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ADMINISTRATION AND OTHER INFORMATION

Read the leaflet inside,

STORAGE - Store below 30°C. Profect from moisture and light.
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VA CAC THONG TIN KHAC - Xem & huéng dan st dung.
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Nhan hép
Tén san phim: MOVABIS 5mg
Hoat chit — ham lwong: Montelukast 5mg
Quy cach: Hop 03 vi x 10 vién nén nhai
@ Prescription drug Box of 3 blisters x 10 chewable tablets
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Keep out of reach of children COMPOSITION - Each chewable tablel contains:
INDICATIONS, CONTRAINDICATIONS, DOSAGE,

Reod the leaflet inside.
STORAGE - Store below 30°C. Protect from moisture and light.
SPECIFICATION - In-house.

Read the leaflet carefully before using Montelukast sodium equivalent to Montelukast Smg !
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Tén san phim: MOVABIS 5mg
Hoat chit — ham lugng: Montelukast Smg
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Keep out of reach of children COMPOSITION - Each chewable tablet contains:
Read the leaflet carefully before using Montelukast sodium equivalent to Montelukast Smg

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
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ADMINISTRATION AND OTHER INFORMATION i
Reod the leaflet inside. |
“ m I" " I“ ) STORAGE - Store below 30°C. Profect from moisture and light. |
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SBK / VISA: XX - XXXX - XX CHI BINH, CHONG CHI BINH, LIEU DUNG, CACH DUNG
VA CAC THONG TIN KHAC - Xem t& huéng dén st dyng. ‘
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Tén san pham:

Nhan vi

MOVABIS 5mg

Hoat chat — ham lwong: Montelukast Smg
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Montelukast sedium equivalent lo Montelukast 5mg

5mg Mc natri tudng dudng

Montelukast sodium equivalent to Monte

Movabis smg
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RxX HUGNG DAN SU DUNG THUGC

Movabis >=rm

(Montelukast 5mg)

Thudec bén theo don. Bgc ki hudng dan sit dung trude khi ding.
Néu cdn thém théng tin xin hdi y kién bac si. D€ xa tim tay cia tré em.

THANH PHAN: M3i vién nén nhai chia:

Dugc chét: Montelukast natri tuong dudng montelukast 5mg.

Td duge: Manitol, microcrystallin cellulose, croscarmellose natri, crospovidon, st oxyd dd, cherry flavour, aspartam, magnesi
stearat.

DUGC LYC HOQC

Cdc cysteinyl leukotrien (LTC4, LTD4, LTE4), 12 nhilng eicosanoid co tiém ning gdy viEm manh, duge tiét ra t nhiéu loai t&
bao, bao gém t& bao hat va bach cdu ua eosin. Cdc ch4t trung gian quan trong tién hen nay dugc gin vio cdc thy thé
cysteinyl leukotrien (CysLT,). Cdc thy thé CysLT, dugc tim thdy trong dudng thd clia ngudi, bao gém cdc € bio co tron va
dai thyc bao clia duding thd va trong cdc t& bao tién viém khdc (bao gbm bach cdu ua eosin vd m@t sb t& bao gdc tly
xuong). CysLT cd lién quan véi cd ché bénh sinh clia hen va viém mili dj ing. Montelukast dang udng 13 chdt c6 tinh chdng
viém, cdi thién dugc cdc thong s6 vé& viém trong hen. Montelukast cé di Iyc cao, ¢ db chon loc véi thy thé CysLT.
Montelukast ¢ ché manh cic tdc dung sinh Iy clia LTC,, LTD,, LTE, tai thy thé CysLT, ma khdng hé c¢6 tic dung chil van.
DUGC BONG HOC

Hap thu: Sau khi udng, montelukast hap thu nhanh va hdu nhu hon todn. V6i vién nén nhai 10 mg, ndng dd Cns dat dugc
3 gi0 (Trmax) Sau khi udng d8i véi ngudi I6n, usng thudc lic bung déi. Sinh kha dung khi diing thusc duding udng 12 64%.
Sinh kha dung va Cy khdng bi anh hudng béi bia &n chudn.

Phan bd: Hon 99% montelukast gdn k&t voi protein huyét tuong. Thé tich phan bd trong trang thai 6n dinh clia montelukast
la 8 - 11 Iit. Nghién cifu trén chudt cGng voi montelukast dinh diu cho thdy thudc rat it phin b qua hang rdo mdu ndo.
Hon nifa, néng d§ cla chat ddnh d&u sau khi udng 24 gidi 13 t5i thigu trong moi mé khac.

