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Rx Thubc ban theo don - 3

Jo/ conerr . ASTHMASTOP®

'* DUGC Mpmslqkast (dudi dang Montelukast natri)

\ »\ OPV V»{én nén phéan tan trong miéng

I“*»\ S

THANH PHAN: o -
ASTHMASTOP® 4:
Mbi vién chifa:
Hoat chat:
NIGTIIKESE —ianamnssinisaiismssmeimis 4 mg
(du6i dang Montelukast natri)
T4 dugc: Mannitol dap thing, natri croscarmellose, aspartam, bot mui trai cay tong hop, oxyd st
do, magnesi stearat.
ASTHMASTOP® 5:
Mbi vién chia:
Hoat chat:
Montelikast: ....ummnniinmimmiinis 5 mg
(duGi dang Montelukast natri)
T4 dugc: Mannitol dap thang, natri croscarmellose, aspartam, bot mui trai cay tong hop, oxyd sét
dd, magnesi stearat.
MO TA SAN PHAM: I ~~
ASTHMASTOP® 4: Vién nén hinh oval, mau héng. v
ASTHMASTOP® 5: Vién nén tron, mau hdng.
DUGC LUC HOC:
Montelukast I3 thudc d6i khang thu thé leucotriene co chon loc. O nhiing ngudi méc bénh hen
ph& quan, Montelukast gy ra sy Gc ché thu thé leucotrien cysteinyl ma tir do (ic ché& sy co thit
ph& quan do LTDA4. Liu 5 mg ngan chdn dang ké ddi vi ching co thit phé& quan do LTDA4.
DUGC BONG HOC:
Hap thu: Montelukast hdp thu nhanh sau khi udng. Nong do dinh trong huyét tuong dat dugc
trong 2 dén 4 gio. Sinh khad dung dubng udng trung binh khodng 64%. &
Phén b6 Trén 99% montelukast lién k&t véi protein huyét tuong. (

Chuyén hda: Montelukast dugc chuyén héa rong rdi & gan bdi céc isoenzyme CYP3A4 va DUO
CYP2C9. \ OP

Théi trir: Montelukast va chat chuyén héa clia n6 dugc thai trir chil yéu qua dudng mat vao trong a\g
phan. Thoi gian ban thai trung binh: Ngudi I6n: 2,7 - 5,5 gid. Tré em: 3,4 - 4,2 gio. Ngudi gia: ===
6,6 - 7,4 gio.
CHI DINH:
ASTHMASTOP® dugc chi dinh trong:
- Dy phong va diéu tri hen ph& quan man tinh cho ngudi I6n va tré em tif 6 thang tudi trd I&n,
bao g6m du phong cac triéu chiing hen ban ngay va ban dém, diéu tri ngudi hen nhay cdm
véi aspirin va du phong con thit phé& quan do gdng stc.
- Lam gidm triéu chiing ban ngay va ban dém cla viém mi dj (ng (viém mii di Gng theo
mua & ngudi I6n va tré em tif 2 tudi tré 1én va viém mii di Gng quanh ndm & ngudi 16n va tré
em tli 6 thang tudi trd I&n).
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CACH DUNG - LIEU DUNG:

Ngédm vién thubc trong miéng, thudc sé phan tdn hét trong vai phit, sau dé udng véi mdt it

nuée.

Liéu dung clia ASTHMASTOP® dugc &n dinh mdi ngay 1 I4n lic no hodc d6i. D& chiia hen, nén

dung thudc vao budi t6i. V6i viém miii di (ng, thdi gian ding thudc tly thudc vao nhu cdu clia

ting bénh nhan. D3i v6i ngudi bénh via bj hen viia bj viém mii dj Gng, nén dung m&i ngay 1

vién vao budi t6i.

Bénh nhén t 15 tudi trd Ién bj hen va/hodc viém mdi di Ung: mdi ngdy 1 vién 10 mg hoic 2

vién 5 mg.

Tré em 6 dén 14 tudi bj hen va/hodc viém mii di Ung: mdi ngay 1 vién 5 mg.

Tré em tir 6 thadng dén 5 tudi bj hen va/hodc viém mdi dj Ung: mdi ngay 1 vién 4 mg.

Khuyén cdo chung: Hiéu lyc diéu trj clla ASTHMASTOP® trén cic thong s6 kiém tra hen sé dat

dugc trong vong 1 ngay. C4n din ngudi bénh tiép tuc dung ASTHMASTOP® mic du con hen di

bi khdng ché, cling nhu trong cac thdi ky bi hen ning hon.

Khong cén diéu chinh li€u cho bénh nhan suy than, suy gan nhe va trung binh, ngudi cao tudi,

hodc cho ting gidi tinh.

Diéu tri ASTHMASTOP® lién quan tdi cac thudc chifa hen khac:

ASTHMASTOP® c6 thé dung phdi hop cho ngudi bénh dang theo céc ché do didu tri khéc.

Gidm liéu cdc thudc phdi hgp: thubc gian phé quén, corticosteroid dang hit hodic udng. Khong

nén thay thé dot ngdt thudc corticosteroid dang hit hodic udng bing ASTHMASTOP®.

