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[COMPOSITION]
Each Lablet conlains:

Adefovir Dipivoxl ..............10mg
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[DOSAGE AND ADMINISTRATION, INDICATION,

PRECAUTION, CONTRAINDICATION,
SIDE- EFFECTS, INTERACTIONS]
See the inser paper inude

[SPEQFICATIONS]: USP 30

[SHELF LIFE] : 24 months

[STORAGE CONDITION]:
Store in closed container al roam temperaiure,
helow 30°C.

KEEP OUT OF THE REACH OF CHILDREN
READ INSERT PAPER CAREFULLY
BEFORE USE
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HEPSES
Adefovir dipivoxil 10 mg

Vién nén

THANH PHAN: M3i vién nén chira:

Hoat chét : Adefovir dipivoxil............. 10 mg

Téa dugce: Lactose khan, colloidal silicon dioxyd, natri starch glycolat, magnesi stearat, talc.

DUQC PONG HOQOC

—  Hap thu:

+ Sinh kha dung bang dudng ubng cua adefovir khoang 59%.

+ Sau khi cho bénh nhan viém gan B udng mét liéu don 10 mg Adefovir dipivoxil, nong do
dinh trong huyét tuong ( Cmax) la 18,4 + 6,26 ng/mL sau 1,75 gi¢. Dién tich tép trung
dudi duong cong (AUC) la 220 £+ 70,0 ng/mL. Thoi gian ban thai 1a 7,48 + 1,65 gio.

+ Dugc dong hoc cua adefovir & bénh nhan suy than khéng bi anh huéng boi lidu dung
hang ngay Adefovir dipivoxil 10 mg trén 7 ngay.

—  Phdn bé: Nghién ctru invitro kha nang gin két cua adefovir voi huyét tuong cua nguoi hay
protein huyét tuong la < 4% vuot qua ndng d6 0,1- 25 pg/mL. Thé tich phan bé & trang thai
on dinh sau khi tiém truyén tinh mach liéu 1,0 hay 3,0 mg/kg/ngay la 392 + 75 va 352 £ 9
mL/kg.

—  Chuyén héa va thai trir: Sau khi udng adefovir dipivoxil nhanh chéng chuyén hoa thanh
adefovir. 45% lugng Adefovir dugce tim thdy trong nuéc tiéu sau 24 gio dung liéu 10mg.
Adefovir duoc bai tiét & than bai su két hop loc cdu than va cac 6ng bai tiét

DUQC LUC HQC

—  Adefovir dipivoxil 1a tién chét dang udng cua adefovir, mét chét twong tu acyclic nucleotid
phosphat ciia adenosine monophosphat, chét dugc van chuyén chu dong vao té bao clia dong
vit ¢6 vi tai d6 n6 duge cac men cia vét chi bién dbi thanh adefovir diphosphat. Adefovir
diphosphat trc ché polymerase ctia virus bang cach canh tranh lién két truc tiép voi chit nén
tu nhién (deoxyadenosin triphosphat) va sau do sat nhdp vao DNA cua virus gay két thuc
chudi DNA. Adefovir diphosphat irc ché chon loc polymerase DNA cia HBV téi néng do

thdp hon 12, 700 va 10 lan nong d¢ can thiét irc ché polymerase o, B vay DNA & ngudi.
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CHI PINH

—  Thubc duoge chi dinh cho diéu tri cac bénh nhén bi nhidm viém gan do virus B man tinh va co
bang chimg vé su nhén Ién ctia virus viém gan B.

— & cc bénh nhéan nguéi 1on, chi dinh nay duoc dua trén nhitng dép g vé mé hoc, virus hoc,
sinh hoa va huyét thanh & ngudi 1én bj viém gan B min tinh c6 HBeAg+ va HBeAg- véi
chirc nang gan con bu va & ngudi 16n ¢6 bang chimg 1dm sang nhiém virus viém gan B dé
khang lamivudin v&i chirc ning gan con hozic mét bu

CACH DUNG - LIEU DUNG

—  Nguoi lon: 1 vién (10 mg), ngay 1 lan.

Bénh nhan suy thdn: sw phoi nhiém cla thudc ting dang ké da duoc thdy khi thuc nay duoc

dung & nhitng ngudi 16n bi suy than. Vi vay, khoang cach giita céc liéu nén duge diéu chinh &

céc bénh nhan voi hé sb thanh thai creatinin < 50 mL/ phut dang dung theo cac huéng dan da dé
( nghi sau. Tinh an toan va hi¢u qua cua cac huéng dan diéu chinh khoang cach giira cac liéu chua
duoc danh gia trén 1am sang. Hon nita, diéu quan trong can chu y la nhimg hudémg dén nay la cho
cac bénh nhan c6 tién sur suy than ¢ mbc gioi han. Chiing c6 thé khong thich hop cho cac bénh
nhéan bi suy than tién trién trong sudt thoi gian diéu tri véi thube nay. Vi vay, dap img lam sang

v6i diéu tri va chirc nang than nén duoc theo ddi can than & nhitng bénh nhan nay

D0 thanh thai creatinin (ml/min)
Bénh nhan
> 50 20-49 10-19 tham tach

mau

Liéu khuyén dung 10 mg

va khoang thoi gian 10 mg 10 mg 10 mg mdi 7 ngay

gitra cac lan dung. moi 24 gid | moi 48 gid | moi 72 gid sau khi tham
tach.

