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D€ xa tém tay tré em THANH PHAN - M&i vién nén nhai chin: "
Boc ki hudng din sl dyng trudc khi ding Monlelukaat natri hvang duong Montelukast 4mg
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Nhiin vi
Tén san pham: MOVABIS 4mg
Hoat chat — ham lugng: Montelukast 4mg
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Phinl. HO SO HANH CHIiNH

C. Pon ding ky, miu nhin, thdng tin ké don
C4. MaAu nhiin Trang 6/11
Rx

HUGNG DAN SU DUNG THUGC

Thubc ban theo don. Néu cdn thém théng tin, xin hdi § kién béc s,
Doc ky hudng dén sir dyng trude khi ding. D€ xa tim tay cia tré em.

Movabis >xmrm

(Montelukast 4mg)

THANH PHAN: M3i vién nén nhai chifa:

Montelukast natri tuong duong

Montelukast 4 mg

T4 duge: Manitol, microcrystallin cellulose, croscarmellose natri, crospovidon, sit oxyd dd, cherry flavour, aspartam,
magnesi stearat.

DUGC LYC HOC

Céc cysteinyl leukotrien (LTC,, LTD,, LTE,), 1a nhilng eicosanoid c6 tiém ning gdy viém manh, dugc tiét ra tif nhiéu
loai t& bao, bao gbm t& bao hat va bach cdu va eosin. Cic chit trung gian quan trong tién hen ndy dugc gdn vao cic
thy thé cysteinyl leukotrien (CysLT,). C4c thy th& CysLT, dugc tim thdy trong dudng thd clia ngudi, bao gém cic t&
bao co tron va dai thyc bao clia duding thd va trong céc t& bao tién viém khac (bao gém bach cdu va eosin va mft s
& bao gdc tly xudng). Céc CysLT c6 lién quan vdi co ché bénh sinh clia hen va viém mii dj ¢ng. Montelukast dang
udng 1a chat cd tinh chng viém, cai thién dugc cdc théng sd vé vidm trong hen. Montelukast cd &i lyc cao, c6 dd
chon loc véi thy thé CysLT,. Montelukast (ic ch€ manh céc tdc dung sinh Iy clia LTC,, LTD,, LTE, tai thy thé CysLT,
ma khong hé c6 tic dung chi van.

DUGC BONG HQC

H&p thu: Sau khi udng, montelukast hdp thu nhanh va hdu nhu hodn todn. V6i vién nén nhai 10 mg, néng d9 C.,, dat
dugc 3 gid (Tmae) Sau khi ubng ddi véi ngudi I6n, udng thudc lic bung déi. Sinh khd dung khi diing thuSc dudng uSng
1a 64%. Sinh khd dung va Cpay khdng bj 4nh hudng bdi bifa &n chufn.

Phan b6: Hon 99% montelukast gdn k&t voi protein huy&t tuong. Thé tich phan bd trong trang thai 6n dinh cla
montelukast 12 8 - 11 lit. Nghién ctu trén chudt cong vai montelukast dénh du cho thdy thudc rat it phan b8 qua
hang rio mau n3o. Hon nita, néng A4 cla chit ddnh diu sau khi ubng 24 gid 12 15i thi€u trong moi md khéc.

Chuyén héa: Montelukast chuyén héa manh, Trong c4c nghién citu véi liéu diéu trj, néng do trong huyét twong ciia cic
chat chuyén héa clia montelukast khdng tim thdy dugc trong trang thai 8n dinh & ngudi 16n va tré em,

Thdi trir- Montelukast va cdc chat chuyén héa clia thuSc dugc thdi gin nhu hodn todn qua mat. DB§ thanh thdi huyét
tuong & ngudi trudng thanh khde manh 1a 45 mi/phit.

CHI BINH

Vién nén nhai MOVABIS 4mg dugc chi dinh & trd em tif 2 — 5 tudi trong céc trudng hgp:

- Dy phong va diéu tri hen ph& quin man tinh, bao gém dy phong cd cac tridu chiing hen ban ngay va ban dém, va
dy phdng con co thdt phé quin do gdng stc.

- Lam gidm céc trigu ching ban ngay va ban d&m cla viém mii dj (ng.

LIEU DUNG VA CACH SU DUNG

Céch ding:

Vién nén nhai MOVABIS 4mg phéi dugc nhai trudc khi nudt. .
San phim nay dugc cho tré em ding dudi sy gidm sét clia ngudi l6n.



