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.5 Vién nén bao phim

BEXATAM TAY TRE EM
POC K¥ HUONG DAN U DUNG TRUOC KHI DUNG

THANH PHAN: Cho 1 vién
- Thinh phén hoat chit: Rivaroxaban 2.5 mg

- Thinh phin th dwpc: Lactose monohydrate, microcrystalline cellulose 101, hydroxypropyl
methvicellulose 6cPs, sodium lawryl sulfate, croscarmellose sodium, magnesium stearate, macrogol
6000, tale, manium dioxide, yellow ron oxide.

DANG BAO CHE: Vién nén bao phim (vién nén bao phim, miu ving, hinh trén, mit mit co vach
ngang, mo1 mit trom).

CHI DINH

- Thudc nay, két hop vai acid acetylsalicylic (ASA) don chiit hodic véoi ASA b két hop clopidogrel
hoic ticlopidine, duge chi dinh dé dy phong huyét khéi & bénk nhin ngudi lén sau hdi chimg mach
vanh ciip (ACS) cd ting céc diu dn sinh hoc cia tim.

- Thuoe nay. ket hop vai acid acetylsalicylic (ASA), duge chi dinh dé dir phéng huvdt khii & bénh
nhiin newdi Iim méie bénh dong mach vanh (CAD) hodc bénh déng mach ngoai bién cb wigu ching
(PAD) e6 nguy oo cao bi thidu mau cue b,

LIEU DUNG VA CACH DUNG

Liéu ditng

Liéu khuyén cio 1a 2,5 mg, 2 lin m&i ngay.

- Sau khi xiy ra hi chimg mach vinh cip {ACS).

Lidu khuyén cdo 13 2,5 mg, 2 lin mbi ngay. Bénh nhin ciing cin udng mai ngiy | liéu ASA 1l 75 - 100
mg hode 1 lidu ASA 75 - 100 mg eiing véi holic clopidogrel 75 mg hode ticlopidine lidu chudn,

Vige diéu tri cdn dwoe danh gia thidmg xuvén cho timg bénh nhan cin nhic vé nguy oo cic i bidn
thidu miu cue bd so vl cde nguy oo xudt huyét, Viée kéo dai thivi gian diéu 1r] =au 12 thing cin duge
thire hidén dya trén cor o wmy bénh nhin vi kinh nghi¢m dang thube dén 24 thing con han ché.

Bidu trj ]:uﬂ_ng thude nay cin dugre bit diu chng sém chng 16t sau khi on dinh tai 1.‘riEl_‘| ACS (hao gl.irm Céc
this thudt tai thing mach méu); som nhat 24 2io sau khi nhip vién vi tai thii diém ngumg ding lidu
phiip chéng dong bang dwimg tiém.

- Bénh ddne mych vinh hode bénh ding mach ngogi bién co tridu chimg (CAD/ PAD),

Lidu khuyén edo la 2.5 mg, 2 Lin mbi ngay ciing cin ubng mdi ngiy 1 lidu ASA 75 - 100 mg.

Thiri gian didu trj cln dige xde dinh cho timg bénh nhin dira trén si dénh gid thudng xuyén v xem xét
nguy co tai bicn huvét khii so voi nguy co xudt huyét,

O nthimg bénh nhin bj tai bién huyét khdi cdp tinh hojdie this thudt mach miu va cin digu uj khing tiéu
cdu kép, vide tiép e ding thube niy 2,5 mg, 2 1in mdi ngiy can duge danh gid tiy thude vio logi tei
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bidn hodc thi thedt va ché dé lidu thude chong téu eiu. Tinh an todn va hidu qud cla thudic ndy 2,5 mg,
2 lin mdi ngdy két hop vai ASA cong véi clopidogrel’ ticlopidine mai chi duge nghién clu & cic bénh
nhan mdi bi ACS. Lidu phip khdng riéu cau kép chura dugre nghién cira két hop v thuibe niy 2,5 mg, 2
lin mdi ngéy O cdc bénh nhin bi CAD/ PAD.

Néu b quén mt liéu, bénh nhin nén tiép e ding lidu thudmg xuyén theo khuyén cdo vho thii gian
dy kidn tiép theo, Khéng nén ting lidu glp déi dé bi cho litu 43 quén.

Clervén 00 tie char doi khdng viramin K (VKA) sang thude Ray

Khi chuvén dbi bénh nhin 1 VKA sang thude néy, cde gid trj INR s& tdng gid 190 sau khi udng thude
nity. INR niy khéng co gia tri d& do hoat tinh chéng déng cta thube, va do d6 khdmg nén sir dung.
Chuyen doi tir thude ndy sang chars d6i khdng vitamin K (VKA)

Trong qui trinh chuyén tir thude nay sang VKA cd khi ning xév ra tinh trang ching dong khing déy
di. Cin dam bao ching dang lién tyc day di trong qua trinh chuyén 361 sang thude ching ddng thay
thé khic, Cin luu ¥ réng thude niy cb the gop phin vio vide lim ting INR.

O cde bénh nhan chuyén ddi tir thude nay sang VKA, thi nén dang kit hop VKA cho dén khi chi &b
INR = 2.00. Trong hai ngay diu eda giai doan chuvén dbi, nén s dyng lieu khoi dau VKA chudn, sau
khi 43 chudn lidu VKA. dira theo cdc xét nghiém INR. Trong khi bénh nhin dang siér dung cé thude iy
vit VELA, thi khing nén Kiém tra INR trindc 24 gior sau lidgu diang thude nay tnrdc dd ma trude ligu ding
thude nay tiép theo, Mot khi ngumg thudc nay, of thé thue hién xét nghiém INR mét cich ding tin cdy
it nhir 24 gidy sau lidu ding cudi cing.

Chuveén dai tr thiigre c.rr-rfrrg dang dgng ficm sang thucc wéy

Dbi véi cée bénh nhin hién dang sir dyng thuoe chong déng dwimg tiém, cin ngimg sir dyng thuoe
nhﬁng dong do va bt dau dung thudc nay tir 0 dén 2 gy tnrdc thin diém sir dung thuiie dé theo lich
teinh tiép theo (vi dy nhu ding heparin khéi lugng phin tir thip), 52 14 ding hofic 1gi thivi diém ngung
sir dung mdt thude tigm lidn tye (vi dy: heparin khiing phin doan liém tinh mach).

E‘.ﬁuj:-"-i'r dai tie thuge meay Nermg thie L'th.'l:ng dongr durcrng [fem

Nén cho ding lidu thuoe chéng dang dwong tiém daw tién vao thi diem dang lieu thudc nay tiep theo.,
Che i nrone dac hide

Kuy thdn

Dir ligu 1im sdng cén han ché & bénh nhén suy thin ning (d6 thanh thai creatinin tir 15 - 29 ml/ phit)
cho thiy ning do trong huyét tweng cia rivaroxaban ting ding ké. Do d6, phii ding thude thin trong &
nhitng bénh nhin nay. Khéng khuvén cio sir dung cho cac bénh nhiin e 46 thanh thai creatinin <15
ml/ phit.