Duogc dong hoc cia adefovir chua duge danh gia & bénh nhan khéng tham phan mau cé hé )
thanh thai creatinin dudi 10 mL/phut, vi vdy, chua c6 liéu khuyén ding cho nhitng bénh nhén
nay.
Bénh nhdn suy gan: Khong can diéu chinh liéu cho bénh nhén suy gan.
CHONG CHI PINH
— Man cam voi heat chét hodc vai bét ky ta dugc nao cua thude.
LUU Y - THAN TRONG
—  Bénh nhadn suy than:
+ Didutri bé’mg adefovir dipivoxil 10mg c6 thé gdy suy than. Trong khi nguy co suy thén &

bénh nhén ¢6 chirc nang than binh thudmg 1a thap, thi day lai 1a diéu dic biét quan trong &
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nhitng bénh nhan c6 nguy co hodc dang bi rdi loan chirc ning thin va bénh nhan dang
dung nhitng thubc c6 thé anh hudng dén chire ning than.

+ Theo dbi chitc nang than cho tit ca cac bénh nhén diéu tri bing adefovir dipivoxil 1a rat
quan trong. O nhimg bénh nhan cé nguy co hodc ¢ tién sir rbi loan chirc ning than cén
theo dai thuong xuyén dé phat hién nhimg thay d6i creatinin va phosphat huyét thanh.

+ Do adefovir dugc bai tiét qua than nén can diéu chinh liéu & nhitng bénh nhan c6 d thanh
thai creatinin < 50ml/phut. Chua tién hanh nghién ctru ¢ nhitng bénh nhan méc bénh than
giai doan cudi can kiém soat bing cac phuong phap thdm phan, ngoai trir thdm phan mau,
nhu thdm phan phiic mac di dong.

+ Trong nhitng nghién ctru 1dm sang khi cho dung nhimg lidu cao hon tir 3 dén 12 1an so véi
lifu d& nghi la 10mg dé didu tri cho bénh nhén viém gan B man ngudi ta da nhan thiy su
tang creatinin huyét thanh va/hodc giam phosphat huyét thanh.

+ Ngudi ta thiy c6 su thay doi creatinin huyét tuong ¢ nhimg bénh nhan sau ghép gan.
Nhimg thay déi nay thudng nhe va gip & nhimg bénh nhan c6 nhiéu yéu t6 nguy co suy
chirc nang than.

+ Ngudi ta khong danh gia lugng adefovir dipivoxil ¢ nhitng bénh nhén dang dung thudc
doc than hoéc thubc bai tiét qua than boi cung mot chit van chuyén, chét van chuyén
anion hitu co 1 ¢ ngudi (hOAT1).

+ Nén than trong khi dung chung adefovir dipivoxil 10mg vé&i nhitng thube duoc bai tiét
chu dong qua éng than vi c6 thé gy ting nong do huyét thanh cua ca adefovir dipivoxil
va thudc dung dong thoi do canh tranh con dudng dao thai.

—  Bénh nhan suy gan:

+ Bénh nhan méic bénh gan tién trién hoic xo gan nén dugc theo ddi chit ché trong thoi
gian bét dau diéu tri.

+ Bénh nhan nén duoc theo doi chat ché nhiéu thang sau khi ngung diéu tri do c6 thé xuét
hién nhitng dgt bung phat cua viém gan sau khi ngimg dung adefovir dipivoxil 10mg.
Nhimg dot bung phét nay xay ra & bénh nhin khong c6 dao nguoc huyét thanh HBeAg va
biéu hién boi ting ALT huyét thanh, ting HBV DNA trong huyét thanh. Nhing bénh
nhan ¢6 chirc nang gan con bu dugc didu tri bing adefovir dipivoxil 10mg, ALT trong
huyét thanh tang khong di kém véi nhing thay d6i vé 1am sang hodc xét nghiém lién quan

dén bénh gan mét bu. Phan 16n nhimg su kién nay hinh nhu tu gi6i han. Bénh nhan méc

s
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bénh gan tién trién hodc xo gan 6 thé cé nguy co cao mét bu chirc nang gan va nhitng dot
viém gan bung phat ning, c6 thé tir vong. '

Céc truong hop nhiém toan lactic, thudong di kém gan rit to va thoai héa gan do nhiém
md, di dugc bao céo khi sir dung ddng thoi thude tuong tu nucleoside & bénh nhan nhiém
HIV. P4 c6 mét vai bao cdo vé cac tac dung phu néu trén & bénh nhan viém gan B man
tinh mat bi. Tuy nhién, khong ¢6 bang chimg nhiém toan lactic sau khi diéu tri bing

adefovir dipivoxil.

