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RIVARELTA ODT

ifn nén phin tin trong mi¢ng Rivaroxaban 10 mg/15 mg

Théng bdo ngay cho béc si hodc diwoc 5T nhiing tdc dung khong mong muon gap phai khi siv dung thudc

THANH PHAN VA HAM LUQNG
Mdi vién nén phan tdn trong miéng cé chira:

Hoat chit:
Vién nén phan tan trong miéng Rivaroxaban 10 mg: Rivaroxaban ..................... 10 mg
Vién nén phan tan trong miéng Rivaroxaban 15 mg: Rivaroxaban .................... 15 mg

Td dwoec vira dii: Cellulose vi tinh thé 102, manitol 2008D, natri croscarmellose, natri lauryl
sulfat, aspartam, huong cam, magnesi stearat.

DANG BAO CHE

Vién nén phan tin trong mi¢ng Rivaroxaban 10 mg: Vién nén phan tan trong miéng mau
tréng, hinh tron, hai mit khum, mgt mét duge ddp chim chit “HBP”, mdt mdt tron lang, canh
va thanh vién lanh lan.

Vién nén phin tan trong miéng Rivaroxaban 15 mg: Vién nén phan tdn trong miéng mau
tréng, hinh tron, hai médt khum, mdt mét c6 vach ngang, mot mét tron lang, canh va thanh
vién lanh lan,

CHI PINH

Nguwoi lon:

— Phong ngira dot quy do thiéu mau cuc bd va thuyén tic mach toan than & bénh nhan bi
rung nhi khdng do bénh ly van tim.

— Diéu trj va phong ngira tai phat thuyén tic huyét khéi tinh mach (huyét khéi tinh mach
sdu va thuyén tic phoi).

Tré em:

— Diéu tri va phong ngira tdi phét thuyén tic huyét khéi tinh mach.

— Phong ngira huyét khi va thuyén tic mach sau phau thuit Fontan.

LIEU DUNG VA CACH DUNG

Liéu ding:

Phong ngira djt quy do thiéu mdu cuc by va thuyén tic mach toan thin & bénh nhin bi

rung nhi khong do bénh Iy van tim:

Liéu khuyén céo théng thudmg cho ngudi 16m 12 15 mg rivaroxaban uéng 1 1an/ngay sau bira

an. D6i véi bénh nhén suy thén, liéu ding duge giam xudng con 10 mg x 1 lan/ngay tiy

thugc vao mire d suy gidm chirc ning than.

Diéu tri va phong ngica téi phat thuyén tic huyét khéi tinh mach:

Ngwroi lom:

Liéu khuyén cao thong thuong 13 15 mg rivaroxaban x 2 lan/ngay sau bira dn trong 3 tuin

dAu tién sau khi khoi phat huyét khdi tinh mach siu hoiic thuyén tic phéi, sau do udng 15

mg/lin/ngay sau bira an.
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Tré em:

V6i tré niing tir 30 kg trdr 1én, udng 15 mg/lin/ngay sau bita dn.

V6i tré dudi 30 kg, str dung dang bao ché thich hop khdc.

Phong ngira huyét khoi va thuyén tic mach sau phiu thudt Fontan:

Théng thudng, tré ning tir 50 kg trér 1én duge udng 10 mg/lan/ngay.

Tré tir 20 kg dén dudi 50 kg, sir dung vién nén rivaroxaban 2,5 mg hodc dang bao ché thich
hop khac.

Véi tré dudi 20 kg, str dung dang bao ché thich hop khic.

Nhitng doi twong diic biét:

Suy giam chire ndng thgn

Nguoi lon:

Khong khuyén cio sir dung cho bénh nhén ¢6 hé sO thanh thai creatinin < 15 ml/phit.
Nf’iong d6 huyét trong cia rivaroxaban ting 1én dang ké néu suy than ndng (hé¢ s& thanh thai
creatinin 15 — 29 ml/phut), truong hop nay dugc loai trir trong cdc thir nghi¢m ldm sang. Vi
viy, nén can nhic khi sir dung rivaroxaban & nhirng bénh nhén suy thin niing dé phong ngira
dot quy do thiéu mau cuc bd va thuyén tic mach toan than & bénh nhan bj rung nhi khéng
do bénh 1y van tim, néu quyét dinh dung thude, uéng 10 mg/lin/ngay. Khéng sir dung
rivaroxaban dé diéu tri va phong ngira tai phat thuyén tic huyét khéi tinh mach, phong ngira
huyét khoi va thuyén tic mach sau phiu thuat Fontan.

