
TO THO\G TI\ SU,DUNG THU6C
Rt - Thu,1. nrl.cht dit g theo don thudc

\'IE\ \E)i BAO PHIM
RI\-ELOGET TABLETS

Ri\ aroraban l0mg, lsmg, 20mg

- Dgc hi huorg din sri dung tru&c khi dirng,
- \6u cin th6m th6ng tin. xin hdi ! ki€n bAc sT hofc duqc sL
- Thu6c ne! chi dirng theo alon thu6c.
- D6 xa tem ta] tra em.

TH-i\H PH-iN CO)iC T}I[,C T 6C:
RiYeloget Tablets I0mg
M6i vicn ndn bao phinl ch[ra:
Thdnhphtinhoatchtit:Rivaroxaban............................................1omg
Thdnh phdn td duqc:
Laclose monohydrat (Laclose), Avicel PII-l0l (Microcrystallin cellulose),
Mcthocel E-5 (Hypromellose 5CPs), nalri Iauryl sulfat, croscarnrellose
natri, Dagnesi slearat. Pharmacoat 615. (Hypromellose l5CPr, titan
dioxid, P.E.G 3350 PF (Macrogol), oxyd sit dd.
Riveloget 'l ablcts l5mg
M5ivien nen bao phim chta:
ThAnh phAn hoq chAt: kivaroxabaD... ...... ......... ................. .. .. ..l5mg
Thdnh phdn rA dvqc:
Lactose monohydrat (Lactose), Avicel PH-l0l (Microcrystallin cellulose),
Melhocel E-5 (Hypromellose sCPs), natri lauryl sulfat, croscarmellose
natri, magnesi stearal, Pharmacoat 615. (Hypromellose l5CPs), titan
dioxid, P.E.G 3350 PF (Macrogol), oxyd sat d6.
Riveloget l ablets 20mg
Mdr vrcn neD bao phim chua:
T nh phtin hoar.htit: Rrvaro\aban......... ...... .................2omg
Thdnh phdn d duqc:
Lactose monohydrat (Lactose), Avicel PH-101 (Microcrystallin cellulose),
Methocel E-5 (llypronrellose 5CI's), natri laury' sulfat, croscarmellose
natri, magnesi stearat, Pharmacoat 615. (Hypromellose l5CPs), titan
dioxid, P.E.G 3350 PF (Macrogol), oxyd sat d6.
DANG BAO CHt: Vitn n€n bao phim
Riveloger I ablels l0mg
Vien ndn bao phim hinh tron, mdu dd, hai mat,6i, mol m61khrc "GP" var

mot mtrt tron.
Rivclogct Tablrl\ l5mg
Vi6n nen bao phim hinh trdn, mAu d6, hai mit l6i, tron.
Rivclogct Tablcts 20mg
Vi6n n€n bao phim hinh trdn, mau al6. hai mit trm.
clrr DINrr
. Chi dinh d6 dg phdng dot quy va thuy€n tic mach todn than 6 cdc benh

nhd.l br llrng nhi lhong do bCnh Iy van tim.
. Chidrnh di€u tri huy6t kh6i fi-nh mach sau (DvT).
. Chidinh diau trithuyen lic ph6i(PE)
. chi dinh phdns ngna huyiit kh6i tinh mach se$ vd thuycn tic ph6i tai

phrir.

. Chi dinh phong ngna hu)6! kh6i tinh m?ch salr sau khi phau thuat h6ng
\a dau g6i.

. Du phong rhu)en tic huya:! kh6i tinh mBch (VTE) d nhnng henh nhan
driu ri ndi khoa cdp d0 III c6 nguy co bi6n ch(mg nghan tic mach
khdng co ngu) co chdy m6u cao.

. Giim cdc ngu) co mic cac biiin cd tim mach l6n (tir vong do.tim mach,
benh li'nh6i mliu co tim (MI) va dot quy) d benh nhan mdc benh l),
mach vhnh mar linh ho,c benh Ii dong mach ngoai bien.

LIiU LTiqNG vA CACH SO'DVNG

Crcr < I
mUphtt Trenh st dung

Gidn nguy co tai di6n DV-T
va./hoAc PE d bCnh nhan van
cdn nguy c0 voi DVT
vaAolc PE

Crcr 2 15

mUphtt"

l0 mg mot lan
m6j ngey, sau lt
nhat 6 theng dicu
tri thu6c ch6ng
d6ng

Cing hoac
khOng cing
vdi thuc Zrn

Crcr < 15

mUphtt Tr6nh si dung

Phdng ngta DVT nhr sau:

Phiu thuat thay khop
h6ng

Crcr ) 15

mL/phtt"

l0 mg mot lan
m6i ngdy trong
35 ngay, 6 -. l0
glo sau Knr pDalr

thuAt mot khi su
cdm miiu dugc
thi6t lap

Cirng hoiic
kh6ng cin8
vdi thtc dn

Cro < 15

mL/phit
Tranh si dung

Phau thu6t thay khdp
got

Crcr 2 15

mL/phirt't

l0 mg mot lan
m6i ngay trone
12 ngdy, 6 - 10
gid sau kii phau

thuat mot khi su

cam m6u dugc
threl Iap

Cing hoic
ki6ng cirng
vdi thfc ,n

Cro < 15

mLlphtt
Trdnh si dqng

Dlr phong VTE d nhnng
binh nhen dieu tri noi khoa
cap dO III c6 nguy co bii:n
chung nghen tac mAch
kh6ng co nguy co chay mdu

