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WE PEU FTRE QBTENL QUE SUR CROCNMANCEMEDsCALE

NE PEU ETRE CETENU OUE SUR

3 x 10 TABLETS /
COMPRIMES
SPECIFICATION:
IN-HOUSE

Rux - Thisde b thea der b vl x 10 vidn
MONTELAST & {Vidn nén rhal Monlelukas! Sodium 4mg)
Thanh phin: MEi vign nén nhai khing hao cd chira: |
Manteiukast natri fomg disong Martelukast
|Burirng diing: Buang udng, Nnai mi nuds
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MONTELAST

MOI\FI'E%.UK;‘\ST SODIUM CHEWABLE TABLETS 4 mg
COMPRIMES MASTICABLES DE SODIUM DE MONTELUKAST 4 mg

=
@)
=
—'
m
—
>
n
—I
&

o chni

DO NOT EXCEED THE PRESCRIBED DOSE.

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS :

READ CAREFULLY THE ENCLOSED LEAFLET BEFORE USE
— DESTROY CAREFULLY. NOT FOR CHILDREN.
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R, - Thubc bin theo don

MONTELAST 4
(Vién nén nhai Montelukast 4 mg)

CANH BAO:

Thuéc nay chi dimg theo don ciia bdc sy.

Doc kj hweong dan sir dung trudc khi dimg.

Néu cdn thém thong tin xin hoi y kién bdc sy.

Khéng dung quda liéu da dwoc chi dinh

Thong bdo cho bac sy nhitng tdc dung khéng mong muon gap phdi khi sie dung thuéc.
Khong si dung thuoc da qua han ding.

Pé thuoc ngoai tam véi cua tré em.

THANH PHAN:

MG&i vién nhai ¢6 chira:

Hoat chdt: MonteluKast DA «.....v.veveeverereeeresersnerenns 4,16 mg
Tuong duong Montelukast .......c.ccovvvninne 4,00 mg

Td dwgc: Manitol, cellulose vi tinh thé, LS-Hydroxy propy! cellulose, isopropyl alcohol*,
croscarmellose natri, t& dugc huong chanh, aspartam, magnesi stearat, natri
chlorid.

* Bay hoi, khong tham di vao thanh phan cuéi cia vién.
DUQC LUC HQC:
Nhom dwoc ly: Dbi khang thu thé leukotrien.
Co ché tdc dong:
Céc cysteinyl leukotrien (nhw LTCs, LTD:, LTE;) 1a cAc chét hoat héa phan émg viém, duoc
giai phong tir nhiéu té bao nhu té bao mast va bach cau ua eosin. Céc tic nhan gay phan (mg
hen lién két v6i thy thé cysteinyl leukotrien (CysLT). Céc thy thé CysLT, dugc tim thdy & cac
té bao co tron va trong dai thuc bao & dudng hé hép va trén cac té bao hoat héa phan img
viém khac nhu bach cdu wa eosin. CysLTs dugc cho I3 ¢6 lién quan t&i sinh 1y bénh hen va
bénh viém mii di tmg. O ngudi b hen, cic anh huong do leukotriene bao gdm co thit phé
quan, ting sinh nhdy, ting sinh bach cdu ua eosin. O ngudi bi viém mii, CysLT dugc giai
phong tir niém mac miii sau khi c6 sy xuét hién céc tic nhan gay di img & ca pha sém va pha
mudn.

Montelukast lién két véi ti 16 cao va chon loc véi thu thé CysLT,. Montelukast cét con co thit

phé quan, tac dung gidn phé quan dat duoc sau 2 gior udng thude. Montelukast lam ting déang

ké chi sb FEV, budi sang va hwu lugng dinh khi (PEFR), giam lidu ding chat chii van beta. o

Montelukast tc ché ca pha sém va pha mudn do cac khéng nguyen gdy ra. Montelukast 1am b

giam ndng d6 té bao wa eosin & dudng hod hip va tai mdu ngoai vi trong khi kiém soat con -

hen. Montelukast lam giam dang ké triéu chimg viém mii dj tng. Diing montelukast phbi hop

vai corticosteroids du‘ong udng hodc dudng x0ng hit vai bgnh nhan hen nhay cam vai aspirin

dem lai hidu qué cit con hen déng ké (FEV, ting va giam liéu dung céc chét chu vén beta).

