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COMPOSITION: Each chewable tablet conlains Montelukast 4 mg {as Monteliast sodiwm) —_—
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refes to the package insert
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE
STORAGE: Store at the temgerature not more than 30°C, in a dry place, profect from light
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HUONG DAN SU DUNG THUOC

DOM-MONTELUKAST 4
Montelukast
Vién nén nhai
1- Thanh phin
Hoat chdr: Montelukast natri twong duong montelukast 4 mg.
Td dupe: Cellulose vi tinh thé PH101, cellulose vi tinh thé PH112, mannitol, hydroxypropy! cellulose L, llose natri, magnesi stearat, asp oxyd sét d E,

miti huong anh dao.

2- Durge Iyye hoc vib durge djng hoe

Duge lyc hpe

Montelukast 14 cht ddi khéng chon loc trén thy thé leukotrien. Montelukast gin véi cysteinyl leukotrien logi 1 & dudmg hé hép trén va duéi nhim ngdn ngira tc ddng

gdy hen va viém mili di img do chét trung gian leukotrien gy ra.

- Trong bénh hen suyén: tic dung cia chilt trung gian leukotrien bao gdm mit sb thc dong trén dwdmg hd hilp nhu sy co thit phé quan, tiét chét nhdy, va tinh thdm cia
mach mau.

- Trong viém mii dj img: cysteinyl leukotrien dugc tiét ra tir dich nhdy mii sau khi tidp xic véi di nguyén rong céc phén img giai doan sém v mudn va 6 lién quan
dén triéu chimg viém mii dj img. Thir nghiém kich thich trong mii biing cysteinyl leukotrien cho thy cysteinyl leukotrien lam tang ddp (mg duimg thé & mii va
tridu chimg tdc nghén & mii.

Dugec djing hoc

Montelukast dugc hiip thu nhanh qua duong tiéu héa. Nong 46 dinh trong huyét twong dat dwge khoang 2 - 4 gid sau khi ung. Sinh kha dung duimg udng khodng

64%. Hon 99% montelukast gén véi protein huyét tuong. Montelukast dugc chuyén héa nhidu & gan béi céc enzym cytochrom P450 gdm CYP3A4, CYP2AS6, va

CYP2C9. Montelukast dugc bai tiét chi yéu trong phin. Chuyén héa gidm va nira déi théi trir kéo d&i hom & nhig bénh nhiin suy gan tir nhe dén vira.

3- Chi djnh

Phong ngira va diéu trj hen phé quan man tinh & ngudi Ion va tré em 6 thing tudi tré lén.

Phdng ngira co thit phé quin do glng sirc cho bénh nhin 15 tudi tré Ién.

Lam gidm céc triéu chimg viém mili dj img & ngudi I6m va tré em 6 thang tudi trd 1n (viém mii dj img theo mia vé viém mii dj img quanh nam).

4- Lidu ding va céch diing

% Lidu ding

Nguri 16n va tré em 15 tudi tré 1én bj hen vivhofic viém mii dj img hay co thét phé quén do géng sirc: 10 mg, ngay mét lin.

Tré em tir 6 tudi dén 14 tudi bj hen vivhodic viém mii dj img: vién nén nhai 5 mg, ngdy mét lén. N G

Tré em tir 2 tudi dén $ tudi bj hen vahodc viém mii dj img: vién nén nhai 4 mg, ngdy mt lin hoc thudc bt udng 4 mg, ngdy mot 1dn.

Tré em tir 6 thing dén 2 tdi b hen vivholic viém mili dj img: thudc bt ubng 4 mg, ngay mét ldn,

& Cich ding

Ding DOM-MONTELUKAST 4 mdi ngdy mt lan. Dé chita hen, cén ubng thudc vao budi téi.

Véi viém mili dj img, thoi gian ding thudc ty thude véo nhu cdu cia timg ddi tegng,

Vi ngudi bénh vira hen vira viém mili dj img, nén diing mi ngay mét lidu vao budi tdi.

Dé phong ngira co thit phé quan do ging strc, nén diing 1 lidu truéc khi hoat ddng géng sirc 2 gis. Khong dugc ding thém litu khic trong véng 24 gid. g

Didu trj véi DOM-MONTELUKAST 4 lién quan té4 céc thudc chira hen khic,

DOM-MONTELUKAST 4 c6 thé ding phdi hop cho ngudi bénh dang theo chc ché dé didu trj khac.

Gidm lidu cde thude phdi hgp:

- Thubc gidn phé quan: c6 thd thém DOM-MONTELUKAST 4 vio ché 9 didu trj cho nguti bénh chua dwgc kidm sodt ddy du chi bing thube gian phé quan. Khi cé
biing chimg dip tmg 1im sang (thuémg sau lidu ddu tién), cb thé gidm lidu thudc gitn phé quan néu dung nap dugc.

