMKA KAPTOHHAA
Package type - 10 PCs / 3 blister packs / cardboard packs

Homep cepun/ PL1171022

Bach number i

Jlata npouzeojictra / 26,10.2022

Date of manufacture .

Cpoxk rosmoctu / 'osen ao 31.10.2024

Expiry date IR =
Paamep cepun / 9 400 ynaropor/ 9 400 packs

Bach size 3 3
Crpana nasuavenug / Pocens/ Russia

Destination country
Perucrpannonnoe ydocrosepenne | JIIT-006376 or 29.07.2020 (aara samenst 12,035,2022)/

/ Marketing authorization JIIT-006376 from 29.07.2020 (renewal date 12.05,2022) ]
HopmaTusuniit qokymenT / JIT-006376-290720, mam, Ne 1,2/

Normative document JI1-006376-290720, variation Ne 1,2

Il_ﬁturmoﬂc:'rﬂo roToBoit OBuieeTBo ¢ OrpaHHYCHHON OTBETCTREHHOCTLIO "MAKI3-
jaekaperennoii popmet / Finished | ®APMA" (000 "MAKH3-®APMA")/ Limited liability

dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Axpec /

Address:

109029, r. Mockra, ABToMOGHALHBIT TPOE3L. 1. 6. crp. 4, ¢Tp. 6. c1p. 8/
109029, Moscow, Aviomobilney Proyezd. 6. bld 4, bld 6, bld 8

[Tepuiunasn ynakoska / OGuieerna ¢ orpanucHiol orsereTrentocTnio "MAKM3-

Primary packaging PAPMA" (000 "MAKH3-OAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA") |

Anpee/

Address:

109029, r. Mockpa, AsromoBrBILIT npoest. 4. 6. ¢rp. 4, cip. 6, erp. 8/
109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

Bropiunas ynakosxa / OBLIECTRO ¢ OTPAHHYCHHOI OTBETCTBCHIIOCTRIO "MAKI3-
Secondary packaging GAPMA" (000 "MAKM3-PAPMA") Limited liability
' compuny "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
t Anpee /
- Address:

109029, r. Mocksa. ApromoSmisneii npoes, a. 6, crp. 4, erp. 6. erp. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6, bld §




Twyenana No 00205 1C ot 15 hespans 2021 roga

OGmiecTra ¢ of‘fnﬁnqumibﬂ n't"m:w:"l'nclniocﬁ.m "MAKW3-
DAPMA" (000 "MAKHM3-OAPMA"Y Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA™)

RavecTpy /
Quality Control

|

A,

{ Adpec /
Address:

) 109029, r. Mackna, ABTOMOGHILTILIT npoesy, 1. 6. crp, 4, erp. 6, crp. 8/

j 199029, Moscow, Av lomobilney Proyezd, 6, bld 4, bld 6. bld 8

| Hassae AdC/ Knonunorpen/ ¢ lopidogrel

Bl UL R e menee - .
CTTpasanourren, ADC/ Xerepo Jlpare Jsairen, Mums/

- AP manufucturer Hetero Drugs Limited, India

T S I e e i e

- Homep cepun ADC) CP21050012

AP Bech number

Hacrosis noareepanaio. uro Aarnas cepist Ne PL1171022 [narpundo TaGICTKIL MOKPLITHIC
NAICHOUHON 0B0I0MKOI, 75 M No 30, nacnopr Ne 39/23 or 10,02.2023 6hua NpoOM3BeICHa |
TPOKOHTPOAMPORANG B COOTBETCTIIN ¢ AcHeTsyowmmu [Tpasunamy Haanesaweii

HPOIBBOAC TBEULON npacriticn Erpasuiickoro Ixonomuuceroro Coto3a 1t ‘mpeGoBanusnm
Pernerpatmonioro jocte, g tagre & COOTRETCTBHI CO cnennDura My 3aperncTpupoBatior
fpoviera,

Hoxysenru no HPOIFIBOACTRY (IPUMEHUMEIM CTAZHAM) i KOIPOIIO KaveeTsa nposepenn i
CAOOPCHLY,

Q

JoGrie oriionenns PACCIICIOBANDI I8 COOTBETCTBHN ¢ By YTPCHHUMY TPOLIC Y PanH i 0J100peHLt

