Nuuensun Ne 00205-N1C ot 15 despann 2021 roga

Paspewenne na uinyck JITT Ne 249
(p coornereteun ¢ Tpunomenuenm 16 cGMP)
__Permission to release produets (in accordance with Appendix 16 cGMP)

Hazpanne npoaykra / Inarpundd/ Plagril
Name of the product - B
| MHH / Knomugorpen/ Clopidogrel
INN o
Jexaperaennasn gpopaa / TalIeTIN, NOKPLITLIC 1UICH04H0IT 060:104K0ii/
Pharmaceutical form - film coated tablets -
Hoszuposka / 75mr/ 75 mg
Dose _ -
Tun ynaxonkn / 10 i, / 3 Konrypas A4eiikonas YIAKOBKA / HauKka KapToias
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepuu / PL1290623 '
Bach number o i}
Jlata nponasoycrea / 22.06.2023 ' _
Date of manufacture -
Cpox roantoeit / Tojien 1o 30.06.2025 |
{ Expiry date _
| Pasmep cepin / 9 915 ynakonox/ 9 915 packs R
Bachsize
Crpana nassanuenns / Poccns/ Russia
Destination country _ ) |
Peritcrpatstonnoe yaoerosepenue | JIT1-006376 ot 29.07.2020 (xara saMentt 12.05.2022)/
/ Marketing authorization | JII1-006376 from 29.07.2020 (rencwal date 12.05.2022)
’ “HopMATHBHETT J0KYMEHT / JTT-006376-290720, nam. Ne 1.2.3/
lemu\_ ¢ document JIT1-006376-290720, variation N 1,2.3 —
Ilpi)ll_l-.l-';(;;t.lm} roToBol ‘O6LecTso ¢ orpanHueHnoi OTBETCTRENIOCTRIO "MAKI3-
steaperaernoil gopmil / Finished | @APMA" (000 "MAKH3-DAPMA"Y Limited liability
_dosage form manufacturing | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aapee /
Address:

109029, r. Mockra, AsToMoGHILILIT 1poessL . 6. ctp. 4, crp. 6, erp. 8/
109029, Moscow, Avtomobilney Proyezd. 6. bld 4, bld 6, bld §

Teprusnas ynakonka / OGueeTEo ¢ OFPANHICHION OTBETCTBENHOCTHIO "MAKH3-

Primary packaging DAPMA" (000 "MAKHU3-DAPMA")/ Limited lability
. company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

109029, r. Mockua, AnTOMOSHABHLIL 1tpoei. 1. 6, ctp. 4. crp. 6., cip. 8/

Bropuunas ynakopka / OBwecTio ¢ orpanmtiennoii oTsercrsennoctnio "MAKH3-
Sccondary packaging DAPMA" (000 "MAKH3-DAPMA")/ Limited liability
| company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aspee/
Address:
109029, 1. Mocksa, ABTOMOGHI LB NPOE3L. 1. 6, c1p. 4. ¢1p. 6. cTp. &/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6, bld 8




Nvuenann Ne 00205-1C ot 15 teBpana 2021 roga

H'l.lnycxmanm KOHTPRO/IR
Kaueerna /

|

"MAKH3- 1
Limited liability

O6mectro ¢ orpanivenmon OTBETCTHCHHOCTHIO
QAPMA" (000 "MAKH3-®APMA")/

i_gygjj_ty_gm'nml company "MAKIZ-PHARMA" (LI.C "MAKIZ-PHARMA™)
» Anpec/
Address:

- 109029, r. Mockna, ARTOMOGHIILHR
IQ‘}OED. Moscow,

Avtomobilney Proyezd, 6, bld 4. b]

i npoesy, 1. 6, crp, 4, cTp. 6, cp. 8/
d 6, bld 8

Hazsame ADC /

Kionnaorpen/ Clopidogrel

!’L\.PI nume
I Mponzromirrens ADC /
I AP manufacturer

——

Xerepo Jlpare Jlamirres, Mnaus/
Hetero Drugs Limited, India ‘

|API Bach number

S

| CP23030006
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NACMOPT Ne 258/23 Klz.fg E.:Bzﬂz
f% OTAEN KOHTPONA KAYECTBA
Nuuerawa Ne00205-INC o1 15.02.2021 r
MAKMIOAFMA  ["HAUMEHOBAHWUE Mnarpun® Tabnetky, NOKpPbITLIE
T MPEMAPATA: NNeHOuHoW oBonoykon, 75 mMr
20, r Mocwan »
AnToMcHuneMbin peeaa, HOMEP CEPWM: PL1290623
om0, : OATA NPOU3BOOCTEA: 22.06.2023
Ginoanis B rOLEH fO: 30.06.2025
cTpOuNNE B OBBEM CEPUM: 9915 yn. Nel0
Ton: (405) B01.00-88 HFDHEBEHEHO: 000 «MAKWU3-DAPMA»
AHAIUS NO: JIN-006376-290720, Mam. Ne1, 2, 3
B XPAHEHME: Mpwu TemnepaTtype He Bbiwe 25 °C.
n':'!: Hi‘:‘;:::;i"ﬂm_’ B TpeGopanus HO PeaynbTaTel aHanuaa

1. | ONUCAHKME

Kpyrbic  ADORKGDLINYKNWIG  THONETRA & backol,
NOKPLITHIC NNRHEYHER DBONOUKOA poloLars LnaTa,

Kpyraiwie gaumoubmymﬁin Tabnetkn  c©
hackoR, NOKPLITBIE AARHOUHON oLONOLUKGR

2. | NOANUHHOCTE

Y@-cnekTpohoTamMoTprA.  YO-CNaKkTpL  NOrNOLEHWR
VCMLITYEMOrD M CTAHAAPTHOrO pacTnopon n obnactu or
250 a0 300 HM J0MKHL AMETE MAKCUMYMB! PIA OAHKY U
TOX WE ANWUHOX DONH,

BIXX Bpema  YACPMADOHAA OCHODHATG Nuka 1A

XPOMATOFRAMMA  UCTIBITYBMOr®  PacTnopd  AQMMHO
COOTROTCTOODATL  DROUMOHW  yAGPMURAHMY  nuia
KNONWAGTPEND  HO  XPOMATOrPAMME  GTAHAAPTHOMD

pactuopa (paagen «KonuyocTpoHHoe anpeacnoHWen),

posonero Lneta, _
YQ-cnekTpochoToMaTRMA, Y@-cnukrpm
NOFNOWEHWS USALITYEMOrE W CTAHAARTHOMD
pactoopon o ofnactik ot 250 Ao 300 Hm
UMBIOT MAKCUMYMB! MR OAHWX W TOX e
ANMHAX BONH,

BIXX Bpoma  yACRMUDIHUA  QCHORHOTG
NUKI  HO  XpOMATOrAOMME  WCNBITYRMORO
pactoopa cosTuOTCTOYET NPEMEHA
YACPHMUDAHWMA  NUKA  KNGNWAGIPENA WA
XPOMOTOTRAMME  CTAHANPTHOIC pacTnopa
(paaaen «KonuuecTneHHOE ONPEAGNEHNER).

3, | CPEOQHAA MACCA

r® PO, ODC.1.4.2,0009.15

To AV = 150 % (n = 30), u ana 30/30 rtabinerox
KONWMECTDOHHOE COAGPKAHWE KNONWAGIPONA AONNHO
HAXOANTLEA D WHTepRane 0.75°M - 1,25-M.

O 248,56 40 263,94 wr (256,25 wr 2,0 %), 2E0S0 WY
4. | BOOA r@ P®, O9C.1.2.3,0002.15 Moton K.©uwopa, 3.4% ke
He Gones 7,0%
5. | PACTBOPEHWE F'd PO, ODC.1.4.2.0014.15 (09%)
Y®-cnextpodioToMoTpUn, 82,4%
Ho meroe 80 % (Q) oT aaspnomwors KonwyocTon 09.3%
knonuaorpena Lepes 30 muH, 104,0%
95,8%
99,7%
- 2 B 102,8%
6. | POOCTEEHHLIE B3XX. 0.04"%
MPUMECH Mpumecs A = e Gonee 1.2 %:; D'H,;!‘
npumeck C = He Bonee 1,5 %, 0'02‘:/('
CAMHUMHIN  HEWACHTUCGIMUMPODAHHIA APAMOGL — He UI'NWD
Genee 0,2 %; LRy
i CYMMA NpMacei = He Boneo 2.5 %. Sy e |
7. | OOHOPOOHOCTE o PO, O®C.1.2.4.0008,18 (cnoceb 1)
AO3UPOBAHUR AV 2 150 % (n = 10), ecnu yenonne He phinonHaeTes, AVia= 3.0%