DUQC DONG HOQC:

Hdp thu: Montelukast duofc hép thu nhanh qua dudng udng va khong anh hudng bai sy ¢o

mat cda thic dn. V4i vién nhai MONTELAST 4, nong dd dmh Crnax dat duoc sau 2 dén 2,5

gir ding thudc & ngudi I6n khi déi. Sinh kha dung dudng udng trung binh 1a 73% va giam

con 63% khi &n no.

Phdn bé: Montelukast lién két hon 99 % véi protein huyét tuong. Thé tich phén bd Vi dat

khoang 8 —11 Iit.

Chuyén héa: Montelukast dugc chuyén héa manh béi hé thong cytochrome P450 3A4, 2A6,

2C9. Céc chét chuyén héa khong c6 vai tro diéu tri dang ké.

Thdi trie: DO thanh thai huyét twong ctia montelukast trung binh khoang 45 mL/ phut & ngudi

l6n khde manh. Montelukast va céc chét chuyen héa cua n6 dugc thai trir chu yeu qua dudng

mat.
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Dugc déng hoc ¢ cde triwong hop ddc biér: Chua c6 nghién ciu vé& duge dong hoc & ngudi
suy than béi vi thube duge thai trir chu yéu qua dudng mét. Khong cdn hiéu chinh lidu &
ngudri suy gan nhe téi vira. Chua ¢6 théng tin vé duge déng hoe & ngudi bi suy gan ning.

CHi PINH:

MONTELAST 4 duge dung phéi hop trong bénh hen suyén nhe, kéo dai & tré em tir 2-5 tudi
khi céc corticosteroids dang xéng hit va cac thude chii van beta tic dung ngan khdng dem lai
hiéu qua.

MONTELAST 4 ciing duge ding thay thé cho cac corticosteroids dang x6ng hit lidu thép cho
tré em tir 2-5 tudi bj hen nhe, kéo dai ma gén ddy khong cé xudt hién con hen ning tdi mic
cAn phai ding corticosteroid dudmg ubng hodc tré co diu hidu khéng dap img véi
corticosteroids.

MONTELAST 4 ciing dugc ding dé du phong hen suy&n cho tré tir 2-5 tudi khi sir dung céc
thudc ¢6 thanh phén gay co thit phé quan.

LIEU LUGNG VA CACH DUNG:

Thubc dung dudng udng, nhai rdi nudt. Diing theo sy chi din ciia béc st diéu tri.

Liéu thong thuong:

Chi diing cho tré tir 2- 5 tudi:

Liéu théng thuong 13 nhai 1 vién MONTELAST 4 mbi ngay vao budi téi. Néu diing thude gan
bira &n thi nén nhai vién sau bita &n 1-2 gi¢y. Khong can hidu chinh lidu & lira tudi nay.

Téc dung tri lidu clia montelukast dat duge sau 1 ngay diéu tri. Nén tiép tuc dimg montelukast
ngay ca khi tinh trang hen d3 duoc kiém soat.

Khéng cé dir ligu v& sir dung montelukast v&i tré bj suy gan ning.

V&i ngudi 1on va tré em tir 15 tudi trér 1én, xin tham khao dang bao ché vién nén Montelukast
10 mg.

Vi tré tir 6-14 tudi, xin tham khéao dang bao ché vién nhai montelukast 5 mg.

V@i tré nhé hon, xin tham khao dang bao ché montelukast khic.

CHONG CHI PINH:

Khéng ding véi cac trudng hop mén cam vdi bat ky thanh phén nao cia thude.

KHUYEN CAO VA THAN TRONG:

Khéng nén st dung montelukast duémg udng dé diéu tri hen cAp tinh. Khi x4y ra hen cép tinh,
nén sir dung cac thude chii van P tac dung ngén.

Khéng nén thay thé dot ngdt montelukast khi dang diing cdc thude corticosteroids dudng udng
hodc dudmg x6ng hit.

