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Prescription Drug

Montemac 5
Montelukast Tablets 5 mg

MAyg. Lic. No,: #fiis

VN Reg. No. (S6 DIK): VN-#em-a4
Baich No, (S5 16 SX) : SN
Mfg. Date (Ngay SX) : dd/mmiyyyy

Exp. Date (Han ding): ddimmiyyyy

MACLEODY
LT

Montemac 5

¥

MACLEODS PHARMACEUTICALS LTR."
Atlanta Arcadd, 3rd Ficor, Marol Church Road,
Near Leela Hotel| Andreri (East) Murmbal - 400 €5
f

Composition:

Each chewahla tablet contains
Mantelukast sodium
equivaient 1o Montelukast . £mg
Use: Oral route

Dosage & Administration:

As directed by the Physician

Indication, contra-indication, precaution,
side-affects and other information:
Please see the enclosed insert inside.

Storage: Store below 30°C. in a dry piace
Protact from light

Specification: In-hause

Keep out of reach of children.
Carefully read the enclosed insert before use.

| G JBWRUOW |

Rx Thubc ban thea don.

Thanh phin: M8 vién nén nhai co chira:
Montelukast natri

trong derong Montelukast 5mg

Budng dung: Duéng udng 3

Lidu lirong va céeh ding: Theo chi dén cla thay thube.

Chi dinh, chéng chi dinh, khuyén céo, tic dyng ngoai y va
céc théng tin khic: Xin xem t& huéng dén sir dung bén trang.
Bao quan: Bdo qudn dirdi 36°C, noi khé rda. Tranh &nh séng
Bdng géi: Hop 3 vi x 10 vién

Tidu chudn: Nha sdn xudt

Bé xa tim tay tré em,

Boc ki hirtmg dén st dung trirdee khi ding.

DNNK Eha chi

[l
T
Manufactured in india by/San xust tai An B b6i.
MACLEODS PHARMACEUTICALS LTD.
Block N-2, Vil Theda, PC Laodhimajra, Baddi,
Distt. Sofan, (H,P], India

Montemac 5

B Pantone 179C
|| Pantone123C

B Black
' Pantone 169 C
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Ryx. thubc bin theo don

MONTEMAC 5

(Vién nén nhai montelukast S mg)

CANH BAO:

Thuéc bdn theo don

Doc kj hwéng din si dung trieéc khi ding.

Néu cin thém thong tin, xin héi y kién bc si. MACLEODS PHARMACEU:
Xin thé;tg bdo cho bdc st biét cdc tdc dung ngoai y xdy ra trong qud trinh si duﬁ whA;f;gf :;grzﬁE;f)mf '
Dé thuoc xa tam tay tré em.

Khéng ding thuéc di qud han sit dung.

THANH PHAN:

MJi vién nén nhai c6 chira:

Hoat chdt: montelukast natri trong duong montelukast ........o.coveveeeerrenerenssnes 5 mg

Td duwoc:Cellulose vi tinh thé (PH 101), mannitol, croscarmellose natri, oxid sit do (E172),

hydroxypropylcellulose, dinatri edetat, aspartam, t4 dugc huong anh dao, magnesi stearat.
DUQC LUC HQC:

Nhom dugc ly:
Doi khang thu thé leukotrien.

Co ché tdc dong:

Céc cysteinyl leukotrien (nhu LTC4, LTD4, LTE,) la cac chét hoat héa phan tmg viém, dugc
giai phong tir nhiéu té bao nhur t& bao mast va bach cau ua eosin. Céc tac nhén giy phan {ng
hen lién két voi thu thé cysteinyl leukotrien (CysLT). Céc thu thé CysLTl duoc tim thdy & cac
té bao co tron va trong dai thuc bao & duomg hd hip va trén céc té bao hoat héa phan img -
viém khdc nhu bach cau wa eosin. CysLTs dugc cho 1a ¢6 lién quan tdi sinh 1y bénh hen va
bénh viém mii di img. O nguoi bi hen, cac anh hudéng do leukotrien bao gébm co thit phé
quan, ting sinh nhdy, tang sinh bach ciu ua eosin. O ngudi bi viém miii, CysLT duoc giai
phéng tir niém mac miii sau khi ¢ su xuit hién céc tic nhén gy di tmg & ca pha sém va pha
mudn.

