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Thuéc khang déng duéng udng':

% Uc ché chon loc truc tiép Yéu t6 Xa
Phong Ngua Hiéu Qua
Thuyén TacHuyé&t Khéi Tinh Mach .

cho bénh nhansau dai phau thuat chinh hinh ch"

Hoat chat: Mdi vién nén bao phlm chiia 10mg rivaroxaban.
Chi dinh: Phong ngiia huyet khoi thuyén tac tinh mach
(VTE) & cac bénh nhan (BN) tién hanh dai phau thuat chinh
hmh hai chi dudi. Liéu luong va cach diing: Dung dudng
udng, 1vién 10 mgx 1 lan/ngay x 5 tudn sau dai phau thuat
khdp hang; x 2 tuan sau dai phau thudt khdp qoi, ¢ thé
dung cling hodc khong ciing vdi thifc an. Liéu khi dau nén
dugcding trong vong 6-10 glosau phau thuat, vdi diéu kién
tinh trang cim méu da duocthiét lap. Néu BN quen 1liéu
-thudc, can phél uong bl liéu o ngay khinhGrava ngay hom
sau phal tlep tuc uong thudc. Di vdi BN khong the nuot
nguyén vién thudc, cd thé nghién ra va tron vi nuéc hay
thiican mém ngaytruoc kh| an hodc udng. Viién Xarelto dugc
nghién ra 6 thé cho qua dng thong da day. Phéi dt 6ng
thdng da day trudc khi dung Xarelto. Vién thudc nghlen ra
phai dugc cho vao mét lugng nudc nhé d6 qua dng thong,
sau dd doi thém nudc. Cdc BN ddic biét: Ngum caotudi (>65
tudi), Gidi tinh va Thé trong, Ching tic: Khong can chinh liéu.
Tré em (<18 tudi): Chua 6 dit liéu lam sang. BN suy gidm
(hlfcndng qgan: ch6ng chi dinh BN ¢ bénh gan di kem cdc
r6i loan vé dng méu cd nguy co chdy mau trén Iam sang.
Khong can chinh liéu 6 BN cd cac bénh gan khdc. BN suy
gidm chiic ndng than: Khong can chinh liéu & BN suy thén
nhe dén trung binh, than trong cho BN suy than nang,
Khong khuyén cdo st dung ¢ BN c6 do thanh thdi creatinin
<15 mL/phit. Chéng chi dinh: Qua man vdi rivaroxaban
hoéic bit cit thanh phén nao, dang chdy méu nghiém trong
trén [am sang, ¢6 bénh gan di kém cac r6i loan vé dong méu
dan d&n nguy co chdy méu trén Iam sang, phu ni ¢d thai. Chi
sit dung rivaroxaban khi ngting cho con bi do khong c6 dit
liéu &phu nitdang cho con bui. Canh bao dacbiétva than
trong:  Cdc thudc ding dong thi: Khong sit dung
Rivaroxaban cho cac BN dang st dung thudc chdng ndm
nhém azole tac dung toan than (vi du ketoconazole, itracon-
azole, voriconazole, posaconazole) hodc cac thudc chang HIV
nhém tc ché protease (vi du ritonavir). Céc thudc nay ic ché
manh G CYP 3A4 va P gp.Vi vay 0 thé lam tang ndng do
rivaroxaban trong huyéttuong t6i muc c6 thé gay ting nguy
(0 chdy mau trén Idm sang. Suy gan: Than trong & BN suy
gan vi lam tdng nguy co chdy méu clia rivaroxaban. Suy
thdn: Than trong khi stt dung Rivaroxaban cho BN suy than
trung binh (0 thanh thai creatinin 30-49 ml/phut) €0 st
dung ddng thdi cac thudc ¢6 thé lam tang ndng dd rivaroxa-
ban trong huyet Ndng dd rivaroxaban huyet tuong c6 thé
tang Ién déng ké & BN suy thén nang, dan tdi tang nquy co
chy méu. Do con chufa cd ddy d diiliéu lam sang, cin thn
trong khi sit dung rivaroxaban cho BN co do thanh thai
creatinin tit30-15 mL/phiit. Khdng 6 so 6 liéu lam sang vé it
dung thudc cho BN suy than nang (d0 thanh thai creatinin
<15 mL/phdt). Vi vay khong khuyen ¢do sif dung rivaroxa-
ban cho cac BN nay. BN suy than ndng hodc tang nguy co
chdy mau va BN dang diing ddng théi duéng toan than cic
thudc chdng nam nhém azole hodc chdng HIV nhém tic ché
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protease can dugc theo ddi chdt ché cic da
chifng chdy mau saukhi bt dau diéu tri. .Dé ”ﬁ}

