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Keep out of reach of children
Read earcfully the enclosed insert before use.
Do not exceed recommended dosage.
Stare at temperature from 15°C 1o 25'C
0PV PHARMACEUTICAL JOINT STOCK CO
Lot No.27, Strest No.3A, Bien Hon Il industrial Zene,
Bian Hoa City, Dong Na Province, Vietnam

COMPOSTTION:
Emtecavir......
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Indications, administration and dosage, contraindications,
warnings and precautions, side efleds, interactions and

other information: See the insen
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LEVISIN® 0,5
Vién nén bao phim
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THANH PHAN: Vién nén bag " im LEVASIN® 0.5:
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Ta duge : Laclose monohyx ce]]ﬁ}d?é\iil Wﬁwﬂae povidon K30, crospovidon, magnesi stearat, opadry 11 white.
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Entecavir 1a 1 thudc khang virus; duars suﬁung dleu trj viém gan siéu vi B man tinh. Thudc giip ngén ngura qua trinh
sao chép cua virus va ngan ngira nhiém virus sang té bao gan méi. Entecavir ciing duge chi dinh diéu trj viém gan siéu

vi B man tinh & ngudi 16n nhiém HIV / bénh AIDS. Tuy nhién Entecavir khong hoat dong chong lai HIV.

DUQC PONG HOC:

Entecavir dugc hﬁp thu nhanh, véi nono do dinh trong huyét trong dat dugc sau khi uéng thude khoang 0.5 dén 1.5
2id. Sau nhiéu liéu udng hang ngay, néng do téi da va dién tich dudi duong cong (AUC) ¢ trang thai on dinh tang theo
ty 1¢ thubc ding. Trang thai én dinh dat duoc sau 6-10 ngay véi liéu ding ngay 1 Jan. Néng do téi da va téi thiéu la
4,2ng/ml va 0,3ng/ml khi ding liéu 0,Smg va ndng d¢ t&i da va tdi thiéu 12 8,2ng/ml va 0,5ng/ml khi ding liéu 1mg.
Thirc n 1am giam su hép thu cia thude, lam gidm ning dé tHi da va dign tich dudi duong cong. Sau khi ubng,
Entecavir phén b6 réng khép trong cdc méd co thé. Entecavir gan két voi protein huyét thanh nguoi khoang 13%.
Khﬁng tim thdy chét chuyén ho4 bi 6xy hoa hay acetyl hoa va chi thy mét lrong nho chét chuyén hoa (cac hop chét
lién hop glucoronide va sulfate). Thoi gian ban huy thuc su la khoang 24 gid. Entecavir dao thai chu yéu qua than
dudi dang thube khéng chuyén héa & trang théi 6n dmh 12 tir 62%-73% liéu ding.

CHI PINH: /5'
Levisin duoc chi dinh trong diéu tri nhiém virus viém gan B man tinh & ngudi 16n ¢é biéu hién hoat déng sao chép /J“/
Sk e/
virus Jm [ ©
£ N Z . {*| DU
CACH DUNG - LIEU DUNG: a‘—;t
Nén ubng t'hu(‘)c Levisin khi bung doi (it nhét 1a 2 gior sau khi &n va 2 gid trude bira an ké tiép). \,\\’;
Liéu khuyén cdo: N
- Ngudi lon va thiéu nién tir 16 tudi bi nhiém virus viém gan B man tinh, chua ding cic thudc nucleoside: ung -
0,5mg/ 1 lan/ ngay.
- Nguoi I6n va thiéu nién tir 16 tudi véi tién sir cé virus viém gan B trong mau, dang diing lamivudin hoac duge
biét 12 co dot bién khang thude lamivudin: uéng 1mg/ 1 lan/ ngay. S T,

* Dbi vgi bénh nhan suy gidm chirc nang thén: .
Viée dieu chinh licu luong duoc khuyén cdo cho bénh nhin ¢é do thanh loc creatinin < 50 ml/phit, bao gobm bénh
nhén loc mau hoac tham phén phiic mac lién tuc ngoai tria (CAPD):

b tha;:::l:ﬁ;g:;a""m Liéu ding Bénh nhin khang lamivudin
; > 50 0,5mg/ 1 lan/ ngay Img/ 1 lan/ ngay b’
i 30 dén <50 0,25mg/ 1 Ii‘nl;’ ngay 0,5mg/ 1 lan/ ngay
Hoi#c 0,5mg moi 48 givy Hoac Img moi 48 gio

; 10 ¢én <30 0,15mg/ 1 lan/ ngay 0,3mg/ lan/ ngay
. Hodc 0,5mg méi 72 gidy Hodc 1mg mdi 72 gidy

<10 0,05mg/ 1 lan/ ngay 0,1mg/ 1 lan/ ngay
| loc méau hodic thim phan Hoac 0,5mg méi 7 ngay Hoiic Img mdi 7 ngay
' phiic mac

Trong truomg hop ding thude vao ngay loc mau, nén ding sau khi loc mau.

