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3aKpbITo€ AKIHOHEPHOE 00mecTBO «®apm®Pupma «CoTexe»

——t -
COTEKC Jluyensus Ha ocyuecmenenue npouszsoocmea JIC NeQ0105-JIC

Paspemenue Ha Beinyck JIIT Ne 753
(B cooTBeTCTBHH ¢ [IpHTIONKEHHEM 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanune npoaykra /
Name of the product
Jlexapcrennas (popma /

Suuxcym®

pacTBOp UL HHBEKLHH

Pharmaceutical form

Acsmponis 4 000 antu-Xa ME/0,4 mn
Dose

THn ynakoBKu / amiyisl (5), YIakoBKH S9E€HKOBBIE KOHTYPHBIC (2), mauku
Package type KapTOHHBIE

MHH / 5

INN HOKCarnapHH HaTpHs
Homep cepun /

Bach number 1020821

Jlata npoussoacTsa /

Date of manufacture 08.2021

Iopen no /

Expiry date 31.08.2023

Pa3mep cepun /

Bach size 22 055 ynax.

Crpana HasHa4yeHns /

L e Poccuiickas Genepanus
Destination country Acpan

PerucTpallioOHHOE YI0CTOBEPEHHE / JITI-N (000037) - (PT-RU) ot 26.02.2020 .

Marketing authorization (mata perucTpaluu B peepeHTHOM roCyAapcTBe
13.12.2013 1.)

HopMaTHBHBIH Z0KyMeHT / JITI-N (000037) - (PT-RU)-260220, H3m. Nel, 2,3,4,5,6

Normative document 7 '

IIpou3BOACTBO rOTOBOH 3A0 «PapmPupma «Coteken, Poceus

JeKapeTBennoit Gpopmbr /
Finished dosage form manufacturing

Anpec / Address:
Poccus, 141345, Mockosexkas o611., Ceprueso-Tlocanckuit MyHHLMIANBHEIH paifoH, CEeNbCKOe
nocenenye Bepe3HsKOBCKOE, MOc. belrKkoBo, 1. 10, n. 11, 1. 12

Ilepsuunas ynakoska / 3A0 «Dapmdupma «Cotexey, Poccus
Primary packaging

Anpec / Address:
Poccus, 141345, Mockosckas o6, Ceprueso-ITocanckuit MYHHIMIATBHBIL - paitot, 'GeNbCKOe
nocenexHue BepesHsKOBCKOe, Moc, BeMKoBO, A. 16, m 11,3 12

BropuuHasi ynakopKka / 3A0 «Papm®Pupma ((COTBKC»; Poccus
Secondary packaging

Anpec / Address:

Poccus, 141345, Mockorckas 001, Ceprueso-Tlocanckuit Myunuﬁﬁa'ﬂsﬂmﬁ palioH, CeJIbCKOe
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COTEKC Jluyensus na ocyujecmenenue npoussodcmea JIC Ne00105 JIC

nocelienue Bepe3HaKoBCKoe, noc. benukoso, 1. 10, 1. 11, s 12
BhINycKA0UMi KOHTPOJIb KaYecTsa / 3A0 «Dapm®upma «Corekcy, Poccns
Quality Control

Anpec / Address:
Poccus, 141345, Mockopckas 0O, Cepruepo-ITocafckuii MYHHUHIITBHBIH paiioH, CeJbCKOe

nocenenue bepesnskoBcKoe, noc. benukoso, 1. 10, . 11, ;. 12

Hazeanue ADC/

API name JHOKCcanapuH HaTpHs

;I;II}I’); ;Zizzl}:;Z?':rAq)C / «STupTait Jyrusn Baiiokemukans Ko.,JITA.», Kutai
Homep cepun ADC/

API Bach number DLME210325

HacTosIIMM TOATBEPIKAAIO, UTO J@HHAs cepus Obula NPOM3BE/CHA H NPOKOHTPOIUPOBAHA B
cootsercTBuM ¢ gefictByrommmu  [lpaunamu  Haamexained POU3BOJICTBEHHOM  MPaKTHKHU
Poccuiickoii Penepauun ¥ TpeGOBaHMAMH PEruCTpalMOHHOIO NOCHE, @ TAKkKe B COOTBETCTBHH CO
crienudUKaLMIME 3aPETMCTPUPOBAHHOIO IPOAYKTA.

