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COTEXC

3akpeiToe akunonepuoe obmecTo «Dapm®@upma «Corexey

Juyensus na ocywecmenenue npouzeoocmea JIC Ne00105-J/IC

i

Paspewenue Ha Boimyck JIIT Ne 969
(B coorsetcTBuu ¢ [punoxenuem 16 cGMP) ,
Permission to release products (in accordance with Appendix 16 cGMP). -

Hassanue npoaykra /
Name of the product

JlexapcrBennas gpopma /

DuuKCYM”

pacTBOp AN HHBEKIHH

Pharmaceutical form

Jlozuposka / 5 . =
Doié 4 000 autu-Xa ME/0,4 mn [
Tun ynakosku / amiysl (5), yNakoBkn sdeiikoBble KOHTYpHBIe (2), mauxn
Package type KapTOHHBIE

MHH / 5 —
INN HOKCANapHH HATPUs -
Homep cepun / 4 e
Bach number sHatnal ave
JaTta npousBoacrsa / -
Date of manufacture Mo

Tonen 10/

Expiry date 31.10.2023 o
Pazmep cepuu /

Bach:siza 22 162 ynax.

Crpauna HazHadeHus /
Destination country

Poccuiickas ®enepanus

G

PerucTpannoHHoe yI0cToBepeHue /
Marketing authorization

HopMaTuBHBI J0KYMeHT /
Normative document

JITT-N (000037) - (PT-RU) ot 26.02.2020 r.
(naTa perucTpannu B peepeHTHOM roCyAapeTBe
13.12.2013 ) :

JITN (000037) - (PT-RU)-260220, Mam. NeT52, 3,4, 5, 6,

7

Ipou3BoACTBO rOTOBOH
JAeKapcTBeHHON Gopmbl /
Finished dosage form manufacturing

3A0 «@apm®upma «Cotekc», Poceus

Anpec / Address:

Poccus, 141345, Mockosckas o611, Ceprueso-Ilocanckuit MYHHLHIQIbHBIA PAHOH, CelIbCKOe
nocenenue bepe3HaKoBckoe, noc. beaukoso, 4. 10, 0. 11, 0. 12

Ilepsuunas ynakoBka /
Primary packaging

3A0 «Dapm®@upma «CoTekey, Poccus
o

Anpec / Address:
Poccus, 141345, Mockosekas 001,

nocenenue bepesnskoBckoe, Moc. beankoso, 1. 10, n. 11, 1.

P A
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Bropuunas ynakonka /
Secondary packaging

>

3A0 «(Dapwbﬂpﬁ:kpo“‘fégjcw!, «chgmﬁ)E)
) o

Ajpec / Address:

Poccusi, 141345, Mocxosckas 001, Ceprueso-llocanckuii ™

K - 5 1 < W’

pafioH, CelbCKoe




o,

E— 3akpeiTOE AKIHOHEPHOE 00IeCcTBO «@apmPupma «Corerey
-
4

Juyenswi na ocyujecmanenue npoussoocmea JIC Ne00105-JIC

rocenenue Bepesnsikosckoe, noc. beankoso, 4. 10, 1. 11, 1. 12

BoinycKaonuii KOHTPO/Ib KayecTBa / 3A0 «@apm®upma «Cotexen, Pocens
Quality Control

Anpec / Address:
Poceus, 141345, Mockosekas o6, Ceprueso-Tlocajckuii MYHUIHNAJIbHBIH PalioH, CETbCKoe

nocenerue bepesnaxopekoe, moc. beamkoso, a. 10, 4. 11, & 12

Hazsanue ADC /

DHOKCANIApHH HATPUSA
API name p P

Tpousoautenas ADC/

«Supraii Jlyauon Baitokemuxans Ko, Jita.», Kurai
APl manufacturer Ay

Homep cepun ADC/
API Bach number DLME210724

HacTosiiium MOATBEPAKAAI0, YTO JaHHAS cepus ObLla [POM3BE]EHA H POKOHTPOIMPOBAHA B
cooTBeTCTBHM ¢  jeifcTByommmu  I[IpaBuiamu Hauiexamedl NpOM3BOACTBCHHOH — IIPAKTHKH
Poccuiickoit ®enepanuu 1 TpeOoBaHHAMH PerucTpanMoOHHOro J0ChE, a TAKKE B COOTBETCTBMH CO
cnelrPUKALMAMHA 3aPErHCTPHPOBAHHOTO MIPOJTYKTa.