Chuyén hda: Montelukast chuyén héa manh. Trong cdc nghién clu voi liéu diu tri, néng d6 trong huyét tuong cla cac chat
chuyén héa clia montelukast khéng tim thdy dugc trong trang thdi 8n dinh & ngudi I6n va tré em.

Théi tr: Montelukast va cdc cht chuyén héa cla thudc dugc thdi gin nhu hodn todn qua mat. D9 thanh thdi huyét tuong &
ngudi trudng thanh khde manh 1a 45 mi/phit.

CHi DINH

Vign nén nhai MOVABIS 5mg dugc chi dinh & tré em tif 6 — 14 tudi trong cdc trudng hgp:

- Dy phong va diéu tri hen ph& quin man tinh, bao gm dy phong ci cdc triéu ching hen ban ngdy va ban dém, va dy
phong con co thit phé quin do ging suc.

- Lam gidm cdc triéu ching ban ngdy va ban dém cba viém mii dj Ung.

LIEU DUNG VA CACH SU DUNG

Céch ding:

Vién nén nhai MOVABIS 5mg phéi dugc nhai trudc khi nut,

Dung mdi ngay mét 14n. D€ chifa hen, c4n udng thudc vao budi t6i. V6i viém mii di Ung, thdi gian dung thudc tly thudc vao
nhu cdu cla tiing d6i tugng. VGi ngudi bénh vita hen vita viém mii dj dng, nén ding mdi ngay mot liéu, vao budi t6i.

Liéu ding:

Liéu khuy&n cdo cho tré em t 6 — 14 tudi bi hen va/hodc viém mii di Ung: Dung méi ngay 1 vi&n nén nhai 5mg.
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CHONG CHI BINH

Bé&nh nhan min cdm véi bat ky thanh phdn clia thusc.

Vién nén nhai montelukast 5mg khéng dugc sif dung cho tré em dudi 6 tudi.

THAN TRONG

Khdng nén dung montelukast dang uSng dé diéu trj can hen cdp.

Khéng dugc thay thé dgt ngdt corticosteroid dang uéng hodc hit bing montelukast.

Mdc du montelukast ¢6 tdc dung cdi thién chic ndng dudng ho hap & nhiing bénh nhin hen suydn nhay cim véi aspirin,
nhung chua chiing minh loai bd dugc ddp ng géy co phé quan do aspirin va c4c thudc NSAID khac ¢ nhing ngusi bj hen
suyén nhay cam vdi aspirin. Do d6, nhing bénh nhin nhay cdm véi aspirin khong nén ti€p tuc ding aspirin hodc cic
NSAID trong khi dung montelukast.

Thubc ndy c6 chifa 2 mg aspartam trong mdi vién. Aspartam 1a m6t ngudn cla phenylalanin. Do do, thudc c6 thé gdy hai
d6i véi bénh nhan bi phenylketon niu (mot rdi loan di truyén hiém gp, trong d6 c6 sy tich tu phenylalanin bdi vi co thé
khong thé loai bd né dang cach).

PHY NU CO THAI VA CHO CON BU

Phy ni7 ¢d thai: Chua c6 nghién ctiu vé &nh hubng clia montelukast & ngudi mang thai. Chi nén dung montelukast trong thdi
gian c¢ thai khi that sy c&n thigt va sau khi cdn nhic ky vé nhilng nguy ¢o va Igi ich clia thudc.

Phy ni? cho con bu: Chua ro sy bai ti€t cla montelukast qua sfa me nén c4n than trong khi diing trong thai ky cho con ba.
TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOG

Montelukast khéng dnh huGing dén khd ning I4i xe hodc vin hanh may mdc.

Trong mot s6 trudng hgp rdt hiém gdp, montelukast ¢ thé gay budn ngli hodc chong mat, khdng I4i xe hodc van hanh may
méc trong nhiing trudng hgp nay.

TUONG TAC THUGC

C6 thé dung montelukast véi cdc thuSc thudng dung khac trong dy phong va diéu trj bénh hen man tinh va diéu tri viém
mi dj dng.

Dign tich dudi dudng cong (AUC) clia montelukast gidam khodng 40% & ngudi clng dung phenobarbital, nhung khdng cin
diéu chinh lidu lugng cla montelukast,

Cdc nghién clu in vitro cho thdy montelukast 1a chdt (c ché CYP2C8. Tuy nhidn dif liéu tU cic nghién ciu vé tuong tic
thudc véi nhau trén 1am sang, montelukast khong 1am thay d6i qué trinh chuyén héa clia cdc thudc duge chuyén hoa chi yéu
qua enzym nay (nhu paclitaxel, rosiglitazon, repaglinid).

