Nuuensus N2 00205-N1C ot 15 ¢espans 2021 roga

Paspewenne na swimycx JITT No 3
(B coorpereroum ¢ Mpuaocennes 16 cGMDP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazsanne npoayvkra /
Name of the product

.

Naarprnod/ Plagril

MHH /
INN

| Knounzorpe:/ Clopidogrel

Jlexapersennas dopma /
Pharmaceutical form

TabICTKAN, TTOKPLITLIC ILICHOYHON 0001049K0IH/
film coated tablets

Jloznponka /
Dose

T5Mr/ 75 mg

Tun ynaxoskn /
Package type

10 wrr. / 3 koutyprag auclikopias VIAKOBKA / NaUKa KapTonnas
10 PCs / 3 blister packs / cardboard packs

Homep cepun /
Buach number

PL1121022

Jara npoussojcTsa /
Date of manufacture

14.10.2022

Cpox roanocta / osen u,o .‘
Expiry date

30.09.2024

Pasmep cepun /
Bach size

9 440 ynaxonox/ 9 440 packs

Crpaua nazuavenns /
Destination country

Pocens/ Russia

Per #eIpiiitonHoe YAOCTOBEPCH L
/ Murketing authorization

JIT-006376 or 29.07.2020 (nata samentt 12.05,2022)/
JI1-006376 from 29.07.2020 (renewal date 12,05.2022)

Hopmarusnretii nokymerrr /
Normative document

JIT1-006376-290720. u3m. Ne 1.2/
JITT-006376-290720, variation Ne 1.2

[TpoussoacTeo rorosoii
Aekapersennoil Gopmst / Finished
dosage form manufacturing

OBueetso ¢ OIpaHHICHTION OTBCTCTHERHOCTRIO "MA KI13-
PAPMA" (000 "MAKH3-PAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKI[Z-PHARMA")

Aipec /
Address:

109029, r. Mocksa, AnromoSitibibtii npoesn, 1. 6, erp. 4. ¢rp. 6. crp. §/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4,bld 6, bld §

ITepniunas viakonka /
Primary packaging

OO0mecTBO ¢ OrpatHyeHNO OTRETCTBEHNOCTRIO "MAK W3-
BAPMA" (000 "MAKH3-DAPMA"Y Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Alpec/
Address:

109029, 1. Mockra. ApromoGuinaEI npocs, 1. 6. crp. 4, etp. 6. crp. 8/

109029, Moscow, Avtomebilney Proyezd. 6, bld 4, bld 6. bld $

Bropuunas yrakoska /
Secondary packaging

OBuiectso ¢ orpanunyenioil oTneTeTBeRH0CTIO "MAKI3-
PAPMA" (000 "MAKH3-PAPMA"Y Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aapec / '
Address:

109029, r. Mockpa, AsroMoGHABILLT UpoeL, . 6, ¢Tp. 4, crp. 6. cip. 8/

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




Tatenann Ne 00205-NC ot 15 despann 202] rogea

OGuieeTno ¢ orpannucunoii otsererBennoctLo "MAICH3-

KavuecT i / DAPMA" (000 "MAKHM3-DAPMA") Limited liability
qQLi:[ll'v Control company "MAKIZ-PHA RMA" (LLC "MAKIZ-PHARMA")
Alpec/

i Address;
09029, v Mockna, ABroMoGHALHBI npoei. . 6. crp. 4. etp. 6, crp. 8/

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

'

| Haasaime ADC Kaonesorpen/ (?Iopidngi:c!

| APlvame . . . R
CHpowseomrrean AdC ) Xerepo fpare JTusivre, Hians/ |
| APl manufacturer Hetero Drugs Limited. India :
‘ Homep cepitn AGC | CP21050010, CPAT050011T ; ' B

API Bach number

Hacromums norsepinaio, wro pannas cepiat No PLT121022 [narpun®® radnerk, [OKPBITLIC
HACHOUHO aGog0uKkoi. 75 M Na 30, nacnopr Ne 34/23 ot 06.02,2023 OBIIA NPOIIRCHCHA 1
HPOROUTPOAHPORINA B COOTBETCTRIM ¢ JEliCTBYIOULHMIL Hpamiciantn Higuiescanen
HPOHIRQICTRCHHOI npakTiky Enpasuiickoro Dronomieckoro Coloma i TpeOORANMAMIY
Perierpalinonioro 10cse, & TaKHKe B COOTHETCTEIN co CHCHMPHRAUNAMH TAPCTHETPHPOBAHIOIO
MPOAVETI

