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COTEKC

LG T — D S g

3akpbiToe akimonepuoe odmecTso «Papm®@upma «Corexe»
Otaen KOHIpONs Kaectna

1413435, Poccus, Mockosckas oGnacmo, Cepeneso-Tocadekutt syrugunanshstit pation,
ceavcrkoe nocenentie bepesusxosckoe, noc. beaurxoso, 0. 11
Ten./haxc: /495/ 956-29-30; /495/ 737-35-71

IHACITOPT Ne 811 o1 19.11.2020 .

HOPOAYKT Dunreym®

JEKAPCTBEHHASA ®OPMA n Pactsop mna uunexunii 4 000 antu-Xa ME/0,4 sn ammynet N10O
POPMA BBIITY CKA

PHUPMA ITPOU3BOAUTEJL 3A0 «DapmPupata «Corexen, Poceus

CEPH3I 1641120

OFBLEM CEPHH 22 584 ynak.

HATA H3I'OTOBJIEHHS 11.2020 r.

I'OJAEH 10 30.11.2022r.

CPOKT'OJHOCTH 2 roga

YCJHOBHUSA XPAHEHUSI [Tpu Temmepartype He Bouue 25°C. He 3amopakusaTh
PETHCTPALIMOHHOE JITI-N (000037) - (PT-RU) ot 26.02.2020 r.
YAOCTOBEPEHHE (naTa peructpaunu B pedepeHtHOM rocyaapetse 13.12.2013 r.)
AHAJHM3EBI ITPOBEAEHBI no ®CII | JITI-N (000037) - (P[-RU)-260220, H3a. Nel, 2,3,4,5,6,7

Hanmenosanne noxkasareeii

Tpedosanus OCII PesyanTaThl anamnsa

OIINCAHHAE BecuserHas wnu skenrosaras, HIH
HKenropataa npospautas
KOPHYHEBATO-XKEITOBATAS 1PO3patHas
X AKHJKOCTH
HKHAKOCTh
OOATHMHHOCTD:

DuoKcanAPHH HATPHS

[Tpenapar nomieH nposBaaATh aHTH-Xa [ToanuHHOCTL MOATBEPAKAEHA

AKTHBHOCTb

Harpuii OKpatuHBaHie mIaMeni B KenTblil LBeT [TopinHHOCT NOATBEPXK/EHA
MPO3PAYHOCTb Tpenapat nonxeH BbIAEPKHBATD CpaBHEHHE C [Tpenapat BoLaCpsKHBAET
atasioHoM [ CpaBHEHHE C 3TAJIOHOM |

IBETHOCTL [Ipenapar posmkeH Ob1Th GECUBETHBIM HIH

[penapar BbigepiKHBaeT

BBIJIEPYHBATE CPABHEHHE C 3TAJOROM Yy HIIH
CpaBHEHHE C ITAJIOHOM Y4
BY,
pH Or55nm07,5 6,8
MEXAHHYECKHE
BKJIIOYEHHSA
~BHIHMBIC HEBOOPYKCHHBIM B ccotsercTBHE ¢ TpebOoBaHHSMH CoOTBETCTBYIOT
rjiasom
~HEBHIHMBIE HEBOOPYIKEHHBIM B coorsercTBHE ¢ TpeOOBAHMUANMH
Yaciust >10 MM - He 6onee 6000 21

rinason

>25 MKy — He Honee 600

H3BJEKAEMBIH OB BEM, ma

He senee 0,4

BAKTEPHAJIbHBIE
DHAOTOKCHHBI, £ na 1 ME
AKTHBHOCTH aHTH-(haKTOpa Xa

He 6onee 0,01

CTEPHJILHOCTb

[Tpenapar nonxet OBITH CTEPHILHBIM

lus3




KOJMYECTBEHHOE
OIPEAEJIEHHUE, ME/ma
AKTHBHOCTEL anTHparTOpa Xa
AxTusnocts antugakropa Ila
CooTHOmIEHHE AKTHBHOCTH
anTudarropa Xa K AKTHBHOCTH
antudaxropa Ila

