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Each tablet contains :

Lamivudine 100 mg
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Rx

LAMIDAC 100
(Vién nén bao phim Lamivudine 100mg)

CANH BAO:

Chi sit dung thudc ndy theo don

Poc kj hudng dan sit dung trudc khi sit dung.

Néu can thém thong tin, xin héi ¥ kién bdc si.

Khoéng ding qud liéu chi dinh.

Xin théng bdo cho bdc st biét cdc tdc dung khong mong mudn trong qud trinh sit dung.
Khéng sit dung thubc da qud han ding.

Pé thubc ngoai tdm véi ciia tré.

THANH PHAN: /

MJi vién nén bao phim ¢6 chita:

Hoat chdt: Lamivudine 100 mg.

Td dugc: Cellulose vi tinh thé, oxid sit den, PVP K-30, polysorbat 80, croscarmellose natri,
magnesi stearat, silic dioxyd dang keo khan, HPMC 6cps, PEG 6000, titan dioxid, talc tinh
ché.

DUGC LUC HOC :

Lamivudine 1a thudc t6ng hgp khéng retrovirus, thuéc nhém dideoxynucleosid ic ch€ enzym
phién ma ngugc cla virus. P& ¢6 tdc dung Lamivudine phai dude emzym t&€ bao phosphoryl
héa va dugc bi€n ddi thainh mot cha't chuyén héa 5 -triphosphat ¢6 hoat tinh. Chat chuyén
héa nay ¢6 ciu tric twong tu deoxycytidin triphosphat 1a co chat ty nhién cho enzym phién
md nguge. Thudce c6 hoat tinh canh tranh v6i deoxycytidin triphosphat tif nhién dé hgp nhat
vao DNA ciia virus bdi emzym phién ma ngudc, gay két thic sém tdng hop DNA cilia virus.
Lamivudine c6 ddc tinh rat thap ddi véi t€ bao.

Lamivudine ¢6 hoat tinh kim virus HIV type 1 va 2 (HIV-1, HIV-2), va cling c¢6 tdc dung tc
ché€ virus viém gan B ¢ ngudi bénh man tinh. Tuy dugc dung nap t6t, nhung khong dugc ding
Lamivudine don ddc, vi dé sinh khdng thudc. Sy khdng nay do dot bi€n vé enzym phién mi
nguge, lam gidm tinh nhay cdm hon 100 14n va lam mat tdc dung khdng virus trén ngudi
bé&nh.

DUGC PONG HQC :

HAp thu: Lamivudine hip thu tdt qua dudng tiéu hod. Sinh khd dung theo dudng udng cia
Lamivudine ¢ ngudi 16n thudng dat tf 80-85%. Sau khi dung dudng udng liéu 100 mg, thudc
dat ndng dd t6i da (Cpax) trong huyét thanh khodng 1,1 - 1,5 mcg/ml sau khodng thdi gian
(tmax) 1 g10.

Udng cling véi thifc dn 1am tdng tyax vA gidm Cpy,y (gidm xudng con 47%). Tuy nhién, mic
dd hap thu cia Lamivudine (dua trén AUC) khdng bi 4nh hudng. Chinh vi th€ cé thé udng
Lamivudine lic no hodc doi.

Phan bé: theo cdc nghién cifu theo dudng tiém tinh mach, thé tich phan bs 1a 1,3 I/kg. Dugc
déng hoc ciia Lamivudine khong ddi theo liéu diéu tri va né lién k&t thap véi protein huyé&t
tuong va cd albumin.

Khéng c6 nhiéu thong tin chitng té riing Lamivudine ¢6 thé xAm nhdp vao hé thdng than kinh
trung wong va dich ndo tuy (CSF). Ti 1& nong d6 Lamivudine trong dich nio tuy so véi néng
d6 trong huyét thanh sau khi uéng 2-4 gias 1a 0,12.
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Chuyé&n ho4: Lamivudine chii y&u loc qua thin dudi dang con hoat tinh. Kha niing cdc chat

chuyén hod tuong tdc v6i Lamivudine 13 rit thap vi gan chi chuyén hod mot lugng nhd (5-

10%) va ti 1& lién k€t véi protein huyét twong thap.

