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Da nol store above 30°C.
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Hép 1 chai x 60
vién nén bao phim
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amivudin STADA
50 mg
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Kich thudc: 35x120 mm

Thanh phdn: Mai vién nén bao phim chifa:
150 mg

vién nén bao phim
’ film-coated tablets

Lamivudin,

.. | vidn

T8 duge vira dii &
d.nh vik cic

Chi dinh, Cach ding, Choing chi
thong tin khac:

Xin doc rong & hudng din sif dung
Bao quan: Trong bao bi kin, nai kho,
Nhiét da khoing qua 30°C.

BE XA TAM TAY.ZA
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Lamivudin STADA
150 mg

Lamivudin 150 mg
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Mau hép:

Ti l&: 100%

Thanh phan: Mdi vién nén bao phim chiia:
Lamivudin .. 1 50 mg
Ta duspe Wra Al s asiais
Chi dinh, Cach diing, Chéng chi dinh va cic
thong tin khac:

Xin doc trong 10 hudng din sif dung.

1 vién

Rx PRESCRIPTION DRUG

Bdo quan: Trong bao bi kin, nai khé,

Nhiét do khong qud 30°C.
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Box of 1 bottle x 60
film-coated tablets
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Excipients q.s.
Indications, Administration, Conrfamd-tatmns
and other precautions:
Read the package insert inside.
Store in a well-closed container, in a dry place
Do not store above 30°C.
KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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Hép 1 chai x 100 vién nén bao phim

Ds. Nguyén Ngoc Liéu

Kich thudc: 35x120 mm

Thanh phin: Mdi vien nén bao phim chita
Lamivadin, 150 mg
Ti dupc via o .. 1 vign
Chi dink, Cach ding, Chiing chi dinh va cic
théng tin khic:

Xin doc trang t hudng din sit dung,

B quan: T1ong bao bi kin, noi kho,

Nhiét dg khengcpi 3
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STADA- VIET NAM

Thanh phdn: Mbi vién nén bao phim chia:
50 mg

Lamivudin

T4 duge wira dda ... vién
Chi dinh, Cich dang, Chéng chi dinh va cic
thing tin khic:

Xin doc trong t& hudng ddn s dung.

Bdo quan: Trong bao bi kin, noi khi,

Nhi¢t d6 khong qua 30°C
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POC KY HUGNG DAN SU DUNG TRUGC
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of 1 bottle x 100 film-coated tablets

RX PRESCRIPTION DRUG
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Lamivudine 150 mg

Compasition: Each film coated tablet contains:
i 150 mg

Read the package insert inside
Store in a well-closed container, in 3 dry place

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY
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/l Ry Thuéc nay chi ding theo don thudc

| Lamivudin STADA 150 mg

Tén thuée

Lamivudin STADA 150 mg )

2. Céc déu higu lwu y va khuyén cao khi dung thuée

Dé xa tam tay tré em

Boc ky hweng dan s dung trwée khi ding

3. Thanh phan céng thoe thuéc

Thanh phan hoat chét

NS ot s s 150 mg
Thanh phén ta dugc:

Microcrystaliine cellulose, Croscarmellose sodium, povidone
K30, stearic acid, colloidal anhydrous silica, hypromellose &
cps, macrogol 6000, talc, titanium dioxide.

4. Dang bao ché

Vién nén bao phim,

Vién nén dang caplet, bag phim mau trdng, mot mét co khic

Ch "STADA", mét mat khic vach.

Chi dinh

Lamivudin STADA 150 mg duwoc chi dinh didy tri nhiém virus

HIV & nguei Ion va tré em trong ligu phap khang retrovirus

phéi hop., .

Cach dung, lidy ding

Cdch dung .

Lamivudin STADA 150 mg dwoc diung bing duéng uéng,

cling hodc khéng clng véi thire an. D& d3m bao uéng tron ven

lidu, t&t nhat nén nuét Nguyén vién thuéc, khong nghién vién.