Ot 9000 o 11000 10 020
Or 2000 no 3500 2679
Or13,3 1053 3,7

VITAKOBKA [lo 0,2 s (2000 anTH-Xa ME); 0,3 s (3000 | ITo 0,4 st (4000 antu-Xa ME)
antu-Xa ME); 0,4 yn (4000 anTu-Xa ME); 0,5 | B amiy.ibi GeCUBETHOIO CTEKIIA
M (5000 anti-Xa ME); 0,6 st (6000 anru-Xa | tun I no Eur. Ph. ¢ 3e/IeHOI
ME); 0,7 mm (7000 awu-Xa ME); 0,8 s | Toukoii pasnoma v HaceuKoi
(8000 anru-Xa ME) unu 1,0 an (10000 antu- | no [SO 9187 e
Xa ME) B amnysibt GecuBeTHOro cTeria T [ | 1onoiHATENbHbINM
no Eur. Ph. ¢ NBETHBIM KOJBLOM Pa3fioMa HIH | HAEHTH(QHKALHOHHBIM
¢ uBeTHOH Toukod u Haceukoil no 1SO 9187. | konbLoM 3€/IeHOTO LBETA.

Ha amrynisl JIOMOTHHTENBHO HAHOCAT OJHO, | Ha Kasigryio amimyIry HakieeHa

ABA MWIH TPH UBETHBIX KOAbLUA  WHAM | CAMOKIEALIAACH STHKETKA.

JIBYXMEPHBIH  WTPHX-KOA, WHAH OYKBEHHO- | 5 aMIIyJl NOMELIEHbI B

uH(ppPoByIO KOAHPOBKY HIIH 6e3 | KOHTYPHYIO SUEHKOBYIO

JIOTIOJIHHTENBHBIX LIBETHbIX KOJIELl, | YIAKOBKY U3 MIEHKH

JIBYXMEPHOTO LITPUX-KO/, OYKBEHHO- | MTOJIHBHHHIXIOPHAHOM H

UH(POBOH KOAHPOBKH. IJIEHKH MOJHMEPHOIT.

Ha KOOYIo aMITyJry HAKJIEMBAIOT | 2 KOHTYPHbIE — AYEHKOBBIC

CaMOKJIESTIYIOCSH DTHKCTKY. YNaKOBKH BMECTE c

[To 1, 2 uau 5 aMIysi NOMELLAIOT B KOHTYPHYHO | HHCTPYKIHEH M0 MPHMEHEHHIO

AYEHKOBYIO YIAKOBKY u3 MJIEHKH | TIOMELIeHBl B Mauky  u3

MOAHBHHHAXIOPHAHON H MJIEHKH | KapToHa.

MOMHMEPHO#H, 1K 083 MIeHKH.

1 KOHTYpPHYIO AveHKOBYIO ynakopky no 1, 2

WIH 5 aMnysi; 2 KOHTYPHBIX AYEHKOBBIX

YHaKOBKH no | uam 5 amMmyln BMecTe ¢

HHCTPYKUMEH 10 MPHMEHEHHIO NOMELIAIOT B

nauKy H3 KapToHa,

Ilauky ¢  ABYX  CTOpPOH  3aKIEHBAIOT

HakmIeHKaMH W3 CAMOKJIEALIErocs MaTepHaia

JUIsS KOHTPOJTA BCKPBITHA 1M 6¢3 HaKJieek

Ha THKeTKe aMITy L/ IUTPHIIA YKA3bIBAIOT Ha sTHKeTKe aMnyJibl YKa3aHo:

TOBaPHLIH 3HAK NPOH3BOAHTENA, TOProBoe TOBAPHBIH 3HAK

HAHMEHOBaHHE Mpenapara ¢ NPOH3BOANTEIA; TOProBoe
MAPKHPOBKA npeaynpeaAnTeNsHOI MapkHpoBKoi ®, HaHMEHOBAaHHE Mpenapara ¢

NEKapCTBEHHYIO DOPAY; JIO3HPOBKY; 0ObeM
npemiapara B MHIIMIHTPAX; HOMED CEPHH;
CPOK I'OJHOCTH H (papMaKoA.

