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HanmeHopanue npenapara no HA Knexcan®, pacteop ANA WHBeKumia 4000 antu-Xa ME/O,4 ma ke '“t :;‘:—# TR ”;
Homep cepun C361221 Konu4ecTso NPOAYKUWM & cepuu (T.ynak) 38,680 © L =
Aara npoussoagrea 10.12.2021 foaen ao 12.2024 b
é AHaAN3ILIMCALITAHMA NPOBEAEHB! B COOTBETCTBMM C HA HA N NO14462/01-200619, uam. Nel1,2,3,4,5
Aara HaumeHoBaHue TpeGoauna HA, Pesynbratsl aHanu3os/ MCnbITaHWil
aHanusa noxaszarenei
18.01.2022 Onucanne Npoapaunniid, ot GecuperHoro A0 GAEQHO-KEATOrG Cooreercrayer
. ! ueeTa pacreop NpoapavHbifi, GhepgHo-menToro usera
pacTeop
17.01.2022 MoanuHHOCTL Peaxuun 06pazoBaHKA OCIAKA € NPOTAMHHA MopraepmazeTca
tynbdatom: kpemopo-Benwii ocagok.
YO-LnerTp: MaKCHMYM NOTACLLEHNA NPU ANWHE NoaTeepmaaeTca
B80NHBI 231 HM £ 2 Him,
KauecTBeHHan peakuma Ha HaTpPKit: NACTHLIN NoarsepxpaeTcA
ocagok Genoro ugera
19.01.2022 Croboakbie cyabdaThl He Gonee 0,12 % 0,03%
| 18.01.2022 | MpozpauHocTe MpenapaT AoMKEH BbIAEPHMEATE CPABHEKHE CO BuigepRueaeT CpaBHEHWE C 3TANOHOM
CTAHAAPTHOM cycnensunel |
18.01.2022 | Ueerkocms Npenapar AonmeH BbIAEPHUBATL CPABHEHHE ¢ BLIAGPIKWBAET CPBBHEHUE € TANDHOM ==~
STaNGHHLIM PacTBOPOM UBETHOCTY Y4 unu BY4 AELAAHIE
. 18.01.2022 | pH 55-7,5 6,8 & el
19.01.2022 MexaHnueckme B cootpercrenn ¢ TpebosaHWAMM, yuuTLIBaA Oteyrcrsyior
BRAIOYEHHA BUIUMbIE npeaenbl AORYCTUMOCTH TeCTa. e
L ! YICTUUDI _ s ps
18.01.202% MexaHuyeckue 4acTuy, pasmepom 2 10 Mem - He Gonee 6000 Ha 29
BRAKMEHUA: HEBUAUMBIE wnpuy,
YacTUupl
4acTUL, paImepom 2 25 mkm - He Gonee 600 Ha 0
unpuy
. 18.01.2022 | QOrHocuTenbHas 1,04-1,08 1,05 Ed magnr e |
NAOTHOCTE
18.01.2022 W3snexaembiii o6bem MuHUMansHbIi o6bem: 2 0,40 ma 0,42 Tk
MarcumanbHbll 06bem: € 0,44 mn 0,42 . I
10.01.2022 BakTepuanbHbie He Gonee 100 EJ Ha 1 mn npenapara Menee 100 T
" o IHAOTOKCHHDBI < ail ]
. 10.01.2022 CrepuabHoCTD Npenapar AoAMeH GbITb CTEPUALHBIM CrepuabHBId ey S e
10.01.2022 Ahomanbhan Npenapat aonxeH GbiTh HETOKCUYHBLIM He Tokcu4eH
FORCHMHOCTL
: 17.01.2022. | Wcneimatme Ha flpenapar AoNMEH BbIAGPKUBATL UCNLITAHWE Boigepwvieaer R
| Anpeccopueie sewecrea
14.01.2022 KonuuecreeHuoe 3600 - 4400 ME/0,4 mn 4191
onpegenexue:
AKTUBHOCTb aHTH-Xa
_ 14.01.2022 KonndecreeHHoe 800 - 1400 ME/0,4 mn 1190 i
onpesenenve:
y AKTMBHOCTL aHTK-1la S o e
14.01.2022 KonuuecteeHHoe 33-53 3,5
onpegeneHne: e
CGOTHOWEHYE
AKTHBHOCTEH = vt e
ghn-Xa/anTn-lla rz
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C1-p_.2 H3 Jricdoidma.
Nacnopt N 040000294012 i
Knencan®, pactaop AnA wibeKuwit 4000 anti-Xa ! H
ME/0,4 ma i

Cepwn: C361221 |

19.01.2022

Ynaxosxa

1 Bug, yNakoBKu

No 0,2 mn wan 0,4 ma, nau 0,6 ma, uan 0,8 mn
pacTBOpa NPenapara 8 cTeRAARHbIW whpyy {Tun I}
COOTBETCTBEHHO. T1o 2 uaK 3 wnpurua B Banctep.
No 1 nau S 6ancrepos {2 wnpuua s Gancrepe) nan
no 3 6anctepa {3 wnpMua B 6aucrepe) emecte ¢

HHCI'vaIJ.HEﬁ N0 NPUMEHEHWIO B KAPTOHHYIO NAYKY.