Khéng cdn chinh lidu cho cde bénh nhin suy thin nhe (d¢ thanh thai creatinin 50 - 80 ml/ phit) hodic
guy thian vira {d¢ thanh thai creatinin 30 - 49 ml’ phut).

SHY g

Chimg chi dinh thude niy cho cic bénh nhin méc bénh gan kém r6i logn déng méu va nguy co xuat
IIU}'EI trén ldm sang bao Etfﬁm cc bénh nhin xo gan ¢d Child Pugh B va C.

Newedi cao frict

Khéng didu chinh liéu cho nguin cao tudi.

Thd trong va giad tinh

Khing diéu chinh lidu theo the trong va gidi tinh.
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Fre em
Tinh an toan va hiéu qua & tré em tir 0 - 18 woi chra duge thiét lp. Chira cb dir ligu, Do d6 khing
khuyén edo ding thut cho tré em dudi 18 woi.

Cédch ding: Thuoc ding qua durimg uﬁng, b thé uéng cing hodc khing clng vai thirc in.

Péi v chic bénh nhiin khing thé nudt ci vién, cé thé nghién vién thude vi hda véi nude holic thirc in
lang nhu tho xay nhuyen vi uong ngay lip tirc.

Vién thude nghién nit cling c6 the cho ding qua dng thing da diy véi mdt lwong nude nho sau db win
lai thém bing nude.

CHONG CHI BINH

- Quit min cam véi hoat chit hojic voi bét cfr thinh phin nao cia thudc.

- Xudt huyét tidn trién ddng ké 1én lim sing.

- C6 tin thuong hofic tinh trang duge xem 14 e6 nhidu nguy co xudt hu}'é[ nghiém wong. Didu nay co
thé bao gbm loét dudmg tiéu hda hidn i hode g,ﬂ.n diy, cb khoi u bc tinh v&i nguy co chay méu cao, €6
tiin thiremg nde hode oot sng gin day, cé phiu thudt ndo, et sdng hodic mit gin day, xudt huyét npi sp
gén day, di biét hodc nghi ngér gifin tinh mach thye quan, di dang ding — tinh mech, phinh mach mabu
hodie cie bat thwomg mach mau lim trong cdt séng va ndi sg.

- Pridu tri keét hop vai thude chong dong khic nhu heparin khéng phin dogn (UFH), heparin khii lugng
phiin wr |h:§]'| {emoxaparin, dalteparin, v.v.), cac diin chit heparin (londaparinus, v.v.), cic thuie chn:‘mg
déng dudng ubng (warlarin, dabigatran etexilate, apixaban, v.v.) ngoai trir cie trudng hop ddc bigs
trong ligu trinh chuyeén dbi thude chéng dong (xem phin ligu ding) hodc khi UFH dwoc dimg vai licu
céin thiét dé duy tri md dng thng fnh mach hofic ddng mech trung womg,

- Bénh gan kém rivi logn déng méu v nguy co xudt huyvét wén lam sing bao gdm cic bénh nhin xo gan
ed Child Pugh B va C.

- Phy nir mang thei va cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC

() céc bénh nhin ACS, tinh an toan va hidu qui cia thude niy 2.5 me di duge nghién ciru két hop vii
chc thude ching titu ciu ASA don chit hofic ASA cong vii clopidogrel/ ticlopidine. Bidu trj ké hop
vifi cac thude ching két tip tiéu ciu khic. nhu prasugrel hojc ticagrelor, chwa duge nghién ciu vi
khéng duwge khuyén khich.

O céc bénh nhin cd nguy co cao bi thidu mau cyc bd bj CADY PAD, tinh an todn va higu qua cua thuoc
ndy 2,5 mg chi duge nghién ciru két hop vidi ASA.

Cén gidm sit 1im sang phi hop vai thye hinh chong dong trong sudt thid gian ditu tri.

Nauy cor xudt huvét

Cing nhir cde thube ching dong khic, bénh nhin ding thude néy cdn duge theo di clin thin vé cae
ddu hidu xuit huyéL Ciin thin trong khi sir dung trong cde tinh trang ting ngey co xudt huyé, Phai
ngumg st dung thudc nay néw o xudt huydt ndng xdy ra.

Trong cic nghién ciru §Am sang xudt hu}rf:t niém mac (nhu chiy még cam, sud hu::.'éf. b, dirdrne Beu
héa, dudmg sinh dyc tiét nidu bao gbm xudt huyét dm dao hofic kinh nguyt nhidu bit thuimg) vik thidu
méu thubdme eip hon khi diéy i bing thude nay dai han so véi didu ti bing VKA. Do d6, ngodi viée
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gidm sa1 lam sang déiy di. xét nghiém hemoglobin' hematoerit cé the cé gia trj d& phit hién xudt huvit
bi che ldp vii dinh gia mirc 3§ chay miu qui mire wén lm sing phi hop,

3¢t vii phin nhom bénh nhén, nhu dupe trinh bay chi tiét dwdéi diy, ¢d nguy co chdy mau cao hom.
Nhimg bénh nhiin nay phai duge theo dii cdn thin vé cic dau hifu va trigu chimg cta cic bien chimg
chay miu vi thi¢u mau sau khi bét ddu didu tri. O nhimg bénh nhin ding thude nay dé phong ngira
VTE zau phiu thudt thay khip hing hodc khép gdi theo chiromg trinh, didu nay ed thé duge thie hign
bing cach kidm tra the chit cis bénh nhin thudmg xuyén, theo ddi chit ch® vige din hnu vét thuomg
phiu thudt va do huvét sac to dinh ki,

Bit k¥ s sut giam vé huyet sde 10 hodic huvét dp nao khong giai thich drge déu phéi tim kidm vi tri
chiy mau.

Mae di didu wi bing thude nay khéng can theo dfi néng 4§ tidp xic dinh k¥, nhumg do nong di
rivaroxaban bang xét nghiém dinh luong khing véu th Xa 43 hiéu chufin 6 thé cd ich loi trong cac
triromg hop ngogi 18 khi sir am higu vé nong 4§ tiép xdc rivaroxaban ¢ the gitp dira ra quyet dinh lam
sang, nhir qua lidu va phiu thujt khiin cip.

