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MAU NHAN CHAI XIN PANG KY

¢ EIACH TABY:.E;I;CONTAI‘VS: Chai 20 vién nén bao phim a L I%C UA: 4
ntecavir monohydrate equivalent to ntecavir mono rat tuong duon
Entecavir.... ! “ R{ Thudk bén theo don Entecawr. Y 9 5 g

Excipients q.s.
Indication, dosage, instruction and contra-indication:

See in the leafiet
Specification: USP
| Store in a dry place, below 30°C, protect from fight.

Read leaflet carefully before use 0, Smg
Keep out of reach of children

9!5035 538532

DONG NAM MANUFACTURING | boNGxa
TRADING PHARMACEUTICAL CORP. vl

i as |
Chi d!nh, Il!u dunq, cach dung, ch&\q{ cN dlnh va|
céc théng tin khéc xem t& huang n strdyng. |

chudn: US
Bdo quan: N%n:hhﬁ r'\..hlet a3 dudi 30°C,

Doc ki h din sir dung truée khi dung |
° xa tém tay tré em [
THUBC DOC Lasx j
Ngay sX: |

Han Dung: ‘

GMP - WHO Sén xult tai: :

CONG TY CP SX - TM DUGIC PHAM BONG NAM

|5 2A, Dutg 1A - KCN Tan Ta0, PTén Tg0 A,

Q. Binh Tan - TPH3 Chi Minh - Viét Nam

EACH TABLET CONTAINS: Chai 30 vién nén bao phim VL }1
Entecavir monohydrate equivalent to RC Thub ban theo don Entecavir mono ydrat tuong duong |
Entecavir.... ..0.5mg E“'“a"" 5 9 |

Excipients qss. per tablet Chi dlnh Iléu dung, dch dung, chéi chi d!nh va
Indication, dosage, instruction and contra-indication: céc thong tin khéc‘ xem t& nuﬂng n st dyng.
See in the leaflet 1 chudn: U! )
Specification: USP Bao quin: r“k; kr?g r'\‘mgt a5 dudi 30°C,
ranh nh sang.
Store in a dry place, below 30°C, protect from light. Boc ki h dlnsudu ‘
N ng truot khi dung
Read leaflet carefully before use Entecavir...mmmmna.0,5Mg xa tdm ny ‘
Keep out of reach of children SBK: |
Ngdy SX:
Han Ding:
8l5’s 3853 GMP - WHO " Xust tai: fices
e L R CONG TY CP SX - TM DUQC PHAM BONG NAM
DONG NAM MANUFACTURING | 2
TRADING PHARMACEUTICAL CORP. } ( Ld 2A, Budng 1A - KCN Tén Tao, PTén Tao A,

Q. Binh Tén - TPH3 Chi Minh - Viét Nam

EACH TABLET CONTAINS: Chai 60 vién nén bao phim \/"I
Entecavir monchydrate equivalent to R( Thubk ban theo don Entecavir mono ydrat tuong duung
Entecavir.... 3 'ﬁg :ipl:;cv:m aa. !
Excipients g Chi gjnh, liéu dung, :N alnn va|

| Indication, dosage, instruction and contra-indication:

See in the leaflet
Specification: USP
Store in a dry place, below 30°C, protect from light.

céc théng tin khéc xe;n o hudng dan st dung. |
Bao quan: Noé! khé, nhlet @6 dudi 30°C,
tr

nh anh s ang.
Docky h d8n sir dyng trudc 0 |
Read leaflet carefully before use Entecavir... xa tdm ay tré em :
Keep out of reach of children SBK: 7 S6 L8 SX: |

Ngay SX:

Han Ding:
GMP - WHO S3n xuat tak:

TR o
CONG TY CP SX - TM DUQIC PHAM DONG NAM

m————————— e = \
DONG NAM MANUFACTURING DONG NAM ' /
L& 2A, Budng 1A - KCN Tan Tgo, PTan Tao A,
TRADING PHARMACEUTICAL CORP. . Q Binh T3n - TRH8 Chi Minh - Vigt Nam

EACH TABLET CONTAINS: & Chai 100 vién nén bao phim — GI%‘S UA: 3
Entecavir monohydrate equivalent to ntecavir mono ydrat tuong duong
Entecavir. 0.5mg Thuéc bén theo don Entecavir.. 5 g

T4 duoc visa 40,
Chi dinh, liéu ding, céch ding, chi chi dinh va
céc thng tin khtc xem to hu(mg n st dyng.

