Nuyenaua Ne 00205-1C ot 15 despana 2021 ropa

Paspemenne na soinyck JIIT Ne 103
(v cooreercTnmm ¢ punomkennes 16 ¢GMP)
Permission to release produets (in accordance with Appendix 16 ¢GM )

Hazsainme npu,'mcm / lnarpuan®®/ Plagril
Name of the product LB
MHH / Knonnnorpen/ Clopidogrel
INN -~ - i B
Jlekapersennas dopaa / TAOJETKH, NOKPBITRIC [UICHOMTHON 060104Kk0i/
Pharmaceutical form ilm coated tablets . ]
Josuponka / 75w/ 75 mg o -
Dose i - . B
 Tun vn.u.mnm / O . / 3 Konrypias aueiikosas YIAKOBKa / nauka KaproHnas
Package type 10 PCs / 3 blister pucks / cardboard packs i
Homep cepitn / PL1040323
Bach number
Hara npomssoaersa / 15.03.2023
Date of manufacture B
Cpor rojioctn / Fozaen 1o 28.02.2025
| Expiry date - N ‘ _ - ) B
1‘.15\|Lp cepiit / 9 960 ynaxonor/ 9 960 packs B
Bach size | - - N -
Crpana tnasnavesus / Pocena/ Russia
Destination country ) : -
Pernerpanonnoe yaoerosepeune | JIT-006376 ot 29.07.2020 (aara aMennt 12.03,2022)/
! Marketing authorization JUI-006376 from 29.07.2020 (renewal dute 12.05,2022) |
Hopmartuniiii qokymenr / JIT-006376-290720, win, Ne 1,2/
| Normative document JI1-006376-290720, variation N 1,2
I IponssoneTro roronoi OGueeTro ¢ bl‘pulul'wHHoi-i OTHETETREHHOCTLIO "MAIH3-
aekaperveunoii popmnt / Finished | ©APMA" (000 "MAKH3-OAPMA"Y Limited liability
dosage form manufucturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpee /
Address:

109029, 1. Mocksa, AntomoGisuntii npoess, jt. 6, erp. 4. crp. O, eTp. 8/
109029, Moscow, Aviomobilney Proyezd, 6, bld 4. bld 6, bld §

Tlepuiunas yiakonka / OGuieeTho ¢ orpaniteniioit othereruenioethio "MAKH3-
Primary packaging DAPMA" (000 "MAKH3-DAPMA")Y Limited liability

L compuny "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Alpec/
Address:

109029, r. Mocksa, AproMOGIILLLIT 11Ipoe3a, 4. 6. ¢, 4. ¢rp, 6, e, 8/
109029, Moscow, Aviomobilney I’ I‘m* ez, 6, bld 4. bld 6. bld §

HH’I]‘IH‘IH.M VITAKORKA | Obiecrso ¢ C 0PSO OTHETCTBCHIOCT IO "NMAK W3-

Sceonduary packaging DAPMA" (000 "MAKH3-DAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpece /

Address:

109029, r. Mockna, ArToMoGiILILIT PO, 1. 6. crp. 4. ¢ p. 0. crp. B/
109029, Moscow, Avtomobilney Proyezd. 6, bld 4, bld 6. bld §
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By ermonmd 1\'('-r|-r|-\.l-'T|.- ] H(')_t'ﬁll’i.l:cf'n-t_‘:-t-:_m‘pulmlmltllu-i-ﬁ'u‘.l BeTCTREHIOCTLIO "MAKH3-

| kavecti DAPMA" (OO0 "MAKH3-OAPMA")Y Limited liability

'}_(_;]Lillil_j.__.(’_'(}HIrt_wf_ ) et sompany "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Ajlpec

|

|

| Address:

! 109029, 1, Mockra, ApToMosHILILI npoesi, . 0, crp. 4, crp, O, crp. 8/

109029, Muscow. Aviomabilney Proyezd, 6, bld 4, bld 6, bid &
Haspame AdC/ Knomuiorpes/ Clopidogrel

L APL name

— s L ——— e . — — i - ENEp L SREE
| Hpesmno.usreay ADC / Nerepo Jparce Jlnmirrea, Miana/

AP manufacturer Fetero Drugs Limited, India

CHovep cepin AGCT T T EPIATT0003, CPIAT 04 T

| |

A P[ _I_i;:\'h n;,nnhgr . !