Suy thin

O nhimg bénh nhén bj suy thin ning (49 thanh théi creatinin < 30 ml/ phit) ndng 4 rivaroxaban trong
huyél wone o6 the ting ddng ké (rung binh gap 1.6 lin) difu ndy cd the din dén ting npuy co xua
huvér. Cin ding thude ndy thin trong o nhimg bénh nhin cé do thanh thai creatinin tir 15 - 29 ml/ phat,
Ehéang J-:]m:.-'én cio ding cho cic bénh nhin eb 4§ thanh thai creatinin <15 ml’ phi.

Cén sir dyng thin trong thude nay cho cac bénh nhin bj suy thin vira (9 thanh théi creatinin tir 30 - 49
ml’ phit) ding kit hayp wiri cic thude khée Lim fang nﬁng d) rivaroxaban trong ]:uu:.-'él Lrong.

Twong tde v eic thude khi

Ehing khuyén cio ding thude ndy ¢ho ¢ic binh nhan dang dicu ir] todan thin hﬁng cie chit khing it
nhom arzale (nhur ketoconarole, mraconaxole, vonconazole vi posaconazole) hode thude e chi
protease khing HIV (nhur rtonavir), Céc hogt chat nay 13 chit e ché manh CYPIA4 vi P-gp vi do dé
co thé lam ting ndng d trong huyét tuong cia rivaroxshan dén mire dd cd lién quan dén lim sang
[trung binh gﬁp 2.6 |I:’L['|:I didu iy oo 1hé din dén Tng nguy oo it hu;.rw."‘l.

Céin thin trone néu bénh nhin duee didu trj dong thi vai cae thude dnh hirdng dén qud trinh cdm méu
nhy céc thube chong viém khing steroid (NSAID), acid acetylsalicylic (ASA) va thude (e che ket wip
ticu cu hofie cic thude e ché tdi thu hoi serotonin chon loc (SSR1), cée chit (e ché tai thu hoi
serotonine norepinephrine (SMNR1s). Dai widi nhitng bénh nhin oo nguy co bi loét dutmg tiéu haa, cd the
cdn xem xét cho didu trj dy phong thich hgp.

Céc bénh nhin dang didu trj bdng thude ndy vd ASA hojc bing thudc ndy va ASA cing voi
clopidogrel’ ticlopidine chi nén didu tr két hap v cdie NSAID néu i ich vuon trdi hon nguy co st
huydt.

Céig yéu 16 nguy co xudt huver khic

Ciing nhur cée thude chong huyét khii khéc, rivarexaban khong dupe khuyveén edo ding cho cic bénh
nhiin ¢d nguy eo chay mdu cao nhar:

- Rdi loan chay méu bim sinh hodic mic phai.

- Tiang huvél 4p ddng mach ning chim kiém sodr dugs,

- Bénh dirémg tiéu hoa khac khong loét tidn tién cb the dn ddn cde bidn chimg xuft buydt (nhur bénh
viém rugt, viém thue quin, viém da day vi bénh tao nguoc da day - thire quan).
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- Bénh ly ving mac do mach mau.
- Gilin phé quan hode tién sir xuat huyet phoi.

Ciic bénh nhan co van tim gia

Khdng nén su dung nvaroxaban de dicu irj dy phing huyé’l khii & nhilng bénh nhin gi?n div mod duoc
thay van dfng mgch chi qua duing éng thing (TAVR). Tinh an toan va hiu qua cia thude niy chira
dupe nghién cini & bénh nhin cé van tim gid: do dé, chua 6 di liéu &8 dng hi ring thudc niy mang lai
sir chng dong diy di cho ddi trgng bénh nhin nay. Khing khuyén céo ding thude nay cho cic bénh
nhin nay.

Ciec bénh nhin bj hoi chirpg khimg phospholipid

Khéng khuyén cao dimg thuoe chong déng dutmg udng tic dung true tiép (DOACs) bao gom ca
rivaroxaban cho cac bénh nhin cd tién st bj huyét khoi duge chin dodn ld mic hi chimg khang
phospholipid. Ddc bigt déi voi nhimg bénh nhan duong tinh gip ba (ddi véi thuée ching dang lupus,
khing the anticardiolipin va khang thé khéng beta 2-glycoprotein I), diéu trj bing DOAC c6 thé lién
quan dén vige ting ty 1€ tii phit bién cd huyét khi so voi diéu trj bang thude dii khang vitamin K,
Bénh nhin ¢6 tién s dit guy va' hoic con thidu miu cue b thodng qua (TIA)

Cade bénh nhdn bi hii chimg mgch wind f.'{i':ﬂ (ACS)

Chéng chi dinh thudc niy trong ditu i ACS & bénh nhin ¢6 tién s d8t quy hode TIA. Rit ft bénh
nhiin ACS cd tidn sir 45t quy hode TIA duoe dua vio nghién clru, ahung vdi dir lidu con han ché di co
vié higu qua didu tri cho thiy cde bénh nhin niy c6 thé khong duge lgi ich gi ur vige digu i,

Cde bénh nhidan bf CALY PALD

Céc bénh nhin bj CADY PAD bj 46t quy do xudt huyét hofc do o khuyet mede do, hodc din quy do
thitu méu cyc b, khdng do 0 khuydt trong vai thing trede chira duge nghién ol

G 1 iy song/ ngoii ming climg hodie choe dé

Khi gy té truc thin kinh (ghy 1 tiy sdng/ ngodi mang cimg) hodc choe do thy sing/ ngodi mang cimg,
cic bénh nhin duge diéu iri bing thude ching huyét khéi dé ngin ngira bién chimg huyét khdi cé nguy
co gy ra tinh trang ty méu ngodi mang cimg hofic wy stng ¢o thé din dén bj liét liu dii. Nguy co niy
e thé ting cao do sir dung d8t dng théng neoil mang cimg sau phiu thujt hodic sir dyng dong thii che
thube dnth huomg dén vige eim méu. Nguy co ciing co thé ting do chin thuomg hode tdi choe dé mang
cimg hodic tiy song. Bénh nhin phii duge theo ddi thidmg xuyén vé cée dau higu vi trigu chimg suy
thin kinh (nhu 1€ chin hofic chin véu, rdi Toan chire ning rudt holic bing quang), Néu suy thin kinh
duec ghi nhin, cin phai chiln dodn vi didu tri khin cdp. Trwde khi can thigp trye thin kinh, bac 7 cln
cin nhic nguy co va lgi ich tiém tang & bénh nhin di hodic sip ding thube ching ding 48 dy phong
huyét khéi. Chua cé kinh nghidm lim sing khi sir dyng thufic nay véi ASA dom chit holic vdi ASA
edng vii clopidogrel hofic ticlopidine trong nhilng tinh hudng niy.

B gism nguy oo xuat huyét lign quan dén vige sir dung ddng théd rivaroxaban vi giy 18 truc thin kinh
{mang cimg/ 0y séng) hodc choc do tiy song, hiy xem xét hd so duge ding hoe clia rivaroxaban, Vige
diit hodc it bé dng thing ngodi mang eimg hodc choe do that lung duoe thire hign b nhit khi e dyng
ching déng ciia rivaroxahan duge wée tinh L thiip.

