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Mau nhan AMBIHEP
Hop 10 vién (1 vi x 10 vién)
100% real size
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Chi djnh, Liéu ding & Cdch ding,
Chdng chi djnh:

Xem té hudng din sU dung.

Bao quan: O nhiét 4§ dudi 30°C.
Trénh dnh séng tnyc tiép va nai 4m uét.

WHO
GMP

AMBIHEP

Adefovir dipivoxil 10mg

BE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

10 VIEN NEN
A (1 v x 10 vién nén)

San xufit & Phan phii:
CTY CPDP AMPHARCO U.5.A
KCN Nhon Trach 3, Nhon Trach, Déng Nai

(NN &\MPHARCO U.S.A
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Thanh Phén:

MBi vidn nén chua:
Adefovir dipivoxil ....10mg
Ta dude vila i mét vidn,

(® Thudc bén theo don
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M&u nhan AMBIHEP
Hop 30 vién (3 vi x 10 vién)
100% real size

Chl d[nh, Lifu ding & Céch ding,
Chéng chi dinh: Sin xulit & Phan phéi:
Xem & hudng din sif dyng. CTY CPDP AMPHARCO U.S.A

Béo quén: O nhist a6 dudi 30°C. KGN Nhon Trach 3, Nhon Trach, Béng Nai

Tranh dnh sdng tryc tifp va noi §m uét. A & AMPHARCO U.S.A
s \ @
o \
Adefovir dipivoxil 10mg

BE XA TAM TAY TRE EM .

BOC K¥ HUONG DAN 8U DUNG TRUGC KHI DUNG
30 VIEN NEN k
A K AMPHARCO U.S.A (3 vix 10 vién nén)
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M3u nhan AMBIHEP
Hop 100 vién (10 vi x 10 vién)
70% real size
M3i whﬁ:mua a
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KCM Mhon Trach 3, Mhon Trach, Béng Mal

| MK AMPHARCO U.S.A
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'AMBIHEP \.

Adelovi diprvae 10mg
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M&u nh&n AMBIHEP

Vi 10 vién
100% real size
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Adefovir dipivoxdl 10mg
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CTY CPDP AMPHARCO UWBLA
AN AMPHARCO US.A

- AMBIHEP

AMBIHEP
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Adefovir dipivoxil 10mg
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AMBIHEP
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Adefovir dipivaxdl 10mg

W AMPHARCO U.B.A

~ AMBIHEP

EAE

Adefovir dipivoed! 10mg
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TG HUONG DAN SU DUNG THUOC

Rx-Thude bén theo don

AMBIHEP

THANH PHAN: Mdi vién nén chira:

Adefonir VR oo smmmmnssanpmsrsismn 10 mg
T4  duge: Lactose, Microcrystalline  cellulose,
Croscarmellose sodium, Colloidal anhydrous silica, Talc,
Magnesium stearate.

TiNH CHAT

Dugce lue hoc:

Adefovir duge  bién dm trong té bao thanh dang
diphosphate, trc ché sy tong hop DNA cua virus viém gan
B thong qua viéc tic ché canh tranh céc enzyme sao chép
nguge va sat nhap vao DNA cia virus. O liéu cao,

Adefovir c6 mdt so tac dong 1én HIV. Cdc nghién ciru cho
thay Adefovir c6 hi¢u qua ¢ nhtmg bénh nhan trude d6 da

dé khang véi lamivudine.

Dtroc dong hoc:

Hap thu: Sau khi ubng liéu don 10 mg Adefovir trén
nhiing bénh nhan viém gan B man tinh (n=14), ndng do
dinh trong huyét thanh (Cy.) 12 18,4 + 6,26 ng/mL va
nong d6 nay dat dugc trong thoi gian tir 0, 58 dén 4 gid sau
khi udng. Dién tich dudi dudng cong (AUC) 1a 220 + 70
ng*h/mL. Nong d6 Adefovir trong huyét thanh giam
xuéng ti 1& binh phuong véi thoi gian ban huy la 7,48
+1,65 gio.

