i

e s JakpbiToe akuuoHepHoe odiecTBo «DapmPupma «Corexe»
COTEKC S
141343, Poccus, Mockosckasn obnacme, Cepeueso-Tocadcku myruyund LoIBIL PAILOH,
ceabckoe noceienue bBepesnakosckoe, noc. beiuroso, 0. 11
Ten./dpaxc: /495/ 956-29-30, /495/ 737-35-71
MMACITIOPT Ne 727 ot 02.09.2021 r.

MPOAYKT Iunkcym®
JEKAPCTBEHHAS ®OPMA u PacTsop ana Hibekuni 4 000 antu-Xa ME/0,4 ma ammysist N10
®OPMA BBIITYCKA
OUPMA NPOU3BOJUTEID 3A0 «Dapm@upma «Corekcn, Poccus
CEPHA 1000821
OBBEM CEPHH 22 053 ynak.
JATA U3I'OTOBJIEHHMA 08.2021 r.
IroOJAEH 10 31.08.2023 r.
CPOKTOOIHOCTH 2 roaa
YCJIOBHA XPAHEHHUA [Ipu Temnepatype He Beilue 25°C. He 3amMopakuBath
PETHCTPAIIMOHHOE JIMI-N (000037) - (PT-RU) ot 26.02.2020 r.
YIOCTOBEPEHHE (naTa perucTpalu B pedepentHom rocymapetee 13.12.2013 1)
AHAJIM3BI TPOBEJAEHBI no ®CII | JITI-N (000037) - (PT-RU)-260220, H3m. Ne 1. 2,3.4,5,6,7

HauvenoBanue nmoxkazareneii

Tpedosanusa OCII Pe3yabTaThl aHANH32

OIIMCAHHUE BecuperHas WK sKerroBaras, it - )
| becupeTHad n pO‘ip‘d‘l Ha#
KOpHYHEBATO-KEITOBATAA Ipo3padHas
JKHIKOCTD
JKUIKOCTD
NOAJIUHHOCTD:

JHOKCANAPHUH HATPHSA

[Ipenapar 101KeH MPOAB/IATE aHTH-Xa
aKTHBHOCTh

[MToanKHHOCTD NOATBEPHAKACHA

Harpuii OkpawixBaHue NaaMeHH B JKeTbIA LBeT TMoAMHHHOCThL NMOATBEPHK/IEHA
MPO3PAYHOCTD [IpenapaT 1OMKEH BBIAEP/KHBATH CPABHEHUE C [lpenapat BbIACp:KHBAET
aTaoHoM [ CpaBHEHHE C 3TATOHOM |

HIBETHOCTb [Mpenapar nomken ObITe DECLBETHRIM WK

BBIIEP:KHBATH CPABHEHHE C 3TANOHOM Y4 HITH [Mpenapat GecuBeTHbIH

BY,

pH Or55n075 6.5
MEXAHHYECKHE
BRJIFOYEHH

-BHIWMBIE HEBOOPYKECHHBIM
riasom

B cooTseTcTRHH ¢ TpeOOBaHHAMM CoOOTBETCTBYIOT

-HEBUIUMBIE HEBOOPYKCHHBIM
rjrasoMm

B cooTBeTcTBHH ¢ TpeDoBaHUIMH
YacTuib =10 MM - He Gonee 6000
>25 MKM — He doaee 600

H3BJEKAEMbBINA OB BEM, ma

He menee 0.4

BAKTEPHAJIBHLIE
SHAOTOKCHHBL, ED na 1 ME
AKTHBHOCTH aHTH-(pakTopa Xa

He 6onee 0,01

CTEPHJBHOCTD

[lpenapart foskeH ObITh CTEPHITBHBIM
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KOJMYECTBEHHOE
OIMPEJAEJEHME, ME/ma
AKTHBHOCTb aHTH(aKTOpa Xa
AKTHBHOCTL aHTH(paKTOpa IIa
CooTHOMIeHYE AKTHBHOCTH
anTHdakTopa Xa K aKTHBHOCTH
antudakropa Ila