Tuy nhién, thiv gian chinh xdc d& dat duge the ding chéng ddng a0 thip cho timg bénh nhin con chura
1o,

Theo thing tin ké dom clia nhé sin xudt thi nén ngimg che thude Tc chi ket tip tiéu cau.
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Khuyén cdo vé libu ding trude vi sau khi phdu thudt xim lin vi can thiép phiu thudt ngodi che phiy
thuét thav khép hing hofic khip gdi theo chiromg trinh.

MNéw cin phai thue hién thi thudt xim lin hode can thi¢p phau thudt, phai ngung ding rivaroxaban 10
mg it nhit 24 giér trinde khi can thiép, i o6 thé vi dire trén sy phan dodn [&m sang cOa bic si,

Néu thi thudt khéng thé tri hodn, cfin dénh gid sy ding nguy co xudt huyét so voi mire d khan cdp cia
sir can thigp.

Thube niy cin duge bt diu lai cing sém cang tét sau Khi tién hanh phiu thudt xBm Jin hodc can thidp
phiu thudt midn 1 dnh trang ldm sdng eho phép va viée cdm mau d8 dwoc thiét lip diy AU theo quyd
dinh cua bic si difu trj.

Mo cao tudi

Tudi 1dc 1dng cao cb thé lam wing nguy co xudt huyét,

Cic phin (mg ¢ da

Céc phin img da nghiém trong, bao gom hii chimg Stevens-Johnson' hoai tir da nhiém dje va hi
chimg DRESS, di duge bao cdo trong qud trinh gidm sit sau ticp thi lién quan dén viée sir dyng
rivaroxaban, Cic bénh nhin duimg nhy c6 nguy cor cao nhit bj ede phiin (mg niy trong giai dogn diu trj
lidu: Viée khoi phat phin img da sé xdy ra trong nhimg tuin diu didu tri. Cin ngung dl‘mg rivaroxaban
khi mdi xuft hién phit ban da nghiém ong (v du nhu lan ring, dir ddi va' hode phing r{p) hodic bat
ki ddu hidu nao vé qua min kém véi thn thuong nidm mge,

Lactose

Dio san phiim ndy ¢o chir 6 duge lactose monohydrate, khéng nén dimg cho nhimg bénh nhin cd vin
dé di truvén hidm gap vé khéng dung nap galactose. thidu lactase, hodic kém hap thu glucose-galuctose:

SUDUNG THUOC CHO PHU NUCO THAI VA CHO CON BU

Phu nir ¢ thai

Tinh an todn v hu,!u qud ciia thube nay chua durge thidt lip & phy nlt mang thai, Che n_ghi :
déng vit di cha thity déc tinh sinh san. Do dde tinh sinh san tifm ting, nguy co xudt et 1
héng chifng cho thiy rivaroxaban di qua nhau thai. Ching chi dinh thude niy trong thai kiz="

Phy nir c6 kha ning mang thai cén trinh mang thai trong khi diéu tr biing rivaroxaban.

Phy nir cho con ba

Tinh an toén vé hidu qua cha thube ndy chira duge thiét lip & phy nir cho con bi. Dir ligu tr djng vt
cho thay rivaroxaban durge tiét viio sira. Do d6, chong chi dinh thute nay trong thid gian cho con ba.
Cén dira ra quydt dinh oé nén ngumg cho con bi hode ngumg dicu i,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude iy khing cé hodc ¢o dnh hutmg nhe deén kha ning l4i xe hodc viin hanh méy méc. Céc tac dung

phy nhur ngde (it gip) va chéng mat (thuémg gap) 88 duge bio cio. Bénh nhin giip nhimg tic dung phy
niy thi khéng nén 14 xe hojic s dung may mde,

TUONG TAC, TUONG KY CUA THUOC

Cii thude e ¢hé CYPIA4 va P-gp

Dimng két hop rivaroxaban véi ketoconazole (400 mg mdt lin m3i ngdy) hofic ritonavir (600 mg hai lin

m{i ngiv) din dén ting gdp 2.6 lin/ 2.5 lin AUC trung binh cla rivaroxaban va ting gip 1,7 ldn/ 1,6
614
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lin Cmax trung binh ¢ia rivaroxaban, lam tdng déng ké chc tie dyng duge lre hpe cd thé din dén ting
nguy co xudl huyét, Do db, khéng nén sir dung thude ndy cho cde binh nhin dang dicu tri toan thin
déng thén wéi thude khing ndm nhém azole nhu ketoconszole, itraconazole, voriconazole va
posaconazole hoje thutc irc ché protease HIV. Ciic hoat chit nay 13 céc chit ire chid CYP3A4 vit P-gp
manh.

Cac chiit chi fre ché manh mét trong cic con dirdmg thii trlr cda rivaroxaban, CYP3A4 hode P-gp, duoc
dir kién s& lam ting néng 40 trong huyét trong cia rivaroxaban vii mirc 46 thilp hon. Ching han nhw
clarithromyein (500 mg 2 En mit ngiy), dirge col 1a chdt (e ché CYP3A4 manh va chat i ché Pgp
trung binh, din dén 1ing AUC trung binh cia rivaroxaban 1, 5 lin vi Cmax 1,4 l3n. Sy twong tac vin
clarithromyein eb thé khéng lién guan dén lim sing & da a0 ¢ie bénh nhan nhung cd the 14 quan trong
o nhitng bénh nhin cb nguy co cao (bénh nhan suy thin).

Ervihromyein (300 mg 3 lin mdt ngdy), irc ché CYP3IAS v P-gp trung binh, din dén ting gﬁp 1,3 lin
AUC vi Cmax trung binh cua rivaroxaban. Sir trong te véi ervthromycin b the khing lign quan dén
lim sing & hiu hét béuh nhin nhung cb the 1 quan trong & nhimg bénh nhin c6 nguy co cao.