Nong d6 huyét trong cia rivaroxaban ting 1én ddng ké & bénh nhén suy than vira (hé sb
thanh thai creatinin 30 — 49 ml/phat), co thé ting nguy co chay mau. Vi vdy, nén cin nhic
khi sir dung rivaroxaban ¢ nhitng bénh nhén nay, ubng 10 mgflén/ngéy néu sir dung.

Tré em:

Tré em c6 tde do loc cau than < 30 ml/phit/1,73 m?: Khéng khuyén cao diing rivaroxaban
vi khong c6 dir liéu 1am sang.

Nong dd huyét trong cia rivaroxaban ting lén dang ké & tré em 6 toe do loc cau than 30 —
60 ml/phit/1,73 m%; ¢6 thé tang nguy co chiy mau

Suy giam chire nang gan

Rivaroxaban chéng chi dinh & bénh nhén c6 bénh gan kém roi loan déong mau vi ting nguy
co chay mau ké ca nhitng bénh nhén suy gan vira hodc nang (nhém B hodc C theo phén loai
Child Pugh).

Nguoi cao tudi

Nhin chung, cic chirc ning sinh ly nhu chitc niang than bi suy yéu. Trong mét nghién ctu
ldm sang & bénh nhan rung nhi khéng do van tim, ty 1€ chay médu & ngudi tir 75 tudi tros 1én
cao hon so v&i ngudi dudi 75 tudi.

Cach ding:
Diing duong udng sau khi an.
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CHONG CHI PINH

— Qud mAn vai bit ky thanh phan nao cua thude.

— Dang chay mau (chay méu ndi s, chay mau duong tiéu hoa hodc chay may dang ké trén
1am sang khac).

— Bénh gan kém roi loan déng mau.

— Suy gan vira hodc ning (nhom B hodc C theo phén loai Child-Pugh).

— Phu nir mang thai hoiic ¢6 thé mang thai.

— Bénh nhin dang ding thudc e ché protease HIV (ritonavir, lopinavir — ritonavir,
atazanavir, darunavir, fosamprenavir) hodc nirmatrelvir — rifonavir.

— Bénh nhan dang ding thudc khdng nim nhém azole dang ubng hoiic tiém (itraconazole,
voriconazole, miconazole, posaconazole, ketoconazole).

— Bénh nhéan diung ensitrelvir.

— Bénh nhan bj viém ndi tim mac cap do vi khudn.

Phong ngira dot quy do thiéu mdu cue bd va thuyén téic mach toan than ¢ bénh nhan bj rung

nhi khéng do bénh Iy van tim:

— Bénh nhan suy thdn (d) thanh thai creatinin < 15 ml/phut).

Diéu tri va phong ngtra tdi phat thuyén tdc huyét khoi tinh mach, phong ngiva huyét khoi va

thuyén tac mach sau phau thudt Fontan:

— Bénh nhén suy gidm chirc ning than ning (d¢ thanh thai creatinin < 30 ml/phit & nguoi
16n, te dd loc cau than dudi 30 ml/phat/1,73 m? & tré em).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cainh bdo:

Sir dung rivaroxaban co thé gy chay mau va cac truong hop chay mau nghiém trong co6 thé

dan dén tir vong. Nén cdn nhic dén nguy co chiy mdu va loi ich cia diéu tri bing

rivaroxaban. Vi chua c6 chi sé nao dugc thiét 1ap dé danh gia chinh xdc nguy co chay mau

lién quan dén rivaroxaban, cin theo dai chit ch& cac dau hi¢u chiay mau, thiéu méu ciing

nhur két qua xét nghiém déng méu trong qua trinh diing thude. Néu ghi nhan bit ky diu higu

nao, thure hién cac bién phdap thich hgp ngay lap tirc.