JloKyMeHTHI TI0 NPOM3BOACTBY (MPUMEHHMbIM CTA[HMAM) M KOHTPOJIO XaueCTBa IMPOBEPCHE! i
0J0OpEHEL.

JTtoBble OTKIOHEHHS Pacc/eJ0BaHEl B COOTBETCTBUN ¢ BHYTPEHHHUMH NPOLCAYPAMH 1 0n00OpEHEI
VIOJHOMO4YEHHBIMH JIHLIOM.

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.

VYNnoJHOMOYEHHOE JIHII0 Butivosckan BC.
3A0 «®apm®Pupma «CoTexe»
noiuues! DO/

« /ﬂ» o7 ZOﬂZ’/r.
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COTEKC

3aKphITOE AKIHOHEPHOE 001eCTBO «@apm®@upma «CoTeKe»

OTaen KOHTPOMA KAYeCTBa

141345, Poccus, Mockosckas obnacms, Cepaueso-Ilocadckuti MYHUYUNATbHBITE PAUOH,
censcroe nocenenue Bepesnsixosckoe, noc. benuxoso, 0. 11

Ten./gpaxc: /495/956-29-30; /495/ 737-33- 71

ITACIIOPT Ne 753 ot 09.09.2021 r.

IMPOAYKT DuuKkcym®

JIEKAPCTBEHHAS ®OPMA n PacTBop ans uubekimi 4 000 anTH-Xa ME/0,4 mn ammynst N10
P$OPMA BBIIIYCKA

®HUPMA ITPOHU3BOJUTEb 3A0 «®apm®upma «Cotekcy, Pocens

CEPHUSA 1020821

OBBEM CEPHH 22 055 ynak.

ITATA M3 OTOBJEHH A 08.2021 r.

TOIEH 10 31.08.2023 r.

CPOKTI'OAHOCTH 2 roga

YCJIOBUSA XPAHEHHUA Ilpu TemnepaType He Bbuue 25°C. He 3aMopaxuBaTh
PETUCTPAIIMOHHOE JITI-N (000037) - (PT-RU) ot 26.02.2020 r.
YIOCTOBEPEHHUE (aTa perucTpalMH B pedepeHTHOM rocynapcTee 13.12.2013 1.)
AHAJIA3BI MPOBEIEHBI no ®CII | JITI-N (000037) - (PT-RU)-260220, Uam. Ne 1,2,3,4,5,6,7

HanmeHoBaHHe NOKA3aTeNEH

Tpe6opanua PCII PesynbTaThl aHAIH3A

DHOKCcAIAPHH HATPHA

OIIMCAHHE BecliBeTHAas HIIH xKeNTOBaTAasA, HITH
BeciserHas mpo3pavyHas
KOpUYHEBATO-XKEJITOBATAA IPO3pavyHas
WHUAKOCTD
HJIKOCTE
MMOAJMHHOCTb:

[Mpenapat J0JDKESH NPOSABIATH aHTH-Xa
AKTUBHOCTH

TlopnHHHOCTE MOATBEPKIAEHA

Harpuii OxpaiHBaHHe TJIAMEHH B JKENThIH LBET IMoaMHHOCTE [MOATBEPXKICHA
MPO3PAYHOCTD TIpenapaT AOMKEH BBIAEPKHUBATH CPABHEHHE C [lpenapaT BBIAECPKHBAET
9TAJIOHOM | CpaBHEHHE C STaIoHOM |

IBETHOCTb TpenapaT Ho/mkeH ObITE GeCLBETHBIM HITH

BBIIEP)KMBATH CPABHEHHE C STATOHOM Y 4 HIIH IIpenapar GeclBeTHBII

BY4
pH Or55m07,5 6,6
MEXAHUYECKHE
BKJHOYEHH S
-BUJIMMBIE HEBOOPYKEHHBIM B cOOTBETCTBHH C TPeOOBAHHAMH CoOTBETCTBYIOT
rJ1a30M
-HEBUJIUMEIE HEBOOPYKEHHEIM B cooTBeTCTBHHE C Tpe6OBaHHHMH
[Ia30M Yactyipl >10 MM - He Gonee 6000 16
>25 MkM — He Gonee 600 0

