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2. MAU NHAN HOP IDOZAXI (Hop 3 vi x 10 vién nén)

Rx Thuéc bén theo don

IDOZAXI'

Adefovir dipivoxil ......

.10mg .

Hpp 3 vix 10 vién nén |

CONG THUC:
Adeforvir dipivoxl .............. 10mg
Ta Qude v ..o 1vién nén
FEU CHUAN AP DUNG: TCCS
VISASSEK: oovovvsoonsesnenns

CHi DINH, CACH DUNG, CHONG CHI DINH,
THAN TRONG VA CAC THONG TIN KHAC : .
¥in doc frong 18 hudng dén sd dung. l

uPU ugIA Of X 34 £ dOH
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TO HUONG DAN SU DUNG THUOC
Vién nén IDOZAXI
(Thudc ban theo don)

IDOZAXI - Vién nén

¢+ Cong thirc: (cho mdt vién)
- Adefovir dipivoXil ...cccceeveiiieiieiiineiannns 10 mg

(Dextrose anhydrous, PVP K30 (Polyvinylpyrrolidon), tinh bdt ngd, magnesi stearat).
¢ Tac dung duoc ly

Duoe lwe hoe

- Adefovir dipivoxil 1a tién chit dang udng cia adefovir, mt chét tuong ty acyclic
nuceotide phosphonat cta adenosin monophosphat chét duoc van chuyen chu ddng vao
té bao ciia dong vat c6 vi, tai d6 n6é duge cic men cua vat chi bién dbi thanh adefovir
diphosphat.

- Adefovir diphosphat trc ché polymerase cua virus bang cach canh tranh lién két truc tiép
v0i chat nén tw nhién (deoxyadenosin triphosphat) va sau d6 sat nhap vao DNA cua virus
gay két thuc chudi DNA.

- Adefovir diphosphat tc ché chon loc polymerase DNA ctia HBV tai ndng do thip hon
12,700 va 10 lan nong d9 can thiét dé e ché chon loc polymerase «, B, va y DNA &
nguoi. Trong bach cau hoat ddng va khong hoat dong, thoi gian ban huiy trong té bao cua
adefovir diphosphat 1a 12 va 36 gio.

Duoc dong hoc

- Sau khi udng lig":u 10mg, adefovir hép thu nhanh véi sinh kha dung khoang 59%, nong d6
dinh trong huy¢t tuong 1,84 + 6,26 ng/ml. AUC la 220 + 70,0 ng/ml. Sau khi tiém tinh
mach, 1 hodc 3 mg (kg/ngay) thé tich phan b6 392 + 75 hodic 352 £ 9 ml/kg sy gin két
protein huyét tuong khoang 4%. Sau khi uong Adefovir dipivoxil dugc chuyén héa thanh
adefovir, 45% cta liéu udng 10mg dugc tim thay trong nudc tiéu trong vong 24 gid.
Adefovir dugc tim thiy qua nude tiéu.

¢ Chi dinh:

- Adefovir dlplvoxﬂ dugc chi dinh dé diéu tri bénh viém gan B min tinh & ngudi lén c6
bang ching vé su nhén 1én cua virus hoat dong va c6 sy tang lau dai cac aminotransferase
trong huyét thanh (ALT hodic AST) hogc cé bénh mé hoc tién trién.

- Chi dinh nay duoc dua trén nhimg dap img vé mé hoc, virus hoc, sinh héa va huyét thanh
& nguoi 16m bi viém gan B man tinh c6 HBeAg+ va HBeAg- voi chie ndang gan con bu va
& ngudi 16n ¢6 bang chimg 1am sang nhiém virus viém gan B dé khang lamivudin véi
chirc ning gan con bu hodc mat bu.

¢ Liéu ding:
- Adefovir dipivoxil dugc sir dung bing duong udng.

