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R r o NAY CHi DUNG THEO DON THUO®

XVLIDONV']
LANGITAX

HUONG DAN SU DUNG THUOC
Vién nén bao phim LANGITAX

THANH PHAN: Cong thire cho | vien nen bao phim:
Vién nén bao phim LANGITAX chita hoat chat 14
Rivaroxaban von him lwgng nhu sau:

LANGITAX 10 chura

LANGITAX 15 chira Rivaroxaban 15 mg

LANGITAX 20 chira Rivaroxaban 20 mg
Ta duge: thanh plhm ta duoc vira du cho 1 vién nén bao phtm
LANGITAX bao gom: lactose monohydrat, cellulose vi tinh
the 101, natri croscarmellose, natri lauryl sulfat,
hydroxypropyl methyl cellulose 606, magnesi stecarat,
polyethylen glycol 6000, tale, titan dioxid. Riéng Vvién
LANGITAX 15 va LANGITAX 20 c6 thém ta duge mau do
oxid sat,

DUQC LYCHOC
Corché rac dung:
Rivaroxaban 1a mét chit trc ché chon loc yéu to Xa méa khong
cin 1 duug yeu tr;:- {Lhang han nhir Anti-thrombin I1).
Rivaroxaban \rc ché hoat dong cua prnthmmbmast: va yeu to
Xa tr do. Rivaroxaban khong c6 tic dung truc tiep Ién sy ket
tap tiéu cdu, nhung tre ché gxﬁn tlep sur ket tap tieu can gay ra
bai thrombin bang con dudmg (rc ché tao thrombin.
Tac dung cegre lee:
Sw irc ché hoat tinh yéu t6 Xa phu thuge lieu cua rivaroxaban
da dwoc quan sat thay trén nguoi. Thot gian Prothrombin (PT)
b1 anh humlg theo liéu rivaroxaban su dyng co tuong quan
chat ch& véi ndng do huyét tuong néu ding Neoplastin dé thir.
Thoi gian hoat héa mét phin thromboplastin (aPTT) va
HepTest cling h; kéo dai phu thuqc viao licu dung; tuy nhién
khong khuyén cdo str dung céc chi s6 nay dé danh gia tac dung
duoe lue cua rivaroxaban. Hoat tinh d6i khang yéu t6 Xa ciing
bianh lumrﬂg bari rivaroxaban.
Khong can thiét phai theo ddi céc tham 56 déng mau trong qui
trinh diéu tri vdi rivaroxaban,
DUQCDONG HQC
Hap thu:
- Sinh kha dung cua rivaroxaban phu thugc vao licu dung Olidu
10 mg, sinh kha dung duong uong khoang 80-100% va khong.
bj anh hudng bai thire an. O lidu 20 mg vi bira fin khong ch t
béo, sinh kha dung khoang 66%. Su gan két voi thire an lam
ting sinh kha dung cua liéu 20 mg (AUC trung binh ting
khoang 39% va C_, tang khoang 76% khi dung chung vai
thirc an).

Nong d tm da cua rivaroxaban (C_, ) dat dugc sau 2-4 gid

Rivaroxaban [0 mg

ding thude. Dugc dong hoc cua rivaroxaban khong bi anh
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CHI DI‘\H

Giam nguy co dot«
nhi khéng dobénh
E}leu trihuye étkhoi
Diéu tri tic mach

- Giam nguy co ta

phoi sau 6 thang ¢

- Duphong huyet |

phau thudt diu g

CHONG CHI DIN]

Bénh nhén qua |
nao cua thuog.

- Bénh nhin dang

trén lam sang.

- Bénhnhinsuy tt
- Bénh nhinsuy ¢

nao lién quan deé
Phu nir co thai.