Khi ding 15 mg rivaroxaban x 2 lan/ngay sau bira an trong 3 tuin déu tién sau khi khéi phat

huyét khéi tinh mach sau hodc thuyén tic phdi & ngudi 16n, cin nhiic dén kha ning ting

nguy co chay mau. Dic biét, nguy co chdy méu tang & nhitng bénh nhén suy thén, cao tudi

hoidc bénh nhdn nhe cdn va cling ¢d nguy co ting xu hudng chdy mau ¢ nguoi dung déng

thoi thude chong két tap tiéu cau. Do do, chi nén ding rivaroxaban & nhitng bénh nhén nay

néu loi ich didu tri 16n hon rui ro.

Khi diu tri va phong ngira tai phat thuyén tic huyét khoi tinh mach, phong ngira huyét khdi

va thuyén tic mach sau phiu thudt Fontan, két hop voi gay té tiy séng/ngoai mang cimg

hodc choc do tiy song c6 thé lam tu mau tai vi tri choc do, gdy liét do chén ép than kinh.

Khéng sir dung rivaroxaban néu dang dit ong thong ngoai mang cimg hoiic trong nhitng

ngay dau sau khi gay té tiy sdng/ngoai mang cirng hodic choc do tiy song.

Than frong:

D6i véi chi dinh diéu tri va phong ngiva tdi phdt thuyén tac huyét khoi tinh mach: Tinh an

toan va hiéu qua cta rivaroxaban chua dugce thiét l4p & ngudi 1én b thuyén tic phoi khong
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on dinh vé mit huyét dong nhu soc, ha huyét ap kéo dai hodc & bénh nhan dugc diéu tri tiéu
soi huyét hay 14y huyét khéi mach méau phdi. Rivaroxaban khong duge khuyén cdo thay thé
cho heparin ¢ nhitng bénh nhan nay. O tré em, nén ding rivaroxaban sau khi da diéu tri cap
tinh ban dau thich hop (nhu dung heparin) trong it nhit 5 ngay. Tinh an toan va hiéu qua
cua rivaroxaban chua duoc nghién ciru & nhitng bénh nhan ¢é b loc tinh mach chu dudi.
Thoi gian prothrombin va ty 1¢ chuan héa qudc té (PT — INR) khong phai 1a chi s6 chuan
cho tac dung chong dong mau cua rivaroxaban va céc xét nghiém déng mau nhur thoi gian
thromboplastin mét phin hoat héa (aPTT) khéng duoc khuyén céo la chi sb dé theo dai tac
dung chéng déng mau ciia thude nay.
Vi c6 thé xay ra cac tac dung phu nhu chdy méu, nén xét nghiém cong thirc mau (nong do
hemoglobin) va xét nghiém méu én trong phén néu cén thiét, thyre hién cac bién phap thich
hop néu ghi nhén cic dAu hiéu chay mau nhu néng do hemoglobin hoic huyét ap giam dot
ngot.
Bénh nhén can duge huéng dan lién hé véi bac si néu gip bét ky triéu chimg chay méau bit
thudng nao nhu chay mau miii, chay mau dudi da, chdy mau nuoéu rang, tiéu méu, ho ra
méau, nén ra mau hodc c6 mau trong phan.
Khi phéi hop hai thude chdng két tap tiéu cdu vai nhau, nguy co chiy mau ¢ thé ting lén
dang ké. Do d6, can can nhic ky ludng khi két hop rivaroxaban véi nhom thuée nay va chi
nén dung néu xac dinh loi ich diéu tri 16n hon rii ro.
Néu can phai can thiép thi thuat xim 1an hodc phau thuat, nén ngimg ngay rivaroxaban it
nhat 24 gio trude khi tién hanh can thiép néu c6 thé va dya trén dénh gia lam sang cua bac
sT. Néu khong thé tri hodn viéc thue hién thi thudt, nén danh gid sy ting nguy co chay mau
so vO1 tinh cfip thiét cua can thiép. Sau khi tién hanh cac thi thudt xam lin hodc can thiép
phiu thuat, nén bit dau str dung lai rivaroxaban ngay khi c6 thé véi diéu kién tinh trang 1am
sang cho phép va qua trinh cAm mau diy du da duoc thiét 1ap theo xéac dinh ctia bac si dicu
tri.