Phinl. HO SO HANH CHINH

C. Pon ding ky, miu nhin, thong tin ké don

C4. MAu nhin Trang 7/11

Dung mdi ngay mot 14n. DE chita hen, cin ubng thudc vao budi 16i. V6i vim mii dj dng, thdi gian ding thufc tiy
thujc vao nhu cdu clia tiing ddi tugng. VGi ngudi bénh vita hen vira viém mili dj dng, nén ding mdi ngdy mot liéu, vio
budi t6i.

Liéu diing:

Liéu khuy&n céo cho tré em tif 2 - 5 tudi bj hen va/hoZc viém mii dj ing: Diing m&i ngay 1 vién nén nhai 4mg.
Khong cén thiét diéu chinh lidu montelukast khi sif dyng & nhém tudi nay.

CHONG CHi BINH

Bénh nhdn min cim véi bat ky thanh phin clia thudc.

Vién nén nhai montelukast 4mg khéng dugc sif dung cho tré em dudi 2 tudi.

THAN TRONG

Khéng né&n ding montelukast dang uSng dé diéu trj con hen cép.

Khéng dugc thay thé dot ngdt corticosteroid dang uSng hoic hit bing montelukast.

Mic du montelukast cé tic dung cai thién chic ning dudng hd hdp & nhilng bénh nhin hen suy&n nhay cim véi
aspirin, nhung chua chiing minh loai bd dugc dap (ng gdy co ph& quan do aspirin v céc thuSc NSAID khic § nhilng
ngudi bj hen suyBn nhay cdm vdi aspirin. Do d6é, nhiing b&nh nhadn nhay cAm véi aspirin khdng nén ti€p tuc ding
aspirin hodc cdc NSAID trong khi ding montelukast.

PHY N CG THAI VA CHO CON BU "o

Phu nd ¢6 thai: Chua ¢6 nghién citu v& &nh hulng clia montelukast & ngudi mang thai. Chi nén ding montelukast
trong thdii gian c6 thai khi that sy cdn thi€t va sau khi can nhdc ky v& nhilng nguy cd va Igi ich clia thudc.

Phy nil cho con bi: Chua rd sy bai tit clia montelukast qua sla me nén cdn than trong khi diing trong thdi ky cho
con ba.

TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY mOc b

Montelukast khdng dnh huéng dén kha nang l4i xe hodc vdn hanh mdy méc.

Trong mdt 8 trudng hgp rit hi€m gip, montelukast c6 thé gay budn ngli hoic chéng mit, khdng I4i xe hodc vin
hanh mdy mdc trong nhiing truding hgp nay.

TUONG TAC THUGC /

Cé thé ding montelukast véi cac thubc thubing ding khéc trong dy phong va diéu trj bgnh hen man tinh va diéu trj
viém mii dj dng.

Dién tich dudi dudng cong (AUC) clia montelukast gidm khodng 40% & ngudi ciing dung phenobarbital, nhung khéng
cdn diu chinh liéu lugng clia montelukast.

Cac nghién ciiu in vitro cho thdy montelukast |a chdt ic ché CYP2C8. Tuy nhién dif liu tir cdc nghién clu vé tudng
tic thudc véi nhau trén 14m sang, montelukast khdng lam thay d8i qué trinh chuyén héa cla cdc thuSc dugc chuyén
héa chil y&u qua enzym nay (nhu paclitaxel,/rusiglitazon, repaglinid).

TAC DUNG KHONG MONG MUGN

N6i chung montelukast dung nap t6t. C4c tic dyng khdng mong muSn thubing nhe v thuding khong cén ngiing thudc.
Ty 16 chung clia cdc tic dyng khdng mong mubn clia montelukast tuong duong vdi nhém placebo.

Ngoai ra, mot s bao céo da c6 ghi nhdn céc tic dyng khdng mong mudn c6 thé gdp nhu sau:

Thudng gdp:

Cac bénh nhidm khu&n va ky sinh tring: Viém dudng hd hip trén.

R6i loan da day ru6t: Tigu chédy, chén in, budn ndn, ndn.

Da va r8i loan md dudi da: Phat ban.

Rdi loan gan mat: Tang ALT, AST.




PhinI. HO SO HANH CHINH

&3 Pon diing ky, miu nhin, thong tin ké don

C4. M3u nhin Trang 8/11

Rdi loan todn than va finh trang tai chd dung thubc: S6t.

It gap:

R6i loan hé mién dich: Céc phin dng qua min bao gém phén vé.

RGi loan hé thdn kinh: Chéng mat, budn ngl, dj cdm (cim gidc bat thudng)/ gidm cim giac.

Rdi loan hé hdp, ngyc va trung thdt: Chiy mau mii.

