264 AS2

https://trungtamthuoc.com/

Montekas | e SO

Montelukast 4 mg Gé&l 1. gam
Thude bt pha hdn dich udng
Monteiukast sodium g - x
v urciog oniekas
& i B ___ GMP - WHO Té chige s 1 g8l Montelukast 4 _,_._w
. il { ;
N Chi dinh, ching chl dinh, Mu ding &

cdch ding:
Ain aoc ki 18 hudng adn s dung thusc

i ____ f J._\
~ Montekas P
| ___ Montelukast 4 mg _WG }

O i, chiéing ol dnn, by ding & cden
ding:

Yin ek 1 udng adn 8 ayrg.
Bdo quin

uﬂng\.-.s_agagsa,-niua.

Montekas

| Montelukast 4 mg

ontelukast 4 mg

Hép 10 géi x 1 gam thudbc
bét pha hén dich uéng

”mﬁaucguﬂxqgga
u._"o\oﬁh_mﬁunaaoa

15151 | bekck N

Hép 10 géi x 1 gam thuéc

Hp (55 x 75 x 35)mm
Nhén géi: (100 x 70)mm

<o
o
Yo
K400

G

Y0
KD

C8s

M0
Y100

K10

. CUC QUAN LY DU

g MAU NHAN XIN DANG KY THUOC

e | MONiekas

KICH THUOC

MAU sAC




https://trungtamthuoc.com/

Montekas

Montelukast 4 mg

Thénh phdn:

Mortelukast sadium

fusng duong Monfelukast amg
Teddge .. . va 1g6l

Chl dioh, chéng chl dinh, Mu ding &
edch ding:

__. “_ "____ go:*o xom W0 doc kY 13 hutng aln s dyng thulic

__ _ Montelukast 4 mg

E B 7 GMP - WHO

RX e san teo acn GMP - WHO

G611 gam
Thudc bét pha hdn dich udng

Montekas

Montelukast 4 mg

¥ AJ

Tléu chudn: TCCS

e T

- ..".I_?ns__a chi doh, By dung & cdch
dung.
X dge kY 19 huddng odn =2 dyng.
Bdo quér:
Hﬁ#&.;sggﬁﬂ._agg

BF XA TAM Fay COA TE M
BOC KV HUING DAN & De
TRUEC ko DUNG

NEFPOUT OF BEACH {F CHEDEN
READ INSERT PAPER CAREFULL Y BEWORE USE

Ty et | Spaeticntion 10CS | Home - stondard

146 8 | Batch ha
SO/ . M -

NSX, | MigDcte!

Ry o
= __ ___—-= . # #D /Expcle
ho __-N _ g . .

351317205328

kj— TONG GIAM BOC

Ngay ¢ théng % ndm 2013

e NSO MGIAHD&

| Montekas

* Montelukast 4 mg

Box of 12 sachets x 1 gam powder

. fororal suspension

x
Prascription drug GMP - WHO —

Hép 12 g6i x 1 gam thuéc

Hop (55 x 75 x 40)mm

Nhan g6i: (100 x 70)mm

8
o

Y10

Wi

¥ 100

K10

C MAU NHAN XIN DANG KY THUOC

swenn | MONtekas

KICH THUOC

MAU SAC




7 ?% gkx .g .m\.\.. = . :., - S; . O‘@ D§
__ S
. | XL LYA-00NG ¥4
™ \ onys wob | X196 0g doH
) e SOYSJUOpy | "M

DN &
o9d zﬁwom 19 ONQL "

, 9ONHL A ONY@ NIX NYHN NYW
f £10z wgu 1 Bugy ) AebN

i) ]

ESBPTLE LEO Xed - L69TSBE LE0°LG
55 k g e 97e50Z3LEL
i YOHHNYHLILANLLYA- &33?_3:!.3 __— _mﬁ d_n_,
. oM Bed / w0
# PIODUDS - SU0H | §DD INOUDTIHINGE [ UFNES ey
i Wyl ex 39
uoysuadsns [pio 10f veq Bugn yoip ugy byd 19q i b
4apmod wpb | x s1aYdDs Of jo xog D L S0 9D Bt 09 nss o o Jonys wob | x 196 og doH jou wnpedwe; 'edoKd AR U deex
#bomag
bw ¢ isoynjaruopw 1P O U Buenu @i &% 96 ik bw ¢ 1spynjajuopy o T
Bunp PeToUS
L IOROLSIUILDD
| mov_o_:os_ _ SO)OJUON cmemae i
7 o:g E:@ - XM .__.... U Oy ueg 200