- Ngudi 16n: liéu khuyén dung cua adefovir dipivoxil cho bénh nhén viém gan B man tinh
¢6 chirc ning than binh thuong 1a 10 mg, ngay 1 lan khéng phu thude vao bira an.

- Bénh nhan suy thén: Nén giam liéu adefovir dipivoxil. Nén thay ddi khoang céch giita cdc
liéu tiy theo hé so thanh thai creatinin (creatinin clearance = CC) cuia bénh nhan.

+ CC > 50 ml/ phat: liu binh thudng hang ngay.
+ CC tir 20 dén 49 ml/ phut: mdi 48 gio.
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+ CC tir 10 dén 19 ml/ phit: mdi 72 gio

+ Bénh nhan dugc thim phin méu: mi 7 ngdy sau khi thAm phan hoic sau khi thdm
phén tich liiy tong cdng 12 gio.

+ Duge dong hoc cua adefovir chua duge danh gia ¢ bénh vién khong thdm phan mau

v&i hé so thanh thai creatinin dudi 10ml/ phut. Vi thé chua c6 liéu khuyén ding cho
nhitng bénh nhéan nay.

+ Bénh nhan suy gan: khong cin diéu chinh liéu cho bénh nhén suy gan.
¢ Chong chi dinh:
- Qua mAn cam vo&i Adefovir hay bat ky thanh phan nao cta thude.
¢ Téic dung khong mong mudn ciia thube:
- Tac dung phy thuong gap nhét ctia adefovir 1a céc tac dong trén hé tiéu héa bao gdbm budn
noén, day hoi, tiéu chay, kho tiéu va dau bung.
- Céc tac dung phu thuong géap khac la dau d4u va suy nhuoc.
- Ngira, phat ban da, cac tac dong trén hé ho hép bao gdm ho nhiéu hon, viém hong va viém
xoang.
- Téng ndng do creatinin trong huyét thanh, tén thuong thén, suy than cap va ting ndng do
men gan.

Thong bao cho bac si nhimg tic dung khéng mong mudn gip phai khi sir dung thude
¢ Tuwong tic thube:

- Can than trong khi dung chung adefovir véi céc thudc duge bal tiét cha dong qua ong
than khéc vi su canh tranh con dudng dao thai cé thé lam ting nong d6 huyét thanh cia ca
hai thudc. Cén than trong khi ding chung adefovir véi cac thudc c6 nguy co giy doc tinh
trén than khac.

- Thubc anh hudng dén céc enzyme o ti lap thé gan: adefovir dipivoxil khong phai 1a cht
{rc ché hay chét nén cua bt ky cytochrom P4so (CYP) isoenzym nao, bao gom CYP1A2,
CYP2C9, CYP2C19, CYP2D6 hodc CYP3A4 nén cac tuong tac dugc dong hoc khong co
kha nang xay ra.

¢ Than trong:

- Nén ngung diéu tri bang adefovir néu c6 sy tang nhanh nong d6 aminotransferase, bi gan
to tién trién hodic gan nhiém m&, hodc bi nhiém toan chuyén héa hozc nhiém toan lactic
khong rd nguyén nhan. Can than trong khi sir dung adefovir cho bénh nhan bi gan to hodgc
¢6 cac yéu té nguy co bi b¢nh gan khéc. Can phan biét can than giita bénh nhan c6 nong
do men tang do déap ung diéu tri v&i diéu tri do doc tinh.

- Sy trdm trong thém bénh viém gan dd xay ra sau khi ngung diéu tri bing adefovir
dipivoxil. Mgc du nhiing sy kién nay thuong dugc tu giéi han hodc dugce giai quyét bing
cach bit ddu diéu tri lai, nhung nhimg sy c0 nghiém trong (bao gdbm ca tir vong) da dugc
bao céo. Bénh nhan bi bénh gan tién trién hogc xo gan c6 nguy co mét bu gan cao hon
bénh nhén ¢ chue ndng gan con bu. Chirc ning gan can dugc theo doi chit ché dinh ky
trong sudt mot thoi gian (vi du: 12 tudn) sau khi ngung ding adefovir dipivoxil.

