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Montelukast 4 mg/ 5 mg - Vién nén nhai

Montelukast 10 mg - Vién nén bao phim
Dy phong va didu trj hen

BE XA TAM TAY THEEM ,
POC KY HUONG DAN Si ng; TRUGC KHIDUNG

THANH PHAN CAU TAD CUA THUGC

léi vién nén nhal chiia:

Mentelukast (dudi dang natrl montelukast 4,2 mg hodic 5,2 mg).. siesrraninsesnaee: MY hOBC 5 Mg
T4 duge: Sucralose, Celluloss vi tinh tha, Polacrillin potassium, ng Cherry, Mau dé D&C (doi
vdi Montelukast 4 mg) hodc Mau vang D&C (déi vai Montelukast 5 mg), Lactose monohydrate
phun s&y, Magnesium stearate.

M&i vién nén bao phim chua:

Montelukast {dudi dang natri montelukast 10,4 ma) ; o i0m
Té duge: Laclose monchydrale spray-dried, Cellulose vi tinh thé, Tinh bét natr glycolate,
Maﬁne%&m ataa,E;ate. Opadry vang.

DANG BAO CH

Vién nén nhai

Wién nen bao ghim

Mé t& san pham:

Vign ndn nhal LUKAIR® 4 mg

Vién nén nhai mau héng, dém tréng, hinh trén, hai mat tron.

Vign ndn nhai LUKAIR® 5mg

Vign nén nhai mau vang, hinh rdn, hai mat trdn.

Vién nén bac phim LUKAIR® 10 mg

Vi&p nén bao phim mau vang nau, hinh trén, hai mat tron.

CHI BINH:

Vién nén nhai LUKAIR® 4 mg va 5mg i .

« LUKAIR® duge chl dinh trong didu tri hen phé quan nhu 1 liéu hap bg sung trong trutdng hgp
nen dai ddng tU nhe dén trung binh khdng duge kiém soal day du béng corticostereid dang
hit va & nhdng bénh nhan ding thudc dong van beta téc dyng ngén “kni cén"ma khéng kiém
sodt dugc odn hen day di trén lam sang.

* LUKAIR® cing duge chi djnh frong didu trj dy phang hen phé quan & nhitng bénh nhan chl
yéu b co that phé quén do ging suc.

Vién nén bao phim LUKAIR® 10 m, -

= LUKAIR® dugc chi dinh lrong digu lrj hen phé quén nhu la ligu phap bd sung trong tridng hap
hen dei déing & nhe d&n trung binh kndng dudc kigm soat ddy di bang corticostercid dang hil
va & nhing bénh nhan ding thugc d5ng van beta tac dyng ngén “khi can"ma khdng kiSm soat
dugc con hien day dl trén [im sang. O nhing bénh nhan hen duge chi dinh LUKAIR®, thuéic
ciing cb tha gidp 1am giiém trigu chung viém mi dj Ung thee mua.

» LUKAIR® ciing co thé Ta mét hya chon digu trf thay the cho viéc ding corlicosteroid dang hit
liéu th&p & bénh nhan hen dal déng nhe,nhing nguﬂl trong tién s gén d&y khing cé con nen
nghiém trong déi hoi dling corticosteroid dudng uong va nhiing ngudi cho thay réng ho khoing
co khé nang st dyng corticosteraid dang nit, =

= LUKAIR® cling dugc chi dinh trong digu tij dy phong hen phé guén & nhiing bénh nhan ch
ﬁé’u bl co ﬁ?l ph& quan do gang sdc.

LIEU DUNG, CACH DUNG i

* \ién nén nhai 4 mg di:ng cho b&nh nhéan nhi tir 2 dén 5 wéi,

» Vlign nén nhai 5 mg ding cho bénh nhan nhi tlf € dén 14 twdi, .

* Vién nén bao phim 10mg ding cho ngudi Ién va thanh thiéu nign 10 15 tudi trd 1én.

* Vién nén nhal 4mg va 5mg: Ding duding udng, nhal thudic trude khi nudt.
+ Vién nén bao phim 10mg: Ding dudng uding.

= Vién neén nhai 4mg

Lidu khuy&n c4o cho banh nhan nhi tir 2 d&n 5 tudi1a mat vién nén nhal 4 mg mbi ngay uﬁng
mét 1an vao bubi 16i. Néu using thudc cd lién quan dén thie &n, montelukast nén udng 1 gi
trudc hodic 2 gid sau khi &n. KRSng cdn thigt didu chinh liéu trong nhom tudi nay.
Vién nén nhai 5mg i !
LiBu khuy&n cdo cho bénh nhan nhi 1 6 d8n 14 tuBila moi vign nén nhai 5 m? mbi ngay uf:ng
mét lan vao budidi. Néu udng thudc ¢d lign quan dén thic &n, montelukast nén uéng 1 ¢l
trudc holac 2 gidf sau khi &n, Khong can thigt didu chinh li8u trong nhom tudi nay.
Vién nén baa phim 10ma "
Ligu khuyén c&o cho ngudi Ian va thanh thiéu nién t 15 tdi trd 1&n bj hen, hodc hen kem thep
fei,'?m mii di ing theo mia |a mdt vién nén bao phim 10 mg moi ngay udng mét lan vao bubi

Higu lye dléu tr| clia montelukast dya vao cac thong s& kiém sodt hen;é dat trong métngay. C&n
dan ngudl bénh tigp tye ding montelukast ngay ca khi hen da dugdc kism sodt, cling nhuf trong cac
giai doan hen bi nang han. .

