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THANH PHAN CONG THU'C THUOC: M3 vién nén bao phim chi:

Thanh phan hoat chat: Rivaroxabam. ..........c.ovveeiss.. 10 mg

Thanh phin td dwoc: Lactose monohydrate, microcrystalline cellulose 101, hydroxypropyl .
methyleellulose 5 cps, sodium lauryl sulfate, croscarmellose sodium, mapnesium stearate, opadry A |
red O4F550010 1 (HPMC 2910, titanium dioxide, macrogol, iron oxide red). .’;’JJ“_.E :
DANG BAD CHE: (af
Vién nén bao phim, '::%
Vién nén bav phim, hinh trim, mau hing, m§t mat vién o6 chit "R", mdt mat 6 s6 "107, canh vi b
thanh vién lanh lan. 4
CHi DINH: I
RIVATER 10 duoc chi dinh dé phong ngira thuyén tdc huyét khii doh mach (VTE) & bénh nhéin i
ngurin lém dugre phiiu thudt theo chuong trinh thay thé khip hing hode khip i &
LIEU DUNG, CACH DUNG: |
Licu dung: E
Lifu khuyén cdo thing thuimg 8
Li¢u khuyén cao dé phong ngira thuyén tic huyét khoi tinh mach trong dai phiu thudt chinh hinh I
14 mét vién nén 10 mg hing ngiy. |
Thisi gian diéu tr d
- Sau khi tién hanh dai phiu khip hing, bénh nhin phai duge didu i rong § tudn. }

- Sau khi tién hanh dai phiu khop gbi cin phii didu tr trong 2 Ludn,

Cach ding thude va khoang cdch lidy

Mt vien nén bao phim rivaroxaban 10 mg udng mét lin mdi ngay.

Lidu khéri diu nén duge dimg trong vong 6-10 gir sau phiu thudt, véi diéu kign tinh trang cim
mian d dupc thiét lp.

Quén lidy

Néu bénh nhin quén mit liéu thude, phéi uong lieu rivaroxaban 10 mg ngay khi nhé ra vi ngdy
hom sau phéi tidp e uing thube mot lin mbi ngay nhu e tnrde,

Thiing tin béi sung cho bénh nhdn dic biét

Bénh mhan suy giam chee ndarg gon
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(‘.hﬁng chi dinh rivaroxaban & cic bénh nhin méc bénh gan di kém v&i bénh déng mau va nguy
cor xudt huyét cd lién quan vé& mit 1im sing bao gom nhimg bénh nhin xa gan véi xép Togi Child _
Pugh B va C fxem phan Chang chi dinh) ;
Rénh rhdn suy giagm chirc ndang thin _
Dit lidu 1dm sdng han ché trén nhimg binh nhin suy thin nang (4 thanh thii ereatinine 15-29 |
mi‘phat) cho thiy nong 4§ rivaroxaban huvét trong tang ding ké. Vi vy, nén thén trong ding d
rivaraxahan cho nhimg bénh nhdn nay. Khong khuvén cdo sir dung & nhing bénh nhin cd 46
thanh thai creatinine < 13 mi/phit.

Khéng cdn didu chinh lifu & nhitng bénh nhin suy thin nhe (45 thanh thai creatinine 50-80
ml/phit) hodc suy thin mic &6 trung binh (45 thanh thai creatinine 30-49 ml/phit).

Chuyén @61 tir cdc chét @i bhdng vitamin K (VEA} sang rivaroxaban

Khi bénh nhin chuvén dbi tr VA sang rivaroxaban, cde pid trj INR 52 (3ng gid tao sau khi udng i"
rivaroxaban. [NR niy khing e gid i dé do hoat tinh ch&ng dong cha rivaroxaban, va vi vy, '
khing nén s dyung frem ;}.ﬁtfﬂ Tiremgr tde. hweome ky clia thude).

Chiyén doi te rivaroxaban sang cde chdr doi khdng vitamin K (VKA) 3 /
Trong qua trinh chuvén doi tir rivaroxaban sang VKA, co the xay ra tinh trang khang déng khing ol
diy di. Céin dam bao tinh trang khang déng day du, lién tye trong bt ki qué trich chuvén dbi
sang thutc khang dong thay thé. Can huu ¥ ring rivaroxaban cd thé gop phin vae vige lam cho
gia tr] INK tang lén.

B¥i v cée bénh nhin chuyén dbi tir rivaroxaban sang VKA, thi nén ding déng théi VKA cho
b ki INR = 2.0, Trong hai ngdy diu cia thin gian chuyén déi, nén sir dung lidu VKA tidu
chudn, tiép dén 14 lidu VKA dia trén xét nghiém INR. Trong trudmg hop binh nhin ding cd
rivaroxaban va VEA, thi khong nén x€L nghiém INE truéc 24 gid (sau lidu dimg rivaroxaban
trudc 3 nhung trisde lidu dimg rivaroxaban Iiép theo). Mdt khi rivaroxaban bj gidn doan, cd the
lién hénh xét nghiém INR véi mide 80 ding tin ciy trong 24 gidr sau lidu dimg cubi cling frem
phin Twemg tde, trong ky cita thudc).

Chuyén di tir ede thude khdng dong dang 1iém sang rivarexaban

B¥5i voi bénh nhin hién dang nhin duge thude chéng dong méu dwomg tiém, bit ddu vai
rivaroxaban 0 dén 2 gio trde thin pian ding cia thude tiém tiép theo (vi dy nhy LMWH) hodic
{ai thid diém ngimg coa mdt loai thude tiém sir dyng lién tye (vi dy nhu tiém finh mach heparin
khing phin doan).

l’._"hu_yé:n doi tir rivarozaban SONE OO thude kheimygr dimg dang fiéa

Ngimg ding rivaroxaban vA chuyén sang ding liéu du tién thude khing déng diwomg tigm vao
thivi gian mi ding 12 s& ding liéu rivaroxaban tiép theo,

Tré em (tir tré sor sinh 151 16 hodic 18 tudi fiy theo ludt cug mede 5o iai)

Chira xéc dinh dwoc hidu qua va tinh an todn cho teé em va thanh thidu nién duéi 18 wdi. Do vy,
khéing nén diing rivaroxaban cho té dudi 18 tudi.

Negtréii cao tudi

dabkikil

j
|
|

Khong cin hi¢u chinh licy theo lia tudi fxem ,:l.l’::’j'.li- Dhegre dfing hoc),
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Crieri rindy

Khéng cén chinh liéu theo giai tinh.

Can ning

Khéng cén chinh lidu theo cin ning cor the.

