https://trungtamthuoc.com/

TH/ILS( &)

—

L

QUAN LY DUGC
UL\II l

DAP ii]'

X
! Lin l.i.nL:..D.i. ARt

-

Buw g IseynEUON
S NYMOIW

[
|
|

ujﬂ

L: 125 mum
W 50 mm
H: 18 mm

Ry Prescription only

3 X 10 Ch

MIOWAN 5

Montelukast 5 mg

Manutactured by

@/ Ble A Lulealeies UL

i

MIOWAN 5
Montelukast 5 mg

e
|
|

..,,..,.' .'_',:""'"'""""“"‘”""' narage: Siow e ow W0
s (N S e W WAL B A Ty Kaap osl of Ba of
:l-r-J Tecin ~ e Carsfisly reed Fa acgompenyng Rpracion
g o irforseiion wee e acuege e [—

MIOWAN 5

Montelukast 5 mg

3 raicn Wk Wl AR\ '.
.. DUGC PHAM
\°\, DO HA //

'- P
"--. ____,"




https://trungtamthuoc.com/

A
-

Chraste Tanan

MIOWAN 5

Martalukast S mg

Hacme Ll S
agacar

CNemmds Latets

Meantelukast & mg

Boacws Ll M
LITEA

Creantea Tabiety

MIOWAN 5

Montelukaat & mg

L acue Ll 1. MU
Bang oten

e Lty

MIOWAN 5

Montel ket & mg

DAR Mo OM-317.08 Wy Lie Mo 250 & 198 bARNHJ'#ﬂ Mg L Mo 250 A 118

acwe AL MU
[re——

Cramwnn Tevery

MIOWAN 5

Monte a5 mg
Barcs Mo Esp e

(
o 250 & 118




https://trungtamthuoc.com/

T11¢3

Thudc néy chi dimg theo dom ciia béc st

Doc kp hudmg ddn sir dung trude khi ding,
Néu cdn thém théng tin xin hél y kién ciia béc st

MIOWAN S
Vién nén nhai Montelukast Smg

THANH PHAN

M&i vién nén nhai chira:

Hoat chdr: Montelukast sodium twong duong véi Montelukast Smg.

Td diegre: Mannitol, hydroxypropyl methylcellulose 4000 cPs, cellulose vi tinh thé (avicel PH
101), aspartam, magnesi stearat, polyethylen glycol 6000, mau dd qui mam x6i, huomg vi qui
anh ddo, H&R 201005,

CAC PAC TINH DUQC LUC HQC
Montelukast I chit adi khang thy thé leukotrien, ¢6 tic dung didu trj bénh hen suyén, viém
mili dj img,
Cystenyl leukotrien (LTCy, LTDy, LTEy), li céc eicosanoid gly viém, duge gidi phong tir cde
u.nhu 1 bio.mast, 1€ bio bach chu & 1oan. Céc nghién ciny d3 cho thiy.
wsumongquangihmmytlcukmﬁgn(cmnvﬁiwbenhhwm&ﬂvianmﬂidi
img. Trong hen suyén, CysLT giy co thit phé qun, ting tiét chit nhiy, ting tinh thim thinh
mach, bach clu &i toan. Trong viém mili dj img, sau khi co thé tiép xtc véi khing nguyén, tir
niém mac mili, CysL.T duge gidi phong ra, giy nén cic tridu chimg hit hoi, nggt mili, chiy
nude mii.
Montelukast ¢b &i lye cao v chon loc véi CysLT wyp 1 (CyLT)) receptor. CyLT), receptor
duge tim thiy trong duimg hd hip cila con ngudi (bao gbm té bio co tron va cde dai thye
M)Vickh{bhﬁém(hchciuﬁmvidclébiocdnmﬂng&cmtﬁyxuung).Tmng
nghién ctru lm sing, khi ding lidu thip Smg, thubc e ché co thit phé quin do hit LTD,.
Trong nghién ciru so sinh véi gid duge, montelukast érc ché co thit phé quin pha sém vi pha
mudn. Montelukast, so véi gia duge, 6 tic dung gidm bach ciu & toan trong méu ngoai bién
6b¢nhnhlungubili!nwitréun.ﬂibuuivﬂimonlduhﬂlhngihndﬁns;?bthduﬁwm
trong duimg hd hip (duge do trong dém) vil trong méu ngogi vi, cdi thign ding ké kha ning
kiém sodt hen suyén,

CAC PAC TINH DUQC PONG HQOC

Hip thu:

Montelukast duge hdp thu nhanh qua dwimg ung. Khi ding lidu 10mg, ndng d dinh trong

huyét tuong (Cme) dat sau 3 gid. Sinh kha dung 1én t6i 64%.