Tré em trén 3 thang tudi va ¢co can nang duéi 14 kg ho&c banh

nhan khéng thé udng duroc dang vién nén ding dung dich

uéng lamivudine. Ngoai ra, néy bénh nhan khéng thé nudt
duoc vién thude, co thé nghién vién va tham vao mét lwong
nhS thirc dn sét hogc chat I6ng va dung ngay.

Liéu ding

Nguwoi 1om, thanh thidy nién va tré em (cén ngng 2 25 kg)-

Liéu khuyén cao 13 300 mg/ingay. C6 thé udng 150 mg (1 vién)

x 2 laningay hosc 300 Mg (2 vién) x 1 lan/ngay.

Tré em (can ndng < 25 kg):

*+ 716 em cén ndng = 20 kg dén < 25 kg: Lidy khuyén cao 13
225 mg/ngay. Cé thé udng 75 mg (% vién) véo budi sang v3
150 mg (1 vién) vao budi ti, hodc 225 mg (1va % vién) x 1
ldn/ngay.

—_—
ury

+ Tré em dugi 3 thang tuéi: Chwa du diy lidu dé& g& xuét lidy
khuyén cao riéng bigt. ) )

Bénh nhan thay ddi ché dd ligu ding 2 lan/ngay thanh 1

lan/ngay nén ding Jidy khuyén cao 1 lan/ngay (nhw trén)

khodng 12 gi say fidy cudi cia 2 1an/ngay, sau de tiép tuc

dung liéu khuyén cao 1 lan/ngay (nh trén) khoang méi 24 gio.

Khi thay dai lai ché g6 lidy ding 2 I&n/ngay, bénh nhan nén
Qqﬂ‘mg liéu khuyén céo 2 lan/ngay khodng 24 gier say (idy cudi

pd CUa 1 1an/ngay.
L) B¢€nh nhan suy thdn:
+ Nguoi I6n va iré em (cén néng = 25 kg):
* CICr = 50 mi/phit: Lidu khei déu 1a 300 mg (2 vién) hoac
150 mg (1 vién), lidy duy tri 12 300 mg (2 vién) x 1 lan/ngay
'- hodc 150 mg (1 vien) x 2 Ién/ngéy. _
= CICr tl)’_ 30 @én < 50 mi/phat: Liéu kh&i gay la 150 mg (1
‘ vién), liu duy tri la 150 mg (1 vién) x 1 lan/ngay.
® CICr < 30 mi/phut: Vi chi can ding Jidy dudi 150 mg nen
khuyén cao dung dung dich uéng.
+Tré em tr 3 théng tuéi tré tn va cén nidng dugi 25 kg:
Dung dich uéng Ia dang dung phu hop nhit dé dat dwoc lidy
duy tri dé nghj.
= Bénh nhan suy gan: Khéng can chinh lidy & bénh nhan suy
9an vira dén nang trir khi kem theo suy than.
~  Ngwoi cao tudi: Nhom tuéi nay nén duoc chdm séc dac biét vi
nhirng thay déi lian quan dén tudi tac nhy giam chirc nang
] thén va thay déi cac thong sé huyét hoc.

v SN .
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Chéng chi dinh

Ma&n cam véi lamivudine hay v6i bét ky thanh phan nao cla
thuée.

Suy than nang. )
Khéng dung cac ché phdm két hop lamivudine va cac thuée
khang retrovirus cho bénh nhan cé d6 thanh thai creatinin < 50
ml/phit, bénh nhan bj suy gan. .

Canh bao va thén trong khi ding thuée

Bao cho bénh nhan biét 13 lamivudine khéng chia khoi nhiém
HIV, ho van tiép tyc mang bénh do nhidm HIV, k& ca nhiém
khudn co h$i. Bénh nhan van phai dwerc theo ddi va cham séc
lién tyc. Chi dn cho ngwei bénh biét I3 lamivudine khéng lam
giam nguy co lay truyén HIV, va ho Phai ding bao cao sy gé
bao vé ban tinh.