Thai trir: D) thanh thdi cia Lamivudine x&p xi 0,3 /gid/kg. Thdi gian ban thii 5-7 gid. Phin

16n Lamivudine thdi ra nuGc ti€u thdng qua loc ciu thin va bai ti€t chii ddng (hé théng van

chuyén cation hitu co). Khodng 70% Lamivudine dudc thai trir qua than.

CHI PINH:

- Bénh gan con bl lién quan dén virus, ting ndng d6 alanin aminotransferase (ALT) trong
huy€t tvong lau dai va c¢é biing chitng md hoc vé viém va/hoidc xd gan tién trién.

- Bénh gan mat bd.

LIEU LUONG VA CACH DUNG :

Thudc diing dudng udng, diing theo sy chi din cta béc si.

Khi ding Lamivudine d€ diéu tri viém gan virus B man tinh nén tudn theo chi dinh cla béc si

¢6 kinh nghiém trong diéu tri.

Ngudi 16n: 100 mg, mdt 1dn mdi ngay. C6 thé udng cung thitc dn hoic lic déi.

- V&i cdc bénh nhin viém gan B man tinh ¢6 HBeAg duong tinh, nén diéu tri dé€n khi
HBeAg 4m tinh (HBeAg va HBV DNA khong con khi phdt hién HBeAg) trong 2 miu
huy€&t thanh lién tuc cdch nhau it nhat 3 thang hodc dén khi HBsAg am tinh.

- céc bénh nhan viém gan B man tinh ¢c6 HBeAg am tinh, thdi gian diéu tri t8i vu chua
dudgc 13. C6 thé ngitng diéu tri khi HBsAg 4m tinh.

- & c4 bénh nhan HBeAg duong tinh va am tinh, sy phat trién cda HBV theo ki€u YMDD
c6 thé 1a do ddp itng diéu tri véi Lamivudine khdng 18 rang di dudc chi dinh do ting DNA
HBV va ALT truéc d6. Nén dung cdc bién phédp di€u tri khdc vdi cdc bénh nhan dot bi€n
HBV theo ki€u YMDD kéo dai.

- V@i cdc bénh nhan bi bénh gan mat bu va cdy ghép gan khong nén ngitng diéu tri. N&éu ¢6
trudng hop nao gidm tdc dung c6 thé 1a do dot bi€n ctia HBV theo ki€u YMDD & cidc
bénh nhan nay, khi d6 nén 4p dung cic liéu phdp diéu tri bd sung hodc ding cidc bién
phadp khéc.

Khi ngitng thudc, cdc bénh nhan can dugc theo dbi dinh ki d€ dé phong bénh tai phat.

Tré em (du@i 12 tudi) va thanh thiéu nién (tf 12 dé&n 17 tudi): Khong nén st dung do thi€u

s0 liéu vé tinh an toan va hiéu qua diéu tri.

Bénh nhén suy thin: Nong do Lamivudine trong huyét thanh & cdc bénh nhan suy thin vira

va nidng ting 1én do gidm do thanh thdi thin. O cdc bénh nhin c6 do thanh thdi creatinin

du6i 50ml/phiit nén gidm liéu.

Vi cdc bénh nhan loc mdu gidn doan (khodng 4 gid tham tdch, 2-3 1dn mdi tudn), chi cin

diéu chinh liéu ban diu cho phil hgp vdi do thanh thdi creatin. Khong ting liéu trong khi

dang tham tdch.

Bénh nhin suy gan: Theo cic dit liéu ghi nhin dudc & cdc bénh nhin suy gan, k€ cd suy gan

giai doan cudi dang chd cdy ghép, dugc dong hoc cia Lamivudine khong bi 4nh hudng nhiéu

do rdi loan chifc ning gan. Vi vay chi diéu chinh liéu & nhitng bénh nhan nay khi ¢6 suy gan
kém suy thén.