Chung foe khac mhanu

Khéng phai diéu chinh li¢u cho bénh nhin thudc cic ching téc khie rhau.

Cich ding:

Ding dwimg udng, cd thé dimg cimg hofe khing ciing vai thire an.

D véni bénh nhin khing theé nudt nguyén vién thude, cb the nghién thudic ra ¥ trdn vin nude hay
thire &n mém nhur nuée 56t 140 ngay trude khi fin hay uﬁng. Vién rivaroxaban duge nghién ra o
thé cho qua éng théng da diy. Phéi dit dng théng da day trude khi dimg rivaroxahan. Vién thube
nghien ra phai dwoe cho vao mot hegmg mirde oha do qua é_";II'IE thimg. sau d6 di thém nuwde frem
pﬁﬁn Dhiegee dang hoe),

CHONG CHI BINH:

Rivaroxaban ching chi dinh & bénh nhin qud miin véi rivaroxaban hodc bit o thinh phin nio
ciia thude.

Rivaroxaban chéng chi dinh cho bénh nhin dang xuft huyét nghiém trong rén lim sang (vi duy
suft huydt ndi so, xuft huvét dtmg tiéu hod)

Rivaroxaban ::hﬁng_ chi dinh & cdc bénh nhin mic bénh pan di kém véi roi loan ddng miu vi
nguy co xudt huyét ¢d lidn quan vé mat 1ém sng bao gdm nhimg bénh nhin xo gan véi xép loai
Child Pugh B va C.

Rivaroxaban chéng chi dinh & cic bénh nhin cb thn thuomg hodc ¢d bénh 1y, néu duge xem 13
mét nguy co xudt huyét nghigm trong. Didu ndy b thé bao pdm loét dudmg tigu héa hién tai hodc
g&n diy, xufit hién khii u dc tinh v ALY Cof wudt huyé‘l cao, gﬁn diy o6 ton thuomg ndo hodic cit
song, gin ddy c6 phiu thuit ndo, cdt sdng hodc milt, xuat huyét ndi so gan diy, duge biet hoje
nghi ngd gidn tinh mach thue quin, di dang ddng tinh mach, phinh mach mau hodc cac hit
thudmg magch mdu lom trong edt sfrng hofic ndi so.

Rivaroxaban chéng chi dinh & cic hénh nhin ding phii hop vid céc thude chéng dng nhu
heparin khimg phin doan (UFH), heparin trong lugmg phéin ur thip (enoxapanin, dalteparin, ..),
cic din xuat heparin (fondaparinux, ...), thuoc ching dimg danp wong (warfarin, dabigatran
etexilate, apixaban, ...}, trir céc tnromg hop dic biét trong lidu trinh chuyén doi 1':1_uﬁc khing ddng
{xem phdn Lidu dimg, cdch dimg) hode khi UFH duoe sit dung & lidu clin thidt 48 duy i catheter
ding hodc tinh mach trung tim mir,

Chara e dir lién Vi dt an todn va hiéu qua coa rivaroxaban rén phu nir cb thai. Céc dir Lidu trén
diing vit cho thiy rivaroxaban gua duge hang tho nhau thai, Vi vy chéng chi dinh diing
rivaroxaban trong sudt thai ki (vem phdan St dung thude cho phu nif co that v cho con bi)

Chura o dit ligu vé 35 an todn va hidu gud cda rivaraxaban cho phu nit cho con b, Céc dir ligu

trén ding vt cho thiv rivaroxaban bai tiét vio siia me. VI vy chi sir dung rivaroxaban khi ngimg
cho con bi feem phdn Ste dume thude chio pii mir cd thai v eho con bi).
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CANH BAO VA THAN TRONG KHI DUNG THUOC:

Cie thubde ding dbng thivi

Khong sir dung riveroxaban cho cic bénh nhin dang s dyng thuoe ching nam nhom azole tic
dung todn thin {vi dy ketoconazole) hofic cde thude chang HIV ire ché protease (vi dy ritomavir).
Cac thude nay e ché manh cd CYP 3A4 va P-gp. Vi viiy co thé lam ting ning 48 rivaroxaban
trong huyét twong (trung binh cao gap khoang 2,6 ldn) 16 mite c6 thé gdy tAng nguy oo xudt
huyét trén lim sng frem phdn Tomg tde, frong Ky ciia thiae),

Thude chéng ndm nhim azole-fluconazole, mét chit e ché CYPIA4 vira phai, tuy nhign it o6 the
dung hon trén sir phod nhidm rvaroxaban va cd the duge diéu iri phfii bty fxem pﬁ.:f'n Turernge lde,
surermyr ky etia thude),

Soy than

Thén trong khi st dung rivaroxaban cho bénh nhin suy thin trung binh (46 thanh thii creatinine
30-49 mi/phit) b sit dung dong thér cic thude ob the lam ting ning 4§ rivaroxaban trong huyét
tiremg {xem phan Twemg tde. twong ky etia thudc).

H&ng d6 rivaroxaban huyét tuong cb thé ting 1én déng ké & bénh nhin suy thin ning (trung binh
gﬁp 16 1in), déin téi ting nguy cir gt huvét.

Do con chua ¢ ddy da dir lidu 1dm sing. cin thin trong khi sir dung rivaroxaban cho bénh nhin
¢0 d0 thanh thai creatinine tir 15-29 mi/phit (xem ph:;‘;n Dhege dang hoc).

Khéng ¢6 s6 lidu lim sing vé sir dyng thudc cho bénh nhin suv thin ning (49 thanh thai
creatimine < 13 mb/phat). Vi vay khong kbuyén cao sir dyng nivaroxaban che cac bénh nhan nay
fvem phdn Lidu dimg, cdch ding: Drge ding hoc),

Bénh nhin suy thin ngng hodc ting nguy oo xuil huyét va bénh nhin dang ding dong thii duimg
toan thin cde thude ching ndm nhom azole hode ching HIV nhim dc ché protease cin duge theo
ddi chiit chi ede didu hidu eda bién chimg xudt huyét gau khi bit du didu wj feem pmi"ﬂ Twong
tde, furamg ky ctia thudc),

Péu d3n tién hanh kiém tra thire the bénh nhin, quan st k§ din luu vét md vi dinh k3 dinh lugng
hemoglobin.

Phiiu thuit giy xummg khip hing

Rivaroxaban chua duge nghién cini trong cde thir nghiém lém sing can thiép & bénh nhin phau
thut piy i xrong dii. Vi vy, rivaroxaban khong duge khuyen cdo sir dyng & nhimg bénh nhén
ndy.

