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COTEKC

Oraen KOHTPOT Ka4ecisa

3akpriToe akuoHepHoe 00iecTBO «Papm®@Pupma «Corexe»

141343, Poccus, Mockosckas otnacis, Cepeticéo-ITocadckutt MyiiyuitaibH bl Pation,
ceanckoe noceieniie bepesnsrosckoe, noc. benrkoso, 0. 11
Ter./paxc: /495/ 956-29-30; /495/ 737-35-71

IMACITOPT Ne 586 ot 04.08.2020 1.

JTPOAYKT Iunkeym”

 JEKAPCTBEHHAS ®OPMA Pacteop a1s uanexuni 8 000 antu-Xa ME/0,8 Mn ammmy s N10
DOPMA BBIITYCKA
DOUPMA ITPOU3BOJIHUTEJD 3AO «DapmPupma «Cotexcr, Poccus
CEPUA, . 1050720 ssness i siisssivis ks
OBBEM CEPHHA 5629 ynak.
JATA U3I'OTOBJIEHHUS 07.2020 r.
I'OJEH J0 31.07.2022 r,
CPOKI'OJTHOCTH 2 rosa
YCJIOBHH XPAHEHWA [Tpn Temneparype He Boite 25°C. He 3amopakuBath
PETMHCTPAIIMIOHHOE JITT-N (000037) - (PT-RU) o1 26.02.2020 1.
YIAOCTOBEPEHHE (mara perucTpauny B pediepeHTHOM rocyaapetee 13.12.2013 r.)

AHAJIN3BI IPOBEJAEHBI no ®CII

JITI-N (000037) - (PT-RU)-260220, M3m. Nel, 2,3,4,5,6, 7

HaumenoBanue nmokasarenei

Tpebosanua ®CII

PesyanTartel anannza

JHOKCATIAPHH HATPHS

[penapar nomken npoaBaaTs aHTH-Xa
AKTHBHOCTb

OIIUCAHHE BeciipeTHas wnu sentoraras, HiH
becueTHaa npospavHas
KOPHUHERATO-KEITOBATAs Ipo3payHas
KHIKOCTE
JKHAKOCTL
NOAJIUHHOCTH:

[ToanuuHOCTL MOATBEPIKIEHA

Harpuii Okpaluupanye raMeny B 3KenTslil Lper Mopnunnocrs nojreepKkaeHa
MPO3PAYHOCTH [Ipenapat no/mKeH BBIIEPKHBATE CPABHEHHE C ITpenapat BeiaepxUBaeT
sTanoHoM | CPaBHEHME C TANOHOM |
HBETHOCTB Ilpenapat nomkeH GbiTs GeCLBETHLIM HIH
BEIIEPIKUBATE CPABHEHHE € STATIOHOM Y 4 HiTH becupernsiii
BY4

pH Or5,5n007.5 6,9
MEXAHHYECKHE
BKJIOMEHWUA
-BH/IHMBbI€ HEBOOPYKCHHBIM B cootBetcTRHME ¢ TpeGoBaHHAMH CooteetcTByIOT
ri1asom
-HEBH/IHMbIE HEBOOPYKEHHBIM B cooTBeTcTRHM ¢ TpeBoBaHHIMK
r1a3oM Hactuuer =10 mMkM - He Gonee 6000 9