Ot 9000 10 11000 10 091
Ot 2000 10 3500 2746
Or13.3 105.3 3,7

YIIAKOBKA [To 0.2 ma (2000 antu-Xa ME); 0,3 ma (3000 | ITo 0,4 ma (4000 antu-Xa ME)
. anti-Xa ME); 0,4 ma (4000 antu-Xa ME); 0,5 | B amnynnl SecuseTHoro crekna
mi (5000 antu-Xa ME); 0,6 mn (6000 antu-Xa | tun I no Eur. Ph. ¢ 2eneHoi
ME); 0,7 ma (7000 antu-Xa ME); 0,8 wmn | Toukoii paztoma u Haceukoii
(8000 antu-Xa ME) uau 1,0 ma (10000 anTu- | no ISO 9187 u ¢
Xa ME) B amnynel GecupeTHoro ctekna Tun | | 10MOAHMTENBHBIM
mo Eur. Ph. ¢ uBeTHBIM KONBLOM pa3noMa WM | MAEHTHUKALMOHHBIM
¢ LUBETHOH TO4KOH M Haceuxoil mo ISO 9187. | koabLOM 3eMeHOro 1BeTA.
Ha amnyael 1ononHuTensHo HaHocsT omwo, | Ha kaxayro amIyny HakieeHa
IBA MIH TPHU LBETHBIX KOJbLA H/MIK | CAMOKIEALIANCS ITHKETKA.
ABYXMEPHBIH LUTPHX-KOA. W/HAM OyKkBeHHO- | 5 amityn nomelleHsl g
unbpoByo KOJHPOBKY HITH Ge3 | KOHTYPHYIO AYEHKOBYIO
JOMOTHHUTEbHBIX LBETHBIX KOJIEll, | YNAKOBKY M3 MJIEHKH
JBYXMEPHOIro LITPUX-KO/a, OYKBEHHO- | NONMBHHUIXJIOPUAHOMN U
LM POBOH KOIHMPOBKH. IJIEHKH [10JMMEPHOH,
Ha KaKIYH aMnyny HAKJIEHBAIOT | 2 KOHTYpHbIE  A4CHKOBBIE
CaMOIJIEALLYHOCH YTHKETKY. YMaKOBKH BMECTe c
[To 1, 2 nan 5 aMnyn NOMEWAIOT B KOHTYPHYIO | HHCTPYKUMEH M0 npHMeHeH o
A4eHKOBYIO VIaKOBKY U3 MJIEHKK | MOMEUIEHbl B TA4Ky M3
MOAHBHHHIIXIOPHAHOM M MJICHKH | KApPTOHA.
MOJUMEPHOH, Wik 6e3 MIeHKH.
| KOHTYpHY!0 SA4eHKOBYIO ynakoBky mo 1, 2
UM 5 aMmMmyll: 2 KOHTYPHBIX S4eHKOBBIX
VOAaKOBKH 1o 1 wuiM 5 amnyn BMmecTe ¢
HHCTPYKLHEH [0 MPUMEHEHHIO MOMELLAT B |
Na4yKy H3 KapToHa.
[Tauky ¢ ABYX  CTOPOH  3aKJIEMBAIOT
HakJIeHKaMK W3 caMOKJIeALerocs MartepHala
JUISL KOHTPOJ/IS BCKPLITHA MK Ge3 HakTeek
Ha sTuHkeTke aMnyibl/lUNpHLA YKa36IBAOT Ha sTHkeTke amitynibl ykasaHo:
TOBAPHBIH 3HAK MPOU3BOAMTENA; TOProBoe TOBAPHLLHA 3HAK
HAWMEHOBAHHE Mpenapara ¢ NPOU3BOMTENA; TOProBoe
MAPKHPOBKA npeaynpeanTebHOR MapKkupoBkoH ®, HaMMEHOBAHUE npenapara ¢

JIEKapCTBEHHYHO (BOPMY; J03HPOBKY; 00BEM
npenapata B MH/UTHIIMTPax; HOMEp CepHH;
CPOK rOJHOCTH H hapmako.

Ha nnenke nonumepHO# wiu nienke
MO/IHIPOITHIEHOBOH, HIIH IUIEHKE
MOMH3ITHIEHOBOM KOHTYPHOH A4€HKOBOH
YNAaKOBKH 715 LUMPHLEB M HA MJIeHKe
TIOTUMEPHOH KOHTYPHOH SUEHKOBOH YMaKOBKH
LT amMIy/l YKa3blBatOT TOBAPHbIH 3HAK
NPOM3BOIUTENS.

Ha KoHTypHO#t AueiKoBO#H ynakoBke /s
amnyJ 63 NIeHKH MapKMPOBKa OTCYTCTBYET.
Ha Gymare ynakoBo4HOH ¢ nonumepHbimM
MOKPBITHEM WK DyMare 17151 yNakoBbIBAHUA
MEHLIMHCKHX M3/IENIHH KOHTYPHOH S4eHKOBOMN
YNAKOBKH 1UIA LINPHLEB YKa3bIBAKOT TOBAPHbII
3HAK NPOM3BOIWTENSA; KOJHYECTBO LUTIPHIIER B
ynaKOBKe;oﬁbewtnpenapaTaBIwuﬂﬂuﬂHTpax;
TOProBOe HAHMEHOBAHME Mpenapara ¢

npeaynpeinTenbHOH
MapKHpPoBKOH ®);
JiekapcTeennas Gopma;
J103UpoBKa; 00beM npenapara
B MHJIJIHJIHTPAX: HOMEp CEePHH;
CPOK rO/IHOCTH U thapmakon,
Ia nnenke nonumepHoit
KOHTYPHOH A4eHKOROH
YNaKOBKH YKa3aHO TOBApHbIH
3HaK NPOM3BOANTENS,