Nguy oo xudit hu'fét

Ciing gidng nhur cée thube chéng huyét khéi khie, rivaroxahan ein dioe sit dung hét sire thin
tromg < bénh nhin b Eng che nguy co xudit hu:,nE'I. nhir:

- Réi loan xuit hu:.i'ét birm sinh hodc mac phai

- Taing huydt dp ddng magch nghiém trong khing kidm sodt duge

- Bénh loét dudmg tiéu hod dang tién trién

- Bénh mach ving mac do mach maa

- Chimg gifin phé quan hofic tién sir xuat huyét phai
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Cin thin trong & bénh nhin ding ddng thii thude dnh hweéng 60 s cdm méu nhu cde thude
chﬁng viém khing steroid (NSAID), thudc chémg két tap tiéu cau hodc cic thude chong huyeét
khai khac. P6i voi nhimg bénh nhén ¢t neuy co mic bénh loét dudtmg tiéu héa nén xem xét dén
diéu tri du phang thich hop frem phdn Tirong ide, teemg ky cia thudc),

Bét cir tnoémg hop tut gidam hemoglobin hode gidm huyét dp néo khing giii thich dugpe can phai
tim ra vi tri xut huyet.

Gey mé truc than kink ndo tup fmgodi méng cimgtuy .sﬁrri'g.i'

Khi tién hinh gdy mé tryc than kinh ndo tiy (ngodi méng clmg/tuy sing) hode choe do iy sng &
bénh nhéin o6 sir dyng thude chong huvét khdi € du phong bién chimg thuyén tae huyét khéi tnh
mach s& o nguy o bj khoi mau w & iy song hode ngodi mang cimg din i chimg liét kéo dai. a-’-
Mguy ¢o cia cae bidn chimg niy thim chi con ting 1én khi dit catheter npoai mﬁa}beﬁ'nq holic sir .'rf /
dung ddng thid véi céc thude cd dnh hudmg 161 s cdm mau, Nguy co cling ﬁnﬂjﬁa khi bi chin :
thuomg hode choe dé 14p lai 1y song/ngodi ming cimg, ! =|] I'i‘:::-',:-
Ciin thuimg xuyén theo dii & bénh nhan nhimg diu hiéu v triéu chimg suy gtamﬂlﬁn kinh (vi du

nhr & Iw-au :.-'éu chin, rdi loan chirc ning bing quang va dai tring). MNén phat Pﬂ{:n cd suy Ziam
thiin kinh, ein chin dodn va diéu trj kip thii ngay cho bénh nhin. |

Bée sT ¢in cin nhic gitra Ioi ich va neuy co trnde khi can thiép véo truc thin kinh nfio tuy & bénh
nhin cd ding thude chéng dong hode phii ding thude ching déng dé ngdn ngira huyét khéi.
Khéng duge rit eatheter ngodi mang cimg som hon 18 tidqng ddng hé ké tir 18n cudi cing ding
rivaroxaban.

Nén sir dyng rivaroxaban somn nhét 18 6 giér san khi rit catheter,

Néu xay ra tin thuong do choe dd, cin tri hodn viée sir dung rivaroxaban téi 24 gidr sau.

Liéu khuyén edo tririe va san thi thuit xim kin vi can thiép phiu thudt khic ngodi phiu
thuiit chinh hinh khop hdng va khip gﬁi

Néu cin phai c6 phin thuit hodc tha thuit xim lin, cin ngimg rvaroxaban 10 mg trede can thiép
ft rihiit 24 gidr, néu cd thé va dua trén quyét dinh 1am sing cla bic &, "
Neén khing thé tri hofin thi thudt, ein dnh uid nguy cor Ling xudt huyét o véi mire do khin cép
cia can thidp. !
Sau thi thudt xim lin hodic can thiép phiu thuit, cin tiép tuc ding lai rivaroxaban cing sdm céing
(6t khi tinh trang ldm sing cho phép vi khi cim mau duge thiét ldp theo gquyét dinh cia bée si J
dicu trj frem p.l':n:fn Dhegre ddmge hpe),

Ngwbi cao tuii

MNpuy co xuat huyét oo thé ting theo db tudi,

Fhy nir ¢d khi ning mang thai

Chi st dung rivaroxeban cho phu nif ¢d kha ndng mang thai b &p dung cde bién phip trdnh thai
higu qua.

Thiing tin vé t4 durye

Thube nay ¢& chira lactose. Bénh nhdn cd vin dé di truvén hiém gip khing dung nap palactose,
thiéu hut lactase todn phin hodic kém hip thu glucose-galactose khing nén diing thube nay.
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SU DUNG THUOC CHO PHU NI CO THAI VA CHO CON BU:

Sir dung thube cho phu nir e thai:

Chura ¢6 dir liéu vé d6 an toan vi hiéu qua cia rivaroxaban trén phy nit mang thai.

Trén chudt vi tho, rivaroxaban che thiy cd dic tinh déng ké cho me v cac thay di nhew thai |
lién quan dén co ché tde dung cia thude, (vi dy bién chimg xudt huyél) din dén doc tinh sinh san. |
Khing xac dinh dupe kha ning gay quai thai nguyeén phat. Do nguy oo xudl huyél nin sinh va d
hiing chimg cho thiy rivaroxaban qua dwgc nhau thai, nén chong chi dinh sir dyng rivaroxaban

cho phy nir mang thai feem pﬁﬁn {'.'hc{ng chi dinh).

Sir dyng thulic cho phy nir 6 kha ning mang thai: b

Chi sir dyng rivaroxaban cho cde phy nir od kha ning mang thai cd ap dung bién phap tranh thai
hiéu qui,
Sir dyng thuée cho phu nir cho con ba: R‘ -

Chua cd dit lifu vé dd an todn v hidu qui cia dvaroxaban trén phy o cho con b (3 chudt,
rivaroxaban duge bdi tét vio sita. Vi viy, chi s dung rivaroxaban sau khi d8 ngimg cho con ba
{xem p.h:in :'_'hffng chi dirk),

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Hgﬁl v ching mit d3 duoe béo cdo vi cd thé anh himg dén kha ning lai xe va dicu khién may
mée fxem phdn Tde ding khang mong muton ciiag thude). Bénh nhin gap nhimg tic dung ngoai ¥
ndv khing nén 13i xe hodic diu khién may mbc.

TUUONG TAC, TUONG KY CUA THUOC:

Twirng tic thube:

Twong tic dwge ding hoe

Rivaroxaban dugre thai (rir cha }'éu theo didmg eytochrome P450 (CYP 3A4, CYP 2)2) qua trung
gian chuyen hoa tai gan va bai &l gua thin & dang khing 461, lién guan 5 hé thong vin chuyén
P-glyvcoprotein (P-gp) / protein doi khang ung tha va {Berp).