LIEU LUQONG V4

Liéu dung:

Chi dinh
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win thin & bénh nhin
khong do bénh 1§ van tin

Dicu try huyet khoi 6
tiie mach phoi
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Khoang 51% hiéu [ 'Cl-nivaroxaban uing vao duoe thu hioy
durev dang chat chuven hoa khong hoat tinh trong nrde Hidy
(30%) v phin (2 1%). phan con lan dirdi dang khong thay don
Sy oxy hoa xuc the bn CYPIAA/S va O 212 vasuthuy phian
ld cac con durdmg chinh cua qua trinh sinh chuyeén hoa
Thai tree
- Khoang 2/3 Lic¢u rivaroxaban duoe tha toa dudn dang chin
chuyén hoa khong hoat tinh gqua phin va nude ticu, 1/3 licu
con lai duge thai tnr e teép qua thin dudi dang hoat chat
khong doi trong nurde ticu, chu yéu qua b tict tich cue o than
- Rivaroxaban 13 chiat nén ciua protein vin chuyen I
glycoprotein (P-gp) va protein doi khang ung thur vis (BCRP)
' Al lue cua rivaroxaban vai cac protein van chuyen chura durgc
' biét ro. |
_ Véi do thanh thai co thé khoang 10
- rivaroxaban vao nhom cic thuoe thanh
l ban huyv cua rivaroxaban khoang tir 5-9 g0 0 ngt
khoe manh vatir 11-13 gidr o ngurdi cao i,
Poi neong dac bigt:
Pé thanh thdi cia rivaroxaban giam ¢ nhimg b
thian {nfiiﬁy mirc dg) va bénh nhan suy gan trun
lam tang nong d¢ cua thude trong huyet twong.
CHIDINH
- Giam nguy co dotquy va tac mach toian than ©
nhi khong do bénh ly van tim.
- Dieu tri huyet khai tinh mach sau.
- Piéutri tic mach phoi.

lit/gidr, co the xep
thai chiam. Tha gian
1 tre taoi
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g binh, do do

- Giam nguy co tai phat huyét khoi tinh mach sau va tac mach

phai sau 6 thang dicu tri.
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- Duphong huyet khéi tinh mach sau ¢ cac bénh nhan tién hanh

phiu thuat déu gbi hoge thay khop hiang.
CHONG CHI DINH

Bénh nhan qué man véi rivaroxaban hofc bat cir thanh phan

nao cua thuoc.

- Bénh nhan dang chay mau b¢nh ly hofic co nguy co chay mau

trén lam sang.
- Bénh nhan suy thin ¢6 d6 thanh thai creatinin < 15 ml/phut.

LY

- Bénh nhén suy gan vira, suy gan nang hodc co bat ky bénh gan

nao lién quan dén roi loan dong mau.

- Phunt cothai, :
LIEUL UONG VA CACHDUNG
Liéu dung. i

" Chi dinh [ Licu diing

Giam nguy co dot quy va tic mach
toan than ¢ bénh nhin rung nhi
x khéng do bénh ly van tim _!u:'gnll."il

Creatinin L‘]I::nmnc_e (CrCl) > S0 ml/phit: ngdy
1 lin, mdi lin 20 mg (1 vién LANGITAX 20)

" CrCl 15-50 mUphit; ngdy 1 lin, moi lan 15

.'II mg (1 vién LANGITAX 15) lae in 10

||' Diéu trj huyét khoi tinh mach sau,

| tic mach phoi

[

dicu tri duy tri

Ngdy 2 lan, moi lin 15 mg (1 vién
LANGITAX 15) cung véi thire @n trong 21
| ngay, sau d6 ding ngay 1 lin, mdi lan 20 mg
(1 vién LANGITAX 20) ciing véi thire dn d¢
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Phay khap goi: ngay 1 lin, mon lin
' L vién LANGITAX 10) trong 12 gy
Cachdimg.;

Khong duge nhai, be, nghicn vién thudc. =

Vien LANGITAX 15 v LANGITAX 20 nén durge dimg cing vor

thire an, LANGITAX 10 ¢6 thé dung cung vai thue an hodc

khone.

