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HUONG DAN SUF DUNG CHO NGU O BENH VA CAN BO ¥ TE

Rx Thudc bin theo don

MONTESIN 4mg/5mg/10mg

THANH PHAN

Hoat chat chinh

. M vién nhai MONTESIN 4mg chira Natri Montelukast tuong ung Montelukast:4mg
. M3i viér nhai MONTESIN 5mg chira Natri Montelukast turong ung Montelukast:Smg
- MBI vién nén bao phim MONTESIN 10mg chira Natri Montelukast tuong ing Montalukast:10mg

T4 duoc:
. M3di vién nhai MONTESIN 4mg va MONTESIN Smg chira cdc td durge sau: Manitol, Natri Croscarmellos, Aspartam, hueng chery,

Celulos microcrystalinLow - substitute Hydroxypropyl celulos, Magnesi Stearat, oxyd sit dé

. M3 vidn nén bao phim MONTESIN 10mg chira cac ta duere sau: Manitol, Natri Croscarmatos, Aspartam, huong chudi, Celulosa
microcrystaling Low - substitute Hydroxypropyl celulos, Magnesi Stearat, {cd chita Opadry vang 20A33251) Hypromelos 3cP,

Hydroxypropyleelulos, Tale, Titan dioxyd, oxyd sit vang, oxyd sat dé

DANG BAO CHE:
. MONTESIN 4mg va MONTESIN Smg: dang vién nhai

. MONTESIN 10mg: dang vién nén bao phim

NHOM DIEU TR|:

. MONTESIN |a diéu tri bénh hen khi ph& quan, viém mdi dj dng theo mia.

CHi DINH:
s Montesin 4mg/5mg/10mg duge chi dinh dy phong va diéu trj bénh hen khi phé quan man tinh, gidm cdc¢ tridu trong cia viém
mii di &ng theo mua (ban ngay va ban dém)
& Vién nhal MONTESIN 4mg dugc chi dinh digu tr hen khi phé guan va cic bénh v& han cho bénh nhin tir 2-5 tudi giap lam gidm
cac triéu ching cla bénh viém mii di ¢ng thee mla, bae gdm cd sy ca thit phé quan
. vién nhai MONTESIN Smg dugrc chi dinh digu tr hen khi ph& quan va cdc bénh vE hen cho bénh nhan tir 6-14 tudi gidp lam
gidm cac tridu ching cia bénh viém mii di ang theo mla, bao gém ca sy co that phé quan
e Vién nén bac phim MONTESIN 10mg duec chi dinh didu trj hen khi phé qudn va céc bénh vé hen cho bénh nhan tir 15 tudi tro
lén gitp lam gidm cac tridu chimg cla bénh viém mdi dj i'ng theo mia, bao gbm cd sy co thit phé quan
. Viém mii dj (rng theo mua {thudng durge bidt téi nhu bénh st mis hé hodc viém mii di 'ng thee mla} 13 cac loai di (ng gdy
ra b&i phén hea. Cdc tridu tréng d3c trung cda dj ('ng thee mia bao ghm:
. Mghet mii, chay nuée mii, ngira mii
*  Hithoi
e Chay nudc mit, dd ngira mat, sung mat
e MONTESIN 2mg/5mg/10mg dugce ding thea don clia bic s§ d€ diu tr] bénh hen khi phé quan, ngan ngira cdc triéu chirng hen

khi ph& quan cd ngay va dém

LIEU DUNG VA DUONG DUNG:
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Ding MONTESIN mbi ngay mét [in. D& chira hen khi phé& quin c3n s dung thude vao budi téi. Vi viem mili dj rng thévi gian dang thude

tiy thudc vao nhu ¢du cda tirng 451 tugng.

Tré em tir 2-5 tudi bj hen va/hodc viém mii dj irng: st dyng mdi ngay 1 vién nhai MONTESIN 4mg
Tré em tir 6 dén 14 bj hen va/hodc viem miil di Gng: srdung mdi ngay 1 vién nhai MONTESIN 5mg
Ngud Ian tir 15 tudi tré |&n bi hen va/hodic viem mii dj ng: sir dung mdi ngay 1 vién nén bao phim MONTESIN i0mg

St dung lidu dling theo chi d&n cla bac s§ dé dam bao kiém soat duge cac trigu chirng cha bénh hen khi phé quan.