[]L ﬂljﬁ. YR

Rivaroxaban khéng ire ché CYP 3A4 hofic bit oir déng phin CYP chi yéu nao khic,

Cém imp CYP |
Rivaroxaban khéng giy cim img CYP 3A4 hodc bt cir dong phin CYP chu yéu nao khac,
Anh hudmg 1 rvaroxaban |
Sir dyng dong thix rivaroxaban vii edc thuoe e ché manh CYP 344 va P-gp, co the din 16 giam |
thii trir thude qua ci gan v thin, do do s lam tang ddng ké nong 49 va thix gian (&e dyng con
thude.

sur dyng -I;Tﬁqjg_ thin rivaroxaban va thubc ch-étng nam nhom azole 1 ketoconazole (400 mg miot
lin/ngay), mit thude e ché manh CYP 3A4 va P-gp, lim AUC trung binh & trang thii cin bing
ciia rivaroxaban tang 18n 2,6 lan va lim Cpe trung binh tang 18a 1,7 lin, dbng thin tic dung duge
lwe cling thng Ién ding ké.

&/'15




https://trungtamthuoc.com/

Dimp dong théi rivaroxaban voi ritonavir, thuoe chong HIV nhom e ché protesse (600 mg, 2
lin‘mgay ), mdi thede (e ché manh CYP 3A4 va P-gp. gid i inmg binh eoa AUC va Cos cia
nivaroxaban, luomg img @ng 1&n 2,5 v 1,6 lan, tdc dyng duoe lye cia thute cung téng [én dang
ki, |
Vi viy khéng khuvén céo siv dung rivaroxaban cho cde bénh nhin dang déng thir s dung theo |
duimg todn thin cae thudc ching nim azole hodc cde thude ching HIV nhiém (e ché profease |
{xem pﬁadﬂ Ceirife bubo vib thdn tryg ki dimg thude). H
M ta cho r:ing cac chit e hoat tinh khae chi oc ché mit trong cac dudmg thai irr rivaroxaban, .
hiodic 13 CYP 3A4 hodc 14 P-gp, s& ldm ting nong &8 rvaroxaban trong huvét tuong dén mdt mire =
dd It hom. il
Clarithromyein {500 me, 2 lin‘ngay), ciing dirge coi 14 mdt thude fc ché manh CYP 3A4 va (e 9
ché P-gp & mire trung binh, lim ting AUC trung binh cia rivaroxaban 18n 1,5 lin vi Cp ting 1.4 7
lan. Sy ting nay ciing gﬁn voi bién dé bién thién binh thuémg cia céc gid trj AUC va Cpgy nén
duge cho 1a khdng co y nghia lam sang.

Erythromycin (500 mg, 3 lin‘ngay), e ché CYP 3A4 vis P-gp & miire d trung binh, lam ting gia
tri trung binh cha AUC va Cop, cOa nvaroxaban 1én 1.3 l@n, S téng nay nEm tromg gidi han bién
A biln thién binh thudmg oda AUC va Crg, nén duge cho 12 khimg b ¢ nghia 1&m sang,

Trén nhﬂ'ng déi tuong bénh nhin suy thin mire dd nhe, q.r:.-'l.'l'n.rum}--;,m (500 mg 3 Ian-'nga}] i
ting 1.8 Lin aid tri trung binh AUC cia rivaroxaban va 1.6 lin Copas khi s0-sinh viri dii Lrgmy
bénh nhin chire ndng thin bink thidng khing s dyng thude dﬁng thin. Trén nhimyg ddi luymy
bénh nhén suy thin miee d3 trung binh, erythromycin lam tang 2 lin gid trj trung binh AUC va 1,6
lan Ce khi so sdnh v dbi wome bénh nhin chire ning thin binh thuimg khing sir dung thuie
ding thin {xem phdn Canh bdo v thin trpng Khi dimg thudic),

Fluconazole (400 mg mdi ngay mét Jﬁn}. dirore coi nhur chit (e ché CYP 3A4 vira phai, lam ting
gﬂp 1.4 lan AUC trung binh vé ting 1,3 Lin Coney trung binh cda rivaroxaban, Sy gia ting ndy 1a
trong bién do bi¢n thién binh thuimg ctia AUC, Chge va duge col nhur khing o6 ¥ nghia lim sing
{xem phin Canf bao va thin irprg khi divmy I.Fruc{{,;}.

Ding déng thiri riveroxaban v rifampicin, mat thude pdy cam tmg CYP 3A4 va P-gp manh, lim
giam khodng 50% ALC trung binh cda rivanoxaban, dong thin IBm gam Gee dung duge Tye el
thuoc, Sir dung dong théi rivaroxaban véi cée thuoe cam (mg manh CYP 3A4 khac (vi dy
phenyloin, carbamazepine, phenoharbitone hay St John's Wort) cling ¢6 thé 1im gidm ndng d
rivaroxaban trong huyet tuomg,

Sir giam nong dé rivaroxaban trong huyeét tweng dvoe coi i khing co thich dang vié mil lam sang |
déi vii nhime bEnh nhin diéu tri biing rivaroxaban 10 mg 1 lin'ngdy dé phong ngia thuyén tic
huyét khéi tinh maeh (VTE) sau phiu thugit theo chirong trinh chinh hinh khép hing va khép gdi.
Twong tac duye hre hoo

-In .m I H EI & !ﬁ

Khi diing phéli hop encxapann (40 mg mdt lidu duy nhiit) véi rivaroxaban {10 mg mit liéu duy
nhit), dd nhén thay co tie dung cdnp thém trén hogt tinh khing vén t6 Xa nhing lai khéng co tic
dung ciing thém ndo trén cdc xé nghiém ddng mau (PT, aPTT). Enoxaparin khing anh hudmg tai
dupe ding hoc ca rivaroxaban (cem phﬁn ek By v then trong Ehi dirmg thude),
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NSALLs / thude e ché két tip téu ciu
Khang kéo dai théd gian xuat huyet lign quan lim sang sau khi dong dang thii rivaroxaban 15 meg |
vi 500 mg naproxen. Tuy nhién, cé thé cd nhime cd the bénh nhin cd dip tmg duge lype hoe manh
mé hon the.

Khing quan =it ’rhﬁy twrong tac duge dong hoe hay duge e hoe nae od ¥ nghfa trén ldm sang khi
sir dung phoi hop nvaroxaban vai S00 mp acid acetylzalicylic.