R&i loan da day rubt: Kho miéng, kho tidu,

Da va r6i loan md dudi da: B4m tim, ndi mé day, ngifa, ban do.

Rdi loan cd xuong v md lidn k&t Pau khdp, dau cd bao gém chudt rit.

R&i loan toan than va tinh trang tai chd ding thudc: Suy nhugc/ mét mdi, khé chiu, phi.

Hiém gap:

R6i loan méu va hé bach huyét: Tang xu huéng chdy méu.

R&i loan hé min dich: Gan thAm nhifm bach ciu ua eosin.

RGi loan tim th4n: Kich ddng bao gém hanh ddng hung hing hodc chdng ddi, lo 4u, trim cidm, mét phudng hudng,
mdng mij bit thudng, 40 gidc, mit ngl, d& kich dong, bén chén khdng y&n, mdng du, ¢d ¥ nghT vA hanh vi ty i,
rung co.

Réi loan tim: Danh tréng ngyc.

R6i loan gan mat: Viém gan (bao gém viém gan & mat, viém t& bao gan, va t8n thuong gan nhiéu thanh phdn).
Thong bdo cho thdy thudc tac dyng khong mong mudn gip phai khi sl dyng thudc.

QUA LIEU VA CACH XU TRI

Khéng ¢d thdng tin dic hidu vé viéc diéu tri khi ding qua lifu montelukast. Trong cdc nghién clu vé hen man tinh,

montelukast dugc ding véi liéu mdi ngdy i 200 mg cho ngudi I6n trong 22 tudn va nghién ciu ngdn ngdy vdi liéu i o1y :

900 mg mdi ngdy, ding trong khodng 1 tuin, khong thdy ¢ phan (ng quan trong trén 1dm sang. e Tala
Trong phédn 16n c4c bdo cdo v& quéd liu, khdng gip cic phdn (ng c6 hai. Nhiing phan Ung hay gdp nhdt cling twong vy

—

Chua rd montelukast ¢c6 thé thdm téch dugc qua mang bung hay loc mau.
HAN DUNG: 36 thang k€ tir ngay sdn xuft.
BAO QUAN: Noi kho, mét (dutii 30°C). Tranh &nh sng.
TIEU CHUAN:  TCCS.
TRINH BAY: Hop 01 vi x 10 vién
Hop 02 vi x 10 vién.
Hop 03 v x 10 vién.
Hop 04 vi x 07 vién.

Ngay xem xét sita d6i, cp nhat hudng dén sir dyng: 20/07/2017

CONG TY CG PHAN PYMEPHARCO /ﬁmf 22119702\
Vgt ;

166 - 170 Nguyé&n Hug, Tuy Hda, Phi Yén/

ty nhu di lidu v& thudc tinh an toan clia thudc bao gém dau bung, buén ngll, khat, dau ddu, ndn va ting kich djng. . '/ '
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Phinl. HO SO HANH CHINH

C. Pon ding ky, miu nhin, thong tin ké don
C4. Méu nhin Trang 9/11
Rx

HUGNG DAN SU DUNG THUOGC CHO BENH NHAN

Thudc ban theo don. Doc ki hudng dan sit dung trude khi ding. DE xa tdm tay cia tré em.
Théng bdo ngay cho béc s7 hodc duge sT nhitng téc dyng khdng mong muén gdp phai khi sit dyng thudc.

Movabis >xmrs

(Montelukast 4mg)

THANH PHAN:

M3i vién nén nhai chda:

Montelukast natri tuong dudng

Montelukast 4mg

T4 duge: Manitol, microcrystallin cellulose, croscarmeliose natri, crospovidon, sit oxyd do, cherry flavour, aspartam,
magnesi stearat.

MO TA SAN PHAM

Vién nén hinh oval, mau héng nhat, mt mat cé dap chi M, mgt mat c6 ddp s6 4, canh va thanh vién lanh I3n.
THUGC DUNG CHO BENH Gi?

Vién nén nhai MOVABIS 4mg dugc chi dinh & tré em tir 2 — 5 tudi trong cc trudng hop:

- Dy phong va diéu trj hen ph& quin man tinh, bao gém dy phong ¢ céc trigu ching hen ban ngay va ban dém, va
dy phdng con co thdt phé qudn do gdng stc.

- Lam gidm céc triéu chiing ban ngay va ban dém cla viém mii dj Ung.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG?

Céch ding:

Diing thuSic ding liéu va theo toa clia bac si.

Vién nén nhai MOVABIS 4mg phdi dugc nhai trudc khi nudt.