Montelukast lién két véi ti 1€ cao va chon loc véi thy thé CysLT,;. Montelukast cét con co thét
phe quan tac dung gian phe quan dat dugc sau 2 gio udng thubc. Montelukast lam tang dang -
ké chi sb FEV, bu01 sang va luu luong dinh khi (PEFR), giam lidu dung chét cha van beta.
Montelukast irc che ca pha sém va pha mudn do cac khang nguyen gdy ra. Montelukast lam
giam ndng d6 té bao wa eosin & dudmg hd hép va tai mau ngoai vi trong khi kiém soat con
hen. Montelukast lam giam déng ké triéu chimg viém mii di ing. Dung montelukast phéi hop
véi corticosteroids  dudng udng hogc duong x6ng hit voi bénh nhan hen nhay cam véi aspirin
dem lai hiéu qua cét con hen dang k& (FEV, ting va giam liéu dung céc chét cha van beta).
DUQC DONG HQC:

Hap thu: montelukast duoc hap thu nhanh qua duong udng va khong anh huéng béi su c6 mit
cta thirc an. Nong do dinh Cpax dat dugc sau 2 dén 2,5 gio dimg thude ¢ ngudi 16n khi doi.
Sinh kha dung duong udng trung binh 1a 73% va giam con 63% khi dn no.

Phdn b6: montelukast lién két hon 99 % véi protein huyét twong. Thé tich phan bd V, dat
khoang 8 —11 lit.

Chuyén hoa: montelukast dugc chuyén héa manh boi hé thong cytochrom P450 3A4, 2A6,
2C9. Cac chét chuyén hoa khong ¢6 vai trd diéu tri dang ké.

Thai trir: D thanh thai huyét twong cua montelukast trung binh khoang 45 mL/ phut & ngudi
lén khée manh. Montelukast va cac chét chuyén hoa cua né dugce thai trir chu yéu qua dudng
mat.

Durge dong hoc o cdc truong hop ddc bi¢r. Chua c6 nghién ciru vé duge dong hoc & ngu’m
suy than boi vi thude duge thai trir cha yéu qua duong mat. Khong can hi¢u chinh licu &
ngudi suy gan nhe téi vira. Chua c6 thong tin vé duge dong hoc & ngudi bj suy gan niing.
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CHI PINH:
Montelukast 5 mg duge dung phéi hop trong bénh hen suyén nhe, kéo dai & tré em tir 6-14
tudi khi cde corticosteroids dang xéng hit va cic thude chil vin beta tdc dung ngin khéng dem
tai hidu qua.

Montelukast 5 mg ciling dugc dung thay thé cho cdc corticosteroids dang xbng hit lidu thap
cho tré em tir 6-14 tudi bi hen nhe, kéo dai ma gfn ddy khong c6 xuét hién con hen ning téi
muc can phai ding corticosteroid dudng udng hodc tré ¢ diu hiéu khéng dip tmg véi
corticosteroids.

Montelukast 5 mg ciing dwoc ding & du phong hen suyén cho té tir 6-14 tudi khi str dung
céc thube c6 thanh phin gy co that phé quan.

LIEU LUQNG VA CACH DUNG: ‘

Thube diing dudmg ubng. Ding theo su chi din cla bac si diéu tri.

Liéu théng thiong:

Chi duing cho tré tir 6-14 tudi IcaL
Lleu théng thudmg 1a nhai 1 vién montelukast 5 mg m01 ngay vao budi téi, Néu dung thude ‘hurch

bal«
gin bira &n thi nén nhai vién sau bita an 1-2 gi¢. Khong ¢An hiéu chinh lidu & lira tudi ndy. i

Téc dung tr lidu cha montelukast dat duoc sau 1 ngly diéu tri. Nén tlep tuc ding montelukast

ngay ca khi tinh trapg hen d3 duoc kidm soat. >

Khong c6 dir li¢u vé sir dung montelukast voi tré bi suy gan nang. J’

V&i ngudi 16n va tré em tir 15 tudi trd 18n, xin tham khao dang bao ché vién nén montelukast

natri 10 mg.

Vi tré tir 2- 5 tudi, xin tham khao dang bao ché vién nén nhai montelukast 4 mg.

Vi tré nhé hon, xin tham khdo dang bao ché montelukast khac.

CHONG CHI PINH:

Khéng diing véi cc truong hop man cam véi bt ky thanh phan nao ciia thube.

KHUYEN CAO VA THAN TRONG:

Khéng nén sir dung montelukast dudng uong dé didu tri hen cép tinh. Khi xay ra hen c¢Ap tinh,

nén sit dung cac thude chii van B tac dung ngan. ' ) .
Khéng nén thay thé dot ng6t montelukast khi dang dung cdc thudc corticosteroids dudng udng
hodc duong x6ng hit.

