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TO THONG TIN SU DUNG THUOC
Rx — Thuic nay chi ding theo don thuéc
VIEN NEN BAO PHIM
RIVELOGET TABLETS
Rivaroxaban 10mg, 15mg, 20mg

CACDAUHIEULUU Y VA KHUYEN CAO KHI DUNG THUOC:
Doc k§ huéng din sir dung trurde khi ding.
Néu cin thém thang tin, xin héi ¥ kién béc sT hofic dwge si.
Thude nity chi ding theo don thube.
Dé xa thm tay tré em.

THANH PHAN CONG THUC THUOC:

Riveloget Tablets 10mg

M&i vién nén bao phim chira:

Thanh phdn hoat chdr: Rivaroxaban...................coccovoovoei, 10mg

Thanh phan td dugc:

Lactose monohydrat (Lactose), Avicel PH-101 (Microcrystallin cellulose),

Methocel E-5 (Hypromellose 5CPs), natri lauryl sulfat, croscarmellose

natri, magnesi stearat, Pharmacoat 615 (Hypromellose 15CPs), titan

dioxid, P.E.G 3350 PF (Macrogol), oxyd st da,

Riveloget Tablets 15mg

MSi vién nén bao phim chira:

Thémh phdn hoat chdt: RIVAroXaban.................ccco.oeeooeeeeveeeerennn, 15mg

Thémh phdn td duge:

Lactose monohydrat (Lactose), Avicel PH-101 (Microcrystallin cellulose),

Methocel E-5 (Hypromellose 5CPs), natri lauryl sulfat, croscarmellose

natri, magnesi stearat, Pharmacoat 615 (Hypromellose 15CPs), titan

dioxid, P.E.G 3350 PF (Macrogol), oxyd sit do.

Riveloget Tablets 20mg

Mdi vién nén bao phim chira:

Thénh phdn hoat chat: RiVaroxaban ..o 20mg

Thanh phdn td duge:

Lactose monohydrat (Lactose), Avicel PH-101 (Microcrystallin cellulose),

Methocel E-5 (Hypromellose 5CPs), natri lauryl sulfat, croscarmellose

natri, magnesi stearat, Pharmacoat 615 (Hypromellose 15CPs), titan

dioxid, P.E.G 3350 PF (Macrogol), oxyd st do.

DANG BAO CHE: Vién nén bao phim

Riveloget Tablets 10mg

Vién nén bao phim hinh tron, mau d6, hai mat 16i, mét mat khic “GP” va

maot mat tron,

Riveloget Tablets 15mg

Vién nén bao phim hinh tron, mau dé, hai mat 16i, tron.

Riveloget Tablets 20mg

Vién nén bao phim hinh tron, mau do, hai mét tron,

CHI PINH

o Chi dinh dé du phong dot quy va thuyén tic mach toan than & cac bénh

nhan bi rung nh khong do bénh ly van tim.

Chi dinh diéu tri huyét khéi tinh mach sau (DVT).

Chi dinh diéu tri thuyén thc phdi (PE).

Chi dinh phong ngira huyét khéi tinh mach sdu va thuyén tic phéi tai

phat.

Chi dinh phang ngira huyét khéi tinh mach sau sau khi phau thudt hong

va dau gi.

e Du phong thuyén [‘c'lL lm)et khéi tinh mach (VTE) ¢ nhitg bénh nhan
diéu tri noi khoa cép do 111 co nguy co bién chimg nghén tic mach
khdng co nguy co chay mau cao.

+ Giam cdc nguy co mic cac bién c6 tim mach Ién (tir vong do tim mach,
bénh 1y nhdi mau co tim (MI) va dot quy) & bénh nhdn méc bénh 1y
mach vanh man tinh hodc bénh Iy ddng mach ngoai bién.

LIEU LUQONG VA CACH SU DUNG

Riveloget Tablets duge sir dung bang duémg udng.
; - Thirc
Chi dinh Ch.' bf Liéu ding in/Thoi
thin
diém
Cra > 50[20mg mot lin bc;;‘g ";:
Giam nguy co dgt quy & cac|mL/phut maéi ngay chidu
bénh nhén bi rung nhi 5 7
khong do bénh Iy vantim  |cry < 50{15mg mot ln bC}‘"g e
= 2o ita n
mL/phit moi ngay chidu
‘ g 15mg. 2 ldn mdi|Cing  véi
Chi dinh dicu tri huyet khoi ngay thire an, tai
tinh  mach sdu (DVT) Cre > 15 Vsau 21 ngay,|mot 1h€~ri
va/hodic thuyén tac phoi ml‘j’ ot chuyén doifdiém  moi
(PE) P thanh ¥ _ |ngay
20mg mjt lan
mdi ngay