Sin phim nay dugc cho tré em ding dudi sy gidm sét clia ngudsi Ion.

Dung mdi ngdy mot I4n. Dé chila hen, cdn udng thudc vao budi t8i. V6i viém mii dj dng, thi gian dung thudc tiy
thudc vao nhu cdu cla ting d6i tugng. V6i ngudi b&nh vita hen via viém mii dj ing, nén dung m&i ngay mot liéu,
vao budi 16i.

Li€u ding:

Li8u khuy&n cdo cho tré em tif 2 — 5 tudi b hen va/hodc viém mii dj ing: Ding mdi ngdy 1 vién nén nhai 4mg.
KHI NAO KHONG NEN DUNG THUGC NAY?

Khong nén ding thudc trong cic trudng hgp:

- Bénh nhan min cdm vai bt ky thanh phén cla thudc.

- Vién nén nhai montelukast 4mg khéng dugc sit dyng cho trd em dudi 2 tudi.

TAC DUNG KHONG MONG MUGN

N6i chung montelukast dung nap t6t. Céc tic dung khong mong mudn thudng nhe va thudng khdng ¢An ngitng thudc.
Ty 18 chung clia c4c tic dung khdng mong mudn clia montelukast tuong duong véi nhém placebo.

Ngoai ra, mot s§ béo cdo da c¢6 ghi nhdn céc tic dyng khong mong mudn c6 thé gip nhu sau:

Thudng gép:

Cac bénh nhiém khudn va ky sinh tring: Viém dudng hé hap trén.

)

w e,



Phinl. HO SO HANH CHINH

c Pon diing ky, miu nhin, thong tin ké don

C4. Miu nhin Trang 10/11

Rdi loan da day rudt: Tiéu chdy, chén an, budn nén, nén.

Da va rdi loan md dudi da: Phat ban.

RGi loan gan mét: Tang ALT, AST.

RGi loan todn than va tinh trang tai chd diing thudc: S6t.

It gap:

Rdi loan hé mién dich: Cac phan (ing qui min bao gém phan vé.

R@i loan hg thdn kinh: Chong mat, budn ngdl, dj cdm (cdm gidc bat thubng)/ gidm cam gidc.

R6i loan hd hdp, ngyc va trung thdt: Chdy mau mii.

RGi loan da day rudt: Khd miéng, khé tiéu.

Da va i loan m& dudi da: BAm tim, nfi mé day, ngifa, ban do.

RGi loan co xuong va mo lign két: Dau khdp, dau co bao gém chudt rat.

RGi loan toan than va tinh trang tai chd ding thudc: Suy nhuge/ mét méi, khé chiu, phi.

Hiém gap:

RGi loan mAu va hé bach huy&t: Ting xu hu6ng chdy méu.

RGi loan hé mi&n dich: Gan thim nhi&m bach cu ua eosin.

RGi loan tdm than: Kich djng bao gém hanh ddng hung hing hodc chdng ddi, lo &u, trdm cdm, mat phuong hudng,

mdng mj bit thudng, do gidc, mat ngli, d& kich dong, bdn chdn khdng yén, mdng du, cd ¥ nghi va hanh vi ty ti,

rung cd.

R6i loan tim: Banh tréing nguyc. :r"
R6i loan gan mat: Viém gan (bao gém viém gan (f mat, viém t& bao gan, va t6n thuong gan nhiéu thanh phén). ‘Nl J
Théng béo cho thdy thudc tic dung khéng mong mudn gip phdi khi st dyng thudc.
NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI BANG SU DUNG THUGC NAY? —
C6 thé dung montelukast véi cdc thuSc thudng ding khac trong dy phong va difu tri b&nh hen man tinh va diu tri —
viém mii dj Ung.

Dién tich dudi dubng cong (AUC) clla montelukast gidm khodng 40% & ngudi ciing dung phenobarbital, nhung khéng
c4n diéu chinh liéu lugng clia montelukast.

Céc nghién clu in vitro cho thdy montelukast 13 chat c ch& CYP2C8. Tuy nhién dir ligu tit cac nghién clu vé tuong
tac thufc vdi nhau trén 1Am sang, montelukast khdng Iam thay déi qué trinh chuyén héa clia céc thuSc dugc chuyén
héa chl y&u qua enzym nay (nhu paclitaxel, rosiglitazon, repaglinid), _\
CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC?

N&u bénh nhan quén mot liéu, nén dung ngay khi nhd. Trong trudng hgp quén mot liéu va g4n dén lidu tiép theo,
khong nén dung liéu da quén, chi cin tiép tyc lich uSng thuSc nhu binh thudng. Khong dung liéu g&p doi dé bu cho
lidu da quén. N&u cin thém thong tin xin hdi ¥ ki€n bac sT hoic dugc si.