HYUCTOTA

8. | MMKPOBMONOrNYECKAS

F'® PO, ODC.1.2.4.0002,78. Katoropun 3A,

QGuine yneno aapolHbix MUKDOCPIaHWAMEND - ke Bonee
10" KOE 0 1 7 (mn);

Obwes YHEnD APDHOKOBBIX W NNECHANLIX rprubon; Ha
Gonge 10° KDE n 1 r (mn);

Encherlchia cali: oeyrerome o 1 r (mn),

Maeneo 20 KOEn 1 r

MeHee 10 KOE u1r
He aGHipysuHo

9. | KONWYECTBEHHOE

BIMX. o1 71,25 A0 78,75 Mr knonnaarpena (0T 95.0 % |

ONPEDENEHUE A0 105,0 % oT 20R0MEHHERG KEAWLACTON) 0 BAKOM 75,66 Mr

Talnerke, (100,94

10. | YNAKOBKA Mpu npowecdcmao, dhacoare wunt ynakoake Ho 00O | [Mpoussodeman, guicoeKn U YIaKoukn Ha
aMAKII-PAPMA; 000 «MAKNI-DAPNAN!
Mo 10 Tabnetor & WoHTYpHYI ANeWkomylo ynakonky | Mo 10 TaGnerox o KGHTYRHYIO AMchkoRyia
(GNUETeR) M3 NNEeHKN NONUBMHUNXNOPUAHOR U hofkrM ynakonky (Gnuetep) w3 nneniu NBX/MBAX v
ONIOMUHUENON UMW B KOMTYPHYIO AHeRKoDYI ynakoory | conuri ANoMUHIeDoN
(GnucTep) wa  nnewkn  TIBXMIBAX  w  chonwrm
anemMukuenod No 30, B0 unu 90 TabneTok o Banke ua
NeMUATUNGHA  HUIKOrO  AADNEHWR,  YKYNOPGHHOGW
KPWILUKGR NONAMEPHOR C KOHTPONEM NEPBOMD DEKPBITHA
wnw o 0aWke U3 NONMATUNGHA DLICOKGA NNOTHOSTH,
YRYNOPEHHON  KPLILKOW NONUMEPHOR &  KoMTpRNnem
NEPHOre BEKPLITHA,
Mo 3 wni 6 KoMTYpHBIX ndedonulx  ynakanok | Mo 3 KOHTYPHBIX  ANBIAKODLIX  YNAKODOK
(GnveTepen) unu ne 1 BaHke oMocTe © WHCTRYRUMEYN NE | (GANCTOPOD) DMEETE € WHETPYKUWER no

! ; |_NPAMEHEHWIO B NOYKY KADTOHHAYIC. | _FIBMMEHEHI0 B NAYKY KAPTOHKYID
11. | MAPKUPOBKA Nepauynan ynaxoaka. Mepauunan ynakoaia,