Crag < 15 s

mL/phit Tranh sir dung
10 mg mét lan  [Cung hodc
mdi ngay, sau it  [khong cing

Giam nguy co tai dign DVT|Cra 2 15

va/hodc PE & bénh nhan vn mL/phtt™ nhdt 6 thang diéu (vdi thic dn

tri thudc chong

con nguy co voi DVT dong
va/hodic PE C =
ra < .
mL/phit Tranh str dung
Phong ngira DVT nhur sau:
10 mg mot lan|Cing  hoic
modi ngay trong|khong cung
e = 18 35 ngay, 6 — 10|vdi thirc dn

gitr sau khi phiu

- Phluthudt thay khop  |mL/PRGC™ R - khi su
hong c:irp mau  duge
thidt 1ap
Crc| < 15 . u "
mL/phiit Tranh sir dung
10 mg mot lan|Cang hoc
moi ngay trong|khéng cung
12 ngay, 6 — 10{voi thirc &n
. Cra = = gir sau khi phiu
- Phdu thudt thay khop | mL/phut thuét moét khi su
goi cam mau dugc
thiet lap
CTCI < 15 2
ml bt Tranh sir dung
10 mg mdi ngay,|Cing hodc
Dy phéng VTE ¢ nhimg tai bénh vién valkhéng cung

bénh nhan diéu trj ngi khoa [Crar = 15|sau khi xuit vién,|véi thie an

cip do 111 co nguy co bién |mL/phut C'_"P t(:)r_:g.théri gian
chimg nghen tic mach dicu tri tir 31 -39
khong c6 nguy co chdy mau ngay
cao
gf;pht’:(t 55 Tréanh str dung
Giam cdc nguy co mic cic Cung hoic
bién c6 tim mach lén (tir khéng cing

vong do tim mach, bénh 1y [Khéng  cdn|2,5mg hai lan mdi|véi thirc an
nhdi méu co tim (MI) va dot|diéu  chinh|ngay, két hop vdi
quy) & bénh nhin mie bénh |liéu dira vao|aspirin (75-
ly mach vanh man tinh hodc |Crg 100mg) mdi ngay
bénh ly dong mach ngoai
bién

* Tinh Creydya vao trong lugng co the.
** Bénh nhdn voi Cro < 30mL/phiit vdn chuea duge nghién ciu, nhu‘ng S
dung szel'oge! Tablets di kién ning dg rivaroxaban trong huyét tueng
twong tw véi nhitng bénh nhdn suy thdn trung binh (Cre ur 30 -
<50mbjuhul)
Chuyén doi tiv warfarin sang Riveloget Tablets
Khi chuyén ddi tir warfarin sang Riveloget Tablets, ngung sir dung
warfarin va bit ddu vai Riveloget Tablets cang sém cang t6t khi chi $0
INR duéi 3,0 dé tranh tinh trang khang dong khong day dii. Thoi gian diéu
tri nén dénh gia trén timg bénh nhén sau khi cén nhiic cin than lgi ich diéu
trj v nguy co chdy mau. Diéu trj ngin han (it nhat 3 thing) nén dua trén
nhimg yéu tﬁ nguy co nhat thoi (nhur phiu thudt g "an day, chén thuong, cb
dinh) va didu tri kéo dai nén dya vao nhimg yéu td nguy co thudng trire
hogc huyét khéi tinh mach sau tu phat (DVT) va thuyén tac phéi (PE).
Trong dot diéu trj tir ngay 1 - 21 v&i liéu 15mg 2 1an mdi ngay, néu quén
lidu, bénh nhén nén udng Riveloget Tablets ngay lap tirc va dim bao udng
du 30mg mdi ngay. Trong trudng hop nay, 2 vién Riveloget Tablets 15mg
c6 thé udng cting mét lic. Bénh nhan nén tiép tuc vai ligu d]eu tri khuyén
cao thong thuong 1 15mg 2 1an mdi ngay cho nhimg ngay tiép theo.
Trong dot diéu tri tir ngay 22 tr& di voi lidu mot lAn mdi ngay, bénh nhan
chi nén ubng Riveloget Tablets ngay 14p tuc va tlép tuc cho nhitng ngay
t:ep theo voi lidu khuyén cdo mét 1an mdi ngay. Lidu ding khong dugc
uong uap déi trong ciing mét ngay dé bi cho heu da quén.
Chuyén dii tir Riveloget Tablets sang thudc ddi khdng vitamin K (VKA)
Trong qua trinh chuyén ddi tir Riveloget Tablets sang thuéc ddi khang
vitamin K, ¢6 thé xdy ra tinh trang khang déng khéng déy du. Can dam bao
tinh trang khang dong ddy du, lién tuc trong bét ky qué trinh chuyén dbi
sang thudc khang dong thay thé. Can luu ¥ ring Rlvelogel Tablets ¢6 thé
gop phan vao viée 1am cho gia trj INR tang l1én. Déi véi bénh nhin chuyén
ddi-tir Rweloget Tablets sang thudc dbi khang vitamin K, VKA nén dwoc
.Su"dung d(}ng thori dén khi gia tri INR > 2,0. Trong hai ngay dau tién, nén
st-dung’ ligw VKA chudn, sau d6 1a lifu VKA diéu chinh dva trén xét