* Pbi vai bénh nhan suy giam chire niing gan:

Khéng cén diéu chinh liéu lrong, ding thube nhu lidu khuyén céo.

CHONG CHI PINH: T’//
- Cé tién sir min cam vd&i entecavir hay bét cir thanh phan nao caa thube.

- Tré em va thiéu nién dudi 16 tudi.

LUUY VA THAN TRONG:

- Ubng thube cing 1 thai dlem trong ngay. Trong truong hop quén uong.‘, thube, ul:ll’]E lai ngay sau khi nh¢ ra.
Néu thoi gian nhé phai uong thude gén sat vai thoi gian udng liéu ké tiép, nén bo liéu da quén. Tlep tuc uénv
liéu tiép theo tai thai diém nhu thuong 1é.
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Trude khi ding thube, nén bao cho béc si biét cac loai thudc ké toa hay khong ké toa dang dung hay c6 thé sé
ding trong tuong lai, ké ca cdc vitamin, sén phédm hd tro dinh dudng hay thao duoc.

- Khéng dugc thay dbi liéu ding hay ngimg ding thudc khi chura c6 v kién cta bac sT. D4 ¢6 bdo cao vé truomg
hop bénh viém gan B trd nén trdm trong cép tmh & nhimg bénh nhan da ngung liéu phap chéng viém gan B,
bao gom ca Entecavir. Nhimg bénh nhén nay cin duoc theo ddi chat ché chirc nang gan it nhat 1a trong vong
vai thang,.

- Tinh trang nhiém acid lactic va chimg gan to nhiém md c¢ thé trm trong thém khi sir dung thube.

- Bénh nhan nén biét ring diéu tri bing entecavir khéng giam dugc nguy co léy nhiém viém gan B cho ngudi
khéc qua duong tinh duc hay qua diurdng mau.

- Béo cho béc si biét néu ban ¢6 bénh 1y thin; hodc da ghép gan.

- Bao cho bac sT biét néu ban dang c6 thai holic dir dinh s& c6 thai trong thoi gian diéu tri.

- Béo cho bac s7 biét néu ban dang nudi con bang sira me.

TAC DUNG PHU:

Nhite ddu, mét méi, chéng mit, budn nén, tiéu chay, khé tiéu. non, bubn ngii, rdi loan g:ac ngl. Triéu chimg nhiém
toan acid lactic: tay chan lanh, chéng mat, nhip tim nhanh ho#c khéng déu, cam giac nhe diu, dau co, dau da day voi
buén nén/ndn 6i, mét moi, kho thé va yéu ngudi. )

Théng bdo cho bdc st nhitng tic dung khing mong mudn gdp phdi khi sie dung thude.

TUONG TAC THUOC:

- Vi entecavir dao thai chu yéu qua than nén viéc ding chung véi cac thude lam suy giam chirc nang thin hodc céc
thudc canh tranh bai tiét qua éng than c6 thé 1am gia tang nong d6 trong huyét thanh ciia entecavir hojc céc thube
dung chung.

- Ding ddng thoi véi lamivudin, adefovir dipivoxil, tenofovir disoproxil fumarat khong gy twong tic thude dang
ké.

QUA LIEU:

C6 rét it bao c4o v& viéc dimg entecavir qué liéu & bénh nhan. Nhimg ngudi khée manh di nhan Entecavir liéu dom 1én

dén 40 mg/ngay va da liéu Ien dén 20mg/ngay trong 14 ngay, khong lam gia tang ty I¢ xay ra tai bién khéng mong doi.

Néu c6 trudng hop dung thubc qud liu, bénh nhan phéi dugc theo ddi cac biéu hién vé sy nhigm doc, va can 4p dung
céc bién phap diéu i hé trg chuan.

TRINH BAY: b~
H¢p 3 vi x 10 vién nén bao phim. - \\/\,\_
BAO QUAN: Bio quén & nhiét d tir 15°C dén 25°C. 5Ma 1, N\,
HAN DUNG: 36 thang ké tir ngdy san xudt. Khéng ding thudce khi qua han sir dung. PH"‘I"\' ‘1::;
TIEU CHUAN: TCCS. TCpy ¥ |5
” = 3};! “4_-’1,,! / @)
THUOC BAN THEO DON A
PE THUOC XA TAM TAY TRE EM. T N
POC KY HUONG DAN SU DUNG TRUOGC KHI DUNG. L2202,
KHONG DUNG QUA LIEU CHI PINH R
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI. %
Nha san xudt: o
CONG TY CO PHAN DUQC PHAM OPV §
L6 27, Dudng 3A, Khu Céng Nghiép Bién Hoa I1, Thanh phd Bién Hoa, Tinh Dong Nai.
DT : (061) 3992999 Fax : (061) 3835088 >4
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