Nhiém acid lactic: Nhigm acid lactic, thiweng két hop vai gan to
A g : ;

tw nucleosid. Nhigm acid lactic co ti I& tgy vong cao va thuey

¢

tuy.

Nhiém tring co hei- Bénh nhén dang dung lamivudine hoac bat
ky liéu phap khang retrovirus nao co thé tiep tuc tién tridn
nhiém tring co hoi va cac bién chirng khac do nhiém HIV, do
d6 nén tiép tuc theo doi 1am sang chat cha b&i bac si ¢ kinh
nghiém trong diéu tri cho bénh nhan bj cac bénh do nhiém HIvV.

dén phac db chya zidovudine. '
Cac tac dung khang mong mudn chinh duoc bio cao la rgj
loanhuyét hoc (thidy mMau, gidm bach cay trung tinh) va cac réj
loan chuyén hea (tang lactat mau, tang lipase mau).
phan (ng nay thudng chi tam thei, Cac roi loan than kinh khei
Phat mudn 44 duoc béo cao hiém gap (tang truong lyc co, co
giét, hanh vi b4t thuong). Hien van chua biét nhing réi loan vé
than kinh nay I3 tam thoi hay vinh vién, Nhitng phat hign nay
can duoc xem xét cho bat ky tré em nao phoi nhiém
chét tuvong tw nucleosid va nucleotid tr trong tor cung,
Ngu&i cé bidu hign 1am sang ndng khéng r6 nguyen nhan, dac
biét vé than kinh. Nhirng phat hien nay khong dnh huéng aén
cac khuyén céo quéc gia hién nay vé viéc sy dung céc thuéc
khang retrovirus cho phy niy mang thai gé ngén ngira lay
truyén HIV tir me sang con.

.

gan nhiém mé, da duoc bao cao khj ding cac chat twongs” |
%7/(-
)

%) )
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Cén ndng va cdc théng s6 chuyédn héa: Tang can va ting néng
do lipid huyét va glucose huyét c6 thé xay ra trong khi ding liéu
phap khang retrovirus. Nhirng thay déi nay co thé mét phan
lién quan dén viéc kiém soat bénh va 18i séng. Béi véi lipid, ¢6
moét sé bing ching do tac dung didu tri, trong khi ting can
khéng cé béng ching rd rang lién quan dén béat ky diéu trj dac
hiéu nao. Ddi véi giam sat cda lipid huyét va tai liéu tham khao
glucose duwoc thye hién dé hwéng dén didu tri HIV thanh |ap.
Réi loan lipid nén dwoc quan Iy mat cach thich hep 1am sang.
Bénh gan: Cac bénh nhan bj viém gan B hay C man tinh va
duwoc diéu trj bing liéu phap khang retrovirus két hop co nguy
co cao bj cac tac dung khéng mong muén & gan ndng va cé
thé gay ti vong. Trong trwédng hop bj ddng théi viém gan B
hay C, hay tham khdo thém nhing théng tin lién quan cla cac
san pham nay.

Néu ngirng diing lamivudine & bénh nhan bi nhiém déng thei
virus viém gan B, nén giam sat dinh ky cac phép thl chie
nang gan va tinh trang sao chép cia HBV, vi viéc nglrng
lamivudine c6 thé gay ra tinh trang viém gan c&p nghiém trong.
Cac bénh nhan d bj suy chirc nang gan tir trwdc, bao gém ca
viém gan thé hoat déng man tinh, cé tan suit gap cac bt
thuérng vé chirc ndng gan cao hon trong qua trinh diéu trj bing
liéu phap khang retrovirus két hop, va can dwoc giam sat theo
thyc hanh chuan. Néu cé bat ki dau hiéu xau di cla bénh gan
& nhirng bénh nhan nay, can nhdc nglrng tam thoi hay vinh
vién liéu phap didu trj nay.