TAC DUNG KHONG MONG MUON

NGi chung montelukast dung nap t6t. Cdc tic dung khéng mong mudn thuéing nhe va thudng khong cin nging thudc. Ty 16
chung cla cdc tdc dung khdng mong mudn clia montelukast tuang duong véi nhém placebo.

Ngoai ra, mt sd bdo cdo da cd ghi nhdn céc tac dung khéng mong mudn co thé gip nhu sau:

Rét thuong gép (2 1/10):

Cdc bénh nhim khudn va ky sinh tring: Viém dung hd hap trén.

Thudng gdp (= 1/100 va < 1/10).

Rdi loan da day rubt: Tiéu chdy, budn nén, non.

Da va r6i loan m6 dudi da: Phét ban.

Réi loan gan mét: Tang ALT, AST.

RGi loan toan thin va tinh trang tai chd ding thudc: Sét.

It gdp (= 1/1000 va < 1/100);

RGi loan hé mién djch: C4c phan (ng qué min bao gdm phén vé.
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RGi loan tam thdn: Gidc mo bt thudng bao gém dc mong, m4t ngl, méng du, lo 4u, kich déng bao gém hanh déng hung
hang hodc chdng d6i, trdm cdm, hi€u déng thai qua (g8m kho chiu, bén chén, run).

Roi loan hé thdn kinh: Chéng mat, budn ngl, di cdm (cdm gidc bat thudng)/ gidm cim gidc, co gist.

Réi loan hé hdp, ngyc va trung that: Chay mdu mii.

R6i loan da day rujt: Khd miéng, kho tiu,

Da va r6i loan m6 du6i da: BAm tim, n6i mé day, ngtfa, ban dd.

Rdi loan co xuang va mo lién k&t Dau khdp, dau co bao gdm chubt rit.

Réi loan toan than va tinh trang tai chd ding thudc: Suy nhugc/ mét méi, kho chiu, phu.

Hiém gép (> 1/10000 va < 1/1000):

R6i loan mdu va hé bach huyét: Tang xu hudng chdy mau.
R6i loan tdm thdn: R&i loan chd y, gidm tri nho.

R@i loan tim: Panh tréng ngyc.

Da va r6i loan m6 dudi da: Phi mach.

Rat hiém gap (< 1/10000):

Réi loan hé mién dich: Gan thim nhim bach cAu ua eosin.

R6i loan tdm thdn: Ao gidc, mat phuong hung, ¢6 y nght va hanh vi ty tii. TUQ.CUC TRUGNG
R@i loan h6 hdp, ngyc va trung that: Bénh phdi bach cdu ua eosin, hoi ching Churg-Strauss (CSSH;{W%@%@%@
dj tng) r/Vga;?éf& t/f(gpf Snh
R6i loan gan mat: Viém gan (bao gém viém gan ¢ m4t, viém t& bao gan, va t6n thuong gan nhiéuchars phin). ¢

Da va r6i loan m6 du6i da: Hong ban ndt, héng ban da dang.

Thang bdo ngay cho bic st hodc dugc sTnhiing phén tng c6 hai gidp phai khi sit dung thudc.

QUA LIEU VA CACH XU TRi

Khong c6 thong tin ddc hiu vé vigc diéu trj khi dung qud liéu montelukast. Trong cdc nghién ciu vé hen man tinh,
montelukast dugc dung véi liéu mdi ngay t6i 200 mg cho ngudi I6n trong 22 tuin va nghién ciu ngdn ngay vdi liéu tai 900
mg mdi ngdy, dung trong khodng 1 tuin, khéng thdy co phdn dng quan trong trén lam sang.

Trong phén I6n cdc bdo cdo vé qud liu, khong g3p cdc phan ng c6 hai. Nhitng phdn tng hay gip nhat cling tuong ty nhu
di ligu vé thugc tinh an toan clia thudc bao gém dau bung, budn ngil, khat, dau ddu, ndn va ting kich déng.

Chua rd montelukast c6 thé thdm tach dugc qua mang bung hay loc mau.

HAN DUNG: 36 thdng k& tir ngay san xuit.

BAO QUAN: Du6i 30°C. Tranh &m va anh séng.

TIEU CHUAN:  TCCs.

TRINH BAY: HGp 02 vi x 10 vién.
Hop 03 vi x 10 vién. .
Hop 04 Vi x 07 vién.

Ngay xem xét sia ddi, c4p nhat hudng din si dyng: 30/08/2018

CONG TY O PHAN PYMEPHARCO
166 - 170 Nguy&n Hué, Tuy Hoa, Phii Yén, Viét Nam

HUYNH TAN NAM
TONG GIAM BAC



