Nuuenaua No 00205-/1C ot 15 despana 2021 roga

Pazpewienie Ha suirmyek JIIT No 107
(i cooTeeicrnmm ¢ Mpunoaernmen 16 cGMIY)

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

Haspanne npojykra / Inarpun®/ Plagril
Name of the product
MHH / Knonunorpen/ Clopidogrel
INN i | ._
Jerapersennan gopma / TADACTKH, HOKPLITLIC IIICHOMHOIT 06010Kal/
 Pharmaceutical form . film coated tablets - ) &
Josuponia / 75Mr/ 75 mg a o o i
Dose ‘ ) . - o :
I'nn ynakonky / 10 wre, /3 konrypuas suciikosas ynakoska / nauia kaprormas
Package type _| 10 PCs /3 blister packs / cardboard packs
Homep cepun / PL1080323
| Bach number
Mara nponasoyctna / 17.03.2023
Date of manufacture - _ |
Cpoxk rognoers / N'ogen o 31.03,2025 B - )
Expiry date =
Paamep cepim / 10 000 ynakosor/ 10 000 packs
Bach size ‘ )
Crpana vasnauenms / Pocenst/ Russia

Destination country

Pernerpanionnoe yaocrosepenne | JIH-006376 ot 29.07.2020 (nata sasennl lﬂ.ﬁﬁ.'.".(lll)#

/ Marketing authorization JI-006376 from 29.07.2020 (renewal date 12.05.2022)
Hopauwrusnuii gokymenr / JINT-006376-290720, 1im. No 1,2/

Normative document J1-006376-290720), variation Ne 1,2

[IponsponcTso roTopoit OGtectno ¢ orpann UCHIOM OTRCTCTBEHHOCTRIO "MAK 13-
nekapernenoil popmat / Finished | @DAPMA" (000 "MAKHM3-DAPMA"Y Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Allpee /

Address;

109029. 1. Mockia. AuromMoGLibi Hpoei, /. 6, crp. 4, ¢ip. 6, crp, 8/
109029, Moscaw. Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

Heppnunas ynakosia / | O6meerso ¢ OrpaHHvCHoOil oTReTeTRENHOCTRIO "MAKH 3-
Primary packaging DPAPMA" (OO0 "MAKH3-OAPMA")/ Limited liability
_company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:
109029, 1. Mockna. Apromoduaniuti npoesn, . 6, crp. 4. ¢ip. 6. crp. 8/
109029, Moscow, Avtomoabilney Provezd, 6, bld 4, bld 6, bld &

Bropnunas ynakonka / OOueetso ¢ orpannieinioii orpererpenioeTrio "MAIKH3-

Secondary packaging DAPMA" (OO0 "MAKM3-BAPMA")/ Limited liability
. _|.company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aupee /

Address:

109029, r. Moeksa. AproMoGiILILIT npoet, i, 6. erp. 4, e, 6, crp. 8/ '
| 109029, Moscow, Aviomobilney Proyezd, 6. bld 4. bld 6, bld 8 - - o




| Bruyeraonmni KOWTPOL

Huereaon No Q0205 1C ot 15 $erpana 2021 ropa

| OGueetno ¢ QUPUHIMCHION OTBETCTBEHHOCTLIO "MACH 3-

Fasteer DAPMA" (000 "MAKH3-OAPMA"Y Limited lability
Quality Control | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

l Anapec .

|
b
|

Address;
HO9029, 1. Mocka, AnroMosunLini HPOCHL /L O, CTp. 4, eTp. 0. ¢rp. 8

109029, Muoscow, A vtomobilney Proyead, 6, bld 4. bld 6, bId &
Thtamane A J K.‘lnnlr,’n_\rpl:.'rs' ("It_;pidngrul
Allame '

Hpomimomrean AdC
CAPTmanufcturer Hetero Drugs Limited, India

i_l(_wup Tiqﬁm ADC
L AP Buch number

| Nerepo Jipare Timiien, M

|

[ )

Hacrtosms noarsemicimo. IO Aarias cepis No PLI10S0323 Tnarpings TAGIICTRY, HORPBITLIC
n

HaenoHoit obosouKoi, 75 M No 30, nacnopr Ne 113723 o1 13.04.2023 Giuna pousneIena 1
HPOKOITPOAUPOBANL 5 COOTHCTETBHY ¢ Aciieraytonuinn Mpaniamy Hannemxanmeii
npeImRoACTrECHION pakrikn Espasiiicoro Ikonomuyeckoro Corosa i TpeboRanmsmn