Khéng c&n dléu chinh liéu cho bénh nhan suy than, hokic suy gan nhe dén trung binh. Khéng ¢
di ligu vé bénh nhan suy gan ning. Liéu Iugng la nhu nhau cho ¢ bénh nhan nam va nd.

Vién nén nhai manletskast dmg

Khéng st dyung vién nhai montelukast 4 mg cho tré dudi 2 tuBi. An fodn va hidu qua clia vign nhai
montelukast 4 mg & tré em dudi 2 tudi chua duge thist I2p.

Vién nén nhal montelukast Smg . -

Khong st dyng vién nhai montelukast 5 mg cho tré dudi 6 tubi. An toan va hidu qua clia vién nhai
montelukast 5 mg d tré em dudi 6 tudi chua dugc thigt I2p. Vién nén bao phim montelukast 10mg
Khong sif dyng vién nén bao phim mantelukast 10 mg cho 1ré dud| 15 twai. An toan va higu qua
cda vign nén bao phim montelukast 10 mg & tré em dudi 15 téi chua dugc thiét lap.
MONISILUKAST ngn 9ig i g aung 4 g g

ne _cno ] ]
bénh nhiin hen dal déng nhe |
Montelukast khdng éugc khuyén cdo 12 don trf liéu & bénh nhan hen dai déng frung binh. Viéc sir
dung mentelukast nhu |2 mdt Iya chon diéu trj thay thé cho vigc ding corticosteroid dang hit ligu
thap d bénh nhan hen kéo cai nhg chl nén duge xem xét cho nhiing ngudi trong tisn st gan day
khing co cdn hen nghiém trgng dol hai diing corticesteroid duUdng udng va nhiing ngudi cho thﬁ;
réng ho khdng cé kha néng st dyng corticosteraid dang hit. Hen dal déing nhe dugc dinh ngha |
cac triéu chung hen xudt hién nhiéu hon mot I&n mét tudn nhung it hon mét |&n mét ngay, ca
triéu chung v& d&m nhiéu hdn hai lin mét thang nhung it hdn mjt 1an mét wdn, chide nang phoi
binh thuting gia cac cdn. N&u hen khang dugc kiém soét thoa dang (thudng trong vang mil
théng), co thé cfin phai thém hofic thay mbl l1du phép chéng vidm khis diga trén hé théng cde
bude didu tr] lhn;n. Bénh nf}&n néhn du%c dél‘}l.'l’l oid d”nhhk& trﬁqg vigc kiém sodt hen.
L']'.:: a lle g pnong =) al = D 0 hatphe g
Nhing bénh nhan bi co that phe quan doéang stic co the |2 bigu hign chl yéu cla hen dai dang
czn didu I béng corticosleroid dang hit. Bénh nhan nén duge danh gia sau 2 d&n 4 lufn didu tr
bing montelukasi. Néu khdng théa min cac titu chi kifm sedt hen, nén xem x&t b8 sung thém
ligu phap diéului hodc diing liu phép khéc.

| ntelukast Ii n téi cac th

Khi sif gun? montelukast nhu ligu pheig dieu trj bd sung cho coricosteroid dang hit, khong nan
lha%lha dp! In ot corticosteroid dang hit bang mentelukast.
CHONG CH gfm'l X
gxa mén vdi montelukast hay bt ki thanh ‘Fhan 1 na&o khic trong t& duge.
NH BAO VA THAN TRONG KHI DUNG THUOC )

* Montelukast khdng dugc chi dinh da disu trj cac cdn hen cdp, bao %6111 ca con hen ning. Bénh
nhan nén co sén thubc déng van beta dang hit t4c dung ngdn phi hgp dé didu trl c4c can hen.
Tuy nhién, liéu trinh diéu _blnﬁ‘rnantglukast van ¢ thé 1ép tyc trong céc con hen cép.

* Trang khi s dyng mantelukast, hdi ¥ kién bac sinéu can ding thém ligu thudc gian ph;quén
daﬂ?1 hit tac dyng ngan.

= Bénh nhan dL‘lnngnmsIukasl khiing nén glém liéu hode ngiing diing bat ky thudc nae khdc
di&u trl hen tris khi dutgc béc sThudng dén.

* Trénh dung aspirin hodc thudce gidm dau khang steroid (NSAID) trong khi ding montelukast &
nhdng bénh nhan man cam vdi aspirin, i ;

= Tang bgch céu &i toan, ban do viém mgch, cée {ridu ching phéi nling tham, bién chitng & tim
viihokic bénh thén kinh vél hai chiing Churg-Strauss ¢ dugc bao cdo nhung hiém gap &
nhiing bénh nhan hen dang ding mentelukast.

* Thudc c¢ chia lactose: Bénh nhan cd van dé vé di fruyén hidm gép khéng dung nap

laclose, thisu hyt | hoan toan hogc kém hip thu glucose-galactose thi khéng nén
din thudc nay. )

* Thubc cé chua sucralose: B&nh nhén c6 vén dé vé di truyén hidm gip khong dung nap

, fructose thi khéng nén ding thudc ndy. )

SU'DYNG THUOC CHO PHY NU CO THAI VA CHO CON BU
Phuy ni ¢ thai

An toan khi ding thude trong thdl ki mang thai chua duge xac 14p. Do dé, chi nén ding montelu-
kast & phy nif mang thal néu lal fch dy tinh cao han nguy co c6 thé xay ra ddi vé| thal.

