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. Rx - Thudc ké don
~ Vién nhai
Montiget Chewable Tablets 4mg

| mzlenienm
NH PHAN: M3i vién nhai chua:

Natri montelukast duong montelukast 4mg
CHi BINH, CHONG CHI BINH & CACH DUNG:
Xem 18 huéng dan sit dyng kém theo.

Thuéc udng. e
alooulu B3o quan & ndi khd, tranh anh sang va |

3m, nhigt 06 dudi 30°C. |
S8 Lb SX, NSX, HD xem Baich No., Mfg. Date, Exp. y:
Date: trén bao bi. e

SBK: i

Cic théng tin khéc dé nghi xem trong t& hudng din
str dyng kém theo.

 Néu cén thém théng tin, xin héi y kién béc si hodc

dugc si.

nouihmdna?mmmm
- Pé xa ﬁm{y
- Manufactured by: : TIEW GHUAN GHAT LUGNG: TCCS

Getz : | San xusit tai: GETZ PHARMA (PVT) LTD.
pharma s : 20-30/27, Korangi Industrial Area, Karachi, Pakistan.
miITED | KILA., Karadhi,
mwmm‘P idstan i DNNK:
: Mig. Lic. No.: 000284

200002618 - R02
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' TO HUONG DAN SU DUNG THUOC
Rx — Thubc nay chi diing theo don thuéc

Vién nhai

Montiget Chewable Tablets

Montelukast (dwéi dang natri montelukast) 4mg, Smg

KHUYEN CAO:

- Poc kj huéng dan sir dung trude khi diing.

- Néu cin thém théng tin, xin héi Y kién bdc si
hodc dwoc si.

- Thubc nay chi ding theo sw ké don ciia thdy
thubc.

- Dé xa tam tay tré em.

THANH PHAN:

Montiget Chewable Tablets 4mg

Thanh phén hoat chit: Montelukast natri twong

duong voi montelukast .......cooveveeeiniecienennny 4 mg

Thanh phan té dwoc: Klucel LF

(Hydroxy propyl cellulose), Avi

(Microcrystalline cellulose), manite

aspartam, croscarmellose natri, mui anh dao 108B,

magnesi stearat.

Montiget Chewable Tablets Smg

Thanh phén hoat chit: Montelukast natri tuong

duong voi montelukast .......ccveeevieciiniiienee, S5mg

Thanh phan tdi dwoc: Klucel LF PHARM

(Hydroxy propyl cellulose), Avicel PH-102

(Microcrystalline cellulose), manitol, aspartam,

croscarmellose natri, mui anh dao 108B, magnesi

stearat.

DANG BAO CHE: Vién nhai.

Montiget Chewable Tablets 4mg

Vién nhai hinh tron, hai mat 16i, mau hdng, mot

mat c¢é in ky hiéu “GETZ”, mt mét tron.

Montiget Chewable Tablets Smg

Vién nhai hinh tron, hai mat 16i, mau tréng, mot

mit cé in ky hiéu “GETZ”, mdt mat tron.

CHI PINH:

MONTIGET CHEWABLE TABLETS

(Montelukast) duoc chi dinh diéu tri cho tré em tir

2 tubi trd 1én trong viéc phong va diéu tri hen

suyén man tinh, bao gém:

- Ngédn ngua cac triéu chung ban ngay va ban
dém.

- Piéu tri cho cac bénh nhan hen suyén do man
cam aspirin.

- Phong ngira co thit phé quan gdy ra do véan
dong.

MONTIGET (Montelukast) ciing dugc chi dinh &

tré em tir 2 tubi tro lén dé lam giam cac tricu

ching viém miii di ing theo mua.

LIEU DUNG VA CACH SU DUNG:

Tré_em tir 6 - 14 tubi mic bénh hen suyén hay
viem miii_di irng theo mua: 1 vién nhai Smg/
ngay.