Vﬁliéusmg.c_dgnduqczgianukhiug:&

Sinhkﬁdmv&nbngdﬁdinhmmghuy&umgchlhuﬁckh&ngmmwcmmln.

Phdin bi:

99% montelukast gn v6i protein huyé tuong. Thé tich phin bd trung binh dat 8-11 lit

Chuyén hda:

Montelukast b chuyén héa nhanh. ¢ ndng d &n dinh trong huyét trong, khong tim thiy cic

céc chiit chuyén hda ciia montelukast.

Nghién ciru in vitro sir dung té bio gan ngudi cho thiy thudc duge chuyén héa béi

eytochrome P450 3A4, 2A6, 2C9. Theo két qui nghién ciru invitro, & 0 i

montelukast khong irc ché cytochrome P450 3A4, 2C9, 1A2, 2A6, 2D6, : Emipﬁh

ciia montelukast c6 tic dung diéu tr rit thip. Y M“‘FH.L _
I ~L'IJ

Thi trie: '.-.t pUgc PHAM

e=Je
wl




https://trungtamthuoc.com/

Tde @) thii trir khéi huyét twong trung binh 45mVphit & i khée manh. Khi ding theo
diimg udng, sau 5 ngly, 86% lidu ding bj thii trir qua phén. It hon 0,2% duge tim thily trong
nude tidu. Didu niy cho thiy, montelukast va cic chit chuyén héa cia nd duge bai tidt qua
mit.

CHI DINH

Montelukast duge sir dung két hop vai eic thube chira corticosteroid va cic chit chit viin

trong dy phong va diéu trj hen suyén & bénh nhin hen suyén vira va nhe, nhimg ngudi khong

6 khi ning kiém sodt vi corticosteroid dang hit vi nhimg ngwdi méi hogt ddng cia chit chi

vin B khong dip img duge yéu chu didu tri.

Montelukast ciing cd thé sir dung dé thay thé liéu thip corticosteroid dang hit cho bénh nhiin

bi bénh hen suyén min tinh nhe khing cin sir dyng corticosicroid dang udng, nhimg

ngudi khong 6 kha ning sir dung corticosteroid dang hit. Hen suyén min tinh thé nhe khi

céc trigu chimg hen suyén nhidu hon 1 ln/tulin nhumg it hom 1 lin/ngiy, cdc trigu chimg vé

dém nhidu hon 2 ldn/thdng nhumg it hom 1 lin/tudin, chire ning phdi binh thuémg giira céc con

hen.

Dy phong co thit phé quan cp do ging sirc (EIB) & bénh nhin trén 15 twdi.

Gidm cde trigu chimg ciia viém mdi dy (mg nhu viém mli dj (mg theo mia va viém mii dj
. \mg miin tinh,

LIEU LUQGNG VA CACH DUNG

Diéu tri hen suyén cho ngaedi lim va tré em trén 12 thang tudi:

Sir dung thudc 1 ln/ngiy vao budi 16i. Nén ding thude 1 gidr trude khi &n holic 2 git sau khi
&in. Neén tiép tyc diéu trj ngay cd khi cic triéu chimg bénh di thuyén gidm,

Liéu khuyén ding:

- Ngudsi I6m vi tré em tir 15 wdi tré 1én: m3i ngdy 2 vién Miowan 5.

- Tré em 6-14 tubi: mdi ngiy 1 vién Miowan 5.

- Tré em dudi 5 wdi nén ding montelukast dang cbm.

Dy phong EIB:

Liéu khuyén diing: 2 vién Miowan 5 t4i da 2 gi¢ trude khi vin ddng. Chi sir dung 1 lidu trong
vong 24 gid.

Viém mill dj img theo misa, viém mii di émg mdn tinh;

Bénh nhin nén diing thudc diing gio, m3i ngiy mot lin.

- Ngudi 16n va tré em tir 15 tudi tr Ién: mdi ngdy 2 vién Miowan 5.

- Tré em 6-14 wdi: m3i ngay 1 vién Miowan 5. %

- Tré em dudi 5 twdi nén ding montelukast dgng cdm.

Khong cdn diu chinh liéu & bénh nhin suy thin hojc bénh nhdn suy gan nhe, viza.