2 BUA YNAKOBKK

No 0,2 mn vau 0,4 mn, uan 0,6 mn, uan 0,8 ma
pacTBOPa NPeNapara e CTeHNAHHbIN wapwL, {Thn I}
€ JAWHTHOH CUCTEMOI MIALI cooTBeTCTBEKHD. Mo 2
wnpuua 8 Gancrep. Mo 1 wan 5 6ancTepos emecte
€ MHCTPYKUMEH RO NPUMEBHEHUIO B KAPTOHHYIO
Nayky.

Cooteercreyer

0,4 mn pacreopa Apenapara e
CTerNAHHLIR wnpuw (Thn 1). Mo 3 wnpuua
8 6auctep. 3 Ganctepa (3 wnprua e
6naucTepe) emecte ¢ MHCTRYKUMEN NO
NPUMEHEHWIO 8 KAPTOHHYIO NAUKY.
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Knencaw®, pactecp gnA uHuekumnii 4000 avwmm-Xa
ME/0,4 mn

Cepun: 361221

19.01.2022 Mapkupobxa Ha 3THKeTHe WNPHLA HA PYCCKOM A3bIKE CooTsercrayey
YKa3bIBAIOT: TOPrOBOE HAMMEHOBAHWE NPeNapaTa ¢ Ha aThKeTke WNpHULA HA PYCCKOM AabIKe
npeaynpeanTensHoi MapKnuposkai ®, YHa33HLI: TOProBoe HauMEHDBAHWE
MeXAYHapoAHOE HENATEHTOBAHHDE npenapara ¢ Npeaynpea1TensHOR
HauMeHOBaHHe, aKTHBHOCTbL Npenapara (8 ME MaprUpOoaKoH ®, memayHapogHoe
aKTMBHOCTH aHTW-Xa) B obbveme npenapata B HenaTeHTOBAHHOE HAMMEHOBAHWE,
WApKLE, eHaPCTBEHRYIO GOPMY, AOTOTHN BKTUBHOCTL Npenapara {a ME
Komnanun Canodm {natuHckumu Gyreamu), Homep AKTUBHOCTH aHTKH-Xa) B obveme )
CepuM, rogeH ao. npenapara B WNPHUe, NEKAPCTBEHHAA -
AonyckaeTca Hanu4ue sHyTpenHero{ux) kogalos) topma, noroTvn KomnaHun CaHodm
npovzsoauTens ufunu 20 koaa, u/wan {natMHCHUMI Bykaamu), HOMep cepun,
rpadmseckoro(ux) snemenTa{os). roAex ao.
Ha 3THKeTKe WNpWUUa C 33WHTHON CHETEMONR Urabl Ha KapTOHHOIA Nauke ANA WNPULES Ha
H3 PYCCHOM A3LIKE YHA3LIBAKT: TOProBoe PYCCKOM A3bIKE YKI3aHbI: TOPIOBOE

