. https://trungtamthuoc.com/ Kol 14y

BOY TE
CUC QUAN LY DUQC
DA PHE DUY YET

Lén déu: ... ... 2044

NHAN Vi DOM-MONTELUKAST FC

Kich thuéc: (Vi Alu/Alu) o
Dai  :45mm [ %
(@0 :112mm i,

mmﬂm ,,‘-_.M, o S CTYCOPHAN DUQCPHAMGLOMED
Co,Inc. P GLOMED PHARMACEUTICAL Co, Inc.
DOM-MONTELUKAST FC DO\‘I-MONTELU(AST FC DOM
Montelukust 10 Mg (as Montelukast sodium) Monielukast 10 mg (as Montelukast sodium) Monselu
g quyén mwm l Ca h.r;w %
amusca | GLOMED PHARMACEUTICAL Co, Inc o ascn,
DOM-MONTELUKAST FC DOM-MONTELUKAST FC DOM
Hontelukast 10 mg (dudi dang Montelukast malriy Montelukast 10 mg (dudi dang Montelukast nalri} Monteluks .
—_— s x
(0C PHAM GLOMED " oo " CTY GO PHAN DUGC PHAM GLOMED 2
ACEUTICAL Co, Inc. e GLOMED PHARMACEUTICAL Co, Inc. 5
w
DOM-MONTELUKAST FC DOM MONTELUKAST FC DOM
NYonielukast 10 Mg (as Montelukast sodium) Monielukasi 10 Mg (as Montelukast sodium) Montell

Ngay44 thang 4 ndm 2043
P. Téng Giam Ddc




ﬁtfps://trungtamthuoc.com/

NHAN HOP DOM-MONTELUKAST FC

Kich thudc: (ViAlu/Alu)
Dai 117 mm

Rong :18mm

Gao  :49mm

f
/
/
f

/

RX Prescription only

DOM- MONTELUKAST FC

Montelukast

DOMINION
PHARMACAL | o

GLOMED PHARMACEUTICAL COMPANY, inc.

COMPODSITION: Each tilm coated lablet contains M | 10 mg (as sodum)
INDICATIONS, mms ADMINISTRATION, CONTRAINDICATIONS AND OTHER “/./
INFDﬂMl‘lnﬂ Pizase refer o the package inserl =

WEEP 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 light
SPECIFICATION: Manufacturer's

REG. NO.:

RX Thuéc bin theo don Hop 3 vi x 10 vién nén bao phim

DOM-MONTELUKAST FC
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CONGTY €6 PHAN DUGC PHM GLOMED

THANH PHAN: MBi vien nén bao phim chia Montelkast 10 mg (dubi dang Montelukast natrij
cHl DINY, LIEU LUGNG, cACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE
SNF : Xin doc 1 huteg din s dyng

XA TAM TAY CUA TRE EM. DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
u QUAN; DE nax kh rdc, ranh 4nh séng, nhi¢t 46 khing qud 30°C
TIEU CHUAN: TCCS
SBK;
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HUONG DAN SU DUNG THUOC

DOM-MONTELUKAST FC

Montelukast
Vién bao phim

1- Thianh phin

Hogt chdr: Montelukast natri twong dwong montelukast 10 mg.

Td dhrge: Lactose monohydrat 200 M, cellulose vi tinh thé PH101, croscarmellose natri, hydroxypropyl cellulose L, natri lauryl sulfat, magnesi stearat, opadry beige.

2- Durgre lye hoe va dirgre dgng hoc

Duge lyre hpe

Montelukast 14 cht d6i khéng chon loc trén thy thé leukotrien. Montelukast gin véi cysteinyl leukotrien logi 1 & dubng hd hép trén va dudi nhdm ngéin ngira tic dong

gdy hen va viém miii dj img do chit trung gian leukotrien géy ra.

