Dr.Reddy’s ".

N3MepeHUne aHTUKoarynaHTHoro adpdeKrta npsaMbiX opasnibHbIX aHTUKoarynsaHToB (MOAK)

NB! B nepuviog ne4yeHusa riperiapatomMm PuBakcopen® (pmBapokcabaH) npooBoAnTbe MOHUTOPRUHI MAPAMETPOB
CBEPTbIBAHWSA KPOBUM He TpebéyeTcsa. Ho rnpu Haandmm KImHM4YecKmx oboCcHOBAHUN (NMepeno3npoBKa,
HEeobXo04MMOCTb SKCTPEHHOIO XUPYPrM4eCKoro BMELLATE/IbCTBA U MPoYee) KOHLUEHTPALUS pUBAPOKCA6AHA
MOXKET ObITb U3MEPEHA rMpu MOMOLLUN KASIM6PLOBAHHOMO KO/IMYECTBEHHOIO TECTA AHTU-pakTopa Xa [1, 2].

PuBapokcabaH

(PuBakcopepq®) AnnkcabaH [3] [NaburaTtpaH [4]
[IMKoBaga KOHLUEHTpaUnA 34 0,5-2
B njiasmMe (nocne npmemMa
BHYTPb, Yachbl)
[lepunon nonyBbiBeOeHUSA 12 12-14
(4achol)
[MpoTpoMbUuHOBOE He ncrionb3syercs / He ncrionb3syercs /
Bpemsa ([B) HernpPUMeHnmMo HernpuMeHUMOo
AKTUBMPOBaAHHOE He mcrionb3yetcs / OcTaTo4Had

HernpuMeHMUMo KOHUEeHTpauma > 2 BI'H

HacTUHHOE npennosiaraeTt NoBblWEHHbIU
TpoMbonaacTUMHoOBoOE DUVCK KPOBOTEUYEHU M

BpemMsa (a4 TB)

He ucrnionb3yercs / He ucrionb3yercs /
HernpuMeH1MOo HernpuMeH1MOo

MeXxxayHapoagHoe
HOpMarinM3oBaHHoOeE
oTHowweHune (MHO)

He ucnionb3yercs / 1o OCTAaTOYHOM KOHLEHTPALMK
HernpumMeH1Mo > 200 Hr/Mn = 65 ceK. NoBbILLEH
PUNCK KPOBOTEYEH U

[TpaMoe TpoMbunHoBOE
BpeMq

CB43b MeXay KOHLUEeHTpa- He mcrnionb3syetcs /
LMen arnmkcabaHa B njiasMe  HernpuMeHMMOo

M aHTUN-Xa-aKTUBHOCTbIO

MMHEWMHa O/19 BCero gmana-

30Ha 003 anmMkcabaHa

AHanNmM3 aHTUn-Xa-
AKTUBHOCTU

He ucrnionb3yercsa / 1o OCTAaTOYHOM KOHLEHTPALMW
HernpuMeHUMO > 2 BI'H noBbllWeH pUCK
(He nameHsercs) KpOBOTEYEHNM

DKAapMHOBOE BpeMs
CBepTbIBaHUA



*pu nepexoge naumeHToB ¢ ABK Ha puBapokcabaH 3HayeHunsg MHO 6yayT olumb6o4YHO 3ABbILLIEHHbBIMU MOC/IE
fnpuvema npernapara PuBakcopene®, no3tomMy AAHHbIVM MOKA3ATe /1b HE NoaxXoAuT OJ19 orpeneieHuIs
OHTUKOATY/IAHTHOUW QKTUBHOCTU Mpernaparta 1 He JO/IKEH UCMo/1Ib30BATLCH C 3TOU Leflbto, namepeHmne MHO
BO3MOXKHO Yepe3 24 yaca rocse rnpunema riocaegHeum 4ossl |1, 2].