Tré em tiv 2 dén 5 tudi mic bénh hen suyén hay

viém _mii_di irng theo mua: 1 vién nhai 4mg/

ngay.

Khéng dugc chi dinh Montiget Chewable Tablets

5mg d6i vai tré em dudi 6 tudi. Tinh an toan va

hiéu qua ctia Montiget Chewable Tablets Smg &
tré em dudi 6 tudi chua duoc thiét lap.

Vién nhai Montiget Chewable Tablets 4mg phu

hop cho tré em tir 2 — 5 tudi.

Dang cdm Montelukast Pediatric Granules 4mg

phu hop cho tré em tir 6 thang dén 5 tudi.

CHONG CHI PINH:

- Montelukast duoc chéng chi dinh & nhiing bénh
nhén qua man véi thudc hay bat ky thanh phan
nao cua thudc.

- Montelukast khong dugc chi dinh trong con
suyén cip va ca tinh trang hen suyén ning kéo
dai khong dap ng véi nhiing liéu phap diéu tri
thong thuong.

CANH BAO VA THAN TRONG KHI DUNG
THUOC
Bénh nhan dugc khuyén khong bao gio st dung
montelukast duong ubng dé diéu tri con hen
suyén cép tinh va ludn ludn san sang thudc cap
ctru phu hop cho tinh trang nay Néu mot con cap
tinh xay ra, nén st dung thude B- agonist tac dung
ngin dang hit. Bénh nhén nén tham véan bac si
ngay lap tic néu cin lidu hit nhidu hon binh
thuong.

Khéng nén ding montelukast dé thay thé dot ngot

céc corticoid duong udng hay duong hit.

Chua c¢6 dir liéu dé chung minh cho viéc su dung

corticosteroid dudng udng cé thé giam khi sir

dung dong thoi v6i montelukast.

Pbi voi nhiing truong hop hiém, bénh nhan duoc

diéu trj voi tac nhan chbng hen suyén bao gdm

montelukast c6 thé xudt hién triéu chung ting
bach cdu ua eosin, thinh thoang xuat hién nhiing
triéu ching [am sang ctia viém mach mau vdi hoi
chung Churg-Strauss, mét tinh trang duoc diéu tri
bang corticosteroid duong udng. Nhiing trudng
hop nay thinh thoang lién quan dén viéc giam lidu
hodc ngung st dung corticosteroid duong uéng

.Mac du méi lién hé nhan qua véi thu thé ddi




khang leukotrien chua duogc thiét lap, bac si nén
canh bdo vé viéc tang bach cdu ua eosin, viém
mach mau ndi man, 1am ndang hon triéu ching vé
phéi, bién chung tim, va’/hodc bénh ly than kinh &
ngudi bénh. Bénh nhan tién trién nhiing triéu
ching nay nén duoc tai danh gid va danh gia
nhiing liéu phap diéu tri.

Diéu tri véi montelukast khong thay d6i nhu cau
d6i voi bénh nhan bi hen suyén nhay cam aspirin
dé tranh st dung aspirin va nhiing thuéc NSAID
khac.

Ta dugc

MONTIGET CHEWABLE TABLETS c¢o6 chua

aspartam. Aspartam c6 ngudn goc tlr phenylalanin.

Hoat chét c6 thé gdy hai néu bénh nhan mic
chung phenylketon niéu, mot rdi loan di truyén
hiém gip khi phenylalanin tich liiy do co thé
khong thé thai trir né diing cach.

SU DUNG THUOC CHO PHU NU CO THAI
VA CHO CON BU

Nhitng nghién ctu trén dong vat khong chi ra
nhitng anh hudng co hai lién quan dén mang thai
hodc su phat trién cia bao thai/thai nhi.

Dit liéu gidi han tir co sé dir liéu san c6 ctia phu
nit mang thai khong cho thiy bét ky nhiing moi
lién hé nhan qua gitra montelukast va di tat (nhu
khuyét tat cac chi) ma hiém khi ghi nhan trén toan
thé gi6i sau khi thude luu hanh.