D& ¢d céc bdo céo hiém gép vé khuyét tat chi bam sinh d con cla nhilng bénh nhan dudc didu
iri bng montelukast. Tuy nhién, hu h&l cc ngudi mg néy da sif dyng cdc thudic difu ir hen khds
frong gua trinh mang thal. Do chua oo sy nhil quan vé céc bAt thudng bam sinh, m5l lién quan
gig: vige sif dyng montelukast vi sy phat 1ién cc bét thudng bdm sinh chua duge xac nhan.

eon

Chua r& montelukast dugc bai i€t vao stia mg hay khdng. Do d6 khdng nén sif dyng thudc & phy
nif cho con b, trid khi Igi ich dif linh cba thuGe cao han nguy ec o6 1hE xAy ra va tham khao § kién

Ua bdc §T.
Egm EEBNG I.%‘I\‘I Il:_ni ﬁige LAl xehvi VAN HANH MAY Allo‘!:.:

n than trong | xe hodc van hanh may mdc vi cd the xay ra chang mal hod
TUONG TAC, TUONG KY t‘:UATHIJ?C o d e

Co the ding montelukast véi céo thuéc thusng ding khéc trong dy phong
quén man tink, Trong céc nghién clu vE tudng tac thuéc, liéu khuyen ca
montelukast khéng co anh huéng dang ké tdi duge dong hoc clia céc thude!
ptednisone, prednisolone, thudc Wanh thai dudng uéng (ethinyl estradio

terfanadine, digoxin va warfarin. C

Dién tich dudi dudng cong {AUGI] ciia montelukast gidm khoang 40% @ nhiing b&nh nhan co sl
dyng déng thdi véi phenobarbital. Vi montelukast dugc chuyén héa bél hé enzyme CYP 3A4, 2C8
va 2C0 nén cin than trong khi slf dyng, déc bigt & tré em khi montelukast dugc ding chung vdl cac
thubc gay cam dng enzyme CYP 3A4, 2C8 va 2C0 nhu phenytoin, phenobarbital va riiampicin.
Cac nghién cliu in vitro cha thdy montelukast 1a chal (e ché CYP 2CB manh. Tuy nhién di lidu
cac nghién clu tuong tac fhudc trén lam sang cda montelukast va rosiglitazone Ea cd chat dai dign
cha cac thudc dugc chuyén hoa chi y&u bai CYP 2C8) lai cho thy montelukast khang Uc ché CYP
208 in viva. Do 66, mentelukast khdng 1am thay dé/ cua trinh chuy&n héa cha cic thuée dude
chuy#n hda chil yéu qua enzyme nay ([ du nhu paclitaxel, rosiglitazens, rsgaglinlde):

Cac nghién ciu in vitro cho th&y montelukast |3 mdt cd chat clia CYP 2C8 va d muc 63 It hon déng
k& clz 209 va A4, D liSu U mét nghién cuu tuong tac thudc — thude trén IAm sang vdi sy tham
gia clia montalukast va gemfibrozil (mot chét Uc ché c& CYP 2C8 va 2C9) cho thay gemfibrozil tng
mirc tigp xiic toan than ctia montelukast 1€n 4,4 1&n. Khong cén diéu chinh lidu hang ngay cia
montelukast khi ding chung vdi gemfibrozil hodc cac chl de ché CYP 2C8 manh khéc, nhung béc
sicén luu ¥ v& kha nang tang céc phan dng bat Igi. ;i s ;

Dya trén di liéu in vitrg, cdc tuong tac thude quan trong trén 1am sang vdi cic chat uc ché CYP
2C8 it manh han (v dy, timsthoprim) khéng duge dy doan. Ding déng thai montelukast vél
itracoriazole, mit chit uc ché CYP 3A4 manh, khbng |am tang déng ké mUc tiép xic toan than cla
montelukast.

Tuong ky clia thuse

Gng ap dun &
‘]I"Rc EUNG Kﬂ"bua MONG MUON
Montelukast 3 duge danh gia trong céc nghién clu lam sdng nhu sau:

H# ed quan Téc dyng khéng mong mudn Tan suit *
Nhigm fring va nhigm | Nhigm trung dudng na hap trén Ril thuéng gap
ky sinh tring
Méu va bach huyst Tang nguy cd chay mau Higm gap

Giam tigu cdu Rt hiém gap
Hé mi&n dich Phén ('ng qué man bao gém sdc phan vé taan g

Gan tham nhidm bach ciu ai tean Ral hi‘% E 3
Tam than Mang mi bZt thudng bao gm ac ming, ma: ngl, mang du, |t N

lo &u, kich déng bao gém hanh vi hung hang hodc chdng

@81, rdm cim, tang dbng tam than-v&n déng higu ddng thél

qué {bao gém o kich déng, bdn chén khang yén, rung cdj |

A&l logn chid ¥, suy gidm il nhd

Ao gidc, mét phidng hudng, cé § nghia va hann vi g/l |

Than kinh Chéng mat, budn nal, df cdm/gidm cam gldc co giat

Tim mach Banh trdng ngye W

Hé hép, long ngycva | Chay mau cam

trung thét Hal ching Churg-Strauss (C58)
Bénh phdi tang bach cau ai toan

Tidu hoa Tiéu chiy, budn ndn, nén Thudng gap
KR ming kho tisu Higm gip

Gzn mat Tang inzse huyét thanh (ALT,AST) Thudng gip

VIgm gan (beo ghm vidm gan f mat, viém 1 bao gan va 150 | Rat hidm gép
thugdng gan da dgng)

Da v& mé dudi da Fhat ban Thuéing gap
Bdm tim, ndi mé day, ngifa It gap
Phd mach Hiém gap
Héng ban, héng ban da dang R4l higm gap

Cd xueng va mé bén két | Bau khop, dau ed bao gém chudt rit. It g4p

Than va tigt ni¢u Dai dam 4 tré em [t gap

Toan than va tal chd SAt Thuéng aap
Suy nhugcimét méi, kha chiu, ph It g3p

*Tan suat: Ra! thudng gap (=1/10), Thuding gap (=1/100 dén <1/10), It gép (21/1.000 dén <1/100), Higm
gép (=1/10.000 dén <1/1.000), Rat hiém gap (<1/10.000).