Khi chuyén ddi giita rivaroxaban va thudc chng déng méu khac, can luu ¥ nhitng diém sau:

— Néu cén phai chuyén tir warfarin sang rivaroxaban, cin ngimg ding warfarin, thyc hién
cac xét nghiém dong mau nhu PT — INR va bit diu diing rivaroxaban cang sém cang tot
sau khi xac nhin PT — INR da thép hon ngudng dudi ctia pham vi diéu tri.

— Khi chuyén tir thude chéng dong dudng tiém (nhw heparin) sang rivaroxaban, nén bat dau
udng rivaroxaban tir 0 dén 2 gio trude thoi diém tiém tinh mach hodc tiém dudi da tiép
theo hodc vao thdi diém ngimg truyén tinh mach lién tuc.

— Téc dung chéng dong mau cé thé khong du khi chuyén tir rivaroxaban sang warfarin, do
d6 can than trong dé duy tri tac dung chéng déng mau va nén dung két hop rivaroxaban
v6i warfarin cho dén khi cac gid tri xét nghiém déng mau nhu PT — INR vuot qua gidi
han dudi cia pham vi diéu tri. (Trong mét nghién giai doan 111 & tré em bj thuyén tic
huyét khéi tinh mach, xét nghiém PT — INR sau hai ngay sir dung déng thai rivaroxaban
va warfarin, ngirng rivaroxaban néu gia tri nay > 2,0). Xét nghiém PT — INR khéng phan
anh chinh xé4c tac dung chdng déng ciia warfarin trong vong 24 gir sau khi ngimg
rivaroxaban.
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— Néu chuyén tir rivaroxaban sang nhitng chit chong dong dudng tiém, nglmg rivaroxaban
va tiém liéu thude chéng dong dau tién vao thoi diém cuia liéu rivaroxaban tiép theo.

C6 thé giip phai bénh phdi k&, bénh nhan nén lién hé véi béc si ngay néu gip cac triéu chimg

nhu ho, dom ¢6 mdu, kho thé hogc sbt.

Néu bénh nhin quén udng mét licu thudc thi nén udng rivaroxaban ngay khi nhé ra va tiép

tuc ubng ngay moét lin theo khuyén céo vao ngay tiép theo. Khong nén ding liéu gip doi

trong cung mdt ngay dé bu cho lidu thude da quén khong ubng va phai doi it nhit 12 gio

trude khi udng liéu tiép theo.

Néu can dio nguoc tic dung chéng dong mau ctia rivaroxaban & nhiing bénh nhén dang

dung thude bi chay méu nghiém trong de doa tinh mang hodc khd cim mau, tham khao

huéng dan sir dung thude dao nguoc chét tre ché )'éu td Xa diic hiéu andexanet alfa (tai to

hgp gen) va xem xét cac canh bao khi str dung nhu chéng chi dinh, than trong vé licu luong

va cach dung, than trong & dbi tugng dic biét va tac dung khong mong mudn.

Diéu tri va phong ngira tdi phdt thuyén tic huyét khoi tinh mach:

Thoi gian dung rivaroxaban phai dugc xac dinh dya trén nguy co tai phat thuyén tic huyét

khdi tinh mach (huyét khéi tinh mach sdu va huyét khéi thuyén tic phdi & nguoi lém) va

nguy co chdy mdu ¢ tung bénh nhén, khong tiép tuc ding thude ma khong ¢6 muc dich.

Cén chu y dén nguy co chay mdu, dic biét 1a trong 3 tudn diu diéu tri véi liéu 15 mg x 2

lAn/ngay sau khi xuét hién huyét khdi tinh mach sau hoiic thuyén tic phdi & ngudi 16m.

O nguoi 16n, nén tranh chuyén tir warfarin sang rivaroxaban trong 3 tudn dau sau khi khoi

phat huyét khdi tinh mach sau hodc thuyén tic phdi. Sau dé, cin nhic can than tinh phit hop

ctia viée chuyén tir warfarin sang rivaroxaban, tinh dén kha niing tac dung chdng dong co

thé khong day du.

O nguoi 16n dung 15 mg x 2 lan/ngay trong 3 tuén sau khi khéi phat huyét khéi tinh mach

sau hoiic thuyén tic phdi, néu quén mot liéu, bénh nhin nén udng ngay lidu da quén dé liéu

hang ngay dap tmg 30 mg, c6 thé udng hai lidu ciing mdt lic. Tir ngdy hom sau, tiép tuc

udng thude 2 lan/ngay.