Anh hwong cia thirc dn lén sy hép thu qua duong udng:

Khi ubng Adefovir liéu 10 mg trong bita an thi nong do
Adefovir khong bi anh huéng. Co thé ubng Adefovir
trudc, trong hay sau an.

Phdn bé: In vitro, ti 1& gin ket ciia Adefovir vdi protein
huyet thanh khoang 4% voi ndng d¢ Adefovir thay doi tir
0,1 dén 25 meg/mL. Thé tich phén b6 & giai doan 6n dinh
sau khi ding duong tinh mach 1 mg/kg/ngay 1a 392+ 75
mL/kg hodc liéu 3 mg/kg/ngay la 352 +9 mL/kg.

Chuyén hod va thdi trir: Sau khi ubng, Adefovir dipivoxil
nhanh chéng chuyén héa thanh Adefovir. 45% liéu ding
dugc tim thay dudi dang Adefovir trong nudc tidu 24 gio
¢ giai doan 6n dinh sau khi ubng 10 mg Adefovir.

Adefovir dl.rqc bai tiét qua than nho su két hogp cua loc clu
thén va bai tiét chi dong & én g than.

Cdc ddi twgng dic bigt: Duge dong hoc cua Adefovir
tuong tu nhau & benh nhan nam va nir. Chua c6 du sé ligu
x4c dinh v& anh hudéng cua ching toc 1én dugc dong hoc
ctia Adefovir. Nhing nghién ctru vé duge dong hoc chua
dugc thuc hién & tré em hodc & ngudi 16n tudi.

CHI PINH: AMBIHEP dugc chi dinh dé diéu trj viém
gan B man tinh & ngudi 16n ¢6 chimg cir virus dang hoat
dong va/hodc cé tinh trang tdng men gan (ALT hay AST)
man tinh hogc c6 bénh mé hoc tién trién.

LIEU LUQNG VA CACH DUNG: Liéu dugc dé nghi
cho Adefovir cho nhimg bgnh nhan viém gan B man tinh
voi chirc ndng than con t6t 1a 10 mg, ngay I lan uong
trude trong hay sau an déu dugc. Thoi gian diéu tri t6i wu
chua 8.

Diéu chinh I:eu & bénh nhin suy thin: Nong dé thube s&
gia tang déng ké khi sir dung cho nhimg bénh nhan c6 suy
than. Vi thé khoang cach ding thubc can diéu chinh &

nhiing bénh nhan c6 d¢ thanh thai creatinine < 50mL/phut
theo bang goi y duoi dy:

D6 thanh thai Creatinine (mL/min)*
=50 30-49 10-29 | Loc thén
nhén tao
Liéu va 10 mg 10 mg 10 mg 10 mg
khodn mdi24 | modi48 | mdi72 | mdi7
cach licu gid giv gio ngay sau
de nghj loc thin

* D¢ thanh thai Creatinine dugc tinh theo phuong phép

Adefovir chua duge nghién ctru & nhitng bénh nhén
do thanh thai creatinine < 10 mL/phut ma khéng I pxl

than; vi thé, khéng 6 goi y vé lidu ding cho nhitng d ‘V\A
tuong nay. &
&
CHONG CHIi PINH

Quéa min cam véi bét ky thanh phan nao ciia thude.

TAC DUNG PHU: Khong co su khdc biét ding k& vé tan
sudt tdc dung phu gitta nhém ding Adefovir va nhém
ding gia duoc. Cac tac dung phu bao gom suy nhuoc
(13% so v&i 14% cua gia dugc); nhic dau (9% so vai
10%); dau bung (9% so voi 11%); budn nén (5% so voi
8%); tiéu chay (3% so v6i 4%), kho tiéu (3% so véi 2%).
Théng bdo cho bdc si nhitng tic dung bit lgi gdp phai
khi sir dung thuéc

THAN TRONG: Can theo ddi sat cac tic dung phu khi
ding chung Adefovir voi cac thuée dugc bai tiét qua than
hodic vé6i cac thube duge biét c6 anh hudng dén chirc ning
thén,

Khéng nén s dung dong thoi AMBIHEP (Adefovir

dipivoxil) v6i cac san phdm c6 chira Tenofovir disoproxil .

fumarate.