Théng bao ngay,che bic s7 hodc duge si nhing phan (ing cd hai gip phai khi s dyng thudc
QUA LIEU VA CACH XU TRI )

« Montelukast dugc diing cho ngudi I6n véi cac lidu 1&n dén 200 mg/ ngay trong 22 tudn va lén
GEn S0G mg/ ngay trong khoéng 1 tudn dé che thay khong cé phan dng phy nao quan trong vé
mat lam sang. B3 c¢6 bac céo vé trudng hop qua liéu cép tinh & nguai |on va tra em dlng
monlelukast vdi iéu cao d&n 1.000 mg. Trong phan ldn cac bac cdo ve a:.lg ligu, kl}éng%&p cac
phén ung oo hai. Gac tac dyng phy thudng gip nhat dugc quan sal thay |3 budn ngu, nhic
diu, khat, nén, dau bung, gi&n dong i, tang vén dl}n? va tang hoat dbrllg t&m thén van déng.
Khéng oo théng tin dic biét ndo v& vige digu tri qud liéu montelukast. Trong truding hgp qué
liéu, tién hanh didu trj ho trg v& dieu tri triéu chiing t0c 1a loal bd chit khang hip thu ra khéi
duiing tidu hoa. Chua cb bing chiing cho phudng phap lgc mau trong didu iri qua liéu montelukast.
DUQC LUC HOC =% b R
Montelukast Ia mdt chal déi khéng thu thé leukotriene chon lpc gan két vdl thy thé CysLTi, Cac
cysteinyl leukotrisns (LTC4, LTD4 va LTE4) dudc hinh thanh (0 sy ch €n héa acid arachiconic va
dugc san xudt bdi mot 55 18 bac bao gém bach cdu ua eosin, bach cau ua base, dydng bag, dai
thye bao va bach cdu dan nhan. Cac sicosanaid nay tac ding qua trung gian sy gan ket vdi cac
1hy 1hé cysteinyl leukotriene (CysLT). Thy thg CysLT type-1 (Cg_slTﬂ hién din trong céc méd dan
hbyl khdc nhau trong dé ¢d 1€ bao ¢d tron dudng hé hap. CysLTs ?op phén vao sinh |y bénh clia
fien va viém mui dj Ung. Trong bénh hen, CysLTs dugc fim thay [am téng tiét chat nhéy va tinh
tham coa mach mdu, %D né dudng ho hap, co that pha %uén va thay ddi hogl tinh cla & bao gay
ra qua trinh viém, Trong viém mdid] ing, CysLTs duucgi i phéng treng vong vai phit W niém mac
mii sau khi tiég xtc voi dj nguyén. Sy giai phéng nay dan dén viém va céc frigu ching nhu sung
huyét mil va s6 mil, Montelukast (o ché sy co that phé quin va 1am gidm viém niém mac mii gay
ra do ligp xic vl cde chét thic ddy cde qué irnh nay.

DUGC BONG HOC

Montslukast hdp thu nhanh sau khi uGng. Vdi vién nén bag phim 10mg, nﬁn%dﬁ Cna dat dugc 3
gitt (Tmax) sau uﬁ'ng d6i véi ngudi Ion ubng luc doi. Sinh kha dyng trung binh khi ding thute ﬂudng
uBng la 54%. Sinh kha dyng v Cre khéng bi dnh huéng bai bda &n chufin. An loan va hidu gu
d4 dugc ching minh treng c&c thir nghiém 1am sang khi dung vién nén bac phim 10 mg mé khéng
lign quan dén thai gian bla an. .
Vdi vién nén nhai 5mg, Ceadat 2 gid sau khi diing Wic déi & ngudi In, Sinh kha dyng trung binh
khi uding 14 73% va gldm xuéng 63% béi médt bla &n tidu chudn. )

V6l vien nén nhal 4mg, néna 46 Cwax dat dugc 2 gid sau usng déi vai bénh nhi 2-5 twéi udng lic
doi. So vgi ngudi ldn uGng vien nén 10mg, nong d¢ dinh trung binh €6%, cac han, trong khi néng
di {6 thigu Igi thap hdn

Hon 99% montelukast gén ket vdi protein huy&t tuong. Thé tich phan bé trong rang théi én dinh
clia montelukast |2 8-17 Iit, Nghl&n cltu trén chudt céng véi montelukast dénh d&u cho thdy thudc

rat it phan bd qua hang rao mau nao, Hdn niia, nong do clia chat danh déu sau khi udng 24 gid 13
i thidu trapg mei mé khac,

Mentelukast chuyén héa rét manh. Trong céc nghlén cuu vl liéu diéu tri, céc néng db trong huyét
' héa clia telukast khang tim thdy dugc trong trang thél én dinh &

tudng cla cdc chat chuy

ngudi 1dn va tré em.