FRactosminmss noarepmaaio, o ganias cepis Ne PLIO40323 1 narpun® tadnericn. HOKPLITLIC
ool obaaoukoi, 75 mr Ne 30, nacnopr Ne 108/23 ot 13.04.2023 6nina HPONIBC/IEHA 1
HPORQHTpOANPORANEA 1 couTBETCTIHN ¢ Aciiersyiommmu Tpasunamu Hauerameil
fApoinodcTaennoli npaktiin Espasniickoro Dronomuveckoro Colosa i TpefonanHaMp
Pernerpannonioro 10ene, 8 Takike 1 COOTRETCTRIN CO CHETMPURITIAMH JapEriCTPHPOBAH OO
ll[')l"i,-’:l"-'i\.' I,

Jorysennn no HPOMABOACTIS {HPHACHHMBIM ST |y KOHTPOIIO KAMCCTII PORCperhl o
OAN0PEH bi

JNOOWE OTRIOHEHI PUCCIeIOnMIL B COOTRCTETBIN ¢ BIHYTPEHIMME HPpOLeaypasi it oxo8peitnl
N HOAHOMOUCTINLIMI T OM /

I hereby confirm that this batch was produced and controled in accordance with the current Rules
al’Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Markenng dossier, as well as in accordance with the specifications of the registered product
Pacuments tor production (applicable stages) and quality control are verified and approved,

Any devighons are mvestigated i aceordance with intern:l procedures and approved by an
Autherized Person,

—
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MACROPT Ne 108/23 NICD0SIBE
» etp.1mna2
\-"‘:'\. OTOEN KOHTPONA KAYECTBA
A, NMuuexaun Ne00205-NC or 15.02.2021 r
st HAUMEHOBAHWE Mnarpun® TabneTin, ROKPLITLIC
100020, . 1 MPEMNAPATA: NICHOYHON 06ONOYKON, 75 Mr
20, Liih] H
Aurnmnﬁunnaim npoels, HOMEP CEPUWM: PL1040322
aom i, OATA MPOWZBOOCTBA: 15.03.2023
sl FOAEH [0 28.02.2025
cTpeaie § OGLEM CEPUM: 9 960 yn. N230
Ten. (405) 061-00-01 NPOWIBEDEHO: 000 «MAKW3-GAPMAY
AHANU3 NO: JNMN-006376-290720, Wam. Net, 2
- | XPAHEHME: Npu Temnepartype e Buiwe 25 °C,
"r;!: H?,‘;ﬂg;':;ﬁ":” TpeGousanua HO PoaynLTaTthl aHanqan

1. | ONWCAHWE

“Kpyrnwe ADOAKOUBINYKNWE  TAGNETKN G thackon,
NOKPLITLIE NNAHOMHOW 0GONOYKOR POIoNOrD LLETA,

Kpyrawe — Aponkousinykmnie
HaCKOW, NOKPLITLIG ANUHOYHGR abonoLrkon
poaonero Uneta.

Tabnetin ¢

NOANWHHOCTL

Y®-cnoktpodioToMoTpun,  YO-CROKTPEl  NAFNOWGHNA
MENLITYOMOro W ETARAGPTHOMD PACTDOPOL b ofiniacTh ar
250 o 300 1im AONKHE KMETE MEAKCHMY MBI NPW DAHWK 1
TaX We AJ‘II.‘IH."IH RGNH,

BAX(XX Bpomn  yACPHALAHWN  OCHOBHOTG  HWKD  Ha
XPOMATOrRAMME  WCOLITYEMOTO  PACTHORS  JONMHO
COOTOOTCTUODATE  DPOMOHW  YAGPNUDAHWA  AMKA
kAonuAcrpena 10 XpOMATOrpaMMe  CTaHAOPTHOrG

pacTnepa (phagen «KonuYocToEHHDE onpeaenanes).

3. | CPEQHAA MACCA

e Po, 09C.1.4,2.0000.16

YD-cnekTpo
NOFNOWEHUA UCNLITYOMOTO W CTOHADPTHOM
pactoopon o obnacta or 250 go 300 wm
WMEIOT MIUKCHMYMB NP OAHRY W Tex We
ANWHOX BonM

B3MX Bpoma  yaepmunianun  OCHONHOrG
MRS HD  XPOMATOrPOMMO  MCNBITYOMOrG
paeTnopa COOTOBTETIYGT DREMEHUA
YAUPMUOAWUA UKD KNONWAOTPGNA MO
XPOMATOIRIMMY  CTOHADRTHOMD  PACTROPD

I (pasfen -d(un‘m_\-m_c:y_JoHHou ONPeACnOHIEy)