B4o quan: Noi kh'3 nmet 6 dusi 30°C,
trénh anh sang.

Excipients g.s.....
Indication, dosage, instruction and contra-indication:

See in the leaflet
Specification: USP

Store in a dry place, below 30°C, protect from light.

|
» ddn ng trudc khi du
Read leaflet carefully before use ENTECAVIT.ererursrrsrsrsnsn .0,5mg ‘eee il ,‘.,":1‘; v ;|
Keep out of reach of children THUBC BOC SOK: sx ‘
Ngay SX:
(L e |
83 S F GMP - WHO Xust tal:
e it &7 CONG TY CP SX - TM DUGTC PHAM DONG NAM
DONG NAM MANUFACTURING s L6 2A, Budng 1A - KCN Tén Tao, PTan Tao A,
TRADING PHARMACEUTICAL CORP. -

Q. Binh T8n - TPH Chi Minh - Viét Nam
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MAU HOP XIN PANG KY

| Y —— Box of 2 biisters x 10 film-coated tablets &i —
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EUJSO........

MOI VIEN CHUA:

Entecavir monohydrat tuong d 0

i Or 9 g e gt i

T4 duoc vira O .1 vién sm sy SoK: SBL6SX:
Chi dinh, liéu ding, ¢ ung, ch8ng chi dinh va San xudt tai: Nody SX:

c4c théng tin kh&c: xem t& hudng d3n sir dung. CONG TY CP SX - TM DUOC PHAM BONGNAM a0, D

Tiéu chudn: USP L5 2A, Budng 1A - KCN Tan T3o, PTan Tao A,

Bao quan: Noi kh6, nhiét 38 dudi 30°C, trénh &nh séng. Q Binh Tan - TPH3 Chi Minh - Viét Nam
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EACH TABLET CONTAINS: Store in a dry place, below 30°C, protect from light.

Entecavir monohydrate equivalent to
Entecavir. 3 Read leaflet carefully before use
Keep out of reach of children
5 the leaflet ‘ 8l9350851538532 DONG NAM MANUFACTURING
ee in the leafle YRADH T ap
Specification: USP RADING PHARMACEUTICAL CO
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MAU HOP XIN PANG KY

& Prescription only Box of 3 blisters x 10 film-coated tablets ix“f"é‘“\‘
|\
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22000 2
XY .: 2
. *000 s
ENteCaVIM..nesinnennen 0.5MQ 0000 1

TOXIC DRUG

dIHILbE ~
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MBI VIEN CHUA:
E"{ec‘“;" monoh: Doc k§ hudmg ddn sir dung truée khi ding
Ntecavir.........
T4 duoc vira xathm tay ré em sek: S5 5.
Chi dinh, liéu ding, cach dung, cndng chi dinh va San xudt tait Nady SX:
cac théng tin khac: xem t& huéng ddn st dung. CONG TY CP SX - TM DUGC PHAM BONG NAM Han Dung:
Tiéu chusn: Ut L8 2A, Budng 1A - KCN Tan Tao, PTan Tao A,
Bao quan: Nan kh6, nhiét d§ dudi 30°C, trénh &nh sang. Q. Binh Tan - TPHS Chi Minh - Viét Nam
[ Rt Hop 3 vI x 10 vién nén bao phim
n
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2900
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200
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EACH TABLET CONTAINS:

Entecavir monohydrate equivalent to Store in a dry place, below 30°C, protect from light.

Entecavir...... 0! Read leaflet carefully before use
Excipients q.s.. Keep out of reach of children
Indication, dosage, instruction and contra-indication: all9350851558532 DONG NAM MANUFACTURING
Seo jithe leniet TRADING PHARMACEUTICAL CORP.