Cro z 15

mL/phit

l0 mg m6i ngay,
tai benh vien va
sau khi xu6t vien,
cho t6ng thdi gian
dicr! tri tll 3l 19

ngay

Cung hoac
kh6ng cing
vdi thfc 5n

Crcr < 15

mL/phIt
Trenh su dung

Ciam cec nguy co mic cec
bien c6 tim mach l6n (tu
vong do tim mach, benh li
nhdi m6u co tim (MI) va dot
quy) d bonh nhan mrc benh
li mach vanh man tinh hoEc
bCnh l, dong mach ngoai
bi6n

Khdng cAn

dicu chinh
lidu dua vdo
C..,

l,)mg har lan mol
ngay, k6t hqp vdi
aspirin (75-
100mg) m6i ngay

Cung hodc
khong cing
vdi thric an

* TinhCb,duavdo trono ltnnc cd* TinhCrctduavdo trpng lt?ng cd th|.-
** Benh nhtin vdi Crct < j1mL/phit tdn chua dugc nghiAn d1t, nhvng si
dr.tng Rielogpt Tablet dtt kin ndne dA nraroxaban trong hu)il tLkng

tuong tt vdi nhing benh nhdn :uy thd.n tung binh (Crct tt 30 -
<50 tuphli!)
Chu)'An d6i tttx)otfdtin song Rit'doget Toblets
Khi chulin ddi rir warfarin sang Riveloget Tablets. ngung si dlrng
warfarin vd bit dau vdi Riveloget Tablets cang sdm cang t6t khi chl s6

INR dudi 3,0 dO trdnh tinh trang khdng d6ng kh6ng dAy dri. Thdi gian di6u
tri nen denh gi6 tren limg benh nhan sau khi cdn nhic can thAn lqi lch di.,u
rfl ra nguy co ch6) m6u Didutri ngin han (i( nhrl J th5ng., ncn dua trin
nhlng yilu tri nguy co nh6t thdi (nhu pheu thuat gdn day, ch6n thuong, c6
dinht vd diiu tri keo da' nen dua vao nhtng y6u 16 ng$y co thuqng truc
hoac huyat kh6i rinh mach sau ru ph6l TDVTI va thuyan tic ph6i tPF r.

frong dor didu tri tu nge) I - 2l ror lreu lsmg 2ldn moi ngiiy. neu quen

lidu, henh nhan nan uong Riveloget Tablets ngay ldp lftc va dam bao udng
drl J0mg m6r n8ay lrong lnrong hgp nay.2 vren Riveloget Tablets l5mg
co the u6ng cung mot lic Benh nhdn nen li{ip tuc vdi IiCudieutrt khu}en
cao rhong thudng te I5mg 2 lAn mdi nBii) cho nhrmg ngay lrep lheo
Trong dql drCu lri lu nga) 22 rro di \di liau mal len mor nga,. benh nhan

chl nCn u6ng Ri r eloger. Tabtels nga] liip tuc ra tidp.iuc cho nhung ngey
lrip lheo roi liEu khuten c5o mOt lan m6i ngay. Lieu dung khdng duqc
udng gAp ddi trong cring rnot ngiy de bu cho Iieu da quan.

Chutih ddi tu Riveloger Ta.btets sang thuic dii khdng vitomin K .OlG)
Trong qua lrinh chuidn ddr tir Riveloget Tablels sang lhu6c ddi khang
v amin K. co lhd \a, ra linh tranB khang ddng khdng diy dn. Cin dam ba,J

tinh trang khiiDg d6ng day dt, tian tuc trong b6t ki, qu6 trinh chuydn d6i
sang th$6c khdng d6;g thay th6. Cdn luu ! ring Riveloget Tableh c6 the
gop phiin vao vrec lam cho gra trj tNR rang len Ddi voi binh nhdn chuyin
dii tu.Rrtelosel Tablels sanp, thu6c d6r kheng viLamin K, VKA nen duoc
sfdp4 d6ng rhoi d€n Lhi gie tr' l\R 2.2.0. Trong hai ngay dau ticn. nen

$i dung liiu VKA chuin. sau d6 Ia liiu VKA diau chrnh dlla tren xet

, nghiem- lNR. Trong tt)di gian benh nhan si dung d6ng thdi Riveloger
i fittets vi V3A, gii tri INR kh6ng nan ki6m tra sdm hdn 24 gid lieu trtdc

-.i'.d6 nhurg.tftrdc khi sir dung lidu tiiip theo Riveloget Tablets. Ngay khii-.''.-46 nhyrg.tftrdc khi sir dung lidu tiiip theo Riveloget Tablets. Ngay khi

- 
,::n*,*

Tablets

Chi d!rh
Chi sii
thAo*

Liiu dirng
Thirc

{n/Thdt
di6m

CiAm nguy co dot quy o cac

benh nhan bi rung nhi
kh6ng do benh li van tim

Cro > 50
mUphirt

20mg not lAn

mo, ngay

Ctng vdi
biia dn

chidrr

Crcr 5 50
mL/ph[r!"

