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Kich-thudc thuc: 8,4 cm x 4,0 cm x 3,0 cm

Hop 3 vi x 10 vin bao phim

~ LAREVIR 100

~ Lamivudin 100 mg

--."“\

Ex CONG TY ¢8 PHAN DUGC PHAM 372 - F.T.PHARMA
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CACHDUNG VA LIEUDUNG :
Xindoc trong 19 hudng ddin sd dungthudc.

10 Cang Trudng Guda T4, Prudng 8. Oulln 3, TR.HE Chi Wik
CHONG CHIDINH:

CONG THUG:
» TAdugevd ... ......... 1 vidn bao phim.
CHiBINH: » Qud min vdi bl e thainh phén ndo cla thudc.

‘L Nhidm virus HIV phii ddng két hgp voi I nhit m§l thudt > B@nhthin nang.
dideaxynucleosid Uc chd enzym phidn mi ngugc khdc, = Phynlchoconbd.
\-“‘\ thuting k&t hap vd! zidovudin hodc stavudin.

®"“"“"‘°'“ Hop 3 vl x 10 vién bao phim

LAREVIR 100

~ Lamivudin 100 mg
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MAU TS HUGNG DAN SU DUNG

XIN LUU HANH
Kich thudc thuc: 9,2 cm x 17,0 cm

LAREVIR 100

Vién bao phim

THUGC BAN THEQ DON

CONG THUC:
» Lamivudin... ..100mg.
» Téd dugc: Slarch 1 500 Nnm slarch g]ycolut A\u:ei 102, | stearat, Phar
ylenglycol 6000, P 80, B4t tale, Titan dioxyd, v:lng sunsel, D3 oxyd sél.
cAc pAcTINHDUGCLY:
DUgC LYC HOC:
Lamivudin 1d mdt thulic 18ng hop khang retrovirus, thude nhém dideoxynucleosid Jc ché enzym
phign ma ngugc cda virus. BE c6 1ac dyng lamivudin phdi duge enzym t& bio phosphoryl hod va
bign ddi thanh mé&t chét chuyén hoa ¢ hoat tinh, chét chuyén héa 5 triphosphat. Chél chuyén
héa ndy cé cdu tric luong Wy deoxyeylidin triphosphat | cd chélt iy nhign cho enzym phién md
nguge. Thudc ¢é hoat tinh canh tranh véi deoxycytidin Iriphosphat ty nhign d€ hop nhdl vao DNA
clia virus bai enzym phi#n mi nguge, gy kél thic sdm téng hup DNA cla virus. Lamivudin cé ddc
tinh réit thip A8 vdi t& bao.
Lamivudin €6 hogt tinh kim virus HIV typ 1 va 2 (HIV-1, HIV-2), va cing ¢6 tdc dung de ché virus
viém gan B d ngudi bénh man tinh. Tuy dugc dung nap 181, nhung khéng duge dung lamivudin don
! dbc, vI o8 sinh khdng thudc. Sy khdng nay do ddt bién vé enzym phién ma ngugc, 1dm gidm tinh
i nhay cdm han 100 I4n va 1dm mél tdc dung khang virus trén ngudi bénh. Ligu phap phdi hap
lamivudin va zidovudin & ngusi bénh chua dugc didu trj trudc ddy, l1dm gidm khodng 10 I8n mat dd
virus lrong huy#t tugng, tdc dung kéo dai hon 1 ndm, mac di c6 sy djt bién cla enzym phién ma
. ngude
| DUJC BONG HOC.
Sau khi u8ng, Lamivudin hiip thu nhanh vdi sinh kha dyng khodng 80%. T} 14 gén vdi protein huyél
luang thép (<36%) , 5-6% thuic dugc chuyén héa thinh chit trans — sulloxyd. Nda ddi thdi tr
\rong huyét tuong trung binh i 2,5 gid va khodng 70% cla fiéu duge thai tr khéng thay d6i trong
nudc tidu
CHIBINH:
Nhilm virus HIV phdi ding két hyp vdi il nhat mét thudc dideoxynucleosid e ché enzym phién ma
ngugc khée, thudng két hgp véi zidovudin hodic stavudin,
CHONG CHIBINH:
» Qud min vaibfit cithanh phin ndo cda thusc.
! » Bénhthdnnfng.
! » Phyniichoconbl.
THAN TRONG:
» G1rd em cd tién s viém tuy hodic ¢6 nguy cd phat trifn viém tuy, khi diing két hap lamivudin va
zidovudin phai theo dai chil chd. Khi cé ddu hidu 1am sang, hodic két qud xét nghidm khac thudng
nghi la viém tyy, cdn phéi ngung thuéc ngay. Chl ddn cho ngudi tréng nom 1rd em nhifm HIV vé
nhilng d4u higu va lridu ching cda viém luy.
+@ ngudi bj suy chde nang than, tré dudi 12 tudi va thi€u nién cdn ning dudi 50 kg, khéng ding
: ché phém két hgp cf dinh chia lamivudin va zidovudin, vl khéing thé hidu chinh rigng ting
thuéc.
¥Biio cho ngudi bénh bidl l lamivudin khdng chita khéi nhidm HIV, ho vin tidp tue mang bénh do
: nhidm HIV, ké cd nhidm khufn co héi, ngudi bénh vin phdi dugc theo déi va chim séc lidn tyc
| Chl din cho ngudi bnh biét 1a lamivudin khdng lam gidm nguy co &y truyén HIV, va ho phai
Y diing bao cao sudé bdo vé bantinh.
| TUONGTAC THUSC:
| » Néng 84 zidovudin trong huyét tugng 1ing 1én ddng k& (khodng 39%) khi ding két hgp vai
lamivudin.
» Trimethoprim/sulfameth | 1dm t8ng sinh khd dyng cla lamivudin (44%) thé hidn qua tr| 56
dodidnlich du{sl dudng cong néng dd —thai gian (AUC), va 1am gidm @4 thanh thdi qua thin (30%).
»Mac di UAC khéing bj &nh hudng nhidu, sy hdp thu lamivudin bj chdm lai v néng 34 dinh huy&t
: tugng thip hon 40% khi cho ngudi bénh ung thude lic no so vdi khi udng lic déi.
{ TACDUNGKHONGMONG MUGN (ARD):
¢ Thudng gdp: Thédn kinh trung udng: Nhic ddu, mat ngd, khd chju, mét mdi, dau, chdng mil, trém
cdm, 61, rét run; Tidu héa: Buén ndn,ndn, tidu chady, chdn &n, dau byng, khd tiéu, ting amylase;
Thén kinh - co va xugng: Bénh ddy thdn kinh ngoal bién, di cdm, dau cg, dau khdp; H& hiip: D&u
higu v tridu ching & mi, ho; Da: Ban; Huyét hoe: Gidm bach cfu trung tinh, thifu méu; Gan:
Tdng Ast, ALT.

[t gdp: Tisu héa: Vism tuy; Huyét hoc: GI&m ti§u cdu; Gan: Tang bilirubin huyét.

Théng bdo cho béc sTbiét tdc dung khéng meng mudn gdp phdi khi ding thudc.
PHYNUCOTHAIVACHOCONBU:

C6 thé ding lamivudin cho ngudi mang thai, déc biét khi cé cd may bdo v4 khdi iy nhiém sang
thai nhi. Trudng hop ding lamivudin két hgp udng (vién lamivudin va zidovudin), trénh ding cho
ngudi mang thai.

Chldin cho ngudi me bj nhiém HIV khéng nén cho con bl

LAIXE VA VAN HANH MAY MOC: cén than trong vithuSc cd 1hé gay nhic déu, chéng mat.
QUALIEUVA CACH XU TrE:

C5 rédt it théng tin vé quad liéu, miic du khi qud liéu khéng théy cdc ddu higu 1dm sing holic tridu
ching, mét khac xét nghiém mau vin binh thudng. Khong cé thudc gidi dbc. Khéng biét 15
Lamivudin ¢ bl loat trir biing thdm téch mangbyng hofic thim tdch mdu hay khéng.
CACHDUNG VALIEUDUNG :

Bao gits ciing phai ding lamivudin k&t hap vdi t nhit mét thuée khéng retrovirus, thudng k&l hap
vdi zidovudin hodc stavudin.