* Chuyén wr warfarin sang rivaroxaban: bénh nhin dang illl ng

warfarin khi chuyen sang rivaroxaban phai ngumg warfarn va
bat dau rivaroxaban ngay sau khi chi so xét nghiém INR la
dudi 3,0 dé tranh thoi ky khang dong khong day du.
Chuyén tr thude chong dong mau khic warlarin_sang
rivaroxaban: d6i vai bénh nhin hién dang dung mot Ihum_:
chong dong mau khic warfarin (heparin trong lugng phan tr
thap hodic thude chong dong duong uong khong warfarin), bat
dau rivaroxaban 0-2 gid trude liéu buoi t61 theo lich tiép theo
cua thude va bo licu cua cac thude chdng dong mau khac. Doi
Vo1 heparin khong phin doan tiém truyén lién tuc, dimg
truyen va bt dau ngay rivaroxaban,
THAN TRONG
* Nguy cohuyet khéi:
Ngung sir dung sém thuéc chéng dong duimg ubng, bao gom
rivaroxaban, lam ting nguy co huyét khoi. Tang ty 1¢ dot quy
da duogc quan sat trong qué trinh chuyén doi tir rivaroxaban
sang warfarin trong cdc thu nghiém lam sang ¢ bénh nhin
rung nhi. Néu ngung sir dung rivaroxaban vi mét ly do nao
khac ngoai chay mau hodc hoan thanh liéu trinh diéu tri, cin
xem xét sirdung mot thude chong dong khic.

Nguy cochaymau:

- Nhu v6i céc thuoe chong dong méu khac, bénh nhin dung
rivaroxaban can dwgc quan sit can thin cdc dau higu chay
mau. Str dung thuoe hét stre thian trong o cac bénh nhan co ting
nguy co chay mau nhur: |
+ Réiloan chay mau bam sinh hoic méc phai :

+ Tang huyét 4p dong mach nghiém trong khong kiém sodt
dugc

+ Bénh dudng tiéu hda ma khong ¢ vét loét dang hoat dong
Cf; tiem ning gay chiay médu (nhu bénh viém dudng rudt,
viém thire quan, viém da day hay trao nguge da day - thye
quan)

+ Bénhly vong mac m:_ln:h~ mau : Sl

+ Gidn phé quan hay c6 tién sir xuat huyet phoi SR

_ Nhing bénh nhan nay phai dugc theo doi can thin cac dgu

hiéu va triéu chimg cia chay mdu v thiéu mau sau khi bat dau

dicu tri, Bét ky su tut giam hemoglobin hay huyét ap khong

giai thich duoe c&p phai tim ra vi tri chay mau.

* Bénhnhan suy than. : - \i creatinin <

" Onnetababini i L
30 ml/phut), nong t._"]rwgmxfll i v dun rivaroxaban
din dén ting nguy co chay mau. th_mg sur du E e £ v

b hant nban c6 CrCl < 15 mU/phit. Quan st chat Ché Y2
Eﬂﬁhhi?ahmp thoi bt cir diu hiéu hoge trigu chimg mat mau @
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nhirng bénh nhdn co CrCl 15-29 ml/phat khi ding
ivaroxaban, Ngung st dung rivaroxaban o nhing bénh nhiy

bi suy thin cap. | g .
Sir dung thn trong trén nhimg b¢nh nhin by suy thiin Vil
(C1C1 30-49 ml/phit) 6 sir dung dong thoi cic thude ¢o the

lam ting nong do rivaroxaban

*  Bénhnhdan co van i glac
An todan va liéu qua coa aroxaban chura duoe nghien el

trén cie bénh nhan ¢o van tim gia. Dicu tr) bang rivaroxaban
khong duge khuyen cio trén nhom bénh nhéin nay,

* Bénh nhén thuyén tic phoi ¢o dong luc mau khong on dinh
hodc benh nhan can lam tan huyét khot hoac mo phoi:
Rivaroxaban khong duge khuyen cao thay thé cho heparin
khang phian doan o nhitmg bénh nhin thuyén tic phai co dong
Iire mau khong on dinh hoje bénh nhan can lim tan huyét khm
hodc mao phﬁl vi an toan va hiéu qua cua thuoe chua duge thig
lip o'nhom bénh nhan nay. ,

*  Gay (é tuy song (ngoai mang cung/ tuy song): .

- Khi tién hanh gdy té tay song (ngoai mang cimg/ tiy song)
hoac choe do tuy song & bénh nhan ¢6 sir dung thuoc chong
huyet khoi dé dy phong bien chimg huyét khi tac tinh mach
s¢ ¢O nguy co by khoi méu tu o tay song hofic ngoai mang ctmg
dan to1 chimg liét kéo dai. Nguy co cua céc bién chimg nay
thim chi con ting Ién khi dit catheter ngoai mang ciing hodc
surdung dong thoi vai cdc thude cd anh huong téi sy cam mau.
Nguy co ciing tang lén khi bi chan thuong hodc choc do tuy
song/ ngoal mang cung lap lai. ,

- Can thuéng xuyén theo ddi nhimg dau hiéu va tri¢u chimg suy
giam than kinh (vi du: té hodc yéu chan, roi loan chuc nﬁ{}E
bang quang va dai trang). Néu phat hién co suy giam than
kinh, can chan dodn va dicutri kip thoi ngay cho bénhnhin.