'fngh:cm INR. Trong thoi gian bénh nhan sir dung ddng thoi Riveloget
{ Tablets vt VKA, gia tri INR khong nén kiém tra sém hon 24 gid ligu trudc

do nhmrg trufrc khi str dung liéu tiép theo Riveloget Tablets. Ngay khi




https://trungtamthuoc.com/

veloget Tablets, xét nghiém gid tri INR ¢ murc d§ dang tin cdy it
7 sau khi str dung liéu cudi cing.
s dii tir thude khing dong ngodi dwdng uing sang Riveloget

w1 bénh nhén sir dung dong thoi 1 thude khang dong ngoal dlro‘ng
img thude khang dong ding ngoai dudng ubng va bat déu voi
szet Tablets tir 0 — 2 gio trudce thoi gian sir dung liéu chi dinh tiép
cua thude khang déng diung ngoai dudng udng (nhu heparin trong
han ur thap) hodc tai thoi diém ngimg cia mét loai thude tiém sir
e (vi du nhu tiém tinh mach heparin khong phén doan). -
? q‘[ii tir Riveloget Tablets sang thudc khding dong ding ngodi
dudng uong
ng liéu ddu tién cua thude khang dong ding ngoai dudng udng ngay
= zian sir dung lidu chi dinh tiép theo ctia Riveloget Tablets.
nn nhin suy giam chirc nang thin
1h nhan suy giam chire nang than trung binh (d§ thanh thai
49 ml/phut) hodc nang (dd thanh thai creatinin 15 — 29
khuvén cao déi voi bénh nhan suy giam chirc nang than
cao nhur sau:
va thuyén tiac mach toan thin ¢ cac bénh nhén bj rung
v van tim, liéu khuyén céo 1a 15mg mét 1in méi

Lauye

huyvét khoi tinh mach sau (DVT), chi dinh didu tri
phong ngira huyet khoi tinh mach sdu va thuyén
nhan nén sir dung 15mg 2 lan moi ngay trong 3

khuyén cao la 20mg mét 1an mdi nvay Diéu chinh liéu

gay thanh 13mg mat 1in mdi ngay nén duec can

v co chay mau cao hon nguy co tai phat DVT va PR.

Diéu chinh lidu la khong can thiét déi véi bénh nhan suy giam chire niing

than nhe (do thanh thai creatinin 50 — 80 ml/phat).

Bénh nhin dang trong qud trinh khit rung tim (Cardioversion)

Riveloget Tablets (Rivaroxaban) co the bat dau holic ticp tuc & bénh nhan

dang trong qua trinh khtr rung tim. DRI vai bénh nhén siéu 4m tim qua thuc

quan (T EE] dé tién hanh khir rung tim ma chua duge diéu tri voi thude

khang déng trude do, didu trj voi Riveloget Tablets nén bt du it nhit 4

gi0 trude khi khir rung tim dé bao dam tinh trang khang déng méau day du.

Do1 vén cac bénh nhan khéc, phai xac dinh bénh nhén da sir dung Riveloget

Tablets nhu chi dinh hay chua truge khi khir rung tim.

Tré em

Riveloget Tablets khong chi dinh sir dung cho tré em dugi 18 tudi.

Ngung !rep tuc phéu thudt va nhirng can thigp khdc

Néu thude chéng dong mau phai ngung dé giam nguy co chay mau khi

phiu thudt hoic nhirng thu thudt khéc, Riveloget Tablets nén ngung it nhét

24 git trude khi tién hanh dé giam nguy co chay mau. Riveloget Tablets

nén dugc bat dau lai sau khi phau thudt hodc cac thi thuat khac cang som

cang tdt ngay khi qua trinh cam mau thich hep duoc thiét lap, hru ¥ ring

thot gian khot phat hiéu qua didu tri ngfin.

Ciich diing

Su dung bing dudng ubng

Déi voi bénh nhan ma khong thé nudt nguyén vién, Rivcloget Tablets

10mg, 15mg va 20mg co thé nghién va tron chung véi nuée s6t tdo ngay

trude khi &n va uéng ngay lap tirc. Sau khi uong Riveloget Tablets nghién,

nén tiép sau do vdi thire an.