PuBakcopepn® — c6anaHcuMpoBaHHoOe coyeTaHue LeHbl U Ka4yecTBa:
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Bocnpoun3BenoeHHbIV pmBapokcadbaH oT KoMnaHmm Dr.Reddy’'s — ogmH 13 nepBblX
npousBogmTenem dapmMaueBTUYECKOM CYOCTaHLMM pmBapoKcabaHa [5]

MOeHTUYEH OPUTMHATOPY MO KPUTEPUAM BNOIKBMBANTEHTHOCTW [5]

[Tpon3BegeH B NoOJIHOM COOTBETCTBUUM C TpeboBaHMAMK [1paBum Hag/iexxallew
MPON3BOOCTBEHHOW MPAKTUKM EBPA3NMCKOIro aKOHOMMYeCcKOro coto3a (GMP) no texHonormm
Colden tunnel, obecneymBaroLeEN OONHAKOBOE KQ4YeCTBO OJ19 Ka)XKO0M YrNakKoBKK [O]

CTOMMOCTb Ha 65 % HMYKe CTOMMOCTU OPUTUHANBbHOIO PUBAapPOKcabaHa — nMoaxoauT Onq
MaLMEHTOB C BbICOKMM PUCKOM TPOMBOOOPAa30BaHME, MOKYMNAOLWMX NpenapaTbl 3a CBOW
cyert [7/]

PuBakcopen® — npenapaTt NnepBon NTMHUK ANg:

[TaumeHToB ¢ dMbpunnaumen npegcepaonm, obecrnedymBatoLMmM 3aLLMTY OT MHCYSIbTA
M TpoMb03a [8]

” JledyeHna TpoMb03a rMyobokunx BeH (TI'B) u TooMboaMbonunm nerodyHom aptepum (T2J1A)
v N NpodunakTmnkn peumgmsoB TIB mn T2J1A [1, 2]

MCTOYHHUKHA

1. PuBakcopen®, 10 Mr, TMCTOK-BKMNaabiL ga4a naumneHTa J1MN-N2(002142)-(PI-RU).

. PuBakcopen®, 15 Mr n 20 Mr, NnncToK-BKNaabiw gna naumerTa J1M-N2(002137)-(PI-RU).

. 2nmnkBuc®, 5 mr UMI J1IT 002007-181219.

"pagakca®, 150 mr, MUMI1 J1IT 001907-03032023.

. https://api.drreddys.com/product/rivaroxaban.

DK N2 232 (27.04.2017). https://clinline.ru/reestr-klinicheskihissledovanij/232-27.04.2017.ntm|

lpoaoyKUMEa npounsBeaeHa B NMNOJTHOM COOTBETCTBUM € TpeboBaHUMAMM [TpaBm Hag1eXalem npom3BoaCTBEHHOM
NPaKTUKKM EBPA3MMCKOro akoHoMmyeckoro cotosa (N2 GMP/EAEU/RU/00573-2022 oT 23 ceHTabps 2022 ).

8. f[ocygapCTBEHHbIN peecTp npenesibHbIX OTNYCKHbIX LeH. 15 Mr N2 28 - 1052,97 py6., 20 M N2 28-1351 py6.

9. KnnHunyeckme pekoMeHgaunm «Dmnopumnnnauma n TpenetaHme npegcepanmn y B3pocnbix» — 2020 . M3 PO.

SEQEURINEN

R1352789-05052025-HCP


https://grls.minzdrav.gov.ru/Grls_View_v2.aspx?routingGuid=392e03b4-f6f3-432b-9b58-6af67811f483
https://grls.minzdrav.gov.ru/Grls_View_v2.aspx?routingGuid=f463a3b1-ee7b-4bd4-ad60-11e802efaf40
https://grls.rosminzdrav.ru/Grls_View_v2.aspx?routingGuid=3a746082-52a5-4b2c-ab45-829413a6e089
https://grls.rosminzdrav.ru/Grls_View_v2.aspx?routingGuid=e42b8d6a-2353-4f3f-a66a-f060851e5a8a
https://api.drreddys.com/product/rivaroxaban

