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. ’ Xarelfo' thusc khang dong dusng udng

Hoat chét: Mdi vién nén bao phim chia 10 mg rivaroxaban

Chi dinh: Phdng ngtta huyét khoi thuyén tac tinh mach (VTE) 6 cac bénh nhan (BN)
tién hanh dai phau thuat chinh hinh hai chi dugi.

Liéu luong va cach ding: Dung duting udng, 1vién 10mgx 11an/ngay x5 tudn sau
dai phau thuat khdp hang; x 2 tudn sau dai phau thuét khdp gdi, cd thé duing cling hodc
khdng cling véi thitc an. Liéu khdi déu nén dugc dung trong vong 6-10 gi sau phau
thuat, vdi diéu kién tinh trang cim mdu da duoc thiét Iap. Néu BN quén 1liéu thudc, can

phai udng b liéu d6 ngay khinhdrava ngay hom sau phai tiép tuc udng thudc. Doi véi

BN khong thé nudt nguyén vién thuoc, ¢6 thé nghién ra va trn véi nudc hay thiic an
mém ngay truc khi &n hodc udng. Vién Xarelto dugc nghién ra ¢6 thé cho qua dng
thong da day. Phéi dat dng thong da day trudc khi dung Xarelto. Vién thudc nghién ra
phéi dugc cho vao mét lugng nudc nhd dé qua dng thdng, sau d6 doi thém nudc.
CdcBN dicbiét:

Ngui cao tudi (>65 tudi), Giditinh v Thé trong, Ching tdc: Khong can chinh liéu.

Tréem (<18 tudi): Chuia cd dit liéu [am sang.

BNsuygidm chiicnéng gan: chdng chidinh BN ¢ bénh gan di kém cacrdiloan vé dong
mau ¢d nguy co chdy mau trén ldm sang. Khdng can chinh liéu & BN cd cc bénh gan
khac.

BN suy gidm chiic ndng thdn: Khdng can chinh liéu 6 BN suy than nhe dén trung binh,
than trong cho BN suy than nang, Khong khuyén cdo sir dung 6 BN ¢ d0 thanh thai
creatinin <15 mL/phit.  *

Chéng chi dinh: Qua mén véi rivaroxaban hodc bt ctf thanh phan nao, dang chay
méu nghiém trong trén Iam sang, 6 bénh gan di kém cacrdi loan vé dong mau dan dén
nguy co chdy mau trén lam sang, phu ni 6 thai. Chi st dung rivaroxaban khi ngimg cho
con bti do khdng c6 ditliéu & phu nit dang cho con bu.

Canh bao dacbiétva than trong:

Cdc thuéc ding dong thoi: Khong st dung Rivaroxaban cho cic BN dang st dung
thudc chdng ndm nhdm azole téc dung toan than (vi du ketoconazole, itraconazole,
voriconazole, posaconazole) hodc cac thudc ch6ng HIV nhom tc ché  protease (vi du
ritonavir). Cac thudc nay tic ché manh ¢ CYP 3A4va P gp. Vi vdy c6 thé [am tang nong
do rivaroxaban trong huyét twong t6i mdc 6 thé gdy tang nguy co chdy mau trén Iam
sang.

Suy gan: Than trong & BN suy gan vi lam téng nguy cd chdy mdu cta rivaroxaban.

Suy than: Than trong khi st dung Rivaroxaban cho BN suy than trung binh (6 thanh
thai creatinin 30-49 ml/phtit) ¢6 sit dung ddng thdi céc thudc cd thé lam ting ndng do
rivaroxaban trong huyét. Néng d6 rivaroxaban huyét tuang cd thé tang lén dang ké &
BN suy than nang, dan tdi tang nguy co chdy mau. Do con chua c6 ddy da d liéu ldm
sang, can than trong khi st dung rivaroxaban cho BN ¢ do thanh thai creatinin tir 30
-15 mL/phiit. Khong ¢ 56 liéu lam sang vé sit dung thudc cho BN suy thén ndng (60
thanh thai creatinin <15 mL/phit). Vi vay khong khuyén cdo st dung rivaroxaban cho
cac BN nay. BN suy than nidng hodc tang nguy cd chdy mau va BN dang duing ddng thoi
dudng toan than cic thudc chdng ndm nhém azole hodc chdng HIV nhom tc ché
protease can duoc theo doi cht ché cac ddu hiéu ctia bién chiing chdy mau sau khi bat
dau diéu tri. Déu dan tién hanh kiém tra thuc thé bénh nhan, quan sat ky dan luu vét
mé va dinh ky dinh ligng hemoglobin.