() nhimg d&i twomg bi suy thin nhe erythromycin (500 mg 3 lin mit ngay) din dén sy gia tng gap 1.8
lin AUC trung binh ciia rivaroxaban va ting gép 1,6 lin Cmax khi so sanh vo1 céc doi wng c6 chirc
nang thin binh thuimg. O nhimg d&i trgng bi suy thin vira, erythromycin din dén ting gip 2.0 lin
AUC trung binh ciia rivaroxaban vi ting Cmax gip 1,6 lin so véi che dbi nrgng od chire ning thin
binh thuimg, Téc dung cia enythromycin l cdng thém doi véi nguii suy thin,

Fluconazole (400 mg 1 lin mdi ngay), duoe cho 1a chit (re ché CYP3A4 trung binh, déin dén ting 1.4
lin AUC trung binh cia rivaroxaban vi ting Cmax trung binh 1,3 lan, S twong tic véi fuconazole co
thé khéng lién quan dén lam sang ¢ da 5o cic bénh nhin nhung ¢d the la guan trgng o nhitng bénh nhin
ot nguy corcao (bénh nhin suy thin)

Didi voi dronedarone, in tranh diing két hop vdi rivaroxaban do cdc dir lidu lim sing cdn han ché.
Thude ching déng

Sau khi sir dung két hop enoxaparin (ligu don 40 my) vii rivaroxaban (lidu don 10 mg), 43 thay tic
dung cong thém trén hoat tinh khang yeu 16 X mi khéng Lhﬁy tde dyng cdig thém trén cde xét nghiém
déng méu (PT, aPTT). Enoxaparin khong danh hidmg dén duge ddng hoe cla rivaroxaban.

Do sy gia ting nguy cor xudt huyét, cdn thin trong néu bénh nhin dwge didu 1ri két hop voi bilt k§ thude
ching déng méu nao khac.

Cic NSAID/ chit e ché két ip 1idu ciy

Khong thiy cd sy kéo dai the gian chdy méu lién quan trén ldm sing sau khi dimg k&t hep rivaroxeban
{15 mg) vi naproxen 500 mg, Tuy nhién, co thé 6 nhimg cd nhin ¢d dip (mg vii dugre Lire 15§t homn.
Khing thiv cé nromg tée dirge dong hoe hosc duge lye hpe ¢6 ¥ nghia lam séng khi ding rivaroxaban
két hop vii acetrylsalicylic scid 500 mg,

Clopidogrel (liéu nap 300 mg sau dé & liéu duy i 75 mg) khing cho thiy cé wong the duge ding hoe
véi rivaroxtban (15 mg) nhimg c6 lién quan dén ng thoi gian chiy mau & mét nhém nhd bénh nhin
khéng lign quan ddn sy két tip tidu chu, P-selectin hadic mire thu the GPIb/ I11a.

Ciéin thin tegng néu bénh nhin dwge dibu tr cing lie vai cic NSATD (bao gom acid acetylsalicylic) va
thudic ére ché két tip tiéu chu vi nhimg thudc nay thudmg lim tng nguy co xudt huyéy
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Ciing nhur cée thude ching dong khie, khi nfing o6 thé tin tai 12 bénh nhin cb nguy co xuit huyet cao
hem trong treimg hop st dung két hop véi cde thude S5R1 hodic SNRI do cé e dyng tén tidu chu 33
duoe bio chio. Khi duge sir dyng dong thid véi rivaroxaben trén lim sing, d8 thiy t 18 xudt huyét cao
hen ed Bén quan nhiéu hoje khong lién quan trén lim sing & it cd céc nhom didu i,

Wirfari
Chuvén dbi bénh nhin tir thube doi khang vitamin K wnrl'm:ir[ (INR 2.0 dén 3.0 sang rivaroxaban (20
mg) hofic tr nvaroxaban (20 mg) sang warlarin (INR 2.0 dén 3.0) lam thin gian prothrombin/ [NR
{Neoplastin) tang thém nhidu hen mic cing hop (oo thé thiy gia oi INR ting 1én i 12), trong khi tie
dyng trén aPTT, ire ché hoat tink cia véu td Xa vi thrombin ndi sinh c6 kha néng cing hyp.

Néu mudn kiém tra the dung duge lire hoe cia rvaroxaban trong giai dogn chuyén d6i, b the sir dung
hoat tinh chdng véu 1t Xa, PICT va HepTest vi cac xét nghiém nay khing bi anh huémg bii warfarin,
Viao ngay thir tr sau liéu warfarin cudi cing, tit cd cdc xét nghiém (bao gom PT, aPTT, irc ché hoat
tinh cha véu 1 Xa va ETP) chi phan dnh e dyng cia rivaroxaban.

Néu mubn kiém tra the dung duge lue hoe cla warfarin trong giai dogn chuyen ddi, o the ding phép
do INR & thi diém rivaroxaban dat ndng 40 déy (24 gitr sau khi uéng lidu fvaroxaban trude 36) vi xé
nghiém niry bi dnh hidmg béi rivaroxaban tai thivi digm nay 14 it nhit.,

Khéng thay co twong téc duge ding hoe gitta warfarin vA rivaroxaban.

Cic thude gdy cam mg CYP3A4

Vige sir dyng kit hop rivaroxaban vii chit giy cam img CYP3A4 manh rifsmpicin da dan dén giam
50% AUC trung binh cia rivaroxaban, véi sy gidm song song tée dung duoe hre. Vige sit dung ding
thini rivaroxaban véi cie thude gy cdm img CYP3IA4 manh khic (nhu phenytoin, carbamazepine,
phenobarbital hofc St John's Wont (Hypericum perforamm) cing co thé din dén gidm nong di
rivaroxaban wong huyét wong, Do d6, nén teinh ding két hop véi cée thude giy cam img CYP3IA4
manh trir khi bénh nhin duoe theo dii chil ché vé ede ddu hidu vh tridu chimg cha huyet khoi.

Cic lidu phip két hop khic

Khong thiy cic twomg tée duge ding hoe hodic duge lue hoe co ¥ nghia lim sing khi ding rivaroxaban
két hop vii midazolam (co chiit eita CYP3A4), digoxin (e¢ chit cia P-gp), atorvastatin (co chdt cia
CYP3IA4 vh P-gp) hodic omieprazole (chit dre ché bom proton). Rivaroxaban khdng de ché cling khong
giy cdm (mg cie dong phin CYP chinh nao khic nhu CYPIA4,

Thure Eh:-'.:'tm
Khing thily co sy twong tic nio vai thye phdm trén lim sang.
Cis thing b xét nghiém

Cic thing s déng méu (nhir PT, aPTT, HepTest) bi dnh huimg bi co ché e dyng ciu rivaroxaban
nhu du dodn.