Ha kanmypnal svedrkonel ynakoake (Gnucmepe) o

Hi monmyprod  svedrosod  ynokoaxo




KK-006/3d8
MACTIOPT Ne 258/23 cTp. 2 wa 2
ﬁ% OTOEN KOHTPONA KAYECTBA
NuyeHaun N200205-1C or 15.02.2021 r
MAKHIDAPMA HAUMEHOBAHMWE Nnarpun® raGnerkw, nokpuiTele
: MPEMAPATA: nneHouHon oBonoykon, 75 mr
100026, r. Moekna '
ANTOMODKALMLIR npoeas, HOMEP CEPUU: PL1 250623
i Aom 6, OATA NMPOUIBOOCTBA: 22.06.2023
T, L]
| s rOAEH 0o: 30.06.2025
| cTpouiie B OBLEM CEPUMN: 9915 yn. Neio
Tan. (405) 901.00-08 NMPOU3BENEHO: 000 «MAKWU3-OAPMAY
AHANKW3 NO: ; nn-oosars-zaunu. Wam. Ne1, 2, 3
= XPAHEHME: Tpu TemnepaTtype He Buiwe 25 °C.
n';: _H"::;’;::::TZ::"“ TpeGobanus HY PelynbTaTel aManuaa
RYCCKOM A3bIKO YKDIBIBIKOM: TOPronod HaumeHoDaHWe (6nuemapa) wa PYCCKOM RabiKg yKOIANHG,
fpenapata ¢ MPEAYRPEanTanLHOA  Mapxuponxoi ®, | Topropoa HOWMOHODAWWG npenapata ¢
MOXAYHAPOOHOE HONATOHTODAHHOE HAUMBeHODaHKE W NpeAYNpeAKTENsHOR Mapkdpomkon @,
ADIMPODRY (Ha pycckoM W OHFAMACKOM  A3bIKAX), MeMaAyHapoaHoe HONaTeMTODaAMKHOE
NEKAPETHAHHYID OpMY, HBUMEHOBAMHWE TODAPHBIA | HAUMAHGBARKWE W ASIMPOBKA (HB pycckaMm K
IHAK  (MATMHALOR)  gepwarenn PEFUCTPALIMBHHErS | aHrnuAcKoM RJLIKIX),  noxapcTooHKAR
YAOCTODGPOHKA, HOMEp capuw, AaTy npouaneacToa | chopma, HOIUMOHOBOHWG  TOnapHBIA awak
(npn hacomke wa QOO eMAKWI-DAPMAR aaty (nnwnuuun).qepmmnn PErUCTRAUMOHHOrD l
hpowanogeTost HWe HawoenT), AdTY WETOuGHMA cpokn YACCTONGDUMWR,  HOMep cepwd, Aato l
| FOAHOCTM, HETOuYEHWA CpoKa rogHocTu,

I Bmopuynan ynakoana, Bmopuynan ynakoaxa,

! Ha kapmonmod nauke wa PYCCKOM R3bike yxaawmamom: | Ha KapmowHoil navke Ho BYCCKOM Hanike