Perme PLIHONITOro Tocke, 1 FRIGKS B COOTRCTCTRIUN CO l‘-l'lClIH(,H-IKHIlHHMH 'Iilpcl'll(.:']'r]llpﬂllﬂlll-lﬂl"ﬂ

HPOIANVKTA,
Jrll'\l\'_\'.\f'-:l“hl 1O [IPUII'H!I'”[L"TH:\ (le!rw.:llHMhrM CTAJIHM) 1 Ifn”'rpﬂﬂlﬂ KavecTna l'lﬂ[‘l“‘.‘pﬁl”:f H
QOO PE,

Jhotine otictoncnns pacesnetonatin COOTRCTCTRUM C WHYTPCITH MK HPOICAYPaMIt 1 0J00peH !

NSO L SO

Fherchy confimm that this bateh was produced and controled in aceordance with the eurrent Rule

of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossier, as well as in uccordance with the specifications of the registered product
Documents lor production (applicable stages) and quality control are verified and approved,
Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person,

Bepercininkona B/ ..'-fﬁc--‘r-‘.?.-.’. «_:,fﬁ_»_{,’?. "i/?_‘]‘_‘,fi 2023 r.
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-006/30®
MACMOPT Ne 113/23 KK 308
cTp. 1 M3 2
/N OTREN KOHTPONA KAUECTEA
akbwgmen] INnuoxawn No00205-NC o 15.02.2021 r
MAKMIDAPMA | HAMMEHOBAHUE Mnarpun® tabneTku, NokpLITLIE
i NPENAPATA: nneHoYHon obonosukon, 75 Mr
8028, r. Mockna »
ABTOMOOUN LKL APOLIA, HOMEP CEPWN: PL1080323
oM b, OATA MPOU3BOJCTBA: 17.03.2023
T FOAEH A0: 31.03.2025
aTpooHne B OBBLEM CEPUM: 10 000 yn. Ne30
Ten.: (405) 01.00-18 NMPOW3BEOEHO: 000 «MAKN3-DAPMAY
AHAJTU3 NO: JIM-006376-290720, Mam. N1, 2
XPAHEHME: Mpu Temnepatype He Buiwe 25 °C.
n'}l: Hzt:::::::l“nm TpeGopanuna HO PeaynkTaTil aHanuaa
1. | OMMUCAHUE Kpyriibic  AUOAKOBLINYKABIC  TAGneTsn € (Dackow, | Kpyrieie  AUOAKODGINYKAwo  Tabnemsn & |

NOKPLITLIE NNOHOYHOR oBonoYKol polonore LUneTa,

QOCKOW, NOKPLITHG nNeHouHoR obonoukon
po3onoro useta.

2. | NOANUHHOCTL

Y®D-cnokrpothoToMaTpua, YO-CNekTpul  NOFNOWEHWA
MENLITYEMOrD 1 CTAHAARTHOrG pacTuopos n ofinactk oT
250 o 300 HM AOMKHBI MMATL MAKSUMYMBI MIPH DAHKX W
TEX WG ANAMEX DQNH,

BOXX Epoma  yoepmuooHua  ocHORHOMO NMKA WA
XPOMITOrPAMME  WCALITYGMOre  PAOCTDOPD  ROMKHO
COUTHETETHONATE  UPOMEHM  YNODWMOIHWA  RAK)
KNanuaarpenn Wi XpOMATOTPAMME  CTAHANPTHOID
pacrnopa (payjien cKonnuecTneHHoe onpeasneHnes),

Yd-cnoxtpothoToMaTpMR, Yb-cnexipol
NOFAOWEHNA UCNLITYEMOTO W CTOHAAPTHOMD
pactuopen b obnactu or 250 a0 300 HM
MMEIOT MOKCHMYMLI NPU OfHAX W TEx WMo
ANWHOX BONH

BIMX Bpoma  yacpHupaHwn  OCHODHOrO
MNUKA  HA  XPOMOTOPAMME  MCNLITYEMOrD
pRETBOPD cocTuoTCTDYeT OPOMAHK
YAOPHUDAHWA  nUka khonugerpona Ha
XPOMATOrpAMMO  CTaWAARTHOrO pacToopa
(pasgen «KenuuectoeHHos onpegenciies).