JIoKYMEHTBI 110 TPOU3BOACTBY (TIPHMEHHMMBIM CTaJHMsAM) H KOHTPOJIO KA4yecTBa MPOBEPCHBI H
0100pEHBL

JTxoBble OTKJIOHCHHS PACCTEI0BAHDI B COOTBETCTBHM ¢ BHYTPEHHUMH [POLEAYPAMH H 0I0DpEHbI
VII0JTHOMOYEHHBIMH JIHIIOM.

[ 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.

Ynoanomouenuoe JTHI0
3A0 «®apmPupma «CoTexe»
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+ JakpsiToe akiunonepuoe oduecrso «DapmDupma «Corexe»
COTEKC ) O nn:-..smpnf.-i KayecTna
141345, Poccus, Mockosckas otaacms, Cepeueso-Tlocadexkuit MyHUYURAToHBIU PAUOH,
cenveroe nocerenue bepesnaxosckoe, noc. beauxoeso, 0. 11
Tea/paxc: /495/ 956-29-30); /495/ 737-35-71
MMACIIOPT Ne 969 ot 17.11.2021 r.
I[POJYKT Duuxcym®
JIEKAPCTBEHHASI ®OPMA u Pacteop ans uibekuuii 4 000 anti-Xa ME/0,4 Ma ammynst N10
®OPMA BBITYCKA
OHUPMA IMPOU3BOJUTEID 3A0 «®apmPupma «Coteken, Poccns
CEPHA 1491021
OBBEM CEPHH 22 162 ynak.
JATA M3IrOTOBJEHMSA 10.2021 r.
I'OJAEH 10 31.10.2023 r.
CPOK I'OIHOCTH 2 roza
YCJIOBHUSA XPAHEHMA IIpu Temneparype He Boiue 25°C. He samopaxusath
PETMCTPAIIMOHHOE JITI-N (000037) - (PT-RU) ot 26.02.2020 .
YIOCTOBEPEHHE (nara peructpauyu B pediepenTHoM rocynaperse 13.12.2013 r.)

AHAJIM3BI TPOBEJEHBI no ®CII | JITI-N (000037) - (PT-RU)-260220, Msm. Ne 1, 2,3,4, 5,6, 7

HaumenoBanue noxkasare/iei

Tpebosanua DCII PesyabTaThi aHAAN3A

OIMMCAHHUE BeclpeTHas HIH KENTOBATasl, HIH
becuserHas npo3padHas
KOpHYHEBATO-Ke/ITOBATAs MPO3payHas
HKHAKOCTD
AHUAKOCTD
NOAIMHHOCT:
JHoKcaNAPHH HATPHA [penapar f0/KeH MPOAB/IATE aHTH-Xa [ToTMHHOCTE MOATBEPAACHA
AKTHBHOCTE
Harpuii OkpaluuBaHue [UIAMEHH B IKeITEIH LBET Mo/ IHHHOCTL MOATBEPIKICHA
MMPO3PAYHOCTH [Ipenapat J0MKeH BbIACPKHUBATL CPABHEHHE C [IpenapaTt BblaEpKHUBAET
sTanoHoM | CpaBHEHHE C 3TAOHOM |
IBETHOCTb [Mpenapat momken O6biTh GeCUBETHLIM HITH
BIICP/KMBAThL CPABHEHHE C DTAJIOHOM Y4 HIIH [Tpenapar GecLBETHBIH
BY
pH Or55m07,5 6,7
MEXAHHYECKHE
BKJIFOYEHM S
-BH/IUMBIE HEBOOPYKCHHBIM B cooTBeTCTBUH ¢ TpeOOBaHHAMH CoOTBETCTBYIOT