Khi dung rivaroxaban cho tré em, phai thuc hi¢n diéu tri dudi sy gidm sat cia béac si co

chuyén mén vé liéu phap chong dong méu & tré em.

Phong ngira huyét khéi va thuyén tic mach sau phau thudt Fontan:

Do bénh nhan sau phau thuat Fontan c6 thé xudt hién va tién trién nhiéu rdi loan co quan

khac nhau do tudn hoan Fontan, cin theo ddi chit ché tinh trang bénh nhin bao gom nguy

co huyét khéi thuyén tic mach va chay mau trong tung truong hop, cting nhu chirc nang

gan, chirc ning thén va cac bién chung, danh gia can than kha ning tiép tuc dung thude.

Khi ding rivaroxaban cho tré em, phai thuc hién diéu tri dudi sy giam sat clia bac si ¢

chuyén mon vé liéu phép chdng déng mau & tré em.

Théng tin vé td dwgc

San phém nay co chira aspartam ngudn gde tir phenylalanin, ¢6 thé gay hai cho nhitng ngudi

bi phenylketon niéu. 3

San pham chira manitol, c6 thé giy nhuén trang nhe.

San phdm chira it hon 1 mmol natri (23 mg) mdi vién, nghia 1a vé co ban “khong chira natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai:
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Khong dung rivaroxaban cho phu nit c6 thai va phy nit ¢6 kha ning mang thai. Nhiing
nghién clru & dong vat cho thy rivaroxaban qua dugc nhau thai & chudt, ting nguy co Xut
huyél tir cung, ting ty 1¢ di tat o liéu gdy doc cho thé me, gy ddc tinh cho phéi thai nhu
tang ty 1¢ thai chét luu, giam ty 1& séng sot clia con va suy giam sirc khoe con non (chudt).
Phu nit cho con bii:

Thong tin tir nghién ciru trén dong vat cho thdy ring rivaroxaban dugc bai tiét qua sira. O
nguoi, cling ¢6 bdo cao thudc di vao sira me. Vi vy, chéng chi dinh sir dung rivaroxaban ¢
phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Rivaroxaban c6 anh hudng nhé dén kha ning 14i xe va sir dung méy moe. Nhing phan (g
bat lgi nhu ngat va chéng mit duge ghi nhin. Nhimg bénh nhin gdp phai nhing tic dung
khong mong mudn nay khong nén 1di xe hodc sir dung may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude:

Rivaroxaban dugc chuyén héa chii yéu bdi CYP3A4, CYP2J2, rivaroxaban ciing 1a co chét
ctia protein van chuyén P-glycoprotein (P-gp) va protein khang ung thu vi (BCRP).
Chéng chi dinh két hop rivaroxaban vdi:

Cac san piufm chira ritonavir, atazanavir, darunavir, fosamprenavir

Cac thube ndy e ché manh CYP3A4 va P-glycoprotein lam giam do thanh thai dan dén
tang nong do rivaroxaban trong mau, lam ting tac dung chdng déng mau va ting nguy co

chay mau.

Cic ché pham cé chiva cobicistat

Céc thube nay e ché manh CYP3A4 lam giam do thanh thii din dén tang nong do
rivaroxaban trong mau, lam ting tac dung chéng dong mau va ting nguy co chay mau.
Thuéc khing nim nhém azole dwong ubng va tiém (itraconazole, voriconazole,
miconazole, posaconazole, ketoconazole) va ensitrelvir

Cac thude nay trc ché manh CYP3A4 va P-glycoprotein lam giam d¢ thanh thai dan dén
tang nfing do rivaroxaban trong méu, lam tang tic dung chdng doéng mau va ting nguy co
chay mau.

Thin trong khi phéi hop rivaroxaban vdi:

Thuéc chong dong mdu

Céc ché phim chira heparin, ché phadm heparin trong luong phén tir thip (nhu enoxaparin
sodium), fondaparinux sodium, warfarin potassium c6 tac dung hi¢p déng vOi rivaroxaban,
do d6 tang nguy co chdy mau. Can than trong khi phdi hop va theo dai chit ché.