Specification: USP
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MAU HOP XIN PANG KY
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R( Prescription only Box of 6 blisters x 10 film-coated tablets

BATIHEP

Entecavir.......mmnnn. 0.5mMg

‘
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TOXIC DRUG

\ [ DONG NAM

diHILbEg

MBI VIEN CHUA:

Entecavir monohydrat tuong duong ¥ 0
Entecavir. .0,5mg Decky hu:‘?;:’;::;‘;n:::: khi ding
T8 AUGC VUB BU.uncirssssmmssssssons 1 vién i SBK: S8 L6 SX:
Chi djnh, liéu dix ung, chéng chi dinh va A xust tax Ngay SX:
céc théng tin khac: xem td hudng ddn st dung. CONG TY CP SX - TM DUGC PHAM DONG NAM Han Ding:
Tiéu chudn: USP L5 2A, Budng 1A - KON Tan Tao, PTén Tao A,
Bao quan: Noi khé, nhiét 6 dudt 30°C, tranh dnh sang. Q. Binh Tan - TPHS Chi Minh - Viét Nam
A 2 &m&bénmmm Hp 6 vi x 10 vién nén bao phim
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EACH TABLET CONTAINS:

Entecavir monohydrate equivalent to Store in a dry place, below 30°C, protect from light.
Entecavir..... .0, Read leafiet carefully before use
Exciplents gss.. Keep out of reach of children

Indlqtloﬂ. dosage, instruction and contra-indication: all93508510538532 DONG NAM MANUFACTURING
okl vearr 8 TRADING PHARMACEUTICAL CORP.
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R,
BATIHEP
Pé xa tAm tay tré em.
Doc ki hwong din sir dung trwée khi ding.
Thube nay chi ding theo don thudc.
THUOC BOC
THANH PHAN CONG THUC THUOC :
Mbi vién nén bao phim chira:
Theanh phan hoat chat :
Entecavir monohydrat twong duong Entecavir .......................... .
Thanh phan ta dioc : \
Ludipress, Microcrystalline cellulose (Avicel) 102, Primellose,
methylcellulose (HPMC) 615, Polyethylene glycol (PEG) 6000, Titan dics
DANG BAO CHE :

~ THUONG WAl
DUQC PHAM

(.QOWMI _/stearat, Hydroxypropyl

50

Vién nén bao phim mau lrfmg, hinh vudng, mit tron - mét ¢6 chir BN
CHI DINH :
Diéu tri nhiém virus viém gan B (HBV) man tinh & nguoi [on va tré em tir 16 tudi tré' 1én co chimg cir HBV tich
cue sao chép tang cao DNA-HBV trong méu va ting dai ding ndng do aminotransferase huyét thanh (ALT hodc -
AST) hodc ¢6 chimg cir m6 hoc vé bénh gan dang hoat dong. Chi dinh nay la dya vao ddp (mg vé md hoc, virus
hoc, sinh hoa, huyét thanh hoc & ngudi 16n va tré em tir 16 twdi trd 1én trude day chua dung thudc khang virus
nucleosid va ¢ nguoi 16n ¢6 HBV khang lamivudin dong thoi ¢6 HBeAg - duong tinh hodc HBeAg - 4m tinh
keém theo chire nang gan con bu. Diing entecavir dé diéu tri viém gan B man tinh va virus viém gan B khang
thuée lamivudin.
Céc dir liéu con han ché lién quan dén nguoi bénh déng nhiém HBV va HIV.
CACH DUNG, LIEU DUNG :

Cich dimg: Ding dudng udng. Thude ubng vao lic doi, it nhat 2 gid trude hodc 2 gio sau bira an

Liéu ding:
Ngudi [6n va tré em tir 16 tudi trd 1én nhlem HBV man tinh chua bao gior diéu trj bang céc thudc tuong tu

nucleosid, liéu khuyén cio: 0,5 mg | lan m0| ngay.

Nguoi [6n va tré em tir 16 tudi trd 1én ¢6 tién st nhidém HBV mau trong khMamivudin hodc ¢c6 HBV
duoc biét khang lamivudin hodc telbivudin : 1 mg ngay, udng 1 lan

Thoi gian dung thude t6i wu chua biét nhung it nhat phai 1 nam.

