Nuuexans Ne 00205-NC ot 15 despans 2021 roga

Paspeuienne Ha semyek JITT Ne 34
(1 coornercrinm ¢ Mpunomennenm 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanme npoayira / : Vinarpanad®/ Plagril
Name of the product NI T
MHH / IKnonuaorpen/ Clopidogrel
INN
Jlexaperaennan hopma / TabJICTKH, OKPLITBIC LICN0Y10iT 000101KOj/
Pharmaccutical form film coated tablets
Hozuporka / 75wmr/ 75 mg
Dose
Tun ynakopkn / 10 e, / 3 KouTypHs duciiKonas yIakoBKa / Mauka KapTouHas
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1151022
Bach number L - ) ]
Jlara nponasojcrsa / 26.10.2022
Date of manufacture
Cpox roauocti / 'oaen 1o 31.10.2024
Expiry dale A —
Pazmep cepun / 9 426 ynakonok/ 9 426 packs
Bach size . _
Crpana HaznaueHus / Pocens/ Russia
Destination country =
Perncrpaimonnoe yaocrorepenune | JIT1-006376 or 29.07,.2020 (aara samenst 12.05.2022)/
/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05,2022)
HopmaTHRHBI J0KYMERT / JI1-006376-290720, uzm. Ne 1.2/
Normative document JIT1-006376-290720, variation No 1,2
[ IponsBOACTBO 1OTOBOI O0weerso ¢ nrpm‘i‘x"{dlﬁ:-[umii oTseTeTRennocThio "MAKHM3-
aexapersennoit Gopaet / Finished | PAPMA" (000 "MAKH3-PAPMA")Y/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/
Address:

109029, r. Mocksa, ARTOMOGIIBHRIT poes, J. 6. ¢Tp. 4. c1p. 6, crp, 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[Teppuunas ynakonga / OGurcerso ¢ orpannucHnoil oTeeTeTReHnocTLIO "MAKH3-
Primary packaging DAPMA" (000 "MAKH3-DAPMA") Limited liubility

| company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. Mocksa, ABTOMOGHILHBIT TTpoe3. . 6. ¢Tp. 4. cTp. 6. c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

Bropuunas ynakoska / OGurecTno ¢ orpanuuelnoii oTeeTeTCHNOCTHIO "MAKI3-
Secondary packaging GAPMA" (000 "MAKH3-OAPMA")/ Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/ o
Address:

109029, r. Mockpa, ApTOMOOHIBLUBIT nipoes, . 6, crp. 4. crp. 6. crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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| Beimye ltuaﬁ;m'h-mnﬁ(;; - ‘ -mﬁmcc‘rlmor'pmll‘nwuum‘i orsercTseHnocTLIo "MAKHM3-

| RaNeCTRa MAPMA" (000 "MAKM3-DAPMA")/ Limited liability
Quadity Control company "MAKIZ-PHARMA" (LLC "MAKIZ:PHARMA"_)___ -
| Address:

(09029, 1. Mocksi. AsToMoOHABLHBIT npoeit, 1, 6. crp. 4, erp. 6. cip. B/
109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

"Huswanne ADC / Kaonujorpen/ Clopidogrel

AP name - e
Hporanomrens ADC / Xerepo Jpare Jlnsuren, Mus/

AP manufacturer Hetero Drugs Limited, India

| Homep cepiit ADC T L CP210S001T. CP21030012 '

| AP Bach number |

Hucrosums nozmepasmo, uro aannas cepust No PL1151022 Mnarpnnd® tabaerki, nokphrrsie
iienonoi oGenoukoi, 75 s Na 30, nacnopr No 37/23 o1 08.02.2023 6nia NPOMIBEICHA 1
HPOROBIPOIPOIKULL B COOTBEICTBII ¢ aciicruyiouwmnmn pamutamn Hicuresaneds
HPOMBUOACTRE NI TpaKkTKK ppasniickoro DronoMiteckoro Coiosa 1 TpedoRHAMH
Pernetpaitionioro gocue, a TakiKe i COOTBETCTRII ¢O CHCLH(PHKAUMAMH 3aPCIHCTPHPOBAIHOT
HPJIVETY,

JLORYMEHTLI 1O NPOHAROACTEY (NPHMCHHMBIM CTALHIA ) T KOUTPOIO KAYCCTBA NPOBEPEH LI 1
oAaobpenn,

JhaGnie OTKIOHEHNA PACCICOBANLI 15 COOTHETCTRIN ¢ RUYIPCHHIM I IPOLCIY paMt 1t 0406PCH b
YHOUHOMOUCHHBIMIL JAHLON |

[hereby confirm that this butch 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 dossier. us well as in accordance with the specifications of the registered product
Bocuments for 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,

Bepertennikona H.[’.-’____::‘é)@é:w « Q‘E ln;_(/"agéqﬁgﬁ_ 2023 r.