Thuéc cé tic dung ikc ché két tap tiéu ciu

Céc thude khang tiéu cau (nhu aspirin, clopidogrel sulfate, ticlopidine hydrochloride, ...) va
thude ha sdt, giam dau, chdng viém khong steroid (naproxen, diclofenac sodium, ...) lam
tang tac dung chéng dong mau va trc ché két tip tiéu cau ciia rivaroxaban dan dén ting nguy
co' Xuét huyét. Do dé, nén can nhéc cin than gifra lgi ich va rii ro khi diéu tri két hop cac
thudc nay. Bénh nhén can duoc theo doi chit ché va thin trong trong qua trinh dung thude.
Thubc tec ché tii hdp thu serotonin cé chon loc, thube irc ché tdi hip thu
serotonin/norepinephrine
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Tac dung chéng dong mau va trc ché két tap tiéu cu ctia cac thude nay 1am ting thém kha
nang xuét huyét. Do do, can theo ddi can thin va thue hién cac bién phap phong ngtra thich
hop.

Thubc tiéu soi huyét nhw urokinase, ché phim t-PA (alteplase)

Tac dung chong déng mau va tiéu s¢i huyét cia céc thude nay lam ting thém xu hudng Xuat
huyét. Do d6, can theo ddi cdn thin va thyuc hién céc bién phdp phong ngira thich hgp.
Fluconazole, fosfluconazole, clarithromycin, erythronycin

Fluconazole e ché CYP3A4, clarithromycin va erythromycin (e ché CYP3A4 va P-
glycoprotein, do d6 cé thé lam giam d¢ thanh thai ctia rivaroxaban. Pa c6 bdo cdo vé ting
ndng d rivaroxaban trong mau. Dé phong ngira huyét khéi va thuyén tic mach trong 3 tuin
dAu sau khi khoi phat thuyén tic huyét khéi tinh mach & ngudi 16n va sau tha thuat Fontan,
khong nén dung ddng thoi cac thude nay trir khi khong thé tranh vé mit diéu tri. Dé phong
ngura dot quy do thiéu mau cuc bd va thuyén tic mach toan than & nhitng bénh nhén bi rung
nhi khéng do bénh 1y van tim, didu tri va phong ngira tai phat thuyén téc huyét khoi tinh
mach & tré em can niing tir 30 kg tré 1én va dé phong ngira tai phat sau 3 tudn diéu tri dau
tién ¢ nhitng bénh nhan trudng thanh bi thuyén thc huyét khoi tinh mach, cin nhiic dung
rivaroxaban véi lidu 10 mg/lan/ngdy hodc chi dimg két hgp nay & nhitng bénh nhan dugc
xem 1a phit hop sau khi cin nhic k¥ ludng cdc lgi ich va rii ro cla diéu tri.

Rifampicin

Rifampicin cam g manh CYP3A4 va P-glycoprotein, do d6 lam ting d6 thanh thai cua
rivaroxaban, da c6 bao cdo giam nong do rivaroxaban trong mau va tac dung chéng dong
mau cua rivaroxaban bi suy giam.

Phenytoin, Carbamazepine, Phenobarbital, thicc phiim chiva St. John's Wort

Nhitng loai thudc nay cam (rmg manh CYP3A4, nong d¢ rivaroxaban trong mau ¢o nguy co
giam do tdng do thanh thai.

Twong ky:

Do khong ¢6 céic nghién ciru vé tinh tuong ky cta thude, khong tron 1an thude nay véi cdc
thude khic.

TAC DUNG KHONG MONG MUON

Thirong gap (1/100 < ADR < 1/10)

- Mit: Xuét huyét két mac.

- Tiéu hoa: Chay mau nuou rang.

- Mach mau: Tu méau.

- H6 hip: Chay mau cam, ho ra mau.

- Mau: Thiéu mau.

- Than va tiét ni¢u: Tiéu ra méau.

- Sinh duc: Réi loan kinh nguyét.

- Da va mé dudi da: Dém xudt huyét.

- Khéc: Bam tim.

It gdp (1/1000 < ADR < 1/100)

- Than kinh: Chéng mit, dau dau, mat ngt.
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- Tiéu hoa: Chay mau hdu mon, tiéu chay, budn non, chay mau miéng, phan cé mau, dau
bung, mau an trong phan, dau bung trén, kho tiéu, téo bon, non, nén ra mau, kho miéng, trao
nguge da day thuc quan, viém da day.