CAC DAC TINH DUQT LIFC HOC:

Nghign ciru 1dm sdng trong hen

Cac cysteinyl leukotriene {LTCa, LTDa, LTE, I3 nhitng eicosanoid cé tiém ning gdy viém manh, dugc tiét ra tir nhidu oai té bao,
bao gém t& bac hat va bach chu wa eosin. Cic chit trung gian quan trgng tidn hen nay dugc gin vao cac thu thé cysteinyl
leukatriene [CysLTy). Cac thu thé CysLT tuyp 1 duoe tim thdy trong dudng thér cla ngudi bao gbm t& bao co tron va dai thyc
bao cda duwrdng thér va trang cac té bao tién viém khac {bao gdm bach ¢iu wra eosin va mdt 3 18 bao gdc thy xwong) CyslT co
lién quan tédi co ché sinh bénh cia hen va viém mii di tng. Trong bénh hen, cac tic dung qua trung gian cla leuketriene bao
gdm mot 54 tac dung 16n duéng thé, nhu 1am co thit ph€ quén, tiét chit nhiy, ting tinh thim mao mach va huy dong bach cau
va eosin. Trong viém mii dj &ng, CysLT duece tiét tir niém mac mi sau khi tiép xic voi di nguyén trong cdc phan Gng & cac pha
nhanh va chdm va ¢d lién quan tdi cdc tridu chitng viém mii dj dng. CysLT trong m{i 58 lam ting sy can trér dudng ther va céc
tridgu chirng tdc nghén & mii.

Montelukast 1a chit c6 tinh chéng viém, cdi thién dirgre cdc thong 6 v viém trong hen. Dyra vao cac thl nghigm vé hoa sinh va
dugc ly, montelukast chiing to €6 3i lwe cao va oo d8 chon loc véi thu thé CysLT {tac dyng ndy trii hon & cdc thy thé khac cling
guan treng v& duoe Iy, nhu cac thy thé prostanoid, cholinergic hojc B-adrenergic). Montelukast ¢c ché manh cac tac dung sinh

I cla LTCy, LTDa, LTE, tai thy thé CysLTi ma khdng hé ¢ tac dyng chi van.

@ hénh nhan hen montelukast e ché cac thy thé cysteinyl leukotriene & duémg thé ching minh qua khé nang Uc ché sy co

thit phé guan do hit LTDs, véi cdc lidu dudi 5mg phong bé duge sur eo thit phé quin do LTD4. Mentelukast gy gidn phé quan . |

nhé dung chat chi van B

Trong cdc nghién ciru 1am sang Montelukast cé hiéu I & ngudi bénh ngudi 16n va tré em dé ngén ngira va didu tri bénh he
man tinh bao gdm sy ngin ngira co thit phé quan do tip luyén. Montelukast co hidu lue khi ding rigng r& hodc phéi hop véi
cdc thudic khic trong chi dinh duy tri @€ diu trj hen man tinh. 6 thé phdi hop Montelukast véi corticosteroid dang hit sé cd tac

dung hiép dBng dé kiém sodt hen hodc dé gidm bt lidu lrgng corticosteroid hit trong khi duy tri si én dinh 13m sang

Ngudi ion tr 15 tudi ted fén:

Trong hai nghién ciru mi kép kéo 6ai 12 tudn, ¢6 d3i chirng placebo dugc thidt ké tuong ty nhau, & ngudi bénh tir 15 tudi trd
I&n bj hen dling Montelukast uSng mai ngay 1 [in 1 iBu 10mg vao budi t6i cho thiy co cai thién rd rét cac théng sB vé ki€m sodt

hen do dac qua cdc trigu chung hen, hdu qua do hen, chirc nang hé hap va "nhu cdu” st dung chat chia van B

Montelukast cdi thién r8 rét triéu ching hen ban ngay qua bdo cdo cda ngudi bénh va sy thire gidc ban dém |, so sanh i
placebo. K&t qud diic hidu cla hen bao gdm xudt hién cac con hen cBn sy trg giGp cha corticosteroid, nging thude do con hen
néng hen, con kich phat hen va s8 ngay thodt khai hen d8u dugce ¢di thién rd so v placebo. Nhitng danh gis tdng quét cla bac
s va ngudi bén vé hen ciing nhu cic danh gia vé chat lugng sdng didc hidu véi bénh hen [trong mof finh vye bao gm hoat

dgng binh thudng hang ngay va cdc tridu chirng hen) déu tét hon rd rét so véi & nhém ching.