Clopidogrel (lidu khiri déu 300 mg, san 46 duy tri woi lieu 75 mg) khong piy m twong tac duge
diing hoe (vdi rivaroxaban 15 mg). Tuy nhién, trén mdt phin nhom bénh nhén e6 thay ting thed

gian xuft huyét khing twong quan dén két tip ridu clu, néng &6 P-seleetin hay cdc mire di thy thé -':"I:x"
GPIIbIIIa (xem phin Cink bedo vé thdn trong khi dimg thuie), i)
Céin gidm sét chit ch® néu bénh nhin deoc didn tri ddng thén biing cde NSAID (bao ghm acid v
acetylsalicylic) va thube e ché két tip tifu ciu bai vi day 14 nhimg thude dién hinh lam ting =
nguy co st huyét. o
Warfarin ;
Viée chuyén cdc bénh nhén tir sir dung warfarin (INR 2.0-3.0) sang rivaroxaban {20 mg) hode tir
rivaroxaban {20 mg) sang warfarin (INR 2,0-3.0) liam thng thii gian prothrombin/ INR
(Neoplastin} nhieu hom 13 céme thém viin (cic gid trj INR dom 1& duoe phat hién 1én dén 12), trong
khi d6i vai nhimg tic domg 1én aPTT, thi sir frc ché hoat tinh ciia yéu to Xa va tiém néing thrombin |
nii1 sinh ka cdng thém vaa. |
Néu mudn kidm tra cde the dung duge lire cta rivaroxaban trong giai doan chuyén déi, thi hoat
tinh -::E'u.‘mg Yeu ti Xa, PICT, v HepTest cd thé duge sit dung vi nhimg thir nghiém néy khong bj
anh hadmg bdn warfarin, Tir ngay thir 4 sau khi dimg warfarin trés i, tit cd cde xét nghiém (bao
eim ci PT, aPTT. irc ché hoat tinh ciia Yéu t6 Xa va ETP) chi phan énh édnh hudng cia
rivaroxaban (xem phdn Lidu dimg, edeh dimg). . JI
Néu muiin kiém tra cic tic dung diroe Iwe cla warfarin trong théd kv chuyén d8i, viée do lidmg =
INR c6 thd dwge sir dung tai ndng d8 Ciuy, cBa rivaroxaban (24 giv sau khi ubng lidw =
. rivaroxahan trude d6) vi thir nghidém nay et it bi anh lrimg béni rivaroxaban tai thii didm nay. ! 1
Khéng co twong tac duge dong hoe ndo duge phét hién gitta warfarin va rivaroxaban. : 1,
Thirc in va cic ché phim tir sita : ;
Rivaroxaban 10 mg cd the dupe ding cimg hode khing cing vii thire &n (xem phdn Duge dong i
), ‘
Tuwng tic vivi cic théng s6 xét nghifm B
Céc xét nghiém do hetmg thiing s ddng méu (PT, aPTT, Hep Test™) duge cho 14 s& bj anh hurimg
béri cor ché the dung ciia rivaroxaban,
Twong ky thuic: Do khing cf cée nghién i vé tinh tweng ky cia thude, khing trdn ln thude
nay v cde thude khdc, :
TAC DUNG KHONG MONG MUON CUA THUOC: %
Tém tit ho so tinh an todn '!

813 i




https://trungtamthuoc.com/

Tinh an todn cla rivaroxaban di duoe danh i trong bén nghién ciru pha I bao gom 6097 bénh
nhin ding rivaroxaban 10 mg phau thudt chinh hinh chi dwdi (thay toan bé khop hing hay khap
gﬁi} trén 3997 bénh nhin bénh ngi khoa nhip vién duge didu trj 15 39 ngdy, va treng ba thir
nghi¢m pha 11 dicu in VTE voi 4556 be¢nh nhan ding 15 mg rivaroxaban 2 ln mon ngay trong 3
tudn, tiép theo 1a 20 mg mit Kin/ngay hodc 20 mg mot lin mdi ngay diéu trj dén 21 thing,

Hom nira tinh an todn coa rivaroxaban cling di duge ddnh gid wén 7750 bénh nhén bi rung nhi
khéng do van tim Ui hai nghién ciu pha LI voi it nhit mdt lidu rivaroxaban cling nher tén 10225
bénh nhin ACS vii it nhil mit lidu hode 2,5 mg (hai lin/ngdy) bolic 5 myg (hai lin mdi ngay)
rivaroxaban thém vdo hode ASA hofc ASA cing vdi clopidogrel hay 1tclnpudme Do phuong
thire tic dwig dwoe 1y, rivaroxaban cé the di kém vdi ting nguy o Xt hu.j'é’l iem an hodc 1o
rémg tir bt ki m0 va cor quan b thé din ®n thidu méu hiu xudt buvét Nguy co Mﬁl huyét ¢b the
iing trong mdt gt ede nhom bénh nhin, vi du bénh nhin ting huvét dp ding ich nghiém trong
khiing kiém sodt dupe vi‘hodc ding ddng thid thude anh hudmg dén sy cim méuxem phen Canh
b v thdn tromg khi dimg rhudc). Cac dau higu, tridu chimg, v mire 49 nghiém trong (bao gém
cd két qud nr vong) s& thay doi theo vi tri va mite 46 hay pham vi xudit hu}'f:t vivhode thidu mau
(xem phdn Qud liéu v edch ar i),

Bién chimg xufit huyét ¢6 thé bidu hién nhur suy yéu, 14 xanh, chodng ving, nhie diu hode sung
tdy, khé thy v stc khéng gidi thich duge. Trong mét s treimg hop 12 mdt hiu qua cia thiéu
mé, cdc tridu chimg cia thidu méu cue bé tim nhir dau ngwe hode dau thit ngire 38 duge quan
sail.

Céc bién chimg thir eip 42 biét dén cha viée xudt buyét nghiém wong nhw hii chimg khoang v
suy thin do gidm tedi mdu 33 dege bdo cdo cho rivaroxaban, Do 46, khi nang xust huvét nén
durgre xem xét tromg vide ddnh gid cde didu kién trong bét ¢ir bénh nhén didu tri thude chong ding
rL b,

Téin suit cde the dung khiing mong mudin

Cde tdn sudt cda téc dyung khing mong mudna bdo cdo vii rivaroxaban dwge 16m 6t nhu bén dudi.
Trong mdi nhém tan sudt, cde tic dung khing mong mudn duge trinh bay theo thir iy mie 4§
nghiém trong giam dan.