TAC DUNG KHONG MONG MUON CUA THUOC
Ciic the dyng phu duge bio cio trong cie nghién e lim sing pha 3 va sau tiép thi* duge sap xép theo
phin logi hi co quan va tin sudt duge Liéc ké rong bang sau;
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Thwrong gip
(= 1100 - < 1/10)

It gap
(= 11000 - < 1/100)

Hiém gip
(= 110000 - < 1/1000)

Rat hiém gip
(< 1/10000)

Tiin suiit chwa
rio

Riii logn mdu v hé bach huyit

‘Thidy mau (bao gém
cac thomg =0 et
Er;g_hi:}rn tuomg tmg)

Tang tiéu ciu [(bao

gom 50 lwong tidu cdu
] w ad 1

tang)" Giam ticu cau

Rili loan hé mién djch

Phin tmg d; img,
viém da dj (mg, pht

mach vi phi dj img

Phan img phin v¢
bao gdm soc phin
vé

Rii logn h§ thin kinh

Chéng mat, dau din

Nudt huyet nfio va ndi
A0, nga;t

Robi logn mat

Xudt huyét mit (hao
gdm xudt huyét két
mach

Riii loan tim

Nhip tim nhank

R0 loun mach mau

Ha huyet ap, 1y mau

Rii loan hé hip, 16ng ngye va trung thit

Chay miiu cam, xudt
hayét

Riji loan tiéu hia

Chay méu lgi, xudt
huwét duimg tiéu hia
(bao gom xuat huyet
do diy - rudl va dau
bung), kho tiéu, bubn
non, o bon®, tidu
chay. nén”

Khi miéng

R loan gan it

Thng transamiinase

Suy  gan, ting
biliruhin, [Ang
phosphatase kigm

miu®, @ng GGT*

Ving da, ting bilirubin
litgn hgp (cd hodéc
khimg kém theo ting
ALTY, & mit, viém gan
(bao gdm ton thuomg
te bio gan)

Risi loun da va mi duwdi da

Npira (hao gim cdc

Mé day

Hi chirng
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trieng hep higm glip
vé ngira toan thin),
phit ban, bdm mau,
xudt huyét da wva
durdn da

Stevens-Johnson
Hai chirng hoa tr
da nhidm dde, hii
chimg DRESS

R loan co xuromg v mi lién két

Pau & ur chi®

Trin méu khip

Xuit huyét co

Hii chirmg
khoang thir
phit do chay
i

RAi logan thim vi tiét

ni¢u

Xudt huvét  duomg
gt nidu (bao gom
icu mau va rong
kinh®}, suy thin (bao
gim tdng creatinin
i, @ng uré mau)

Suy thin' suy
than cﬁp thir
phit do chay
mau do dé gy
ra giam tndi
miiu

Risi logn thng quit

Sor®, phi ngoai bién,
giam stre lye v niing
lugmg  chung (hao
gom mét moi va suy
nhrge)

Cam thiy khong khoe
(bao gbm kho &)

Phil cuc ba®

Pang ditu nghicn

Tang LDHY, thing
lipase®, tang amylase®

Chén thiromg, ngi dic vi cde hitn chirmg vit thii thudt

Xt hu}'é’l LT phflu
thudt (bao gbm thiéu
mau sau phiu thudt
vi xudt huyé vt
thiromg), thim 1im,
xust tiét vét throng®

Phinh mach méu gia®

Cihi cha:

A Quan sét thiv trong phong ngira VTE & bénh nhin ngudi Iém duge phiu thudt thay khép hing hode
khdp gdi theo chuong trinh.
B: Quan it thily trong diéu trj DVT, PE vi phong ngira tii phit 13 rat pho bien & phy nit <55 tudi.

- it gp trong phéng ngira bidn cb xo vira ddng mach & bénh nhin sau khi diéu i ACS (sau can thiép

rach vinh qua da)

* Ap dung céch tiép cin cic the dyung phy duge chon lpe wde, Vit 1§ tic dyng phy khong ting vi
khing cod the dyung phy mdi duge xac dinh, dif [iée nghién cdu cia COMPASS khing bao gom tinh 1dn

sLl trong hing ndy.
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Théng bdo NGAY che bic st HOAC DUOC ST nhivng phin ting ¢ hai gip phii khi sie dung thude

QUA LIEU VA CACH XU TRI

Cac truémg hop hidm pip qud lidu dén 600 mg di dwoc bio cdo khing ¢6 cic bién chimg chay miy
hodc cic tée dyng phy khic. Do s hip thu han ché, dyr kién cd hidu img tréin khong ting thém nong 4§
tiép xiic trung binh trong huyét tuong & céc lidw trén liéu diéu 1 rivaroxaban 50 mg hodc cao hon.

B c6 mdt chir 1am diao chitu chuyén bidt (andexanet alfe) lam i ché tic dung duge lyre hoc cia
rivarpxaban (tham khio Tom tat v dic tinh thude cia endexanet alfa),

Ci the xem xé sur dung than hogt dé gidm sy hiip thu trong trudmg hep qui lidu rivaroxaban.

it :;uglt l'l.l.l_'r_'llﬂ
Néu xay ra bidn chimg xuwit huyél & mit bénh nhin dang ding rivaroxaban, thi nén tam hadin viée ding
thuikc rivaroxaban tiép theo hofic ngumg hin didu tri néu thich hep. Rivaroxaban oo thai gian bin thi
khodng § dén 13 giér,

Vige xir tri cdn disere ca nhin héa ty theo mire 4§ nghiém trong va vi tri coa xudl huyét. Néu can cé the
diéu tri triéu chimg phi hop, ching han nhir ép co hoe (d6i véi chiy méu cam ning), cim miu phiu
thuiit biing cac quy trink cim miy, truyén dich va hi tro huyét déng, clc sin phim miu (hdng ciu ling
hofic hu:,ré't twomng e dbdag lanh déng gdi. Oy thuje vao bénh thidu méau bodc rii loan dbng mdu di
kém) hode tidu ciu.

Néu xudt huydl khing thé kidm sodr duge bing cie bién phip trén, thi cin xem xét dimg mét chit dio
chiéu chit ire ché véu td Xa dac hidu {andexanet alfa), ¢ ché téc dung duge Iye hoe cla rivaroxaban,
hode mit chit dio chidu chit tién dong miu chuvén bift, nhe phire hygp prothrombin ¢d dfic (PCC),
phirc hgp prothrombin hoat hoa cé d:-]: (APCC) hodic yéu 10 14 18 hop Vila (r-FVIla), Tuy nhién, hién
tai oo rit it kinh ng chiém lm sang e vige sir dung cic thudc niy & nhimg ngwdi ding rivaroxaban.
Khuyén céo ciing dyra trén dir lidu phi lim s.kug han ché. Cin xem xé i sir dung bgi yéugd i két hep
Vila va chudn liéu tiy theo sy cai thién xudbt hu;rét Ty thude vio tinh trang d|u phl.mnq. n xem xet
tham khao v kifn mdt chuyén gia vé dong méu trong tedmg hop chéy mau nhidu. '

Protamine sulphate va vitamin K !I-:hnng duete cho 1 ¢6 dnh huémg dén hoge tinh ch ding cuaa
rivaroxaban. Kinh nghiém con han ché vé vige ding ecid tranexamic va khing cd ki h rﬁht"rr' diing
pcid aminocaproic va aprotinin & nhimg ngudd ding rivaroxaban. Khong cd co sd khwﬁq:.: vé lgi ich
ciing nhu khing ¢d kinh nghi¢m vai vige sir dung chit cim méu toin thin desmopressin & nhimg nguo
st dyng rivaroxaban. Do rivaroxaban gin két cao vai protein huyét twong nén dy ki¢n s& khong thé
thiim tach duree.