C6 thé ngimg diéu tri :

O ngudi HBeAg — duong tinh, phdi diéu tri it nhit cho t6i khi chuyén ddi huyét thanh HBe [mét HBeAg va
DNA cta HBV tré nén am tinh (dudi ngudng phét hién), kém theo phét hién khang thé khang HBe ¢ 2 lan l4y
méu lién tiép cdch nhau it nhit 3 dén 6 thang] hodc t6i khi chuyén ddi huyét thanh HBs hodc trong trudng hop
khong ¢ tic dung sau 1 nam.

0] nguoi bénh HBeAg-am tinh, phai diéu tri it nhit t&i khi non;, do DNA-HBYV am tinh (dudi ngudng phat hién)
va chuyc,n ddi huyét thanh HBs hoic cho toi khi khong thay tac dung. Trong trudng hop diéu tri kéo dai trén 2
ndm, can phai thuong xuyén danh gia lai dé xac dinh tiép tuc dleu tri co thich hop voi ngudi bénh khong.
Ngudi cao tudi : Khong can diéu chinh lidu. Tuy nhién, lidu can dugc didu chinh theo chirc ning than ctia bénh
nhan

Suy than : Phai diéu chinh liéu entecavir dén khi giam d¢ thanh thai creatinin. Diéu chinh liéu & bénh nhan ¢6
do thanh thai creatinin <50 ml / phit, bao gdm cé nhing ngudi chay thdn nhan tao hodc bénh nhén ngoai tri
loc mau mang bung lién tuc (CAPD). Néu khong ¢6 dung dich uong san, phai tang khoang cach gitra cc liéu.
Theo nha san xuit, nén uéng mdi ngay 1 lan. Nguoi bénh tham phan mau phai udng liéu entecavir sau budi
thdm phan. Do dé, khi diing virus nén dugc theo d&i chat ché :

Liéu khuyén céo cho ngudi chua duing nucleosid :

Cl (ml/phat) > 50 : 0,5 mg, ngay 1 lan

Cle (ml/phat) 30 —49 : 0,5 mg, cach 48 gio 1 1an

Cle (ml/phiit) 10 -29:0,5 mg, cach 72 gio 1 lan

Clg (ml/phat) <10 : 0,5 mg, cach 5 -7 ngay | lan

Lidu khuyén céo cho nguoi khang lamivudin :

Cle (ml/phut) > 50 : 1 mg, ngay | lan

Cle (ml/phiit) 30 — 49 : 0,5 mg, ngay 1 lan

Cler (ml/phat) 10-29:0,5 mg, céch 48 gidy | lan

Cle (ml/phat) <10 : 0,5 mg, cach 72 gio | lan

Tén thuong gan : Khong can diéu chinh lidu & bénh nhan suy gan
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CHONG CHI DINH : , i ,
Man cam vai entecavir hodic voi bat cir thanh phan nao cua thude

CANH BAO VA THAN TRONG KHI DUNG THUOC : pes 030347623 )

Phai than trong khi diéu tri cho ngudi bénh ¢6 gan mat bii vi nhidu tai bién phuy, ¢ 'Q.' S < iém toan
acid lactic. w i

Phai than trong khi diéu tri entecavir cho ngudi nhiém HBV man tinh ma khéng ph Cdfél biing bi
nhmm HlV vi nguy co le xual hu,n cac Lhung HIV Khano cac 'huo' nue leo ld r 2 vfna nguorc