I5mg mot ldn
nror ngay

Cing vdi
bira an

cl]leu

Chi drih didu tri huyi:t kh6i
liih mach sau (DVT)
valhoic thuycn tac ph6i
(PE)

CrcL Z 15

mL/phtt"

l5mg, 2 lin m6i
ngdv
Vsau 2l ngdy,

chuycn d6i
thenhV
20mg mot lAn

mol ngay

Cr)nB v6i
thuc An, tai
mot thdi

ngdy
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. .- : i . .:ogei Tableis, xet nghiem gi6 tri INR o muc dO dang tin cay it
-- - , iau khi sli dune liau c di cung

'- .- dii tu thldc Ahing ddng hgotii l&)ng udng to g Riveloget

' .:nL .';n srl,dung d6ng lhor I rhua,c khane ddng ngoiri duong
- 'r)e rn..6c thdlg d6ng dung ngo3l drrorg Lr6ng vi bir driu ror
- i.: ldo'cl. Lr 0 - 2 gio lruoc lhur gran sudqng liiu chi dinh tiep': :-r rhuoc khturg d6ng ding ngoai duo-ng u6ng (nh!l heparin trQng

-::lrar ru thAp) hoac lni drdi diem nging cira mot Ioai thuoc tiem sir
r - : :. ru. (\ i du nhu tiem tinh nrach hcparin kh6ng phan doan). '

'...ak J,ti k Rit?logtt T btt! s,ug thuit Ahti g d|ng ding ngoni
:-'n? uo'tg
:-: :-.9 lrau dAu li6n cLla thudc khang d6ng dirng ngodi dudng udng ngay
:- .-: :rr :u duns liau chi dinh tiCp theo cia Rivelogel Tablets.
e;nh nhAn sut glih chtrc hthg thqn
:l : r :r b:rh nhen su) giam ch(rc nang than kung binh (d0 thanh thei
--::: - : : 19 ml phur) hoac nfug (dd thanh thai creatinin 15 29

- _-,: ::r ;i:u\an .iio ddi vdi benh nhan suy giAm chuc n,ng thar
: ' . . ,.:: ;in nhu iau

' i : _: j::,rr\ \ a rhu\in tec mach toan_than o cAc benh nhan bi rung
-i : r::ir li \an trm liiu khul€n c6o la l5mg mot lAn m6i

: -- j:- .: :.-!:l khir rinh mach seu (DVT), chl dinh diiu ri
:-- :- ::- : : aa Dhrng ngna huyel kh6i tinh mach sau vA thuyCn

_a.,, ,.a,.., 
:::..rAlr nin sri dung l5mg 2lAn m6i ngdytrong l

::- :. :- : .- ::: ;i:.r\an .an la 20nrg m6t lin m6i ngdy. Diau chinh liau
:r : : i -:: :- -: : : :-\ tl'dn. lrms mQt lin mii nga) nen duoc cen
:hij na.r dan: Sra n_q!l .,r cha\ mau cao hor nguy co tai phAt DVT va PR.
Driu chinh lriu la k|ing can rhiel ddi voi benh nhan suy giam chrJc ntrng
than nhc (di Ihanh !har creaunln 50 - 80 ml/phut).
Benh nhA dang trcng qud ttitrh kh* rung ti (Ca liorersion)
Rr\elnBer ldblels,Rrraro\dbanrcorlreb5l ddu hoac tiap tuc d benh nhen
dang rong quA tinh khi rung rim. D6i v6i benh nhaD sieu em tim qua rhlrc
quan (l EE) dd ticn hanh khi rung tim md chua dugc di6u tri vdi rhu6c
khang d6ng trlroc do, diau lri vfi Riveloget Tablets nCD bit ddu it Dlrit 4
gio truoc khi khir rung tim de bao dam tinh lrang khan8 d6ng mdu day dn.
D6i voi cdc bCnh nhan khac, phdi xec dinh benh nhan da sri dLtng Riveloget
Tablcts nhu chi diDh hay chuatruoc khi kht rung tim.
Tft enl
Rr\ clueel.ldhlerr klong clri Jruh .ll Jurg Llro lre em duoi l8 luoi.
\guttg tiitl tuc thtiu thuit vit nlfirg ( n thiep hhtic
Niu thui! chonts ddnts mau phar ngmg Je granr guy co chay mdu Lhr
phiu llludr hoaj nhirng llI] rl(rdr Lhac. Rr\elo8er Tablet! nen ngrrng rl nhil
24 gid trlrdc khi ti6n hdnh dc gidm nguy co chay mau. Riveloget Tablets
n€n dLrgc bat dAu lqi sau khi phau thuAt hoac cac tht thuat kh6c cdDg som
cdng t6t ngay khi quA rinh cam mau thich hap dugc thiet lap, lLru y rang
!hdi gian khoiphathieu qua diCu tri ngan.
Cnch dltnq
Su dLrnp h.np du{rnp uonp

DOi voi benh nhen md kh6ng thC nu6t nguyen viCn, Riveloget Tablets
l0nrg, lsmg va 20mg co th6 nghidn va tron chung vdi nuoc s6t tao ngay
rnroc khi in va uong ngay lap lrrc. siur Lhr uong Ri\eloget Tablets nghiin.
IiI lrep sau do ror r.huc an

Sri dune th6pg oua 6ne th6ng milida dav hoac 6ng cho thfc an vdo da ddv
Sau khi xAc dinh vi tri ddt 6Dg da dAy. vien nen Riveloget Tablets 10m9,
l5mg va 20nrg (Rivaroxaban) nghien va [0n voi 50ml nudc. sli dung qua

6ng rhdng mii - da day hoio 6Dg cho thirc In vio da day. Bdi vi sg hap thu
phu thu6c vzlo vr tri ph6ng thich thu6c, triinh si dung Riveloget Tablets xa
(id dr) ,n,1 co rlrd Jin ddrr gram hip rhu rri ri !iy. gram breu hien cua
thu6c.. Sau khi uOng Rivcloget (Rivaroxaban) l5mg hoic 20mg nghi6n,
n6n tiep sau do vdi thuc an bing duoDg ruot.
CHONG CTII DINH
I(i\ aro\aban chong Lhi d inh o nhim8 bellh nhan sau:

. Qua man voi rivaroxaban hoac bat ki, tharh phin ndo ctia thu6o.