Hoai tr xuong: Mac du cin nguyén do nhiéu yéu td (bao gém
ding corticosteroid, uéng rweu, suy giam mién dich nang, chi
s6 trong lwong co thé cao hon), cac trudng hop hoai tl xwong
d4 dwoc bao cdo dic biét & nhing bénh nhan nhiém HIV tién
trién vashodc phoi nhiém kéo dai v&i liéu phap khang retrovirus
két hop (CART). Bé&nh nhan nén dwoc tw van y khoa néu bi
dau va nhtrc khop, cirng khérp hodc di lai khé khin,

Khéng nén dung lamivudine v&i cac thubc khac co chira
lamivudine hodc cac thubc chira emtricitabine.

Khang khuyén cao két hop lamivudine véi cladribine.

St dung thuéc cho phu ni¥ ¢6 thai va cho con ba

Phu nir c6 thai

Theo nguyén tic chung, khi quyét dinh diung cac thubc khang
retrovirus trong diéu tri nhiém HIV & phy n& mang thai va tir do
iam gidm nguy co lay truyén HIV tlr me sang tré so sinh, nén
xem xét cac di¥ ligu trén ddng vat ciing nhw kinh nghiém lam
sang & phu nik mang thai.

Céc nghién cru trén dong vat cho thay lamivudine lam tang
chét phdi thai sém & thd nhwng khong xdy ra & chudt.
Lamivudine qua dwoc nhau thai & nguwdi.

Két qua hon 1.000 phuy ni mang thai 3 thang dau va hon 1.000
phu ntr mang thai 3 thang gitva va 3 thang cudi phoi nhiém cho
thdy khang gay di tat va anh hwéng trén phoi thail tré so sinh.
Lamivudine cé thé dwoc ding trong thai ky mang thai néu cén.
Dya trén di liéu nay, nguy co di tat khéng chic xay ra &
nguai.

Doi v&i bénh nhan déng nhiém viém gan dang duoc didu tri véi
lamivudine va mang thai sau dé, nén can nhic kha nang tai
phat bénh viém gan khi ngwng dung lamivudine.

Suy chirc ndng ty thé: Cac chét twong ty nucleoside va
nucleotide dwgc chiing minh in vitro va in vivo 1am tdn hai ty
thé & cac mirc do khac nhau. Ba c¢6 bao céo vé suy chirc nang
ty thé & tré phei nhiém véi céc chat twong tw nucleoside trong
tr cung varhodc sau khi sinh.

Phu nir cho con bu

Sau khi ubng, lamivudine dwoc bai tiét qua sika me véi ndng
do twong tw nhw trong huyét thanh. Dwa trén hon 200 cip
mefcon dwoc digu tri HIV, ndng dé lamivudine trong huyét
thanh rat thdp & tré bl siva cla cac ba me dwoc didu tri HIV
(< 4% ndng g huyét thanh me) va dan dan giam xuéng t&i
mirc khong thé phat hién khi tré dwec 24 tuan tudi. Khang co
dir liéu vé sy an toan cla lamivudine khi ding cho tré dwdi 3
thang tudi. Khuyén céo phy n nhidm HIV khéng dweoc cho con
bu trong bat ky treérng hep nao nhim tranh 13y nhiém HIV.

10.

1.

12,

Anh hwéng cua thube 18n kha ning lai xe va van hanh may
moc

Chwa c¢é nghién ctru nao v& anh hwéng trén kha niang lai xe va
van hanh may moc. .

Twong tac, twong ky cua thuoc

Twong tic cia thude

Nbéng dd zidovudine trong huyét twong tang lén dang ké
(khoang 39%) khi dung két hop véi lamivudine.

Dung trimethoprim/ sulfamethoxazol 160 mg/ 800 mg lam téng
néng do lamivudine khoadng 40%. Lamivudine khéng &nh
hwdng dén dwgc déng hoc cla trimethoprim  hay
sulfamethoxazol. Tuy nhién, néu bénh nhan khdng bi suy than,
khéng can thiét phai diéu chinh lidu lamivudine.