HN3BJIEKAEMBIN OB BEM, M He menee 0,4 o M
BAKTEPHAJIBHBIE E_|Osu
SHJOTOKCHHBI, ED na 1 ME He 6Gonee 0,01 Menee 0,0015
aKTABHOCTH aHTH-(pakTOpa Xa S\
CTEPHJIBHOCTD TIpenapat nomieH 6bITh CTEPUIBHBIM CreprnbHbIi
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KOMNMYECTBEHHOE
OINPEAEJNEHHUE, ME/ma

AxTHBHOCTH aHTH(aKTOpa Xa Ot 9000 a0 11000 10 537
AxtupHocTh anTHdakTopa Ila Ot 2000 10 3500 2 607
CooTHOLIEHHE AKTHBHOCTH
anTndakTopa Xa K AKTHBHOCTH 0r3,31053 4,0
antHdakTopa Ila
YIIAKOBKA Tlo 0,2 ma (2000 antu-Xa ME); 0,3 ma (3000 | ITo 0,4 mn (4000 anTr-Xa ME)
auti-Xa ME); 0,4 mn (4000 antu-Xa ME); 0,5 | B amnyinsl GeCLiBeTHOro CTEKIa
w1 (5000 anri-Xa ME); 0,6 mi1 (6000 antu-Xa | Tum I mo Eur. Ph. c seneHoit
ME); 0,7 mn (7000 antu-Xa ME); 0,8 ma | Toukoi pasnoma u HacedKo#
(8000 anT-Xa ME) uau 1,0 ma (10000 anTu- | no ISO 9187 n e
Xa ME) B amiy/ibl GECLIBETHOIO CTEK/IA THIL I | JOTIOMHHTELHBIM
no Eur. Ph. ¢ UBeTHBIM KOJBIIOM pa3zioMa WM | HAEHTHOHKaLHOHHBIM
¢ LIBETHOM TOukoH M Haceukoil mo ISO 9187. | KOIBLIOM 3€/1€HOTO LBETA.
Ha ammyssl JOTOJNHMTENBHO HAHOCAT 0aHO, | Ha kaxkayro aMmysy HakieeHa
IBAa MWIM TpPH LBETHBIX KOJbLA W/WIM | CAMOKJIesLascs STUKETKa.
JBYXMEDHBIH IITPUX-KOA, W/HWIH OyKBEHHO- | 5 aMITy/ MOMELLUeHb! B
b poByIO KOIUPOBKY WIH 6e3 | KOHTYpHYIO A4EHKOBYIO
JIOTIONHUTENBHBIX LIBETHBIX KoJell, | yIakoBKy W3 TUIEHKH
JBYXMEpPHOTO LITPHX-KO/a, 6yKBEHHO- | MONHBHHHIXJIOPHAHOH H
1H(ppOBOI KOAUPOBKH. IUIEHKH MOTUMEPHOH.
Ha KKIYI0 aMmyy HAaKJIEHBAIOT | 2  KOHTypHble  AYeHKOBEHIE
CAMOKNEALIYIOCA 3THKETKY., YTaKOBKH BMecTe c
Ilo 1, 2 unu 5 aMry/ NOMENAKOT B KOHTYPHYIO | HHCTPYKUMEH MO NpUMEHEHHIO
AYEHKOBYIO YIIaKOBKY u3 IUIGHKH | TOMEIEHbl B [auky M3
MOJMBHHHIXJIOPHIAHOM " IUIEHKH | KapTOHa.
MOJMMEPHOM, MY 6€3 TUTEHKH.
] KOHTYPHYH SYEHKOBYIO ynakoeky mo 1, 2
HIM 5 aMmyn; 2 KOHTYDHBIX S4YEHKOBBIX
yINakoBKH no 1 wWid 5 ammyn BMecTe ¢
WHCTPYKUHMER M0 MPUMEHEHHIO MOMEIAlT B
MayKy M3 KapTOHA.
IMauky ¢ OBYX  CTOPOH  3@KJEHBaloT
HakiIeHKaMH K3 caMOKJIesllerocs MaTepuara
I3 KOHTPOJIs BCKPBITHA Wi Oe3 Hakieek
Ha sTHKeTKe aMITyJIbL/LINPHIIA YKa3blBalOT Ha sTHKeTKe aMITy bl YKa3aHO:
TOBApPHBIN 3HAK [IPOU3BOAMTEA; TOPrOBOe TOBapHBIH 3HaK
HAHMEHOBaHMe Mpernapara ¢ NIPOM3BOJUTELA; TOProBOE
MAPKHPOBKA NpeaynpeAnTeNbHOH MapKHPOBKOH ®; HauMeHOBaHHe Mpenapara ¢