VIONMHOMOUCHHOE 11110 T .
OO0 e MAKH3-MAPMA S ‘ MIT




MACNOPT Ne 37/23 cTp.1mua 2
OTOEN KOHTPONA KAYECTBA
. & JlvucHaus N200205-N1C o1 15.02.2021 r
MAKMIDAPMA HAMMEHOBAHUE Mnarpun® TabneTkyu, NOKpPbIThIE
NPEMNAPATA: NNeHoYHoN 0BoNoyKoN, 75 Mr
10R029, F. Mockna HOMEP CEPUU: PL1151022
o e npees, 1" RATA IPONSBOACTBA: | 26.10.2022 .
crpm;mn ; FQREH .ﬂD: 31.10.2024
ThoaHKE O, -
il OBBEM CEPUM: 9 426 yn. N30
. ‘ AHAIN3 NO: NN-006376-290720, Mam. Ne1i, 2
Ton (19%) G81-0080  SYERATENNE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HawmeHoBanve Took P 1
niln NOKAIATONR poGonanua HO CIYNLTATLI AHANK3A
1. | ONUCAHKUE ) Kpyrnuic ABOSKODBINYKNbIE TABACTKA C (DACKOR, NOKDLITBIC | KPYFALIE ADORKGOLNYKNBIC TAONATHA C

nneHoyHoR olionovkoir polonoro yuera.

thackon, NOKPLITHI® NAAHOYHOW

olonoukor poacKoro LaeTa,

2. | NOANUHHOCTL

Y@-cnoxrpopoToMeTpia,  YO-CnokTphl nornoweHnn
VENLITYAMOro W CTOHAAPTHOrD pacTDopoD o ofnacTy or 250
A0 300 HM AonMHK MMETE MOKSUMYMBI NP GAHUX 1 TEX Mo
ANUHAX DONH

Y@.cnektpodaTomoTpmna, YE-cnexTphl

nornowcHKA nenwiTyemoro M
CTONAAPTHOMD pacToopou n alnactu ot
250 f0 300 HM MMABIOT MAKCUMYMbI NpY

10° KOE 18 1 r (mn);
Ercharichia coll: oteyretnwe o 1 r (mMn).