Yuoauosouentnim JTHIOM [/

Fhereby confinm that this hatch was produced and controled in accordance with the current Rules

of Good M anufacturing Practice of the Eurasian Economie Union and the requirements of the
Marketing dossier, as well as in accordance with the specitications of the registered product
Documents for production (epplicable stages) and quality control are verified and approved.
Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person,

A ¥
Beperennukona B.K./ Iﬁ/ﬁfj; i «tln f’{?é"-«‘.‘i‘_l_ 2023 r,

Ynoanosmosenmioe JHIO /
OO0 «M A KIB-DAPMA» \
\




NACMNOPT Nz 39/23 cTp.1mu22
f A OTAEN KOHTPONA KAYECTBA
: Nuuenana Ne00205-11C oT 15.02.2021 r
MAKMNIDAPMA HAMMEHOBAHUWE Mnarpun® TabneTky, NOKpbIThIC
NPENAPATA: nneHovHoW o6onoMKoi, 75 Mr
109020, . Mockea HOMEP CEPWUMU: PL1171022
Anhconnuinnpocsa. " NATA IPOMSBOACTBA: | 26.10.2022
CTpoOeHMe 4, TOOEH O0: 31.10.2024
e OB LEM CEPWW: 9 400 yn. N230
. AHANTU3 NO: NN-006376-290720, U3m. Ne1, 2
Ton: (AD%) U106 | XPAHERME: Mpw Temneparype He Bbiwe 25 °C.
nt}l: H?‘l;a;:::;?ﬁnﬂ TpeBonanua HA Peayneratel aHanuaa

1. | ONUCAHUE

Kpyrnwe AnoRkonbInyknbie TabGneTkv c macm';'ﬁ. NOKPLITLIO
nNEHOYHOW olioNaYKoW poacnore uneTa.

Kpyrnbie ADORKOOLINYKALIO TAGAOTEA €
thackou, NOKPLITILE NNEHOYHON
olionoukon pojanaro ysera

2. | NOANWHHOCTE

Y@-cnekrpochoromeTpun.  YO-CnekTpsl  NOMNOLWAHWA
UCNLITYBMOrD W CTaHgapTHoro pactnopon o oGAacTu ot 250
Ao 300 HM Aon#HL UMETE MOKCUMYMBI NPW OAHWUX W TEX Xa
ANWUHAX BOMH,

YO-criextpodioToMeTPUR, YP-CnekTpbl
NOrNOWEHWA NCneITYaMora “
CTOHAJPTHOMO PACTOOROD N OGNACTH OT
250 Ao 300 HM MMEIOT MOKEUMYME! NPl

BIMX Bpoms  yacpHYDOHMA  OCHOBHETG NUKD WA | OZHAX M TEX Me ANWHAX DANH
XPOMATOrpaMMe MCNKITYEMOro poacTnopn pomwdo | BIXKX Bpemn yAepmanaHue 0CHODHOrO
COOTRETCTOODOTL BREMEHA YABPWABI AR NUKA [ UKD HA XPOMaTOrpPamMMe UCTLTYEMOro
KNONWAQrPENa HA XPOMATOrPAMME CTAHAJPTHOMD PACTDOPA | PACTOORG  COOTDOTETUYOT  OPOMOHW
(paapen «KonuuncToeHHoo onpesaneHues), YAORKMUDAHWA nWKO  Knonwaorpena Ha
XpOMATOrPOMME CTaHANPTHOIO
pactnopa  (pasaen «lonuuectnenmnoe
= onpeaenaiuen).
3. | CPEQHASA MACCA o PO, 0©C.1.4.2.0009.15 258 10
OT 248,56 A0 263,94 mr (256,25 mr + 3,0 %) e E.,/""
18/20 TaGneTox Ho Genee = 5% 230
2/20 TaGneta He Gonee + 10% (i
4, | BOOA e P®, O®C,1.2.3.0002.15 Metoa K.Duwepa. 3.8%
He Gonee 7,0%
5. | PACTBOPEHME re Po, ODC,1.4.2,0014,15 {100%)
Y@-cnoxrpodoToMeTpUA. o98,8%
He modoe 80 % (Q) or 2aABNEHHOrG KEnuYoCTRA 098.8%
knonuacrpena yepea 30 MuH, 99.4%
102,8%
100.0%
" 98,5%
6. | POOCTEEHHKLIE B3INX, 0.07%
NMPUMECH Mpumect A = He Ganee 1,2 Y 0‘03‘::.
npumMech C = Ho Bonea 1,5 %! 0.07%
CAUHUHHAN HEWACHTUCDULMPODBAHHAA NPUMECE = He Oones 0'16"'"
0,2 %; bl
CYMMD NpumMecoid = we Bones 2.5 %, o
7. | OOHOPOOHOCTE IO PO, OGC.1.2,4.0008.18 (cnacob 1)
AO3WPOBAHMA AV £ 15,0 % (n ® 10), 6cnK YENORUE HO DWNONHAGTEA, TO AVipz 4.1
AV = 150 % (n = 30), n anAn 30/30 Tabnetok
KONMUECTDOHHO®  COABPWAHHG  KNONWAOTPANA  JOMNHO
HAXOAWTLER D WHTOpRAne 0,75:M = 1,25'M.
8. | MMKPOEWMONOTNYECKAA | N PD, ODC.1.2.4.0002,18, Kntaropun 3A,
YUCTOTA Ofiee YWeno napolHkix MUWKPOOPraHnamMon = He Gonee 107 Menee 20
KOE n 11 (mn);
Qliee yncno ApoNokenbix ¥ ANBcHeDWX rpubon: Ha Bonoe Meree 10