Tiin suit dipo xdc dinh nhu sau; Riil thuimg pap P 1/10), Thutng gip (= 1/100 dén < 11109, It
gap (= 171000 dén < 171007, Higm gip (= 1710000 dén < 1/1000),

Tét ¢ cic phan img thude trong thail gian didu trj duge bdo cho & nhimg bénh nhin trong cdc
nghién e wisi dogn [ {cong din i RECORD 14, ROCKET, J ROCKET, MAGELLAN,
ATLAS va EINSTEIN { DV T/PE/Extenzion}).

Thirdng sip

Rili loan bé thing miu va bach huyét: Thidu mau (bao gim cd cde théng sb xét nghiém tuomg
Lng)

Rt loan min Xude hu}rét miit (hao gE’:m At hu:,rét k&t mac)

Réi loan tidu hod: Xuft huyét nudu ring, xudt huvét duimg tiéu hoa (bao gdm xudt huyét truc
trang), dau byng va dg day rugt, kho tiéu, budn ndn, téo bn®, tidu chiy, nén mira®

Roi loan chung va cic phin (mg xdy ra tai vi i dua thude; Sot’, phil noal vi, @ém sdc lye vi
nfing luong (bao gdm cé mét madi va suy nhuec)
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Thurmg tich, ngd die va cic bién th.mg sau thi thudt: Xudl huhc*t saw tha thudt (bao g&rn thidu
AU 53U phau thugt, va Xl huyl:l it thuomg), duny déip.

Cac xét nghi¢m: Tang transaminase

Réi loan trén hé co xuong va mé lidn két: Dan & diu chi®

Réi Joan hé thin kinh: Chodng véng, nhite déu

Réii Toan thin vA Giét nigw Xuft huyé’s duimg tist nidu zinh duc (bao gﬁm cd iy miu va rong
kinh™), suy thin (hao ghm tdng creatinine méu, ting uré)”

Réi loan didmg hé hip: Chiay mén cam, ho ra méu

Réi loan da va md dudi dar Ngira (bao gdm cd trudmg hop khong phd bién cia bénh ngim toan
thin), phat ban, bim xudt huyét dudi da. xudt huyét & da va dudi da

R&i logn mach: Ha huyet dp, ty mdu

It gdp

R5i loan hé thime man va bach huvét: Tang tiéu cau (hao gom ting =0 tieu ciu)™

Réi logn tim: Nhjp tim nhanh

Réi loan tidu haa: Khé miéng

Réi loan chung va cic phan img xay T tai vi tri dwa thubc: Cam thiy khing khée (bao gim kho
chiu)

Roi loan gan-mét: Chirc nang gan bit thuimg

Réi Iogn hé thing mién dich: Phin img dj img, viém da dj ing

Thuomg tich, ngd ddc vi cae bidn chimg sau thii thudt: Dich tiét ra tir vt thuremg™

Céc xét nghiém: Ting bilirubin, ting phosphatase kifm trong mau”, ting LDH®, ting lipase®,
tang amylase®, ting GGT?

Rbi loan trén bé co xwong va md lién két: Xudt huyét trong khép

R foan hé thin kinh: Xudt huyét ndi so va ndo; bat tinh

Rbi loan da va mé dd da: Chimg may day

Hiém giip

Rii loan chung vé cac phin tmg xay ra tai vj tri dira thudc: Phir cpe ba™
Rdi logn gan-mét: Vang da

Thuemg tich, ng die va cde bidn chimg sau thi thudt: Gia phinh mach
Reii login trén hé eor xiromg vis mi lién két: Xudt huyét co

“Cruan sat sau phiiu thudt chinh hinh chi dudi

*Quan sal thay trong didu tr] VTE rilt pho bién & phy nir < 55 tubi
“Quan sat khimg thirng xuvén trong tei lidu ACS (sau khi can thigp qua da)
<8 md i thudt npgit ADK dwgre duga trén MedDRA phién ban 13,05
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Cide khio sit san khi rivaroxaban dwa ra thi triimg

Céc 1ae dung khong mong mudn dudn déy duge ghi nhin cung vai than gian nvaroxaban lvu hanh
trén thy timg.

Cac 16i logn hé théng mién dich: Phi mach va phi dj tmg

Cac 1ol lnan duomg mét cua pan: Tac mét, viém gan (bao g':'im ton thiromg 1€ bao an)

Céc roi Jogn hé thong méu va hach huyét: Giam ticu cin

Thing haa ngay cho hde 57 hode duwee 57 nhiig phan g oo fad gdp phai khi s dung !hm’.';::.
QUA LIEU VA CACH XU TRi:

Qui lidu:

Mt 56 1t trudmg hop qué lidu 18n dén 600 mg di duot béo cho khing ¢d bién chimg xult huyét
hodc phin imyg bit loi khic, Do sy hdp thu bi han chi, nén higu qui & mirc (6i da ma khing co
thém sur gia ting phoi nhiém trong huyét twong trung binh o6 the xay ra & lidu rén didu i 50 mg
hodc cao hom.

Cich xir tri:

Khéng co thude gidi dic dic higu d6i khang voi tic dyng dupe lire hoe cia rivaroxaban. Viée sir
dung than hoat tinh lim giam hip thu trong tnrémg hep qua lid rivaroxaban oo the duge xem xét,
Do rivaroxaban afin véi protein huyét tuomg cao nén o6 thé khéng thim téch duge.

X tri xaiit huyét

Méu mét bien chimg xust huyét xay ra & bénh nhin dang diing rivaroxaban, thi cin 9 hodn vige
wong thude tiép theo hofic ein ngimg diéu trj thich hop. Rivaroxaban ¢6 thin gian ban hav khodng
5 dén 13 pio. XiF tri cho timg cd nhén toy theo mire di nghiém tong va vi i xuiit huvét, Digu tri
trigu chimg thich hop ¢6 thé duge sir dung khi el thidt, chang han nhir nén &p co hoe (vi du nhu.
di v chiy méun cam ndng}), chim miu phiu thudt vai ede thi thugt kidm sodt xudt Ilu_lp?.-{ lruyén
dich va b trg vé huydt déng hoc, che san phim mau (hing ciu ling hofic I1u:-,-ﬁ*t luong déng lanh
turon, tay thude vio tinh tmng thidu mdu hodic bénh dong mau di kém) hofic tid cdu

Néu xudt huyét khing thé kiém sodt dirge bng céc bign phdp trén, thi ding mdt chit thay ddi tién
déng miu dic hidu cin duge xem xét, chiing han nhu phie hop prothrombin ¢6 dic (PCC), phire
hep prothrombin ¢b dic duge hoat héa (APCC), hofic tai 16 hgp yéu to Vila (r-FVla). Tuy nhién,
hi¢én nay kinh nghiém |im sing cén rat han ché v&i vige sir dyng cdc san phim nay trén nhimg
ngudi dang dimg rivaroxaban (xem phdan Diege fire hoc),

Protamine sulfate va vitamin K s& khéng dirge xem Ja ¢d anh hidmg dén hoat tinh ching déng
nifan coa nvaroxaban.