. Chd-v mau dang kd lam sang

. 'l';n thlrong hoac irnh trang. neu durrc coi la mdt ngul'cd dring kd chriy
nrliu nghiem trong. DiCu nay co lhe hao g0[] 1061 da diiy hien tai hoic
g6n day, sll hreD dien ciia cdc kh6i u ac linh c6 nguy co xuat huyel, nao
hoic ch lhuon8 cQt siing gin day, nao gan day. phau thuat cot s6ng
hoac nhan khoa, xuA! huy,1t n0i sq gAn d6y, bi6n chinrg thlrc quan dl biiil
hoiic nghi ngo. di tit d6ng mach. ch[mg phinh dong mach chri hoac bat

thuong mach mau n0i se hoAc mach mau nao.
. Diar tri d6nB thdi vdi b6t kj'cAc thuiic kh6ng d6ng mau nhu heparin

clrua phiin doan (UtH). helarin lhan tt! luong thip (enoxaparin.

dallepafln... , ngoar trrr nhirng lruoDg hol dac bidr phai chuyin d6i dreu

tfl thudi chdng dong mau hoac Lhr Ul:ll dlroc ch, dinh lieu dung,rrirr
thiat de duy tri 6ng th6nB tinh mach hoac ddng mach trung uong nd.

. BCnh gan licn qlan d6n berh dOng mAu vi nguy co chriy mau lam sdng
lien quan bao g6m benh nhan bao g6m benh nhan xo gan theo phAn loai
Chrld lugh l, \a (.

. Phu nir co thai vd phu nir cho con bfr ' 1.'

Nguy co xuit haltlt
Nhu nhiing thu5c chiing dong mau khdc, benh nhen st dung rivaroxaban
ndn lhco ddi can than nhiing diu hieu chdl mdu. Khuyen cio ndn IhAn

lrong trong nnh lrang tang nguy co xuat huyaL. NCn ngme stl dune
rivaroxabar n6u tinh trang xu6t huy6t nghiem trang xay ra.

Su)) fiAn
Nen thfu trang khi sri dung rivaroxaban d bonh nhan c6 d0 llranh thai
creatinin 15 29 ml/phit. Khuyen cro kh6ng st dlng d benh nhan c6 dO

thanh thai creatinin dudi l5muphnt. NCn su dlrng th?n kong ribaroxaban
d6i vdi b6nh nhan suy than khi st dung d6ng thdi voi nhimg thu6c khac
ma cd the.t6ng n6ng d0 rivaroxaban huyet tuong.
Nhing rAu 6 ngu)t cdxudt hultit khtic
Nhu nhtng fiudc chdng huydt khdi khac. khdne khuyin cao rhi dinh
rivaroxaban cho nhiirg benh nh6n c6 nguy co chay mru ttrng nhu:
. R6i loan chay m6u b6m sinh hoAc mic phdi.
. lla hu)6( ap dong mach nghiem trang khdng Lidm sodt.

. Nhnng benh dudng ticu h6a kh6c md kh6ng c6 vi:t loat tiiin tri6n ma c6
kha n,ng d6n diin chay mau phuc tap (nhu benh viem ruot, viem thuc
quan, vicm da ddy vd benh trdo ngugc da day thuc quan).

. BCnh mach v6ng mac do mach mau.

. Chrmg gian phii quan hoic tian su xu6t huyiit ph6i.
BCnh nhAn fiay van nhAn Qo
Khuyen ceo kh6ng dieu tri rivaroxaban vdi benh nhen van tim nhen tao.
Benh hhan hqin i( phdi *h\ne 6n dihh vi mfrr hu)r& dAne hac hoic
b{nh hdn.tliiu rti thu;c tun nuy mii notrc rttrt thu\t li), vtit ngh{n
mgch .d ?hdi
Khuyi:n c6o kh6ng st dqng rivaroxaban nhu didu tri thay th6 cho heparin
chua phdn doan d benh nhan thuydn tac phdi me c6 hulet dong hac khdng
6rr Jrnh hoac dangditLrtri thu6c lan hu)el Lhd, hoac rlru rlru6l;, rril rghen
mach d phdi.
Tdng nguy co biln ci huy& .*hii stu khi ngrng thuic stm
Ngitng s6m bat ki thu6c ch6ng d6ng m6u dudng udng nao lam ting nguy
co bi6n ch(rng huyiit khiii. N6u ngung thu6c ch6ng d6ng mau sri dung voi
rivaroxaban vi b6t ki, ky do ndo ngoai trir xuat huydt benh li hoio k6t thic
dot rliiu tri, c6r nhic chi dinh vdi thuitc khrng d6ng khdc.
Gdlt m6 1o6" 