10° KOE 0 1 r (Mn);
Escherlehin coli: oteyTetone o 11 (mn).

He oOHOpymeHD

9. | KONWYECTBEHHOE

BIMX, or 71,25 a0 78,75 mr knonuporpenn (ot 95,0 % ao

ONPEQENEHME 105,0 % OT 30nBNEHHONS KDNWYACTDN) B OAHOR TABNOTKE (I‘I?J‘IMZ:W)
Tl
10. | YNAKOBKA Mpu npoutecdecmae, chacoake w/unu ynakooko Ho QDO | Mpoudeadcmeo, chacoarn u ynakoaka Ha
aMAKIHZ-DAPMAY 000 ¢MAKMZ-QAFMAN!
Mo 10 vabneTok b KkoWTYpHylo Auchkomyw ynakenky | Mo 10 TaGnevok & KoWTYpHYIO
(GnucTep) M3 NNeHkM NONWDWHWAXNOPWMAHOA W honbrv | Auehkanyie  ynakonky (Gnuctep)  wa
ONIOMUHWBBOR WAW N KOHTYPHYID AYedkopyl  yRakonky | nneHen NBX/MNBOX u donuri
(Gnuerep) na nneHky TIBXMBAX U lonsrn aniomuHrenon | aniomuiionoi
Mo 30, 60 wou 90 TaGnotok n Gadke w3 NoAMITMNOHA
HUIKOrD AIDNOHWA, YKYNOPOHHOW KPLILIKOW NOMUMapHOR c
KUHTRONEM NEPBOrg BCKPLITUA WK O DAHKE Wa NONUITHNEHD
DLICOKOW NNOTHOGCTH, YKYNOPEHHOR KOBILLKOW NONUMBPHOW ©
KOHTRONEM NEPDOTO BCKPLITHA,
Mo 3 unn G KOHTYRHBIX AYORKopeiX ynakowsok (Bnuetepeon) | Mo 3 KOHTYRHRBIX AMCAKODLIX YAAKGRAK
unM no 1 GaHKe DMOCTA C MHETPYKUMEW NO npMMENHaHuio 0 | (BhucTapon) nMecTs c UHCTPYKLKAR No
naYky KDPTOHHYIO _NPMMEHEHNIO B NAYKY KOPTAHHYI.,
11. | MAPKWMPOBKA MepauyHaa ynakoaka, [Mopauyras ynakoaxa.