AORYMEUTRL 1O TIPOHIRONCTHY (TPHMCHIMBIM CTAIHAM ) 1 KOWTPOJIIO KAHECTBI NIPOBEPEHTI 1
onobpennr,

JOOLIE OTRIONEHHS PUCCACIOBUNBL B COOTBETCTBII ¢ Rl VIPCHAUMI HPOUCIYPAMI 1t 0106peH R
I.vllUJIII("\IU'IL‘II!IH.\IH JRIIONT /

I hereby confirm that this butch was produced and controled in accordance with the current Rules
ol Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Muarketing dossier, as well as in accordance with the specifications of the registered product
Documents 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,

Beperenunrona BK,, -:lﬁ_-f_ﬂ"

Y HOIBOMOUSHIOS THI0 j _
OO0 «MAKH3-DAPMAY v MR




NACMOPT Ne 34/23 ctp. 1m3 2
f OTAEN KOHTPONA KAYECTEA
,f_& Nuerana Ne00205-NC oT 15.02.2021 r
MAKMIDAPMA HAMMEHOBAHWE Mnarpun® TabneTku, NOKPLITLIE
NPENAPATA: nneHouHoi obonoukoi, 75 mr
109029, r. Moena HOMEP CEPWNU: PL1121022
Ao ot nposa. (THATA TPONSBOACTBA: | 14.10.2022
cTpoatne 4, FOAOEH JO: 30.09.2024
Bl OEBEM CEPUM: 9 440 yn. N230
AHANWS NO: JIN-006376-290720, Mam. Net, 2
Tan ' (403) 081-00-B8 = )
XPAHEHWE: MNpu TemnepaTtype He Boiwe 25 °C.
n'}l: H?_“;T(;::_;z"ﬁ“" Tpo6onanun HO PeaynbTaThl aHanuMaa
ONUCAHWE Kpyrnbie ABORKODGINYKNLIE TAGNETHW © chackon, NOKPLITIC | KPYrAbe ADOAKODLINYKNLIG TABNETHA ©
ANEHOYHOW BBONAYKOW POIBDOrS LBATH, thackai, NoKpLITLIE nRexoYHonR
obonadkon poIoBONG LBeTa,
2. | NOANUHHOCTE Y@O-cniexTpoRoTOMETPMA,  Y@-cnexTpel  NOrNOWEHAA | YD-CnokTpodoTOMeTRHMA, YO-CnokTpl
MCNWTYEMOrO U ETAHAORTHOS pacToopon o obnacti or 250 | nornowenus UENLITYEMOro "
A0 300 HM A0MKHE KMETE MOKCUMYMB! NPW GAHWX M TCX Xe | CTananpTHoro pactsopon o obnactv ot
ANWUHAX DONH, 250 no 300 HM UMEIOT MAKCHMYMBI FipK
BIXX Bpemn  yaepwunannn  OCHOBHOTO  NWKA  HA | DAHWK U Tex Me ANWHAX DONH,
XpoMaTorpamme HCnBITYEMOre pacTnopa Aomwro | BAKX Bpoma yaopmueaHun aCHAnHOre
COOTRETCTOONAT BRPOMBHM YAGPRIDBOHWA MUKD | NUKQ HA XPOMATOMPOMME MCMLITYCMOra
KNonkaorpinag Hi XpoMaTorpaMmMma CTAOHADPTHOMD PACTDOPD | pacTDOPD COOTROATCTRYET  BPEMOHU
(pnapen «Konu4ecTOEHHOE ONpaaCNEHEs), YABDMMDIHAS NUKA  KNONMAGIPENA Ha
XpomaTerpamme CTAHRAPTHOID
pacTaopa  (pasgen «KonudecroeHHoo
onpegenanves).
3. | CPEQHAA MACCA re Po, O®C.1,4,.2,.0009.15 258 05
Or 248,56 40 262,94 Mr (256,25 mr + 3,0 %) -"E'z'%j,“r
18/20 TaGnoTok He Ganee & 5% il
2/20 TaneTok He Gonee + 10% s
4, | BOOA e Po, 0©C.1.2,3.0002.15 MoToa K.®@uwepa. 3.8%
