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Rx: Thu6c b6n theo don

LETROZSUN
(Vi€n bao phim Letrozol 2,5 mg)

THANH PHAN:
Mdi vi1n bao phim c6 chta:
- Hoat chdt:

Letrozol........ ................2,5 mg
- Td drqc:

Lactose monohydrat, cellulose vi tinh th,5, tinh b6t ng6, povidon (K30), Opadry II yellow 31G52301, natri starch. ..
glycolat, colloidalsilica khan, magnesistearat. ///l

/L OY.
/ 

' -"t-Letrozol ld ch6t fc ch€ aromatase chgn lgc kh6ng steroid. Letrozol uc chd enzym aromatase b6ng c6ch gan kiit voi
nhdn hem cia ti6u iton vi CYP450 cia enzym ndy, d6n d6n ldm gi6m qud trinh sinh t6ng hqp.ti.og.n trong t6t ca
ciic m6.
Letrozol c6 hiQu h;c chiing ung thu bing c6ch l6y di citc t6 bdo ung thu vri phu thuQc estrogen cria tiic nhdn kich
thich phrit tri6n kh6i u. O phq n[ sau mdn kinh, estrogen chri yiSu duoc t6ng hqp nho ho4t tlQng c[ra enzym
aromatase, c6 t6c dung chuyiin c6c androgen thugng thqn (cht y6u ld androstenedion va testosteron) thdnh estron
(El) vd estradiol (E2). Quri trinh ftc chii sg tong hqp estrogen d c6c m6 ngo4ibi6n vd tai bdn than kh6i u c6 th6 ilqt
duoc nhd sU uc chr5 d{c hiQu enzym aromatase.
O phg nii sau mdn kinh kh6e m4nh, li6u don 0,1;0,5 vir 2,5mg letrozol ric ch6 n6ng <lQ estron vd estradiol huy6t
tuong lAn luot ld 75-78o/o vir 78o/o. U'c chii ttii Aa dpt dugc sau 48-78 gid.
O nhtng bQnh nhdn sau min kinh bi ung thu vri titin trirSn, li€u dirng hdng ngdy 0,1 di3n 5mg girip uc ch6 ldm giam
n6ng dQ oestradiol, oestron, vd oestron sulphat trong huy6t tuong dtin 78-95%.
Letrozol kh6ng c6 tdc <lQng tr€n n6ng dQ androgen huy6t thanh (androstenedion vd testosteron) d ngudi phu n[ sau

m6n kinh khde m4nh sau khi dnng li6u ttcrn 0,1; 0,5 vir 2,5 mg,ld nhirng li€u. c6 t6c dgng ftc ch6 sinh t6ng hgp
estrogen, kh6ng gdy tich lfiy ciic ti6n thdn crira androgen. Kh6ng inh huong <l6n t6ng hgp steroid tuyiSn thuqng thpn.

DUqC DQNG HQC
Letrozol dugc hdp thu nhanh vd hodn toirn qua dudng ti6u h6a (sinh kh6 dqng tuydt tl6i khoing 99,9yo). Thfc 6n ldm
giim nhg ti lQ hdp thu nhtmg mric hdp thu thi kh6ng d6i. Thay d6i nh6 cta ti 16 hdp thu kh6ng dnh huong tl6n hi6u
qua ldm sdng, do d6 letrozol c6 thii dtng truo-c, trong ho{c sau bta dn.

Letrozolgin kdt protein huyCt tuong khoing 60%o,chu y6u ld vdi albumin (55%). N6ng rlQ letrozoltrong h6ng cdu
x

nong
ch6t

bSng khoring 80% dQ letrozol trong huy6t tuong.

nhmg tuong d6i chim khi so vdi qua gan. Ciic isoenzym 3A4 vd 2A6 cia CYP450 c6 khii ndng
letrozol cia c6c y6u t6 ndy chua dugc thi6t lap tr€n in vivo.

Chuy6n h6a thdnh chuy6n h6a kh6ng c6 ho4t tfnh dugc lli carbinol ld con dudng bai ti.it chu y6u ciia letrozol
t6c dQ m6u
chuv6n h6ah6a letrozol tr€,n in vitro nhung

Thoi gian b6n thii bi6u kitin ld
su
2 ngdy. Sau khi u6ng li6u hdng ngdy 2,5mg. n6ng tlQ 6n dinh dat dugc trong vdng 2 - T,P }

6 tuAn.

CHi DINH
Letrozsun le tri lieu diu tay trong ung thu vri di cdnlti6n tri6n o phq n[ m6n kinh (thU thd hormon duong tinh ho{c
chua 16 thu thri).

LrEU DUNG VA CACU SU'DUNG
LiEu dtng khuyrSn c6o v6i Letrozsun ld 2,5 mgflAn/ngdy. DiAu tri v6i Letrozsun cAn dugc tii5p tuc khi kh6i u vdn d6p

ung. Ngung thu5c niiu khtii u ngrmg phrit trir5n.

Kh6ng cAn di€u chinh liOu aOi vOl nguoi gid.

Kh6ng cAn tli€u chinh li€u cho b€nh nhdn suy gan ho4c suy thqn o mric dQ tL nhq d6n trung binh ni5u d0 thanh thAi

creatinin > l0 ml/phrit.