Lamivudine c6 thé ddi khang tac dong khang virus cla
zalcitabine, hai thudc nay khang nén diing chung véi nhau.
Dung ngay 1 lan phac dé gdm 3 nucleosid nhuw lamivudine va
tenofovir vé&i abacavir hodc didanosine gay mic o diéu tri that
bai cao va xuat hién khang thubc, vi thé nén tranh ding.

Nén xem xét kha nang twong tac véi cac thudc khac dung
dbng thei, dac biét cac thube co dwdng thai trir chinh [a bai tiét
chl ddng qua than théng qua hé théng van chuyén cation hiru
co nhw trimethoprim. Cac thudc khac (nhw ranitidine,
cimetidine) dwec thai trir chi 1 phén theo co ché nay va cho
thdy khong c6 twong tac voi lamivudine. Cac chét twong tu
nucleoside (nhw didanosine) giéng nhuw zidovudine, khong bi
thai tre theo co ché nay va khong chdc cd twong tac voi
lamivudine. Do sy twong ddng, lamivudine khéng nén dung
ddng thoi véi céc chat twong ty cytidin khac, nhw emtricitabine.
Hon nia, lamivudine khong nén ding cling véi cac thudc khac
chira lamivudine.

In vitro, lamivudine (¢ ché phosphoryl héa néi bao cla
cladribine ddn dén nguy co tiém An méat hiéu lwc cla cladribine
trong trwéng hop két hop trong 1am sang. Mot sé phat hién 1am
sang cling chirng minh kha néng tuong tac gitra lamivudine va
cladribine. Do dé, khéng nén dung déng théi lamivudine vai
cladribine.

Interferon va peginterferon: Dung déng th&i thudc khang
retrovirus (c6 hoac khong cé ribavirin) va interferon alpha (hoéc
peginterferon alpha) cho ngwoi dong thoi cé HIV va HCV co
thé gay suy gan gay tlr vong. Phai theo déi chat ché nguoi
bénh dung déng thdi lamivudine va interferon alpha (hodc
peginterferon alpha) c6 hodc khdng cé ribavirin vé doc tinh,
nhat 1& suy gan va phai ngirng thubc néu can. Néu tinh trang b
doc xau thém (vi du suy gan trén do 6 theo thang Child-Pugh)
thi c6 thé phai ngling hodc gidm liéu interferon alpha (hodc
peginterferon) va/hodc ribavirin.

Twong ky cda thuéc

Do khéng c6 cac nghién clru vé& tinh twong ky cuta thudc,
khong tron 1an thude nay véi céc thube khac.

Tac dung khéng mong muén cla thubc

Cac tac dung khéng mong mudn sau day da dwoc béo cdo
trong qua trinh diéu tri nhiém HIV bang lamivudine.

Thwong gdp (1/100 < ADR < 1/10)

Hé thén kinh: Bau dau, mét ngd.

H6 hép, Iéng nguc va trung that: Ho, cac triéu chivng & mai.
Tiéu héa: Bubn nén, nén, dau hodc co thét bung, tiéu chay.

Da va mé dudi da: Phat ban, rung toc.

Co xuong va mé lién két: Dau khép, rbi loan co bip.

Toan than: Mét mdi, khé chiu, sot.

It gdp (1/1000 < ADR < 1/100)

Méu va hé bach huyét: Giam bach cau trung tinh va thiéu mau
(ca hai di khi ndng), giam tiéu ciu.

Gan mat: Enzym gan tidng cao thoang qua (AST, ALT).

Hiém ggp (1/10.000 < ADR < 1/1000)

Tiéu hda: Viém tuy, amylase huyét thanh tang cao.

Gan mét: Viém gan.

Da va mé duti da: Phu mach,

Co xuong va mo lién két: Tiéu co van.

R&t hiém gép (ADR < 1/10.000)

Méu va hé bach huyét: Bat san héng cau don thuan.

Chuyén héa va dinh dudng: Nhiém acid lactic.

Hé than kinh: Bénh Iy than kinh ngoai vi (hodc dj cam).