He Gonee 7.0%
5. | PACTBOPEHUWE rd PO, ODC.1,4.2.0014.15 (@
YD-cnokTpothoTOMOTPHA. 86,7%
He wmenwoe 80 9% (Q) or 3anunoHHOrG KonWMECTON a0,4%,
Knonuaorpena yapes 30 MUk 89.8%
a97.1%
98,5%
s 102.14%
6. | POOACTBEHHLIE BIXX, 0.00%
NPUMECH Mpumeack A - He Gonee 1,2 %: 0.05 b
npumecst C = He Gonee 1,5 %; o'ni;f
EANHWYHIA HEMABHTIGMLUMPODUHHA npUMecE - He Gonee DI".‘?‘:?
0,2 %; et
o e e cymma npumecen - He Ganae 2.5 %,
7. | OOHOPGAHOCTE T@ PO, OPC.1.2.4.0008.18 (cnocob 1) e
JDO3UPOBAHUA AV £ 15,0 % (n = 10), scnn yenouwe He RLINONHAETCA, TO AVipu 4.6
AV = 150 % (n = 30), w ana 30/30 Talnertok
KONUMOCTDOHHOE  COAOPMOHWE  KMOMWACTRENA  HOMKHO
HAXOAUTLEN b MHTeppane 0,75M =125 M.
8. | MMKPOBWONOMMM4YECKASA | Mo P, OmC.1.2.4.0002.18. Kateropus 3A. T
YACTOTA Obiwee yneno aapabnly MUKPOSPraHWaMen - He Bonee 10° Manee 20
KOE o 1r(mn);
Obtues Yicno gpoXokankix W NNECHeDLIX rpuGon; He Gonee Menee 10
107 KOE & 1 r (mn); He oGHapymeHo
a0 Escherichla coli: eTeyteraue n 1 r (Mn). )
9, | KONWHECTBEHHOE BOMX. o7 71,25 po 78,75 mr nonugorpena (ot 95.0 % ae | 2
ONPEOENEHUE 105,0 % OT 3aABNEHHOrS KONWMECTDA) 0 0AHOA TAGNOTHE, ngép‘:"‘)’
J0,0 7o
10. | YNAKOBKA Mpu npoussedemae, thacanke wiunu ynuxoake wa QOO | Mpouatodcmnn, AcooKa U ynaKoara Ha
aMAKK3-QAPMA»! 000 «MAKIZ-BAPMAS,
Mo 10 TaGneTok o KOWTYpHYlR Auedkanyile ynakosky | Mo 10  TtaGneTok o KOHTYRHY IO
(GnMcTep) W2 MNEHKA NONMENHUNXNOPWAHOW © chonbrv | wdeikonylo  ynakonky (Gnwctap) wa
AMOMUHUERoR UK B KOHTYPHYIO AMERKODYIO YRAKODKY | nnowka nBx/Neax " honkri
(Gnuerep) wa nnedxk NBX/MBOX W dionsrd ANIOMUHUBROA | amoMuHrenon
| Mo 30, 60 wow 90 TaGnetok o GaHKG W3 NOAMATMAGHD
HUIKOID AOBNGHUA, YKYNODOHHOW KPLILLKOW NOMUMBPHOW ©
KOMTPONEM NEPUOTO REKPLITHN WO B GAHKG W3 NANNITUNEHE
UBICOKOR NIOTHOCTY, YRYNOPEHHOH KPBILLKOR NONWMOPHORA ©
KOHTPONEM NEPUOTD DEKPLITHA,
Mo 3 wan G KOHTYPHLIX AveHkoBLIX ynakonok (GnucTepon) | Mo 3 KOWTYPHLIX AMEAKODLIX ynoKonok
Wik no 1 GOHKG DMECTO C MHCTPYKUMEWR No NpUMEHEHWIO [ (GnucTapon) OMECTE € WHCTPYKUWOR No
TR NAYKY KapTaHHYIG, = NPUMEHEHWIG B NAYKY KIPTOHHYIO,
11. | MAPKUPOBKA MopauvHan ynakouka, MMepuuvkan ynakoeks,
Hu  kawmyproll  avolkosol  ynakoeke (Gnucmepe) wa | Ha konmyproi sveikosoil yrnakoaxe
e R o v PYCCKOM AILIKG VKMALAarm! TOPronoe  Havmenenarue | (Gaucmepe) Hil PYECKaM  BAbike |