Phdu thudt gdy xwang khdp hdng: Rivaroxaban chua dugc nghién ctiu trong céc thit
nghiém lam sang 6 BN phau thudt gay xuong khdp hang.

Nguy co chdy mdu: (ing giong nhu cac thudc chdng huyét khdi khac, Rivaroxaban can

_duocstt dung hét stic than trong 6 BN ¢6 tang cac nquy co chdy mau nhu: r6i loan chéy

mau bdm sinh hodc mac phéi. Tang huyét &p dong mach nghiém trong khong kiém
sodt dugc. Bénh loét dudng tiéu hod dang tién trién. Loét dutng tiéu hod mdi xdy ra.
Bénh mach vang mac do mach mdu. Chdy méu trong ndo hodc so nao gan day. Nhiing
bdt thudng vé mach trong ndo hodc tuy song. Ngay sau khi phau thudt ndo, cot séng
hodc mat. Cén than trong & BN diing dong thai thudc anh hudng t6i sy cdm mau nhu
cdc thudc chdng viém khong steroid (NSAID), thudc chdng két tap ti€u cdu hodc cic
thudc chdng huyét khai khac. Bdi vdi nhiing BN cd nguy co mac bénh loét dudng tiéu
hda nén xem xét dén diéu tri phong ngra thich. Bat af trudng hgp tut giam hemoglo-
bin hodc giam huyét ap nao khong gidi thich dugc can phai tim ra vi tri chdy mau.
Gdy mé tructhdn kinh ndo tuy (ngodi mang cimg/tuy séng): Khi tién hanh gay mé
truc than kinh ndo tuy (ngoai mang cting/tuy song) hodc choc do tiy song 6 BN cd st
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Thﬁng tin keé toa’

Tai liéu thong tin cho cén bd y té

& Thudc bén theo don

dung thudc chdng huyét khdi dé dy phong bién chiing huyét khi tac tinh mach sé 6
nguy o bikhdi mu tu otuy s0ng hodc ngoai mang cting dan tdi chung ligt kéo dai. Nguy
€0 clia cac bién chiing nay tham chi con tang Ién khi ddt catheter ngoai mang ciing hoac
st dung ddng thai véi cdc thudc cd anh huding t6i U cim mau. Nguy ca ciing tang én khi
bi chan thuang hodc choc do lap lai tty s6ng/ngoai mang cling. Can thudng/xuyén theo
ddi & BN nhitng dau hiéu va triéu chiing suy giam than kinh (vi du nhu'té hodc yéu chén,
rdi loan chiic néng bang quang va dai trang). Néu phat hién c6 suy giam than kinh, can
chdn dodn va diéu tri kip thdi ngay cho bénh nhén. Bac si can can nhac giifa lgi ich va
nguy co trudc khi can thiép vao truc thdn kinh ndo tuy &bénh nhan ¢6 dung thudc chdng
ddng hodc phéi dung thudc chdng dong @& ngan nglia huyét khai. Khong duoc rit *
catheter ngoai mang ciing sém hon 18 tiéng ddng ho ké tir ln cudi cing duing rivaroxa-
ban. Nén sir dung Rivaroxaban sém nhét Ia 6 gits sau khi nit catheter. Néu xdy ra tén
thuong do choc, can tri hoan viéc st dung rivaroxaban t6i 24 gid sau.

Phu nir cé khd ndng mang thai: Chi st dung Rivaroxaban cho phu nif ¢ khd néng
mang thai ¢d ap dung cac bién phdp tranh thai hiéu qua.

Tuong tac vdi cac thudc khacva cac dang tuong tac khac

Tuong tdc duoc dong hoc: dugc théi trir chi yéu nhd chuyén hod tai gan bang
cytochrome P450 (CYP 3A4, CYP 2J2) va bai tiét qua than & dang khong ddi, lién quan tdi
hé théng van chuyén P-glycoprotein (Pgp)/ protein ddi khdng ung thu vd (Bcrp)

Anh hudng tdi rivaroxaban: Cac thudc tic ché manh CYP 3A4 va P-gp ¢6 thé lam gidm
thai trir thudc qua ca gan va than, do d6 sé lam tang dang k& ndng do va thoi gian téc
dung clia thudc. Ding dﬁng thoi vdi rifampicin [am gidm khodng 50% AUC trung binh
cGia rivaroxaban, va lam giam tac dung dugc luc cia thudc.