CAN BAO QUAN THUGC NAY NHU THE NAO

Bdo quan thudc nai khd, mét (< 30°C), tranh énh séng.

Dé xa tim tay tré em.

NHONG DAU HIEU, TRIEU CHUNG KHI DUNG THUGC QuA LIEu VA CAN PHAI LAM Gi KHI DUNG THUGC QuA
LIEU KHUYEN CAOD

Khuy&n céo sif dyng thuSc theo ding liéu chi dinh va chi din cla bac si. Khdng dung thudc qud han sir dyng.

Khong c6 thdng tin dic hiéu vé viéc diéu tri khi ding qua liéu montelukast, Trong céc nghién cilu vé hen man tinh,
montelukast dugc diing vdi lifu mdi ngay t6i 200 mg cho ngudi I6n trong 22 tufin va nghién citu ngdn ngay vdi liéu tGi
900 mg mdi ngay, dung trong khodng 1 tuén, khdng thdy cé phan dng quan trgng trén ldm sang.
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Trong phén 16n cic bdo cdo vé qué lidu, khdng gip cac phan (ng c6 hai. Nhilng phan itng hay gip nhit cling tuong
ty nhu di liéu v& thudc tinh an todn cla thuSc bao gdm dau byng, budn ngl, khat, dau ddu, ndn va ting kich ddng.
Chua r montelukast cé thé thdm tich dugc qua mang bung hay loc méu.

NHUNG BIEU THAN TRONG KHI DUNG THUGC NAY

Khdng nén diung montelukast dang uSng dé diéu trj can hen cap.

Khéng dugc thay th& dot ngdt corticosteroid dang udng hodc hit bing montelukast.

Mic du montelukast cé tic dyng cai thién chic ning dudng hd hdp & nhilng b&nh nhin hen suy&n nhay cim véi
aspirin, nhung chua chiing minh loai bd dugc dap (ng gdy co ph& qudn do aspirin vd céc thuSc NSAID khic &
nhiing ngudi bi hen suy&n nhay cAm véi aspirin. Do d6, nhiing b&nh nhan nhay cdm véi aspirin khdng nén tiép tuc
dung aspirin hodc cdc NSAID trong khi ding montelukast.

Phy nif ¢d thai va cho con bi

Phu ni? c6 thai: Chi nén diing montelukast trong thdi gian ¢6 thai khi that sy c4n thi€t va sau khi can nhdc kj v&
nhing nguy cd va Igi ich clia thuc.

Phy nit cho con bu: C&n thin trong khi dung trong thdi ky cho con bi.

Téc dong ciia thudc khi 14i xe va vdn hanh may mdc

Montelukast khdng &nh hubng dén kha ning l4i xe hodc vdn hanh mdy médc.

Trong mdt s6 trudng hgp rit hi€m giip, montelukast cé th& gdy budn ngl hodc chéng mit, khong lai xe hodc van
hanh may méc trong nhiing truding hgp nay.

KHI NAO CAN THAM VAN BAC SI, DUQC ST

Truéc khi sif dung thuSc: thong bao véi bac si hodc dugc sTvé cic bénh trong myc Nhitng diéu thdn trong khi ding
thudc nay; tién sif dj (ng céc thuSc hay thic 3n A3 gdp trudc day; cac thufc k& don va khong k& don, vitamin, thye ...
phdm chitc ning dang sl dyng.

Trong khi sif dyng thuSc: thong béo véi béc sT, duge sTvé céc téc dyng khong mong mudn xdy ra khi ding thudc dé

¢6 can thiép kip thai.

Tham khao y ki€n bac s7 néu bénh nhan nit dang mang thai, cho con bl hay ¢6 y dinh mang thai.

Khéng ty ¥ ngung thudc ma khdng co chi dinh clia bac sT ngay ca khi b§nh nhan cdm thdy t6t hon.

N&u c6 bt ky thdc mic ndo vé viée sir dyng thudc, hay hdi bac s hay dugc si.

HAN DUNG 36 thang ké tir ngdy sin xudt. B
BAO QUAN Noi khd, mat (dudi 30°C). Trénh &nh sang. '
TIEU CHUAN TCCS. |
TRINH BAY Hop 01 vi x 10 vien. -.{' ke

Hop 02 vi x 10 vién. N s
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Hop 03 vi x 10 vién.
Hop 04 vi x 07 vién.
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