"1ro" 
rU ogo,ii mdng c*ng/t@ sdxg

Khi tien hanh gay me truc than kinh nao tty (ngoai mang cmg^riy s6ng)
hoac chQc di) tiry sdng d benh nhan c6 st dung thu6c ch6ng huyet kh6i d6

dlr phong brdn chmg hu)6t kh6i ric tinh mach phuc tap se c6 nguy co lien
trian bi kh6i meu tu d tiy silng hoic ngodi mnng ctrng dan tdi chrmg liei
Leo dai hoac \inh viEn. Cen thudng xuyen theo doi d benh nhan nhrlng dau
hieu va rieu chrmg suy giam thin kinh (vi du nhu te hoac yiiu chan, r6i
loan ch(rc nang bang quang vd dai trand. Ndu phrt hiin c6 suy giam th^n
kinh. cin ch6n doan va diau tri kip thoi ngay cho benh nhan. Bac.i can can
nhac gi*a lqi ich vA nguy.co truoc khi can thiep vdo truc than kinh nao $y
d be,rh nhan c6 ding thu6c ch6ng dilng hoAc phei ding thu6c chdng d6ng
dd ngan ngua huyiit kh6i. Dat hoac rut catheter ngoai triy s6ng hoic choc
drch nao ri! duoc riin hanh ldt nhit khi anh.huong ch6ng ddne mau cua
rivaroxaban thap. De nlt catheter ngoei tiy sdng va dlla tren dac tinh PK
chun8 ir llhal 2 l6n rhor gran ban lhar. nghia la,t nh;l I8 gio ddr ror binh
nhen re vd 26 gid d6i vdi ngudi ldn tudi sau khi si dqng rivaroxaban licu
cuor cllng
Sau khi rirt catheter, phai dqi it nhat 6 gio trlrdc khi si dung lieu
rivarobaxan tiCp theo.
Neu xay ra t6n thuong do choc dd, can trl hoan viec si dung rivaroxaban
1di24 gid sau.

Khrtlin crio lirlrt ding fir6c vti sou khi cd thi thuit khtng xdm lin vtt

thAu thuat cah thial,
N6u ycu cAu mot thir rhuAt kh6ng xam lan hoac phau thuat can thiep, nen
ngvng rivaroxaban 20mg it nhit 24 gid tnrdc khi ti6n hanh can thiQp, n6u
Lo rha v; dua lren diinh.giA larn sang cda bic si

N6u thn thuat khdng th6 tri hoan, nguy co xu6t huyitt tang ncn d6nh gin vdi
viQc can thiQp_khin cip.
Ngttdi ldn tuii
Tu6i cerg ldn cang fing nguy co xuet huyCt.
Td du9t:
Riwloget Tablets c6 chira lactose. Benh nhen bi r6i loan di truyan hii:m
gap nhu kh6ng dung nap galaclose, thieu hut.lactase hoan toan hoAc kem
hAp thu glucose-galactose kh6ng nen dung thu6c niiy.
s0 D\lNG THUoC cHo PHU N0 co rHAI
Tinh an toan va hieu qua cira Riveloget Table6 van chua dugc thi6t lap cho
phlr ni} c6 thai. Nhitng nghiCn cuu ren dong vat cho lhay c6 doc tinlr sinh
san Do kh; nanB doc tiDh lrin hq slnh san. nhing nBu) co thuc chat ga]

xurl huydt \a nhung bang chmg rivaro\aban qua duqc nhau lhai. chong
chi dinh Riveloget Tablets trong qua trinh mang thai.
SUD\ NC THUOC CHO PH\ N['CHO CON BII
tinh al] (oan va hriu qua cta Rivelogel Tablels chua.duoc thiat I6p cho

.phu nir dang Lho con bu. D& Ireu lu dong vat chi ra rang rlvaroraban bar

. lrEl ydo sira me. Vl rdy, chong chr drnh Rivelogel Tablelr thr cho con bu.

Pirar quldl drnh nglmg cho con bu hoac ngung diAlr trl
ANU rrudNc ciJA THUdc DtN KHA N.LNG LAI xE vA vAN
HANE MAY MoC
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_ -. d \ nuons nh( len lhd nans lar \e td van hanh ma] moc
' : :.1: .',]d .dc rd. duns Lhdng mong muon nhu ngal va chong

-r'. '___:_ u \. \ i vin hdnh nrA\ moc.
.- ,^cTr( I Ilt Oc
'" -.::...:i hi gthu6c c thi CyP3A1 ti P-gp khdc
' _ . . ,.:: :l-' jLr dung ri\ aro\aban cho nh*ng benh nhAn diCu tri todLn

'- ,:,-. :. .-'r rlui tteng n6n nhom azol (nhu ketoconazol,
'rr i \ii p.saconazol) IloAc thu6c r'rc chii HIv prolease

'.. - '.-:- h-.a:.hit nai la chAl uc ch6 manh cd CYP3A4 va
: :_: :r: nli;ig dli rir aroraban trong huy6t tuong d&r mfc

. .- -. .' -,- .-,,g l,nn ]a2.6 lan) d6r d6n Hng nguy co xuat

,: rr-.*a :-j r--j 1.'
- -.': : : '- ' ji:\:::n r.'rr chAt cdm img manh CYP3A'I nhu

--: . ,.r' l.- : i- ":.ajrg 50on AllC rivaroxaban tnlng binh, crlng
''. : :- :: :,-; .,' , -'. h.,. \'iCc sti dung d6rg thdi rivaroxaban voi