Egrochrorn P450 2C8 la enzyme chinh trnng ud trinh chuy#n ha mentelukast. Ngoai ra, CYP 3A4
209 ¢d thé cé mét déng adp nhé, méc dU itraconazole, mat chét Uc ché CYP 3A4, dugc ching

minh l2 khang lam thay doi cac thong sé dugc déng hec cla mentelukast 3 nhing ngud! khée

manh udng 10 mg montelukast méi gy. Dua vao ket qua fn wilro trén microsome gan ngud, nonsg

dé didu trj ella montelukast trong hu;gl tugng khong te ch cylochrome P450 3A4, 2C8, 1A2 2A8,

ﬁ]? hodie 2D6, Syt dbng gép clia céc chit chuyén héa vaio hidu qui diBu tri cla montelukast 1 5 thidu,

Bj thanh thai clia monlelukast trong huyét 1idng la 45 mL/phit & ngudi Ién khég manh. Sau khi
uorlj; montelukast ddnh ddu, 86% chil danh ddu dugc tim thdy rong phin cla ting cing 5 ngay
va dudi 0,2% thai qua nudc tiéu. BiBu nay cing vdi su tinh toén sinh kha dyng ciia montelukast
dung duding udng cho thay montelukast va céc ch&t chuydn héa cla thudic duge thai gén nhu hoin

2
hong c&n chinh li€u d8i vai banh nhan ldn twdi hodic bénh nhan suy gan nhe dén trung binh. Cac

nghién cliu 3 bénh nhan suy than chua dugc thifc hign. Baivi mante| uﬁng‘t v cdc chét chuyén hda

clla ng dugc dao thai qua duding mét, nén khdng can thiét diéu chinh liéu & bénh nhan su%lhén.

Ehhﬁlg néhua ligu vé dugc ding hgc cla montelukast & bénh nhin suy gan nang (diem so
ild-Pughs 9).

Vi liéu eao montelukast (gép 20- 60 1An liéu khugén cdo cho ngudi Ién), gidm néng 48 theophylin

lro_r:;iénuyé't tuong da dugc ghl nhan. Tdc dung nay khong thdy & lidu khuyén céo 10 mg mbi ngay

mot lan,

QUY CACH PONG GOI
Il:ukalr ;11 maf 5 rgg: hép 3 vl x ;0 ui:n nén nhl':ai,
ukair 10 mg: p:hixmvinn n bao phim s
PIEU KIEN%ED QUAN, HAN DUNG, TI£U CHUAN CHAT LUGNG cUA THUGC
: O ndi khé rdo, nhigt dg khong qua 30°C, ranh anh sang.

. 24 iﬂé k& 1if ngay sdn xudt
B &t Mg e.a shuge: Nk sén xust

San xudt tai CONG TY THNHH UNITED INTERNATIONAL PHARMA
i WHQC-GMP, GLP, GSP
8¢ 16 VSIP |, Buding s6 7, Khu Cbng Nghigp Viét Nam - Singapore I,
Khu lign hgp Cong nghiép - Dich vu - B4 thi Binh Dudng.
Phudng Hea Phu, Tp. Thi Dau Mét, Tinh Binh Dudng, Vigt Nam.

BT: 028-38621000
“B&ng ky nhan hidu: United Laberatories, Ine.
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ontelukast 4 mg/ 5§ mg - Chewable tablets

Montelukast 10 mg - Film-coated tablsts
Prevention and treatment of asthma

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE
COMPOSITION

Each chewable tablet contains:

Montelukast (a5 montelukast sodium 4.2 mg or S.Elngl
Excipients: Sucralose, Microcrvstalline cel ulose, Pol

) 4 rng ar Smy
acrillin potassium, Cherry flavor, D&C Re

medicinal products: theophylline, prednisone, prednisclone, oral contraceplives  (ethinyl
eslradiol/norethindrone 35/1), terfenadine, digoxin and warfarin.
The area under the plasma sonceniration curve [AUC) for lukast was di d

approximately 40% in subjects with co-administration of phenobarbital. Sincs monslukast is metabolised
by CYP 3A4, 2C8, and 2&9. caution should be exercised, particularly in children, when montelukast is
co-administered with inducars of CYP 344, 2C8, and 2C8, such as ph , phenobarbitzl and rifampicin.
In vitro studies have shown that montelukast is 2 potent inhibitor of CYP 2C8. However, data from
& clinical drug-drug interaction study invelving monlelukast and rosiglitazone (2 probe substrate
representative of medicinal preducts primarlly metabolized by CYP 2CB) demonstrated that
montelukast does not inhibit CYP 2C8 in vive. Therefore, montelukast is not anticipated to marked|y
alter the metabolism of medicinal products metabolised by this enzyme [e.g., paclitaxel,
rosiglitazone, and repaglinide).

In vitro sludies have shown that montelukast is 2 substrate of CYP 2C8, and to a less significant
exient, of 2C9, and 3A4. In a clinical drug-drug intsraction study involving montelukast and
gemfibrozil (an inhibitor of both GYP 2C8 and 2G9) gemfibrozil i d the sy ic axp of
montelukast by 4.4-fold. Mo routine dosage a Lusirnam of montelukast is required upon
co-administration with gemfibrozil or other potent inhibitors of CYP 2C8, but the physician should be
awars of the potential for an increase in adverse reaclions.