Sir dung thong qua dng théng mii-da day hoac éng cho thirc &n vao da day

Sau khi xac dinh vi tri dat ong da day, vién nén Riveloget Tablets 10mg,

I5mg va 20mg (Rivaroxaban) nghién va tron vai 50ml nude, s dung qua

dng thong mii - da day hoac dng cho thire &n vao da day, Bai vi su hap thu

phu thudc vao vi tri phong thich thudc, tranh sit dung Riveloget Tablets xa

da day ma co the dan dén giam hdp thu va vi vdy, giam biéu hién cia

thude. Sau khi udng Riveloget (Rivaroxaban) 15mg hodc 20mg nghién,

nén t:ep sau d6 véi thirc &n bang duéng rudt.

CHONG CHI BINH

Rivaroxaban chong chi dinh & nhiing bénh nhén sau:

« Quéamin voi rivaroxaban hoac bat ky thanh phén nao ciia thude.

¢ Chay mau dang ké 1dm sang.

e Tén thwong hodc tinh trang néu dugc coi 1é mdt nguy co dang ké chay

méu nﬂh]em trong. Piéu nay co thé bao gbm loét da day hién tai hoac

gin ddy. sy hién dién cua cac khm u ac tinh ¢ nguy co xudt huyét, ndo

hogc chdn thuong cot song gin déy, nao gau déy, phau thuét cot song

hodc nhan khoa, xuét huyét néi so gin day, bién chimg thuc quan da biét

hodc nghi ngo. di tat dong mach, chimg phinh dong mach chu hodc bét

thuéng mach mau ndi so hodc mach mau nio.

Diéu tri dong thoi voi bt ky cac thubc khang dong mau nhu heparin

chua phan doan (UFH), heparin phdn tr lugng thép (enoxaparin,

dalteparin,...) ngoai trir nhig truémg hop dic bi¢t phai chuyen doi dleu

tri thuoc chong déng mau hogc khi UFH duge chi dinh lieu dung cin

thiét dé duy tri 6ng lhong tinh mach hodc dong mach trung vong ma.

o Bénh gan lién quan dén bénh déng mau va nguy co chiy mau lam sang
lién quan bao gém bénh nhan bao gdm bénh nhan xo gan theo phan loai

Child Pugh B va C.

e Phu nirco thai va phy nir cho con b
CANH BAO VA THAN TRQNG KHI DUNG THUOC

Nguy co xuidt huyét

Nhu nhimng thudc chéng dong mau khac, bénh nhan sir dung rivaroxaban

nén theo ddi cin than nhimg dau higu chay mau. Khuyén cdo nén thin

trong trong tinh trang tdng nguy co xudt huyét. Nén ngung s dung
rivaroxaban néu tinh trang xuét huyét nghiém trong xay ra.

Suy thin

Nén thén trong khi sir dyung rivaroxaban & bénh nhdn cé d¢ thanh thai

creatinin 15 — 29 ml/phit. Khuyén céo khong sir dung & bénh nhan cé do

thanh thai creatinin duc¢i 15ml/phut. Nén sir dung thin trong ribaroxaban
dbi voi bénh nhan suy than khi sir dung ddng thoi véi nhimg thude khac
ma co thé tang nong do rivaroxaban huyét tuong,

Nhifng yéu 1 nguy co xuit huyér khdc

Nhur nhimg thube chéng huyét khéi khac, khong khuyén cao chi dinh

rivaroxaban cho nhimg bénh nhén co nguy co chay mau ting nhu:

o Réiloan chay mau bim sinh hozic mic phai.

o Ha huyét 4p dong mach nghiém trong khéng kiém soat,

« Nhirng bénh dudng tiéu hoa khac ma khong co vét loét tién trién ma co
kha nang din dén chay méu phirc tap (nhu bénh viém rudt, viém thuc
quan, viém da day va bénh trao nguge da day thuc quan),

