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NHAN HOP DOM-MONTELUKAST 5
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R Prescription only

DOM-MONTELUKAST 5

Montelukast

Box of 1 blister of 10 chewable tablets
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56 16 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

. GLOMED PHARMACEUTICAL COMPANY, inc.

COMPOSITION: Each chewable tablet contains

Monteluiast 5 mg.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
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Box of 2 blisters of 10 chewable tablets
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Montelukast
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INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not mare than 30°C, in a dry place, protect from fight.
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HUONG DAN SU DUNG THUOC

DOM-MONTELUKAST 5

Montelukast
Vién nén nhai

1- Thinh phin

Hoat chdt: Montelukast natri twong dwong montelukast 5 mg.

Td dipe: Cellulose vi tinh thé PH101, cellulose vi tinh thé PH112, mannitol, hydroxypropyl cellulose L, croscarmellose natri, magnesi stearat, aspartam, oxyd st do E,

mii hwong anh dao.

2- Durge lyre hoe va duge ding hoe

Duegre lye hpe

Montelukast 1 chét déi khang chon loc trén thy thé leukotrien. Montelukast gn vdi cysteinyl leukotrien logi | & dwimg hé héip trén va dudi nhdm ngan ngira tic djng

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

- Trong bénh hen suyén: tic dung cita chét trung gian leukotrien bao gdm mét sb téc dong trén dudmg ho hép nhur sy co thit phé quan, tiét chét nhdy, va tinh thim cia
mach méu.

- Trong viém mii dj img: cysteinyl leukotrien dugc tiét ra tir dich nhdy mili sau khi tiép xtc véi dj nguyén trong céc phan (mg giai doan sém va mudn va c6 lién quan
dén triéu chimg viém mii dj img. Thir nghiém kich thich trong mili bing cysteinyl leukotrien cho théy cysteinyl leukotrien lam ting dép img dwdng thé & mii va
tridu chimg tic nghén & mii.

Duge dpng hoc

Montelukast dwgc hip thu nhanh qua dwimg tiéu héa. Néng d9 dinh trong huyét teong dat dugc khodng 2 - 4 gidr sau khi uéng. Sinh kha dyng dwimg udng khoang

64%. Hon 99% lukast gén v6i protein huyét twong. Montelukast duge chuyén héa nhidu & gan bdi cdc enzym cytochrom P450 gdm CYP3A4, CYP2AG, va

CYP2C9. Montelukast dugc bi tiét chis yéu trong phan. Chuyén hoa gidm va nira doi thai trir kéo dii hon & nhimg bénh nhan suy gan tir nhe dén vira.

3- Chi djnh

Phong ngira va diéu trj hen phé quan man tinh & ngudi 16n va tré em 6 thing tudi tro lén,

Phéng ngira co thit phé quin do géing sirc cho bénh nhén 15 wéi trér lén.

Lam gidm céc trigu chimg viém mili dj img & ngudi lon va tré em 6 théng tudi rd 1én (viém mili dj img theo mia va viém mii dj img quanh niim).

4- Lidu diing vi cdch ding

% Lidu diing

Ngurdi 16n va tré em 15 tudi trd 1én bj hen vivhoic viém mili dj img hay co thit phé quén do géing sirc: 10 mg, ngay mét lin.

Tré em tir 6 tudi dén 14 tudi bj hen vivhodc viém mii dj émg: vién nén nhai 5 mg, ngay mdt lin,

Tré em tir 2 twdi dén 5 tudi bj hen vahogc viém mili dj img: vién nén nhai 4 mg, ngay mét lin hofic thuc bt ubng 4 mg, ngay mot |

Tré em tir 6 thing dén 2 tudi bi hen vi/hoc viém mili dj img: thude bét ubng 4 mg. ngdy mét Lin.

4 Cich dilng :/a«

Ding DOM-MONTELUKAST 5 mi ngay mét lin. Dé chita hen, cin uéng thuéc vio budi téi.

Véi viém mili dj img, thoi gian ding thudc tiry thuge vio nhu cdu cia timg ddi tugng,

Vi ngudi bénh vira hen vira viém mii dj img, nén ding m3i ngay mét lidu vio budi téi.

Dé phéng ngira co thit phé quin do géng sirc, nén diing 1 lidu trwée khi hoat dong géng sirc 2 giv. Khéng dwoc ding thém lidu khic trong vong 24 gib.

Didu trj véi DOM-MONTELUKAST § lién quan t6 céc thubc chira hen khic.

DOM-MONTELUKAST 5 c6 thé ding phdi hop cho nguti bénh dang theo céc ché 4o diéu trj khac.

Gidm liéu cdc thude phdi hop:

= Thudc gidn phé quan: c6 thé thém DOM-MONTELUKAST $ vio ché dg diéu tri cho ngudi bénh chua duge kidm soat déy di chi bing thude gian phé quan. Khi co
bing chimg dap img lim sing (thudmg sau liéu dAu tién), c6 thé gidm lidu thudc gifin phé quan néu dung nap dugc.