- Biic sicin cin nhic giira loi ich va nguy co trude khi gay IEFU}’
song & bénh nhan cé ding thuoe chong dong hofc phai dung
thuoe chong dong dé ngén ngtra huyét khoi, Khong d{u‘qc‘mt
catheter ngoai ming ctmg som hon 18 gio ke tu l?n cuoi cung
dung rivaroxaban. Khong sir dung rivaroxaban som l'uzar'n}'-:ir a
sau khi rat catheter. Néu xay ra ton thuong do chog, can tri
hoan viéc str dung rivaroxaban ti 24 gio sau.

¥ Ngudi cao tuoi: :
Sir dung thin trong rivaroxaban ¢ bénh nhén cao tud
ting nguy co chay mau.

* Taduwoc: )
Vién nén bao phim LANGITAX ¢ chira lactose. Nhimg bénh

nhin c6 van dé di truyén hiém gip khong dung nap galactose,
thiéu Lapp lactase hodc kém hap thu glucose-galactose kKhong
nén ding thudc nay.

THOTKY MANG THAI | :
Chura c6 dir liéu vé d an toan va hiéu qua cuarivaro xaban tren
phu nir ¢o thai. Cac dir liéu trén dong Fﬁt ch;:p thay pvgrﬂxa?an
qua dugc hang rdo nhau thai. Vi vay chong chi dinh dung
rivaroxaban trong suot thai ky.

THOIKYCHOCONBU .
Chura cé dir ligu vé d6 an toan va hiéu qua cua rivaroxaban trén
phu nir cho con bu. Cic dir liéu trén dong vat cho thay
rivaroxaban bai tiét vao sira me. Vi vay chi sir dung
rivaroxaban khi ngimg cho con bu.

ivicothé

\

Th
khi
Tl

Th

chi

Thi

Th



https://nhathuocngocanh.com/ )
TACDUNG KHONG MONG MUON (ADR)
Tac dung Khong mong muon thudmg gap nhit cua rivaroxaban 14
chay mau, Ngoai ra, cac phan img phu sau diy da dioe bao cao
var 118 = 1% trén mot nhom nguan tr nguyén sir dung
rivaroxaban (chuea rd maor quan hé nhin qua vor thudc)
- Rot loan chung: meétmor
Raot loan durdmg tiéu hoa: dan bung trén, v Toan tién haa, dan
| ring, xuiat huyetsau phie mac.
Ll \ i 1 " L]
Nhiem trung va ky sinh trong: viém xoang, nliém trung
durdmg tict nigu, _
- R loan co xwong Khop vamao hén két: dau ling, viem xuomg
khap, dau dau chi, co con
- Rbi loan ha hap, ngue va trung that: dau haw hong,

I_".h:i'n thuromg. ngd dée va bién chimg sau tha thudt: vet thiromg
netdyjch.

Rot loan hé than kinh: ngdt, xudt huydt nao, Ly ngoai
mang cung, hiét mra ngudi,
- Roiloan da vamaé dudi da: ngira, may d
Johnson. )

- Rotloan hé thong mau va bach huyét: mét bach ¢
Ficu cau,

- Roiloan gan mat: v
thurong té béao gan).

- _Rm h::an h¢ mien dich: qua mén, soc phéan vé, phi mach.,

Thong bao cho bac si cdc tac dung khong mong muon gap phai

khi ding thuoe L

TUONG TACTHUOC

Thuoc cam img/ tre ché Cytochrom P450 344 va hé thong vin

chuyeén thuoc: .

=l logi thude cam mg P-gp va CYP3A4 (nhur Rifampicin,
li:heny_tfnn, E?arbm_na_zr:pin, Phenobarbital, St. John's Wort)
lam giam nong do rivaroxaban trong huyét twong dan dén
giam Im;_u qua diéu trj cua thuoc.