| Topronog HauMaHoBaKK npenapara C | yK1dawo: TOpronon HAMMBHODAHWG

l NPEAYNPEAUTENLHOR MapKHpOBKOR O, MexAyHapoakoe | npanopara c NPeAYNPEAUTENHOM

I HENATEHTOUAKHDY HAKMBHODAHUE, AoJvponky, | Mapkuponkoi @, MOMIYHAPOgHOE

mnpunnwupnnumuuuawm FRYnny, nexapcToenHyio HeNareHToRaKHoe HAMMOHOBAHME,
opMy W kenuuectmo Tabnetok n ynakonke, | Aoawponkn, S apMaKaTEPANABTHYECKIN
HAUMEHORAMME W conepwanue AeHcTRYIOWero TRYNNA,  nekapcTooxKon thopMa w
BelWecTea o ognod raBneTxe, YCNODWA XPOHEHWA, | KonuvecTng rabnetox  n ynakoogo,
NPEAYNPOANTENLHEE  HAAnKWCH «ConapwuT nakToam HEMMBHODOHKE " COARPMAHME
: MOHorMapaTs, «Xpawuth o HOAOCTYNHOM ANA peTed | geicToviowero BOWEETRA n  ogHoW
MEeCToN, w[lepes NPHMEBHEHWEM npanapata | taGnaeTe, yenomun XPAHEHWUA,
J OIHAKOMLTECE €  npuRaraemon MHCTRYKUMEA®, | NpeaynpeanTenbHbIE HoanuckH «Coaepwur
| «llpUHUMaTH N HAJHANEHWIO Bpauas, ycnonun otnyekn, | noktosw MOHOrMAPATS,  «XpaWuTe @
cnocol NPUMEHaHUA, H2ANKCL wn * | HeaocTynHoM AnA geTod MocTen, «Mepog
! JAQCTWCTDUPODAKHLIA  TOBAPHBIA  anaks, HOMED | NpUMEHEHUOM NPONAPATE OIHOKOMbTOCL C
| COMABTONLETOA O porvcTpaunm TOBOPHOrO  3Haka, | npunaracmof MHCTRYRUKER?, «[pUHUMaTE
i | HOMOp PeTHCTROLUMOHWOrD YAOCTODOREHHA, | MO HalHaveHWo bpavas, yenooun arnycwa,
| | HAUMBHONOHUE aopwarenn ROFHCTDAUMOKNHOMG | cnocof NPUMOHOHKA,  HOANWCE «(0n
‘ ’ YAOCTOOCROKWA, eoro  crpawy w TOBOPHLIA  aIHOK JOPCrUCTPUPDBANNBIA  TORAPHRG JHAKR,
(naTMHULGR), wWaumeHoDAHME W CTPaMY diupMbi- HOMap cawpgetenscTea o PECMCTRaUMM
NPOMIDOAWTENR (NpK NPOU3INOACTDE Ha 000 «MAKW3- | Tonapwora IHAKD, HOMEP POrWETPaLKOHHOrO
DAPMAS  yraswparor CTRAKY, ropog), WTpUx-KoZ, YAOCTADEPAHMA, HAMMBHODAHWD AopwaTens
' HOMOD CopWW, AaTy npoanogcTea (npu npowascacToe perucrpaunaHHaro YAOCTODOPEHUR, erp
Ho Q00 «MAKW3-©APMAR AOTY NPOWIBBACTHA He | cTpoHa w TOBOPHLIA AHAK  (ROTHHMUERH), |
f HIHOCAT), ADTY METAYEHUA CPOKA roAHOCTH, WTPHX-KOA | HaWMBHODaHME, CTPOHA W ropoh cMpMbi- |
o topmate DataMatrix, rnoGansHuR NPOMIDOAUTENR, WITRUX-KOZ, HOmap copuy, |
HABHTHEIMKAUMOHHBIR HOMEGD TOProbod eAuMuUb AQTY MCTOMBHWA cpoka FOAHOCTH, WTPUX- |
' MHAMBKAYaNMLHLI COPUANBIR Homep TOProvod eauHuuLl. | xeg o cdopmare DataMatrlx, rnoBanHbi i
Ha IThKETKY Garkw u KAPTOHRYIO nauky moryT Buith HABHTUDUKALMOHHWA  HoMEp Topronon |
HAHECOMD  TEXHUYBCKUE (npou:uonmemme) KOABl | eauHuUbl K MHANBUAYANLHWA  COPUAHLIA
(rpachuuocina, OyKneHHbID MK Uuponsie) HOMED TOProDoW oauHKUL,
Honenwumensyo wa 9mopuNHal yrakouxe (Mo navke Honannumensne wa amopusHald ynaxouxe
KapmonKod) Ko anenulckom AIuike  ykaawiahiom: | (Ha  nauxe KIpmowKad) Ha  avanudckom
TOPronoe HAWMEHODIHUE NaKopeTueHHaro npenapara, | Ramke YROJRHO! TOPronoe HamMmeHobaHue
MEXAYHNPORHOE  HANaTOHTODAHHOE HAWMOHOBAHWG, | nekapeTooHHore npenapara,

! ACVPQBKY, nexupcToeHHy dopMy W KemudecTno MOXIYHOpoaHO. HENATONTODAMHOO

i Tabnetok o YNAKooko, HagnWck «Antinggragants, HauMeHoBaHue, Joavpookn, nekapcTaenHan

f thopma i kenuuecToo TabneTok o ynaxkonke,

l HaAnueh «Antiaggreganty,
3aknwueHue: . CooTBetcTRyer Tpe6oBanuam JI- 0, U3am. Ne1, 2, 3
HavansHuk OKK: ‘ -~ Bonkosa 0.B.
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