CHONG CHi PINH:

Qu4d min véi bat cif thanh phan nao cla thudc.

Ba thang ddu cia thai ky; phu nif nu6i con bu.

Bénh thdn ndng

KHUYEN CAO VA THAN TRONG:



https://trungtamthuoc.com/

Lamivudine ¢é th€ diing diéu tri viém gan virus B man tinh con bu cho tré em (2 tudi va
16n hon) va thanh thi€u nién. Nhung do thi€u thdng tin nén viéc diéu tri phd bi€n cho céc
bénh nhdn nay la khéng nén.

Lamivudine khéng ¢6 tdc dung v8i cdc bénh nhan nhiém cd virus viém gan D va C.
Thong tin vé€ viéc sit dung Lamivudine cho cdc bénh nhin c6 HBeAg 4m tinh va nhitng
bénh nhan dung chét c ch€ mién dich, k€ cd dang ding ho4 tri liéu ung thy. Trong thdi
gian diéu tri bing Lamivudine, cdc bénh nhin cin dugc theo d5i thudng xuyén. Nén
ki€m tra ndng d6 ALT trong huy&t thanh dinh ky 3 thang mdt 1an va ddnh gida DNA HBV
va HBeAg mdi 6 thiang.

Khong ¢6 thong tin ndo vé khad ning truyén virus viém gan B tif me sang con khi ngudi
me dang dugc di€u tri bing Lamivudine. Nén tiém chiing ngira virus viém gan B cho tré
theo diing lich qui dinh.

Can khuy€n cdo v6i cdc bénh nhan ring qud trinh diéu tri bing Lamivudine khéng lam
gidm nguy co 1dy nhiém virus viém gan B sang ngudi khdc vi thé€ vidn cin tuin theo cdc
bién phdp dé phong thich hgp.

SU DUNG CHO PHU N’ CO THAI VA PANG NUOI CON BU:

Trong thdi ky mang thai: khong ¢6 s6 liéu chinh xdc cho viéc st dung Lamivudine cho
phu nif ¢6 thai. Cdc nghién cttu ti€n hanh trén dong vat da cho thdy doc tinh d6i véi kha
ning sinh sdn. Khd ning rii ro d6i v4i ngudi chua dugc biét.

Lamivudine dugc van chuyén thu déng qua nhau thai va ndng d6 trong huyé&t thanh tré
lic sinh ra bing v4i ndng d6 & ngudi me.

Mic du khong phdi lic nao cdc nghién citu trén ddng vat cling dy bdo trude cdc ddp ing
& ngudi, vi vy khdng dung thudc trong 3 thing dau tién cia thai ki.

Khi ding dudng udng, Lamivudine c6 thé€ bai ti€t vao sita me véi ndéng d6 tuong i trong
huyé€t thanh. Vi vy nhitng ba me dang diéu tri bing Lamivudine khong cho con bu.

ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Chura thay ¢6 bdo cdo lién quan. /
TUGNG TAC THUOC:

Kh3 ning xay ra tuong tdc chuyén hod 1a thdp vi thudc it chuyén ho4, lién két vdi protein
huyé&t tuong thip va gin nhif chuyén hod hoan toan qua thin & dang cdn hoat tinh.
Lamivudine phin 16n thai trir thdng qua sy bai tiét chii dong c4c cation hitu cd. Nén luu § vé
khd nidng tuong tdc vdi cdc thudc khdc diung cing, dic biét khi dudng thai trir chinh cia
ching 12 bai ti€t chii dong qua thin thdng qua hé thdng van chuyén cation hitu ¢d nhu
trimethoprim. Cédc thudc khdc (ranitidin, cimetidin) chi thdi tr¥ mdt phan theo cd ché nay
nén khoéng c6 tuong tdc nao vdi Lamivudine.