_ EuTRE LT

Bt  p5oynpajuow

Bugn yaip ugy eyd 100 pnug

wef | oy il i peminpasey

G B UP TR

4 xeny

OHM - dND

WP

S@nUlL BUNG 8 upE BURNU Gy A3 300 Uy

Bunp yae3

¥ Buoe ngn wip pE Bupls wulp D

SD)8JUo

7 OHM - dN®

——— 1 S e

bw p 1spxyniIU0W

SOYOJUOI ﬁsasﬂﬁ.mmw m UV— 0.—. C o E




(0% ] o
oA 001A
B BT ST
ww(oz X 00}) ‘196 UBUN QHL HO
wu(gg X 62 X 04) dOH %0 Y
2onys wob | x196 0 doH

SO)YOJUOly  Mems
OQNHL AX ONY@ NIX NYHN NYW G |

wogdea / gH
o B/ XEN
0N Y09 /X5 W 0T

i r
oN Day / ¥ag

sl [ §001 o/ P N

NG IH¥ 20
TNINT (15 NYS ONGVIH AN D06
W3 Jei YO Avi Wyl vx 36

F51 FHOUIT AT
N

TH43av'D Hidvd 145N Tw 3
FAWHD 20 HIVFY 40100 3

uosuadsns jpi0 joj Buos bugn yip ugy bydipq 14B1 ol $2810X1 ‘0 0 Buipeesxe
Japmod wpb | x s13ydDs OZ Jo Xog LAIB 0L N0 6 Bt 5 e ot L 20Ny wob | X106 07 doH jou enjoiedue; ‘8o AR U deey
(L1 B0,
b pispynauop BURP 08 UPP BURNY 04 4 20D U buw i o 1 . _ 5 18108 DTl ;Ssﬂooﬂ”
i 3 4 |SUe 8y
i Bunp S .
SONOJUOIN | | @ -—o-—=: l SONSJUON | |l -~ ——
B PO | s ool MR
_ _ By
| OHM - dND sevaesy . B w0 00w upa 207 oy I
I i

21 0 Bunp o9

L L S 1L o>
VOHHNVHLLALA -

5201 Y RaLL

Py BUNG (¥ upe Buory G 41 D50 U
Bunp yago
SR APl P N BupuD B D

‘ r 6w pspynipiuon |

sovejuom |& o mg_ 0Eo_>_

Bupn yaip ugy eud g 2gnlyy
wel | o B p g oy

OHM -diND ¥R “ox °ﬁF—°E

* OHM - dND




R Thube ke aom
TGO HUGNG DAN SU DUNG THUOC

Thubc bjt pha hdn dich ubng MONTEKAS (N 1/
CONG THUC: Cho 1 géi: o
Montelukast sodium tuong duong Montelukast 4,0 mg
Ta dugc Vira du 1 gam.

(manitol, aspartam, mirocrystallin cellulose, colloidal anhydrous silica)
DANG BAO CHE: Thudc bdt pha hén dich uéng
QUY CACH PONG GOI: Hop 10 géix 1g
Hop 12 goix 1g
Hop20 gbix 1g
Hop 30 goix 1g
CAC PAC TiNH DUQC LUC HQC:

Cac cysteinyl leucotrien (LTC4, LTD4, LTE,) 12 nhing eicosanoid ¢6 hiéu luc, dugc
tiét ra tir nhiéu loai té bao, bao gdm dudng bao va bach ciu ua eosin. Céc chét trung gian
quan trong tién hen nay dugc gin vao céc thu thé cysteinyl leucotrien (CysLT)). Céc thu thé
CysLT typ 1 (CysLT;) dugc tim thdy trong dudng thé ctia ngudi bao gdm cac té bao co tron
va cdc dai thuc bao ctia dudng thd, va cic té bao tiém viém khac (bao gdm bach ciu wa eosin
va céc té bao dang tuy). CysLT c6 twrong quan véi sinh ly bénh hoc cua hen. Trong bénh hen,
cc tic dung qua trung gian leucotrien bao gdm mét sb tac dung 1én dudng thd nhu: co thét
phé quan, anh huong tdi sy tiét chét nhe"iy, s thAm mao mach va su bd sung bach ciu wa
eosin. Trong viém miii di tmg, CysLT duogc tiét tir niém mac miii sau khi tiép xdc véi céc di
nguyén. CysLT trong mili s& lam tang dé khang & duong thd va cac triéu chimg tic nghén &
miii.

Montelukast ¢6 4i luc cao va ¢6 d6 chon loc véi thy thé CysLT (tac dung nay trdi hon
& céc thu thé khac cling quan trong vé dugc ly nhu prostanoid, cholinergic, hodc p-
adrenergic). Montelukast trc ché manh nhimg téc dung sinh Iy ciia LTC4, LTD4, LTE; tai thu
thé CysLT; ma khong hé c6 tac dung chi vén.

O ngudi hen, montelukast trc ché thy thé cysteinyl leucotrien & duong thd cho thdy c6 kha
nang trc ché sy co thit phé quan lo hit LTDy. Véi céc lidu dudi 5 mg da phong bé dugce su co
thit phé quan do LTD,. Montelukast gy gidn phé quan 2h sau khi udng, nhimg tic dung nay
hiép ddng véi su gian phé quan nh& dung chét cha vén B.

CAC PAC TINH DUQC PONG HOQC:

- Hap thu: Sau khi udng, montelukast hip thu nhanh va hiu nhu hoan toan.

- Phan bb: Montelukast giin hon 99% vao protein huyét trong. Thé tich phan b (V) trong
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trang thai on dinh cia montelukast 14 8-11 lit. Nghién ctru trén chudt céng vé1 montelukast

danh ddu cho thdy c¢6 phan bb t5i thiéu qua hang rao mau ndo, hon nita, ndng dé ciia chét

dénh dau sau khi uéng 24h 12 téi thiéu trong céc m khéc.

- Chuyén ho4: montelukast chuyén ho4 rét manh. Nghién ciru in vitro, sir dung microsome

gan ngudi cho thdy CyP;A4 va CyP,Cy lam xtic tac cho chuyén ho4 montelukast. Dua vao két

qua in vifro trén microsome gan ngudi cho thiy cac ndng d6 didu tri ciia montelukast trong

huyét twong khong e ché CyP;A4, CyP,Co, CyPA;, CyP,Aq CyP,Cig hay CyP,Ds.

- Thai trir: B§ thanh loc ctia montelukast trong huyét twong 1a 45 ml/phit & ngudi khoé manh.

Thube duoc thii trir gin nhur hoan toan qua mat. Thoi gian ban thai trong huyét twong cta

montelukast 12 2,7 - 5,5 gio & nguoi tré tudi khoé manh. Dugc ddng hoc ciia montelukast gén

nhu tuyén tinh khi udng t6i lidu 50 mg.

CHI PINH: Thubc dung cho tré em tir 6 thang dén 5 tudi:

- Dy phong va diéu trj hen phé quan man tinh, bao gdm cé du phong céc triéu chimg hen ban

ngay va ban dém, diéu tri hen nhay cim véi aspirin va dy phong con thét phé quan do géng

suc.

- Giam céc tri¢u chimg ban ngay va ban dém ciia viém miii di img quanh nim.

CHONG CHI PINH:

- Qué mén véi bét cir thanh phén nao ciia thuéc.

- Phu nir ¢6 thai va cho con bu

TAC DUNG KHONG MONG MUON:

- N6i chung, montelukast dung nap tét. Céc tac dung ngoai y thudng nhe va thuong khéng

cén ngimg thude. C6 thé gap céc phan (g qua min (bao gdm: phan vé, phit mach, ngira, phat

ban, may day, va rit hiém 1a tham nhiém bach cau ua eosin tai gan), giic mong bat thudng, 4o

gidc, budn ngu, kich dong. .., rat hiém la con co giat, budn nén, ndn, khé tiéu, tiéu chay....
Thong bdo cho Bdc sy nhiing tic dung khong mong muén gdp phdi khi sir dung thuéc.

