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INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer fo the package insert
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from fight.
SPECIFICATION: Manufacturar's
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HUGNG DAN SU DUNG THUOC
MONTEGOL 5

Montelukast
Vién nén nhai

1- Thinh phén

M©i vién nén nhai chira:

Hoat chdt: Montelukast natri twong dong montelukast § mg

Td duge: Cellulose vi tinh thé PH101, cellulose vi tinh thé PH112, mannitol, hydroxypropyl cellulose L, croscarmellose natri, magnesi stearat, aspartam, oxyd sit dé E,

mui hrong anh dao,

2- Durge lyre hoe vit dwge ding hoe

Durgee lyge hpe

Montelukast li chit d8i khang chon loc trén thy thé leukotrien. Montelukast glin vai cysteinyl leukotrien logi 1 & dwémg hé hip trén va duéi nhim ngfin ngira tac ding

gdy hen v viém mili dj img do chit trung gian leukotrien gdy ra.

- :lr:lhg:lfm hen suyén: tic dung cita chit trung gian leukotrien bao gdm mdt sé tac ddng trén duimg hd hip nhur sy co thét phé quan, tiét chit nhdy, va tinh thim cia

i,

- Trong viém mili dj img; cysteinyl leukotrien dugc tiét ra tir dich nhdy mili sau khi tiép xiic véi dj nguyén trong cic phan img giai doan sém va mudn v cé lién quan
dén trigu chimg viém mii dj img. Thir nghi¢m kich thich trong mili bing cysteinyl leukotrien cho thiy cysteinyl leukotrien lim ting dap img dubng thér & mii va
tri¢u chimg tic ngh#n & mii.

Duge ding hpe

Montelukast dirge hip thu nhanh qua dwtmg tiéu héa. Néng d dinh trong huyét twong dat dwge khodng 2 - 4 gits sau khi udng. Sinh khi dung duimg uéng khodng

64%. Hon 99% montelukast gén véi protein huyét twong. Montelukast dirge chuyén hoa nhidu & gan béi cdc enzym cytochrom P450 gdm CYP3A4, CYP2A6, va

CYP2C9. Montelukast dwgc bai tiét chii yéu trong phin. Chuyén hoa giam va nira di thai trir kéo dai hon & nhimg bénh nhin suy gan tir nhe dén vira.

3- Chi djnh

Phong ngira va diéu trj hen phé quan man tinh & nguéi 16m va tré em 6 thang tudi trd 1én.

Phong ngira co thit phé quin do géng sirc cho bénh nhén 15 wdi trd 1én.

Lam gidm céc trigu chimg viém mii dj img & ngudi 16n va tré em 6 thang tudi tré 1én (viém mili dj img theo mia v& viém mii dj tmg quanh nam).

4- Lidu diing vi cich diing

% Litu ding

Nguii 16n va tré em 15 tudi trés 1én bi hen vihodc viém mili dj img hay co thit phé quin do géng sirc: 10 mg, ngdy mét lin.

Tré em tir 6 tudi dén 14 twdi bj hen virhofic viém mii dj img: vién nén nhai 5 mg, ngay mot ldn,

Tré em tir 2 tudi dén 5 tudi bi hen vi/hodc viém mii dj img: vién nén nhai 4 mg, ngay mét lin hodc thubc bt ubng 4 mg, ngiy mdt lin, P

Tré em tir 6 thang dén 2 tudi b hen vi/hodc viém mili dj img: thubc bt uéng 4 mg, ngay mét lin.

% Ciich diing

Diing MONTEGOL 5 méi ngay mét lan. Dé chira hen, cin udng thude vio budi téi.

Vi viém mili dj img, théi gian ding thude tiy thudc vao nhu cdu cia timg ddi twgng.

Vi ngudi bénh vira hen vira viém mili dj img, nén diing mdi ngay mjt lidu vao budi tdi,

Dé phang ngira co thit phé quan do ging sirc, nén diing 1 lidu trwée khi hoat dgng glng sirc 2 gid. Khong duge ding thém lidu khic trong vong 24 gib.

Ditu trj véi MONTEGOL 5 lién quan i cic thube chira hen khic.

MONTEGOL 5 c6 thé diing phéi hop cho ngudi bénh dang theo céc ché d§ diéu trj khéc.

Gidm liéu cde thudc phdi hgp:

- Thubc gidn phé quén: c6 thé thém MONTEGOL § vio ché 43 diéu trj cho ngubi bénh chua duge kiém soét ddy di chi bing thudc gidn phé quan, Khi ¢6 bing chimg
dip {mg lim sang (thwdmg sau lidu déu tién), co thé giam lidu thubc gian phé quan néu dung nap durge.

- Corticosteroid dang hit: diing MONTEGOL 5 mang thém lgi ich 1im sing cho ngubi bénh dang ding corticosteroid dang hit. Cé thé giam lidu corticosteroid mt
céch tir tir dwdi sy giam st ciia thiy thude néu dung ngp dwge. Khéng nén thay thé ddt ngdt thudc corticosteroid dang hit bing MONTEGOL 5.