- Trong bénh hen suyén: tac dung céa chit trung gian leukotrien bao gdm mét sé tic dong trén dirtmg hé hip nhur sy co thit phé qudn, tiét chat nhdy, va tinh thim cia
mach méu,

- Trong viém mii dj img: cysteinyl leukotrien duoc tiét ra tir dich nhiy mii sau khi tiép xic v6i dij nguyén trong céc phin img giai dogn s6m v& mudn v cé lién quan
dén trigu chimg viém mii di img. Thir nghigm kich thich trong mai bing cysteinyl leukotrien cho thiy cysteinyl leukotrien 1am tang d4p img duong tha & mii va
trigu chimg thc nghin & mii,

Duge ding hoc

Montelukast duge hép thu nhanh qua dutmg tiéu hoa. Néng d3 dinh trong huyét trong dat duge khoang 2 - 4 gi¢s sau khi ubng. Sinh kha dung dubmg udng khodng

64%. Hon 99% montelukast gdn véi protein huyét trong. Montelukast duge chuyén hoa nhidy & gan béi céc enzym cytochrom P450 gdm CYP3A4, CYP2AS, vi

CYP2C9. Montelukast duge bii tiét chi yéu trong phén. Chuyén héa gidm va nira ddi thai trir kéo dai hon & nhimg bénh nhén suy gan b nhg dén vira,

3- Chi djnh

Phong ngira vé didu trj hen phé quan man tinh & ngui 16n vi tré em 6 théng tudi v Ién.

Phong ngira co thit phé quin do ging sirc cho bénh nhén 15 i trd Ién,

Lam gidm cée trigu chimg viém mii dj img & ngudi I6n va tré em 6 thing tudi tré lén (viém mii dj img theo mia va viém mili dj img quanh nam).

4- Lidu diing vi cich diing

% Litu ding

Neudi 16 vé tré em 15 tudi tré Ién bi hen vihofic viém mili dj img hey co thit phé quén do ghng sirc: 10 mg, ngdy mot lin.

Tré em tir 6 tudi dén 14 tudi bi hen vvhogc viém mii dj img: vién nén nhai § mg, ngdy mét lin.

Teé em tir 2 tudi dén 5 tui bi hen vvhose viém mili dij timg: vién nén nhai 4 mg, ngdy mot lin hoac thudc bt udng 4 mg, ngdy mét Iin.

Tré em tir 6 thing dén 2 rdi bj hen vihose viém mii dj img: thudc bt udng 4 mg, nghy mét lin,

# Cich diing

Ding DOM-MONTELUKAST FC mi ngay mét 1én. DE chita hen, cén udng thudc vio budi ti.

Vi viém miii dj img, thoi gian ding thude tiy thudc vao nhu cdu cia timg déi tugng.

V6i nguiri bénh vira hen vira viém mii dj img, nén diimg mai ngay mét lidu vao budi téi.

Dé phong ngira co thit phé quan do ging sirc, nén ding 1 lidu trwdc khi hogt dong géng sirc 2 gio. Khéng duge ding thém lidu khéc rong vong 24 gid.

Biéu trj véi DOM-MONTELUKAST FC lién quan t6i céc thuéc chira hen khic,

DOM-MONTELUKAST FC c6 thé diing phéi hgp cho ngurosi bénh dang theo cac ché dg didu i khéc.

Gidm liéu cde thude phdi hop:

- Thuéc gidn phé quan: ¢4 thé thém DOM-MONTELUKAST FC vio ché 46 didu i cho ngudi bénh chura dugc kiém soat ddy du chi bing thudc gian phé quan, Khi
c6 biing chimg dép img 1am sang (thirtmg sau lidu ddu tién), c6 thé giém lidu thube gidn phé quan néu dung nep dugc.

- Corticosteroid dang hit: ding DOM-MONTELUKAST FC mang thém Igi ich 1am sang cho ngudi bénh dang ding corticosteroid dang hit. C6 thé gidm lidu

corticosteroid mét céch tir tr dudi sy gidm sét cia thiy thudc néu dung nap dwgc. Khdng nén thay thé dgt ngt thude corticosteroid dang hit bing DOM-
MONTELUKAST FC.

5- Chéng chi djnh

Qué mén cim vdi bt ky thanh phén ndo ca thudc,

6- Luru ¥ vi thin trong

Hifu qué cia montelukast dutmg udng trong diéu trj céc com hen céip chura durge xéc dinh. Do 46, khang ding montelukast duimg udng dé diéu tri con hen cdp.