NRI l nén l\hong dung entecavir dé didu tri nhlem HBV man tmh 6 ngudi bénh nhlem ‘Fﬂ.,
Viém gan tu phat tr& thanh trdm trong hay xdy ra va thuong biéu hién bang ting nhét thoi ndng do huyét thanh
ALAT. Sau khi bit dau diéu tri khang virus, ndng do huyét thanh ALAT ¢6 thé tang & ngudi bénh trong khi
nong do huyét thanh DNA cua HBYV giam. Trong s céc ngudi bénh diéu tri bing entecavir, cac dot bénh ning
Ién xudt hién trung binh 4 dén 5 tuan sau khi bt dau diéu tri. O ngudi bénh c6 bénh gan con bu, ndng do huyét
thanh ALAT tang thudng khong kem theo ting bilirubin huyét nhu bénh g gan mat bii. Néu nguoi bénh ¢6 xo
gan, ¢O nguy co cao gan mal bu sau khi bénh néing Ién. Do do, trong khi diéu tri, phai theo dbi chit ngudi bénh
lam sang va sinh hoa. Mot s6 truong hop bénh ning 1én ngung diéu tri chong, viém gan B bing entecavir da
dugce bao cdo. Bénh nang lén sau ngimg entecavir thuong két hop véi tang nong do huyét thanh DNA ciia HBV
va da s6 truong hop tu khoi, nhung mot s6 truong hop da tir vong. Trong s6 nhimg ngudi bénh trude dy chua
dung thude tuong ty nucleosid nay duge diéu tri bing entecavir, céc truong hop ning 1én xudt hién trung binh
23 dén 24 tuan sau khi ngirng diéu tri. Phan 16n céc trudong hop xay ra & nguoi co HBeAg — am tinh. Phai theo
ddi gan déu din cd vé 1am sang va sinh hoa it nhat 6 thang sau khi ngimg diéu tri. Néu tang DNA-HBV hoéc
néu can, cho diéu tri lai 1 dot khéc.

Phai than trong khi diing entecavir dé diéu tri viém gan B man tinh vi c6 thé gy ra nhiém toan acid lactic, gan
to nhidu kém nhiém m& gan 0 ngudi bénh dung duy nhit cac thube tuong ty nucleosid hodc phdi hop véi cac
thube khang virus khac. Da sd cdc tr udng hop xay ra o phu nii; béo phi va diéu tri lau dai bang cac thude
nucleosid (e ché enzym phién ma nguoce ciing ¢6 thé la yéu 16 nguy co. Phai dung than trong cac thude tuong tur
nucleosid cho ngudi duoe biét ¢6 nguy co cao vé bénh gan, nhung nhiém toan acid lactic, gan to nhiéu va
nhiém m& da xay ra & ngudi khong co nguy co nao duoe biét. Phai ngimg ngay entecavir & bt cir ngudi bénh
ndo ¢ diu hiéu ldm sang va xét nghiém goi y nhiém toan lactic hogc nhiém doc gan niing ngay cé khi
transaminase khong tang.

Chua biét dén dg an toan va hiéu qua cua entecavir doi véi nguoi ghép gan. Néu phai diing entecavir cho nguoi
ghép gan da hoac dang dung mot thire e ché mién dich ¢6 thé téac dong dén chirg an nhu cyclosporin,
tacrolimus, phai giam sat c¢an thin chirc nang thin trude va trong khi diéu tri ente .
Péi voi nguoi cao tudi tur 65 tudi trd 1én, kinh nghiém con it chua du dé xéc dinh xem dap (mg c6 khac véi
n}oum tré tudi khong. Do entecavir chu yéu dao thai qua than nén nguy co nhiém doc do entecavir ¢é thé ting &
ngudi suy than. Ngudi cao tudi thuong ¢6 chiic ning than suy giam, can diéu chinh liéu theo mirc d¢ suy than
va phai theo doi chuc nang thin.

Diéu chinh lidu duoc khuyén céo ddi véi ngudi bénh co Cler < 50 ml/phat, bao gdm ca thim phan méau hoic
tham phan mang bung ngoai tra.

Entecavir khong lam giam nguy co ly truyén virus sang ngudi khic nén cac bién phap du phong truyén bénh
phai dugc thuce hién.
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU :

Phu nit ¢6 thai:

Chua ¢6 nghién clru nao & ngudi mang thai va ciing chua ¢6 s6 lidu nio vé tic dyng cua entecavir ddi véi lay
truyen bénh HBV tir me sang con; con sinh ra tor me nhiém HBV thudng duoc khuyén cao ding phac db phoi
hop vic xin HBV va globulin mién dich viém gan B (HBIG)

Phu nit cho con bi:

Chua biét entecavir ¢o vao sita me hay khong. Ngtmg cho bi hodic thudce tiy theo tam quan trong ctia thude déi
vOi me
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :

Khéng c6 nghién ctru vé tac dong 1én kha ning lai xe va st dung may méc da duge thye hién. Chéng mat, mét
moi va budn ngu 1a nhiing tac dung phuy thuong gap co thé lam giam kha nang l4i xe va sir dung mdy moc.
TUONG TAC, TUONG KY C UATHUOC :

Chua ¢6 tuong tac nao can khuyén cao trdnh ding dong thoi véi cntwavnr

Ham lugng va tac dung cua entecavir ¢o tang boi ganciclovir, valganciclovir, ribavirin.

Entecavir khong phai la co chit va khong (rc ché hoiic kich thich céc isozym cytochrom P450 (CYP). it c6 kha
nang tuong tac vé duge dong voi cic thude chuyén hoa do cic isoenzym CYP.

\]
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Thudc tac dong dén than hoge dio thii qua than : ¢6 kha nang trong tic duge dong vai cic thuée lam giam chic
nang thin hodc canh tranh vdi entecavir dé tiét tich cuc qua dng thin. Nong dd huyét thanh entecavir hogic thude
phdi hop ¢6 thé ting. Can phai theo ddi céc tai bién phu.

Vi adefovir, lamivudin, tenofovir, disoproxii : Khdng ¢6 tuong tic.

Thude te ché mién dich : ¢6 kha ning trong tac vé duge dang (ndng dé huyét lhd%
than bi thay déi) vai cyclosporin hodc tacrolimus. Phai gidm st chirc nnng/ﬂ{fa s vy i6ng khi diéu tri
entecavir & ngudi (ghép gan) dang ding cyclosporin, tacrolimus hodc cic thiiée, e Gﬁd’mm i¢h khic c6 thé
anh huong dén chiic nang than. ¢ [SAN YUAT. THUONG MAl)

Nucleosid va cac thude nucleosid e ché enzym phién ban nguge : Khong : <
lamivudin hodc tenofovir disporoxil fumarat

TAC DUNG KHONG MONG MUON CUA THUOC : =S

Trong thir nghiém 1am sang, 3% hodc hon ngudi bénh duge bio céo co tac dung khong mong mudn nhu nhirc
diu, mét moi, chong mat, budn nén. ia chay, kho tidu, ndn, budn ngl, va mit ngti ciing di duoc bao cdo.

Thuong gap, ADR > 1/100

Than : Déi ra mau (9%), ting creatinin (1 - 2%), glucose nigu (4%).

Tam than : Mat ngd, nhrc dau, chéng mit

Tiéu hoa : Non, ia chay, budn non, kho tiéu.

Gan mit : Tang transaminase (> 10%), tdng lipase (7%), ting amylase (2 — 3 %), tang bilirubin huyét (2 - 3%)
Toan than : Mét moi

It gap, ADR < 1/1 000 < ADR < 1/100

Da : Phat ban, rung toc

Day bung kho tiéu

Hiém gip, ADR < 1/1 000

Mién dich : Phan (mg phan vé

Mot s6 truong hop nhiém toan acid lactic duge bio cdo thuing két hop v6i gan mét ba hodc mdt bénh ndi khoa
nang khac hodc dang dung mét sd thude khéc. Dung entecavir lign tuc trung binh 96 wan chua thiy dung nap
thude thay doi.

Cac bat thuong vé xét nghiém phd bién nhit trong thir nghiém 1am sang entecavir 1a ting ALT (I6n hon 5 lan
muc¢ cao cua binh thuomD : ULN), dai ra mdu, tang lipase (it nhit 2,! lan ULN), dai ra glucose, tdng bilirubin
huyét (I6n hon gip 2 lan ULN), ting ALT (16n hon gip 10 1an ULN va gip 2 lan 5«{52) ltc bit dau diéu tri
trong huyét thanh), ting glucose huyét luc doi (trén 250 mg/dl), va tang creatinin (it nhét 0,5 mg/dl)