- Corticosteroid dang hit: ding DOM-MONTELUKAST 5 mang thém lgi ich lim sing cho nguti bénh dang ding corticosteroid dang hit. C6 thé gidm lidu

corticosteroid mt cach tir tir dudi sy gidm sét cia thdy thude néu dung nap dugc. Khong nén thay thé dot ngt thubc corticosteroid dgng hit bing DOM-
MONTELUKAST 5.

5- Chéng chi dijnh

Qué mén cam véi bit ky thinh phin nao cita thudc.

6- Luru § vi thiin trong

Hiu qué cia montelukast dtmg udng trong diéu tri céc con hen cdp chura duge xéc dinh. Do d6, khéng ding montelukast duimg uéng dé didu trj con hen cép.
Cé thé gidm corticosteroid dang hit din dén vdi sy gidm st cia thy thube, nhung khéng dirgc thay thé dot ngét corticosteroid dang uéng hodic hit biing DOM-
MONTELUKAST 5.

Bénh nhan qua miin véi aspirin nén tranh ding aspirin hay céc thuc khang viém khéng steroid trong khi ding montelukast.

Sir dyng trén phy nir c6 thai va dang cho con bi:

Phy nit 6 thai: Chura cé nghién ciru ddy dii trén phy nir c6 thai. Chi diing montelukast cho nguwéi mang thai khi thit cén thiét.

Phy nit cho con bii: Khdng biét montelukast ¢6 bai tiét vio sira me hay khdng. Do d6 céc bi me dang diing montelukast khdng nén cho con bi.

Anh hwémg ciia thubc lén khi niing diéu khién thu xe va vin hanh may méc:

Montelukast ¢ thé gy #o gidc va budn ngi, vi viiy nén than trong khi dang 14i tau xe hogc vin hanh méy méc.

7- Twomg téc cia thube véi cic thude khic v cdc dgng twong tic khic

Montelukast 43 duge ding véi céc ligu phap thuéng ding khéc trong dy phong va diéu trj bénh hen man tinh va didu trj viém mii dj img. Trong céc nghién ciru vé
twong tic thudc, thiy lidu khuyén céo trong diéu tr cia montelukast khong cé dnh huéng dang ké t6i duge dgng hoc ciia céc thube sau: theophyllin, prednison,
prednisolon, thude udng ngira thai (ethinyl estradiol/norethindron 35/1), terfenadin, digoxin v& warfarin,

Do montelukast dugc chuyén hoa béi CYP 3Ad, nén thiin trong khi diing ddng thii montelukast véi céc chét cam img CYP 3A4 nhu phenytoin, phenobarbital v

rifampicin. Dién tich dwéi dutmg cong (AUC) ciia montelukast giam khodng 40% & ngudn diing déng théi montelukast véi phenobarbital. Khong cén didu chinh lidu
lirgng DOM-MONTELUKAST 5.

8- Téc dyng khing mong muén

Réi logn vé méu va hé bach huyét: ting kha néing chay méu.

Rdi loan hé midn dich: phin (mg qué min gdm phan img phan v&, tham nhiém bach ciu wa eosin vio gan nhumg rét hiém,
Réi logn tém thin: 4o gidc, budn ngi, kich déng bao gbm hanh vi gdy g3, hiéu djng, mAt ngu.

R&i logn hé thiin kinh: mét cam gidc, rdt hiém co gifit

Roi loan tim mach: dénh tréng ngye.

R&i logn tiéu hoa: tiéu chiy, khé tidu, budn ndn, ndn, rit hiém viém tyy.

Réi loan gan mét: hiém gp viém gan & mdt, tdn thuong té bio gan.
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Réi loan da va mé dudi da: phit mach, phat ban 4, ngira, may day.

Réi loan co xwong v md lién két: dau khép, dau co gdm co ritt co.

Théng bio cho bic sT nhimg tic dyng khing mong muén gip phai khi sir dyng thuéc.
9- Qui lidu va xir tri

Trigu chimg: dau byng, budn ngu, khat, dau du, ndn, va ting ding.

Xik trf:

- Khang c6 bién phap dac hi¢u dé diu trj tri¢u chimg qui lidu montelukast. Trong tnrémg hop qué lidu, chi yéu didu trj trigu chimg va ding bién phap hd trg.
= Chua r& montelukast c6 thé dugc loai bd bing thim phiin qua ming bung hay thim phin méu hay khidng.
10- Dgng bio ché va déng goi:

Hop 1 vi x 10 vién nén nhai,

Hp 2 vi x 10 vién nén nhai.

11- Biio quiin: Bao quén noi khé réo, tranh dnh sing, nhiét dj khdng qua 30°C.

12- Tiéu chuiin chéit rgng: TCCS,

13- Han diing: 36 théng ké tir ngay san xudt,

THUOC BAN THEO BON
PE 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 sI

San xuat theo nhurgng quyén ciia DOMINION PHARMACAL tai CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S& 35 Dai L§ Ty Do, KON Viét Nam - Singapore, thi xa Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769094
Dia chi so s& nhugng quyén: 6111, Avenue Royal Suite 100, M I, Quebec Canada, H4P 2T4
Dia chi: $6 35 Dai L Tw Do, KCN Viét Nam - Singapore, thj xa Thun An, tinh Binh Duong,
DT: 0650.3768823 Fax: 0650.3769094
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