Tuong tdcduocluchoc: Enoxapann liéu duy nhdt (40 mg) va rivaroxaban liéu duy nhét
(10 mg) nhan thay 0 tdc dung cong thém trén hoat tinh khéng yéu t& Xa nhung khong,
6 tcdung cong thém trén cdcxét nghiém dong méu (PT, aPTT). Enoxaparin khong anh* '\
huing t6i dugc dong hoc ctia rivaroxaban. Clopidogrel (khdi dau 300 mg, duy tri75mg) ~
khdng gay ra tuong tac dugc dong hoc. Tuy nhién, trén mgt nhém BN c6 thay tang thoi |
gian chay mau khong tueng quan dén két tap tiéu cau, nong o P-selectin hay s6 luong.,” / e
thu th& GPIIb / llla. Khong thay bﬁng chiing lam sang vé kéo dai thai gian chdy mau sau 4
khi dung dong thairivaroxaban va 500 Mg naproxen.

Thifcin va cdc ché phdm tir sifa: 6 thé dugc ding cing hodc khdng (ung Ve thUcan
Tuong tdcvdi cdc thong so xét nghiém: Xét nghiém do lugng thong s6 dong mau (PT,
aPTT, Hep Test®) duigc cho la sé bi anh hudng dua trén co ché tac dung clia rivaroxaban.
Phu nii ¢ thai va cho con bii: Chdng chi dinh. Phu nit ¢6 kha ndng mang thai: Chi it
dung khi c6 &p dung bién phdp trénh thai hiéu qua. Phu ni cho con bd d1| stt dung kh|
ngimg cho con bi.
Anh hu(mg t6i kha nang ldi xe va van hanh mdy méc: Ngat va chéng m3
bdo cdo va c6 thé anh hubng dén kha nang ldi xe va diéu khién may moc. BNgap n
tdcdung ngoaiy nay khong nén Ia| xe hodc diéu khién mdy méc.
Cactac dung khdng mong mudn:

Phé bién (>1% dén< 10%) Thiéu mdu (bao gom cd cac thong 50 xét nghle
(ing), xuat huyét mat (bao gom xuat huyét két mac), chdy mau nuéu rang, x
duong tiéu hda (bao gom xudt huyét tnictrang), dau bung va da day rudt,
non, tdo bdn, tiéu chdy, non mia, sot, phi ngoai vi, giam stic luc va-narig lugng, xudt
huyét sau thi thuat (bao gom thiéu mdu sau phau thudt, va xudt huyét vét thuong),
dung dap, ting tran saminasa, dau ¢ dau chi, chodng véng, nhiic ddu, xuat huyét dudng
tiét niéu sinh duc (hao gém ca tiéu mau va rong kinh), suy than (bao gdm tang creatinine
madu, tang ure, chdy mau cam, ho ra mdu, ngia (bao gom cé trudng hgp khdng phd bién
clia bénh ngtfa toan than), phat ban, bam xudt huyét dudi da, ha huyét ap, tu méu.
Khéng phé bién (>0.1% dén <1%): Tang tiéu cu (bao gdm tang 56 tiéu cau), nhip tim
nhanh, khd miéng, cdm théy khdng khée, chiic néng gan bat thudng, phan ting di ting,
viém da dj ting, dich tiét ra tir vét thuong, tang bilirubin, tang phesphatase, tang LDH,
tang lipase, tang amylase, tdng GGT, chdy mau trong khdp, xudt huyét nﬁi 50 va nao, bat
tinh, chiing may day.

Hiém gdp (=0.01% dén <0.1%): phil cuc b, vang da, gid phinh mach, chay mau o.
Nha san xuét: Bayer Pharma AG. D-51368 Leverkusen. CHLB Biic

Nha nhép khau: (6ngty ¢ phan Duoc Liéu Trung Uong 2 TP HM

Tai liéu tham khdo:
1. Théng tin ké toa Xarelto duoc cuc Qudn Ly Dutoc duyét
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