CHONG CHI DINH
Bénh nhin min cim véi montelukast hodic bit cir thinh phin nio ca thube.

CANH BAO DAC BIET VA THAN TRONG DAC BIET KHI SUDUNG

Chua xéc dinh duge higu lye khi udng montelukast trong diéu trj céc con hen cp tinh. Vi

vily, khong nén diing montelukast dé diéu trj con hen cdp.

Khi sir dyng montelukast nhu li¢u phip diéu tri thay thé cho corticosteroid, cin giam licu

corticosteroid ddn din dudi sy gidm sét cla bic s§.

Khi gidm liéu corticosteroid thutmg xulit hién cdc hi¢n tugng ting bach cdu di toan, phdl B

thé ngin, bién chimg tiém vi/hodc bénh thin Kinh ¢é khi chin dodn 1k hoi ching Churg-— "

Strauss (hji chimg viém mach hé thbng c6 ting bach cdu 4i toan). Cin thin rong vh theo'ddi -

chiit che 1im sing khi gidm li¢u corticosteroid & ngudi bénh ding montelukast. | - ’lr";‘c::':m I
L*| DU [
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TUONG TAC THUOC

O liéu kbuyén cdo, montelukast khong cé tic dyng lim sing quan trgng dén duge ding hoc
cia chc sin phim thubc: theophyllin, prednison, prednisolon, thubc trinh thai (cthinyl
estradiol/norethindron 35/1), terfenadin, digoxin vi warfarin .

Dién tich duéi duimg cong ndng 49 trong huyét twong (AUC) cda montelukast gidm khodng
40% khi sir dung ddng thiri voi phenobarbital.

Montelukast duge chuyén hoa béi CYP 3A4, thin trong khi didu trj phéi hgp montelukast véi
céc chét 1am ting CYP 3A4, nhu phenytoin, phenobarbital, rifampicin.

SUDYNG THUOC CHO PHY NU'CO THAI VA CHO CON BU

Chua ¢6 dir lidu vé dnh hwdmg cia thudc dbi v&i phy nir cd thai. Vi vily, chi sir dung
montelukast cho phy nit 6 thai trong trudmg hop thit cin thiée.

Chua 6 di lidu vé sy bai tié cda thube vao sta me. Cln thin rong khi dung thude cho phy
nit dang cho con bi.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thube c6 thé giy budn ngil, chéng mat. Vi viy, trong qué trinh sir dung thubc, cln thin trong
. b 14 X hay viin hiinh méy méc,

TAC DUNG KHONG MONG MUON
Thutmg glp (>1/100): nhilm tring dudmg hd hip trén, tiéu chiy, bubn nbn, ting ndng 4%
transaminase huyét thanh, phat ban, sbt.

ft gap (>1/1000, <1/100): c4c phin (mg qua min bao gbm céc phin img phin v&, mét ngd, lo
ling, bdn chdn, chiy méiu cam, khd mi¢ng, kho tidu, ndi mé day, ngira, dau khép, dau ca,
chudt nit suy nhuge, phi.

Hiém gip (<1/1000 :gi:liqgchaymh.cmﬂf.
Ghi_ chi: XIN THONG BAO CHO BAC SI CAC

4o gide, hii chimg Churg-Strauss.
T
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

C DUNG KHONG MONG MUON

SUDUNG QUA LIEU

Khdng cé phuong phép dic hidu dé didu trj qua lidu voi montelukast. B¢nh nhin sir dung
montelukast & liéu lén dén 200mg/ngdy trong 22 tudn trong céc nghién ciru dai hgn hojic ting
dén 900mg/ngdy trong | tulin trong cdc nghién ciru ngin han ma khing 6 tic dung phy
nghiém trong. Khi sir dung li¢u cao 1000mg cho ngudi Idém v tré em, cée triéu chimg nghiém
trong nhét xdy ra 14 dau byng, bubn ngd, khit nude, nhirc dhu, 6i mira, vi hidu dng thii qua.

TIEU CHUAN CHAT LUQNG
Nha sin xuft %

HAN DUNG
24 thing ké tir ngdy sin xut. .
KHONG DUNG THUOC QUA THO! HAN GHI TREN NHAN

BAO QUAN
Bio quin thudc & nhiét 4 dusi 30°C &,
GIU THUOC XA TAM TAY CUA EM
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NHA SAN XUAT 4y
THE ACME LABORATORIES LTD.
Dhulivita, Dhamrai, Dhaka, Bangladesh.
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