Montelukast ¢6 thé sur dung trong qua trinh mang
thai néu can nhic su can thiét rd rang.

Slf DUNG THUOC CHO PHU NU CHO CON
BU

Nghién ctru trén chudt cho thay ring montelukast
bai tiét vao sira. Chua biét montelukast va chét
chuyén hoéa cta nd co bai tiét vao sita me hay
khong.

Montelukast c6 thé st dung cho phu nit cho con
bu néu can nhic sy can thiét rd rang.

ANH HUONG CUA THUOC LEN KHA
NANG LAI XE VA VAN HANH MAY MOC
Montelukast khong cé anh huodng trén kha nang
lai xe va van hanh may moc. Tuy nhién, trong
mot sé rat it trudong hop, thube c6 thé gay budn
ngu hodc chéng mat.

TUONG TAC THUOC

C6 thé ding montelukast v6i cac thudc thuong
dung khéc trong du phong va diéu tri man tinh
bénh hen va diéu tri viém miii di ung. Trong cac
nghién ciru vé tuong tac thude, lidu khuyén céo
trong diéu tri cua montelukast khong c6 anh
hudng dang ké t&i duge doéng hoc cua cac thue
sau: theophyllin, prednison, prednisolon, thudc
ubng ngira thai (ethinyl estradiol/norethindron
35/1), terfenadin, digoxin va warfarin.
Phenobarbital, chit giy chuyén héa & gan, 13

giam dién tich dudi duong cong trong hy¥é

tuong (AUC) ctia montelukast xép xi 40%. Boi vi
montelukast chuyén héa boi CYP 3A4, 2C8 va
2C9, can than trong, dic biét v&i tré em, khi st
dung dong thoi montelukast v&i chat cam tmg
enzym CYP 3A4, 2C8 va 2C9, nhu phenytoin,
phenobarbital va rifampicin.

Céc nghién ctiu in vitro cho thay montelukast 13
chét tc ché CYP 2C8. Tuy nhién dir liéu tir cac
nghién ciu tuong tic thudc v&i nhau trén 1am
sang cua montelukast va rosiglitazon (1a co chat
dai dién cho cac thude duoc chuyén hoéa chu yéu
boi CYP2C8) lai cho thidy montelukast khong e
ché CYP 2C8 in vivo. Do d6, montelukast khong
lam thay d6i qua trinh chuyen hoéa cua cac thude
dugc chuyén héa chii yéu qua enzym nay (vi du
nhu paclitaxel, rosiglitazon, repaglinid).

Céc nghién ctiu in vitro cho thay montelukast la
chét nén ciia CYP 2C8, 2C9 va 3A4. Dir liéu tir
mot nghién ctu tuong tac thudc — thude trén 1am
sang véi sy tham gia cia montelukast va

fibrozil (mot chét Gic ché ca CYP 2C8 va 2C9)

thay gemfibrozil ting muc ti€p xtc toan than
~——
c

montelukast 1én 4,4 1an. Khong can diéu
chinh lidu dung thong thudng ciia montelukast khi
sir dung dong thoi voi gemfibrozil hodc thube e
ché CYP 2C8 khac, nhung béac si nén nhan biét
nhiing kha nang tang tac dung khong mong mudn.
Dua trén dir liéu in vitro, nhiing tuong tac thude
quan trong vé mat lam sang véi cac thudc e ché
CYP 2C8 da biét (nhu trimethoprim) khong dugc
du doan trude. Ding dong thoi montelukast véi
itraconazol, chit Gc ché manh CYP 3A4 khéng
lam tang dang ké muc tiép xiic toan than cua
montelukast.
TAC DUNG KHONG MONG MUON
Nhitng tdac dung khong mong muon sau duwgc
phdn nhém theo tan suat: rat thuong gip (ADR >
1/10), thuong gap (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hiém gdp (1/1000 <
ADR < 1/10000) va rat hiém gdp (ADR <
1/10000) va chiea biét.
Nhiém khudn vé nhiém ky sinh tring
Rdt thuong gép: Viém dudng ho hép trén.
R6i logn mdu va hé bach huyét
Hiém gdp: Téang xu hudng chay mau
RGi logn hé mién dich.
It gdp: Phan tng man cam bao gdém phan @ng
phan vé.
Rdt hiém gdp: Gan thim nhiém bach cau wa eosin.
Réi loan tam thén
It gap: Gidc mo bt thuong bao gdbm ac mong,
mét ngu, chimg mong du, lo lang, lo au bao gdm
hanh vi kich déng hodc chéng ddi, trAm cam, van
dong hiéu dong thai qua (bao gém dé kich dong,