riiasoM
-HEBHUAUMBIC HEBOOPYKCHHBIM

B cootreTcTBHH ¢ TpeGOBaHUAMH

e Yactuupt 210 micv - He Gosee 6000 -~ ) :«%

>25 mxMm — He Gonee 600 W A
M3BJIEKAEMbI OEbEM, wa He menee 0,4 5 0.4
BAKTEPHAJIbHBIE i-| I_CTeKCT 5]}
IHAOTOKCHHBI, EJ na 1 ME He Gonee 0,01 Mege:0,0015
akTHBHOCTH anTH-(paxropa Xa ' oo /f
CTEPUWIBHOCTD INpenapar Jo/bkeH OBITh CTEPUIILHBIM % g/OPﬁpHﬂbelﬁ

lus3l




KOJHYECTBEHHOE
OIMPEJAEJEHME, ME/ma
Axtusnocts antudakrropa Xa
AxTHBHOCTB anTHdakTopa Ila
CooTHOIEHNEe AKTHBHOCTH
anTHdakropa Xa K AKTHBHOCTH
auTndarropa Iia

Ot 9000 g0 11000 10 475
Ot 2000 g0 3500 2 877
Or33m035,3 3,6

YIIAKOBKA o 0,2 mMa (2000 antu-Xa ME); 0,3 ma (3000 | To 0,4 mn (4000 antu-Xa ME)
anT-Xa ME); 0,4 mn (4000 antu-Xa ME); 0,5 | 8 amynsl HeclBEeTHOro CTeK1a
ma (5000 anti-Xa ME); 0,6 w1 (6000 antu-Xa | Thn [ o Eur. Ph. ¢ 3eJICHOH
ME); 0,7 ma (7000 antu-Xa ME); 0,8 mn | Touko#t pasioma n Hace4KoH
(8000 anti-Xa ME) uau 1,0 ma (10000 antu- | no ISO 9187 nc
Xa ME) B amny/bl GecUBETHOTO CTeK/a THIT | | 10MOTHHTE/IbHBIM
o Eur. Ph. ¢ UBETHBIM KOJIBLIOM pazioMa WiH | HAeHTH(HHKALMOHHBIM
¢ LBeTHO# Toukoii ¥ Haceukoi mo ISO 9187, | koablOM 3e/1€eHOr0 LBETA.

Ha ammyssl QOMOJHMTENBHO HaHocAT ofHo, | Ha kaciyio ammyTy Hak/ieeHa

ABA MIM TPH UBETHBIX KOJBLUA M/WiM | CAMOKIEAAACH STHKETIA.

JABYXMEPHBIH IITPUX-KOL, W/WIH OyKBEHHO- | 5 amITyl NOMELIEHEI B

UQpOBYIO KOIHPOBKY HITH fe3 | KOHTYPHYIO STMEHKOBYIO

JIOTIO/THUTE/TBHBIX LBETHBIX KOJIel, | YNaKOBKY U3 NJIEHKH

JIBYXMEPHOIo WITPUX-KOAA, GyKBEHHO- | TIOJIMBHHHAXJIOPHIHOH H

LM POBOH KOAUPOBKH. JIEHKH MOJIHMEPHOI.

Ha KX ayro aMITyIy HAKJEHBAKOT | 2 KOHTYpHBIE — AYEHKOBBIC

CAMOKIIEALLYIOCA ITHKETKY. YTIAKOBKH BMECTe &

[To 1, 2 WaH 5 aMITyJ1 MOMEUIAIOT B KOHTYPHYIO | HHCTPYKLIHEH MO NPUMEHEHHIO

AUEHKOBYIO YIAKOBKY H3 MIEHKH | MOMELUEHBl B TA4Ky M3

NOMMBHHUITXJIOPHIHOM u MIEHKH | KAPTOHA.

nojuMepHoi, uiH 0e3 MiIcHKH.

| KOHTYpHYIO SYeHKOBYIO ynakosky mo I, 2

WiM 5 ammyl, 2 KOHTYPHBIX AYEHKOBBIX

YNakoBkM M0 | wWoM 5 amiyn BMeCTe ¢

HHCTPYKUMEN MO NMPUMEHEHHIO NOMEAT B

nayky M3 KapToHa.