~rtarmsthiran Anias /
gldllltllUUb.bullll

[ ] //4‘1}"1“
vy !—,,‘1 ull

13.

Qua liéu va cach xtr tri

C6 rat it thong tin v& qua liéu. Khong co thudc giai doc dac
higu. Thdm téch mau hodc thdm phan phic mac sau 4 gié chi
1Ay di duoc mét lweng khdng dang ké. Ngd doc nang (viem tuy,
bénh than kinh ngoai bién, gan nhiém m&, suy than cap, nhiém
toan) xay ra sau diéu tri ma khéng xay ra ngay sau khi ubng
qué lidu. Dung lau dai c6 thé gay doc cho ty thé dan dén nhiém
toan lactic cé hodc khéng kém theo nhidm m& vi thé & gan.
Diéu tri ngd déc ning bao gom: ngitng thube, diéu trj hd tre,
dung benzodiazepine d& an than va chdng co giat, thuéc chéng
nén, didu chinh toan mau (truyén natri bicarbonat 1 - 2
mqukg. uéng hogc truyén tinh mach riboflavin 50 mg/ngay;
truyén L-carnitine 50 mg/kg/ngay chia lam 3 lan, m&i lan truyen
2 gi¢’ cho bénh nhan khéng tham phan hodc truyén lién tyc 100
ma/kg/ngay cho bénh nhan dang thdm phan); dung thuédc kich
thich tao bach cau hat (néu bj nhim khuén cé gidam bach ciu
hat); diing thuéc gay co mach néu bj suy nhidu phd tang; theo
ddi chat cac dau hiéu 1am sang, dién gidi, enzym gan, tim )
nhiém khuan & bénh nhan nhét 13 néu cé gidm bach ciu trung
binh.

. Bac tinh dwegrc e hoc

Nhém duge ly: Khang virus ding dwéng toan than, cac chat te
ché enzym phién ma ngwec nucleoside va nucleotide.

Ma& ATC: JOSAF05.

Lamivudine dwgc chuyén héa néi bao tao thanh dang
triphosphate. Triphosphate nay (rc ché sy tdng hop DNA cua
retrovirus, bao gom virus HIV, théng qua s trc ché canh tranh
v&i enzym sao chép nguwoc va sy gén két vao DNA cla virus.
Lamivudine clng c6 hoat tinh khang virus gay viém gan B.
Lamivudine cé hoat tinh I&n virus HIV typ 1 va 2 (HIV-1, HIV-
2), va cling ¢6 tac dung trc ché virus viém gan B & nguwoi bénh
man tinh, Tuy lamivudine dwoc dung nap tt, nhung khéng
duge dung lamivudine don ddc vi d& sinh khang thudc. Sy
khang thuoc nay do dét bién vé enzym phién ma nguoc, lam
gidm tinh nhay cdm hon 100 lan va lam maét tac dung khang
virus trén ngwdi bénh. Cac ching HIV khang lamivudine la
chiing M184I (isoleucine thay thé methionine & codon 184) va
M184V (valine thay thé methionine & codon 184) clia enzym
phién ma nguoe. Didu tn viém gan B man tinh béng lamivudine
moét thévi gian thi sé xuét hién céc chlng dét bién khéng thudc
trén enzym polymerase. Cac ching HBV dét bién khang
lamivudine la M552V (valine thay methionine & codon 552) va
M552] (isoleucine thay methionine). Méc dit xuét hién khang
thé anti-HBe nhwng AND-HBV lai ting cao sau khi ngirng
lamivudine va ALT lai tang, bénh tai phat. Ty |é khang
lamivudine sau 1 ndm diéu tri 14 24%, sau 2 n&m |a 38%, sau 3
nam la 50%.

. Péc tinh dwore déng hoc

Lamlvudlne dwoc hép thu nhanh sau khi ubng va néng d¢ dinh
trong huyét twong dat dwgc sau khoang 1 gi¢. Thudc dwoc
hé&p thu cham, nhung khéng gidm khi diing chung véi thikc an.
Sinh kha dung khoang 80 - 87%. Thubc gan két dén 36% véi
protein huyét tirong.