- Corticosteroid dang hit: ding DOM-MONTELUKAST 4 mang thém lgi ich lim sing cho nguii bénh dang ding corticosteroid dang hit. C6 thé gidm ligu
corticosteroid mdt céch tir tr duéi sy gidm sat cia thdy thudc néu dung ngp duge. Khing nén thay thé dot ngdt thubc corticosteroid deng hit bing DOM-
MONTELUKAST 4,

§- Chéng chi djnb !

Qué min cim véi bt ky thanh phin nio cia thude. ; s

6- Lwu ¥ vi thin trong |

Hiéu qué cida montelukast duimg uéng trong diéu trj cc con hen cép chua duge x4c dinh. Do d6, khong dung montelukast dudmg udng dé didu tr con hen cdp.

C6 thé gidm corticosteroid dang hit ddn dén véi sy gism sét cua thdy thude, nhimg khéng duge thay thé djt ngdt corticosteroid dang udng hosc hit bing DOM-

MONTELUKAST 4,

Bénh nhén quéa min véi aspirin nén tranh diing aspirin hay céc thudc khang viém khéng steroid trong khi ding montelukast.

Sir dyng trén phy niF cé thai vi dang cho con bé:

Phy ni¥ ¢ thai: Chua cb nghién ciru ddy di rén phy nit c6 thai. Chi ding montelukast cho ngudi mang thai khi thit cén thiét.

Phuy nit cho con bii: Khéng biét montelukast c6 bai tiét vao sira me hay khdng. Do d6 cdc ba me dang diing montelukast khdng nén cho con bi.

Anh hwrimg ciia thube Ién kha néing ditu khién thu xe va vin hinh miy méc:

Montelukast ¢ thé gdy 4o giéc va budn ng, vi vy nén thin trong khi dang l4i tu xe hogc véin hanh méy méc.

7- Twong tic cia thude véi céc thube khic va chc dgng trong tic khic

Montelukast 43 dugc diing v6i céc lidu phap thudmg ding khéc trong dy phong va didu trj bénh hen man tinh va diéu trj viém mili dj img. Trong céc nghién ciru vé

twong thc thuc, thiy lidu khuyén céo trong didu tri cia montelukast khong cé dnh hirdng déng ké téi duge dng hoc cita céc thudc sau: theophyllin, prednison,

prednisolon, thudc uéng ngira thai (ethinyl estradiolinorethindron 35/1), terfenadin, digoxin va warfarin.

Do montelukast dugc chuyén héa bai CYP 3A4, nén thin trong khi ding ddng thoi montelukast véi céc chét cam img CYP 3A4 nhu phenytoin, phenobarbital vi

rifampicin. Dién tich duéi dutmg cong (AUC) ciia montelukast gidm khodng 40% & ngudi ding dbng thii montelukast v&i phenobarbital, Khéng céin didu chinh litu

luong DOM-MONTELUKAST 4.

8- Tic dyng khing mong mudn

R&i loan vé méu vé hé bach huyét: tang kha ning chay méu.

Réi logn hé mién dich: phan {mg qué man gdm phén (mg phan v4, thim nhidm bach cdu va eosin vao gan nhung rét hiém.

Réi loan tim thén; éo gidc, budn ngd, kich ddng bao gdm hanh vi gy gd, hidu ddng, mét ngit.

Réi loan hé thin kinh: mét cam giéc, rét hidm co gidt.

Réi logn tim mach: dénh tréng nguc.

Réi logn tiéu hoa: tidu chay, khé tid, budn ndn, ndn, rét hiém viém ty.

Ri loan gan mét: hiém gép viém gan ir mit, 1n thuong té bdo gan.
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.
| Réi loan co xwong v& mé lién két: dau khép, dau co gdm co rit co.
|
|

Réi loan da vé mé dudi da: phi mach, phét ban dd, ngira, may day.
Théng béo cho bic s1 nhimg tic dyng khing mong mubn pjp phii khi sir dyng thube.

9- Qui lidu vi xir tri

Trigu chimg: dau byng, budn ngi, khat, dau ddu, ndn, va ting ddng.

Xir tri:

- Khéng co bién phép dic hiéu d& didu trj tridu chimg qué lidu montelukast, Trong tnrimg hop qud lidy, chii yéu didu trj trigu chimg vi ding bién phip hd trg.
- Chra r montelukast cé thé dirgc logi bd bing thim phén qua mang byng hay thim phén méu hay khéng.

10- Dgng bio ché va déng géi:

Hop 1 vi x 10 vién nén nhai.

Hdp 2 vi x 10 vién nén nhai.

11- Bio quin: Béo quin noi kho réo, trinh dnh sdng, nhiét dj khéng qua 30°C.

12- Tigu chudn chit hrgng; TCCS.

13- Hgn diing: 36 thing ké tir ngay sin xudt,
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