NeKapcTBEHHYIO HOPMY; JO3HPOBKY; 00beM
npenapaTa B MHJUIMIHTPaX; HOMep CepHH;
CpOK rOIHOCTH M apMaKoz.

Ha ruieHke monuMepHOH MIIH IUIEHKe
MOJIHUIPOITHIEHOBOH, HITH IUIEHKE
ITOJTHITHIEHOBOH KOHTYPHOH A4eHKOBOH
YIIAKOBKH [UIs LWINPHIIER H HA IUIEHKE
MOJUMEPHOH KOHTYpPHOM A4€HKOBOH YIIaKOBKH
VIS aMITyJT yKa3bIBaIOT TOBAPHbIH 3HAK
[pOU3BOINTENA,

Ha KoHTYpHOI#1 14eHKOBOH yNaKoBKe 11
amryJ1 6e3 nieHKH MapKHpOBKa OTCYTCTBYET.
Ha 6ymMare ynakoBo4HOMH ¢ NOJIHMMEPHBIM
MOKPBITHEM HIH OyMare Uisl yaKOBbIBaAHHA
MEIUIIMHCKHX U3eIHi KOHTYpHOH fueiikoBOi
YIIaKOBKH /151 LUIPHLIEB YKA3BIBAIOT TOBAPHBIi

MpeAynpeaUTe1bHOH
MapKHpoBkoii ®;
JeKkapcTBeHHas hopma;
I03UPOBKa; 06beM npernapara
B MHJUIMJIMTpaXx; HOMEpP CEPHH,
CPOK TOIHOCTH M (hapMaKo[1.
Ha runieHke nosiMMepHOH
KOHTYpHOH A4eHKOBOH
YIaKOBKH YKa3aHO TOBApHBIH
3HaK [IPOM3BOAMTELA.

Ha mauke yka3zaHo:
HaMMEHOBaHHE
MPOW3BOAUTEIA, Er0 TOBAPHEIii
al—lalc';-anpapik’renet{mﬂ H (axkc;
TOProBOE HAMMEHOBaHHE

npenapara ¢\

3HAK MPOM3BOJIATENA; KOMHYECTBO WIMPHIIEE B | MPEIYNPEUTeALHOM
yIaKoBKe; 00beM Mpenapara B MHUTHIMTPAX; | MapKUpoBKoH ®;
TOProBOE HAMMEHOBAHKE NpenapaTa ¢
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MAPKHPOBKA

NpenynpeauTenbHOH MapKHpoBKOH ®;
JIeKapcTBeHHYIO (JopMYy; NO3HPOBKY; ;
«Cnocob NpUMEHEeHHA: CM. HHCTPYKIIHIO TIO
NMPHMEHEHHIO»; HOMEP CEPHH H CPOK
T'OHOCTH.