Lamivudine qua hang rao mau nao v&i ty 18 ndng dd trong dich
ndo tdy so véi nong dé trong huyet thanh khoang 0,12. Thubc
qua dwec nhau thai va dwec phan bd vao sira me.

16.
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Lamivudine dugc chuyén hoa ndi bao thanh dang triphosphat
¢6 hoat tinh khang virus. Thube chuyen héa & gan thap va
dwere thai triy cha yeu & dang khéng dbi nhé bai tiét cha dong
qua than. Thoi glan ban thai tir 5 - 7 gi&r khi dung liéu don.

Nlra doi trong té bao Iympho @ mau ngoal vila 10 - 19 gio.
Nira doi dao thai sau khi udng ligu mot 1an 13 5 - 7 gi&r & ngudi
I&n; Ia 2 gty & tré em tir 4 thang dén 14 tudi.

Tré em

Sinh kha dung tuyét dbéi cla lamivudine (khoang 58 - 66%)
gidm & bénh nhi dwdi 12 tudi. O tré em, dung lamivudine dang
vién uéng cho AUC- va Cpax trong huyét twong cao hon dang
dung dich uéng.

Tré em ding dung dich udng lamivudine theo phat do liéu
khuyén cao dat dwgc mirc lamivudine trong huyét tong trong
khodng gia trj quan sat dwgc & ngudi lén. )
Tré em dung vién udng lamivudine theo phac dd lidu khuyén
cdo, dat dwgec mirc lamivudine trong huyét twong cao hon so
véi dung dich udng vi liéu thubc dang vién uéng (mg/kg) cao
hon va c¢é sinh kha dung cao hon. Nhirng nghién cru duwoc
déng hoc & tré em trén ca hai dang vién va dung dich uéng da
ching minh dung lidgu 1 Ian/ngay cho AUC,.24 twong dwong veéi
dung liéu 2 lan/ngay, véi cing tong liéu hang ngay.

Hién co it d ligu dugc dong hoc & bénh nhi dué¢i 3 thang tudi.
Vei tré so sinh 1 tuan tudi, d6 thanh thai Iamlvudlne dung duong
uéng gidm so véi cac bénh nhi khac va co thé do chirc nang
than chua hoan chinh va sw hap thu bién ddi. Do d6 dé dat duwoc
murc tlep xuc nhw & nguwdi Ién va bénh nhi khac, liéu thich hop
cho tré so sinh 12 4 rng.'kg.’ngay Sy danh gia muc do loc qua
cu than goi y rdng dé dat dwofc murc tiép xtc twong tw nhw &
ngum Ion va benh nhi khac, liéu thich hop cho tré em tir 6 tuan
tudi tré 1&n ¢é thé 1a 8 mg/kg/ngay.

Phu ntr mang thai

Sau khi ubng, dwgc dong hoc lamivudine & giai doan cudi cla
thai ky twong tw nhw & phy ntk khdng mang thai.

Quy cach déng goi

Vi 10 vién. Hop 6 vi.

Chai 60 vién. Hop 1 chai.

Chai 100 vién. Hop 1 chai.

Dieu kién bao quan, han ding, tiéu chuén chét lwong cua
thudc

17.1. Diéu kién bao quan

17.

17.

18.

Trong bao bi kin, noi khd. Nhiét d§ khong qua 30°C.
2. Han dung

48 thang ke tir ngay san Xuat.

3. Tiéu chudn chat lvong

TCCS. . )

Tén, dja chi clia co s& san xuét thuéc

Nha san xudt:

STADA

S4 40, Bai 1§ Ty Do, KCN Vigt Nam-Singapore,
Thi xa Thuan An, Tinh Binh Duong, Viét Nam

DT. (+84.274) 3767470-3767471 - Fax; (+84.274) 3767469 |
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