Based on i vitro data, clinically Important drug interactions with less potent inhibitors of CYP 2C8

E‘or h:oniteiuk?.st 4 tn;\g] or D&C Yellow (for Monlelukast § mg),Lactose manohydrate spray - dried, _[g,gt;,_ trimetn%rkn&:la net anticipated. Co-adm ation of t with itraconazole, a strong
Eaac ?ﬁl:g:&?:{iatliﬂai siialaa: inhibitor of CYP 3A4, resulted in no significant incraase in the systemic exposure of montelukast.
' es
Montelukast (25 montelukast sodium 10.4 mg) 10 mg Not applicable
Ech;.a.ie_Ms_:. Lactose monohydrate spray - dried, Microcrystalline cellulose, Sodium Starch UNDESIRAELE EFFECTS
DOSAGE FOHM Y Talew Montslukast has been evalusted in clinical studies as follows:
Chewable tablet ) Organ Class | Adverse Reacti
Film coated tablet Infections and Upper respiratory infection
Description of the drug: infestations = 2 \e\
4 mg chewabie tablels — - . = = o w2
Pink with while specks, round shaped chewable tablet, plain on both sides Blood and lymp g tendency SZZ2 |9
5 mg chewable fableis i syslem disorders Thrombocytopenia F_I:I‘ I® |G
‘;glht:'gvh;mggaﬁ%gewable tablet, plain on both sides Immune system Hyr ity fions Including anaphylax Uncathian, ___: o] o : ;* T; ':"j
I\‘ag?éuﬁ-prr‘%wn. round shaped film coated tablet, plain on both sides disorders Hepatic eosinophilic infiltration Very Rafs- '\ = ) _‘_3/,;
N NS: Psychiatric disorders | Dream abi I including  migh . Insomnia, | Un, N/
4 mg and 5mg chewable tablets v eareer i PN ; B g ] PN/
- LUKAIR® Is i d in the treat Vot asil as add-on 1k — with mild 1o somnamboulism, anxiaty, agitation including aggressive ‘zut :— — ,\'-‘_‘i*:y’
moderaie persisient asthma who are inadequately controlled on inhaled carlicostaroids and in beh or hostlity, depression, psyct hyperactivity N q * ;—y
whom “as-needed” short-acting f-agonisis provide inadequate clinical control of asthma. (including irritability, reatl tremor)
* LUKAIR® may also be an allemative treatment opfion 1o low-gose inhaled corticosteroids in o e Il atantion. mamory ivoal Rare
patients with mild persistent asthma who de not have a racent histary of serious asthma L - 0'1" — e - -
attacks that required oral corticosteroid use, and who have demonstraied that they are not L 5, 1, Suicidal thirking i ¥) | Very Rara
calajpﬁllagl using inhalaid corticosteroids . " : ! system disord Dizziness,d sthaslalhyp selzure Ui
- Maonteluk 5 alsoi d in the prophylaxis of asthma in which the predominant : -
compaonent |s exercise-induced bronchoconstriction. Gard@:; N Grderk Pa!prleﬂona B
10 mg {llm-coated tablsts Respiratory,  thoracic | Epistaxis L8] l
= LUKAIR® is indicated in the treatment of asthma as add-on therapy in those patients with mild and jiasti Churg-Strause Syndrome (CSS) Very Rare
lo moderate persisient asthma who are inadequalely conirolled on inhaled corticostraids and dlsoriers Pulmonary easinophilia Very
in whom "as-neaded" short acting f-agonists provide inadequate clinical control of asthma. In _ : 81y Hare
lhase asthmatic patients in whom mentelukast is indicated in asthma, LUKAIR® can zlso Gaslro-intestinal Diarrhoea, nausea, vomiling Caommen
Eﬁmﬁmpfamrﬂg ratlieg of sfasuna;alllergic ‘rhlniri]is, - disorders Dry mouth, dyspepsia Uncammen
n 1s also indicated in the prophylaxis of asthma in which the predomi comp it - . = -
is exercise-induced bronchoconsiicton. Hepatobiliary disorders Elwawﬁd Ievlsls of §emm-: nsaminsAL (ALT, A‘ST) Common
DOSAGE, METHOD OF ADMINISTRATION B, 4 v and | Very Rare
* 4 mg chewable fablets are availabls for paediatric palients from 2 to 5 years of age. mixed-pattern llver injury),
* 5 mg chewable tablets are available for paediatric patients from 6 to 14 years of age. Skin and subcutanaogs | Aash =
* 10 mg film-coated tablsts are available for adults and adolescents 15 years of age and older. 3 — —
% inistrati tissue disorders Bruising, urticaria, pruritus u
* 4 mg and 5 mg chewable tablels: Oral use. The tablels should be chewed bafors swallowing Angiooedema R
* 10 mg film-coated tablets : Oral use Erythe: d it
Dosage fylnema nodosum, erythema multiforme Very Rare
« 4 mg chewable iablets M and | A Ig yalgia including musela eramps Uncommon
;hﬁ’ rec«b e led ltﬂ]:;sa for “" k patlents 2-5 years of age is umaI e k:' scgawglnle tablet conneciive fissue disorders
ilv to be taken in the evening. If taken in connection with food, montelukast should be takan - - : =
1 hour before or 2 hours after Tod. Ng dosage adjustment within this age group is necessary, | @ and  uay | Enuresis 7 Shigren Lnaomnar
. #hmg chewable lablets i disardars
er led dose for paediatric pati €-14 years of age is one 5 mg chewable tablet General  disorders  and | Pyrexia Comm
dally to be taken in the - F taken In Gonnaciion with 1003, montelukast snould be Laken oivisketion sk condiions. | Tt P TRTE] T
1 hour ﬁmsaﬁ hngfrs after food. No dosage adjustment within this age group is 1 y. il . RecTmen
= 10 mg film-co tableis - .
The recommended dose for adulls and adolescents 15 Lears of age and older with asthma, or jﬁﬁ'&?"ﬁ’;g F:%ydggllt 51‘:"1“% [:;Sr%érs?zmué%rou S e 000
with asthma and litan! | ellergic rhinitis, is ane 10 mg film-coatad tablet daily to ' A iy .

be taker in the evening.