”’bgn chdn khong yén, rung co).

&m gdp: Rbi loan chi y, giam tri nhé.



Rat hiém ggp: Ching 4o gidc, mat phuong hudng,
suy nghi va hanh vi tu to (tu tr).

Réi logn hé than kinh

It gdp: Chéng mit, budn ngh, cam giac khac
thuong/gidm cam giac, con co giat.

Réi logn tim

Hiém gp: Péanh trong nguc.

R6i loan hé hdp, nguec va trung that

It gdp: Chay mau cam.

Rat hiém ggp: Hoi ching Churg-Strauss (CSS),
bénh phdi tang bach cau ai toan

Réi loan tiéu héa

Thuong gap: Tiéu chay, budn nén, nén

It gdp: Khé miéng, chimg khé tiéu

R6i loan gan mdt

Thuong gap: Tang men gan (ALT, AST)

Rat hzem gdp: Viém gan bao gom viém gan o mat,
viém té bao gan, va tén thuong gan nhiéu thanh
phan)

Réi loan da va mé dwdi da

Thuong gap: Phat ban

It gap: Vét bAm tim, may day, ngtra

Hiém gdp: Phu mach

Rdt hiém gdp: Hong ban nut, hong ban da dang
Roz logn co xwong va mé lién ket

It gdp: Pau khép, dau co bao gdm chudt rat

Réi loan chung va tai vi tri dimg thuéc

Thuong gap: Sot.

It gdp: Suy nhugce/mét moi, kho chiu, phu

Théng bdo cho bdc si nhitng tic dung phu khi
ding thuéc.

QUA LIEU VA CACH XU TRIi

Nghién cttu hen suyén man tinh, montelukast
duoc dung vé6i lidu 1én dén 200mg/ngay dbi voi
bénh nhén ngudi 16n trong 22 tuan va nghién ciu
ngén han, liéu 1én dén 900mg/ngay ddi voi bénh
nhén st dung gan 1 tu?m ma khong c6 nhiing tac

dung khéng mong mudn trén lam sang quan trong.

Ciing c¢6 nhiing bao cao vé ngd ddc cap sau khi
dua thudc ra thi trudong va trong cac nghién ciru
lam sang v6i montelukast. Cac bao cdo nay bao
gbm ca & tré em va ngudi 16n voi lidu cao nhét
lén t6i 1000 mg (xdp xi 61mg/kg cho tré 42
thang). Nhiing két qua trong phong thi nghiém va
trong 14m sang phu hop véi tong quan vé do an
toan & ngudi 1én va cac bénh nhi. Trong phan 16n
céc bao cdo vé qua lidu, khong gip cac phan tng
0 hai.

Triéu ching qua lidu

Nhiing phan g hay gip nhét ciing twong tu nhu
dir liéu vé thudc tinh an toan ctia montelukast bao
gém dau bung, budn ngi, khat, dau dau, non va
tang kich dong.
Céch xur tri

Khong cé thong tin dac biét vé diéu tri qué liéu
montelukast. Chua r5 montelukast ¢é thé thim
tach dugc qua mang bung hay loc mau.