Chua thiy dir liéu ndo cho thiy can giam lidu corticosteroids khi ubng phdi hop voi
montelukast.

Béc si cdn théng bao cho bénh nhén vé cac tic dung ¢ thé xéy ra nhu ting bach ciu ua eosin,
viém mach, phat ban, bién chimg tim mach, bénh thf:.m kinh ..

Khéng nén dung thuoc & bénh nhdn bi bénh di truyén nhur rdi loan dung nap galactose, thiéu
Lapp lactase hogc 161 loan hap thu glucose - galactose.

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

Chua thdy bdo céo montelukast c6 thé anh hudng dén viée didu khxen xe ¢¢ hay van hanh may
méc. Tuy nhién, trong mot s6 hiém trudng hop, d4 xay ra hoa méit, chong mat. Vi vdy, cin
thén trong.

TUONG TAC THUOC:

Chua thiy twong téc nio xay ra khi phdi hop montelukast voi cac thube sau: theophillin,
prednison, prednisolon, cac thuoc tranh thai dudng ubng, terfenadin, digoxin va warfarin.

Vi montelukast dugc - “uyén héa théng qua CYP3A4 nén cac thubc giy cam ung enzym
CYP3A4 nhu phenobarbital, phenytoin, rifampicin lam giam dign tich du6i dudng cong cia
montetukast. Cin than trong khi phdi hop.

Montelukast khong lam anh huong 161 chuyén héa cta cic thude duoc chuyén héa béi CYP
2C8 (nhu paclitaxel, rosiglitazon, repaglinid).

SU DUNG CHO PHU N{' CO THAI VA CHO CON BU:

Thoi ky mang thai.

Chura thiy bdo cdo anh hudng cla montelukast d6i v6i su phat trién phdi thai va ste khée cla
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phu nir ¢6 thai. Chi nén dung montelukast trong thoi ki mang thai khi that sy can thiét.

Thoi ky cho con bu:

Montelukast duoc bai tiét theo sita me. Chi dung montelukast cho phy nit cho con bu khi thuc

su can thiét.

TAC DUNG KHONG MONG MUON:

Tac dung thuong gap nhat (1/100 < ADR < 1/10) la dau dau, dau bung.

Céc tac dung khong mong mudn khac nhu:

Nhiém khuan dwong ho hép trén.

H¢ mau: Tang nguy co chay mau.

Phan img qua man, tham nhidm bach céu ua eosin & gan.

R&i loan tinh than: 4c mong, 4o gidc, ngd ga, mong du, lo ling, kich thich, ring minh, trim

cam, hiém gap c¢6 suy nghi/ hanh vi ty tir.

Hé than kinh: hoa mat, chéng mat, di cam, dong kinh.

Trén tim: d4nh tréng nguye.

H6 hip: chay mau cam.

Trén dudng tiéu hoa: tidu chay, tio bon, kho miéng, khé tiéu, budn nén, ndn.

Trén gan- mat: ting ndng dd transaminase (ALT, AST), viém gan (bao gdém @ mat, ton thuong

té bao gan).

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

He¢ co xuong va cdc md lién két: dau khép, dau co.

R6i loan chung: mét méi, kho chiu, phu, st. ?/

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

QUA LIEU VA XU TRi KHI QUA LIEU:

Khi qua lidu, c¢6 thé gay dau bung, ngu ga, khat nuéc, dau diu, budn ndn, kich thich tdm than

véan dong.

Khoéng cé thube glal doc dac hleu vi vay néu xay ra truong hop qué liéu, can theo ddi chat

bénh nhan, diéu tri hd tro va didu tri triéu ching.

BAO QUAN:

Bao quan duéi 30°C, noi kho rdo. Tranh anh sang. N\

DANG BAO CHE VA QUY CACH PONG GOI: !

I-Iolg 3 vix 10 vién nén nhai. -;3
U CHUAN CHAT LUQNG:

Nha san xuét l!’

HAN DUNG:

24 thang ke tir ngdy san xuat.

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

nhan bao bi.

3L 1/s)
b/ o&dl .
‘Wesg

San xuét tai boi:
MACLEODS PHARMACEUTICALS LTD.
Block N-2, Vill. Theda, P.O. Lodhimajra, Baddi, Distt. Solan (H.P.), An Dd.

TUQ. CUC TRUONG
PTRL{)‘\L] PHONG
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