Montelukast cai thién rd rét thé tich thér ra gng sire trong gidly diu tién vao budi séng (FEVA} tdc d6 thé ra tdi da budi sang va

budi chigu (PEFR) va cling lam gidm mt cach ¢d v nghta nhu ¢3u thudc chi van B so vii placebo
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Higu qua diu trj thutmg dat duge sau ligu d3u tién va duy tri trong khodng 24 gitr, Higu qua diéu tr cling 8n dinh khi ding lién
tuc méi ngay 1 3n trong cdc thir nghiém kéo dai tdi 1 ndm. Ngirng thudc sau khi dung Montelukast 12 tuan khéng gdy phan (mng
ddi ngugre lam bénh hen ning thém.

So sdnh véi beclomethasone dang hit (méi [3n 200 pg, 2 13n mai ngay bang dung cu khuich tan}), thiy Montelukast co dap (ing
ban d3u nhanh hon, mac dO qua nghién ciru kéo dai 12 tuln, beclomethasone cé tic dung diéu trj trung binh |én hon. Tuy

nhién, nham ding Montelukast ¢d ty 18 phan trim cao dat dugc dap Gng |dm sang trong duang beclomethasone dgng hit.

Tré em tir & tudi dén 14 rudi

Tré em 6-14 nim tudi, diing mot vién nhai 5 mg vao budi tdi lam gidm rd rét con kich phat hen, cdi thién sy danh gid chat lugng
séing dic hiéu do hen, so sanh véi placebo. Montelukast ciing cai thién rd rét FEVI budi sang, lam gidm tong “nhu ciu" ligu
trong ngay cha chit chiy vén B. Higu qua didu tri dat duge sau iBu du tién va 6n dinh téi 6 thang dung lién tuc, ma&i ngay mot

"
lan.

Sy téng trudng & bénh nhi mdc bénh hen

Hai nghién cdu lam sang co dai chiing cho thdy montefukast khéng dnh hudng 1én kha ning phat trién co thé & bénh nhi trurde
khi day thi mac bénh hen. Trong mét nghién cliu trén tré em tir 6 tudi dén 11 tudi, sy phat trién co thé dugc danh gid bing sv
phat trién chigu dai cang chan, nhém ding montelukast 5 mg m&i ngay mdt I3n trong 3 tuin két qua cling tweng ty nhuw nhém
dung placebo, va & nham ding budesonide dang khi dung {200 g mai ngay hai 13n) trong 3 tuan thi thap hen mdt cach cd v
nghia thing ké so véi nhém dung gia dugc. Trong mat nghién clru kéo dai 56 tuin & tré em tir 6 dén 8 ndm tudi, biéu dd phat
trién & tré ding montelukast 5 mg mai ngay mdt [3n trong tir nhu nhdm ding gia duge (Gia trj LS trung binh cho montelukast
va gia dugre turong ing 13: 5,67 va 5,64 cm/nam), va & nhom ding beclomethasene khi dung (200 ug, méi ngay hai [an) thi tri s
nay thdp hon mdt cach cd y nghia {gia tri LS trung binh: 4,86 cm/ndm) & bénh nhi dung khi dung, so v&1 nhém dung gia dugc
[khdc biét gid trj trung binh LS (V&i do tin cdy 95%) la: -0,78 {-1,06; -0,49}) em/nam). Cd montelukast va beclomethasone déu

cho lgi ich |Am sang trong digu tri cic bénh nhin hen nhe mét cdch 6 ¥ nghla so véi nhém dung gia dugre.