r® PO, ODC.1.4.2,0009,15

[O3WPOBAHWA
l

3. | CPEOHAA MACCA 260.13 Mr
Or 248,56 a0 263,94 mr (256,25 mr + 3,0 %) N
4. | BOOA re Pd, OMC.1,2.3.0002.15 MeToa K.Quwmopa, 0.8%
Ho Goneae 7,0%
5. | PACTBOPEHWE r'® PQ, O®C.1.4,2,0014.15 (95%)
Y@-cnokTpodioTOMETP A, 15,44
Ho meHee B0 9% (Q) oT assnneHHoro KonwdseTna 95.2%
k¥nonuaorpenn vepes 30 muw, 94,5%
86,6%
095,0%
— e 02 804%,
6. | POACTBEHHLIE BOXX, 0.01%
NPUMECH Mpumeck A = He Ganee 1,2 %:; U'mrf,"
npuMecs G - Ho Gonge 1,5 %; 001
CANHMYHAA HOWAGHTAIUUMPODAHHOA NPUMEcL = Ho U‘ 1 i
Gionee 0,2 %! e
" CymMma npumacal — we Bonae 2.5 %, _ I
7. | OOHOPOOHOCThL re Pd, ODC.1.2.4,0008,18 (cnoce 1)
AV, =3, 7%

AV % 150 % (n = 10), 0cn¥ YyEnonue HO DeNONHARTERA,
To AV 5 150 % (n = 30), v ann 3030 taGnertok
KONMMECTOEHHOG COABPMONWG KNOMWAGrPGND AOMKHO
HAXOAMTHCH B uHTepaana 0,75-M = 1,25'M

8. | MUKPOBHMONOIrMYECKASA
HUCTOTA

e P®, O®C.1.2.4.0002.18. Kateropun 3A,

Qbulee Yneno aspobHuIX MUKPOOPTANWAMOD - He Gonee
10°KOE 01 r(mn);

OGLBe YUCNO APONIKEDLIX W NNECHERLX FpUEDN’ HE
Ganae 107 KOE u 1 r (mn):

Escherichia coli: oveyrernune o 1 r (mn).

Meree 20KOEn 11

Menee 10 KOE 1 r
e aGHapywnH

9. | KONWYECTBEHHOE
ONPEQENEHUE

B3XX. ar 71,26 40 78,75 mr knonugorpena (a1 05,0 %
A0 105,0 % oT 30ABNEHHErS KONKMYEETHA) D BAHGH
ragnatie,

7537 mr
{100,5%)

10. | YNAKOBKA

fipu npouzaadcmeae, thacomke WuRy yaaxooke Ha QOO0
«MAKH3-CAPMAY;

Mo 10 Talnetok 0 KOWTYPHYID SHEIKOLYIO ynakonwy
(GrMcTep) WA NREHKW NONWMOWHUNXNOPWAHOW U hOMkrA
AMOMUHACTOR MNW B KOHTYDHYIO AMCAXOUYIO YNOKODKY
(Gnuetop) w3 nnewkw NBXNBOX v chonuru
anwomuHnenoi No 30, 60 unw 90 Tabnetok & GaHke wa
NONKHITUNGHA  HWIKOTO  AABNBHAN,  YRYNOPOHHOR
KPLILUKOA NONAMERHOR C KOHTPONBM NEproro BCKPLITUA
unk o OAHKO W3 NDAMITHNGHD BLICOKGA NAOTHOCTA,
YRYNOPOHHOW  KPBIWKOA NONWMEPHOR € KOHTPONGM
NEPOQrO BEKPLITUA,

Mo 3 wnu B  KOMTYPHBIX HYGAKDBBIX  YNAKOBOK
{GnucTepan) unu no 1 Baxke BMECTE € WHCTRYIUMEN no
MPUMOHEHUIG B NOYKY KAPTOHHYIK,

MMpousaodcimag, mhicodka U ymarouki Hi
000 aMAKIAZ-DAPMAY; |
Ma 10 TaGnaTok D KOMTYRHYIO Adaitkonyio
ynakooky (Gnuctap) wa nnenry NBXMBOX » |
thonuru ANIGMUHNEDON