-._ -\ Pl.rl khic (nhu phenytoin, carbamazepin,
"\'\\a - tlyperhun p?tlaratunt cingco lhd

: - .- - -'' - \ .r'\abirn trong huyel lrrong. Vr rdy. sri duttg

i -: j: :_;- :::: i.11 r.rng manh CYP3A4 nen triinh neu benh nhan

. -:-! j j.-: --:,'r i:: jhi: .ha dau hieu va rieu chimg huyet kh6i.
\hh19 thnng 5b.\!t nghiint
a3r 'i.ing s.i J.i:rg nau inhu P'1, aPTT, hepTest) bi anh hudng drra co che

lLrar drlng .ua ri\aro\aban

\ ric churin d6r cac benh nhen tir su dlrng warfarin (lNR 2,0-3,0) sang

Rr\elog€! Tablels (20 mg) hoAc ti Rivcloget Tablets (20 mg) sang

!\arlhrin (lNR 2,0-1.0) Iam lnng thdi giaD prothrombin/ INR (Neoplaslin)

nhiau hon l?r c6ns them vao (cdc gi6 tri INR don IC dugc ph6l hien len dc,]
' I rr,re khr d6ir o nhturg lac dorrg lin aP l''1. tlrr su rrc cni lloat t'nh cuu

\ iu rd \a t d lrfln nang thrombrn ndi stnlt Ia cong thim \ ao

llil, Edpr Phn Qi chd
Cdc fii loqn gan-ndl
-l gdpr Bit thrrdn8 chuc nang gan.

t'ttent Eap: vangoa
Cdc rdi loqn mian dich
li Saipr Phen img ditmc. \icm da di i'ng -
Ton th (rne. d,c tinh ra bkn chh18 hdu phtiu
Thfins sip: ihay nAu hau pheu ibao gdm ca thi6u m5u hitr phiu vd ruit
hulit rEt mdt. dung dip
, gnp. Vel lhLrong xual liet
Hftn g1p. Gia phinh rn4ch.

Cdc xdt shietn
fhuong gqp. Tang naing dd cac Iransaminase

h gQp: Tdng ndng dQ bilirubin, ttrng phosphatase kiem trong m6u, trng
LDH, lang linase, tang amylase, lang GCT.
R,jt loqn co nrons. ni ltin kit rd xuong
Thudng gdp: Dau o ddn chi
ll siip: Chiy mdu trong khop
Hii sdp: Chity rn6\ co
Rdi loqn he hin kinh
Thuing e4p-Cholng\in:.g. nhic diu. bat llnh
/i gap Xuit huy6t nOi sq vd nao
Rh toak thdn va A nidu
lhwtne eap Xrir hulir duon8 tiil niiu sinh dttc (bao gdm ca tiiu m5u r?r

rons kinh)
ii glp Suy rhan tbaog6m ung crealinrn mau.larB ure mAuJ

Rd laan duong hd hap
Thuong g4p: Chay rneu .N1l
h gdp: Ho r^ meu
Rji toqn dafi 6 dltai da
Thuong gdp Ngia b^o g6m ca lluong hgp khdng phd bren cLia bCnh ngm
to,rn than) Ph6t bal] Banr \uAl huyet duoi da

/i ptipr Chung may da) xuithu)etodavaduorda
Rii toqn nqch
Thhnng g4p Ila hu)el apTu nr6u

Thbng bdo cho-bic.si nhftng ttic,.lUng ?htt khi si dqng thuic.
OT A LIEU VA CACH XTITRI

\au rn-onl'irn rracac tac dlng duoc ltrc c(ra Ri\elogelldblets trong giai T lu chti',tg

a"i, ir,ie"lJ. ii,i-"i,,"i ini"r'ri, iix". p,c"r. 
"^ 

n#..iJ"?e Q,i t,i, 
"oit,e 

oa, adn bi6n chtmgxuithuvdr. Dosuhep thu brlran chE.

.l r,c ,,r dunp \ r nhftrs thu nshrem na\ khong. br ADh huonA bdi warfafln nen hiCu qua d muc tdi da ma khdrlg co lh6m sg 8ia ung phor nh,Em lrong

i;"sr\,h,.1 ,arr khiiurrg $irthrin rro ai riica cac rer ngfiiqm rbao gdm hu]er lrlong trung binh co lhi x6y ra o lieu dicu tri lrcn50mghoaccao

ca Pi, aP'll rrc c\e hodt trnlt cua Y.lrr td Xa ta FIP) clli nhan anh anh hoD'

hudng cua Riveloget Tablets. DiAu ffi
Nt,, i r;" rie,lrir" cac riic dung dlrgc lrrc cia warfiriD trong thdi ki Kh6ng c6 thu6c giai doc dac hiCu d6i khdng voi tac dung dugc luc hQc cia

.i*rl, o'j,. "* a"],,-*-nn ",ir,i d,inr j Ju"g iii 
"a,ig 

aO E,-,,, "ira 
rivaro-xaban. viQi sir dung than hoat tinh ldm giam hAp thu trong trudns

.,rr}"-J"l ti+ gi" .r" fr,, uOng Iidr, ,i'aroxaban iruic aofvi it irngliqm hgp quA lidu Xarelto c6 thd dugc xem xet.

nay rAt i! bi anh hudng boi rivaroxaban tai thdi di6m ndy. xi ti chti!,mdu

Khong.o ruong tac iusc d6ng hou nao duoc phar hiin giia rvarlarin ra Neu mot bi6n chmg chay mau {ay ra d.be"l 
"Ito 9-8 dile M1llili.