CHONG CHi DINH
- Min cim hay nghi ngd mAn cAm v6i letrozol, c6c ch6t fc ch6 enzym aromatase kh6c hay vdi bAt k! thdnh phdn

niro cira thudc.
- Phg nfr c6 thai hay cho con b[, php ntti6n min kinh.
- Suy gan n{ng.

TAC DUNG KH6NG MONG MU6N
- CAc tic dung phu c6 li6n quan d;5n letrozol thuong d mric nhg diSn trung binh vd hi6m c6 trudng hqp nghi6m trgng

phai ngirng cli6u tri- Nhi€u t6c dung phg c6 this liCn quan <Iiin bin thdn benh tat ho{c c6c hflu qui duo. c lf binh
thuong cta viQc thi6u estrogen (nhu il6 bimg, thua t6c).
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D6 xa tim tav tr6 em.
Dgc kf hu'6'ng din sii'dqng tru6'c khi dtng.
Ntiu c6n (h6m thdng tin, xin h6i f kitin h:ic si.

- Thu6c nhy chi dtng theo sq'kG tlon ciia thiy thu6c

Srin xu6t b6'i

c SUN PHARMACEUTICAL
INDUSTRIES LTD.

Halol - Baroda Highway, Halol- 389 350,
Gujarat, An DQ.sUlV iErv
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- Cdc phin ung phu thuong xdy ra nhu: dau co xuong, <lau khop, nhric dAu, m6t m6i, bu6n n6n, kh6 thd, pht mpch
ngo4i vi, ho, tiio b6n, n6n, dau nguc, nhi6m virus, ti6u cha1,, ph6t ban, dau bqng, kh6 ti6u, bi6ng [n.

- It gap: ch6ng mdt, tdng cdn, ngua.
Th6ng brio clto btic si ctic ttic dqng phr1 gfu phiii khi ding thudc.

THAN TRQNG
- O bQnh nh6n ung thu v[ bi riii lo4n chuc ndng gan d muc trung binh, kh6ng cAn ph6i di6u chinh li€u luong. Tuy

nhi6n, cAn thqn. trgng vi letrozol dugc ddo thii chri yriu qua ciic ch6t chuyiln ho6.
- Suy th4n (hQ s6 thanh thiii creatinin tir 20-50m1/phrit): kh6ng inh huong dtln n6ng dQ letrozol o tr4ng th6i 6n dinh

trong huyiit tuong khi dirng li€u 2,5mg ho{c 5mg. Vi v4y, kh6ng cAn <li6u chinh li6u o bQnh nhdn suy gi6m chric
nlng th4n. Letrozol c6 th.: bi loai bo.bing qu6 trinh th6m t6ch m6u vi letrozol gin k6t y6u voi protein huyr5t tuong.
N6n cdn nhic k! gifia nguy co c6 thri xiry ra v2r lgi ich d4t duo. c trudc khi di6u tri bing letrozol.

TUONG TAC THUOC
- Cdc nghiCn criu l6m sdng voi cimetidin.vd warfarin cho th6y khi dnng d6ng thdi vdi letrozol kh6ng gdy ra tuong

t6c ndo <l6ng ki5 mflc dil cimetidin ric chi5 mQt isoenzyme crla CYP450 tham gia chuyrin hoii letrozol tr€,n in-vito.

PHU NfT'CO THAI VA CHO CON BU
- Chua c6 nghi€n criu ddy du vd dugc ki6m sorit ti5t vri viQc sri dqng letrozol d phu nt c6 thai. Kh6ng dirng letrozol

cho php n[ c6 thai.
- VIn chua bi6t letrozol c6 bdi titit qua sta m9 kh6ng nhung nhi6u thuiic c6 khd ntrng bdi titit qua sUa m9, dp *,

kh6ng n6n dr)ng retrozor cho phv nr cho con bt. 
ft/ /z

rAc DUNG cuA rHuoc LtN KHA NANG LAI xE &vAN HANH MAy.Moc / / 
.

Khi di€u tri b6ng letrozol, mQt s6 trudng lrSp .O th6 m€t m6i, ch6ng m{t. Vi th6 b€nh nhAn cdn dugc th6ng biio v6

khii ndng inh huong d6n th6 lgc vd tinh thdn khi vin hdnh miiy m6c hay l6i xe.

QUA LIEU
Hii5m c6 truong hgp qu6 li6u ndo cua letrozol dugc b6o ciio. Trong trudng hqp dAc biQt, li6u don cao nh6t dirng ld

62,5 mg hay su' dung 25 vi6n, kh6ng c6 tiic dg.ng phq nguy hi6m.niro duo. c bdo ciio trong nhtng, truong hVp n3y (do

s6 li6u gi6i hqn), chua c6 huong ddn ch6c chdn niro cho viec di6u tri qu6 li€u, tuy nhi6n c6 th€ kich thich d6 bgnh

nh6n n6n. CAn phrii ch6m s6c v?r theo d6i thuong xuy6n c6c dAu hiQu s6ng. Trong thu nghiQm don li6u thi li6u cao

nh6t dtng li 30 mg, trong tht nghiQm tla li€u thi li6u cao nh6t c6 th6 dtng li 10 mg.

sAO QUAN: 86o quin noi kh6 m6t dudi 30oC, tr6nh 6nh sdng.

HAN DUNG: 36 thilng kr5 ttr ngay sdn xu5t.
TRiNH sAY: Hgp 2 vix 14 vi6n
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