—  Dong nhiém HIV:

+

Viéc diéu tri bang adefovir dipivoxil 10mg khéng cho thiy hiéu qua chdng lai sy sao chép
HIV. Nhimg bénh nhan dong nhiém HIV, cin dugc diéu tri dé soat RNA HIV (< 400
manh/ml) bing mét tri liéu khang retrovirus hiéu qua trudc khi dung adefovir dipivoxil
10mg dé diéu trj nhiém HBV.

Nhimg bénh nhan déng nhiém HIV ma khong doi hoi phai dugce diéu tri bang thudc khang
retrovirus c6 nguy co bién di HIV khi sir dung adefovir don tri liéu dé diéu tri viém gan B

man tinh.

Thdn trong khdc:

+

Tinh an toan va hiéu qua ¢ tré em, thiéu nién (duoi 18 lué!i) va bénh nhén trén 65 tudi
chua duoc thiét lap.

Nén khuyén bénh nhéan ap dung nhiig bién phap than trong thich hop dé ngin ngira su
lay truyén virus viém gan B sang ngudi khéc vi diéu tri bang adefovir dipivoxil chua dugc

chiing minh la lam giam nguy co nay.

SU DUNG O PHU NU CO THAI VA CHO CON BU

Chi nén sir dung adefovir dipivoxil trong thai ky khi lgi ich diéu tri vuot troi nguy co dbi véi

phoi thai.

Chura biét nguy co ddi véi sur phat trién phoi thai ngudi do d6 phu nir & do tudi sinh dé nén

dung thudc tranh thai hiéu qua khi diéu trj bang adefovir dipivoxil
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chura ¢6 bao céao.

TUONG TAC THUOC

~  Sir dung ddng thoi 10mg adefovir dipivoxil véi 100mg lamivudine khong lam thay dbi dac

tinh duoc dong hoc cua ca hai thubc nay. /‘#
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~ Diing ddng thdi 10mg adefovir dipivoxil véi cac thudc dugc bai tiét qua bai tiét éng than hay
bai tiét thay ddi qua éng than c6 thé lam tang ndng d6 trong huyét thanh cua ca adefovir
dipivoxil hay thuéc dung két hop.

— Dua trén cic két qua nghién ctru in vivo va su bai tiét cia adefovir qua than, kha nang tuong
tac qua trung gian CYP450 lién quan dén adefovir va cac thudc khac la thap.

TAC DUNG KHONG MONG MUON

— Réi loan hé tiéu hoa: Thuong gap: dau bung, budn nén, déy hoi, tiéu chay, kho tiéu.

— Réi loan toan than va tai chd: Rét phé bién: suy nhuoc.

— R&i loan hé than kinh: Thuomg gap: dau dau.

—  ROi loan than va tiét niéu:
+ Rét phd bién: tang creatinine.
+ Thuodng gap: bat thuong chirc nang than, suy thén.

Théng béo cho thdy thudc bat kp téc dung phu nao c6 lién quan dén sir dung thuéc

QUA LIEU VA XU TRi

—  Diéu tri lidu 500mg adefovir dipivoxil hang ngay trong 2 tudn va 250 mg hang ngay trong 12
tudn da co rdi loan da day rudt va biéng in.

— Néu qua liéu xay ra, bénh nhén nén theo dai d4u hiéu nhiém doc va ap dung cac bién phap
didu tri hd tro néu cin. C6 thé loai trir Adefovir bang cach tham phin mau. sy thai trir

adefovir bang thdm phan mang bung chua dugc nghién ctru.

BAO QUAN: Bao quan trong bao bi kin & nhiét do phong (duai 30°C).
HAN DUNG: 24 thang ké tir ngay san xuét.
TRINH BAY: Hop 100 vién/ Hop 10 vi x 10 vién.
TIEU CHUAN: Tiéu chudn nha san xuét.
KHUYEN CAO:
Poc ky hwéng din siv dung trwée khi dung.
V. Néu cin thém théng tin, xin hoi y kién bac si.
Thudc nay chi diung theo s ké don ciia thiy thudce

Tréanh xa tim tay tré em

MYUNGMOON PHARMACEUTICAL CO., LTD.

R PHO CUC TRUONG
-_/I'ff}vcryé'n Vim %/mm‘g