Chua thdy dit liéu ndo cho thdy cin gidm liu corticosteroids khi ubng phdi hop véi
montelukast.

Bic si céin théng béao cho bénh nhan vé cic téc dung c6 thé xay ra nhu ting bach clu wra eosin,
viém mach, phat ban, bién chiing tim mach, bénh than kinh ...

Khéng nén ding thudce & bénh nhén bj bénh di truyén nhu ri loan dung nap galactose, thiéu
Lapp lactase hogc ri loan hép thu glucose - galactose.

ANH HUOGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua thiy bao céo Montelukast ¢6 thé anh hudng dén vide didu khlen xe ¢O hay vén hanh
mdy méc. Tuy nhién, trong mét sé hiém trudng hop, dd xdy ra hoa mét, chéng mat. Vi vay,
cén thdn trong.

TUONG TAC THUOC:

Chua thiy twong tdc ndo xdy ra khi phdi hop montelukast véi cdc thude sau: theophillin,
prednison, prednisolon, cic thube tranh thai dudmg udng, terfenadin, digoxin va warfarin.

Vi montelukast duoc chuyén hoa thong qua CYP3A4 nén cac thube gay cam tmg enzym
CYP3A4 nhu phenobarbital, phenytoin, rifampicin 1am gidm dién tich dudi duong cong cia
montelukast. Can than trong khi phdi hop.

Montelukast khong lam anh hudng t&i chuyén hoa ciia céc thubc duge chuyén héa bai CYP
2C8 (nbu paclitaxel, rosiglitazon, repaglinid).
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SU DUNG CHO PHU NU CO THAI VA CHO CON BU: \

Chi nén diing montelukast cho phu nir mang thai va phu ni cho con bu khi thét sy cén thiét.

TAC DUNG KHONG MONG MUON:

Tac dung thudng gap nhét (1/100 < ADR < 1/10) 1a dau dAu, dau byng.

Céc tac dung khong mong muén khéc nhur:

Nhiém khuén duong hoé hép trén.

Hé mau: Tang nguy co chay mau.

Phan (g qua mén, thdm nhiém bach céu wa eosin & gan. )

R&i loan tinh than: 4c mdng, 4o giac, nga ga, mong du, lo lang, kich thich, ring minh, trdm

cam, hiém gip c6 suy nghi/ hanh vi tu tir.

Hé théan kinh: hoa mat, chong mit, dj cam, dong kinh.

Trén tim: dénh tréng nguc.

H6 hép: chay mau cam.

Trén dudng tiéu hda: tiéu chay, tdo bon, kho miéng, kho tiéu, budn nén, non.

Trén gan- mat: ting ndng do transaminase (ALT, AST), viém gan (bao gbm & mét, tn thuong

té bao gan).

Da va cac mo dudi da: phu mach, tham tim, may day, ngtra, ban do.

Heé co xuong va cac mo lién két: dau khép, dau co.

R&i loan chung: mét méi, kho chiu, phi, sot.

Rét hiém giip: hoi chimg Churg- Strauss (CSS).

QUA LIEU VA XU TRi KHI QUA LIEU: . ‘

Khi qua lidu, c6 thé gdy dau bung, ngu ga, khat nudc, dau dau, buén ndn, kich thich tdm than

vén dong. i

Khoéng c6 thubce giai doc dic hiéu, vi vay néu xay ra trudng hop qua liéu, can theo doi chat

bénh nhan, diéu tri hd trg va didu tri triéu chung. N2
BAO QUAN:

Bao quan thudc & nhiét do dudi 30°C. Tranh 4m S
DANG BAO CHE VA QUY CACH PONG GOI: y
Vién nhai.

Hép 3 vi x 10 vién.

TIEU CHUAN CHAT LUQNG: Tiéu chuin co s¢

HAN DUNG:

24 thang ké tir ngay san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Expiry. date): xin xem trén

nhdn bao bi. /éV

San xuét bai:

CADILA PHARMACEUTICALS LIMITED
1389, Trasad road, Dholka — 387810

District: Ahmedabad, Gujarat State, An Do.

Ngay xem xét lai to huéng dén st dung: 20/12/2013 %
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