The therapeutic effect of LUKAIR® on parameters of asthma control occurs within one day.
Patients should be advised to continue taking LUKAIR® even if their asthma is under control, as
well as during periods of worsening asthma.
No dosage adjustment is nacessary for patients with renal Insutticiency, or mild to moderate
hepalic impairment. There are no daia on palients with severs hepalic impairment. The dosage is
the same for both male and female patiants.
frig po i
* 4 mg chewable iablats
Da not give montelukast 4 mf chewable tablels {o children less than 2

and efficacy of montelukast
been established.
& mg chewable tablets
Do rot give montelukast § mg chawable tablets to children less
and efficacy of montelukast § mg cf ble tablets in child
been established.
10 mg film-coated labists
Do nol give montelukast 10 mg film-coaled tablets to children less than 15
salety and efficecy of montalukast 10 mg film-coated tablets in children less
not been established.
Montelukast as an altemative treatment
persistent asthma
=1 R Bab a tl
The use of native treat

i with mild persi thma should only be
Eiatarv of serious asthma attacks thal required oral corticosleroid use and who have demonstrated
that they are not capable of using Inhaled corticostaroids, Mild persistent asthma is delined as
asthma symploms mare than once a week but less than once a day, nocturnal eymptoms mare
than twice a month but less than ance a week, normal I.mF funclion between episndes. if
salisfactory conlrol of asthma is not achieved at follow-up {usually within one month), the need for
an additional or ditferent anli-inflammatory therapy based on the step system for asthma therapy
shouldl be evaluated. Palients should be pericdically evaluated for their asthma control,

o] ast as p i 3 atienls in e i

nma_for patie domina Qmponen

years of age. The safety
mg chewable tablets n children less than 2 years of age has not

than 5 years of age. The satety
less than & y=ars of age has not

i\;:aars of ege. The
an 15 years has

option to low-dose inhaled corlicostersids for mild,

g persisipnl asthma.
n ed corlicosteroids for
considersd for those who do not have a recent

ended as mop

as an alt
as

= S€-INC O3NCion
In patients, exercise-induced bronchecanstriction rnarr be the predominant manifestation of
persistenl asthma that requires treatment with inhaled corticostercids. Patienis should be
evalualed after 2 to 4 weeks of trealment with mentelukast, If salisfaclory response is not
achieved, iu'n additional or differant therapg should be considered.
r Wi ther

hen treatment with montelukast s used as add-on therapy o Inhaled ecrticosteroids, montelu-
kast should not be abruplly substituted for inhaled corticosleraids
CONTRAINDICATIONS
Hyparsansi!i\.;itta la the active substance or to any of the excipients in the product.
WARNINGS AND PRECAUTIONS FOR USE

= Montalul s not indicated for ihe ireatment of acute asthma altacks, Including status

asthmaticus. Patients should have appropriate short-acth? inhaled fR-agonist medication

vallable to treat asth bations. How \ therapy with montelukast can be continued
during acute asthmalic attacks.
While using monlelukast, consult a phEsician for medical advice if mora than the
recommended dose of short-acting inhaled bronchodilaters s needad.
Patients taking montelukast should nol decrease the
for asthma unless directed br a physiclan,
Avoid aspirin or non-steroidal anli-inflammatory drugs while taking montelukast in patients with
known aspirin sensitivity.
Eosinaphilia, vasculitic rash, worsening pulmenary symploms, cardlas complications, and/or
neuropathy consistent with Churg-Strauss syndrame have been reported rarely in palients
with asthma being treated with montelukast.
Tha product contains lactose: Patients with rare hereditary problems of galaciose intolerance,
total laclase deficiency or glucoss-galaciose malabsorption should not take this medicine.
This rroduct contains sucralose: Pallents with rare hereditary problems of fructnse intolerance
should not take this medicine.
EHEGNMICY AND LACTATION

Zregnancy
The safe usa of the produsct during prergnancy has not been established. Therefors, monjé
should be used in pregnancy only if the polential benefit Justifies the poiential rigk

letus.There have been rare rel;r:]nrls of cangenital limb defects in children of patients trea
monlelukast. Most of the mothers, however, were receiving other asthma medicat/phe=i
course of their pregnancies. Since there is no consistenl pattern of congenital
development, a rel hip b the use of montel L and the devek
anomalies cannot be eslablished.

dose or stop taking any other medicines

It is not known if montelukast is excreled in human milk. Therelore, do not administs
breastizeding women unless, in Ihe opinion of & physician, the potential bensfits of the dry
the pessible risk.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
INTERACTIONS, INCOMPATIBILITIES

Mor ast may be administerad with other therapies routinely used In the prophylaxis and
chronic treatment of asthma. In drug-interactions studies, the recommended clinical dose of
montelukest did not have clinically Important effects on ihe pharmacokinetics of the following

Please inform doctor or pharmacist immediately of adverse reactions upan drug administration
OVERDOSE AND TREATMENT

¢ Montelukast given in doses up to 200 ma/ day for 22 weeks and up to 900 mg/ day for
approximalely a wesk to adult patients showed no dlinically important adverse reactions. Acute
overdosages in adults and children given montslukast with a dose as high as 1000 mg have
been reparted. There were no adverse effects raported In ma|ority of overdosage reporis. Tha
most frequent adverse effects observed were somnalence, “headache, thirst, vemiting,
abdorninal pain, m"ydrtasis. hyperkinesias, and psychomotor hyperactivity,
There Is no specific information available on the treatment of overdosage with montelukast. In
case of overdoss, institute su

rive and symptomatic therapy, l.e., remove unabsorbed
material from the gastrointestinal tract, There is no adequate svidence to support the use of
dialysis in the treatment of montelukast overdase.