SU'DUNG CHO PHU NU CO THAI VA CHO CON BU: Chdng chi dinh

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC: Nén than trong

vi thudc c6 thé gay ao gidc, budn ngu.

SU DUNG QUA LIEU VA XU TRi:

- Nhitng phan {mg hay gap nhét khi ding qua liéu bao gdm dau bung, budn ngu, khat, dau

dau, non va ting kich dong.

- Khong c6 thong tin dic higu dé diéu tri khi qué liéu montelukast. Chua r& montelukast c6

thé thdm tach duoc qua mang bung hay loc mau.

TUONG TAC THUOC:



- C6 thé dung montelukast véi cac thudc thuong dung khéc trong du phong va diéu tri bénh
hen va diéu tri viém miii di ung. Trong cac nghién ctru vé tuong tac thudc, thiy liéu khuyén
cdo trong diéu trj ctia montelukast khong anh huéng dang k& 1én dugc ddng hoc ciia cic thube
sau: theophylin, prednison, prednisolon, thudc ngira thai (ethinyl estradiol/norethindrone
35/1), terfenadine, digoxin va warfarin.
- Dién tich dudi dudong cong (AUC) ciia montelukast giam khoang 40% & ngudi ciing ding
phenobarbital. Khong can diéu chinh lidu Montekas.
- Montelukast khong lam thay déi qua trinh chuyén hod cuia céc thuéc duge chuyén hoé qua
enzyme CyP,Cs.
THAN TRONG KHI DUNG:
- Chua x4c dinh dugc hiéu lyc khi ubng montelukast trong diéu trj con hen cAp tinh. Vi vay
khéng nén udng montelukast d& diéu tri con hen c4p tinh.
- C6 thé phai giam corticosteroid dan dan véi sw giam sat cua bac s, nhung khong dugc thay
thé d6t ngot corticosteroid dang udng hodc hit bing montelukast.
- Khi giam liéu corticosteroid diing dudng toan than & ngudi bénh dung cac thudc chéng hen
khic, bao gdm céc thudc déi khang thu thé leukotrien s& kéo theo mdt sb hiém céc truong hop
sau: tang bach cAu ua eosin, thd ngﬁn, bién ching tim va/hodic bénh thin kinh c6 khi chin
dodn la bénh Churg-Strauss 14 viém mach hé thdng c6 tang bach cdu wa eosin. Mic dui chua
x4c dinh dugc mdi quan hé nhan qua véi cac chit dbi khang thu thé leukotrien, can than trong
va theo ddi chat ché 14m sang khi giam liéu corticosteroid dudong toan thé & ngudi bénh dung
montelukast.
LIEU DUNG VA CACH DUNG:
- Céach pha hdn dich udng: Mdi géi pha vao 5 ml nuéc dun sbi dé ngudi.
- V6i ngudi bénh bi hen vi/hodc viém mii di img, nén ding thuéc mdi ngay mét liéu vao
budi t6i nhu sau:
+ Tré em 6 thang — 5 tudi: 1 g6i/lan/ngay.
+ Ngudi 16m va tré em trén 5 tudi: dung dang bao ché vién nén bao phim Montekas.
Doc kj hudng din sic dung truéc khi ding
Néu cin thém thong tin héi y kién ciia bdc sj
Thuébc nay chi ding theo don ciia thdy thuéc.
HAN DUNG: 36 thang ké tir ngay san xuét
Khéng dung qud thoi han ghi trén bao bi
BAO QUAN:  Noi khé, nhiét d khong qua 30°C, tréanh 4nh sang.
Pé xa tdm tay cia tré em.
TIEU CHUAN: TCCS
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Nha san xuét —_W

CONG TY DUQC VAT TU Y TE THANH HOA
Vin phong: 232 — Trin Phi — TP Thanh Héa
Co s& san xuét: S 4 - Quang Trung - TP. Thanh Ho4
Dién thogi: (037) 3852.691 - Fax: (037) 3724853
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