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Rx' Thuéc ké don
Vién nén LUKEMA CHEWABLE 4mg
Thube nay chi diang theo don thude;
Pé xa tim tay tré em;
Poc ki huéng din sir dung trude khi ding.

* Thanh phin:

M3i vién chira:

Thémh phdn hoat chét:

Morntelukast SOdIMM . omminsisssmmsnsemmmin 4,16mg

(Tuong duong montelukast .......occovveevercrienn. 4,0mg)

Thénh phan td dirge: Mannitol, Microerystalline cellulose, Crospovidone, Xylitol, Anhydrous
Dibasis calcium phosphate. Sodium lauryl sulfate, Croscarmellose sodium, Butylated
hydroxytoluene, Sucralose, Magnesium stearate, Cherry flavored cotton #C-25000, Ferric oxide

*  Dang bao ché: Vién nén nhai
M@ ta: Vién nén nhai duoc, hinh tron, mau hng, cé mii anh dao, ¢6 khic chir MT4 va KDC trén
mot mat cua vién,

= Chidinh:

- Dy phong va di€u tri hen phé quan man tinh & tré em tir 2-5 tudi,

- Diéu tri triéu chirng viém miii di Gmg theo mua va viém miii di Gng quanh ndm & tré em tu 2 tudi
dén 5 tudi.

* Liéu ding, cich ding:
Liéu dimg: Z-

Liéu diing cho tré em tir 2 dén 5 tudi la 1 vién LUKEMA Chewable 4mg/lan/ngay

+ Hen phé quan: 1 vién/lan/ngay. Udng vao budi t6i

+ Viém miii di img: 1 vién/lan/ngay.

+ Hen phé quan va viém miii di ing: | vién/lan/ngay. Udng vao budi toi

Tinh an toan va hiéu qua cho tré em bj hen suyén dudi 12 thang tudi va tré em dudi 6 thang tudi bi
viém mai di (ng thi chua dugc thiét lap

Cich ding: Co thé udng hoac nhai.

Thude nay nén duge udng mat 1an mdi ngay. Trong trudng hop hen phé quan, thudc nén dugc ubng
vao budi téi. Véi viém mii di émg, thoi gian ding thude nén duge diu chinh theo nhu cau cta timg
ca nhan.

Khuyén cio chung

Hiéu luc didu tri cia montelukast dyra vao céc thong sb kiém tra hen s& dat trong mét ngay. C6 thé
ubng cling thiic &n. Cin dan ngudi bénh tiép tyc diing montelukast mic di con hen da bj khéng
ché, cling nhu trong céc thoi k¥ bi hen ndng hon.

Khong can diéu chinh liéu cho bénh nhi trong tirmg nhom tudi, cho nguoi suy than, ngudi suy gan
nhe va trung binh. hoéc cho tirng gidi tinh.

Gidam liéu cdc thudce phoi hop:

- Thudc gidn phé quan: Co thé thém montelukast vao ché d diéu tri cho ngudi bénh chwa duge
kiém sodt diy di chi bing thudc gian phé quan. Khi co chimg cir dp tmg 14m sang, thudng sau liéu
dau tién, co thé giam liéu thude gian phé quan néu dung nap duoc.
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- Corticosteroid dang hit: Ding cing montelukast mang thém loi ich diéu tri cho ngudi bénh dang
ding corticosteroid dang hit. Co thé giam lidu corticosteroid néu dung nap dugc. Tuy nhién, liéu
corticosteroid phai giam déin din dudi sy giam sat cua bac sy. O mot s6 ngudi bénh, lidu lugng
corticosteroid dang hit co thé rat khéi hoan toan. Khong nén thay thé dot ngot thude corticosteroid
dang hit bang montelukast.

= Chong chi dinh:
Khong diang thude nay cho bénh nhin qua min vai bit cir thanh phan nao cua thude.

* Cinh bdo va thin trong khi dung thube:
- Chua xdc dinh duoc hiéu luc khi uong montelukast trong diéu tri cdc con hen cap tinh. Vi viy,
khong nén dung montelukast cac dang ubng dé diéu trj con hen cap. Ngudi bénh c¢in dugc din do
diing cach diéu tr thich hop sn co.