Ha  keumyprod  suedkosoll  ynakoake  (Grucmops) o
PYCEKOM _RIbIKO _YKDALIGAIOM. TORroBog  HAMMEHODDHWG

Ha  wonmyprod auedkouald  yrakoake

(Gnucmopn) WA pYCCKOM _ Sawike |




;' NACNOPT Ne 39/23 CTP. 2 M3 2
|
! o OTAEN KOHTPONSA KAYECTBA
Fifa) NuueHann Ne00205-M1C o 15.02.2021

| MAKM3®APA HAUMEHOBAHUE Mnarpun® Tabnetku, NokpuITbIe
f NPENAPATA: nneHouHon obonoukon, 75 mr
| 1G0026 1 Matkna “HOMEF CEPWW: PL1171022

:S;'J:oﬂum-u.m RIS RN .U,ATA nPO”aBQAGTBA: 25'1 0.2022

CTROD MY o, rOQEH A0: 31.10.2024

i OBBEM CEPWM: 9 400 yn. N230

AHAIKW3 NO: nn-uoes'rs-zsu?zu, Mam. Net, 2
l i y W’AHEH“_E Mpu TemnepaType He Buiwe 25 °C.
i H::;:g::‘r::}anuﬂwo T Tpebonanua HO PraynsTatil ananuan
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npunapata e npeAynpeAnTEnbHOR MEPKUPOBKSH @,
MEMAYHAPOAHOE  HENATOHTODOMNOE — HAMMONMODAMWE &
ACUHPOUKY (M4 pycekom W anrnuicrom AANKIX),
NOKIPCTOOHHYIO IOPMY, HAMMEHOBINHO TORAPHWNA JHAK
(naTunALed) Acpxarans PErMETRPAUHONHOrD
YAOCTOURDCHUN, HOMER CEPWW, AATY NPOMINOACTRA (nph
tpacooie wa 000 «MAKM3-DAPMAS AGTY NPOMINOACTIG
HE HAHOCHT), 44Ty MCTENEHWY CPOKD FOAHOCTH

Bmaopusnan ynarkoara,

Ha wapmonnol nawse wo PYCCROM  RIbIKG  yKOILIGIIOM!
TORrOBOGC HAMMUKODAKKE NEONAPATD C NPEAYNRAGHTONKHDRA
Mapsuponken B,  memayHapoaHoe HONUTORTORAHHDD
HAUMEHODAKKE,  AOIMPADKY, DapMAKOTEPANERTUBCKYIO
pynny, NexapcTuonHyio hopMy U KOMWMBETEO TalneTor o
YNAKGUKE, wONMOHOBOMWG W COoaepMANWe AMACTAaYIOWerS
vowecTea B ooaHon  TalnuTe, YENOUHA  XpAHGHUA,
NOCAYANOAMTCALHLIE  HAANWMCH  «COAGPKMT  NAKTOIMI
MOHOMMARATE, «XPaHWTL @ HBAOCTYNHOM  AnNA  foTail
MOCTER, «Mepoa NPUMEHEMUEM NPERIPATA CIHIKOMBTECH C
MPURAFIEMOR MHCTRYKUMOUS, «TIPHHUMATE NG HAIHAYGHWE
0pavas, YENOUAR OTNYCKa, cnocol NPUMEHEHUA, HAAMNKCL
wfow - 3aperacTPURORAMHEIR TOBARHWW  JHOKe, HOMep
SOMAOTANLCTHA O PACMCTRALMM TOBAPHOrO aHAKA, HOMBP
PEFUCTRALUNOHKHArS YAOCTOBEROHMA, HOWMEHORAHUE
ABPRATANA PErMCTPALMONHOID YAOCTOREREHIN, BID CTpany
WO TUBARPHBIA IHAK (PATUHWLOR), HaKMOWODaHKE W CTRaNY
DUPMLI-NDOMIBBANTENA  (NpH npawanogctoe wa QOO
MAKWNI-DAPMA» yraswnaicr CTROHY, (OpoA), WTPKX-KOA,
HOMED CEPWW, AATY NPOMIKOACTUA (NPW NPOMIBOACTHR HO
000 «MAKW3-®APMAY 1aTy npowanoacten wo HIAHOEAT),
ANTY MCTOMEHWA GPOKD FOAMOCTH, WTpHX-k0 b chopmate
DalaMatrix,  rnoGansHb MABHTHEBHKALMEHHA  HoMep
TOPronol eaukHuuel HHAWIMAYANBHLIA COPUAHBIA HOMEp
TOProHON cAMINLI,