OF 248,56 A0 263,94 mr (256,25 mr £ 3,0 %) C LAY
4. | BOOA re Pe, O©C.1.2,2.0002.15 Muton K.duwepa. [ R
He Gonea 7,05
5. | PACTBOPEHHWE r®d Pd, OMC,1.4.2,0014,15 (944%)
YD-cnexTpohoToMoTRKUA, 91,84,
He medee B0 % (Q) or 3088neHHore koneqectsa 91,2%
Knonuaorpena dopea 30 mMuH. a7.6%,
03.0%
04.7%
e = LS S 95,0%
6. | POOCTEBEHHBLIE Ba}X, 0.01¢
NPUMECH Mpumeck A - we Gonoe 1,2 % 0145
npumech C = we Bonoa 1,5 %, 0'01;"
CAMHULHAN  HEWASHTUMUMPODANKAN  NpUMech =  He []'1{;*:‘
Gonue 0,2 % 2
CyMmA npumacen = He Gones 2.5 % B
7. | OOHOPOOHOCTL ro P, O©C,1.2.4.0008.18 (cnocot 1)
AV 2 15,0 % (n = 10), acnin yenonue He DLINANHAGTEN, AV, = 6,6%

HAO3UPOBAHUA

TOo AV = 150 % (n = 30), w ana 30/30 Tatnetox
KOMUHECTREHHOE COAOPMONWG KNONWAOIPEND AOMMHO
HAXOAUTHCH O WHToponana 0,75 M= 1,25'M.

8. | MUKPOBUONOTUYECKAR

r® P®, OBC,1.2.4.0002.18. Katorapun 3A.

YUCTOTA Ofwee yucno aapaling MAKPODRraMMaMon - He tonee
10" KOE 0 1 r (mn); Menee 20 KOE g 1 r
QOupre wdcne ARONMELLIY A DAREHONWYE Tpwlbol no
Gonoo 107 KOE n 1 r (mn); Menat 10KOE a1 r
s . Escherichia coll_arcyrerone o 11 (mn). L Ho abHapyieano ol
9, | KONMTMYECTBEHHOE BIWX. o1 71,25 no 78,75 mr knonuaorpena (ot 95,0 % -
OMPEAENEHWE 20 105,0 %) o1 34n0NEHHOTO KONUHOETIN) 1 OAHON 23,58 Mr
roBneTre (101,1%)
10. | YNAKOBKA Mpu npousdodemut, ghacoure Wanu yaasaawn Hn OO0 Mpoulaaderino, hacanrs u yaskousa Hi
«MAKK3-0APMA 000 aMAKIMI-DAPMA
Mo 10 Talinetok o kOMTYpHylo seikooyio ynokooky | Mo 10 taGnetek i HOHTYPHYIO AHEAKOUYIO
(GnueTep) wa NNoHKN NONWOWHUNXNOPMAKOR N donsrn | ynakouky (GNMCTep) U nneHm MEXMBAX u
AMIOMUHUCDOA UNW O KOHTYPHYIO AYCAKONYID Yynakonky | dionury AnomrHncDon
(OnucTop)  “a nnewkn  NBX/NBAX  w donuru
anomuiironon Mo 30, 60 wnw 90 tabnetok b Ganka wa
NONUATANGHD  WWIKOMO  AOANASHUA,  YEKYNOPEHHOR
KPBILWKOW NOAWMOPHON © KOHTRONAGM NERUSID BCKpLTIN
unn o GaMke W3 NONWaTUNEMd HLICOKENH ANATHOCTK,
YKYMOPEHHMOA  NPLIWKOA  MONUMEpHOR  ©  konTponem | Mo 3 KaHTYRHWK  fMeiooux YAAKQNOK
MCRUOro DCKPLITHA. (GnucTepon) PMECTE € BHCIPYKUMuA  no
Mo 3 unu 6 KONTYPHLIX  HMEHKODBIX  YNOKOBOK NPUMEHEHAIO B NA4KY KARTOHHYIO,
(GnueTepon) unw fe 1 SHkG BMECTE € MHCTPYRLMGH no
- | npumenenio s navy kapronsyo. NS N —— gt
11. | MAPKWPOBKA Mepauvnan ynakoara, TMepauiHan ynakous, i
Hi kuHmypHod puedkoaol ynakoase (Gnucmiepe) wa | Ha KOUMypHQL  sidedkodat — ynasaoke |