Phu ni¥ ¢6 thai: Chua c6 nhiing nghién ctu day du va
dugc kiém soat chit ché trén phu nir ¢6 thai. Vi thé chi
nén dung Adefovir trong thai ky khi rat can thiét va sau
khi da can nhic k¥ gifta loi ich va nguy co cla thube.

Phu nit cho con bii: Chua biét Adefovir ¢6 duoc tiét vao
stta me hay khong. Cén théng béo cho cdc ba me dang
udng Adefovir khong nén cho con bi.

Tré em: Tinh an toan va hiéu qua trén bénh nhi chua
dugce xac dinh.

Nguvi l6n tudi: Chura c6 tai ligu vé lidu Khuyén dung cho
bénh nhén tir 65 tudi try lén. Cén thén trong khi ké toa cho
nhimg bénh nhan lon tudi vi cac doi tugng nay thuong co
nguy co suy tim, suy than do c6 bénh sin hoic do dang
diéu tri véi cac thude khac.

Anh hwing cita thuie dén kha nding ldi xe va vin hanh
mdy méc: chua c6 nghién ctu diéu tra vé anh hudng cta
adefovir dipivoxil 1én kha ning l4i xe va van hanh may
méc. Tir tinh chit duge Iy hoc ciing khong du doan dugc
tic dong bét lgi ciia thude trén cac hoat dong nay.

TUONG TAC THUOC
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Cockcroft-Gault, dya trén trong lugng co thé ly tuén /:_y/‘_“
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Adefovir khong 1am thay ddi dic tinh dugce dong hoc cua
Lamivudine, Trimethoprim/ Sulfamethoxazole,
Acetaminophen, hoic Ibuprofen.

- Pjc tinh duge dong hoc cia Adefovir khong dbi khi
dung chung Adefovir voi Lamivudine, Trimethoprim/
Sulfamethoxazole, Acetaminophen.

- Khi dung chung véi Ibuprofen (800 mg, 3 lﬁn mdi ngay)
s€ lam ting Crax (33%), AUC (23%) va ndng d6 trong
nudc tidu cia Adefovir. Su gla tdng nay la do tinh kha
dung sinh hoc qua dudmg udng cua Adefovir cao hon,
khong phai do giam d6 thanh loc cAu than ctia Adefovir.

QUA LIEU

Triéu chirng va diu hidu:

D4 gip anh huong trén dudng tiéu hoa tir nhe dén vira &
nhimg bénh nhén HIV duong tinh khi dung Adefovir vdi
liéu hing ngy cao gap 25-50 Jan (250 mg/ngdy trong 12

tudn va 500 mg/ngdy trong 2 tudn) so véi lidu khuyén
ding.

Diéu m.

Khi xut hlen nhiing triéu chimg qué lidu, can theo ddi
diu hleu nhlem doc va ap dung céc bién phép didu tri hd
tro chuin néu can.

Co the loai trir adefowr bang tham phﬁn mau; thanh thai

tiép va noi 4m u‘tfrt 4 .
TRINH BAY: Vi 10 vién nén, hop l)ll -
HAN DUNG: 36 thang ké tir nga Qut.

Dé xa tim tay tré em
Doc ky hwdng din sic dung trude khi diing
Néu cén thém thong tin, xin héi y kién thdy thuéc
Thuéc nay chi diing theo don ciia bdc st

San xudt va phan phoi:

CTY CPDP AMPHARCO U.S.A .

Khu CN Nhon Trach 3, Nhon Trach, Dong Nai.
DT: 0613-566205 Fax: 0613-566203

PHO CUC TRUONG
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