- H6 hap: Kho tho.

- Méau: Tang INR, giam nong dd hemoglobin, thiéu mau do thiéu sét.

- Gan mét: Tang ALT, taing AST, tang biliburin méu, ting ALP.

- Than va tiét ni¢u: Nude tiéu c6 mau.

- Sinh duc: Xuét huyét bd phén sinh duc.

- Co xuong khap: Dau chan tay, dau khép.

- Da va mé du6i da: Xuat huyét dudi da, tu méu dudi da, ryng toc, rach da.

- Hé mién dich: Phét ban, ngtra, viém da di {mg.

- Khéc: Chay mau vét thuong, chay médu sau phau thudt, suy nhugce, phi ngoai bién, chan
an, mét moi.

Hiém gdp va rit hiém gdp (ADR < 1/1000)

- Than kinh: Ngit.

- Tai: Chdy méu tai.

- Tiéu hoéa: Tri, ting amylase, ting lipase.

- Mach mau: Nhip tim nhanh, ha huyét ap.

- Méu: Tang tiéu ciu (ting s6 lugng tiéu cau, ...).

- Gan: Ting y-GTP, tiang bilirubin truc tiép.

- Than va tiét niéu: Chay mau duong tiét niéu, gidm do thanh thai creatinin thin, tang 776
creatinin mau, suy than, ting BUN. NG
- Co xuong khop: Xuit huyét co. HEW
- Da va md duéi da: Tray da. ot
- Hé mién dich: May day (ngira toan than), phan tmg di trng, phit mach. -

- Khac: Phi cuc b, mét moi, tiét dich vét thuong, sdt, tu mau dudi mang cing. 1A~

Khéng ré tin suiit

- Mach mau: Gia phinh mach.

- Gan: Tang LDH.

QUA LIEU VA CACH XU TRIi

Triéu chitng:

Céc bién chimg chay mau co thé xay ra.

X tri:

Cén nhéc dung than hoat tinh dé giam hép thu. Néu xay ra chay méu:

— Neén tri hoan liéu rivaroxaban tiép theo néu thich hgp. Rivaroxaban c6 thoi gian ban thai
khoang 5 — 13 gio & nguoi 16n va 1 —4 gid & tré em.

— Xir tri tuy theo tirng truong hop dua vao tinh chit nghiém trong va vi tri xudt huyét.

— Diéu tri triéu ching thich hop ¢6 thé dugce dp dung, nhu ép co hoe (vi du: chay mau cam
ning), cAm mau trong phiu thuat v&i nhitng bién phép kiém soat xudt huyét, thay thé dich
va hd tro huyét dong, nhitng san phdm mau (héng cdu hogic huyét twong tuoi dong lanh
tiy thudc vao tinh trang thiéu mau hodc roi loan dong mau kém theo) hodic truyén tiéu
cau.
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Do rivaroxaban ¢6 kha nang lién két véi protein manh nén phuong phap thdm phian méau
khong c6 hidu qua trong viéc loai bo thude.

DUQC LUC HQC

Ma ATC: BO1AFO1

Nhém duoe Iy: Thube chéng déng, tre ché trye tiép yéu to Xa.

Co ché hoat déng:

Rivaroxaban la chit (rc ché truc tiép yéu té Xa c6 tinh chon lgc cao v6i sinh kha dung duromg
ubng. Su trc ché yéu t6 Xa ngin cin con dudng ndi sinh va ngoai sinh cta qua trinh déng
mau, (rc ché ca sur hinh thanh thrombin va huyét khi. Rivaroxaban dugc chirng minh khéng
tre ché thrombin va khong anh hudng 1én tiéu cau.

Tac dung chéng huyét khéi:

Rivaroxaban ¢6 hiéu qua trc ché sy hinh thanh huyét khdi phu thude vao liéu trén mo hinh
huyét khdi tinh mach va dong mach & chuot nhit, chudt cdng hoic tho.

Ngoai ra, trong mo hinh huyét khéi tinh mach & thé, su phat trién cia huyét khdi sau khi
hinh thanh da bi trc ché.