BAWX Bpemn  yAcpRUDONAA  OCHODHOMO NUKO MO | OAHUX W TEX Ke ANWHAX nonH
XpomaTorpamme MCNLITYOMOro pacTnopa Aonkro | BAWKX Bpemy yAGPMANIHUA OCHODHOMO
COOTHETCTOODATL nPAMAaHN YABPHUBAHIA MUK | NUKD HE XPOMATOrPOMME MENLITYEMOrD
KNOMMACIPENN HA XPOMATOrPAMME CTAHANPTHOTD PACTHOPA | PACTDOPA  COOTHETCTOYET  BPEMAHW
(pa3aen «KonuyecToerHos anpeaenaHuas), YACPMUOOHUA NUKD KNONUACTPENA  Hil
XpomaTorpaMMe CTAMAOPTHOTO
poctoopa  (poagen  «KonwaecroowHoe
L " onpefensnany) =2
3. | CPEOHAR MACCA o Po, O®C.1.4.2.0009.15 258.0
OT 248,56 40 263,94 Mr (256,25 mr + 3,0 %) 2k -u"j""
18/20 Tabnetok ve Gones = 5% +‘.'l S
2/20 Talinetok He Sonea + 10% ikl
4. | BOOA e Po, 0©C,1.2.3.0002.15 Metoq K. Quwepa. 3,6%
He Gonea 7.0%
5. | PACTBOPEHME F'® Pd, OPC.1.4.2.0014.15 (88%)
Y@-cnexTpodioTomeTpvn, 95,9%
He mMedse 80 % (Q) o 3000AEHHOS KONWYACTDD 96,9%
Knonwaorpena vepes 30 mun, 101,2%
95.7%
a97.6%
e e ey oieemtim——_ e g e A 08.2% ”
6. | POOCTBEHHKLIE BIOXX, 0.06%
NMPUMECH Mpumecs A = ve Ganee 1,2 %; 0‘03,,"
npuMack C = He Gonee 1,5 %; 0'05:11'
OAMHWNHAR HEMAGHTUDUUKMPORAHHARN NPUMECh = He Gonee 0'1,“.’:'
0,2 %:; .
CyMMa NpumMecsi — Ho Gonee 2,5 %. a3 2|
7. | OAHOPOAHOCTL re Po, O®C,1.2.4,0008.18 (cnocob 1)
OO3UPOBAHUA AV £ 150 % (n = 10), ecnW yenoaue We nwNONMARTER, TO AVy=34
AV = 150 % (n o= 30), w gnw 30/30 rabnotox
KONWYECTHEHHDG  COAOPWAHWE  KNONUAOTRENA  AOMKHO
_ HAXOAWTLEA 0 UHTEpRane 0,75:M = 1,25-M. "
8. | MUKPOBMOMOMAYECKASH | I Pd, OMC.1.2,4.0002.18. KateropHa 3A, .
YACTOTA Obujee Yueno aapobHblx MUKpEOpraHuaMon - He Ganwee 10° MaHoe 20
KOE n 1 r (Mn);
Ofujee uneno ApoXokenbix ik nnecHenwx rpulon He Gonee Meroe 10

Ha efinnpymeno

9, | KONMMHYECTBEHHOE

"BIXX. o 71,25 40 78,75 Mr knonugorpena (oT 95.0 % Ao

ONPERENEHUE 105,0 % OT anARNGHHErO KDNWYECTBA) A oAHOR TAGNETKE, ;%851 :'r'r}
Ml

10. | YNAKOBKA lpu npoussodemee, dhucooke wuny ynakoexe na OGCGQ | Tpoudgodemeo, hacanxa i yraKouka Ha
MAKI3-DAPMA; 000 «MAKH3-DAPMAS;
Mo 10 TaGnetok o KOWTYPHYlo fqeikooyio ynakamky | Mo 10 tabnetok b KOHTYPHYIO
(GnueTep) M3 NNEHKM NONUNMHWUAXNOPUAHOA W dhonbri AYeHkonylo  ynakonky (GnWeTep)  Ma
ANIOMUHUED0R UAW D KOHTYPHYIO RYERKOBYIO YNakouky | nnewkd NBX/MBAOX [ thonuru
(GnmcTep) w3 nnekkk NBXMBOX u honsru ANIOMUHMBEONH | anIOMWHHODOR
Mo 30, 60 wnu 90 TaGnetok n GaMke M3 NOAUITHNBHA
HWIKOrQ AABAEHWA, YKYNOPOMHON KELIWKOW NONUMEpPHON ¢
KCHTRONGM NUPUOro BCKPLITAA WK 1 BINHKE W3 NONMITUNEHA
ULICOKOW AAOTHOCTH, YKYNGPROHHOW KpLILIKOR NONUMAapHOH ©
KOHTRONEM NCPOOro DCKPKITHA,
Mo 3 unu B KoHTYPHEIX Aueikonblx ynakonok (GrncTepon) | Mo 3 KOHTYRHLIX AUGHKODLIX ynakonok
Wik no 1 BaHKe IMECTE C MHCTPYKUAER No npuMeHeHwo B | (Gnuctepon) nMmectn ¢ MHETRYKLWEA No

B NAYKY KOPTOMMYIO. ARUMEHEHAIE B NAYIY KNDTOHHYIO.
11. | MAPKWPOBKA Nepauynan ynakogxa, MepauvHan ynaxooxa,

Ha koumypnol svelwesod ynokoexe (Gnucmape) wa

DVECKOM  f3LIKe YKQJsiiiom, TOPronoe  HAUMEHDBAHWG

Ha konmyphol puectlkeaod ynaxoare
(Bnucmepa) Ko pycokom  pasike




HavansHuk OKK:

Aata Buinycka OKK: «08» chespans 2023 r
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MACTOPT Ne 37/23 CTp.2u3 2
/“" OTAEN KOHTPONA KAYECTEA
£y Nuuexaus Ne00205-NC or 15.02,2021 r
MAKUNIDAPAA HAWUMEHOBAHWE Mnarpun® TabneTku, NoKpbITLIE
NMPENAPATA: nacHouHOW o6onoYkoR, 75 Mr
109076, ¢ Mecknu HOMEP CEPUU: PL1151022
oy A et [ ATA NPOWSBORCTBAT ] 26.10.2023
CIPOTHME FOOEH O0: 31.10.2024
ST . OBLEM CEPWM; 9 426 yn. Ne30 .
ron 0 otvoan L APATIAG AIG: NN-006376-290720, Usm. Ne1, 2
VIR-(A05) $R1-00-08 XPAHEHWE: Mpu TemnepaTtype He Buiwe 25 °C,
N | Haumonomanwe T o
i II_ . NoKasaTons _ | TpoGosanus HL PeayneTatk! aHanuaa B
| NpenapaTad ¢ npeAYNpeANTCALHON MapkuponkoRd @, | yinaawno; TCRroboe  HAWMeHOBANWG
| MOHMAYHADOAHOD  WONATEHTODOHHGE HOUMEHOODHWE W ARONERATE € npeaynpealTenLHoN
" AQIMpOBKY (MO pyeckom  u OHIAMACKOM  R3wIKDX), MapkHpoukon @) MEXAYHUIpOAHDG
, NOKAPLTOUHNHYIO BOPMY, HAUMEHOBAHIE TODAPHBIA JHAK | HENATGHTODAWHOE HIUMEHOBAHKE K
! (noTumuyeR) AOpMATENH POFHCTDOLUWOHHAMD | foauponkn (HA pyccKom w aHrAMACKom
’ YAOCTOHUDEHMN, HOMOP CopUM, ADTY NPOMINDACTRD (NP | mawknx), nNexkapcraoHMan gopma,
| acooke Ha 000 «MAKMI-DAPMA AdTY NPOMINOACTRA | WAaUMEHORNHKE TODAPHWK Ak
i HE HAHDGHT), ARTY WCTEYaHKUA CPOKI rOAHOCTH (naTunuyen) Atpmiatens
| f 8mopuvnay ynaxoana, PErUCTRAUMOHHEMO YADCTODOPOHUA,
| | Ha kapmannod nowe o PYCCKAM FInNe  YXAInadion HOMGR COPWK, AaTh WCTOuBHMA Cpakn
! TCProhoe HauMmeHouanue npanapata o NpeaynpepuTensHol | rogHocTy,
i Mapkuponkon 4, MemayMapaaHoo HenarenTobaNNee | Bmopuvman ynakoaxa,
| MOMMOHOBAHWE,  RoAMPEDKY, thapmakoTepanentudsckyio | Ha KUAMOKKOG  navke Ho  pycesom
f fRYANY, NekipeToannyio GopMy W KonWuecTro TAGAGTOK b | Alake yraaaia: Topronoe
| YIIHQBKE, HANMEHODANME W COROPMIHWE AOACTOYIOWErD | Hawmenonanie npenapata c
| Rowecrun 0 ojwaw  Tabnatwe, YENOoRus  xpaHeHnsn, | npeaynpearTensHod Mapkuponxkolk ),
’ NRBAYNREAMTONLHLIE  naanWEw «Copepxur  nakroam MIMAYHADOAHOS HUNaToHTORANMOE
MOMDIMAPATE,  «Xpaminte D HAAQCTYNHOM ANA  peTell | WaumaHonawue, Aonponka,
MocTes, «Mlopes npuMaHeHHam NPERARATA OIHAKOMLTOCE € BIPMAKOTERANOOTHYBCKAN rpynna,
NPHAATICMOR MHETPYKLWEAY, «FIpHAMATE na naaKaveHwio NekapcToeHHan dopMa M KonudecToo
Bpauas, yenomun othycka, cnocol NPAMOHERIA, Hagnwes | TaBnaTok b YNOKOHKE, HAMMEHOBAHMO W