Hwéng dan cich xir tri ADR

Noi chung, cdc ADR nhe thudng tu hét, khong cn xur tri. Dot viém gan trdm trong c6 thé xay ra sau khi ngimg
liéu phap chéng HBV, bao gom ca entecavir. Dot tram trong biéu hién bing ALT ting vot gap 10 lan muc cao
binh thuong (ULN) va 5‘1[) 2 1an nong do nuyct thanh ldc bat dau didu tri. Thoi gian trung binh xuat hién bénh
trdm trong khodng 23 tudn sau khi nguing diéu tri. Bénh trdm trong sau khi ngirng diéu tri thuong két hop voi
ting DNA ctia HBV va da sb tu khoi. Phan 16n bénh tram trong sau khi ngimg didu tri gp & ngudi bénh HbeAg

- am tinh. Can theo ddi gan déu dan vé lam sang va sinh hoa it nhit 6 thang sau khi ngirng diéu tri. Néu cin, c6

thé cho dlCLl tri lai. Viém gan trdm trong 1én cling da gap trong khi dané diéu tri HBV bang, entecavir trung binh
4 dén 5 tudn sau khi bat dau diéu tri nhung thudng hét khi tiép tuc diéu tri. Phai ngimg diéu tri entecavir & bét cir
ngudi bénh nao ¢ biéu hién lam sang hoic xét nghiém lam nghi dén nhim toan acid lactic hodc nhidm doc gan
ndng (nhu gan to nhiém ma, ngay ca khi transaminase khong tang)
QUA LIEU VA CACH XU TRI :

Tri¢u chimg :

Dir liéu vé qua li¢u hién nay con han ché. C6 ngudi dd ubng 20 mg/ ngay trong 14 ngay va co ngudi udng 1 lidu
40 mg nhung khong c6 biéu hién nhidm doc

Céch xur tri

Néu qua lidu xdy ra, bénh nhan phai dugc theo doi bﬁng chirmg ngd doc va dugce diéu tri hd tro thong thuong khi
can thiét.
PAC TINH DUQC LUC HOC :

Nhom duge ly: Thude khang retovirus, ¢6 téc dung chdng virus viém gan B ¢ nguoi (HBV)

Ma ATC: JOSAF10

Entecavir 1a mot thude lonb hop tuong mg nucleosid purin dan xudt tir guanin ¢6 hoat tinh khang virus viém gan
B & ngudi (HBV). Thube duge cac erizym trong té bio phosphoryl hoa dé tao thanh mot chat chuyén hoa ¢é hoat
tinh, 1 entecavir triphosphat. Bang céch canh tranh v6i co chit ty nhién deoxyguanosin triphosphat, entecavir
triphosphat (rc ché DNA polymerase {enzym phién mi nguoc) cla virus viém gan B & nguoi, do dé da ngin
chan duoc moi giai doan hoat tinh cuia enzym.

[O8]
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Phé tic dung: Entecavir ¢& hoat tinh in vitro va in vivo chéng lai HBV, bao gdm ci mot ching HBV khang
lamivudin. Thudc cling ¢6 tac dung han ché in vitro chdng mot s6 virus & nguoi, bao g z,om virus Herpes simplex
typ I va 2 (HSV-1 va HSV-2), virus Varicella zoster va cytomegalovirus nhung 1huo<. khong chimg t6 ¢6 higu
qu trong lam sang. Entecavir cd mot vai tac dung déi voi HIV-1 (ndng do entecavir cin thiét dé e ché virus sao
ghép khoang 50% [ECs] doi voi HIV-1 dao dong tir 0,026 161 16n hon 10 microM).

Khang thude: Khi didu tri 1au dai & mét s8 nguoi bénh, mot sé chimg ¢t cho thiy HBV chim g g,lam nhay cdm vdi
entecavir. O ngudi bénh tir trude chua ding thude nucleosid, cho dung entecavir (6i 96 tudn, virus trd lai gay
bénh ning 1én do khéng thude xdy ra dudi 1% nguoi bénh. O ngudi bénh khang lamivudin, virus bung phat tré lai
do khang entecavir xay ra & 1% nguoi bénh sau nim dau diéu tri va & 9% ngudi bénh trong niam thir hai didu tri.
Khéng entecavir xay ra trong qua trinh 2 budc, ban dau la dot bién M204V/1 tiép theo 13 thay thé amino-acid &
rtl169, rtT184, stS202, hodc rtM250.