Ha oTuketsy Guankw w KAPTOHHYI nauky moryT Ore
HAHOCAHK  TOXHWYGCKIAL (NpoUaDOACTUOHKbIH) KOjl bl
(rpaciriecine, OykneHnwe unu Ludpone)
Aononnumennko  wa  amopuvwod yriakoase (wa  noaske
KUDIMGHHOL) 1t UHENUGEROM NIbiKe yxianiaaom, TOprodoe
HOWMEKOOOHKUE NOKIPCTUOHHErO npenapara,
MEXaYHADGAHOE HENITORTCAARHOG HOMMEHDBOHNWE,
ADINDOUKY, NEKDPCTOBHHYIO hOPMY U KSNWULETRO TaGNEToK
ft ynnnooke, Hagnuce eAntinggrogans

= HAImHE) uAntluggmgg_;ag*

YRAIAHD!  TONronGe  HAMMEHORAHMA
NpeniupaTa ¢ npeaynpeanTensHof
mapkuponkon @, MemayHaposnoe
HENATOHTOUNRKOG  HONMOHDDOMWMG
AQINPADKD (MO PYCCKOM W AHFNMACKOM

MILIKAX),  NeEapCTReHWan  chopma, |
HIWMBHOBIHWE TOROPHBIA - 3HaK
(natuHALen) nepwarenn
PATMCTRAUNAHHOD YADCTOBAPAHMA,

HOMOR CEpUn, QAT WETeuYcHAN cpoxa
FORHOETH,

Bmopuunan ynaroaxa,
Ha  kapmonned navge
AdbiKko yrazawa: Topronoe
HANMEHOBNHWE npenapaTa c
NpeAynpegnTansHon Mapkuponkon I,

Ha  pyccKom

MOMAYHAPOAHOE HENATEHTOUIHHDE
HARMEHADbAHNA, AGanponkn,
diapmakeTepaneaThyeckan rpynna,

NOKAPCTHOHHAR GIOPMO W KonuYacTno
TalNeTOK b YNAKORKE, HAMMEHOLAHWE K
COAOPMAHNEG ABWCTOYIOWErS NOWecTon
0 OAHOW TUBNETKE, YENOUMA XpUHeHuR
NPOAYNPEAMTANLHLIG HAANKGH
«Conepwut  nakTodm MOHOTHARDTS,
aXpAHHTL U HOAOCTYNHOM ANA AeToR
MOCTON, «Mopoa NpuMeEHeHUEM
npenaparta OIHAKOMBTECD c
npunaragmon MHCTRYKUMEHY,
«[IPUHUMATE D HOIHAMEHWD upadau,
yenoousa otnycka, cnocol npuMaHeHun,
HoANUCH «M» - ADPAFMCTPURORAHHLIA

TONAPHLIR IHaKR, HOMER
COMABTENKETEA o PETHCTRALIMK
TONDPHOr amaka, HOMop
PEriCTRIUMCHHOrD YAQCTOBEDOHUY,
HIMMEHOBAHKE Aepxarens

POFUCTRAUMOHMOrO YAOCTONGPEHURA, Bro
CTDAKO M TOBADHBIM IHAK (NATHHMLAR),
HOIUMOHOBAHKME, CTPaHa W repea
upMBl-npoUanoguTenn, WITPKX-KaY,
HOMOD COPWM, AOTY MCTENENMR cpoka
MOAHOCTH, WTPMX-kO04 D hopmnaTe
DataMatrix, rnoBantHbin
HABHTRIBUKALIMOH ML A HOMER Topronon
SARHNLLLI " MHANDUAYANRHEW
CePUAHKIA HOMEP TOPronen earHNLLL

Loenanxumensvo Ha amopuvHGl
YNaKkoeKe (Mo navke kapmonwed) wa
(HANUUCKOM AIbiKe yKaZANO: Topronon
HIUMMEHOBOHKG NUKIPCTURHHOrD
nponapara, MORAYHOPARHOG
HENATOHTONAHHOE HIUMEaHODaHKE,
A0INPOBKD, NEKOPCTBOHHAA GopMa W
KonwdocTno  Tafnetoxk n ynakonke,

3axknioueHue:

HavaneHuk OKK:

Oata ewinycka OKK: «10y chespans 2023 r
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