Tré em tir 2 181 5 ndm tudi

Trang nghién ctru 12 tudn, ddi chirmg placebo & tré em 2-5 tudi, cho udng Monteiukast mdi ngay mot [3n 4 mg, d3 cdi thién
vitng b&n cac thdng 58 kiém soat hen, khéng phu thudc vao diéu tri phdi hgp vdi thufc ngira hen, so sanh véi placebo. 60%
nguéi hénh khdng ding céch didu tri ki€ sodt hen khac. Montelukast cai thién rd cic triéu chirng ban ngay {bao gdm ho, kha
khé, réi loan vé th& va han ché hoat ddng) va cac triéu ching ban dém khi 50 sanh véi placebo. Montelukast ciing |3m gidm ré
rét “nhu cau” thude chi vén B va corticosteroid cdp cku so vdi placebo. Ngudri bénh dung Montelukast ¢é ngay hét hen nhiu
hon médt cich cé ¥ nghia thdng ké so vdi nguiti bénh & nhom placebo. Higu lue diu tri thay ngay sau lidu d3u tién. Thém niva,

56 lugng bach ciu wa eosin trong mdu toan phin cling gidm rd rét.

V& ngursi bénh diing phdi hpp corticosteroid dang hit

Nhirng nghién ciru riéng ré & ngudi 1&n cho thiy khi ndng Montelukast dung phdi herp vai corticosteroid dang hit co tac dung
hiép déng trong lam sang va cho phép gidm lidu steroid khi ding phéi hop. Trong nghién citu 6 ddi chirng placebo, ngudi bénh
khoi ddu ding corticosteraid dang hit véi liu khodng 160C pg mdi ngay, trong giai doan st dung placebo d3 giam dugc ty 1& sir
dung steroid khodng 37%. Hon nira, Montelukast ¢con giip giam 47% lidu corticostercid dang hit so voi 30% & nhom dung
placebo. Trong mét nghién ciru khac, Montelukast dem {ai lgi ich |13m sang céng thém trén cdc déi tugng duge duy tri nhung
khéing kiém sodt duee thich dang vdi corticosteroid dang hit [m8i ngay dling 400 ug beclomethasone). Ngimng hoan toan va dot
ngdt beclomethasane & nguér bénh dung phdi hop Montelukast vii beclomethasone gy tic hai v8 1am sang & mat s4 trudng
hgp, ching td nén nglng thudc din dan theo mirc dung nap hon 13 ngirng dét ngdt. VoI ngudi bénh man cdm wéi aspirin, hiu
hét trong s8 d4 |2 khi phdi hgp corticosteroid véi dang hit va uBng, Montelukast ¢ ¢d ¢di thién dang k& v cac thang & kigm

sodt hen.
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Vdi ngudi bénh co that phé qudn do gang sirc

Montelukast mdi ngay uéng mét i3n 10 mg sé ngin nglra dwoc sy co thit ph& quan do ging sire & ngudi tir 15 tudi tré 1én.
Trong nghién ciru 12 tulin, Montelukast cho thay (rc ché rd rét mirc d va théi gian gidm sit FEV1 hon 60 phut sau ging sie,
phin trdm gidm FEV1 t3i da sau gng strc va thai gian hdi phyc 5% cla FEV1 truéc khi géng stre. Hiéu qua bao vé nay |4 khéng
thay déi xuyén sudt qud trinh didu trj, chirng té khéng cé tinh trang quen thudc. Trong mét nghién clru bat chéo riéng biét, thiy
téc dyng bao vé nay dat dugc sau 2 ngay ding thudc, méi ngay udng mét [an. Véi bénh nhi 6-14 tudi, cho udng vién nhai 5 mg,
trong mét nghién clru bit chéo tuong ty, ciling thiy co tac dyng bao vé nhu & ngudi 16n va sy bao vé nay dugc duy tri subt
khoang céch lidu (24 gio).

Tdc dung trén viém trong hen

Trong cac nghién cru lam sang, Montelukast dugc chirng minh (rc ché cd sy co that phé quan & pha sém va pha mudn do di
nguyén. Vi sy thdm nhim té bao viém (bach ciu wa eosin) I3 ddc trung quan trong cla bénh hen, nén da cé khao sat anh
huéng clia Montelukast 1én bach ciu wa eosin & mau ngoai bién va & dwéng thd. Trong cac nghién ciru Iam sang & pha lib/Ill,
Montelukast cho thay lam giam ré rét cac bach cau wra eosin & mau ngoai bién, gidm 15% so v&i khai diém va so véi placebo. &
tré em tir 6 dén 14 tudi, Montelukast 1am gidm bach c3u wa eosin & mdu ngoai bién 13% qua 8 tudn didu tri so véi nhém
placebo. Montelukast cling lam giam rd rét bach cdu wa eosin & dudng thd, trong dém so vdi nhém placebo. Trong nghién cir
nay, lwgng bach ciu wa eosin & mau ngoai bién gidm va tiéu chi danh gia |am sang vé hen cai thién trong nhém didu trj véi

Montelukast.