* MACIMOPT Ne 34/23 CTp. 2 M3 2
J p"* 4 OTOEN KOHTPQMA KAYECTBA
, FAaN NuucHaun Ne00205-11C ot 15.02.2021 r
| MAKMIBARAA HAMMEHOBAHWE Mnarpun® Tabnetiu, nokpbituie
! MPENAPATA: NNeHOYHOHW 0bonoukoi, 75 Mr
! 109020 r Meskna HOMEP CEPWMU: PL1121022
| oy e wocsi, AT POWIBORCTEAT | 14.90.3033 —
ETpOa e 4 FoOgEH no: 30.09.2024
ciekurg OGHEM CEPWI: 9 440 yn. Ne30
———— AHANKU3 NO: JM-006376-290720, Wam. Ne1, 2 ]
i _XPAHEHWE: _ | Mpu Temnepatype He nuiwe 25 °C, ~
e e e : . - e
| ‘nljn - H.:nt::::'rl;n’;% _ ‘ Tpebonanua HA Peaynbrarst ananuaa ‘]
! | : MPeRapaTI ¢ npeaynpeARTeNLHOA Mapkaponkon &, | yraaawe: Topronoo Hauumenbuanme !
| MUMAYHIPOAHOR  HENATOHTOUAHHOO  WOMMEHODAHME W NPEMapara & NpeAYnpeaRTEnsHOR
i AOIMPOUKY (M PYECKOM W aHrnWACKoM HIsiKaX), | Mapkaponkon MERAYHAPDAHO
‘ ANKADCTOOHHYIO hOpMY, HAMMAHODOHWE TOUAPKLIM 3HAK | HenaTeHTaBaHHeO HOWMEHOUOHHE W
| | (NaTHHKLAG) AepwaTenn POrNCTRAUNONHDMG | A03upanKa (M pycorom v anrnudckom
i ‘ YADCTORGDENAN, HOMER CEPHM, AATY NPaWInoAcTDa (NPW | Aabiking), NOKIPCTUEHHAN  thopma,
thacoowe na OO0 «MAKU3-OAPMA» aaty NPOHIDQAETHA | HAMMEOHOBIHWG TORAPKLIA  JHaK
I H HAHOCHT), A0TY UCTENOHWA CPOKI FOANOETH (natiunuyon) ABpxnTenn
| Bmopuvmag ynaroaxa, PUTHCTRAUNOH OO YACCTORBPANNR,
[ Hn kapmawnol navwke wa PYCCKOM  HIWKG  yKOJBICOIOM, | HOMOP Copwe, Aath MCTENANHR cpoKn
| | TORronoe HAUMEeHORAKWG NpenapaTa ¢ NRCAYMPOAUTONLHON | roaHDETH
i MApKUpONKOW B0, MOwWAyHapeaHOe HeNATEeNTOUIHHGO | Bmopuynan ynaxoaka,
; ‘ HAaWMOHDDAHKG,  fo3uponky, Qmpmawrcpanunmuecnym Ha  xapmomnol  nauke  Ha pyeckom
\ IRYAny, ACKAPCTOCHMYID OPMY W KONWYGCTRO TabneTok o HabING YRAJOHD! Topronoe
| YOAKDHES, HOMMEHODAHNG W COaBpwaHMe ACHCTRYIOWErD | HAWMEHGRANAR npanapath =
I I BOWECTAE B 0AHOW  TaGneTre,  yenomwm XPAHCHUA, | NPoaYNpoAWTeNLHOR Mapkupopkon &
| ! MPOAYADEANTONKHLIE  WaANKCH  «COROPNMT  NOKTOIL MEMAYHAPDA NG HONATEHTOBUHHOE
| ‘ MOHOTMAPATS,  aXpAHATL B HEAOCTYNHOM  AMA ABTEW | HAWMEHOBAHWS, AQ3MpoK:,
| | l MocTar, «llepos npUMeneiom NPANAPATA OIHAKOMLTECE C apMmakoTepaAnenTHUBCKs rpynna,
! i APUNATIOMON UHETPYKUMEA, «[pHHUMITL No HAINQUEHWD | NEKAPSTHEHHAA HOPMA M KONRYBCTHO
i | J Bpavie, YCNouwn oTnyckn, cnocod NPAMOHCHEA, HAANUCL TabBNETOK 0 YNAKOUKD, HAWMEHODAHWE |
’ | el - ANEErMETPHPOMIHHNLI TOROPHBIA  JHIKD,  HOMAR COATPMINUG ABACTEYVIOWBrD BowesTan