Mo 23 KoWTYPMBIX  AYECAKODbLIX YHaKouoK
(BNUCTEPOn) OMECTE € WHETPYRUMER no
ARMMAHAHWIO B NAYKY KARTOHHYIO

11. | MAPKWPOBKA

flepauvynan ynaxoaka,
Ha kewmypHoll auedkosoll ynakoake (Gnucmepe) e

llepauunan ynakoaxa.
My kowmypHel  suedsonod  ynakoeko
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MACNOPT Ne 113/23 cTp. 23 2
OTHOEN KOHTPONA KAYECTBA _‘
JluucHaus NeQ0205.-N1C ot 15.02.2021 r |
HAMMEHOBAHHWE Mnarpun® TadneTky, NOKPbLITHIC
NPEMAPATA: nneHoYHow oGonovkon, 75 mr o
| HOMEP CEPWH: PL1080323
| ATA NPOV3BORCTEA: 17.03.2023 ALl
FOAEH Ao: 31.03.2025 i
OBBEM CEPUM: 10 000 yn. Ne23o [l
MPOWU3BELEHD: 000 «MAKU3-DAPMAR
AHANWI NO: NN-006376-290720, Vam. Nat, 2
| XPAHEHUE: Mpu TemnepaType He Bohiwe £5°C.

B .

e e

TpeGonanun HL Peaynntatel ananuaa

T —

Pycokasm aiuine yr;‘.!ummmm: TOprono: HONMOHODAHUA

(6nucmepe) wa pyccron watwe yragano.

MPENApaTh ¢ apeaynpeguTensHoR MApKUponKan @ TOProaoe  WawmaHoRnHWe nponapara ¢
MOMAYHIROAHDG HONOTOHTODAHHOE HAWMOHODAMWEG W Npeaynpeautontron MAPKWpOUKCR
AQJMPONKY (MO pysciom  w OHFNHACKOM MIbikax), MEMayHApOAHE m;lnn'roh-rannnnm’
NAKAPCTHANHYIO thopmy, HAUMEHODAHUE  TonapHbIA HAUMEHOBAKNE W noaupoRrKn (Ha pyccrom
AMAK (MATHHRUGR)  aepwaTens parveTpauuonKore | anrnudckom AILIKIX), ncuapcmnmmn’
yYhAoCTOnepe U, HOMED cepum, AATY NpoWanoacToa thopma, HANMEHOR A HIAR TODARHLN ”"""‘r
(MpM dacanke ko QOO0 «MAKW3-pARMA ADTY | (NaTunuued) aepwateny PETUCTRAUKHOHHOID |

NPOMINOACTEA  He HAHOCAT), ADTY  MCTouBHMY CpoKa

OUHOCTH

Bmopusnan ynakooxa,
Al KAPmoNKOT Mukn Hil
HaUMeHOBaNKG
npeAynpeAnTeNLHON Mapkaponkan 0, MEILYHApOaHOe
HENATBRTOUANHDS

TORFOURO

Mopuy  u
HiHMEHODOHIE

NRCAYNPUAUTENbIiLie

YAQCTOUUDOHUA,  HOmop cepuM, satn
VCTOHOHWI CPOKA rOAHOCTY

Bmopuunan ynaxouxa.

Ma kapmownoi nauke wa RYCCKOM  $dtuke
yYRaauMo! Topraboo HIRMBHEBAHWE

npenaparta c npeaynpeaAuTensHon

PYECKOM Manike yxaduedion
npenapata c

HAMMOHORDHIAL, ACIHPDOOKY, | MapKMpoDKoRA m, MOXAYHIpoAHOE
r‘.:mpuaxompunnnmuocxwo TRYNNY.  NORIPCTOOHHYK HENOTOHTODAKHGE HAUMGHOROMKE
KonwuecTog  rabnerok YNAaKooke, | Ao3auponka, ¢|apuuxawpnnnumuu:.x.'.mi

n copepmamue AchcToyiBuera | rpynna, nexipeTnerHan thapma L
DeWecTng o onmMon TAGNATKO, yenonus XPanuHAA, | Konwuecroo TadneTok & ynakonke |
HAANHEK wCOnopMHT NAKTOMN HIWUMCHODOHUE " Codapwnkne