Ha ntenike nosMMeEpHOH HiIH TIJICHKe
MONHTIPONHAEHOBOH, HIH IUICHKE
MOTUATHIIEHOBOH KOHTYPHO# fuelikoBoH
YNAKOBKH [UIA UITIPHUEB H HA NJIEHKE
MOJMMEPHOET KOHTYPHOIT AMEHKOBOH YNAKOBKH
AJIA AMITYJT YKA3LIBAIOT TOBAPHbIH 3HAK
TIPOH3BOAUTEIIA.

Ha koHTYypHO#1 suefikoBoil yNakoBKe /s
aMITyJt 63 MIeHKH MapKHPOBKa OTCYTCTBYET,
Ha Oymare ynakoBOUHO# € [OJIHMEPHbIM
NOKPLITHEM WiIH GyMare jUid yNakoBbIBaHHS
MEAHLHHCKHX H3/IeJHi KOHTYPHOIT auelikoBoii
YHAKOBKH /I LINPHLEB YKA3bIBAIOT TOBAPHBI
3HAK NPOH3BOAMTEA; KONHYECTBO LIIPHLIEB
yrakoBke; 00beM fpenapara B MHUTHIHTPA)
TOProBOE HAHMEHOBAHHE TIpernapara ¢

- DIperapaTa’c., N\

\TOE

(Ipe/LypeAMTENBHOH
MapKHPOBKOH ®;
nekapcTBeHHas dopaa;
HO3UPOBKA; 00BEM npenapara
B MHIUTHIINTPAX; HOMEP CEPHH,
CPOK rOAHOCTH H (papMaKo/I.
Ha ruienke nonusepHoi
KOHTYpHOI1 s4eHKoBOH
YIAKOBKH YKa3aHO TOBAPHbIH
3HAK MPOU3BOAHTEI.

Ha nauke ykasaHo:
HAaUMEHOBAHHE
NPOHIBOANTEIS, €0 TOBAPHbIL

3HaK; AAPEC Tenedon u daxkc;

#TOprosoe HalnEROBaHHE

~\

fpeaynpeanTEnLHOY
"MAPKUPOBKOI®; |-

oe /2] ]

2u3l

| M&XTYHapoaHOE |
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MAPKHPOBKA

MPeAYTIPEAHTENLHON MapKHpoBkoi ®;
TIeKapCTBEHHYIO (OPMY; JO3HPOBKY; ;
«Croco® TpHMEHEHHA: CM. HHCTPYKIIHIO T10
MPHMEHEHHIO»; HOMEP CEPHH U CPOK
TOAHOCTH.

Ha natike yka3siBatoT HAHMEHOBAHIE
NPOH3BOMTENA, ET0 TOBAPHbIH 3HAK, agpec,
Tenedon U daKc; TOPropoe HaMMEHOBaHHE
nipenapara ¢ npeaynpeaHTeNbHo
MapKHpOBKOH ®; MexayHapo/IHOe
HEMATEHTOBAHHOE HAUMEHOBAHHE;
JICKapCTBEHHYIO (DOPMY; JO3HPOBKY;
IKBHBAJIEHTHOE KOJIMHECTBO AeHCTBYIOErD
BELECTBA B OJIHOH aMnyne/0AHOM LITPHLE B
MI/MIT; COCTAB HA OLHY AMITYJ1y/OHH WIIPHLL
KOJIHYECTBO amMIyJl/ LINPHUEB B YNAKOBKE;
obbem npenaparta B MHLIHIHTPaX; «Criocob
MPHMEHEHHS: CM. HHCTPYKIHIO MO
npuMeHeHHto»; «[IpUMEeHATE 110 Ha3HAUCHHIO
Bpaua»; «XpaHHTb B HENOCTYNHOM UTa AeTeli
MECTER; «CTEPHIIbHOY; «Hu3KkoMOneKynapHbIfi
renapHHy, YCIOBHA XPaHeHHA; YCIIOBHSA
OTIYCKa; HOMEP CEPHH; CPOK MOAHOCTH;
LITPHX-KO/T; HOMEDP PEerHCTPALMOHHOIO
YAOCTOREPEHHS; KOl MaKeTa H (papMakoL.
Jlonyckaetcst AONONHHTENBHO HAHOCHTh
TOProBOC HAHMCHOBaHKE Npenapata pHQTOM
Bpaiing; KOHTPONLHbIN HACHTHPHKALMOHHSIIT
3uak (KH3), a Tarcke nupopmaumio, kotopyto
conepimut KH3.