- C6 thé phai giam corticosteroid dang hit ddn dan dudi su gidm sat cua bac sy. nhung khong dugc
thay thé djt ngdt corticosteroid dang udng hoac hit bang montelukast.
- Pii ¢6 bao céo vé tac dung phu than kinh - tam thin ¢ ngudi bénh dung montelukast. Vi ¢6 cac
yéu td khéc co thé gop phan vio tac dung nay, nén van chua biét rd liéu cdc tac dung nay co lién
quan dén montelukast hay khong.
- Khi e:am lidu corticosteroid ding dudng toan than & ngudi bénh dung céc thude chong hen khéc,
bao QOITI cac thude dbi khing thy thé leukotriene s& kéo theo trong mot s hiém trudng hop sau:
tang bach cdu ua eosin, phat ban, thd ngén, bién ching tiém va/hogc bénh thin kinh c6 khi chan
doan 1a hoi chimg Churg-Strauss la viém mach hé théng cé ting bach cau ua eosm Mic du chua
xac dinh dugce su lién quan nhéan qua voi cac chat d6i khang thu thé leukotriene, can than trong va
theo ddi chat ché lam sang khi giam lidu corticosteroid duong toan thé & nguoi bénh dung
montelukast.
- O nhiing bénh nhan hen do nhay cam voi aspirin nén tranh dung aspirin va céc thudc chbng viém
khong steroid khac trong khi diing montelukast.
Trong qué trinh luu hanh san pham trén thi truong, da cé bao cdo hiém gap cac trudng hgp bi
khuyét tat chi bam sinh & con clia cac ba me st dung montelukast khi mang thai. Phin 16n céc ba
me nay cling dun;, kém theo cic thudce tri hen khac trong qua trinh mang thai. M&éi lién hé nhén qua
ciia cac bién ¢b nay voi viée sir dung montelukast chua dugc xac lap.

= Sirdung thude cho phu nir ¢é thai va cho con bu:
- Phu nir co thai: chua ¢6 nghién clru day di va co kiém soét trén phu nit mang thai, ch: st dung
Montelukast trong thai k¥ mang thai khi thal can thiét.

- Phu nit ¢ho con b Chua ¢o thong tin vé vide bai tiét thubc qua stra me, vi vdy nén nglmg cho
con bu khi dung thuée.

= Tac djng cua thuéc khi lii xe va vin hanh may moe:

Lukema Chewable 4mg khong ¢6 hodc anh huong khong dang ké dén kha nang lai xe va su dung
may moc. Tuy nhién, dd bdo cao budn ngd hodc chong mat trén cdc ¢4 nhan. Néu céc tac dung phu
nay xay ra, bgnh nhén duge khuyén khong nén Jai xe va van hanh may maoc.

=  Tuwong tac, twong Ky, thuoc:

Twong tdc:

C6 thé ding montelukast véi cac thude thudng ding khéc trong du phong va diéu tri man tinh b¢nh
hen va diéu tri viém mii di ing. Trong cac nghién ciu vé tuong tac thube, thay liéu khuyén céo
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trong didu tri cia montelukast khéng c6 anh huéng dang ké toi duoc dong hoc cua cdc thude sau:
theophylline, prednisone, prednisolone, thudc udng ngira thai, terfenadine, digoxin va warfarin,
Dién tich dudi dudbng cong cia montelukast giam khoang 40% ¢ nguodi cung dung phenobarbital.
Khoéng can diéu chinh liéu lugng montelukast.

Cac nghién cu in vitro cho thay montelukast 1a chét (ic ché CYP2C8. Tuy nhién dir liéu tir cac
nghién clru twong tac thude vai nhau trén |dm sang cia montelukast va rosiglitazone (la co chét dai
dién cho céc thude duge chuyén hoa chi yéu bai CYP2C8) lai cho thdy montelukast khong tic ché
CYP2C8 in vivo. Do d6, montelukast khdng lam thay d6i qua trinh chuyén héa cta céde thude duge
chuyén héa chi yéu qua enzyme nay (vi du nhu paclitaxel, rosiglitazone, repaglinide).

Twong ky:

Do khéng ¢é cac nghién ctu vé tinh twong ky cla thude, khong tron [dn thude nay véi cac thude

khac.