Rl\(logel lablels rhi can rn hofur vrec uong thu6c lrep theo hoSc cdn ngung dlau trr thrcl)'ini,iii,;" 
rna,sa6,e hqp. Rivaroxaban c6 thdigian ban hny khoang 5 d6n 13 gid. xti tri cho

f.hr duns nh6r hop ero{aparin t40 tngmot lieudu} nhaltvdr fl\aroxaban tung cii nhi;n luy theo mnadQ nghrcm trang \a\ilri \uel huyet Dri'l trl

il; ;; i.:'i;:; j,; ;;';-i; ;i;; ;i;;;;i;; d.ns cone rhem rren hoar trriu chimg tlrrcrr hqp c6 tlre dusJsn duns khi cin thi.'ir. chire han nhu nen

iri tfia,ig ,,a,ilO x^,,r,-i,rw rai r.lorg 
"i, 

ta. lr,ng cing tli€m nao tr6n c6c ep co hqc"(vi ds nhtr, diti vdi chdy mriu cam nlng), cil ll:l fi,l l:i
xerrghiimJ6rremru{pt.at't r , r n".,upnnu itianl u-nh hrr.mC l.ii drroc \di ciiclhulh atkiemsoit-chdym6u.truyindich\ah6lrovahu}erdone
dong"hqc cLia riiarcxaban - - 

hQc. cac san phim mdu (h6ng eau lang hoac h,ultt tuong d6ng lanh tuoi,

SSRL!,,SI/Ur tuy rhuoc vao ttr)h trang thrau mau hoac bCnh dong meu di kdm) hoAc tieu

Cirng nlllr Lric lhuou jhing dong mau kllcr. (o the Lo Lha nang benh nhall c:l''

tira!,g ngul co;hay marr uoug *uo,'g t,q4riri Jrng aOng rn[r uoi SSnt Natr ch;] maukhdng the L,dm soat duoc.bing cac br(n phdp lrcn nen can

lorc s\Rl oo la! Jrne rrerr r,t,,..u,g o,'cr" iJ.r"o- xr,"i airo. ir arng nhac aann gra Iidtr cic rai lo lop yau ld vlla rr-fvllarrd driu chinh lriu

do;p r,ri Luns chuorin rrinh lem sarnq rltaro\aban, ti le cha) maulrtn drm\aos(rcai thiCnche) mau'

""ri 
ae, ra. iane tonioac khdng ngiirern t,Qrg .uo hon va sd luong da D+c TiNH DUqc Ll,t.HQc

;;;: il,;i 
'r;";;,;;;;; ""h;, 

;t;;;, Nhdl,t ttuoc t!: inuic cndng-nuva *nii' thc chl trlrc riip vlu ri Xo'

ric ;r rNG KH'ONG NtoNG t\ttroN C[ A THUoC Md ATC: B01AF0|.
,ii,,iirliii iill, ,i,,,iii',i, 

""*, 
a,", ,i))'ii,n tr,"o tdn 

"u,lr 
,,ir Rivaroxaban la.m6t ch6t ilc ,ch6 chan lac cao va tryc tiitp viiu t6 xa c6 tinh

rhuai pap ,.4DR z I ]q ,huonT edr tt t\a < )DR t l0). it 84t1 s'nhkhadunglheoduongtrdng'

.i-,.taa - i tOhui.,l ,, ,n, i,i, sinh vangoaisinh giitvaitrd trungtam rong ddng thiic d6ng miiu

Vi, ,a, ioo,, ,,tn ,,o,, d hi btt.h httr,vt DIC TiNH D(?C DoNG l{QC

Thuonggap.Tlrreumalt,baogonrcathdrrgsoxetnghiemttrongungr. Hdprhu

i r,, "r#g ,,e, .i , 
"erie, 

pi*, , ur" go* ra,,e ;;I;; iiii, .i,, ' R ivaroxaban hdp-rhu nharh voi n6ng do r6i da tC*' ) khoang 2-4 eid sau'iir',i, 
toq', ,,en ,,* - ' 

- 
khi udng ll)uoc' Su hdp lhu theo duong 

'919 
t'fu t1'^*:l**,1.19:l ill

lr,;, Nlrrnrrmnhanh lloan loan \d slnh khti dung duong udnB khA cao (80-100u;) dol vol lleu
'i ili;'"i1,'iii, ,i," rhurlniin l0 mg' bAt Ld di'u kien;hrn d6i/hav da an' Hip thu rrvaroxaban
:;;;";;;;;,;;^;';^,rr6t 

lbao g6m xu6r huy6! mans k6t mac) phq thu6c vao vi tri ph6ns thich thu6c tai dudns ticu h6a. AUC va Cmax

iii,-,,i1i"i,, ii,, na, giarn lan l,r.n 2s% va s6% d6i ldi dane vten trons khi bot rivaroxaban

t hto,,g Bt)f Cha) rniu nu{nr rang. \uiil h,)er rieu hoa (bao Eom ca xuat ihong thich <i doan gin ru6t non. StI biAu hi6n se giam hon khi thuoc duoc

Luy6t i.u'"i -g),'aou de diiy ru0i vi dau bung, kho tieLr, br;n ndn, lao ph6ng lhich d doan xa cia ru6t non hoac dai trang len

bo;, ti€u chay, n6n. -Anhhuongc athicdn
r, rqr'ir,, n'.ie,,g l]l! liu dqng.d(ong udng cia rien nvaroxaba, 20 mg gram khoeng 66%

Ca, tnt toa,tthhnsfi.,1. phdn kng \q) ra tat vt rriduarnu6c . - ihinhm doi. Khr vrinrren rr\aroxaban 20mC duUc uone-cunqvdi $111
rl,j,g cui, j6t."pri ;!Ja, ,'.gil,r.,i.r-.'""rrerr*gctrung(b9q'AUCtrungbrnhtan€khoangJc""ti]9i,tll,i9",.-"]c'.uunglucnhrndoi'
gt,, .i,iei nlo, ur'r,1 niuo.' 