Ha nauxe ykazano:
HaMMEHOBaHHe
NPOM3BOANTEIIA, EI'0 TOBAPHBIH
3HaK, ajpec, Tenedo
TOProBoe HauME
nperapara ¢
npeaynpeau
MApKHPOBK
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MAPKHPOBKA

NpeaynpearTeIbHOH MapKUPOBKOH ®);
JIEKAPCTBEHHYKY (HOPMY: TOIHPOBKY: |
«Crnoco® NpUMEHEHHA: CM. HHCTPYKLIHIO 110
NIPUMEHEHHIO»; HOMEpP CEPUM U CPOK
FOAHOCTH,

Ha nauke yxaseiBaloT HaHMEHOBaHHE
NPOU3BOAMTENA, €r0 TOBAPHBIH 3HAK, alpec,
Tene)OH M (aKe; TOProBoe HaMMEHOBaHHE
npenapara ¢ npeayrnpe/MTenbHo
MapkHpoBkoi ®; MekIyHapoHOe
HENAaTEeHTOBAHHOE HAMMEHOBAHUE;
JIEKAPCTBEHHYIO (OPMY; JO3HPOBKY;
3KBHBAJIEHTHOE KOTHYECTBO AEHCTBYIOLIErO
BELUECTBA B OJIHOH aMITy/1e/0AHOM LUIMpHLE B
MI/MJT; COCTAB Ha O/AHY aMITyJTy/OAMH LWINPHLL;
KOJTHYECTRO aMmIly.1/ IUMPHLIEE B YIIAKOBKE;
o6vem npenapaTa B MUILIHAMTpax; «Crnocof
NPUMEHEHHA: CM. HHCTPYKLIMIO 110
npuMeHeH o »; «ITpuMenaTs Mo Ha3HaYeHUTO
Bpaya»; «XpaHHTb B HEJOCTYTIHOM A JeTeil
MecTe; «CTepunbHOY; «Hu3koMonekys pHbiit
CeMapHH»; YCIIOBUS XPAHEHHUS, YCI0BHUS
OTITyCKA; HOMEP CEPHH; CPOK FOLHOCTH;
LUTPUX-KO/1; HOMEP PErUCTPALIMOHHOTO
YAOCTOBEPEHHA, KO MaKeTa M apMakos.
HonyckaeTes A0NOIHUTENRHO HAHOCHTE
TOProBO€ HAMMEHOBAHHE Tpernapara WpHHTOM
bpaiina: konTponsHBIH HaeHTH D MKAUMOHHBIH
3Hak (KH3), a Takske MH(OpMALIHIO, KOTOPYIO
cozep:ut KH3.

Ha navke g wnpuies ¢ 1000aHUTETbHBIM
ABTOMATHYECKHM M.TH HEABTOMATHUYECKHM

| _\’C'I‘{)UﬁCTBUM JUTH 3aLHMUTBI UTTIbI

HCIIO/Ib30BAHKA LUTIPHLA YKA3bIBAIOT «C
VCTPOHCTBOM 3aLLUTHI MIJIBIY,

HETMaTeHTOBaHHOe
HAWMEHOBAHHE,
JieKapcTBeHHas hopma;
J03MPOBKA, SKBUBATEHTHOE
KOJIMYECTBO AEHCTBYHOLIETO
BEILUECTBA B OJHOM amrIviie B
MP/MIT; COCTaB Ha OHY
amnysy; KOJTHYeCTRO aMImyl B
yrakoBke; 00beM Mpenapara B
MutHiMTpax; «Crocod
NPUMEHEHHSA: CM. HHCTPYKLMEO
110 IPHMCHCHHION,
«IIpUuMEHATE MO Ha3HAYEHHID
Bpaua»; «XpaHHTb B
HEOOCTYMHOM 1A IeTei
MECTE»] «CTEPUJIEHON,
«Huzkomoneky sapHbiid
rerapuH»; YCI0BHS XpaHEeHUs;
YCTIOBHA OTIYCKA; HOMED
CEPHH; CPOK MOJIHOCTH;
WITPUX-KO; HOMEp
PErucTpaLMoOHHOrO
YIOCTOBEPEHMSA; KO/L MAKETA H
(apmakon.

JIOMONHHTENTEHO HAHECEHO
TOProBOe HAHMEHOBAHHE
npenapara wpudtom bpains,
KonrposeHeiii
WIEHTH(OHKALHOHHBIA 3HAK
(KH3), a raroke unpopmanmio,
KoTopyio cogeprur K3

3akumouenne: npenapat «Iaukcym®, pactBop Aas uubekuuii 4 000 anTu-Xa ME/0,4 ma» B

aMmnyaax N

10 cepus 1000821, npoussemennbiii 3A0 «Dapm®upma «CoTeke», Poccus,

coorrercTyer Tpedosanuim JIII-N (000037) - (PI-RU)-260220, M3m. Nel, 2,3, 4,5,6.7 u PUTOICH
Uit ucnons3oBanus 10 31.08.2023 r.

Havaapnuk OKK L
3A0 «®apmPupma «Cotexer e .
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JLH. Kyauunxuna MLII.
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