DAC TINH DUGC LLC HOC
M3 ATC: BOLA FOL. Nham thude: Thade chong huyer khoi, fre ché trye tidp yéu w Xa.

Cuo clﬁ the dung

Rivaroxaban 14 mét chit te ché trnre tiép véu 1 Xa cd tinh chon loe cao ¢6 sinh kha dung bang dimg

wong. Sir o ché yéu th Xa lam gidn doan con dwimg ndi sinh v ngopi sinh cla dong e dong mau,

thude (e ché ca sy hinh thanh thrombin vi s phit trién cla cuc ddng. Rivaroxaban da duge chimg

minh la khéng (e ché thrombin f'_n.-'éu 1 kich hoat 11) va khing b tée dyung rén tidu ey,

Tiéc dung duoe lue hos

Sur itc ché hoat tinh véu t& Xa phy thude lidu duge ghi nhiin & ngudi, Thoi gian prothrombin (PT) bj

anh hirémg boi rivaroxaban theo cach phy thude liéu véi s lién quan chit ch& v ndng df rong huyét
L4
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tromg (gid tri r bing 0,98} néu Neoplastin durge sir dung cho xét nghid¢m. Cée thude thir khic s& cho kér
qui khic nhau, Két qui cia PT duge bitu thi theo gify, bai vi INR chi duge dinh c& vi cé gid trj cho
coumarin vA khong thé ding cho bdt kv thude ching ddng nio khic.

(I nhimg biénh nhin i qua phiu thugt chinh hinh lon, 5/95 phin wam cho PT (Neoplastin) 2 - 4 gid
sau khi udng thude (tire 12 tai thivi difm o hidu lye 1i da) dao ding tir 13 dén 25 gidy (gid i co ban
trurcre khi phlin thude 12 dén 15 gigy).

Trong mit nghién ciru duge 1y lim sang v& sy ddo chidu duge lyc hoe rivaroxaban & nhimg ngubi
tnromg thanh khoe manh (n = 22), tic dyng clia ligw dom (50 IU/ kg) cha hai logi POC khés nhau, PCC
ghm 3 yéu 18 déng miu {yéu b 1L IX vi X) v PCC gdm 4 yéu 16 déng méu (yéu1d 11, VIL IX va X)
d& duge diinh gid. PCC gdm 3 véu 10 lam gism gid ri Neoplastin PT trung binh khoang 1.0 giay trong
vong 30 phiit, so voi mic giam khodng 3.5 gifly quan sit thay & PCC gﬁm 4 yiu th. Ngwoe lai, PCC
ghm 3 véu 1é cd the ding ting thé Iém hom v nhanh hon trong vige déo nguye nhimg thay doi trong
viée tao thrombin ndi sinh so voi PCC gom 4 yeu 10.

Thiri gian thomboplastin mt phin dwge kich hoat (aPTT) va HepTest cing durge kéo dai midt cich phy
thube lidu: tuy nhign, khong khuyén cdo ding ching dé danh gid tic dung duge lye hoe cis
rivaroxaban. Khang cin theo di cdc théng s @dng méu trong quié trinh didu i bing rivaroxaban trong
thurmg qui 13m sing. Tuy nhién, néu n-:’.':ng dd rivaroxaban duge chi dinh wén 1am sing co the duge do
bing cic xét nghiém dinh lugng ching yéu 18 Xa 48 higu chudn.

PAC TINH DUQC DONG HOC

Hip thu

Rivaroxaban duge hip thu nhanh chong vii nong 46 dinh (Cmax) dat duge trong 2 - 4 gidr sau khi udng
thude.

Sur hifip thu guae dudmg ubng cla rivaroxaban g%m nhir hodn todn va sinh khi dyng duing udng cao (80 -
100%) ddi voi vién 2.5 mg va 10 mg. bt chdp & tinh trang nhin 44i/ &n no. Ubng thube véi thirc in
khing anh hsimg dén AUC hofic Cmax rivaroxaban & lieu 2,5 mg va 10 mg. Rivaroxaban 2,5 mg va 10
mp eh thé uéng cung hodic khing cing thire dn. Duge ding hoe rivaroxaban 1 win nhur wyen tinh o
lidu 1én dén khodng 15 mg mit lin moi ngay. O liey cao hon, rivaroxsban hién thi 48 hoa tan gidi han
sy hidip thu viéi sy giam sinh kha dung va giagm the d6 hip thu khi tang licu. Biéu néy ré rét hon & trang
thii nhin dai so vdi trang thii dn no. Sy thay doi vé duge ddng hee cla rivaroxaban 1i trung binh vai
dé hién thién giTa cic cd nhan (CV%) dao ding tr 30% dén 40%, ngoai ngay phu thudt va ngiy hém
sau khi dd bidn thién vé nong 4§ tip xic eso (70%).

Sy hip thu cOa rivaroxaban phy thude vao vi i phéng thich thude trong dudmg tiéu hoa, AUC va
Cmax gidm 29% vi 56% duge so sinh d8i véi vién thude duge bdo cio khi rivaroxaban nghién nho
duoe phéng thich trong doan gin ciia rubt non, Nong di tidp xdc eon giam hon nivta khi rivaroxaban
nghién nhd duge phong thich & dogn xa cia rudt non, hode wong dai tring 1én. Do dé, nén tranh ding
rivaroxaban & xo da day vi diéu ndy c6 thé din dén giam hap thu va gidm nbng 44 tiép xic cia
rivaroxaban,

Sinh khd dgng (AUC v Cmax) 18 wong dueng v rivaroxaban 200 mg dung dudmg uﬁ-ng_ dudi dang
vién nén nghién nit hoa trong thic dn sét nh téo xay, hode hin dich trong nuwde va ding qua dng
théng da diy sau bita in long, so vii ubng ea vién thude. Dua vio hd so duoe ddng hoe 1 1¢ theo licu
e thé dy dodn disge ciia rivaroxaban, két qud sinh khi dung (i nghifn ciru ndy co kha ning dp dung
cha ligu rivaroxaban thap hon,

Phin b
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Sy ghn ket vai protein huyét wreng & ngudi 13 cao khodng 92% dén 95%, vii albumin huvét thanh 14
thénh phén gin két chinh, Thé tich phin bo & mire trung hinh v&i Vss 1a khoang 30 lit,

Cl 1 | a '.:- ] yn n

Trong si lidu ding rivaroxaban, khodng 273 trdi qua qué wrinh chuyén hoa thodi hda, mit nira sau 46
durge thai trir hoan todn qua thin va mt mira con lai duoe thai teir qua duimg phin. 1/3 cudi cing cde
lidu ding duge bai tiét tryc ticp qua thin dudi dang khing dii trong nude tidy, chi véu qua sy bai Liée
chu ding & thin.