[Mauky ¢  JABYX  CTOPOH  3aK/IEMBAIOT

HAK/JICHKAMM M3 CaMOKJIEALErocs Mmarepuana

U1l KOHTPOJIA BCKPBITHS WK Ge3 HakIeek

Ha sTHKeTKe aMITy b/ IUNpHLA YKA3bIBAIOT Ha sTukerke aMITyIbl yKa3aHo:

TOBapHBIA 3HAK MPOU3IBOIHUTENS; TOProBoe TOBapHbIH 3HAK

HaUMEHOBAHME T1penapara ¢ MPOUIBONTENSA; TOProBOE
MAPKHPOBKA npeaynpeanTelbHOH MapKHPOBKOH ®, HAMMEHOBAHHE Mpenapara ¢

JeKapeTBeHHYI0 (GOopMY; N103HPOBKY; 00bEM
[penapara B MUITHAHTPaXx; HOMED CEPHH,
CpoK roAHocTH U hapMakos.

Ha nneHke MoiuMepHoii WM TUICHKE
MOJIMIPOIIMIEHOBOH, WK TUIEHKE
NOJHITHICHOBOM KOHTYPHOH A4eikoBoH
YTAKOBKM [UIS ILNPULIEB M HA ILVICHKE

MOJTHMEPHOM KOHTYPHOH A4eHKOBOMH YIAKOBKH

A7 aMITYTT YKa3BIBAIOT TOBAPHBIH 3HAK
MPOH3ROINTENS. §
Ha KOHTYpHOIi AueiikoBoil ynakoske ans
ammyn 6e3 NIeHKH MapKHPOBKA oTcy'rcmyeT
Ha Gymare ynakoBouHoii ¢ MOJMMEPHBIM,|
MOKpbITHEM WK Gymare 4715 yNaKoBbiBaA s

MEeIMUMHCKHX H3JIeTHH KOHTYPHO#M ﬂl{effmdnoﬁ 7
YNaKOBKH /UTS IIMPHLIEB YKa3bIBAIOT TOBAPHBIHA

3HAK MPOMIBOAUTENA, KOTHHYECTBO IWINPHLCE B
YNaKOBKeE; obnem npenaparta B MHIUTHITHUTPAX,
TOPropoe HauMeHOBaHHe Ipernapara ¢

npeaynpeauTenbHOM
MapKHpoBKOH ®;
neKkapcTBeHHad hopma;
Jo3upoBka; oGbeM npenapara
B MH/IJIHJIHTPAax, HOMED CEPHH;
CPOK FOJHOCTH M apmakol.
Ha nnexke nonumepHo#

_KOHTYPHOW A4eHKOBOH
: }«’rlaxo:amm:sano TOBAPHEI
3HAK IPON3BOAUTE/IA.

Ha nauxe- y&as 0:
HAHMEHOBAHHKE | |
nponssonme}m} o TOBapHBbIii
3HaK, anpec, TejedoH u daxc;
Toproaog.%&:ﬂoaauue
npenapara®’

npemy peaHTeThHOM
MapKkHpoBKO# ®);
MEIKAYHAPOLIHOE

2u33




MAPKHPOBKA

NpeayNpeaHTebHOMH MaPKUPOBKOH ®;
JIEKapCTBEHHYIO (GOPMY; 103HPOBKY;
«Criocod npuMeHeHHs: CM. HHCTPYKLIHIO 110
NPUMEHEHHIO»; HOMEP CEPHHU H CPOK
FOAHOCTH.