>25 MKkM — He Gonee 600 0
U3BJEKAEMBII OB BEM, mu He metee 0,8 0.8

BAKTEPHAJBHBIE
SHIOTOKCHHBIL, ED na 1 ME
AKTHBHOCTH aHTH-(pakTopa Xa

He 6onee 0,01

CTEPHJIBHOCTH

[Mpenapar no/wken GBITh CTEPHILHLIM

lusz3




KOJIMYECTBEHHOE
OMNPEAEJEHHE, ME/ma
AxTHBHOCTL auTH(akTopa Xa

AKTHBHOCTb aHTH(akTopa [la

CooTHOMIEHHE AKTHBHOCTH

anTH(akTopa Xa K aKTHBHOCTH

autudakropa lla

Ot 9000 mo 11000 10 487
Ot 2000 no 3500 2 863
Or3,3n105.3 3.7

YIIAKOBKA ITo 0,2 ma (2000 awru-Xa ME); 0,3 mn (3000 | ITo 0.8 mn (8000 anru-Xa ME)
auti-Xa ME); 0,4 mn (4000 antu-Xa ME); 0,5 | B ammy/ibl fecuseTHoro creknia
M (5000 anru-Xa ME); 0,6 ma (6000 autu-Xa | tun [ nio Eur. Ph. ¢ zenenoit
ME); 0,7 ma (7000 anru-Xa ME); 0,8 M1 | TO4KOH paznoma M HaceukoH
(8000 antu-Xa ME) uam 1,0 ma (10000 apru- | no [SO 9187 u c
Xa ME) B ammysnbl GecuseTiioro cTeria THI | | JOMOnHHTEIbHbIM
no Eur. Ph. ¢ uBeTHbIM KOJIBLIOM pa3jioMa MK | HAEHTHQHKALIMOHHBIM
¢ 1BeTHOH ToukoH M Haceukoil mo ISO 9187. | KoabuoM 3eneHoOrO LBeETA.

Ha amrmynbl JIONOAHMTENLHO HAHOCAT OAHO, | Ha kaiyio amnyny HakieeHa

JBAd WM TPM  UBETHBIX  KObLA  WWIM | cCaMOKIeallascs d3THKETKa.

JABYXMEpHBIH LITPHX-KOA, W/WIH OYKBEHHO- | 5 aMIlyJ NOMELIEHLI B

uudpoByro KOAHPOBKY WIIH Oe3 | KOHTYpPHYIO A4eHKOBYIO

JIOTIOIHHUTENBHBIX  UBETHRIX | 'KONel, | yNAKOBKY H3 ITEHKH

JIBYXMEPHOI'O IUTPUX-KOA., OyKBEHHO- | TOMHBUHUIXIOPHAHOMN H

UH(PPOBOH KOAUPORKH. IJIEHKH MOAHMEPHOMH.

Ha Kamayro aMIyiy HAKJIEUBAIOT | 2 KOHTYpHbIE  AHcCiiKOBbIE

CAMOKIJICALLYOCSH 3THKCTKY. YNAaKOBKH BMECTE C

ITo 1, 2 uaun 5 aMny NOMelanT B KOHTYPHYIO | HHCTPYKUHWEHR 110 NPHUMEHEHHIO

AUEHKOBYIO YIAKOBKY "3 MJIEHKH | MMOMEIIEeHbl B Mauky U3

NOJIMBUHHIIXIOPHAHOH H MJEHKH | KAPTOHA.

MOMMEPHOH, MM 63 NIeHKH.

] KOHTYPHYI S4YEHKOBYIO ynakoBky no 1, 2

Wik 5 aMmiyll; 2 KOHTYPHBIX SUeHKOBBIX

YNAKOBKM MO | WIM 5 aMmyn BMecTe ¢

HHCTPYKLMEH 10 NPUMEHEHHIO MOMELIaT B

navky U3 KapToHa.

[Tatiky ¢  ABYX  CTOpPOH  3aKJIEHBAIOT

HaKIeHKaMi M3 caMoKIesilllerocs marepHana

JUTsl KOHTPO/IsL BCKPBITHA WITH §e3 HakIgek

Ha sTHKeTKe aMIybl/LUNPHLIA YKa3blBAIOT Ha 3THKeTKe amiy/ibl yKa3aHo:

TOBAPHBIH 3HAK NPOU3BOAUTEN, TOProBoe TOBAPHbIA 3HAK

HAHMEHOBAHKE Npernapara c MPOU3BOAMTES; TOPrOBOE

npeiynpeuTelbHON MapKUpoBKOi B, HaHMEHOBAHME Npernapara ¢

JeKapcTBeHHYIO opmy; 103UpOBKY: oObeM MpeLyTpeanTe/1bHOM

npenapara B MMTMINTPaX; HOMEP CepHH; MapKUpoBKOH ®;

CPOK FOIHOCTH U (hapMakol. NekapeTeeHHas opma;
MAPKHPOBKA Ha nnexke nonuMepHON MK MIeHKe no3upoeka; o6sem npenapara

MOJIUIPOIHICHOBOM, HITH [LUIEHKE
NOAMATHIEHOBOH KOHTYPHOH AucHKOBOH
VIAKOBKH 715 WIIPHLIEB W Ha [UIeHKe
MOAMMEPHOH KOHTYPHOH A4€HKOBOH YNaKoBKH
I AMITY.T YKa3bIBAKOT TOBAPHBIM 3HAK
[IPOM3BOLMTENS.

Ha xouTypHO# sAueiikoBOi ynakoske Ams
aMIyJ1 6e3 njeHKH MapKHPOBKA OTCYTCTBYET.
Ha 6ymare ynakogouHoi ¢ nonuMepHbim
NOKPLITHEM HIH Oymare /1 yakOBbIBaHHSA
MEIHLIMHCKHX M3Ae/IMH KOHTYPHOH A4eHKoBOH
YHNAKOBKH /U1 WITPHLIEB YKa3bIBAtOT TOBAPHbIH
3HAK NPOM3BOJMTENS; KONHYECTBO LUMNPULER B
yMakoBke, 0ObeM MpenapaTta B MHITHIHTPAX:
TOProROS HAWMCHOBAHHE [1pellapara ¢

B MHJUTHJIMTPAX; HOMEp CCpHM;
CPOK rOAHOCTH U hapMakoa.
Ha naenke nosiumepHoii
KOHTYPHOH AUEHKOBON
YMN4KOBKH YKa3aHO TOBApHbIH
3HaK MPOU3BOAHTEIA.

Ha nauxe ykazato:
HaMMEHOBaHHe
MPOM3BOAMUTENS, €0 TOBAPHBIH
3HaK, ajapec, Tejedon U dakc:

2H33




MAPKHPOBKA

NpeayNpeanTeIbHOR MAPKHPOBKOH B
JEKAPCTBEHHYIO HOPMY; 103HPOBKY; |
«Cnocod NMpHMEHeHMS: CM. HHCTPYKLMEO 110
MPUMEHEHHUIO», HOMEP CEpPHH H CPOK
rOAHOCTH.

Ha nauke yka3biBaioT HAHMEHOBAHHE
MPOU3BOANTE S, €r0 TOBAPHBIH 3HAK, aapec,
TenedoH H akc; TOProeoe HAHMeHOBaHHe
1npenapara ¢ npeaynpeauTenbHoi
MapKHpOBKOH B MesIyHapoaHoe
HEMaTeHTORAHHOE HAHMEHOBAHHE,
JIEKapCTBEHHYIO HOPMY: I03HPOBKY,
AKBHBATIGHTHOE KOMHYECTBO ACHCTBYHOLICTO
BELICCTBA B O/IHOH aMITy/1e/0QHOM LUIPHLE B
MI/MJT; COCTAB Ha OJIHY aMITyny/OHH LTIPHIL;
KOJHYECTBO aMImyJl/ LUMPULIER B YNAKOBKE,
o0bem nipenapara 8 Mmuwutwmrpax; «Crnocob
NPHMEHEHHA: CM. HHCTPYKLHIO 1O
npuMeHEHHIO; «IpUMEHATE N0 Ha3HAYEHHIO
Bpaua»; «XpaHHuTb B HENOCTYITHOM IUIA feTeit
MECTE»; «CTEPUNBHOY; «HUIKOMOoneKyIspHEIii
renapyHy»; yCloBHA XPaHEHHA; YCII0BHA
OTITYCKA, HOMED CEPHH; CPOK TOJIHOCTH;
LITPUX-KO/T, HOMEP PErHCTPALIHOHHOTO
YIAOCTOBEPEHHA; KO MakeTa U apMaKo/l.
JlormyckaeTcs AONOMHHTENBHO HAHOCHTE
TOProBoe HaMMEeHOBaHHe Mpenapara WpHpTOM
bpafing; KOHTPONBHBIH MAEHTHDHKAIMOHHbIH
3Hak (KM3), a Taioke nHdopmaLunio, KOTopyio
coneput KU3.