PHARMACODYNAMIC PROPERTIES

Montelukast is a selective leukotriene recaptor antagonist that binds to CysLT1 reJ:tnr. The

cysteinyl lsukotrienes (LTC,, LTD,, and LTE,) ars formed from the metabolism of arachi onic acid

and are produced by a number of calls inclu g ecsinaphlls, basophils, mast calls, macrophages,

and monocytes. The eflects of these eicosanoids are mediated by binding to cysteinyl leuxotrisne

(CysLT) receplors. The CysLT lype-1 (CysLT.) receptor is present In various contractile tissues

smooth muscle cells. CysLTs contribute to the pathophysiology of asthma and

hclu:lnghajmfa{
allergic rhinitis, In asthma, CysLTs are found to increasa mucus secretion and vascular permeabil-
ity, airway edema, bronchoconstriction, and alterad cellular activity iated with the infl

tory process. In allergic rhinitis, CysLTs are relsased within minutes fram the nasal mucosa afiar
exposure 1o allergens. This release leads to Inflammation and symptoms such as nasal congestion
and rhinerrhaa. Montelukast inhibits bronchoconstriction and reduces nasal mucosa Inflammation
induced b aﬂmeum 1o known precipitants,
PHAHM? OKINETIC PROPERTIE

t

Montelukast Is rapidly absorbed following oral administration. For tha 10 mg film-coated tablet, the
mean peak plasma sonceniration (Cmax] Is achieved 3 hours (Tmax) after administration in adults
in the fasled stale. The mean oral bicavailability is 64%. Tha oral bl avallabiiity and Cy,, are not
infiuenced by a standard meal. Safety and efficacy were demonstrated In clinical trials whers fha 10
mg film-coated tablet was administered wilhoul ragard to the timing of food ingestion.

For the 5 mg chewable tablet, the Cmax is achleved In 2 hours afier administration in adults in the
fasted state. The mean oral bioavallabllity is 73% and |s decreasad to 63% by & standard meal,
After administration of the 4 mg chewable tablst to paedatric patienis 2 to 5 years of a?e in the
fasted state, Cy,, Is achieved 2 hours after administration. The mean Cry is 6% higher while mean
Gy I8 lower than in adults recelving a 10 mg tablst.

Monlelukast is mere than 99% bound to plasma proteins, The steady-state voluma of distribution of
monlelukast averages B-11 litres. Studias in rats with radiolabelled teluk indicate minimal
distribution across the blood-brain barrier. In addition, lled material at 24
hours post-dose were minimal in all other tissues,

ians of radiolak

Monteluxast is exiansively matabolised, In studies with therapeutic doses, plasma ecncentrations
of melabolites of | are undetectable at steady state in adults and children.
gxlnchrorna P450 2C8 Is the major enzyma In tha metaballsm of montelukast. Additionally CYP
4 and 2C8 may have a minor confrioution, although Itraconazole, an inhibitor of CYP 344, was
shawn not to change pharmacokinetic variablas of maontelukast in healihy subjacls that lved 10
mg montelukast daily, Based on In vitro results In human liver microscmes, therapeutic plasma
concentrations of montelukast do not inhiblt cytochromes P450 3A4, 2C9, 1A2, 248, 2C19, or 208,
The contribution of metabolites to the thetapeutic etfact of montelukast |s minimal.

The plasma clearance of montelukast averages 45 ml/min In healthy adults. Following an oral dose
of radiolabelled montelukast, 88% of tha rad ctivity was recoverad in 5-day fascal collecticns and
<0.2% was recovered in urine. Coupled whh of montelub oral bility, this
indicates that mentelukast and its metabolites are excreted almost exclusively via the bile,

No dosage adjustmenl is necessary for the elderly or mild to modarate hepatic Insufficiency. Studies
in patienis wlhh renal impairment have not been undarlaken. Because montelukast and ils
metabolites are eliminated by the biliary route, no dosa adjustment Is anticipated to be nacassag in
pailanis _with renal Impairment. There are no data on the pharmacokinstics of montelukast in
rsevers hepatic insufficiancy échild—Pugh score =9),

=e%.0f montelukast (20- and 60-fold the recommended adult dose), & decrease in
hiyllirg concentration was observed. This effect was not seen at the recommended

W of 3 blisters x 10 chewable tablets.

blisters x 10 film-coated tablats.

IS, SHELF-LIFE, QUALITY SPECIFICATIONS

bra in & dry place, at temperatures not sxcesding 30°C, protect from light.
manufacturing date.

n&: In-house specification

MANUFACTURED BY

UNITED INTERNATIONAL PHARMA CO,, LTD.
WHO-GMP, GLP, GSP

No.16 VSIP Il, Street No.7, Vietnam-Singapora Il Industrial Park,

Binh Dueng Indusirial - Service — Urbar Complex,
Hoa Phu Ward, Thu Dau Mot Cilg.eglnh Duang Province, Vietnam
Tal: 028-39621000
*Registered trademark of United Laboralories, Inc.