Nahién ciru Idm sang - Viém mii di wna

Hiéu lyre clia Montelukast trong diéu trj viém mii dj (rng theo mua dugc nghién ciru trong cac thir nghiém tuong ty ngau nhién,
mu kép, kéo dai 2 tudn, c6 d8i ching placebo, trén 4924 ngudi bénh {c6 1751 ngudi dung Montelukast). Nhirng ngudi bénh tir
15 tudi trdy 1&n, €6 tign sir viém mii dj ing theo mua, xét nghiém ngoai da duong tinh trong it nhat mdt mua gdp di nguyén va
c6 nhirng triéu chimg rd rét v& viém mi di (rng theo mula vao lic khéi dhu chng trinh nghién ciru,

Trong mét phén tich phéi hop cla 3 nghién ciru chl chét, sl dung Montelukas 10 mg cho 1189 ngudri bénh (mdi ngay 1 I3n vao
budi t6i) 1am cai thién rd rét cac tiéu chi chinh, chi s6 cac triéu chirng & mdi lic ban ngay va cac biéu hién lam sang {(nhu xung
huyét mii, chdy nudc mdi, nglra mii, hit hoi); chi s cac tridu chirng ban dém (nhu xung huyét mii khi thire, khé ngd, thirc
gidc nhidu [3n ban dém); chi s8 téng hgp cac triéu chirng (bao gbm ca hai chi 58 triéu chirng mdi ban ngay va ban dém); va qua

danh gié tdng quat clia ngudi bénh va bac s§ v viém mii dj irng so vdi placebo.

Trong mdt nghién ciru khac kéo dai 4 tuin, sir dung Montelukast méi ngay 1 [3n v3o budi séng cho thay hiéu lyc trong 2 tuln
dau manh hon rd rét so véi placebo va phu hep véi hiéu lyc dat duge trong cac nghién ciru ding lidu vao budi téi. Hon nira,
hiéu lire qua toan bd 4 tuan cling nhat quan véi cac két qua cla 2 tuan.

V@i ngudi bénh trén 15 tudi bj viém mii dj ¢ng theo mua, s&* dungMontelukast cho th3y [am giam trung binh 13% lwgng bach

c3u ua eosin trong mau ngoai bién so vai placebo, qua céc thai ky didu tri m kép.

Hiéu lyrc cha Montelukast diu trj viém miii dj ng quanh nim dugc nghién ciru trong hai nghién ciru c6 déi ching placebo,
thiét k& twong ty, chia nhom ngdu nhién, miu kép kéo dai 6 tudn, trén 3235 ngudi bénh (trong dé 1632 ngudi dung
Montelukast). Tudi ngui bénh 1a 15- 82 tudi cé tien sir viém mai dj ¢ng quanh n3m, xét nghiém da két qua dwong tinh do dj
nguyén quanh ndm (bae gbm dj nguvén byi nha, léng stc vat, bao t& méc) v ¢ cic tridu chirng ndi bit vé viém mii dj tng
quanh nim khi khéi dau didu trj.

Trong mét nghién ciru, Montelukast 10 mg sir dung 1 [3n méi ngay cho 1000 bénh nhéan dugc chirng minh cai thién rd rét vi
tiéu chi chinh, cac chi s§ vé tridgu chirng & mii ban ngay (xung huyét mii, chdy nwée mii, hat hoi) so véi placebo. Montelukast
ciing cho thdy cai thién viém mdi dj ‘ng qua dénh gia cha bénh nhin nhu néu trong tiéu chi phu vé Danh gid toan ciu triéu

chung viém mii di (ng bé&i bénh nhan, va thang diém danh gia chung Chat lugng cudc séng trong bénh viém két mac - mi
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{trung binh diém 56 cGa 7 inh vire hoat déng: gidc ngd, céc triéu chirng khdng-mii/khéng-mat, cic vén d& trong thyre hanh, cic

triéu chirng & riii, cac tridu ching & mat, cam xdc) so sanh véi placeba.
CAC PAC TiNH DUQTC DONG HOC:

Hdp thu
s 53u khi sir dung montelukast h3p thu nhanh va hdu nhuwr hoan toan.
e V&ivién nén bac phim 10 mg, nBng 46 Cra, dat duwgc 3 gier [T sau wdng d6i véi nguéni lon, udng thude 1Gc bung d6i. Sinh khé
dung khi ding thudc dutrng udng la 64%. Sinh khd dyng va Cax khéng bi dnh huéng bi bira &n chuin.
@ Yai vién nhai 4mg, 5 mg, ndng dd Cma. dat 2 gity sau khi udng lic déi. Sinh kha dung khi st dung 13 37%. Thire n khong cé anh
huréing lén trong 1am sang khi dang thudc dai ngay.
. Higu lye wd dd an todn 43 dugr ching minh qua cac nghién cdu [dm sang, khi dung vién nhai 4 mg, 5 mg, vién nén bao phim 10
mg, str dyng khing tinh dén théi gian bira an.
Phdn b6
. Homn 99% Montelukast gdn két vdi protein huyét twong. Thé tich phan bd (Vd) trong trang thai 4n dinh cla montelukast 13 8-11
Iit. Nghién ciru trén chudt eéing véi montelukast danh diu cho thay thude rdt it phan b8 qua hang rio mau ndg. Hon nita, ndng
dé cla chat danh ddu sau khi udng 24 gitr 13 t8i thidu trong mei mé khic.
Sinh chuvén héa
»  Montelukast chuyén hoa r3t manh. Trong cdc nghién ciru voi ligu digu tri, cic ndng d6 trong huyét tuong cla cac chit chuydn
héa cha montelukast khéng tim thay dwgce trong trang thai 8n dinh é& ngeéi Ién va tré em.
. Nghién ciru fn vitro, s dung microsame gan ngudi, cho thiy cytochrome P450 3A4 va 2£9 |am xic tac cho chuyén hda cla
montelukast. Dira vao cic két qua khac in vitro trén microsome gan ngui, thay cic ndng dd diu tri cda montelukast trong
huyét tuong khiing e ché cic cytochromes PASD 3A4, 2C9, 1A2, 2A6, 2C19 hay 206.
Bao thai
. D6 thanh lgc cia montefukast trong huyBt trgng {3 45 mL/phdt & ngudi [n khde manh. Sau khi udng montelukast danh diu,
86% chat danh dau duge tim thay trong phan cla téng cing 5 ngay va duéi 0,2% thai qua nudc tidu. BiBu nay clng véi sy tinh
todn sinh khé dung cia montelukast dung duwéng udng cho thiy montelukast va cde chdt chuyén hoa cla thufe durge thai gin
nhu hodn toan qua mat.
. Trong nhigu nghign ciru, théi gian ban thai trong huyét tuong cla montelukast la 2,7-5,5 gity & ngual tré tudi khde manh. Dugc
dong hoc cia montelukast hdu nhuw tuyén tinh khi udng tdi lidu 50 mg. Khéng co sy khie biét vé dugc dong hoe khi udng thude
vao budi sang hodc t&i. Khi udng 10 mg montelukast mét Fn trong ngdy, hau nhu rat it tich Iy chit me montelukast trong

huyBt tuong (x3p xi 14%).

CHONG CHIi BiNH:

e Bénh nhan nhay cdm, min carm vi bat ky thanh phin nao cia thudc.