= Tic dyng khong mong mudn:
Nhiing tac dung phu c6 the xéy ra khi dang montelukast duge liét ké nhu bang dudi day:

H¢ co quan Tdc dung phy Tén s6
iém trang va nhiém ky & . : Rét thuomg
F.Jhlém1 FERR WL Nhiém khuan duéng hé hap trén * e
sinh trang gip
F ~ - +
Boi !oa'l he-mie i bach Tang khuynh huéng chay méau Hiém gap
huyét
. = Phan irmg qua man bao gom séc phan vé It gdp
£ & mién dich
ROk loaw i mitie Tham nhiem bach cau ua eosin o gan RAt hiém
Mo bat thuong bao gdm ca nhimg con dc mong, mat ng,
méng du, lo du, kich dong bao gdm hanh vi gdy han hay e
. o this dich, trdm cam, tam than hiéu dong thai qua (bao Eap
Raoi loan tim than L gmea vy ; : 3 " 50
gom dé bj kich thich, bén chon khéng ngi duge, run***)
R&i loan su ch y, suy giam tri nhé Hiém
Ao gidc, mat phuong hudng, c6 suy nghi va hanh vi tu tu Rat hiém
Raéi loan hé than kinh Chong mat, budn ngt, di cam/ giam cam giac, dong kinh It gap
Réi loan tim mach Hoi hop Hiém
r - -] | ] I’T a
B g od il W mawe v | A8 B
: Hdi chimg Churg-Strauss & 7
trung that : ; 2 Ré&t hiém
Tang bach cdu ua eosin phoi
. N Tiéu chay**, budn nén**, nén** Thuong gip
£ - F ey
Bullegn b abu e Kho miéng, kho teu Tt gap
Nong do transaminase huyét thanh cao (ALT, AST) Thuong gap
Réi loan gan mit Viém gan (bao gom tén thuong gan U mat, ton thuong té i i
. 2 x Rat hiém
bao gan, ton thuong gan dang hon hop
Phat ban** Thuong gap
Tham tim, ndi mé day, ng( it
Réi loan da va md dudi da ?m digba Ll 4 s _grﬁp
: Phu mach Hiém
Haéng ban niit, hong ban da dang Rt hiém
RA i KRR Pau khép, dau co bao gdm chugt rit co bép it gap
md lién ket
= Sot** Thuong gip
Railloan:ehyng Suy nhuge /mét moi, kho chiu, phi né It gap
Tan s6: Rat thuong gap (=1/10), Thuong gap (=1/100 dén <1/10), It gap (=1/1000 dén < 1/100), Hiém
(=1/10.000 dén <1/1.000), Rat hiém (<1/10.000).
*: DI voi tae dung phy ndy, duge bao cdo la rat phd bién ¢ bénh nhan ding montelukast cting nhu ding gia

=
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duoc trong cac thu nghiém trén lam sang.

*%. PHi v tac dung phu nay, duoc bao cdo la phé bién & bénh nhan dung montelukast cling nhu dung gia
dugc trong cac thir nghiém trén 1dm sang.

|5 Tén sb gap: Hiém

»  Qua liéu va cach xir tri:

- Khéng ¢6 théng tin déac higu dé diéu tri khi qua liéu montelukast.

Trong nghién ciru vé hen man tinh, ding montelukast v&i cac lieu mdi ngay tdi 200mg cho nguoi
[on trong 22 tudn va nghién ciu ngan ngay vai ligu t6i 900mg mdi ngay, dung trong khoang mot
tuan, khong thiy c6 phan 1rng quan trong trong lam sang.

- Cing co nhitng béo cao vé ngd dac cap sau khi dua thudc ra thi trudng va trong cac ngh:en clru
lam sang voi montelukast. Cac bao cio nay bao gdm ca ¢ tré em va ngudi 16n voi liéu cao nhat Ién
t&i 1000mg. Nhirng két qua trong phong thi nghiém va trong lam sanp_, phu horp v6i tbng quan vé do
an toan & ngudi lon va cac bénh nhi. Trong phén 16n cdc bao cdo vé qua liéu, khdng gip cdc phan
(g co hai. Nhung phan tng hay gap nhét ciing twong tu nhu dir ligu vé thude tinh an toan cua
montelukast bao gom dau bung budn nga, khat, dau ddu, ndn va tiang kich déng.

- Chua rd Montelukast co thé thdm tach duge qua mang byung hay lpc mau.

