Lamivudin STADA® 100 mg

THANH PHAN
MdH vidhn nén dédi bao phim chira:
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{Microcrystallin cellulogse, povidon K30, croscarmellose natr, acid stearic,
colloidal silica kihan, hypromellose, macrogaol G000, tale, titan dicxyd, oxyd
st 46, oxyd sat vang).

MO TA 2
Vign nén dai, bao phim mau vang ndu, mét mat co khac chlr “STADA”, mt
mét trom.

DUQIC LLFC HOC
Lamivudin  duge nhtéydn héa ndl bdo tao thanh dang trphosphat.
Triphosphat nay rc ché sy tdng hop DNA clia retrovirus, bao gbm virus HIV,
théng qua sy (e tranh v&i enzym sac chép ngugc va sir gan kit
wéo DA cla virus, Lamivudin cdng ob hoat tinh khéng virus gay viém gan B,

DU'Q'C DONG HOC
Lamivudin dwoe hdp thu nhanh sau khi ubng va ndng 48 dinh trong huyét
twrong dat dwgc sau khodng 1 gi¢r. Thudc dugc hip thu cham, nhung
khéng giam khi ding chung vii thire an. Sinh kha dyng khoang 80-87%.
Thude gan két dén 36% v protein huyét trong.

Lamivudin qua hang raa mau ndo vdily 18 ndng 46 trong dich nio Wy sovdi

néng 44 trong huyét thanh 13 khodng 0,12. Thudc qua duge nhau thai va

dugre phén bd vao slra me.

Lamivudin dugre chuyén hiéa ndi bao thanh dang triphosphat cé hoat inh

khang virus. Thude chuyén héa & gan thip va ducre thai trlr chi ybu & dang

khéng ddi bang cach bai tiét chi ddng qua thin. Théi gian ban thal tir 5-7
ir 38 dugre bao cdo khi ding lidu don tr.

CHIBINH
Lamivudin duwrgre chidinh trong dilu tr vidm gan sidu vi B man tinh wi:

- Bénh gan con bl cb bing chimg vé hoat ddng sao chiép cla virus, mirc
alanin aminotransferase (ALT) trong huydt thanh tang cao lién tuc va ob
béng chirng mé hoc cda viém gan hoat 38ng va/ hodc chirng xor hba gan.

- Bé&nhganmt b,

LIE A -
Lamivudin STADA® 100 mg dugc ding bang dwémg ubng, khing phy
thudc vao bira 4n.

Viém gan sibu vl B mdn tinh: LiBu ubng cla nguwéd lém 12 100 mg x 1
lan/ngay. Lidu ding cho tré trén 2 tudi 13 3 mgikg x 1 lAnngdy, idu tdi dala
100 mgingdy.

Biinh nhin nhigém déng théd HIV va viém gan siéu vi B: Diing ché dd lidu
thich horp didu trj HIV.

Liéu diing cho bénh nhén suy thin:

Meén gidm lidu lamivudin & nhirng bénh nhdn suy than vika 3&n ndng (&6
thanh thai creatinin (CC) durdi 50 mifphat),

Ngudd lom vidm gan siéu vi B mdn tinh:

. CC30-49 miphat: Lidu ddu tign 100 mg, sau 46 50 mg x 11&n/ngay.

o 0 15-29 mifphat: Lidu dAu tién 100 ma, sau 44 25 mg x 1 An/ngay.

+ CC5-14 mlphot: Lidu d4u tién 35 mg, sau d6 15 mg x 1 1An/ngay.

« CCnhéhon S mifphil: Lidu dAu tign 35 mg, sau 36 10 mg x 1 13nngay.
Bénh nhdn thdm phan méu; Khing ot sip difu chinh lifu ndo khac hon 13
dira vao db thanh théi creatinin,

Bénh nhdn thdm phdn mang bung: Khiing khuyén clo.

Trﬁugq};dﬁn gidm lidu dyra viio & thanh théi creatinin theo ty & gidng nhu &
ngurdr &,

CHONG CHIBINH
Whay cam vé&i hoat chit hay vil bit ky thanh phin ta duge ndo cia thube.

THANTRONG

Nén ngung vide didu tri vi lamivudin & bénh nhan bi dau byng tién trién,
bubn nén, ndn hodc kém theo két qua kidm tra sinh hda bit thudmg cho dén
ki widm by 98 durgre loai trir,
Didu trj weri lamivudin co thé lién quan dén vide nhidim acid lactic va nén ngung
didu tri néu @4 enzym aminotransferase ting nhanh, gan to tién Iridn,
nhifim acid ch hba hode nhilim acd lactic khéng ri nguyén nhén. Nén sir
dung lamiviedin than trong & nhifng bénh nhan bi chimg gan to hodic cb
nhing yéu 1 nguy co khic cla bénh gan, ¢ nhimg bénh nhan viém gan B
man tinh, oo nguy cor viém gan tré lai kihi ngung ding lamivudin, cin theo doi
chire ndng gan & nhing bénh nhan ndy. Né&n logi tnir khd ndng nhidm HWV
trurére khi bét dhu diing lamivudin didu tr viem gan B, vi 43 timg diéu tri véri by
thap hom thi vé saw ob thé gy tang kha nding khang lamivudin cla virss HIV,

- Cothé chin gidm lidu & bénh nhan suy chirc ndng than.