- Benh nhéan dung adefovir nén duge kiém tra cac dau higu cta su suy giam chic nang than
moi 3 thang. Céan cham soc ddc biét nhitng bénh nhan c6 hé so thanh thai creatinin dudi
50 ml/phut (cAn phai diéu chinh lidu) va nhimg ngudi dang dung cac thudc khac c6 thé
anh huéng chirc nang thén.

- DBé khang voi HIV: Viéc dung adefovir dipivoxil dé didu tri nhiém HIV man tinh cho
nhimg bénh nhén bi nhiém HIV chua duge phat hién hodc chua duge diéu trj c6 thé dan
dén su d& khéng v6i HIV. Nén kiém tra khang thé HIV cho moi bénh nhan trudc khi bit
d4u diéu tri voi adefovir dipivoxil.

- Tré em va thanh thiéu nién: tinh an todn va hiéu qua cua adefovir dipivoxil & bénh nhén
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dudi 18 tudi chua duge x4c dinh. Khéng nén dung adefoivir dipivoxil cho tré em va thanh
thiéu nién.

- Ngudi gia: chua c6 tai lidu vé lidu khuyén ding cho bénh nhén trén 65 tudi.
¢ Sir dung cho phu nir ¢6 thai va cho con bu:
- Thoi ky mang thai:
+ Chua ¢ nhimng nghién ciru ddy du va duge kiém soét ché.c ché & phy nit mang thai. Chi

nén dung adefovir dipivoxil trong thai ky khi that sy cn thiét va sau khi d cin nhic
cin than giita nguy co va loi ich.

+ Chua c6 nhitng nghién ciru & phu nit ¢6 thai va cac dir ll¢u vé tac dong cua adefovir
dipivoxil trén sy truyén HBV tir me sang con. Vi thé, cin ching ngira thich hop cho
dtra tré nhim ngan ngira sy nhiém vius viém gan B lic méi sinh.

- Thoi ky cho con bu:
+ Chua biét adefovir c6 dugc tiét vao sita me hay khéng. Ngudi me can duge huéng dan
1a khong dugce cho con bu khi dang dung adefovir dipivoxil.
¢ Sir dung cho nguoi ldi xe va vin hanh may méc:
- Chua thdy anh hudng cta thude 1én kha nang 14i xe va van hanh may méc.
¢ Qui4 liéu va cach xir tri:

- an:u chimg: Dung lidu adefovir 500 mg/ngay trong 2 tuan hodc 250 mg/ngay trong 12
tudn da gay ra céc rbi loan tiéu héa ké trén va chimg biéng an.

- Pidu tri: Khi xuét hién qué lleu nén theo doi déu hiéu nhiém doc va 4p dung cac bién phap
diéu tri hd trg chuin néu cin. C6 thé loai trir adefovir bang thAm phan méu, hé sb thanh
thai bing thim phin mau trung binh 12 104 ml/phut. Chua nghién ciru su thai trir adefoyir

bang tham phén mang bung. R

¢ Trinh bay: N Z
- Hop 3 vi x 10 vién nén ) %)
¢ Han dung: \-/
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- 36 thang ké tir ngay san xudt
¢ Bio quan:
- Noi khé mét, nhiét do dudi 30°C, tranh anh sang.
¢ Tiéu chudn: TCCS
DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tan — TP.HCM
PT : (08) 37.541.999 — Fax: (08) 37.543.999

DPéc Chit Lugng

TP.HCM, ngay 04 théng 09 niim 2015 /m/

:5: h."....r‘ HIEY H Al
Ul‘hr"‘ el 4 s1' |

‘\‘t:\.‘i;-,\\. USA-NIC /3

TUQ.CUC TRUGNG ﬁ)@t&ANT
PIRUGONG PHONG TP O~

GE Mink Jﬁmcg