Ha nauke yka3blBaloT HAUMEHOBAHHE
NPOM3BOAMTETA, €T0 TOBAPHLIH 3HAK, AIPEC,
TenedoH H pake; TOProBoe HAMMEHOBaHHE
Npenapara ¢ npeaynpeaTebHoH
mapkuposkoi ®; mMexyHaponHoe
HENaTeHTOBAHHOE HAMMEHOBaHHE;
JICKapCTBEHHYIO (POPMY; JI03HPOBKY;
IKBHBAJICHTHOEC KOJIHYECTBO ,C[GﬁCTByIOH.lCI'O
BEILECTBA B OMHOH aMITyJIe/0JHOM LUINPULIE B
MI/MIT; COCTAB Ha O/JIHY aMI1yJ1y/OAWH LWIPHLL
KO/THYECTBO aMITy/l/ LIMPHLIER B YIAKOBKE;
o6bem npenapata B MHLTHIMTPax; «Criocod
NPUMEHEHHA: CM. MHCTPYKLIHIO 1O
NpUMEHeHHIO»; «IIpHMEeHATS 10 HA3HAYEHHIO
Bpaqa»; «XpaHHUTb B HEJOCTYIHOM 1A JeTei
MECTE?; «CTEPHIIbHOY; « HH3KOMOIeKyAApHBIL
rerapuH»; YCIOBHS XPaHeHHs; YCIOBHA
OTIYCKa, HOMEP CEPHH; CPOK IOJHOCTH;
LITPUX-KOJ; HOMEP PErHCTPALMOHHOTO
YIOCTOBEPCHHMS, KOJ MaKeTa ¥ (hapMaxof.
JomyckaeTcs T0ONoAHUTENBHO HAHOCHTE
TOProBO€ HAWMEHOBAHHE Mpenapara WpHPTOM
Bpaiins; koHTponbHEIH HASHTHOUKALMOHHBIR
anak (KM3), a taroke uudopmalimio, KOTopyio
coaepscnt KH3.

Ha nauke anis Winpuues ¢ QONOTHHTENBHbIM
aABTOMAaTHYECKUM HJTH HeaBTOMAaTHYECKHM
YCTPOHCTBOM [J151 3ALUMThI UIJIbI
HCI0JIb30BAHHA LINPHLA YKA3BIBAIOT «C
YCTPOHCTBOM 3aLLMTBI MTJIBIY.

HENaTeHTOBAHHOE
HAUMEHOBAHHE,
nexapceTBeHHas Gopma;
AO3HPOBKA; IKBUBAJICHTHOE
KOJIHYECTBO neﬁc*mymmero
BELIECTBA B OJHOH aMITyJie B
MI/MII; COCTAB Ha OHY
aMIyJIy; KOJIM4ECTBO aMITy/ B
ynakoBke; o0beM mpenapara B
muaanTpax; «Criocod
MPHMEHEHHS: CM. HHCTPYKLHIO
Mo NMPUMEHEHHIO,
«ITpUMEHATL MO HA3HAYEHHIO
Bpauay; «XpaHWTb B
HEJOCTYITHOM U1 deTei
MECTEN; «CTEPHIBHO,
«HuskoMonekyIspHeIii
rernapHH»; yCIOBHA XpPaHEHHU,
YC/IOBUA OTITYCKA; HOMEp
CEPHH; CPOK I'OJHOCTH;
ITPUX-KOA; HOMEpP
PErHCTPaIlHOHHOrO
YIOOCTOBEPEHHS; KO MaKeTa 1
thapmako.

JlononHUTeTbHO HAHECEHO
TOProBoe HAMMEHOBAHHE
npenapara mpudTom bpaiing.
KonTposnbHbiit
HIeHTH(HKaLLHOHHBIN 3HaK
(KH3), a Taioke uxdopmanmio,
KoTopyto coaep:kut KH3.

3akmouenne: npenapar «Juukeym®, pacrsop A nabexunii 4 000 antu-Xa ME/0,4 My B
1491021, npomssenensslit 3A0 «Dapm®upma «Cotekc», Poccnus,
cooTBeTcTBYET Tpebosanusm JIII-N (000037) - (PT-RU)-260220, Mam. Nel, 2, 3, 4, 5, 6, 7 1 npuroaex
IUig ucronb3oBanus a0 31.10.2023 r.
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