I e

I-Y

A NEAN VA T HUGNG DAY DG THUGC
Tén, dia chi cd sd dang ky va sén xuat:

CONG TY LIEN DOANH MEYER-BPC
6A 3 quéc 16 60 p.Phu tan, thanh phd Bé&n Tre, tinh Bén Tre.

Tén thuéc: ADEFOVIR MEYER
Dang thudc: Vién nén.
Nong do, ham lugng:

-Adefovir dipivoxil 10 mg

Loai thudc dang ky: Thudc hod dugc.
Loai hinh dang ky: E)ang ky 1an dau.
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MAU PANG KY HOP THUOC ADEFOVIR MEYER
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MAU DANG KY TOA THUOC ADEFOVIR MEYER

SPK:
THUGC BAN THEO DON Tiéu chuén: TCCS

ADEFOVIR MEYER

THANH PHAN:

Adalovir dipivoxil 10mg

Td dugc: Cellactose B0, Nalri starch glycolat, Talc, Magnesi stearal vitadd 1 vién,
DANG BAOCHE: Vién nén,
DUQC LYC HQC:

-Adefovir dipivoxil 14 tifn chét dang udng cla Adefovir, mot chdl luong ty acyclic nucleolide
phosphonate ciia Adenosine monophosphat, chat duge van chuyén chii dong véo t6 bao clia déng
valco vu, tai d6 nd dugc cdc men cla vat chl bién adithanh Adelovir diphosphate.

-Adelovir diphosphale uc ché poly clia virus bang cdch canh tranh lian két tryc tidp vai
chétnénty nhién (Deoxyadenosine Iriphosphate) va sau dd sdp nhap vao DNA cla virus gay két thuc
chubiDNA.

DUJC BONG HQC:

Adeflovir duge hap thu tdt 10 hé tidu hda va thai tnd chil ydu qua than,

CHIBINH:

Didu trj viém gan si¢u vi B man tinh & ngudl 1dn vdibing chung vé synhan I&n cla virus viém gan
B.
CHONG CHIBINH:

Quéd mén vdibat ky thanh phédn nao cha thude,

THAN TRONG:

-Nén ngung diéu trj bAng adeflovir néu 6 sy tAng nhanh ndng dd aminotransferase, bjgan to tién
trién hodc gan nhiém md, hoac bj nhim toan chuyén héa hosic nhidm toan lactic khong rd nguyén
nhan. C4n than trong khi si dung adetovir cho bénh nhan bj gan to hodc ¢6 cdc y&u td nguy co bjbénh
gan khac. C4n phan biét cn thdn gida bénh nhan cé nédng dé men gan tang do dap dng vai didu trjva
dodbc tinh.

-Sytrdm trong thém bénh vidm gan dé xay ra sau khi ngung difu trjbang adefovir. Mac di nhing
sy kién ndy thudng dugc ty gidi han hodc dugc gidi quydt bing cdch bat ddu didu uf lai, nhung nhing
sy cd nghiém trong (bao gém ca tif vong) da dugc bao cdo. Bénh nhdn bjbénh gan tién trién hodc xo
gan co nguy co mél bu gan cao hon b&nh nhan cé chide nang gan cén bi. Chic ndng gan cdn duge
theo ddi chat ché djnh ky lrong sudt mot thdigian (vidy, 12 tudn) sau khi ngung dung adelavir,

-Bénh nhan ding adefovir nén dugc ki€m tra cdc ddu hiéu clia sy suy gidm chde nang than mdi 3
thdng. Cén cham s6c dac biét nhiing bénh nhan cé hé sd thanh thai creatinin dudi 50 mi/phut (cdn
phaididu chinh liéu) v nhang ngudi dang dung cac thudic khdc cé thé dnh huding chic nang than,

-Dé& khang vdi HIV: Viéc ding adefovir d8 didu trj nhiém HBV mdn tinh cho nhiing bénh nhén bj
nhifm HIV chua duge phat hién hodic chua duge didu trj 6 thé ddn dén sy dé khdng vai HIV. Nén kidm
tra khang thé HIV cho moibénh nhan trudc khibdt ddu didu trj véi adefovir.

-Tré em dudi 18 wéi va bénh nhan trén 65 tudi.

TRUONG HGP PHY NU CO THAIVACHO CON BU:
Khéng nén dung thudc cho phu ni ¢4 thai va cho con b,
TRUUNG HQP LAIXE VA VAN HANH MAY MOC:

Anh huding cta thudc 1i kha nang 14i xe va van hanh mdy méc chua duge nghién cuu.
TAC DYNG KHONG MONG MUGN:

-Ti#u hoa: daubyng, budn non, ddy hoi, tidu chiy, khd tidu.

-Thén kinh: dau d4u.

-Toan than: suy nhugc.

-Ngua, phdt ban da, cdc tdc dong 1rén hé ho hip bao gém ho nhidu hon, viém hong va vidm
xoang.

-Tang néng do creatinin trong huyét thanh, 18n thuong than, suy than c4p va lang néng do men - 4
o TONG GIAM BAC

Théng bdo cho Bdc sTcdc tdc dung khéng mong muén gdp phdi khi sd dyng thudc.
TUONG TAC THUGC:

Adefovir dugc bai 1idt qua than nhd sy k&t hop cba loc cdu than va bai tiét chl ddng qua &ng than.
Sirdung déng thai Adefovir dipivoxil vdi cdc thude duge bai tift qua dng than hay bai ifl thay d8i qua
&ng than c4 thé 1am tang néng dd trong huy&t thanh clia cA Adefovir dipivoxil hay thudc dung két hgp.
LIEU LUGNG VA CACH DUNG:

-Ngudi1on: m&i ngdy udng 1 vién, cé thé udng cung hodc khéng cung thuc an.

-3 bénh nhan suy than, cdn didu chinh khodng cach gida cdc liu dung theo do thanh théi
creatinin:

+BD6 thanh thai 20-49 mifphdt: udng 1 vién, mbi 48 gio.
+BD0thanh thai 10-18 mifphudt: udng 1 vién, m&i72 gio.
QUALIEUVA CACHXUTAI:

Né&u bj qud lidu, phdi theo ddi bénh nhan va dp dung bién phdp didu trj hd trg thong thudng néu
cén. Do Adefovir dipivoxil¢6 thé thdm phan dugc, nén c6 thé dp dyng phuong phép loc mdu.
HAN DUNG: 36 thang k& 10 ngdy s&n xudl.

BAOQUAN: Nai kh6, nhiét do khong qud 30°C, trdnh dnh sdng.
QUICACH BONG GOI: Hop 03 vi x 10 vién nén.

BOC K¥ HUGNG DAN SUDYNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEOBONCUA BAC ST.

NEUCAN THEM THONG TIN XIN HOI Y KIEN THAY THUGC.

TN MEYER-BPC \
O\, CONG TY LIEN DOANH MEYER-BPC\%

MEYER-BPC S8 6A3 quéc 1) 60 p.Phu tan, thanh ph& B&n tre, tinh B&n tre-Viét nam

Nouyin Yim Chandy