Kinh nghiém con han chié v acid tranexamic vi khing et kinh nghiém vin acid aminocaproic va
aprotinin & nguin dimg rivaroxaban, Khing b 1% do khoa hoc cho loi ich cling nhir kinh nghiém
v desmopressin cim mén todn thin trén nhimg nguii ding rivaroxaban.

DUCIC LU'C HOC:

Nhdm deegre §: Chat e ché true tifp yéu td Xa.

MJI ATC: BO1AFO]
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Co ché the dung

Rivaroxaban 13 mdt chét (e ché chon loc cao va trye tidgp yvéu 16 Xa diing theo didmg ubng.

Sir hoat hod véu 14 X thanh véu tb Xa (FXa) thiing qua cdc con duwdmg ndi sinh v ngoai sinh gilt
val rd trung Wim trong dong thic ddng mau.

Tiée dyng duye Iee

Sy ire ché hogt tinh cia Yéu to Xa phy thude lidu di duge quan sit thiy trén npwoi. Théd gian
Prothrombin (PT) bj dnh hwime 18 thude theo lidu rivaroxaban sir dung co trong guan chit ché
vl cac nﬁng 4% huvet twong (gia tr ¢ bbng 0,98) néu ding Neoplastin dé thie. Cde thude thir khie
¢ thé cho cic ket qua khée nhaw, K& gua cho PT duge tinh theo gidy, bai vi chi 56 INR (Ti 16
chudn hod quoce 18) chi duge dinh chudn va cd gia tr &6 voi coumarin va khiing thé sit dyng cho
bdt cir thute chong ddng nao khac, O nhimg bénh nhén trii qua dai phau chinh hinh, ti 13 5/95 doi
viri PT (Meoplastin) 2 - 4 gidr sau khi ubng thuiic {tire 14 thixi gian dat tie dung t6i da) trong gidi
han tir 13 04i 25 gidy.

Thii gian hoat hod mit phin thromboplastin (aPTT) va HepTest cling bi kéo dai phy thude vio
lidu dimg; tuy nhidn khing khuyén cio sir dung cde chi 56 ndy 88 ddnh gid téc dung due lye cia
rivaroxaban. Hoat tinh d46i khdng Y8u 6 Xa ciing bi anh huémg béi rivaroxaban; ty nhign hién
chira ¢6 chudn dé danh gid.

Khing cin thidt phai theo doi cae tham sé dong méu trong qué trinh didu (e voi rivaroxaban,
DUQGC BONG HOC:

Hip thu va sinh khi dung

Rivaroxahan hap thu nhanh véi nong 6 6i da (Cw) khoing 2 - 4 gidr sau khi udng thedc.

Sir hdp thu theo dudmyg uong cia rivaroxaban 13 gin nhur hodn todn va sinh kha dung dinimg uﬁng
kha cao (80 - 10084) 46§ vai ligu thuoe vién 10 mg. beéit ké didu kién nhin d6i/ hay d3 fn.

Dimg dlfrng théri v thire in khong 1am anh huémg téd AUC hay Cugs clia rivaroxaban & ligu 10
mg. Vién nvaroxaban 10 mg cd thé diing cing hodc khong cing vai thire n fxem phan iy
diing, cdeh ding),

Tinh bign thién vé duge ding hoc cda rivaroxaban & mire vira phéi voi tinh bién thién gifia céc cd
thé (CV%) gidri han bir 30% dén 40%.

Trong truémg hop ding rivaroxaban qua con dudmg khie (vi du nghidn thude ra va dwa qua bng
théng da diy), trdnh da rivaroxaban dén doan xa hon da diy vl didu nay thé lam gidm s hﬁp thu
vii phoi nhigm thude.

Tinh sinh khi dung (AUC va Cpa) wong L 363 voi vién rivaroxaban 20 mg nghién ra vi trjn
viio mirde st 1o hodie nude ding dwimg udng qua dng thing da day l.'i.t"!l:l theo zau dd 1 bira in
long so véi uong todn vién thube. Do die tinh duge ding hoc twong (mg véi lidu eé thé dy dodn
dwpe cia rivaroxaban, nén tinh sinh khia dung tir nghién cim niy co thé ap dung cho lidu
rivaroxaban thiap hom,

Phin bi

Thude gin két cao visi protein huyét tuomg nguid, khoang 92% 161 95%, chi véu v6i thanh phin
albumin. Thé tich phin bé & mire vita phi vii gid trj Ve khodng 50 L
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Chuvién hod va thii trir

Khodng 2/3 liéu rivaroxaban uong vao bj thodl bién do chuyvén hos, sau do mét nira s2 duge thai
trir qua thin va phﬁ.u con lgl qua phin, 1/3 lidu dimng duge thai e tre ﬂé;r qua thin dudi dang
hogt chat khong doi trong nude tiéu, chi veu qua bai tiet tich cye o thin.

Rivaroxaban dirge chuyén hod nha CYPIA4, CYP2I2, va co ché die lap vai CYP. Sy thoai bién
do oxide hoa phin mira morpholinone va thiy phén cde lién két amide 13 cée vi tri sinh chuvén
hoa chinh, Dyra trén cac nghién elm in vifre, rivaroxaban 13 chét nén ciia protein vén chuvén P-gp
(P-glycoprotein) va Borp (protein doi khang ung thu va).

Rivaroxaban dang klmng by nhu'«r:n hoa Ia h:;]:l chiit quan trong nhit trong hu:g:t tuomyg ngu‘ért
khdng co chiil chuv:n ho# tudn hodn chi :.rcu hodic co hm;lt tinh nao, Vo di H’&,‘qll thii car th
khodng 10 Uh, co thé xép rivaroxaban vao nhim cae thude thanh thai chim. Es,r thid Irir cla
rivaroxaban khéi hu:.-ﬁl llrung xay ra vin thin gran bédn hoy e 5 dén 9 gilr O ngu-:h'alk'ﬁ ludi vt 11
dén 13 gidr & nguin cao L.

MNgwir can tudi

Nﬁng A thudc trong huyét tiromg bénh nhin cao 101 cao hon so vai o bénh nhiin tré wdi vai che
gia trj AUC trung binh cao hon khodng 1,5 lin, chi }'éu li do gidm dé thanh thii qua thin va toan
phan fxem phan Lice dimg, cdeh ding).