Pi co khang chéo gitta mot s6 thube twong tu nucleosid ¢6 tac dung chéng HBV. HBV khang lamivudin va
khing telbivudin da thiy giam nhay cim vai entecavir in vitro. HBV khing adenofir ciing thay ddi nhay cam vOi
entecavir di thay in vitro. HBV phan lap tir ngudi bénh khéng lamivudin va that bai vi liéu phap entecavir van
nhay cam véi adenofir. Entecavir (e ¢hé viém gan B, tc ché ca céc ching virus viém gan B khang lamivudin va
adefovir.
PAC TINH DUQC DONG HOC :

Hap thu: E ntecavir hap thu nhanh qua duong tiéu hoa sau khi uons Néng do dinh dat dugc trong vong 30 den 60
phit sau khi udng mot liéu va dat duge ndng do 6n dinh sau 6 dén 10 ngay diéu tri. O ngudi khoe manh, khi ung
lidu 0,5 mg, Cy. dat khoang 4,2 nanogam/ml, uéng lidu | mg, Cnax dat khodng 8,2 nanogam/ml. V&i mot lidu
trong 1 ngay, nira doi trong huyét thanh khoang 24 gio. Thire an lam chiam va giam hap thu. Phai udng entecavir
lae doi (it nhat 2 gio sau hodc 2 gio trude bira an).

Phdin bo: Dua trén dugc dong hoc cua entecavir, thé tich phan bd biéu kién udc lugng vuot toan bd nude co thé,

cho thay entecavir phin bo rong rdi trong cac mo. Sinh kha dung cua thudc vién bing sinh kha dung cta dung
dich uong nén hai thude ¢6 thé thay thé nhau. Entecavir giin vao protein huyet tuong khoang 13% in vitro. _
Chuyén hoa va dao thai: Entecavir khong bi h¢ thng cytochrom Pyso chuyén héa. Thude dao thai chi yéu qua
than nho loc cau than va tiét tich cuc qua ong than. Thoi gian ban thai la 128 — 149 blO M6t lugng nhé cac chét
lién hop glucuronid va sulfat dugce tao thanh. Tham phin médu c6 thé loai bo du { phan entecavir. Céc liu
phap hién ¢6 dé diéu tri nhiém HBV man tinh (nhu entecavir, adefovir, layi udin telbivudin, tenofovir,
interferon alfa, peginterferon alfa) chua diéu tri triét can duoc HBV ma chi ¢6 tac dung e ché sy phat trién clia
virus. Do do, quy€t dinh thoi gian thich hop dé l)at dau diéu tri phai dya vao tudi ngudi bénh, mire do ton thuong
gan, kha ndng ddp ng voi diéu tri, kha niing xudt hién chung HBYV khdng thube, kha ning cac tac dung phy, bién
chirg va nonu do DNA-HBV trong huyét thanh. Muyc dich lau dai cta diéu tri 1a dé ngan chan xo gan, suy gan,

va carcinom té bao gan.
QUY CACH DONG GOI :

Vi 10 vién, hop 2 vi, hdp 3 vi, hop 6 vi va hop 10 vi.

Chai 20 vién, Chai 30 vién, Chai 60 vién va Chai 100 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC :

Piéu kién bao quan: Noi kho, nhiét d¢ duoi 30"C, tranh 4nh sang.

Han diing: 36 thang ké tir ngay san xudt.

Thube sin xuit theo USP o )
TEN, PIA CHI CUA CO SO SAN XUAT THUOC :

CONG TY CO PHAN SX - TM DUQGC PHAM BONG NAM
L6 2A, Budng 1A - KCN Tan Tao, P.Tan Tao A,Q. Binh Tan TP.HCM.
OT:(08) 3754.1748, (08) 3754.1749; FAX: (08) 3754.1750.

DONG NAM

CTY CO PHAN M DP DPONG NAM
ong Giam Doc

VO TAN LOC

Tohuif
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