Ha nmauke ykassIBaloT HAHMEHOBaHHE
NPOH3BOJMTENA, €0 TOBAPHEIH 3HAK, afipec,
TesiedoH ¥ dpakc; TOprosoe HaMMEHOBAHHE
npernapaTa ¢ NpeAynpeauTeIbHOH
MapkupoBKo# ®; MexayHapoaHoe
HEMNaTeHTOBAHHOE HAHMEHOBAHHME,
JIeKapcTBeHHYIO GOpMYy; HO3HPOBKY;
SKBHBAJIEHTHOE KOJIHYECTBO JeHCTBYIOLIEro
BellecTBa B OHOH aMITyJie/0IHOM LUTIPHLIE B
MI/MJII; COCTAB Ha OJHY aMITyJTy/OINMH LLITIPHULL,
KOJTHYECTBO aMITy/1/ LINIPHLIEB B YIIAaKOBKE;
obweM mpenapata B MuUTHAHTpax; «Criocol
MPUMEHEHHA: CM. HHCTPYKLHIO 110
npuMeHeHHIO»; «[[pHMEeHSATh N0 Ha3HAYCHHUIO
Bpaya»; «XpaHWTh B HEJOCTYITHOM A/d AeTekH
MECTe»; «CTEPUIIbHOY»; « HH3KOMONEKY NS pHBIH
renapHUH»; YCIOBHS XPaHEHHMA; YCIOBHA
OTITyCKa; HOMEep CepUH; CPOK OJHOCTH;
IITPUX-KOJA; HOMEp perHCTPalHOHHOro
yAOCTOBEpeHHA; KOJ MakeTa U Gapmakon. -
JormyckaeTcs JOMOIHUTEIBHO HAHOCHTE
TOpProBOe HAMMEHOBAHHE MNpenapara WpHPTOM
Bpaiins; KOHTpoNbHEIH HAEHTHOHKALIMOHHBIA
sHak (KH3), a Taxske HHOOpMAIHIO, KOTOPYIO
conepxxut KH3.

Ha navxe JJis IIMPHIIEB ¢ JONOTHHTEIBHBIM
aBTOMaTHYECKHUM MJIH HeaBTOMAaTHYECKAM
YCTPOHCTBOM JJIA 3aLHTHI HTJIBI
HCTIOb30BAHMA LUTIPHLIA YKA3BIBAKOT «C
YCTPOWCTROM 3aIIHTEI MLJIRD).

HeIaTeHTOBaHHOE
HaHMeHOBaHHe;
nexapcTBeHHas popma;
JO3HPOBKA; SKBHBAJIEHTHO®
KOJTHYECTBO JeHCTBYIOIIEro
BEILeCTBA B OJHOMH aMITyJle B
MTI/MIT; COCTaB Ha OJIHY
aMITyJTy; KOJJHYECTBO aMITy/ B
ymakoBke; o6beM npenapara B
MIJUTWTHTpaX; «Criocob
NPUMEHEHHUS: CM, HHCTPYKLIHIO
TIO TIPHMEHEHHIOY;
«[IpUMEHATE 110 HA3HAYEHUIO
Bpa4a», «XpaHHTh B
HEJOCTYIHOM 1Sl feTei
MECTeY; «CTePHIIBHOM;
«Hu3KOMONEKYIAPHBIiA
renapuH»; yCIOBHA XpaHeHH;
YCIIOBHSA OTITyCKa; HOMEp
CEepHH; CPOK TOIHOCTH;
INTPUX-KOJI; HOMep
PErHCTPaLlHOHHOrO
YIOCTOBEPEHHS;, KO/l MaKeTa U
(apmakos.

JloToNHKUTENEHO HAHECEHO
TOProBO€ HANMEHOBAHHE
npenapata wpudTom Bpaiins.
KoHTponeHeIi
HIeHTHHKAMOHHBIH 3HaK
(KU13), a Takxke HHpOpMALIHIO,
koTopyo comepeiur KH3.

3akmaiodenne: npenapar «IHuKcym®, pacrsop aas nabekurii 4 000 anTu-Xa ME/0,4 ma» B
ammyiaax N 10 cepus 1020821, mpoussemenurnit 3A0 «®apm®upma «Corexc», Poccus,
coorBercTBYyeT Tpebosanusam JIIT-N (000037) - (PI'-RU)-260220, MU3m. Nel, 2, 3, 4, S, 6, 7 u nnpurojieH
JUIs Ucrioe30oBanus no 31.08.2023 r.
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