kiém tra thuc thé& banh nhén, quan s&t ki vétméva
dinh ky dinh lugng hembgl,obin*?ha uat gdy xuong
khdp hdng: Rivaroxaban chua dugc nghlen ctiu trong cac
thit nghiém I&m sang & BN phau thudt gay xuong khdp
hang. Nguycddzéymau (ing giong nhuf céc thudc chéng
huyét khdi khdc, Rivaroxaban can dugc sudung hetsunhan
trong BN ¢6 tang cdc nguy chdy médu nhut: rdi loan ché
mau bam sinh hodc mac phai. Tang huyét ap dong'mach
nghiém trong khong kiém soat dugc. Bénh loét d ng tiéu
hod dang tién trién. Loét dudng tiéu hoa méi 4y ra. Bénh
mach vong mac do mach mau. Chéy mau trong 2 'hodc s
ndo gan day. Nhiing bét thuting vé mach trong ri oadrtux
s6ng. Ngay sau khi phau thudt nao, it s6ng hodg mat Gn..
thén trong 6BN dung dong thdi thudc anh hudng Gistcam
mau nhu cac thudc chong Viém khong steroid (NSAID ;:%%
chong két tap tiéu cdu hodc cac thudc chang huyét khoi k

Bai véi nhing BN c6 nguy co mdc bénh loét duang tiéu hoa
nén xem xét dén diéu tri phong ngua thich. Bt ctf trutng
hdp tut gidm hemoglobln hodc gidm huyet ap nao khéng
g|a| thich dugc can phai tim ra vi tri chdy mdu. Gayme truc
thdn kinh ndo my(ngoalmangam_q/tuysong) Khi tién
hanh gay mé truc than kinh ndo tuy (ngoa| mang cung/tuy
s0ng) hodc choc do tly sng & BN c6 sit dung thudc chdng
huyet khoi dé dUphong bién chu‘ng huyet khoitac tinh mach
s& ¢0 nguy ¢o bi khdi mdu tu & tly song hodc ngoai mang
CUng dan téi chung liét kéo dai. Nguy co clia cdc bién chiing
nay tham chi con tang Ién khi dét catheter ngoai mang cling
hodc st dung ddng thdi véi cic thudc cd dnh huting tGi su
@m mau. Nquy co ling tang én khi bi chdn thuong hodc
choc do lap lai ty song/ngoal mang cling. Gan thuang
xuyén theo ddi BN nhiing dau hiéu va triéu chiing suyglam
than kinh (vi du nhu t& hodc yéu chan, rdi loan chiic nang
bang quang va dai trang) Néu phat hién cd suy giam than
kinh, can chan doan va diéu tri klp thoi ngay cho bénh nhan.
Bécsican can nhac gitia loi ichva nguy co trudc khi can thigp
vao truc than kinh ndo tuj & bénh nhan c6 dung thudc
chong dong hoac phai ding thudc chdng dong dé ngan
ngua huyét khai. Khdng dugc rit catheter ngoai mang cting
s6m hon 18 tiéng dong hd k&tirlan cudi cung dung rivaroxa-
ban. Nén sudung Rivaroxaban sém nhat Ia 6 it sau khi it
catheter. Néu xay ra ton thuong do choc, can tri hoan vigc st
dung rivaroxaban t6i 24 gio' sau. Phu nif ¢6 khd ning
mang thai: Chi st dung Rivaroxaban cho phu nif o kha
nang mang thai cd dp dung cac bién phap tranh thai hiéu
qua. Tuong tac véi cac thudc khac va cic dang tuong
tackhac: Tumgtacdalo’cdonghoc dugc thditrit chii yéu
nhd chuyen hoad tai gan bang cytochrome P450 (CYP 3A4,
CYP 22) va bai tiét quathan @ dang khong doi, lién quan tdi
hé thong van chuyén P- Agl'ycoprotem (Pgp)/ protein doi
khang ung thuvi (Berp). Anh hudng téi rivaroxaban: Cac
thudc tc ché manh CYP 3A4 va P-gp ¢ thé lam gidm thai trit

S8 gidy ti€p nhan hd so dang ky tai liu thong tin thudc clia Cuc Quan Iy Dutgc-Bd Y t&: XXXX/XX/QLD-TT, ngay XX/XX/XXXX