e Bénh mach vong mac do mach mau.
e Chimg gian phé quan hoiic tién sir xuét huyét phdi.
Bénh nhédn thay van nhin tgo
Khuycn cao khong didu tri rivaroxaban véi bcnh nhéan van tim nhén tao.
Bénh nhin ﬂmyén tic plr51 khong an d‘_mh vé mit huyer dgmg hoc hodc
bénh nhin diéu tri thudc tan huyét khoi hofic thi thudt ldy viit nghén
mach & phii . )
Khuyén cdo khong str dung rivaroxaban nhur diéu tri thay thé cho heparin
chua phan doan & bénh nhan thuyén thc ph01 ma cd huyét dong hoc khéng
n dinh hoac dang didu tri thudc tan huyét khéi hodic tha thua ldy vat nghén
mach & phéi.
Ting nguy co bién cé Imyé! khéi sau khi ngung tluw'c sém
Ngung sém bét ky thudc chong dong mau du‘img udng nao lam tang nguy
co bién chimg huyet khéi. Néu ngimg thude chong déng mau sir dung vdi
rivaroxaban vi bat ky ky do nao ngoal trir xudt huyét bénh 1y hogc két thic
dot diéu tri, can nhéc chi dinh vai thude khang dong khac.
Gdy mé hofic chgc do ngodi mang cimg/tiy séng
Khi tién hanh gay mé truc thin kinh nio tiy (ngodi mang cimg/tiy song)
hoiic choc do tay séng & bénh nhén cb sir dung thudc chéng huyét khéi de
du phong bién chimg huyét khﬁl tic tinh mach phtrc tap s& c6 nguy co tién
trién bi khdi mau tu & tuy séng ho#ic ngoal méng cimg dén t6i chimg ligt
kéo dai hoac vinh vién, Cén thudmg xuyén theo ddi & bénh nhéan nhing dau
hiéu va trigu chimg suy giam thin kinh (vi dy nhu t& hogc yéu chan, rdi
loan chirc nang bang quang va dai trang). Néu phat hién cé suy glam than
kinh, can chan doan va diéu tri kip thoi ngay cho bénh nhan. Béc si cén can
nhéc gitra lgi ich va nguy co trude khi can thiép vao truc thin kinh ndo tay
@ bénh nhan ¢6 ding thuée chéng déng hoac phai dung thuoc chéng dong
dé ngin ngira huyét khéi. Pat hodic rit catheter ngoai tity séng hoic choc
dich no iy dugc tién hanh tét nhét khi anh erUng chéng déng mau cuia
rivaroxaban thﬂp Dé rut catheter ngoai tiy séng va dua trén dac tinh PK
chung it nhit 2 ldn thoi gian ban thai, nghia la it nhét 18 gitr ddi voi bénh
nhén tre va 26 gi déi véi ngudi 16n tudi sau khi sir dung r:va.roxaban ligu
cudi cung,

Sau khi rat catheter phai doi it nhit 6 gior trude khi sir dung liéu

rivarobaxan twp theo.

Néu xdy ra tén thuong do choc do, can tri hoan viéc st dung rivaroxaban

t6i 24 010 saul. )

Khu yen cdo lidu ding triwde va sau khi cé thii thudt khing xim lan vi

phau thudt can thigp

Néu yéu cau mot thi thuat khong xam lan hoac phéu thudt can thi¢p, nén

ngung rivaroxaban 20mg it nhit 24 gio trude khi tién hanh can thiép, néu

c6 thé va dura trén danh gid 1am sang cua bac si.

Néu thii thuat khong thc tri hodn, nguy co xuit huyét tang nén danh gia véi

viéc can thigp khan cap

Nguwoi lon tudi

Tudi cang l6n cang ting nguy co xudt huyct

Ta duge:

Riveloget Tablets c6 chira lactose. Bénh nhan bi rdi loan di truyén hiém

gap nhu khéng dung nap galactose, thiéu hut lactase hoan toan hosic kém

hap thu glucose-galactose khang nén dung thudc nay.

SU DUNG THUOC CHO PHU NUT CO THAI

Tinh an toan va hiéu qua cua Riveloget Tablets van chua durgc thiét lap cho

phu nit ¢6 thai. Nhimg nghién ctru trén dong vat cho thay co ddc tinh sinh

san. Do khé nang dge tinh trén h¢ sinh san, nhing nguy co thue chat gay
xuét huyet va nhimg bing chimg rivaroxaban qua dugc nhau thai, chong
chi dinh Riveloget Tablets trong qua trinh mang thai.

SU' DUNG THUOC CHO PHU NU' CHO CON BU

Tinh an todn va hiéu qua cia Riveloget Tablets chua duge thiét 1ap cho

~phy nir dang cho con bu. D ligu tir dong vt chi ra ring rivaroxaban bai

; UEt yao sira me. Vi viy, chéng chi dinh Riveloget Tablets khi cho con ba.

_Phai quyétdinh ngung cho con bit hodc ngung diéu trj.
ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN
HANH MA)’ MOC
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srowzban ¢o anh huong nhe I€n kha néng lai xe va vén hanh may moc.
h hai cac tac dung khong mong mudn nhur noat va chong
i 2 x¢e va van hanh may moc.