C6 thé gidm corticosteroid dang hit din din véi sy gidm st cia thiy thudc, nhung khéng duoc thay thé 45t ngét corticosteroid dang ubng hogc hit bing DOM-
MONTELUKAST FC.

Bénh nhén qué min v6i aspirin nén trénh diing aspirin hay céc thubc khéng viém khng steroid trong khi ding montelukast.

Sir dyng trén phy nir ¢6 thai va dang cho con ba:

Phu nit 6 that; Chwa cé nghién ciru ddy di trén phy nit ¢6 thai. Chi diing montelukast cho nguin mang thai khi thit cin thiét.

Phy nit cho con bi: Khéng biét montelukast cé bai tiét vao sra me hay khéng. Do d6 céc ba me dang diing montelukast khang nén cho con ba.

Anh hwimg cia thuc Ién khi nding ditu khidn thu xe vi vin hanh méy méc:

Montelukast co thé gy do giéc vé budn ng, vi vy nén thin trong khi dang I4i tu xe hodic vin hanh may méc.

7- Twong tic ciia thudc véi cie thude khic va che dgng tromg thc khic

Montelukast 42 dugc ding véi cdc ligu phip thwimg ding khéc trong dw phéng va diu tri bénh hen man tinh va diéu tri viém mii dj img. Trong cic nghién cin vé
twang téc thuée, thiy liéu khuyén céo trong didu trj cila montelukast khéng cé anh huimg dang k& t6i duroc déng hoc ciie céc thube sau: theophyllin, prednison,
prednisolon, thudc ubng ngira thai (ethinyl estradiol/norethindron 35/1), terfenadin, digoxin va warfarin.

Do montelukest dugc chuyén héa bai CYP 3A4, nén thin trong khi ding ddng théi montelukast véi cac chit cém img CYP 3A4 ahy phenytoin, phenobarbital va
rifampicin. Di¢n tich duéi duimg cong (AUC) cita montelukast gidm khoing 40% & ngudi ding ddng théi montelukast véi phenobarbital, Khang cdn didu chinh lidu
lugng DOM-MONTELUKAST FC.

8- Tic dyng khong mong mudn

Réi loan vé méau va h¢ bach huyét: tang kha nang chay méu.

Roi loan hé mién dich: phén img qué médn gdm phan img phan vé, thém nhim bach cAu va eosin vao gan nhung rét hiém.

Réi lon tam than: 4o gidc, budn ngi, kich dong bao gém hanh vi géy g3, hiéu dong, mét ng.

R&i loan hé thén kinh: mét cam gidc, rdt hidm co gigt.

Réi logn tim mach: danh tréing ngye.

| Réi logn tiéu héa: tiéu chiy, khé tidu, budn ndn, ndn, rét hiém viém tuy.
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R&i logn gan mét: hidm gép viém gan i mit, tn thuong té bdo gan.

Réi loan da va md dudi da: phit mach, phét ban 43, ngira, may day.

Réi loan co xwong vi md lién két: dau khép, dau co gbm co rit co.

Thdng béo cho béc 5T nhiimg tie dyng khong mong muln gip phal khi sir dyng thube.
9- Qué lidu va xir tri

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

Xie tel:
- Khong cb bién phip dkc hidu ¢ ditu trj wigu chimg qué liéu montelukast. Trong tnrimg hop qud lidu, chi ydu didu tri triu chimg v ding bién phip hd trg.

= Chua r5 montelukast c6 thé dugc logi bd bing thdm phiin qua ming byung hay thim phin méu hay khong,
10- Dyng bio ché v déng gbl: Hop 3 vi x 10 vién bao phim.

11- Biio quin: Bio quén noi khd réo, trénh énh sing, nhigt 43 khang qué 30°C.

12- Tiéu chudn chét hegmg: TCCS. /
13- Hyn diing: 36 thing ké tir ngdy sin xuflt. .

THUOC BAN THEO BON
DE XA TAM TAY CUA TRE EM
POC K¥ HUGNG DAN SU' DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HO1 ¥ KIEN BAC s]
Sin xudt bsi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S8 35 Pai L§ Tw Do, KCN Viét Nam — Singapore, thj x& Thufn An, tinh Binh Duong.

DT: 0650.3768823 Fax: 0650.3769094
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