In tai lidu: ngay XX/XX/XXX

1 vién moi ngay

&Thudc ban theo don

thudc quacégan vathan, do d6 s¢ lam tang déng ké nér gdo
va thoi gian tac dung clia thudc. Dung ddng thoi véi rifampi-
cin lam gidm khodng 50% AUC trung binh cla rivaroxaban,
va lam giam tac dung dugc luc cla thudc. Turgng tdc durge
Ire hoc: Enoxaparin liéu duy nhat (40 mg) va rivaroxaban
liéu duy nhét (10 mg) nhan thdy co tac dung cdng thém trén
hoat tinh khang yéu t6 Xa nhiing khong co tdc dung cng
them tren cdc xét nghiém dong mau (PT, aPTT) Enoxaparin
hu(mg tdi dugc dong hoc cla rivaroxaban.

Copldd‘gr (kipdi déu 300 mg, duy tri 75 mg) khong gay ra
<tuong tac duge'ddng hoc. Tuy nhién, trén mot nhém BN c6

thay tang‘k.pdl giaf chay méu khong tuong quan dén két tap
. tiéu cdu, nang dg Psselectin hay 50 Iuigng thy thé GPlIb / lla.
Khong, thaybang ¢ g lam sang vé kéo dai thoi gian chay
mu 452y f(hl dung dong thdi rivaroxaban va 500 mg
roxen... Thiciin va cdc ché phdm tir siia: c6 thé ducc -
la¢khdng cing vdi thiic an. Tuomg tdc vai cdc
. th1ong soét nghiém: Xét nghiém do ludng thong so dong
mau (PT, aPTT, Hep Teste) dugc cho la sé bi anh hudng dva
trén co ché tacdung clia rivaroxaban. Phu nii ¢d thai va cho
con bui: Chong chi dinh. Phu nif cd khd nang mang thai: Chi
strdung khi cé ap dung bién phdp trénh thai hiéu qua. Phu nif
cho con b chi stt dung khi nguing cho con bii. Anh hudng
tdi kha nang Idi xe va van hanh may méc: Ngatva chdng
miit da duoc bdo céo va cd thé anh hudng dén kha nang ldixe
va diéu khién mdy mdc. BN gdp nhUng tac dung ngoai y nay
khdng nén I3 xe hoac diéu khién mdy mdc. Cac tac dung,
khong mong mudn: Phé bién (>1% dén< 10%): Thiéu
mau (bao gom cd cac thong s6 xét nghiém tuong ting), xuat
huyét mat (bao gom xudt huyét két mac), chdy méu nuéu
rang, xuat huyét dudng tiéu hda (bao gom xuat huyét truc
trang), dau bung va da day rugt, khd tiéu, budn non, tdo bn,
tiéu chdy, non ma, st, phli ngoai vi, gidm stic luc va nang
lugng, xuat huyét sau thi thuat (bao gom thiéu médu sau
phau thudt, va xudt huyét vét thuong), dung dap, tang tran
saminasa, dau & dau chi, chodng vang, nhiic dau, xudt huyét
dutng tiét niéu sinh duc (bao gom ca tiéu mduvarong kinh),
suy than (bao gom téng creatinine mau, tang ure, chdy mau
cam, ho ra méu, ngtia (bao gom c tniong hop khong phd
bién ctia bénh ngua toan than), phat ban, bam xudt huyét
dudi da, ha huyet ap, tu mau. Khongpho bién (>0.1% dén
<1%): Tang ti€u cau (bao gom tang 6 tiéu cau) nhip tim
nhanh, khd miéng, dm thay khong khde, chiic nang gan bat
thuting, phan ting di (ing, viém da di (ing, dich tiét ra tir vét
thuang, tang bilirubin, ting phosphatase, tang LDH, tang
lipase, tang amylase, tang (GGT, chdy méu trong khdp, Xuat
huyét ndi so va ndo, bat tinh, chmg may day. Hiém gdp (>
0.01% dén <0.1%): phu cuc b, vang da; gid'phinh mach,
chdy mau co. Nha san xuat: Bayer Pharma AG. D- -51368
Leverkusen. CHLB Diic. Nha nhap khau: (6ng ty cd phan
DugcLiéuTrung Uong 2 TP. HCM

Tai liéu tham khao:
1. Théng tin ké toa Xarelto doc cuc Qudn Ly Duoc duyét
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