KK-006/3D8
_ MACMNOPT Ne 108/23 cTp. 23 2
OTAEN KOHTPONA KAYECTBA
Ve IuucHana N200205-NC ot 15.02,2021 r
MAIKMIBAN A HAUMEHOBAHWE Mnarpun® TabneTku, NOKPbLITLIC
NPEMAPATA: nncHouHon obonoukon, 75 Mr _—
Ao s, | AOMEP GEPWRA: | PL1040323 =
Aom 0 OATA NMPOWUIBO/ACTEA: 15.03.2023 — s ——
L FOAEH A0: 28.02.2025
5h:le LD AT OBBLEM CEPUM: 9 960 yn. Nel20
Tre (ARS) G L-S0 MPOU3BEQEHO: Q00 «MAKMN3-DAPMANR
AHANN3 NO: NN-006376-290720, Uam. Na1, 2 [
| XPAHEHME; Mpu TemnepaType He soiwe 25 °C.
- |
el HenmeNos e | TpeGonanua HA, PoaynuTaThi aHanuaa
1= AR Lo U WO .30 5 T () .
AYCCKOM AdbING yADIMGNIOM, TOPTOUOW HIAWMEHORDHWD | (BAUCMeps) Wi pycoraM Ranke yEDIAND!
J nponapaTo ¢ NPEAYNPOANTANLHOR MOprIponKed @, | TOpronoe HOWMOHGBIHWE npenapata ¢
| MEMLYHAPOANDE  HERATOHTORAHNOE HOMMEHOODOMWG W | NPEAYNPOAMTENLHOR  Mapkwpomkon O,
: AGIMEONKY  (HD DYCCKOM ¥ JHFAMAGKOM  AJLIKDX), | MEWAYHOPOAHOR HENATEHTOBNHHOE
[ NERORETORHAYIO DOPMY, HIWMEMODAHAE  TOUAPHLIA | HAUMEHGDOMWE W ACIMDONKA (Ha pycchoMm v
| INAK - (NATUHWUURK)  JOpWATENN  POrMETRULMOHHOTO | OHFAWACKOM NILIKDX), NEKDPCTHEHHAR
| YAOCTORCPAHWA,  HOMGED  COpMY, AOTY NPONINoACTHd | chopMa, HAMMEHORIHME TOBAPHLIA - JHUK
| (Mpn hicowe Wit Q00 «MAKW3-DARMAS  aaty | (natansyed) popwatenn DRFMCTRALMONHOID
APQUIDOACTRA Mt HOHDCAT), AATY WCTEdsHWA CPOKI | YADCTODOPOMUH,  HOMER GEpUW AaTa
[SAHOCTY METANOHUN CROKD ragnanTi
Bmopuvnan ynanoara, Bmopunan ynaioan,
| | Ha wapmasmni gnuke wa [IYECKOM AIBIKE YRI5 000mm Ha wapmoneod tauke i DYCCKOM HILIKO
I Topronco HAWMIZHOBIRKE npenapatn c YEaHO, Topfouae HAMMEHOROHWG
| fpeaynpefuTenuion Mapkuponkon @0 memaynapoaken | npenapata c NPeAYNDEANTNIRHOR
i HEMOTEHTONIHHDE HINMOHODAHE, AOQIUPODKY, | MIpKWpPOOKAH &, MOXAYHNPOAHOO
DIDMOKOTERANEATUMECKYIO  TPYNNY,  NCKAPCTUOHHYI0 | HeNATEHTONAHHOE HIKMEHOD RN,
diopMy  w koauecTag  TabnoTork o YNaKkonke, | Aoauponkn, hapmakoTepanenTuieecKkan
HOUMCHOUAHAE W COACRMONMG  AGWCTDYIOWEro | rpynna, NeKAPCTRRHHAN thopmo "
[ PEueETHA b ooadok TalnaTke, yenouun xpaMesun, | xonwseeTno  Talinerok o ynakonen,
MRRAYNPLAUTONRHLIO  HOANKEY «COABPWNT NAKTOIL | HAWMEHODANWG “ COAnPRIHUR
MOHOMMARATH  «ADAHWTE O HEADGTYAHOM Jnw geTel ACWCTOY WG newaciua n OAHOR
| Aacten, afepea NEUMAHEHWOM apenapata | TabneTke, yenamuum XQITHEHUN,
,‘ CIMAKOMBTECE € APANAMAEMON  WHCTRYKUMEAD, | NREAYNPCANTENbMbIE MAANMEN «CoARpMUT