Gidd tinh

Khong co khac higt vé de dong hoc trén ldm sang gifta bénh nhan nam va nid fxem ;:.ﬁ-:in Licu
dimg, cdch dima).

Cin ning

Whimg b¢nh nhén ¢ nhimg thai cwe trong heomg co thé khac nhau (= 50 kg so vai = 120 kg) chi co
anh hudmg it it 3&n ndng 48 thube rvaroxaban wong huyét toong (< 25%) (rem phdn Liéuw dimg,
cdch dimg).

Tré em (1ir ¢ sinh ra cho 16 16 hode 18 tubi vy thuge ludt & nude s tai)

Chua xéc dinh duge hidu qua vi tinh an todn cho tré em v thanh thi¢u mién dudi 18 wdi (xem
phin Lidu diing, cdeh diig),

Chung i Khic nhao

Khing cd sy khic biét trén [am sing gifra céc dfin 1dc ngwli da triing, M7 - Phi, Tdy Ban Nha v
B& Bao Nha, Nhit Ban hay Trung Qude lign quan dén duge ddng hoc va dirge hre hoc ctia thude
(xem phan Litu dimg, edeh dimg),

Suy gan

Anh huwdmyg cia suy gan tid dwge ddmg hoe cin nvaroxeban di duge nghién cim trén cic bénh
nhiin duge phin loai theo xép loai Child Pugh, mit quy trinh chuin trong nghién cin phat trién ve
lim sdng. Mue dich cor bin eda w.ép Inai Child Pugh la dé ddnh gid tign hrgmg coa bénh gan man
tinh. chi :.rE'u & xer gan. 0 nhing bénh nhin duge dir dinh dicu tri EI‘HMH déng, thi khia canh quan
trong cha suy gan 13 gidm tng hop che ydu 1 ddng mau binh thudmg tai gan. Do vén dé ndy chi
dircre ddnh pid théng qua mot trong 56 5 chi s6 lim sing/sinh hod ciu thinh hé théng phin loai
Child Pugh, nén nguy co xudt huyét cia bénh nhin cé thé khong twong quan chat che i cach
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thire :{ép loal nady. Vi vay quyét dinh diéu tri ch-!ing d6ng cho bénh nbin & doc lp vii mie d§
:{ép logi Child Pugh.

Rivaroxaban chéng chi dinh ¢ bénh nhén co bénh gan di kém vii o1 loan donp mau dén t9i che
nguy co xuit huyet trén lim sing.

Bénh nhén xo gan v tén thuong gan nhe (phén logi Child Pugh A) chi bj thay 61 it it vé duoe
dong hoe coa rivaroxaban (AUC tmung binh cua rivaroxaban ting Eﬁp 1,2 lan), gan nhir co thé so
sanh voi nhom chimg khoe mgnh. Khing nhin 1111‘11. cd sy khac bigt vé dic tinh duoe lye hpe gita
cac nhom nay.,

0 bénh nhén xo gan v tin thuomg gan trung binh (phéin logl Child Pugh B), AUC trung binh cua
rivaroxaban t@ng 1én dang ké, gap 2,3 lan so voi ngudi tinh nguyén khoé manh, do 4§ thanh thai
i thude bi gidgm dang ké, cho thay bénh gan nghidm trong. AUC cua phin thude nr do idng 1én
2.6 lin. Khing ci dit lidu trén bénh nhin suy gan nang.

Sur ire ché hoat tinh cla yéu t6 Xa ting 180 v&i he s6 2,6 khi so sanh voi nginti tinh nguvén khoe
inainh, su kéo dii thid gian PT cling ting lén tuong tr véi bé s6 2,1, Bénh nhin suy gan trung binh
nhay cim hom vii rivaroxaban, din i mdi twong quan PE/PD gilta ndng 46 thude va PT ting
dide dirmng hom.

Hién khéng co dir ligu trén bénh nhan Child Pugh C fxem phan Licu dimg, cdch dimg, Ching chi
dinh).

Suy thin

Sy phoi nhiém rivaroxaban ting lén, tuomg quan nghich dao v sy suy giam chire ndng thin,
duoe danh gid thong qua di thanh thai creatinine.

(} bénh nhiin suy thin nhe (45 thanh thai creatinine 50-80 ml/phit), trung binh (4§ thanh thai
creatinine tr 30-49 mlphiat) hodc n@ng (36 thanh thai creasfinime tir 15-29 mil/phar), nong do
rivaroxaban huyft twemg (AUC)H ting 180 glp 1.4 1,5 va 1,6 lin so vé&i trén ngudd tinh nguyén
khive manh (xem phdn Lidu dimg, cdeh ding. Canh bdo vi thin trong khi dimg thude).

Sir tAng tuomg img clia hin qua dioc lue hoe rd ring hem (rem phin Lidu ding, cdeh dimg: Canh
bl vt thedn trong khi dimg rhuiic).

(3 banh nhin suy thin nhe, vira hode niing, hoat tinh e ché yeéu 1o Xa ndi chung ting |én vii he
s tromg g 13 1.5; 1,9 va 2.0 khi so sanh véi ngudi tinh nguyén khoé manh; kéo dai PT cling
ting twomg ty vt hi s6 twomg tmg 14 1,3; 2,2 va 2,4,

Khong co dir ligu trén bénh nhan vin 4§ thanh thai creatinine < 15 ml/phit.

Ehéng khu;-r'én cio sir dyung thuiic cho bénh nhin ¢o di thanh thai creatinine < 15 mil/phal. Sir
dung thin trong rivaroxaban trén bénh nhédn suy thin ning & d4§ thanh thai creatinine 15-29
ml/phit fxem phén Lidu dimg. cdch ding; Canh bio va thin trong khi dimg thude),

QUY CACH PONG GOI:

Hop 3 vi x 10 vién nén bao phim

Hop 1 chai 30 vign nén bao phim

PIEL KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Bio quiin: O nhiét 43 dudi 30°C, ned kho rdo, tranh dnh sdng.
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Han ding: 24 thang ké tir ngdy sin sudt, Khong dung thude khi gua han sir dyng.

Tiéu chuidn chiit hrong cia thude: TCCS

TEN, BIA CHI CUA CU SO SAN XUAT THUOC:

CONG TY CO PHAN DUGC PHAM OPV .
6 27, Duimg 3A. Khu Cong Nghiép Bién Hoa I, Phuimg An Binh, Thinh pht Bién Hoa, 4
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