AedcToyviouere oaweETen B DAHOW

MOHOMRAPATY, «XpamnTs § HCAGCTYNHOM Ann petad

| MecTen, ellapes NEHMEHEHIGM npenapata | tabnerse, yenonus DOHEHAR |

| QIKAMOMLTECL € npunaraemad MHETDYKUMOAR, | npogynpeanTenerue Haanucn «Coaepmat
ullpurimurs no HAIHANEHNIO ApAYAY, YENoHUN oTnycka, nAKTOIW  MEHOTMARUTY,  «XPhHATL o
cnocod NPRMEeHoHIs, HOANKCE ally HOAOCTYNHOM ANA paTelk mecTes, «llepogy
JADEFACTRHRONANKLIN  TORAPHLIN IHaKe,  Homep | npuMoHeHuam NPENapaTa oaHIKOMbTEC ¢
COMAETEALCTOD O parucTpayun TOBOPHOrO  aWakn, | npunarpemodi WHETRYRUMBAD, «MpuHamaTy

| nomep AErnCTRALUNOHHONO YAQCTOUOPEHHA, | 11O HadHINaHWD Dphuile, yonouur oTnycrn
HAUMOHOLA UG Aapxatons parueTpauuonHore | cnocad NPUMEHONUA,  Hagnuch  «ls - |
YADCTOBCPEHMA, ero CTROHY  ®  TOBAPHWA  3HaK JAPArUCTPUPCHAHHLIR TODADHWEA  JWaKe,

(RATUHULR),

DAPMAL

FHHECOHL

KIRIMOKHHDL)

ACdnponny,

Hauanohuk OKK:

Aata auinyeka OKK: «13» anpens 2023 r

HIMMEHCAAKUG ¢
MROMIVOANTEAR (NpW ApouanoacTe
YEAInIDAGT CTpamHy,
HOMER Cepud, AATY npawanogcroa (Npn npowsnopcrae
W3- DAPMA AdTY NpOMINGAGTHO He
MINOCAT), AQTy MCTOMAHUA cpoka TOAHDCTH, WTPUX-KOL
3] thopmate

HAUHTHEMRALUNOH LA
HHAMDHAYANBHBIA COPMKHLIA HOMED TORronow cauHHYL,
Ha atukerry Gawku MAPTOHHYIO AOMKY MOryT Gurrn
TOXHAYUCKUE
(TRADHSECkUe, DykieHHbe
Hononnumennio e BIMOPUNKOI YRAKDHERG (Ha fAavke
Hil
TOProno¢ HamMoMonaHKe ANCKAPCTOEHHOrG npanaparta,
MERAYHIROAHOR
ABROPCTHENHYID  thopmy W
rabneTox 1 ynakonke, Hanues sAntinggrogants,

Ha 000 aMAK

'CEB'E&E%E%E}F‘FTpeﬁoaanuﬂ M [11-006376

HOMOD  comjeTenseTsa o PerucTRaUMM
TOUARHOMO JHNKA, HOMED AOrMETRA UMEHHOPS
YAOCTOUBREHAN, HARMEHONIHNG Aepwatens
PEFUCTPALMOHHEIO YAOCTODEDEHUA,  ero
CTPANG b TODIPHLIA  JHOK (NaTHHULEN),
HauMenaninke, CTpaHn W reopog UMb
NPAMIANCAUTENR,  WTPKX-KOZ, HoMup Capii
AATY METEMGHWI CPOKA fopHoeTH, WTEMNA-
kaa o diopmare DataMalrix, rnetantmmm
MACHTUEDHKALMOHHI A Homep  roproucw |
VAMHALILL W UMIHBMAYANLHBIN  CopuiHbig

HOMOD TOPratoM BaMHUL L

Hanomumuonnno HA aMApuHoL yrakomxe

(it naure RULMOMMOG) HE  ananuicxom

RILIKG ykN3aNG. Topronoe HAUMEHOBAHWE

NexKapeTheHHore npahapata,

MOMAYHIPOAHOR HOMUTAHTONAHA O

HIEVMEHODANUE, 40IMPOBKA, NEKAPETOOHHIA

hopma 1 konuvacTao TAONETOK 1 yhakonke I
HaanucL aAntinggragants, L8

-290720, Mam. Ne1, 2~

ETPAHY  chupM-
Ha 000 «MAKUW3-

rapea),  wrpux-koy,

DataMatrix, FNOSANLHRIR
HOMOD  TOProsol  oauHMum ¢

(npau:umﬂuunumej KOA b
WK Unchpouwe)
AHUNUGEKOM  $biKD YrUIBIBAKIM,

HAUMEHOBAHKE,
KONWaoCInG

HENATENTONAHKHGE
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