= Pic tinh duoc lye hoc:

Nhém duoc 1y: Thude tac dung trén hé hd hép

Ma ATC: R03DCO3

Co ché tac dung:

- Montelukast thudc nhom diéu tri: chat déi khang thy thé leukotrien. Cac leukotrien cysteinyl
(LTC4, LTD4, LTE4) la cac khang viém elcusanmd manh dugc phéng thich tir cac té bao khéc
nhau bao ﬂom cac dudng bao (mastocytes) va bach cAu ua eosin. Céc chat trung gian tién-hen quan
trong nay gin két voi thy thé leukotrien cysteinyl (CysLT) duge tim thay trong duofng hé hip cua
con ngudi va gay ra cac tac dong trén dudng hd hép, bao gdbm co thit phé quan tiét nhay, ting tinh
thim thanh mach, va bd sung bach cau ua Eosin. Montelukast [a mdt hoat chéat dung duong udng
¢6 lién két vai ai luc cao va chon loc thy thé CysLT1. Trong cac nghién ciru lam sang, nd tc ché sy
co thit phé quan gy ra do LTD4 khi udng & liéu thap Smg. Gidn phé quan da dugc quan sit thiy
trong vong 2 gid sau khi ubng. Hiéu qua gian phé quan gay ra boi mét chu van f 1a thude tinh cong
thém cua montelukast. Picu tri voi montelukast s& lam Uc ché ca dau pha va cubi pha co that phé
quan do khang nguyén.

- Montelukast, so sanh v&i gia duge, lam giam bach cAu va eosin ciia hé méu ngoai vi & ngudi Iorn
va bénh nhi. Trong mdt nghién ctu riéng biét, diéu tri voi montelukast lam giam dang ké bach céu
wa eosin trong dudng ho hép (dugc do trong dom) va trong mau ngoai vi, nén cai thién viéc kiém
soat hen suyén trén lam sang.

- Trong céc nghién ciru & ngudi 1on, khi udng montelukast 10mg maot lin mdi ngay, so voi gia
duge, chimg to sy cai thién dang ké vé thé tich the gang stre (FEVI) vao bubi sang, luvu lugng dinh
the (PEFR) budi sang va giam déng ké trong sir dung tng sb chi vén p.

»  (Cic dic tinh duge dong hqc

- Hdp thu: Momelukaqt duoc hip thu nhanh chéng sau khi ubng. Pbi véi vién nén (co thé nhai)
4mg/Smg, néng ¢ dinh huyét tuong (Cmax) dat trong vong 2- 2,5 gio (tmax) sau khi uong & nguoi
Ion. Kha dung sinh hoe dudng udng dat 73% O biia an chay (khong thit, ca) va giam xudng 63%
trong mt bira an ticu chudn.

Ay



https://trungtamthuoc.com/

- Phdn bé: C6 hon 99% montelukast gin két véi protein huyét tuong. Thé tich phan b6 6n dinh
trung binh cua montelukast la 8 - 111it.

- Chuyén hoa sinh hoc: Montelukast dugc chuyén hoéa manh nén trong cac ngh|en clru voi lidu diéu
tri, ndng do chit chuyén hoa trong huyét tuong cta montelukast da khong thé phat hién duge ¢
trang thai on dinh noi ngudi l6n va tré em. Trong cdc nghién cuu in vitro bang cach sir dung
microsomes gan ngudi cho thay cytochrome P450 3A4, 2A6 va 2C9 déu tham gia vao chuyen héa
ctia montelukast. Cin ot vao céc két qua in vitro khae véi microsomes gan cta con ngudi, nong do
diéu tri trong huyét tuong cua montelukast khéng (e ché cytochrome P450 3A4, 2C9, 1A2, 2A6,
2C19, hodc 2D6. Pong gop cla cac chit chuyén hoa dén hiéu qua dicu tri cia montelukast 1a ti
thiéu.

- Thai itric: Do thanh thai huyét tuong trung binh ctia montelukast & 45 ml/phat & nguoi lan khoe
manh. Khi uang mét liéu montelukast phong xa, ¢6 khoang 86% phong xa duoc thu hdi trong phén
sau 5 ngay va < 0,2% dugc thu hoi trong nudc tiéu. Két hop voi du dodn kha dung sinh hoc dudng
uéng clia montelukast, diéu nay cho thdy montelukast va chét chuyén hoa cia nd duge bai tiét chu

yeu théng qua mat.

*  Quy cich dong géi: Hop 28 vién nén (4 vi x 7 vién)

» Pidu kién bao quin: Bao quan trong bao bi kin, tranh anh sang, 6 nhiét d6 khong qua 30°C.

= Han diing: 24 thang ké tir ngay san xudt

= Tiéu chufn chit lwgng cia thude: TCCS

=  Co s san xuit:
':‘E' KOREAN DRUG CO., LTD.
=FE 69-10, Wonjeok-ro, Sindun-myeon, Icheon-si, Gyeonggi-do, Han Quéc

Giam dbc co sé diing ky thube

GP/ Tran Thuyy Vuong :}/

TUQ.CUC TRUING
P.TRUJNG PHONG
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