DUQC DONG HOC

Hip thu

Khi ubng 5 mg va 20 mg rivaroxaban ltc doi, sinh kha dung tuyét di lin lugt 1a 112% va
66%.

Khi udng 20 mg rivaroxaban vao sau bita n, AUC trung binh ting l&n 39% khi so v&i ubng
thude e doi.

Thir nghiém trén 11 nam thanh nién Nhit Ban khoe manh véi liéu duy nhat 15 mg
rivaroxaban dugc udng vao lic do6i va sau bita dn, ghi nhin sur tri hodn tmex nhung khong c6
anh huong nao dén AUC hodc Cmax.

Phin b

Ty 1¢ lién két véi protein huyét twong cao, khodng 92 — 95%, chu yéu 12 gin véi albumin.
Thé tich phan bd Vs vira phai xdp xi 50 lit.

Chuyén héa

Rivaroxaban dugc chuyén hoa chu yéu boi CYP3A4, CYP2J2 véi nhimg chét chuyén hoa
chinh la san phdm oxy h6a phéan tir morpholinon v thity phan lién két amid. Dya trén nghién
clru in vitro, rivaroxaban 1a co chit ctia protein van chuyén P-glycoprotein (P-gp) va protein
khang ung thu v (BCRP).

Thdi trir .

Sau khi tiém tinh mach rivaroxaban, hé sé thanh thai toan than 10 /givr va 42% lidu diing
duoc bai tiét qua thin dudi dang khong doi. Khi 4 nam gidi treong thanh khoe manh ubng
rivaroxaban gén “C, khoang 2/3 liéu dung duoc thi trir qua nude tiéu va qua phin dudi
dang chét chuyén hoa khong ¢6 hoat tinh. 1/3 lidu diing con lai duoc bai tiét truc tiép qua
thin du6i dang khong doi.

Cic dbi twong diic biét

Suy giam chirc nang thdn:

O nhitng nguoi suy thin nhe (d6 thanh théi creatinin 50 — 79 ml/phat), vira (d9 thanh thai
creatinin 30 — 49 ml/phit) va nang (dd thanh thai creatinin 15 — 29 ml/phut), nong do trong
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huyét tuong cua rivaroxaban (AUC) ting lén twong tng 1,4; 1,5 va 1,6 lan so véi nguoi
khoe manh. Sy tre ché hoat dong yéu td Xa tang 1én tuong tmg 1,5; 1,9 va 2,0 lan; ting kéo
dai PT Ién tuong tng vadi ty 1€ 1,3; 2,2 va 2,4 lin. Khong ¢6 dit liéu & nhitng bénh nhin c6
do thanh thai creatinin < 15 ml/phut.

Suy giam chitc ndng gan:

Bénh nhin xo gan bj suy gan nhe (nhém A theo phén loai Child Pugh) cho thiy chi co mot
vai thay dbi nho vé duge dong hoc ctia rivaroxaban (AUC trung binh cta rivaroxaban ting
1,2 14n) sau khi dung liéu 10 mg, gin tuong duong véi nhém khoe manh dbi chirng, khong
¢o sur khéc biét vé tac dung dugc luc hoc. 6} nhimg bénh nhén xo gan bi suy gan vira (nhom
B theo phén loai Child Pugh), AUC rivaroxaban trung binh dé tang 1én dang ké khoang 2,3
lan so véi nhitng ngudi khoe manh. AUC cua thude tu do ting 2,6 lan. Sur trc ché hoat dong
ctia yéu to Xa tang 1én 2,6 ldn & bénh nhén suy gan vira khi so sanh v&i ngudi tinh nguyén
khée manh; kéo dai PT tuong tu ting lén 2,1 lan.

Khéng ¢6 nghién ciru nao dugce tién hanh & nhitng bénh nhan nhém C theo phén loai Child
Pugh.

QUY CACH DONG GOI

Hop 3 vi x 10 vién.

BAO QUAN

Bao quan trong bao bi kin, noi kho rao, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuat.

HAN DUNG

24 thang ké ur ngay san Xuat,

nhdan bao bz.

Co 56 san xudt:

Cong ty TNHH Sinh Duoc pham Hera

Lé A17 Khu céng nghiép Tie Ha, pheong Tir Ha, thi xd Hirong Tra, tinh Thira Thién Hué,
Viét Nam.
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