Ha navuke [urs LITIPHUEB ¢ IONOAHHTENLHBIM
ABTOMATHYECKHM HITH HEABTOMATHUYECKHM
YCTPOHCTBOM U151 321LHTHI HIJIBI
UCTOJIb30BaHS LINPHLA YKA3BIBAIOT «C
YCTPOHCTBOM 3aLIHTHI HIJIBIY,

HeraTeHTORAHHOE —|
HAHMEHOBaHHE;
JeKapcTBeHHaA opma,;
JO3HPOBKA; 3KBHBAJIEHTHOE
KOMHYECTRO JEHCTBYIONIEro
BELIECTBA B OJHOH aMITyJIE B
MI/MJT; COCTAB HA OAHY
aMITYJIy; KOAHYECTBO aMny. B
ymakoBke; o6bemM npenapara B
MunaHnuTpax; «Crnocod
MOPHMEHEHHA: CM. HHCTPYKLHIO
110 [IPUMEHEHHION,
«TTpHMEHATH MO HAZHAUEHHIO
spayay; «XpaHuTh B
HEJOCTYITHOM AN ACTEi
MECTEY; KCTEPHIBHOY,
«HuzkonmonekyasapHbiii
renapuH»; YCIIoBHA XPaHeHH;
YCIOBMA OTIYCKA; HOMED
CepHH; CPOK FOJAHOCTH;
WTPHX-KO/; HOMED
PErHCTPaLHOHHOIO
YZIOCTOBEPEHHS, KOJ MaKeTa
(apmakon.

JonosIHHTENbEHO HAHECEHD
TOProBOE HAHMEHOBAHHE
npenapara wpugrom Bpaiing.
KoHtposibhaiii
HAEHTHOHKALMOHHBIH 3HAK
(KKH3), a Tarcke uHdopaaumio,
KoTopyio comepixut KH3.

3akmouenne: npenapar «dunkeym®, pactop aas nHbexnmii 4 000 anTi-Xa ME/0,4 »a» B

amnyjgax N 10 cepus

1641120,

npousBeneHHslii  3A0

«DapmDupra

«Cotekc», Poceus,

cooteeTeTBYeT Tpebosanusy JIIT-N (000037) - (PI-RU)-260220, Msm. Nel, 2. 3, 4, S, 6, 7 u npurogex
JUTA HCTOBb30BaHus g0 30.11.2022 r.

H.atlam.mnc OKK

3A0 «PapmP@upara «Corere»

3uz3

JLH. Kyanunxnnua

MLIL
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e 3akpeIToe akuHoHepHOE 061IECTBO «®@apudupma «Cotexcy
_

= 5.
COTEKE Jluyenzus na ocywecmanenue npoussodcmea JIC Ne(Q0105-71C

Paspemenue na semyck JITI Ne 811
(B cootsetcTauu ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasganwne npoaykra / . p
Name of the product OHHKCYM
JlexapcTeennan dpopma / ACTBOD ST HAECK L
Pharmaceutical form p pAa I
PP 4 000 ant-Xa ME/0,4 mn
Dose
Tun ynakosku / aMITyyIsl (5), YIAKOBKH SUYCHKOBBIE KOHTYpHbIE (2), mauku
Package type KapTOHHBIE
e DHOKCallapHH HATpHS
INN P TP
—
Homep cepun /
Bach number 1641120
Jara npoussoacrea /
Date of manufacture 11.2020
I'ogen mo / ,
Etpiry date 30.11.2022
Pasmep cepun /
22
Bach size 22 584 ymax.