[ aMlpuHema T o HUJHAUUHWG ORIYaL, YONDUWH OTNYEKE, | NOKTOIel  MOHOMMARATH WXpaNUTE D
cnocab NEUMEHEHNA HAANUEK afdi = | HEAOCTYNHOM ANS Aoten Mmectow, «llepeg
5 VIPETUCTOHPOUAMILIA  TODOPHIWA  JHOKD,  HOMED | NPUMEHEHWEM NPEAAPATA OIHAKOMBTECH C
CHMASTENLETON O PEFUCTPOLIMK  TOUAPHOTD  3HAKA, | NDUARFAGMON WHCTRYKUMORN, «[TBUHIMATL
HOMER PETMETRAUMOHHOrD YAOCTOUCREHWA, | N0 HAIMAMEHWIO BPOMIR, YCNOOWA aTnyCKa,
HITWMO RO ML ACPHATENA RETUCTROUMOHHOMG | cnocol  NPUMOHGHWR,  HOANWCHK iy -
| YAGCTONANCHUWA, @0 CTROHY W TOBOPMWI  3HAK | A0PErHCTPUPODNIHHEIA TODAPHBIA  AHaKS,
} (NATUMAUAM),  HAUMCHORAWWG W ETPOHY  UPMBb- | MOMED  COMAOTONLETDA O PErUCTROLNK
npoUIBoANTENn (Npi npouasoacToe o OO0 «MAKWA- | Tonaprara anaka, HOKMECR PEFUETRALMOHHOrG
| DAPMAY  yraJuIDMIOT  CTRAHY, TOPOA),  WITpWY-KoA, YAOCTODOPCHUA, HAUMEHONAHKE AOPKATENN
| HOMOP Capia, ADTY NPOWINOACTOA (MPW NPOWINOACTDN | POFMGTPALMONHOTG  YADCTODCPCHUA, €ro
#a D00 «MAKWMZ-©APMA» AiTy NROMINOACTHA HO | CTPAHD © TORIPHLM  INOK  (RETHHALeK)
| HOHOCSHT] AaTy MCTOYOHUA CROKA FOAHOCTU, WWIPUX-KOA | HOMMEHANAHWG, CTRAMA W ropea UPMe-
i thapmate DutaMatrix, FAOGANLHBIA | NPOMIBOANTENR, WITPHZ-KOL, HOMER CophM,
i WACHTUDMEIUNOHHLIA  HOMER  TOPrODOR GAWHNLLI M AOTY WCTOYGHHA CROKA FOAMOCTH, WTPUX-
MIARRKMAYD bHBIA CERUAHBIA HOMEP TOPrONOR o lMHIMLLL, | KOA o wopmaty DntaMatrix, rRoGanuHbd
Fli aTukaTey BOMEN W KARTOHHYIO Nauky MoryT GuiTh UACHTUHKALUMOHHBIA - HOMOD  TOPronoR
| HAHBCEHL  TOXHUUOCKUE  (APOUABOACTNEHHKIE) XOAbI | CAMHULLI M WHAWDWAYANLHIA  COpHAMLIA
(rpathuiecrie. DYKOOHHWE AW UMPonLIe) HOMEDP TORFODOW OAMHULG!
‘ AonenHumenano wa amopusHo ynakoare (Ha NavRe | JOnonHumennHo wa amopusHod ynaKkouxy
Kapmonnai) it avppudckom  Adwke  yeodwamom | (Ha nauke KApMOKHRd) nn aMEnUGCKOM
Topronce AWMCHOOAKUE NEKAPCTHENHOMD NPUNAPATI, | AILIKD YKOIOHO TOPIONBE HIAWMEHORAHUE
MONAYHARDANDE  HONATOHTONAHHOD HAWMEHOBIKAG, ' AQKIRCTIEHHOMD apenapara,
; ROIMpODKy, NGXARGTOCHHYIO @OPMY W KORWETnall meMAyAPOAHOe HERATONTOBANNOE
| TaGnetox o ynakowke, Haanuce rAntinggregarie =" HAWMBRBTANNE, 40INpODKA, NeknpeTnanHan
b doprtiatRnuIecTIo TibAEToK b ynaKeRKe,
N B ~ | " 2 HALNMEY! taggreganty. ]
e il ’ r
3aknodeHue: CooTtseTcTByeT Tpe6oBaHus {lHOQBBTM& W3m. Net, 2
HavanbHuk OKK: ' Bonkosa 0.5,

Hara sbinycka OKK: «13» anpens 2023 r
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