5- Chéng chi djnh

Qué min cim véi bit ky thanh phin nio cia thubc. _

6- Laru § va thin trong T

Higu qua ciia montelukast dwong udng trong diu trj céc con hen cip chua dwge xéc dinh. Do d6, khéng ding montelukast duémg uéng dé didu trj con hen clp, ¥

C6 thé giam corticosteroid dang hit din dén véi sy gidm sét ciia thiy thude, nhumg khong duge thay thé djt ngdt corticosteroid dang ubng hofic hit bing MONTEGOL R

5

Bénh nhin qua mén véi aspirin nén tranh ding aspirin hay cac thuéc khang viém khéng steroid trong khi diing montelukast.
Sir dyng trén phy ni¥ ¢6 thai va dang cho con bi: )
Phy nit cd thai: Chua c6 nghién ciru ddy di trén phy nir c6 thai. Chi diilng montelukast cho ngiri mang thai khi thit cén thiét. e
Phy nit cho con bii: Khdng biét montelukast c6 bai tiét vio sira m¢ hay khdng. Do d6 céc ba me dang ding montelukast khng nén cho con bi. o=
Anh hiréimg ciia thude 1én khi niing didu khién tiu xe vi viin hinh mdy mée: 0 \
Montelukast c6 thé giy &o gidc va budn ngi, vi véy nén thin trong khi dang 14i tiu xe hogc viin hanh may méc. g
7- Twomg tic cua thude véi cic thube khic va cic dgng twong tic khiic

Montelukast da duge dung véi céc ligu phap thiémg ding khic trong dv phong va diéu tri bénh hen man tinh va didu trj viém mili dj img. Trong céc nghién ciru vé
twong téc thube, thiy lidu khuyén céo trong diéu trj cita montelukast khéng c6 anh huémg déng ké t6i dwgc dong hoc cia céc thude sau: theophyllin, prednison,

prednisolon, thubc uéng ngira thai (ethinyl iol hindron 35/1), terfenadin, digoxin va warfarin.

Do montelukast dirge chuyén hoa béi CYP 3A4, nén thin trong khi ding ddng thii montelukast véi cic chit cam img CYP 3A4 nhu phenytoin, phenobarbital va
rifampicin. Dign tich duéi duimg cong (AUC) cita montelukast giam khodng 40% & nguii diing dong thesi lukast véi phenobarbital, Khong cin diéu chinh lidu
lugmg MONTEGOL 5.

8- Tic dyng khing mong muén

Ri logn vé mau va hé bach huyét; ting kha ning chay méu,

| Réilogn hé midn dich: phén {mg qua min gdm phan (mg phin v&, thim nhiém bach céu wra eosin vio gan nhumg rét hiém.
Réi loan tim thin: do gidc, budn ngy, kich dong bao gdm hanh vi gy gd, hiéu dong, mit ngu,

Réi loan hé thin kinh: mét cam gidc, rét hiém co gidt.

Réi loan tim mach: dénh tréng ngyre.

Réi logn tiéu hoa: tiéu chay, kho tiéu, bubn ndn, nén, rét hiém viém tyy.

Roi logn gan mét: hiém gdp viém gan ir mit, tdn thuong té bao gan,
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Roi loan da va mé dudi da: phit mach, phat ban do, ngira, may day.

Réi logn co xwong va mé lién két: dau khép, dau co gdm co rit co.

Théng béo cho béc si nhimg tic dyng khing mong mubn gip phii khi sir dyng thude.
9- Qui liéu v xir tri

Tri¢u chimg: dau byng, budn ngi, khit, dau déu, ndn, va ting dong.

Xir tr:

- Khong c6 bién phip dic hiéu dé diéu tri triéu chimg qué liéu montelukast. Trong truimg hop qué lidu, chii yéu diéu trj trigu chimg va ding bign phép hé trg.
- Chura rd montelukast c6 thé dwge logi bé bing thdm phin qua mang bung hay thim phén mau hay khéng.
10- Dgng bio ché va déng gbi:

Hop 1 vi x 10 vién nén nhai.

Hop 2 vi x 10 vién nén nhai,

11- Bio quin: Bao quan noi khé rdo, tranh dnh sing, nhiét 4§ khdng qua 30°C.

12- Tiéu chuiin chit hrgng: TCCS.

13- Hgn diing: 36 théng k& tir ngdy san xut. “
THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
- NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC S1

Sin xult theo nhirgng quyén ciia DOMINION PHARMACAL tai CONG TY CO PHAN DUGC PHAM GLOMED
Dia chi: $6 35 Dai L§ Ty Do, KCN Viét Nam - Singapore, thj xa Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769094
Dija chi so s nhugng quyén: 6111, Avenue Royal , Suite 100, Montreal, Quebec Canada, H4P 2T4
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