Ha nauxe ana wnpuues ¢ ACNOAHUTEIbHBIM
ABTOMATH4YeCKHM HMJIKH HEABTOMATHYCCKHM
YCTPOHCTBOM JUIA 3aLLUMTh! HIITBI
HCIO/Ib30BaHH LUTNPHLA YKA3BIBAKIT «C
YCTPOHCTBOM 3aLLMTEI UIJIBIS.

HemaTeHTOBAHHOE
HAHMEHOBAHHE,
JiekapcTrenHas Gopma;
AO3UPOBKA; DKBHBAJIEHTHOE
KOJIMYECTBO ACHCTBYIOLIETO
BCLUECTRBA B OJIHOM aMIiyJie B
M]'/MII; cOCTae Ha OHY
aMmyny; KOJU4eCTBO aMITyll B
yrakoBke; o0beM Ipenapara B
MmunmHTpax; «Cnocod
MPHMEHEHMST: CM. MHCTPYKLMIO
MO MNPHMEHEHHION;
«[IpuMenaTe Mo HazHAYEHHIO
Bpaya»; «XpaHHTb B
HEOCTYNHOM 1A AeTCH
MECTEN; «CTEPHIIBHO;
«HuskomonekynapHeI#
renapHvH»; yCnoBua XpaHeHHH,
YCNOBHSA OTIyCKa; HOMEP
CEPHH; CPOK FOITHOCTH;
ITPUX-KOI; HOMEP
PErHCTPallMOHHOTO
YAOCTOBEPECHHS, KOO MakeTa H
chapmakon.

JIononHuTe/IbHO HAHECeHO
TOProBO€ HAHMEHOBAHHE
npenapata wpHpTOoM bpaiing,
KOHTPO/IbHBIA
HAEHTH(PHKALHOHHBIH 3HAK
(KH3), a rarice uudopmarius,
KoTopyto conepxut KH3.

3akiodenne: npenapat «JHukeym”, pactsop s uubexunii 8 000 antu-Xa ME/0,8 ma» B

amnynax N 10 cepus

1050720,

npouseenenusii  3A0

«®apmDupma

«Cortexc», Poccus,

coorBereTByeT TpeboBanusm PCIT JITI-N (000037) - (PT-RU)-260220, Mam. Nel, 2, 3,4, 5,6, 7 u
TIPUTOJIEH U1 Henoab3oBanus 1o 31.07.2022 r.
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COTEKC

Jluyenzus na ocyugecmanernue npouseodcmsa JIC Ne00103-JIC

Paspeuenne na soinyck JIII Ne 586

(B cooTeeTcTBUM ¢ [Tpuiiokeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haszpanue npoaykra /
Name of the product

JlekaperBennast gopma /
Pharmaceutical form

Jo3upoBka /

S o LS R

Twumn ynakopkn /
Package type

DHHUKCYM "

pacTBOP IS MHBEKIUH

8,000 anmn-Xa ME/0,8 ML il

amnynsl (5), YIaKoBKH SYEHKOBBIE KOHTYPHBIE (2) auKn
KapTOHHbIC

MHH /
INN

DHOKCAMapHH HATPH3L

Homep cepun /

Bach number 1050720
JlaTa npou3BoacTBa /
Date of manufacture 07.2020
INogen oo/

3 2
Expiry date 31.07.2022
gzzx&: i 5 629 ynakoBka

Crpana Ha3HaveHUS /
Destination country

Poccuiickas ®eneparis

Murketing authorization

HopmartuBHbIil 10KyMenT /
Normative document

PerncrpannonHoe ynoctoBepenue /

JITI-N (000037) - (PT-RU) ot 26.02.2020 1.
(mata perucTpalii B peepeHTHOM rocy1apcTse
13.12.2013 7.)