TUONG T AC THUOC
mg tdc voi nhimg thube trc ché CYP3A4 va P-gp khic

h 20 sir dung rivaroxaban cho nhirng bénh nhin diéu tri toan
thude khang nam nhom azol (nhu ketoconazol,
I va posaconazol) ho#c thude trc ché HIV protease
chét nay la chit irc ché manh ca CYP3A4 va
g do rivaroxaban trong l1uycl tuong dén mire
binh 12 2,6 1an) dén dén ting nguy co xudt

b NSAIDV cic thube irc ché Aermprreu ciu

: ¥ nh nhan diéu tri ddng thai véi thude anh
khang viém khong steroid (NSAID), acid
tap ticu cau. Doi voi nhiing bénh nhan
v — rudt, nén cin nhic didu tri phong bénh

swaban voi chat cam Gmg manh CYP3A4 nhu
hoang 30% AUC rivaroxaban trung binh, ciing
oc. Viéc str dung déng thoi rivaroxaban voi
YP3A4 khac (nhu phenytoin, carbama.chm.
John's Worl - Hypericum perforatum) cling o thé
3 rivaroxaban trong huyét tuong. Vi véy, sit dung
cam (mg manh CYP3A4 nén tranh néu bénh nhén
: hat che dau hiéu va trigu chimg huyét khéi.

Nhimg thong 50 xét nghiém

Cac thong so dong mau (nhu PT, aPTT, hepTest) bi anh hudng dya co ché
hoat dong cua rivaroxaban

Warfarin

Viéc chuyén doi cac bénh nhén tir sir dung warfarin (INR 2,0-3,0) sang
Riveloget Tablets (20 mg) hodc tir Riveloget Tablets (20 mg) sang
warfarin (INR 2,0-3,0) 1am tang thoi gian prothrombm/ INR (Neoplastin)
nhiéu hon 1a cong thém vao (cac gid tri INR don 1€ dugc phat hién lén dén
12). trong khi d0| voi nhimg tac dong 1én aPTT, thi sur e ché hoat tinh cia
yéu to Xava tiem nang thrombin ndi sinh 1a cdng thém vao.

Néu muén klem tra céc tde dung duge lyc cia Riveloget Tablets trong giai
doan chuyén doi, thi hoat tinh chéng Yéu td Xa, PiCT, va HepTest co thé
dugc sir dung vi nhimg thir nghiém nay khong bi anh huéng b&i warfarin.
Tir ngay thir 4 sau khi dimg warfarin trdr di, tit ca cac xét nghiém (bao gom
¢a PT. aPTT., (rc ché hoat tinh ciia Yéu t& Xa va ETP) chi phan anh anh
hudng cua Riveloget Tablets.

Néu mudn kiém tra cac tic dung duge luc ctia warfdrm trong thoi ky
chuyén déi, viéc do luimg | INR ¢6 lhe dugc sir dung tai ndng dd Cuougn clia
rivaroxaban (24 git sau khi ubng liéu rivaroxaban truge do) vi thir nghiém
nay rit it bi anh hudang boi rivaroxaban tai thoi diém nay.

Khong co tuong tac duge ddng hoc nao dugc phat hign giira warfarin va
Riveloget Tablets.

Nhom thudc khdng déng

Khi dung phm hop enoxaparin (40 mg mot lidu duy nhat) voi rivaroxaban
(10 mg mot heu duy nhét), da nhén théy cé tac dung cong thém trén hoat
tinh khang yéu t& Xa nhung lai khong co tac dung cong thém nao trén cac
xét nghiém déng mau (PT, aPTT). Enoxaparin khong anh huéng toi dugce
déng hoe cuia rivaroxaban.

SSRIs/SNRIs

Ciing nhu cac thude chéng déng méau khace, c6 thé c6 kha ning bénh nhén
bi tang nguy co chdy mau trong trudng hop sir dung dong thoi véi SSRI
hode SNRI do tac dung trén tiéu cau da duoc bao cdo. Khi duge sir dung
dong thoi trong chuong trinh lam sang rivaroxaban, ty 1¢ chay mau lién
quan dén 1am sang lon hodc khong nghiém trong cao hon vé s6 lugng da
dugce quan sat thay & tét ca cac nhom diéu tri,

TAC DUNG KHONG MONG MUON CUA THUOC

Nhitng tdc dung khong mong mudn sau duge phdn nhém theo tn sudt: rdt
thucng gap (ADR = 1/10), thucng gap (1/100 < ADR < 1710), it gdp
(1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR < 1/10000) va rdt hiém
gdp (ADR < 1/10000) vér chua biét.