f CUMACTOARCTOA O PErMCTPAUMM TonapHaro IWaka, HOMEE | © oAHOR TabnoTn, yenounn xpanendn,
l : PEFMCTPALMaNHOrO YAOCTONEPEHUA, HAUMOHODAHWE | NPesYNPEAUTANbHBIG HORNWEK
ll ABPXATENR DETVCTPAUMOHHOTD YAOCTONEPEHIN, erD cTpany | «CofepmuT  AKTOIW MOHOTHAROTS,
! ‘ W OTOUDPHBIR 3HOK (NATUHALER), HAMMEHONAHNE W CTRAHY | aXpiHUTE B HOAOCTYNHOM ANA AeTel
| J DHAMLI-NPOMIDOAKTENH  (NPU  NpaUINoACTHE  Ha Q00 | wmecren, «Mepea npUMEHEHHOM
| i «MAKMI-©APMAS ykaawnar CTpaHy, FOpoA). WTpnx-kaf, | npenapata OIHAKCMLTECH [
‘. : HOMED CRpud, 40Ty NPOMIBOACTHN (npW NPOMIVOACTHE HA | npunargumon UHCTRYRURO Y,
! | 000 «MAKUI-GAPMA AQTY NEOMIBOACTDA He HaHoeAT), | «MpuHUmaTe no MIJHIHOHWIO DPOMED,
i i AdTY METEMEHUA CROKD FOAHDETH, LWTPHX-KGS B thopmaTte | yenoous ornycka, cnocal NPAMBHEHUA,
| | DataMatiz,  rnaBansHen WACHTUDUKALMORHER  HOMep | naanvee <@y - JIPErUCTRPUPADARHLIA
;’ ‘ TOPranow SAMHULLL W UHANIKYANLHLE COPUAHBIA HOMOP | TODAPHMA IHAKR, HOMBD
! TORFOBOW BAMHMLL, COWZuTENLETDA a PEFMCTRALKRMA
j | Ha arukersy Gamed w KOPTOMHY® Navky MaryT GniTh | TomapHore IHaxa, HOMER
‘ | MAHDCOMLW  TOXMHYRCKMO  (NPOMIBOACTOCHHII) KOAW | POTUCTPRUNOHHOrG YAGLTODOPOHMA,
' | f (rpadinyeckie, ByxttaHHbBIE wnu unponwe) HOMMEHORDHWE Aepwarens
| ! l Lononnumensne  Ha SMOpUYHaD  ynakoexe  (Ha  nauwe PETMCTRALMONNOID YIOCTANBPEHUN, oro
J I RADMONHRG) 1O JHINUGEKOM R3bike YRIHEAIOM TORFONOS | CTRAHA W TORADHWA IMAK (ADTUHALER),
| ! J HANMOHOBAHWG heknpernedHora NpenapaTa, | HauMaHOBANWEG,  crpann o ropog
l i | MOMAYHIPOAHDE HENATEHTARAHHOS HanuoHonaHue, | hUpMbI-NpeWanoaUTeNn, WTRHX-KOJ,
J | aosuponky, NeKapeTnornyio hopmy U konwdecTeo TabneTok HOMUD COPMM, AOTY UCTOYEHUM CPOK:
| J i ynaxanke, HoAnNUEL «Anbingarogants, FOAHOCTH,  WTBuA-k0A @ chopMaTte
. ' Datahdutrix, rnobanuknim
| | HAQHTUDWKALWOHHKIR HOMBE Topronod
.‘ ‘ EQHHI LI H HHAKOWAYANbHLE
| i COPMAHLIM HOMEP TEPIENOW 6ARHHLbI
| Hononnumensno  wa amopuiHod
‘ | ¥RAakooKo (HA nauko Kapmownod) wa
! | OHANUGCKOM HILING yK038HE: TOPrONOD
J ! HIMMEHODRRU 3{11?&:%;]-%5; pra
[ npenapata, @
{ ! HEMaTeHTon ‘
} | Aoavponka SRevapcToentan  opmiat
| xenuiocTog Smbnetor v yon
| E HAAMHEL « w,mﬁ\\qm?"
fesrn st e e | AL T T e e S . : e S — e,
SakmoueHue: Cooveercrayer TpeGoBaHuam nn-uuaa?ﬁ-zsg'f ZRvN

HavansHuk OKK:

Aata ewinyeka OKK: «06» diespana 2023 r.