N HaumeHoBaHWe Npenapara ¢ NpegynpeauTenbHoR HAaUMEHOBaHWE npenapatac

MapKMPOBKOH ®, MeXayHapoaHoe NpeAynpegUTeNbHOH MapKupoBKoR ®,
HENaTeHTOBAHHOE HAWMEHOBAHKE, AKTUBHOCTE MEMAYHBPOAHOE HENETEHTOBAHHOE 1V
npenapara {8 ME akTHBHOCTH aHTH-Xa} 8 06beme HaMMEHOBaHWE, NexnapereenHanibopma,
Npenapara B WNPKLUE ¢ 3aWKUTHOH CHCTEMON Urnbl, BKTMBHOCTb Npenapata (B ME i
AeKapcTBeHHYI0 $opmy, 10TOTHN KOMNAHKK BKTUBHOCTH AHTH-XA) B 0BLeme
Canod (natHcrumu Gynsamu), HOMep cepun, Npenapara g WNpULe, SKBUBANEHTHOR
roAeH Ao, KONUYECTBO aKTUBHOMO BEWIECTEA B M B
Aonyckaerca Hanuqke sHyTpeHHero{ux) koga(oe) WApKLUE, KOAMYECTAD WNPHUES B
npouseoautens nfuam 2D Koga, niuan YN3AKOBKE, COCTAR, YCNOBUA GTNYCKa, -
rpadmyeckoro(nx) snementa{on). YCAOBKA XPAHEHWA, «XPaHHTL B
Ha kapToMHOit nadke Ana wnpuues/wnpyues ¢ HEeAOCTYNHOM BAIA AETell mecten,
JAWHTHOH CHCTEMON MINbI HB PYCCKOM A3bIKE «CrepunoHon, ulepeg npumeHeHnnem
YKa3biBaKOT: TOProBOe HAUMEHOBaHWE NPenapara ¢ BHHMATEALHO NPOMUTARTE UHCTPYKUMION,
nNpeaynpesuTensHON MapKUpoaKoii ®, #[1NA NOAKOMHKOrO ¥ BHYTPUCOCYAMCTOrO
MEKAYHIPOAHOR HEeNaTeHToBaHHOE {8 Tom uucne, npu remopuanmae)
HaHMEHOBAHNE, NEKAPCTBEHHYIO GOPMY, BBEACHIAY, «He BROAUTL
AKTMBHOCTL Npenapata {8 ME aKTMBHOCTH anTH-XA) BHYTPHMMBILIEYHO ¥, HAMMEHOBAHKWE' N
8 obveme npenapata B wWnpyue/wnpuye c CTPAHA IOPUAMHECKOFO NHLLA HAVMA
33WLUMTHON CHCTEMOH UMb, 3KBUBANEHTHOR KOTOPOrQ BLIAAHO perucTpaldnonkoe
KOANHECTBO BKTHBHOMO BELWECTRA B M B YAOCTOBEPEHYE, HAWMEHOBAHWE
wnpHue/ILINPHLE € 3aWKHTHOR CUCTEMOR WINLI, NPOKIBOAWTEAA, ETC NOTOTHIT W BApaT
KO/MYECTEO WNPULEB/WNPULLES C 3aWUTHON {uHaeke, cTpana, ropopa), AOTOTHN
CHUCTEMOI UINLI B YNaKOBKe, COCTAL, YCAOBUA KoMnaHuu Canodu (naTHHCKHMH
OTNIYCKA, YCACBMA XPaHeHHA, XPaHUTL B Gyksamu), Homep cepun, aaTd
HeAoCTYNHOM AAR aetell mecTen, «CTEPUALHON, NPOWIBOACTEA, fOAEH A0, WTPKX-KOA,
«Nepen NpUMeHEHHEM BHUMATENBHO NPOYUTaATE HOME] PerucTPaLNORHOTD
HHCTPYKUMUIO®, €IAR NOAKOMHOIO 1 ygocTosepeHua, dapmaron.
BHYTPHUCOCYAMCTOrD {8 TOM “HCAE, NPU AONOAHUTENBHO HAHECEHA HHDPMALKR
remognannie) sseaeHunA», sHe BEOAWTL ANA MOHHTOPKRHIA ABMIMEHWA™ T5L1 711 .
BHYTPMMBIWEYHOY, HAUMEHOBZHUE K CTPaHY NEHapPCTBEHHLIX Npenaparos.on
IOPUAMMECHOTD IMUA HA WMA KOTOPOTO BbIAAHO NPOK3BOAWTENA AC KOHEYHOMD :
perncTpauMoHHOE YAoCTOBEpEHHE, HAHMEHOBAKKWE notpeburena. : AL N
APON3BOAWTENR, €MD AOTOTUN W agpec (MHAEKC, C 4enbio KOHTPOAR NEPBOTO BCKPBITUA-HA
CTpaHa, ropoa}, AOTOTHN KomnaHuH Canodu HAPTOHHYIO NaYKy HAKNEBHBYL  riitl7
{natHckumu Byksamy ), Homep cepun, Aaty CaMOKNEALUMECA CTHREPL), H:vi?
NpPOM3BOACTBA, FOAEH AD, WTPKUX-KOA, HOMED oty
PErUCTPaUMOHHOIO YAOCTOBEPEHMA, HIpMaKoA. o,
AonycHaeTCA HaAuune BHYTReHHero(ux) koaa{os) !
NPOM3IBOAUTENA U Fpadmveckorc{ux)
anemeHTa(oB).
AonoAHUTEABHO MOMET BbiTb HAHECEHS
HHGOPMAUMA ANA MOHUTOPMHIA OBUMEHHA
NEeKapCTBEHHbIX NPEnapaTos OT NPOMIBOAUTENR A0 il
KOHeYHoro notpeburena.
C UeAbLIO KOHTPONA NEPBOrD BCKPLITUA Ha
KapPTOHHYIO NAYKY AONYCKBETCA HAKNEUBAHWE
CAMOKAGAILWXCA CTUHEPOB.

19.01.2022 Xpaneuue Mpu Temnepatype He aaiwe 25 °C, CooTaatrcrayer i1
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19.01.2022 CpoK fOAHOCTH

3 ropa.

Coorsercrayer

foned ao 01.12.2024

e e e
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3akniodenne OKK: JlekapcTBerHbii npenapar Knencan®, pacteop Ana wkbekumin 4000 aHTu-Xa ME/0,4 mn cepum €361221
cooteercreyer HA N NO14462/01-200619, uam. Ne1,2,3,4,5

Bropoli aamecTurenn
HavanbHMKa OTAENA
KOHTPONA KaMeCcTea;

NOAAMHHUK 3NEKTPOHHOTO ACKYMEHTa,
NOANWCAHHOTO IAEKTPOHHON NOANWCLIO, XPAHWUTCA B
cucreme SIMMC dapmcravaapt

CREAEHWA O CEPTUMUWKATE 3N
Ceprudurar: 03f5db5200e5ad4cadadbaf3d55c14234e

Komy Bbigan: Kosanbuyx TatbAHa AneKceesHa

Lneﬁcramenen: £19.11.2021 no 19.11.2022

J

Aara Bblaaun 3aKNIOUEHWA O KaYecTae

19.01.2022