Cdc réi logn trén mdu va hé bach Tyét

Fhuvng gap: Thleu méu (bao gdm ca théng s6 xét nghlem twong img).

it gap: Tang tiéu céu nguyén phat (bao gdm tang sb luong tiu cau)

Cdc réi loan trén tim

It gdp: Nhip tim nhanh

Cdic réi logn trén mdt

Thudng gdp: Chay mau mit (bao gdm xuat huyét mang két mac)

Cdc rai loan tiéu héa

Thigng gap: Chay mau nudu rang, xuat huyét tiéu hoa (bao gom ca xuit
huyét trye trang), dau da day rudt va dau bung, kho tiéu, budn nédn, tédo
bon, tiéu chay, nén.

i/ gdp: Kho migng.

Ciic réi logn chung va cdc phin tmg xay ra tai vi tri dua thude
Thuong gap: Sét, phu ngoai vi, giam stc lye va nang lugng chun
g6m cd mét moi va suy nhugce)

1r gap: Cam thdy khong khoe (bao gdm kho chiu)

Hiém gdp: Phu tai chd
Cdc roi loan gan-mdt
It gdp: Bit thudng chirc ning gan.
Hiém ggp: Ving da
Cc ¥6i loan mién dich
It gap: Phin (mg dj (mg, viém da di (mg.
Tén thuong, ddc tinh va bién chtmg hdu phau
Thuong gép: Chay mau hau phiu (bao gdm ca thiéu mau hau phiu va xXudt
huyet vét mc) dung dfp
It gap: Vét thirang xuat tiét
Hiém gap: Gia phinh mach.
Cdc xét nghiém
Thucng gap: Tang néng do cAc transaminase
It gap: Tang ndng do bilirubin, ting phosphatase kiém trong méu, ting
LDH, tang lipase, tang amylase, tang GGT.
R6i logn co xwong, md lién két va xuong
Thuéng gdp: Dau o diu chi.
ft gap: Chay méu trong khép
Hiém gap: Chay méau co
Réi logn hé thdn kinh
Thucng gap: Choang vang, nhirc dau, bat tinh
It gdp: Xuat huyét ngi so va ndo
R6i loan thin v tiét nigu
Thuomg gap: Xuét huyét duomg tiét niéu sinh dyc (bao gdm ca tiéu mau va
rong kinh)
It gdp: Suy thin (bao gom ting creatinin méu, ting ure mau)
Roi logn dwong hé hap
Thuo’ng gap: Chay méu cam
It gap: Hora mau
Roi loan da va mé duwdi da
Thueomg gdp: Ngwra (bao gom ca trudng hop khong phé bién ciia bénh ngira
toan than) Phat ban Bam xut ]myet dudi da
It gdp: Chimg may day Xuét huyét & da va dudi da
Rai logn mach
Thuong gap: Ha huyét ap Tu mau
Thong bio cho bdc st nhitng tdc dung phy khi sit dung thudc.
QUA LIEU VA CACH XU TRi
Triéu cmmg
Qué lidu co thé din den bién chimg xuét huyét. Do su hap thu bi han ché,
nén higu qua ¢ mirc t4i da ma khong co thém sy gia tang phoi nhiém trong
huyét twong trung binh co thé xay ra & lidu diéu tri trén 50 mg hofic cao
hon.
Piéu tri
Khong co thude giai doc dic hiéu dbi khang véi tac dung dugc lye hoc ciia
rivaroxaban. Viéc sir dung than hoat tinh lam gidm hép thu trong truong
hop qua lidu Xarelto ¢6 thé duge xem xét.
Xie tri chiy miiu
Néu mot bién chimg chdy mau xay ra & bénh nhan dang dung rivaroxaban,
thi cén tri hodin viéc udng thudc tiép theo hofdic cdn ngung diéu tri thich
hop. Rivaroxaban co thdi gian ban hity khoang 5 dén 13 gio. Xu tri cho
timg ca nhén tiy theo mirc d§ nghiém trong va vi tri xudt huyét. Diéu tri
triéu chimg thich hop cé thé dugc sir dl,mg khi can thiét, chang han nhu nén
ép co hoc (vi du nhur, d6i véi chay mau cam nang), cdm méu phﬁu thudt
v6i cac thu thuat kidm soat chay mau, truyén dich va hd trg vé huyét dong
hoe, cac san phim méu (hong cdu lang hodc huyét tI.IUTIg dong lanh tuoi,
tay thude vao tinh trang thiéu mau hodc bénh dong miu di kém) hodc tidu
cdu.
Néu chay méau khong thé k1em soat duge bang cac bién phap trén nén can
nhic danh gia lidu cac tai tb hop yéu té Vlla (r-FVIla) va diéu chinh liéu
dwa vao sir cai thién chdy mau.
PAC TINH DUQC LI,I'C HQC