Cdch ding: Lamivudin dugc dung khéng cdn luu ¥ d&n cdc bia an. Vdi ngudl bénh difu trj biing
thusc khang retrovirus, phdi ddnh gid lién tyc ddc tinh va tién trién ca bénh, vé thyc hign nhing
thay déi trong céch ding thudic khi co chidjnh. Thai glan cé hiéu qua clia mgt két hap thudic khéng
relrovirus o6 thé bj han ché, va ofin phii xdc dinh, dinh ky déu din, muc RNA cia HIV-1 va s6
lugng & bdo TCD4+ , a& xéc djnh nguy ca lién trién cda bénh va d& quyét dinh thay ddi ché 44
dung thuéc khang retrovirus néu cén. Duy trl liéu lugng i vu c6 tinh quy&t dinh dé trénh hoat linh
khding retrovirus dudi mde 18i vu.

Lidu diing: Lidu lugng thudc khdng retrovirus dya trén thé trong va tuéi cla ngudi bénh.

» Ngudi Idn va thidu nién 16 Wwdi trd 1an: 150mg lamivudin va 300mg zidovudin cdch 12 gid mét
18N cho ngudi can niing 50kg trd 1én, 2mg lavmivudin/kg thé trong va 4mg zidovudin/kg thé trong
cdch 12 gid métfin cho ngudi can ning dudi SOkg.

» Thidu nién 12 - 16 twéi: 150mg lamivudin va 300mg zid
cAnndng SOkgtrd 1&n.

» Tré em i 3 thang d&n 12 twéi: 4mg lamivudin/ kg thé trong, cdch 12 gid mét 14n, 161 da tdi lidu
300mg lamivudin/ngay.

> Ngudi suy gidm chie nang than: Phai gidm liéu & ngudi bénh 16 tuéitrd 18n cé d¢ thanh thdi
creatinin gidm. Anh hudng cda suy thdn trén thai tr lamivudin d tré em va thigu nién dudi 16 twi
chua dugc biét rd, nén hién nay khéng cd chi din vé liéu cho nguai banh & nhdm tuéi nay cé d§
thanh thdi creatinin gidm.

» Bangdiéu chinh li§u dung theo d4 thanh thdi creatinin;

in cdch 12 gig mét 1&n cho ngudi

| D& thanh thai Creatinin Liéu dong Lamivudin

(mliphdt) | ] e S (cho ngudi 16 tudi trd 18n)

| =50 150mg, ngdy 2 Iﬁn

[ G 1¥m'g_ngaw idin

]“ a ..;— 2;___ r Ngdy adutient 50mg, réi nhiing ngdy sau 100mg, ngdy 114n
| 5-14 | Ngayddu Ilén 150mg, réi nhilng ngay sau 50mg, ngdy 1 n

I <5 ' Ngay d4ulién 150mg, ri nhilng ngdy sau 25mg, ngdy 1 in

QUY CACH DONG GOI: Hap 3 vix 10 vién nén bao phim,
BAOQUAN: D8 noi khé mat, nhist d9 dudi30°C, tranh dnh sdng.
HAN DUNG: 24 thing ké (0 ngay sdn xudlt \

- Vién bao phim LAREVIR 100mg dal theo TCCS. .
- Dgc ky hudng dén s dyng trude khi dong.

- Néu cin thém théng lin xin hdi y kién bdc si. i
- Thubc ndy chi bdn theo su ké don cia bdc si, o
- San xudl 1ai: Nha mdy GMP-WHO sd 930 C2, dudng C, KCN Cadt Lal, 0.2, T’Phe
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S6 10 Céng Trudng Quéc TE&, Q.3, TP. HCM
F.T.PHARMA Bjgn thoal: 38230512 - 39770965 - 39770866 - 39770967  Fax: 39770968
Email: duocpham32@ ft-pharma.com Website: www.ft-pharma.com

Ngay 21 thang 8 nam 2013
Téng Giam Béc
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