JITI-N (000037) - (PI'-RU)-260220, M3m. Nel, 2, 3,4, 5, 6,
7

IIponsBoacTBO roTOBOIH
JieKapcTBeHHo# dopMel /

Finished dosage form manufacturing

3A0 «PapmPupma «Coteken, Poccus

Anpec / Address:

Poccus, 141345, Mockosekast o6n., Cepruero-Ilocazckuit MyHUIMIATBHBIA paifoH, celbCKOe
nocenenne bepesnsakosckoe, noc. benukoso, a. 10, 1. 11, 1. 12

Ilepenunan ynakoska /
Primary packaging

3A0 «Papmbupma «CoTtekey, Pocens

Anpec/ Address:

Poccus, 141345, Mockogckas o0,

Ceprueso-Ilocanckuit MyHHIMTIAN L epa ENTbCKOE
nocenenue bepesuskosckoe, noc. Bemxoao A0 111 12 AT Y 6‘

Bropuunasn ynakopka /
Secondary packaging

3A0 «@apmPupma «Coterey, r/@/{yﬁr
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Anpec/ Address:

Poccus, 141345, MockoBckas 06:1., Cepruepo-Ilocaackuii MyHHIM
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e 3axpeiToe aKuHoHepHoe odmecTBo «PapmPupma «Cortexke»
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COTRRE Jhjensun na ocywecmenenue npouseodcmea JIC NeO0105-J1C

nocenenue bepesnskoBckoe, noc. bemwkoro, a. 10, a. 11, 1. 12

Beinyckaromuii koutpoab kauecrsa / | 3AO «®apm®@upma «Coteker, Poccus
Quality Control
Anpec / Address:
Poccus, 141345, Mockosckas 001, Ceprueso-Ilocanckuili MyHHUMNAILULIA pafoH, CellbCKoe
nocejieHue bepe3HaKoBeKoe, moc. bemukoso, 1. 10, a. 11, 1. 12

i DHOKcanapuH HATPHA

API name

Eﬁf::};i‘;;:;if;rAmc / «Anprai Qyndon baokemuxans Ko., JItg.», Kuraii

Homep cepun ADC/

API Bach numbir i - mawamn i DLMEZQQ?-%& I iy L] g g

HacrosmuM moarsep:kaaw, 4to JaHHas cepus Oblia MpoM3BeleHA W NPOKOHTPOIMPOBAHA B
COOTBETCTBHM ¢ jelicTByromuvu  Ilpasunamu  Haanesxanmelt npou3BoACTBEHHOH — ITPaKTHKH
Poccuiickoit ®enepauuu U TpeboBaHHAMH PerMcTpaloHHOTO J0CHE, 4 TaKkKe B COOTBCTCTBHH CO
crieH(pUKALUAMH 3aPETHCTPHPOBAHHOTO [IPOIYKTA.

JloKymMeHTBI 10 IPOKM3BOACTRY (NMPHMEHMMBIM CTAAMSAM) H KOHTPOIIO KAyecTBa MPOBEPEHbl U
onoOpeHs.L.

JI0GbIe OTKIOHEHHS pacc/IeIOBaHbI B COOTBETCTBHH ¢ BHYTPEHHIMH TIPOLEIYPaMH M 006 peHEl
VY o/IHoOMO4YEHHBIMH JIHLOM.

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Russian Federation and the requirements of the Marketing
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.

3A0 «®apm®Pupma «Corexe» nwuo
Beciinnoss 0. H.
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