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LETROZSUN Vién bao phim
Letrozole 2.5 mg
THANH PHAN: - Céc thc dung phy c6 lién quan dén letrozole thutmg & mirc nhe dén
M vién bao phim c6 chi: trung binh va hiém c6 trémg hgp nghigm trong dé phai ngimg didu
- Hoat chdr: tri. Nhiéu téc dung phy cé thé lién quan dén ban thin bénh tit hogc
LOETOZONE. ... siigfsisesunmnisrisisinssssssniisnrasmmrmsasresssssssassasssssesnpess 2y TV céc hdu qua dugc Iy binh thutmg cia viéc thidu estrogen (nhur d6
- Td dupc: bimg, thua téc).

Lactose Monohydrate, Microcrystalline cellulose, Starch, Povidone
(K30), Opadry II yellow 31G52301, Sodium starch glycolate,
Colloidal Anhydrous Silica, Magnesium stearate.
DUQC LUC HQC:
Letrozole 14 chét (rc ché enzyme aromatase non-steroid c6 chon loe.
Letrozole tc ché enzyme aromatase bing cach gin két v6i heme cia
séc 16 té bdo P450 cua enzyme ndy, din dén lam giam qué trinh sinh
tdng hgp estrogen trong tét ca cac md.
Letrozole c6 higu lyc chdng ung thu bing cach ldy di cac té bao ung
thu vu phy thudc estrogen cua tac nhén kich thich phét trién khdi u. &
phu nit 43 man kinh, estrogen chii yéu dugc tdng hop nhé hoat dong
clia enzyme aromatase, ¢4 tac dung chuyén c4c androgen thugng than
(chu yéu I3 androstenedione va testosterone) thanh estrone (El) va
estradiol (E2). Qué trinh trc ché sy tdng hgp estrogen & cdc md ngogi
bién v tai ban than khdi u c6 thé dat dugc nhor syr (e ché dac hidu
enzyme aromatase.
¢ phy nir 42 man kinh khée manh, lidu don 0,1; 0,5 va 2,5mg
letrozole irc ché ndng d9 estrone v estradiol huyét twong lan lugt 1a
75-78% va 78%. Uc ché tdi da dat dwgc sau 48-78 gid.
() nhimg bnh nhan d2 man kinh bj ung thur vi tién tridn, lidu ding
hang ngdy 0,1 dén 5mg gitp trc ché ndng 40 huyét thanh cia
oestradiol, oestrone, va oestrone sulphate dén 78-95% trén tht ca bénh
nhén dugc didu tri.
Letrozole khdng c6 tac ddng trén ndng 49 androgen huyét thanh
(androstenedione va testosterone) & ngudi phy nit man kinh khoe
manh sau khi ding lidu don 0,1; 0,5 va 2,5 mg, |4 nhimg lidu c6 tac
dung irc ché sinh téng hop estrogen d2 khang din dén tich Iy tidn
androgenic, Khdng quan sat thdy c6 ddu higu trc ché sy tao thanh
steroid tuyén thugng than,
DUQC BONG HQC:
Letrozole dugc hép thu nhanh va hoan todn qua dudng tiéu hoda (sinh
kh dung tuy@t ddi khoang 99,9%). Thirc &n lam gidm nhe ti 12 hip
thu nhimg mirc hp thu thi khang ddi. Thay ddi nho ciia ti 18 hip thu
khéng dugc cho 1 c6 dnh hudmg dén 1am sang, do d6 letrozole c6 thé
ding trudc, trong hoic sau bira 4n.
Gin két protein trong huyét thanh cua letrozole khodng 60%, chi yéu
14 albumin (55%). Néng dé letrozole trong hdng cdu bing khoing
80% ndng d¢ letrozole trong huyét nrong.
Chuyén héa thanh chét chuyén héa carbinol khdng c6 hoat tinh dugc
Iy 14 con dudmg bai tiét chu yéu cia letrozole nhumg twong ddi chdm
khi so v6i tdc d) mau qua gan. C4c isoenzyme P450 3A4 va 2A6
dugc tim thiy c6 kha nang bién ddi letrozole thanh chit chuyén héa
trén in vitro nhung sy déng gop cia céc yéu té ndy chua dugc thidt
14p trén in vivo.
Thoi gian ban thai bidu kién 12 2 ngdy. Sau khi udng liéu hang ngay
2,5mg, ndng d3 dn dinh dat dugc trong vong 2 — 6 tudn.
CHi DINH:
Letrozsun 14 tri lidu déu tay trong ung thu vi di can tién tridn & phy
ni¥ man kinh (tinh trang d4p img v6i thy thé héc mon duong tinh hodc
tinh trang khéng déap img v6i thy thé héc man),
LIEU DUNG VA CACH SU DUNG:
Liéu ding khuyén céo v6i Letrozsun 14 2,5 mg/lin/ngdy. Diéu trj v6i
Letrozsun cdn duge tiép tuc my theo dép (mg cua khdi u. Ngung
thudc néu khdi u ngumg phat trién,
Khong cén diéu chinh |i§u ddi véi ngudi gia.
Khong cn diéu chinh lidu cho bénh nhan suy gan hofc suy than &
mirc d tir nhe dén trung binh néu 43 thanh thii creatinin > 10
ml/phit. .
CHONG CHi DJNH: g
- Min cdm hay nghi ngd min cam véi letrozole, c4c ch
aromatase khéc hay véi bit ky thanh phin ndo cia
- Phy nir c6 thai hay cho con b, phy nit tién man ki
- Suy gan ndng.
PHAN UNG PHY:

- Céc phan (mg phy thuémg xdy ra nhu: dau co xuong, dau khop,
nhirc d4u, mét méi, budn non, khé thd, phu ngoai vi, ho, tio bon,
ndn, dau ngyc, nhiém virit, tidu chay, phét ban, dau bung, khé tiéu,
biéng an. Chéng mat, tang can, ngira ft khi xay ra,

'I;shﬁng béo cho bdc sI cde tic dyng phy giép phdi khi ding
thude.

THAN TRONG:

- O bénh nhén ung thr v bj rdi loan chirc nang gan & mirc trung
binh, khéng cdn phai didu chinh lidu lugng. Tuy nhién, cin than
trong vl sy dao thii letrozole chii yéu phy thudc vao 9 thanh thai
chuyén ho4 bén trong.

- Suy thdn (he sé thanh thai creatinine tir 20-50ml/phitt): khong anh
huémng dén ndng d9 letrozole trong huyét tuong & trang thai dn dinh
khi ding lidu 2,5mg hoiic Smg. Vi vy, khong cén diéu chinh lidu
lugng & bénh nhén bj suy chirc nang than. Letrozole c6 thé bj loai
bd bing qué trinh thim tich méau vi letrozole gin két yéu véi
protein huyét tuong. Nén cén nhéc k§ gitta nguy co c6 lhg xay ra
va lgi ich didu trj dat dugc trurée khi didu trj bang letrozole.

TUONG TAC THUOC:

- Céc nghién ciru vé tuong tac trén 14m sang v6i cimetidine va
warfarin cho thdy khi dung ddng thoi letrozole véi cac thudc trén
khéng gdy ra tuong tic ndo d4ng ké cé y nghia vé& mat [4m sang
mac do cimetidine dugc biét 12 mdt chdt e ché isoenzyme
cytochrome P450 cia sy chuyén hod letrozole trén in-vitro.

PHU NU' CO THAI VA CHO CON BU:

- Chua c6 nghign ciru ndo ddy di va duge kidm soét tbt vé viec sir
dung letrozole & phy nfr c6 thai. Khdng dung letrozole cho phy nir
c6 thai.

- Vin chira biét duge letrozole c6 bai tiét qua sita mg khong. Do céc
thudc khéc déu bai tiét qua sira nén khdng dugc dung letrozole cho
phuy nir cho con ba.

TAC DUNG CUA THUOC LEN KHA NANG LAI XE &VAN

HANH MAY MOC

- Trong mdt vai tnrong hgp, mét moi, chéng mat xay ra khi diéu trj
bang letrozole. V1 thé bénh nhén cdn dugc thdng béo 14 kha ning
thé lyrc va tinh thin cdn thiét cho viéc van hanh may moc hay 14i xe
c6 thé bj anh huémg.

QUA LIEU

- Hiém co6 tnromg hop qua lidu ndo cia Letrozole dugc bao cdo.
Trong trudmg hop dic bidt, lidu don cao nhét ding 12 62,5 mg hay
sir dyng 25 vién. Trong khi khong c6 tac dyng phy nguy hiém nao
duge bio céo trong nhimg tnrémg hop ndy (do sb lidu gioi han),
khéng cé huéng din chic chin ndo cho vide diéu tri. Tuy nhién,
phan img ndn c6 thé c6 néu bénh nhan bj kich thich, Thang thutmg,
viéc cham s6c va theo ddi thudmg xuyén ddu higu sdng 13 cdn thj
trong nghién ciru vé lidu don thi lidu cao nhét ding 13 30 mg, tr
thir nghi¢m da lidu thi lidu cao nhét c6 thé ding 12 10 mg. <

BAO QUAN: Bio quan noi khd mét dudi 30°C, tranh 4nh séng. .

HAN DUNG: 36 thang ké tir ngdy san xuft. %

TRINH BAY: 2 vix 14 vién/ hjp

TIEU CHUAN: USP

- Dé xa thm tay tré em.

- Doc k9 huéng din sir dyng trurée khi diing.

- Néu cin them thong tin, xin héi § kién béc sI.

- Thubc ndy chi diing theo sy k& don ciia thiy thufe.
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