PAC TINH DUQC LUC HQC

Nhém dwoe 1j: Thudce diéu tri hen tic phé quan
¢é tic dung toan than. Ma ATC cia thudc:
R0O3DCO3.

Montiget (Montlukast natri) 1a mét chat di khang
canh tranh, chon loc receptor leukotrien D4
(cysteinyl leukotrien CysLT1) ding dudong udng.
Céac cysteinyl leukotrien (gbm LTC4, LTD4,
LTE4) la cac san pham chuyén hoéa cua acid
arachidonic dugc giai phéng tur cac té bao khac
nhau bao gdm té bao mast va bach cau ai toan.
ficosanoid nay gin két voi cac thu thé

\X\ (S yl leukotrien (CysLT). Su gan két cia

Steinyl leukotrien vao thu thé leukotrien lién
quan dén sinh 1y bénh cta bénh hen suyén, bao
gdm phu dudng din khi, co that co tron, va thay
d6i hoat tinh té bao két hop véi qua trinh viém,
cac yéu td dan dén triéu chang hen suyén. Vi vay,
montelukast tc ché cac tic dong sinh ly cua
LTD4 tai cic thu thé CysLT1 va khong c6 hoat
tinh cha van nao.

PAC TINH DUQC PONG HQC

Ht?'p thu

Natri montelukast duoc hip thu nhanh chéng qua
duong udng. Nong do6 dinh trong huyet tuong cua
thudc dat duoc sau 2 dén 4 gio udng thuoc Sinh

kha dung trung binh khi diing duong ubng la 64%.

Phin bo

Natri montelukast gin két v6i protein huyét véi ty
16 trén 99%. Thoi gian ban thai trung binh cia
thudc vao khoang tir 2,7 dén 5,5 gid & nguoi
truong khoe manh. Duge dong hoc cia natri
montelukast gan nhu tuyén tinh khi dung duong
ubng e lidu 1én dén 50mg.

Chuyén héa

Natri montelukast duoc chuyén héa rong rai qua
gan boi isozym cytochrom P450 CYP3A4,
CYP2A6 va CYP2CO. Néng dd tri liéu cua natri
montelukast trong huyét twong khong tic ché cac
cytochrom P450 3A4, 2C9, 1A2, 2A6, 2C19 hay
2De.

Thai triv

Téc dd thanh thai cta natri montelukast trung
binh la 45mL/ phat ¢ nguoi khée manh. Natri
montelukast va cac chit chuyén héa ctia né dugc
dao thai cht yéu qua phéan va qua mat.

Ddc tinh bénh nhin

Piéu chinh liéu 1a khéng can thiét dbi véi bénh
nhan 16n tudi hodc suy gan nhe dén vira. Nghién
ctru trén bénh nhan suy than chua dugc tién hanh.
B&i vi montelukast va céc chat chuyén héa thai
trir qua dudng mat, didu chinh lidu khéng can
thiét d6i vdi bénh nhan suy than. Khong c6 dit
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liéu vé dic tinh duoc dong hoc cua montelukast ¢
bénh nhan suy gan ning (diém Child-Pugh > 9).
Vi lidu cao montelukast (20 — 60 1an liéu khuyén
c40), giam ndng d6 theophyllin trong huyét tuong
da dugc ghi nhan. Anh hudng nay khéng thay khi
sir dung liéu khuyén cdo 10mg mbi ngay.

QUY CACH PONG GOI:

Montiget Chewable Tablets 4mg:

Hop 2 vi x 7 vién nhai.

Montiget Chewable Tablets Smg:

Hop 2 vi x 7 vién nhai.

PIEU KIEN BAO QUAN:

Bao quan ¢ noi kho rao, tranh anNSang va am,
nhiét d6 dudi 30°C.

HAN DUNG:

24 thang ké tir ngdy san xuat.

TIEU CHUAN CHAT LUQNG: TCCS

SAN XUAT TAIL:

G CETZPHARMA@VI)LID.
A 29-30/27, Korangi ndustrial Area

Karachi, Pakistan.