Rivaroxaban dirge chuyén hda qua cde co ché dic Kip CYPIA4, CYP2I2 vi co ché khéng phy thujc
CYP. Sy thodi bién qua oxy hoa nhém morpholinone vi sy thity phin cde ndi amide 1o cée vi tr chi
véu cua sy chuyén how. Dua trén cée nghién i in vitro, rivaroxaban 13 co chit ciia chit vin chuvén
chc protein P-gp (P-glveoprotein) va Berp (protein khing ung thu vi).

Rivaroxaban & dang khing doi i hop chat guan trong nhit trong huyét wong ngwdi, khing oo chat
chuyen hoa chinh hodc cé hoat tinh leu thdng trong twin hodn. Vi do thanh thai todn thin khodng 101
gity, rivaroxaban cé thé durgie phan logi 1a chit cé db thanh thai thip. Seu khi tidm tinh mach lieu 1 mg,
thixi gian bin thai khoing 4,5 gitr. Sau khi uing, viéc thii trir trd thanh 1y 18 hép thy han chd, Sy thai telr
rivaroxaban khoi huyet twong xiy ra voi thii gian ban thii cadi cimg 1ir 5 dén 9 gidy & ngudi e 1udi v
v thivi gian bin thai cubi cing 14 11 dén 13 giér & nguedi cao woi.

Cie dbi wipng dic bidt

Erient fivh

Khing cd sy khic bidt ¢d lién quan vé mit lam sing vé duge dong hoc va duge lye hoe gilra bénh nhin
nam va nir.

Npwdi cao friod

Bénh nhin cao tudi bicu hién ndng 46 trong huyét twong cao hom so vl b§nh nhin tré tudi, voi gia tri
AUC trung binh eao hom khoang 1,5 I&n, chi véu 13 do giam (rd ring) thag thanh thai vi thanh thai
thin. Khéng can diéu chinh licu.

Thé trpng

Sur cure doan vé trong lugmg co thé (< 50 kg hofic > 120 kg) chi ¢6 dnh hurimg nho dén nong 4§ trong
huyét twemg cta rivaroxaban (dudi 25%). Khing cdn didu chinh lide.

Clrung ric

Khéng ¢ sir khac biét lién quan dén 1dm sang gitra cde bénh nhin da u-."ing, ngudi My goe Phi, ngudi
gdc Tiy Ban Nha, nguii Nhit Ban hode Trung Qude di duge guan sdt ve duge ding hpe va duge lye
hoc cla rivaroxaban.

Suy gem

Bénh nhin xo gan bi suy gan nhe (phin losi Child Pugh A) chi biéu hién nhimg thay Adi nhd wrong
duge ding hoe cin rivaroxaban (téng trung binh 1,2 lan déi véi AUC cia rivaroxeben), gin nhu wong
duong voi nhdm d6i chimg khée manh wong dmg. O nhimg bfnh nhin xo gan bj suy gan trung hinh
(phiin loai Child Pugh B), AUC trung binh cia rivaroxaban ting ding ké gip 2.3 ldn so voi nhimg
ngudi finh nguyén khoe manh. AUC khing gén ket ting gap 2.6 lin. Nhimg b¢nh nhiin ndy cling di
giam sy thai trir rivaroxaban O thiln, wong tr nhar bénh nhiin suy thin via. Khéng cd dir ligu & bénh
nbian suy gan ning.
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Sy (rc ché hoat tinh cta véu 1 Xa ting theo h§ 6 2,6 & cde bénh nhin suy gan trung binh so véi nhing
ngudt tinh nguvén khoe manh; sir kéo ddi PT ciling tang twrong tu theo b sb 2.1, B-gnh nhan suy gan
trung binh nhay cim hon vii rivaroxaban din dén moi quan h§ P/ PD déc hon gitta nong 80 va PT.

Chéng chi dinh thude niy & nhirng bénh nhin mdc bénh gan lién quan dén réi loen dong miu va nguy
co chay méu trén lim sing, bao gom ca bénh nhin xo gan o Child Pugh B va C,

Sty g

Co sy ting ndng dd 1_':E'p xu¢ rivaroxaban lién quan dén suy gidm chirc ndng thin, dwoc dinh gid thing
qua cac phép do df thanh thai creatinin. (J nhitng ngudi suy thin nhe (d) thanh thai creatinin 50 - 80
ml/ phuit). suy thin trung binh (4% thank thai creatinin 30 - 49 ml/ phit) va suy than ndng (40 TJ‘lﬂl'l-h thai
creatinin 15 - 20 ml/ phir), ndng do trong huyét wong eda rivaroxaban (AUC) ting lan lug 1,4 lin 1,5
lin v 1.6 ldn, Su tang cic tic dung duge lye hoe tromg (mg chng 18 rét hon, O nhimg ngudi bj suy
thin nhe, trung binh va ning, sur irc ché hoat tinh véu td Xa néi chung lin lugt ting theo hé s 1,5, 1,9
viz 2,0 so vii nhilng ngwrdi tinh nguyén khoe mgnh; sy kéo dai PT twong wr ting ldn luert theo hé 56 1,3;
2.2 va 2.4, Chwa co dir liéu o nhimg bénh nhin cd d§ thanh thai creatinin <15 ml/ phit,

Do rivarexaban gin két vii protein huyét twong ceo dif kifn 52 khong the thim tich dwge,

Khéng khuyén cio sir dung & nhimg bénh nhin co d§ thanh thai creatimin <15 ml/ phit. Ding thin
rong thudc ndy & nhimg bénh nhin ¢6 d§ thanh thai ereatinin 15 - 29 ml/ phat.

Tré em

Tinh an toan vi hidu qui cis thube niy chira duge thiét lip cho tré em vi thanh thifu nién dén 18 woi.

QUI CACH BONG GOI:
Hip 1 vi hodc 3 vi x 10 vién (vi nhim - PVC/ PVdC).
Hép 1 vi x 14 vién (vi nhdm — PVC PVAC).

BAO QUAN: Nai nhiét di khong qua 30°C, winh dm.

HAN DUNG: 36 thang ké tir ngiy sdn xud,

TIEU CHUAN: TCCS f

O SO SAN XUAT:
CONG TY CO PHAN DUQC PHAM RELIV

Ty : a’
] -~ i
Re IIV iﬁ Dia chi: Khu A, s 18, dwiong Lé Thj Spe, dp 2A, x@ Tan Thanh Tay,

JOINT STOCK Co. huvén Ci Chi, thanh phi Ho Chi Minh, Viét Nam.
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