Céc chét thai triy chd y&u bing ca con dudng van chuyén anion hitu cd va qua mang loc ciu
than khdéng c6 tuong tdc ddng Iuu ¥ nao v6i Lamivudine.

Diing trimethoprim/sulphamethoxazol 160mg/800mg lam ting tdc dung clia Lamivudine.
Lamivudine khéng 4nh hudng dén duge dong hoc cilia trimethoprim va sulphamethoxazol.
Tuy nhién, n€u bénh nhin khong bi suy thin thi khong can diéu chinh liéu ctia Lamivudine
Lamivudine lam tang Cp,x clia zidovudin (28%) khi ding déng thdi nhung tdc dung toan bd
khong thay ddi ddng k€. Zidovudin khong 4nh hudng dén duge ddng hoc clia Lamivudine.
Lamivudine khong c6 tuong tdc duge dong hoc nao vdi alpha interferon khi ding dong thdi 2
thudc. Khong thdy ¢6 twdng tdc ddng lwu ¥ ndo 3 cdc bénh nhan ding Lamivudine ciing véi
cdc thudc e ché mién dich thdng thudng (cyclosporin). Tuy nhién, cdc nghién citu vé tuong
tdc thong thudng chuta duge ti€n hanh.
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Lamivudine ¢6 thé ifc ch€ qué trinh phosphoryl ho4 n6i bao clia zalcitabin khi ding ddng thai
2 thudc. Vi thé€ khong nén ding Lamivudine ciing véi zalcitabin.

TAC DUNG KHONG MONG MUON (ADR)

Thuong gdp, ADR > 1/100

Thén kinh trung wong: Nhitc ddu, mat ngd, khé chiu, mét mdi, dau, chéng mit, trim cam, st
rét run.

Tiéu héa: Budn ndn, ndn, ia chdy, chan dn, dau bung, khé tiéu, ting amylase.

Than kinh - ¢ va xuong: Bénh day than kinh ngoai bién, di cdm, dau cd, dau khdp.

H6 hdp: Dau hiéu va triéu ching & mii, ho.

Da: Ban.

Huy€&t hoc: Gidm bach cau trung tinh, thi€u mau.

Gan: Tang AST, ALT.

It gdp, 1/1000 < ADR < 1/100

Tiéu héa: Viém tuy.

Huyé&t hoc: Gidm tiéu ciu.

Gan: Ting bilirubin huyét.

QUA LIEU:

C6 rat it thong tin vé quéd liéu, mic di khi qué liéu, khong c6 thay ddu hiéu 1am sang hoic
triéu chitng, mat khdc xét nghiém mdu van binh thudng. Khong ¢ thudc gidi dc. Khong
bi&t rd Lamivudine c6 bi loai trif bing thdm t4ch mang bung hoic thAim tdch mau hay khong
Phai ngitng Lamivudine ngay néu c6 nhitng dau hiéu 1am sang, triéu chitng, hodc k&t qui xét
nghiém cho thay c6 thé x4y ra viém tuy.

TIEU CHUAN CHAT LUGNG: Tiéu chuin G s3
BAO QUAN: _

Giff thudc 3 nhiét do dudi 30°C. Trdnh 4nh sdng
HAN DUNG:

36 thang ké tir ngay san xuat.

S6 16 sdn xuat (Batch No.), ngdy sdn xuadt (Mfg. date), han ding (Exp. date): xin xem trén
nhan hdp va vi.

DANG BAO CHE VA QUY CACH PONG GOI: \
- Hop 1 vi x 10 vién nén bao phim. }
- Hop to chita 10 hdp nhd x 1 vi 10 vién nén bao phim.

Sén xuat bdi:
CADILA HEALTHCARE LTD. )
Sarkhej-Bavla N.H.No.8A, Moraiya, Tal. Sanand, Ahmedabad 382 210, An D0.

Ngay xem xét lai to huéng dén sit dung: 01/11/2012
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