Crpana HazHavenns /

Destination country
Perucrpaunonnoe ynocrosepenne / | JITI-N (00003 7) - (PI'-RU) ot 26.02.2020 1.

Poccuiickas ®enepanus

Marketing authorization (zara perucTpaiuu B pedepentHOM rocyaapcrse

13.12.2013 1) i
HopmaTupnsiii noxyment / JITI-N (000037) - (PT-RU)-260220, Mam. Nel, 2, 3,4,5,6, |
Normative document 7 ‘
IIpousBoacTeo rorosoii 3A0 «DapmPupma «CoTekcy, Poccus

JIeKapCcTBCHHOMH dopmbl /

Finished dosage form manufacturing
Anpec / Address:

Poccua, 141345, Mockosekas 0671, Cepruepo-Ilocanckuii MyHHIMNATEHELT paiioH, ceNLcKoe
moceneHue bepesnskoBckoe, noc. benrukoro, 1. 10, m. 11, 1. 12

[TepBuunas ynakopka / 3A0 «PapmPupma «Cotexer, Poccus
Primary packaging

Anpec / Address:

Poccns, 141345, Mockosekas 0611, Ceprueso-TTocanckuii M
nocesnenne bepesnakorckoe, moc. Bemnxogo, 1. 10, 0. 11, o 12

O fue

BropuuHas ynakopka / 3A0 «Dapm®upma «CoTexcy, _d{:;ﬁq OoTe
Secondary packaging 3\
Anpec / Address: N
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o 3akpeiToe akiuoHepHoe oGmecTBo «Papm®upma «Corexe»
_— ' .
coOTERS Jluyensua na ocywecmenenue npouzgoocmea JIC Ne001035-JIC

nocesnenve bepesuskorckoe, noc. Benukoso, a. 10, 1. 11, 1. 12

Beimyckaomuit koutpons kavecrsa / | 3A0 «®apv®upma «Cotexey, Poccns
Quality Control
Aapec / Address:
Poccus, 141345, MockoBckas o611, Ceprueso-ITocagckuil MYHHIMNAIBHBI palioH, CEIBCKOR
nocesienne bepesnsxorckoe, moc. benukoso, a. 10, 1. 11, 1. 12

Hazpanue A®C /

API name DHOKcanapHH HaTpHs

g}l’)ﬁ ;Zl:agj;‘sgr:ﬁ:rmpc / «dyubun Taupayn Gapmacsrotnkan Ko. Jlta.», Kurait
Homep cepun ADC / ﬂ

API Bach numbeyr KE4-2008043

Hac-roxmmw MOATBCPACAAD, YTO HaHHas CEpHA Oblia IIpOU3BEAEHA M IMPOKOHTPOTUPOBAHA B
COOTBETCTBMM ¢ meHcrsylommmu [Ipapumamm  Hanmexamed [pou3BOACTBEHHON — IpaKTHKH
Poccuiickoli ®emeparmu n TpeGoBaHUsSMH PerucTpallOHHOTO JOCBE, a TAKKE B COOTBETCTBHH CO
CrielUUKAIHAMHA 3aPerUCTPHPOBAHHOTO MPOAYKTA.

JloKyMeHTBl M0 MpOM3BOACTBY (IPHMEHHMBIM CTAIHAM) M KOHTPOMIO KadecTBa [IPOBEPEHBI U
0400 peHsI.

JlroGple OTKIIOHEHNS pacciieJOBAaHbI B COOTBETCTBHH ¢ BHYTPEHHUMH IPOLEAYPAMHE I 0.100peHbI
VY I0JIHOMOYEHHBIMH JTHIIOM.

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.

YooanomodeHHOE JTHINO 4 2’/}' P SULLHEBCKan B,
3A0 «®@apmPupma «Corexe»n 7

o S, AT
00I0MHCE, DO

«lO»_+7 2040 .