Nhém dwge Iy: T hudc ching huyet khdi, tre ché truc tiép yéu t6 Xa.
MG ATC: BOIAFOI.
Rivaroxaban [a mot chét (rc ché chon loc cao va truc tiép yéu t Xa co tinh
sinh kha dung theo duong uﬁng
Su hoat hoa yeu t X thanh yéu td Xa (FXa) thdng qua cac con dudng ndi
sinh va ngoai sinh giir vai tro trung tdm trong dong thac dong mau.
PAC TINH DUQC DONG HQC
Hdp thu
Rivaroxaban hap thu nhanh voi nong do t01 da (Cmax) khoang 2-4 ng’ sau
khi udng thudc. Sy hép thu theo dudng uéng cua rivaroxaban 1a gan nhur
hoan toan va sinh kha dung dudmg udng kha cao (80- 10(}%) dbi vai liu
thuée vién 10 mg, bit k& dicu kién nhin doi/hay d4 #n, Hap thu rivaroxaban
phu thuge vao vi tri phong thich thudc tai dudng tiéu hoda. AUC va Cmax
giagm lan lugt 29% va 56% dbi véi dang vién trong khi bot rivaroxaban
phong thich ¢ doan gan rudt non. Su biéu hién s& giam hon khi thude duge
phéng thich ¢ doan xa ctia rudt non hodic dai trang Ién.
—Aghjumn g cua thiee an
- Sinh, Tdm dung dub‘ng uéng cua vién rivaroxaban 20 mg giam khoang 66%
—Khi. nhm @6i. Khi vién nén rivaroxaban 20mg dugc uong clng vai thire an,
AUC, trung binh tang khoang 39% so voi thude vién uéng lac nhin doi.
Diéu nay. c!io thay hﬁp thu hoan toan va sinh kha dung dudng ubng cao.
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maroaber [lms oo e udng C ne hoac khong cung voi thiuc an.
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khi ubng, xap xi 1/3 liéu hap thu dugc thai trir khong ddi qua nudc
tidu, va 2/3 luong con lai thai trir dudi dang chét chuyén hoa khong hoat
tinh trong ca phén va nudc tiéu.
Rivaroxaban khong ddi la hop chat quan trong nhét trong huyét tuong
nguotl, khong co chét chuyén hoa tuan hoan chinh hodc ¢6 hoat tinh. Voi
d5 thanh thai toan than khoang 10 /gi@. rivaroxaban co thé duge phan loai
la chat ¢o do thanh thai Lhé’lp Sau khi tiem tinh mach lidu 1 mg, thoi gian
ban thai khoang 4.5 giv. Sau khi udng, toc do thai trir tré nén han ché. Su
thai trir rivaroxaban khoi huyét tuong xay ra voi thoi gian ban thai tir 5 dén
9 git & ngudi tré v voi thoi gian ban thai tr 11 dén 13 gid & ngudi lon
tudi.
Péi negng diic bigt
Bénh nhan suy gan
Téac dong tre ché yéu t& Xa tang boi yéu t cua 2,6 & bénh nhan suy gan
trung binh khi so sanh v&i ngudi tinh nguyén khée manh, kéo dai PT tang
tuong t bai yéu 16 cua 2,1,
— Bénh nhan suy thdn
Déi voi bénh nhan suy than nhe (do thanh thai creatinin 50 — 80 ml/phit),
trung binh (dd thanh thai creatinin 30 — 49 ml/phut) va nang (dd thanh thai
creatinin 15 — 29 ml/phut), ndng do rivaroxaban huyét tuong (AUC) tang
14n lugt 1,4; 1,5 va 1,6 1én.
Déi véi nhimg bénh nhan suy thin nhe, vira va nang, (ic ché chung yéu td
Xa tang boi 14n luot cac yéu t6 1,5; 1,9 va 2,0 so sanh v&i nguoi tinh
nguyén khoe manh, kéo dai gia tri PT tuong tu tang béi 14n luot cac yéu 16
13:22va24 Do gén két vai protein huyét tuong cao, rivaroxaban khong
thé phan tach.
Khuyén ¢do khong sur dung & bénh nhan c6 do thanh thai creatinin < 15
ml/phat. Than trong Khi str dung rivaroxaban & bénh nhén ¢6 d6 thanh tha
creatinin 13 —29 ml/phut.

QUY CACH PONG GOI: Hop 1 vix 10 vién nén

PIEU KIEN BAO QUAN:

Bao quan noi kho réo, tranh dnh sang va do am, nhiét do duoi 30°C.
HAN DUNG: 24 thang ké tir ngay san Xudt

TIEU CHUAN CHAT LUQNG THUOC: TCCS

SAN XUAT TAL:

GETZ PHARMA (PVT.) LTD.
7 29-30/27, Korangi Industrial Area Karachi, Pakistan.
“EE! FAX (92-21)5063100-03 - TEL (92-21)5060141