———— e - ———

TUO'NG TAC THUOC
Sar thai trir qua than cia lamivudin cd thé bj iro ché Bieie thude duoe thai
trir chi yéu qua sy bai tiét chi déng & than khac, nhy (& imethoprim, Vi
lidu phéng ngira thurémg ding clia trimethoprim khang can phigiam libu cla
lamivudin trir khi bénh nhdn bj suy than, nhung tranh ding.dbng thai
lamivudin wii trimethoprm [ifu cao (nhur co-trimaxazol) trang b-ehlwigrn phdi
do pneumocystis va nhidm toxoplasma. Mac dii khéng cb twong the 1am
séing dang ké véi zidovudin nhung thinh thodng xdy ra thifu mau nang &
bénh nhan ding lamivudin wi zidovoedin,
Lamivudin cb thé 34 khang tae d8ng khang virus coa zalcitabin, hai thubcs
ndy khéng nén ding chung vl nhaw. Ding ngay 1 n phac d& gbm 3
nuclensid nhur lamivudin va tenofovir vii abacavir hodic didanosin gay mic
9 didu trj thit bai cao va xult hign khang thube, vi thé nén tranh ding.

PHUN(rCO THAIVA CHO CON BU
Phy nidrcd thal
Cho dén nay chwa co nghign ciru dy di va co kifm soét vé vigc ding
lamiviedin trén phy ni c6 thai, do vay thubc chi duge ding trong théi ky mang
thai khi lgr ich didu tri cao hom nguy corcd hai cho thai nhi.
Phy nircho con b
Lamivudin durgec phin bd qua sira me. Vi cf kha nding xdy ra phan omg phy
nghiém trong do lamivudin trén tré bo sira me, ngudi me nén ngunig cho con
b khi disng lamivudin d& digu tri nhigém HBVY man tinh.

ANHHUPONG TREN KHA NANG LAI XE VA VAN HANH MAY MGC
Khdng cb.

TAC DYNG PHY

- Tac dyng phy thudmg gdp lién quan i lamivudin bao gbm dau byung, budn
ndn, nén, tidu chay, dau ddu, s&t, ndi mén, rung téc, khd &, mét ngd, ho, cac
trigéu chirng & mii, dau khip v dau oo xuwomg. Tang nding 88 huyét thanh cha
enzym creatinin phosphokinase va anzym alanin aminolransferase thudmg
gdp & bénh nhan dang dung lamivudin dé dibu tr vidm gan siéu vi B man tinh.

- Hiém gdp trurdmg hop ly gidi cor van. Hidm thiy tredmg herp vidém tuy. Gidm
bach ciu trung tinh va thifu mau (thwéng khi ding chung i zidovudin),

___gidm tiéu chu, ting cac enzym gan va hiém cd inrimg hop viém gan xay ra.

Mhi&m acid lactic, thuémg kém theo gan to ndng va gan nhiém mé& ndng, 43
durgc b&o cao trong qua trinh trj lidu vai cac thube re chié enzym sao chép
ngurre nucleosid,
QUALIEY -
Maghin ciru ddc tinh cdp & libu rit cao cia lamivudin tnén dgng vt khang gay
ra ddc tlinh trién bdt ky cor quan nao. Dk ligu vé hiu qua ngd ddc cip trén ngudi
con giéd han, Khdng ob sir nguy hai ndo va bénh nhan déu hdi phyc. Khdng co
déu hidu hay trigu chimg chuyén bigt dugc bidu hign khi dung qua lidu,
Méu xdy ra qua lidu, bénh nhan nén duge theo di va didu trj hd trg thich hep.
Dia lamivudin thm tach durgre, ob thé dimg thim tach méu lién tuc trong didu
1] qui Béu, miic dis Giu ndy chura durgre nghién i,
BAOQUAN : Trongbao bi kin, noi khd. Nhigt dd khong qua 30°C.
HANDUNG : 36 thang ké tir ngay sdn xuét.
PONGGOI  : Vi10vign, Hp 3vi.
Chai 30 vién. HHp 1 chai
Chal 100 vién. Hp 1 chai,
TIEU CHUAN AP DUNG: Tigu chun nha san xuft,

THUOC NAY CHI DUNG THEO DON CUA BAC Si

Bé xa tAm tay tré em
Khéng ding thudc qud thod han sir dyng
Boc ky hwdng din sir dyng trirde khi ding
Néu cdn thém théng tin, xin héi v kién béc si
Théng béo cho béc si nhimg tic dung khéng mong muén
gdp phai khi str dyng thube

CTY TNHH LD STADA-VN

40 Bigi I Ty Do, KCN Viégt Mam-Singapore,
Thudn An, Binh Duwong, VN,
BT (+B4) 650 ATETATO-ITETATY « Faoc (+04) G50 ITETAES

.

STADA