! «le - AUPETMCTIMPODAMHIA TOUADHBIM  3HAKY, HOMEp | copepxanne AeAcToyWere Buwectna
| CRUAATENLCTAN O DOFMCTPAUMK TOBAPHOrD JHIKD, HOMED | m OAHOR TaGneTkn, YENOuMA XpaHuHus,
| POrMCTPALMONHDID YAOCTORGPEHIA, HAKMOHODAKWE | NPEAYNPEAMTONBHLIC HaJINMCH
| AUPHATENN PEFMCTPAUNOHHOID YADCTOOOpaHUA, ore crpany | «CopepxwT nakroaw MOHOrMARPATH,
| W TOBAPHWIA aHak (NaTuHNURR), HaUMEHORAHWE K CTpany | aXpawdru n HBACCTYNHOM ANRN AcTeid
| @UPMLI-NPOMIBCAUTENR (npM  npoMasoacToe  wa 000 | macraw, u[epea NPHMBHERWEM
| aMAKA3-DAPMAL YEIWBAIOT CTRAHY, ropon), WITBhX-KOA, | npenapata GIHOKOMBTOCH c
1 MOMED CUpMM, AnTy nponancacTon (npw NpouanoAcToe WO | npunarasmoi HCTRYKUHGRY,
| Q00 «MAKWI-DAFMA» ASTY NPOUMIOACTIA He HAHOCHT), «MpMMAMATL 1O HDIHAYEHWG Bpasan,
‘5 ADTY WCTOMAHWA CPOMR FOAHOCTM, Wrpnx-ko8 0 thopumarte | yenooun arnycra, cnocall npumeneHun,
i DalaMatrlx,  rnoGanbmsi WACHTHCMKALUMONK LI HOMEP | Haghuch «®n - JIPErMCTPUPORAHHIA
| TORIONOA OAMHALL W HHARBUAYANUHBIA CapuitHug HOMEP | TORIPHA JHaKs, HOmep
i TORrouon 84uHULw CoMATENLCTRA o PerucTpaynm
| Ha atueervy Gawkw w KBpTOHHYIO nauky mMoryT 67w | Tomapworo AHAKD, HOMOp
| HIHECCHL  TeXHWMGCKWE (RpoMaInoACTEEHHbIE)  KoakI PervcTpaLHOHHOrD YAOCTORBPAHUA,
1 {rpachuyeckine, BykneHHbie unm uvchponme) HilMMOHODAN e AapwiuTena
! Henonuumennia  wa umopuvHed  ynakecaxe (M novko PEIUCTRALMDHHOID yAOCTODOPEHKA, aro
i KIPMOKHRO) 1A IHZNUGEKOM A30iKD YROJLIAQIOM® TOPrONOe | CTpaHa u TODAPHL 3HaK (NATHHAYGRH),
[ HOWMEHODOHUE NeKIPCTOAHHOrO NPUNApATA, | HAMMCHODAHME, CTpaMa i ropoa
i MENAYHAPOAHGE HENOTOHTEDANHDD HAUMOHOOANWE, | MPMbi-NponInoAWTENR, LUTPHX-KDA,
‘ | ADIMDCEKY, NUKAPCTORHIYIO ChOPMY W KONWYEETHO TAGAETOK | HOMep cepuu, AOTY WCTeWeHWA cpokn
| B ynakonke, naanucy sAntiaggragants, TOANOGTW,  WTpHx-x0A 0 chapmaTe
} ' DataMatrix, rnnﬁunww
F ! HASHTUCHMKALMOHH LA HOMep Topronow
i BAWHHKLL il MHAMBUAYINBHEIR
{ COPNAHBIN HOMED TOPFANGA BAWHMLL,
| Hononwumenuno H SMOPUYNOL
\ YIKOGKO (WD navko RAPMOHHOT) Ha
{ QUAMIIEKDOM RILIKG yROZAHO: Topronoe
HOHMBHEBANME NEKapCTUEHHora
| npenaparta, MO¥AYHIDOAMOE
: HENATEHTORAHHOE HiUMBHOBOKWE,
| ADIHPORAKA, NBKIPCTHEHHAR thopma u
konuuecToo  Tabnetok B ynokooke,
e l e A A s ’ LUl Haanven d-ﬂmhqgmnnb-. A et
SaknoueHme: CoorsercTryer Tpuﬁoaanumﬂ nnfquaarsazg,gg_k. Mam. Ned, 2
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