- Cac loai thuoc ipr: ché P-gp va CYP3A4 (nhu Ketoconazol,
Itracunazn[,‘Lupmavirf Ritonavir, Indinavir, Clarithromycin,
Erythromycin) 1am ting nong dé rivaroxaban trong huyét
lrong, co the gay tang nguy co chay méu trén 1dm sang,

Thuée chong dong: ;

- Trong mot nghién ciru twong tac thuoe, liéu duy nhat cua
enoxaparin (40 mg tiém dudi da) va rivaroxaban (10 mg)
duoc dung dong thoi dan dén tang higu tmg doi khang yéu to
Xa. Enoxaparin khong anh hudng dén duge dong hoc cua

rivaroxaban.

- Trong mot nghién ciru khac, liéu duy nhét cua warfarin (15
mg) va rivaroxaban (5 mg) dan dén ting hi¢u img (rc ché yéu
to Xa va PT. Warfarin khong anh hudng dén dugce dong hoc
cua rivaroxaban.

Thuoc khang viem NSAID/ Aspirin:

Su dung dong théi aspirin (hau nhu chi ¢ liéu 100 mg hoic it
hon) trong giai doan mi d6i dwoc xdc dinh 1a mot yéu to nguy
co dgc 1ap gdy chiay méu ndng. Céc thuée khang viem NSAID
dugc biét la lam ting chay mau, va nguy co chay mau c6 thé
tang khi NSAID dugc sir dung dong thoi vai rivaroxaban.
Trong mot nghién ciru tuong tac thuoc véi lieu duy nhat cho

thay khong co tuong tic duge dong hodc duge lyc khi dung

dong thot naproxen hodc aspirin (acid acetylsalicylic) véi
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nvaroxanan.

( h:pld:}uu [
- Dung dong thi ¢ lopidogrel vai rivaroxaban ¢6 thé lam ting
thit gian chay mdu 1én dén 2 lin so v diing don le timg

thuoe. Khong co sy thay doiv ¢ duge dong hoe cia moi thuoe,

TAC DUNG DOILVOL KA NANG LAIXEVA Y AN HANIH
MAY MO
Ngat va chong mat A duge bao edo va cd the anh hiedmg deén
Kha ndng L xe v dicu khién may moc. Bénh nhin gap nhimg
tae dung ngoa vy nay khong nén 1 xe hode dicu khién may
'I‘I_‘ll.‘n.l. : ' ; '
QUALIEUVAXUTRI |
Qua licu rivaroxaban ¢ theé dan dén xuat huyet Ngimg
rivaroxaban va dung cac bién phap ﬂu:n try thich hop néu bien
chimg chay mau lién quan v gud 'lu,u xay ra. Khong cd thude
g1ar doe dae higu cho rivaroxaban, Nong do rivaroxaban trong
mau Khong tang thém khi ding licu = 50 mg do han ché vé hap
thu. Vige sir dung than hoat tinh de lam giam hap thu co the
duge xem x€t trong triromg hop qUu liéu rivaroxaban. Do sy
L‘m két manh cua rnmmuhan véi protein huyét twong, vige
hmn tach khong duoc khuven cao. Su dung cac san Phdm

huyét tuong €O thé dao nguge thong sd chong dong in vitro.

TRI'\H BAY: Hop 2 vix 7 vién
TIEU CHUAN TCCS
I HAN DUNG: 36 thang ké tir ngay san xuat
BAO QUAN: Noi khd mdt, tranh dnh sang, nhiét 4 dudi 30'C

i Thube nay chi ding theo sw ké don cua bac st
Dé xa tam tay tré em
; Doc ky hweong dan st dyrrg triwoe khi diung
) Néu cin thém thing rm xin hoi y kién cua hic si hodc dwgc st
Khéng dung thuéc qud han hogc kém phim chat

1
Co sé san xuat;
' CHI NHANH CONG TY CO PHAN DUGC PHAM
: PHONG PHU — NHA MAY SAN XUAT DUGC PHAM
USARICHPHARM

L6 12. dudmg s6 8, KCN Tan Tao, phuong Tén Tao A, quan
Binh Tan, TP. HCM

Co s¢ dang Ky:
CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, liu 10, toa nha The EverRich 1, 50 968, dudmg 3/2,
phuong 15, quan 11, TP. HCM