CHONG CHi BINH: W

Qué min cam v6i bat ky thanh phan nao clia thudc.

LUU Y VA THAN TRONG:

- Néu hen hodc kho thd ndng thém, cin bédo cho bac sT ngay lap tic.

- Khdng nén dung montelukast cac dang udng dé diéu tri con hen cdp. Bénh nhan cin dugc
dan do ludn cé sdn nhitng thudc thich hgp dé dung cho muc dich nay.

- Co thé gidm corticosteroid dang hit ddn ddn v6i sy gidm st clia bac s7, nhung khong dugc
thay thé dot ngdt corticosteroid dang udng hodc hit bing thusc montelukast.

- Phai canh gidc voi bat ky dau hiéu nao clia hoi chiing Churg-Strauss.

- Khdng nén dung aspirin hodc cac thudc khang viém khong steroid néu ching lam cho con
hen ndng haon.

- Chua c6 nghién clu vé tinh an toan va hiéu lyc cla thudc trén bénh nhi dudi 6 thang tudi.

- Phu nif c6 thai: Chua nghién ciu & ngudi mang thai. Montelukast chi dugc dung trong thai ky
mang thai néu da can nhic ky.

- Phu nir cho con bid: Chua ro montelukast c6 bai tiét qua sita me hay khong. Vi vay, thudc
nay chi ¢6 thé dung cho phy nif cho con b néu da can nhéc ky sy cdn thiét.

- Anh hudng I1&n khd ning I4i xe hosc vdn hanh may méc: Chua c6 co s& ching minh
montelukast anh huéng t6i khd ndng lai xe hoic van hanh may méc. Tuy nhién, mot vai tac
dung phu (nhu chéng mat va budn ngl)) da dugc bdo céo rat hi€m cé thé anh hubng dén
kha ndng lai xe hodc van hanh mdy méc clia mdt vai bénh nhén.

TAC DUNG KHONG MONG MUON

Phén ing qudé man (bao gdm phan (ng phan vé, phi mach, ngiia, phat ban, may day va rat

hi€m la tham nhim bach cAu ua eosin tai gan), chéng mat, nhic d4u, gidc mong bt thudng,

4o gidc, budn ngl, kich dong, mat ng, di cdm hodc gidm cam gidc, co gidt (rdt hi€m), budn
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ndn, non, kho tiéu, tiéu chay, dau bung, tdng AST va ALT, viém gan { mat (rdt him), dau khép,

dau co bao gdm co rit co; ting kha ndng chady mau, chdy méau dudi da, danh tréng ngyc va phi.

Hi y kién béc si néu gap phai téc dung khéng mong mudn khi sit dyng thudt.

TUGNG TAC THUGC:

- (6 thé dung montelukast véi cdc thudc thudng dung khac trong du phong va diéu tri man
tinh bénh hen va diéu tri viém mii di Gng. Trong cdc nghién citu vé tuong tdc thudc, liéu
khuyén cdo 1am sang clia montelukast khong c6 &nh hubng dang k€ t6i dugc dong hoc cla
c4c thudc sau: theophyllin, prednison, prednisolon, thudc ung ngiia thai (norethindron 1
mg/ethiny! estradiol 35 mcg), digoxin va warfarin.

- Ving dui dudng cong (AUC) clia montelukast gidm khodng 40% & ngudi ding dong thdi voi
phenobarbital. Vi montelukast dugc chuyén héa bsi CYP 3A4, cdn than trong, nhét la & tré
em khi montelukast dung déng thdi véi cdc thudc dugc chuyén hoa bdi CYP 3A4 nhu
phenytoin, phenobarbital va rifampicin.

QUA LIEU VA CACH XU TRI: I

Khong c6 thong tin ddc hiéu vé diéu tri khi qua liéu montelukast.

Triéu ching: Trong phdn I6n céc bdo cdo vé qua liéu, khdng gdp cac phan dng c6 hai. Nhiing

phan (ng hay gip nhat ciing tuong tu nhu di liéu vé thubc tinh an toan clia montelukast bao

gdm dau bung, budn ngl, khat, dau ddu, nén va tdng kich dong.

Céch xi tri- Diéu tri triéu chiing va hd trg. Chua rd montelukast c6 thé thdm tach dugc qua thim

phén phic mac hodc lpc mau hay khong.

TRINH BAY :

ASTHMASTOP® 4: Hop 3 vi x 10 vién nén phan tan trong miéng.

ASTHMASTOP® 5: Hop 4 vi x 7 vién nén phan tan trong miéng.

BAO QUAN: 0 nhiét do duti 30°C, nai kho rdo, trdnh dnh sang.
HAN DUNG: 36 thang ké tii ngay san xudt. Khong dung thudc khi qua han sl dung.
THOI GIAN XET LAI TG HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
pOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

Nha sdn xuét:

CONG TY CO PHAN nuuc PHAM OPV
Lo 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Thanh phd Bién Hoa, Tinh Ddng Nal.
PT: (061) 3992999 Fax: (061) 3835088

PHO CUC TRUONG
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