- " -.' -.. 
Dieu ily ctlo thiy hip thtr hoan loan va sinh kha dunP duong uone cao'

/r g4p Camthaykhdngkhoe(baogomkhochltll '. ... .. .

':
'l:.,-- -,."
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\-

rt 

- 

l0+ co u6og crltE ho{c ktttu8 cing v&i lht'c 
'n'IiL !- l- rr hg co tha l,o.E citoC lhtc &l-

'E ri6r I tc. 5a q (- dP ri 92v' - 959/' voi albumrn huvet

I I f,Jli cr 6- 'r"r' iri *n ph'tu hi lrune binh vdi vss

ri itl pr ui *. t*.) ri, d 51, lit
cb*tui-:firt .u.t" t- qr. co .ha CYPSA{' cYPzI2 vd co che khong

J-t"0. cve fu m. bratr do orld h6 ph&r- nrh motpholinone va $ty
E 

"*-rit"-ta 
t";4. li cic vi tri sinh dtu}\in hoa chinh' DlIa Ecn-cec

Fia 
",ir 

i" ,i*. tit-"xatar u cti n&r cla prorein v& chuycn P-gP

1i-gryrrpotein) vn BcIp (rrorei, dii berg ulg rhu n'l)'

TMi ii
l,i'oii rur" xiD xi la liCu hap Gu duv' fidi ut kh6ng ddi qua nu6c

#-; ii- ffi;; l;i th6i d d'r6'i dsrs chi chuvEn h6a kh6ns hoat

tin}I Eone ce Dhiin ve nuoc ligu.

il'"#;"ffi ffi;;6t'ia, t'qp 
"t'6t 

quan trQns nhit trons huv€t.t,ons

nsudi khdne cd ch6t chuvEn hoa tudn hoin chinh hoAc c6 hoat tlnh' vol

;::;;;;i;;?;;il;kh'o-e i0 veio' .iu"'o*uban c6 thi duqc phan roai

i;jt':;;,; ilh;;tir,ip."suu r.ii tiem tinh mqch liiu I mg thdi.gian

ban rhdi khoang 4.5 gid. Sauldri udng t6cdOlhei lrirtrsn'nhan che' 5u

,#i iJ ri"*"-it* r.r'r,oi hLrvit tuong xdv ra vdi thdi gian ban thei !u 5 dcn

;';i;;';;;;i;e;t;rr t'& ei- t-en inai t'r I I ddn 13 sid d nsudi rdn

tu6i.
Ddi tut tg d\c biat
Binh nh,in nY gan

ii" a6r*,iiin"C ve, ta xa tang bdi v'u t6 cna 2'6 d benh nhdn suv gan

"r"g 
[i,i,) lrti t" i-r, ,di ngud] tinh ngtryin khde menh' keo ddi PT tdng

luong tu bdiy6u 16 cia 2.1.

Ranh nhdn suv thqn

"ii'r";'ierr,i'r,a; 
*r,han nhe (dO thanh thd' creatinin 50- 80 ml/phit)'

il." ii,'r' iao i#i ,i,ai 
"reatin'n 

jo - lo mtlpttu0 ve nans ldo lhan.h thdi

.rea"rinin fS - 2S mliphit). n6ng dO rivaroxaban huyet tuong (AUU) tang

lAn luot l,4t 1,5 vA 1,6len.
iidiri, 

"i 
,i,t* w"rt 

"rtm 
suv th6n nhp- vua vd nang' tc chi ciungvdu t6

;; ';;; iliii,'i; cac v6tr 16 t,s; l9 va 2 0 so s6nh vdi nsudi,rlnh

nsu\.e;knoe manh, keo dei gi6lri PT tuong rv ting bdi len lugtc6c yeu to

t,-:,-j.z ra z.+. oo gan t 6l vdiprolein huy't ruong cao' rivaroxaban knong

thE DheLn !dch.
iii,i*i'il" tr,ro"t sn dtrng d benh nhan c6 dO tha'h thai creatinrn < l5

,i',r,iJi in- ,in,;'e kt t s tiung i ivarox aban d bCnh nharr cd d0 thanh thei

creatinin i5 - 29 ml/Phtt.

QUY cAcH DqNG G6Ir H6p I vt x 10 vicn ndn

DITU KIEN BAO QUAN:
ii. ""ariol 

lr,O ta,i. uenh anh sdng vA dO drn nhiit d0 dudi 30"C'

H,q.N'OUNC, Zn th6ne Li tungdy san xuat

TIEU CHUAN CHAT LUONG THUOC: TCCS

sAN xuAT T4Ir
.-- GETZ PHAR\4A (PW') LTD'

ref,1;'i'^Yl;Iiiiisiiitl:iliffi [i5ili;;]ili'
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