THAN TRONG:
. Chua xdc dBINHhién ciru, thoi giashura xae dBNHhién ciu, théyi trong didD|NHhién ciu, théi gian ban thai trong huydt twong
MONTESIN 4mg/5mg/10mg dNTESIN 4mg/Smg/10mgu, th
*  C6 thTESIN 4mg/5mg/10mgu, thév gian ban thai trong huyét trong cda montelukast 13 2,7-5,5 gitr & ngudri tré tudi khde manh.
Duge déng hoe cha montelukastMONTESIN 4mg/Smg/10mg.
®  KhigilN 4mg/5mg/10mg., théi gian ban thai trong huyét tirong cda montelukast |3 2,7-hen khéc, bao gdm céc thude déi khing

thy the leukotriene s& kéo theo trong mét sé hiém trudng hep sau: ting bach c3u va eosin, phat ban, the ng gilN
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4mg/Smg/10mg., th&i gian ban thai trong huyst twong cla montelukast 1 2,7-hen khdc, bao gdm cac thubc d&i khang thy the
leukotriene s8 kéo theo trong mdt s hiém tran nhin gud v cic chdt ddng gilN 4mg/5mg/10mg., théi gian thgilN
4mg/5me/10m déi chN 4mg/Smefl0mg., thi gm li li chN 4mg/Smg/10mg., théi gian & ngu ¢chN Amg/Smg/MONTESIN
4mg/smegf10dmg.
. Montelukast 4mg/5Sme/10mg co chira aspartame, phenylalanine. Ngwenydung milalanine rdi loan vé& chuyén héa Phenylalany!
{phenylketonuria) cnylketonuriardi loan vE ¢
s Dung hang ngay theo don ¢ chuyd s, tham chi ¢ khi khdng co cac trigu chung cda hen. Néu can hen va hai thd tré nén kém,
hay gip bac s¥ ngay lap tirc
s MONTESIN dmg/5mg/10 khang phii Id phrong phap didu tri con hen mét cach chudn xac. Néu con hen ngng xudt hién, ¢an
lam theo chi din clia bac 5§, tudn ludn mang theo thu@c kit trj hen khi ¢é com hen
e Khéng nén sir dung acetyl-salicylicacid {aspirin} hodc cac thudc khdang viém ndu ¢6 anh hudng téi bénh hen.
. Bat k¢ b&nh nhan nao trong tinh trang khang thudc hen cin chd y néu xudt hién két hgp cac tridu tring nhu cum, té bi hodc
cam gidc kim cham tai chan tay cic tridu tring v bénh phdi, phat ban cin ngay 13p tic gip bac s§
NGU'(1 CAO TUI:
. Khong co digu chinh g 451 v nguwdi cao tubi. Trong cac nghién ciru 13m sang, khdng thiy cd khac bigt gl vé cac thude tinh an
toan va higu qud cia MONTESIN lign guan dén tudi tac
PHU NI¥ €O THAI:
. Chura ¢ nghién ciru sir dung MONTESIN 4mg/Smg/10mg & ngudi mang thai

. NE&u ban dang mang thai, nghi rdng minh cé thai hedc dy dinh cd thai cin tham khao y ki€n cla thay thudc trudre khi sir dung

thude nay.

PHY N CHO CON BU:
s Chua rd sy bai tiét cia MONTESIN 4mg/5Smg/10mg qua sita me. Do d6 khdng nén s dung trong théi gian cho con bu trir
trudrng hep bude phéi st dyng
TRE EM:
. Tré em tir 2-5 tudi nén sir dyng MONTESIN 4mg dang vién nhai.
e Tréem tlr6-14 tudi nén sir dyng MONTESIN Smg dang vién nhai,
. Khong ding MONTESIN 10mg cha tré em dudi 15 tuoi

s Hiéu qua va tinh an toan ca thude 481 véi tré dudi & thang chua duge xé@c dinh.
ANH HUONG cUA THUSC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

° Chura c6 co' 5@ ching minh MONTESIN 4mg/5mg/10 anh hudng téi kha nang 13i xe va van kanh may moc.
TUONG TAC THUGC:

e Thong bdo voi bac s§ trirde khi sir dyng MONTESIN 4mg/Smg/10mg néu ban dang sir dung cdc thudc sau: phencharbital {sir
dyng trong diéu trj déng kinh) phenytoin {sir dyng trong digu tri ddng kinh), rifampicin (sir dung trong diéu tri lao va mét &
viém nhiém khac), gemfibrozil (sir dung trong didu tri m& mdu cao), cdc thudc chdng viem phi steroid, digoxin, estrogen va
progesterone, corticoid, thudc khang histamine H1

s (6 thé ding MONTESIN 4mg/5mg/10mg véri cac thude thudng ding khic trong dy phong va digu tri man tinh bénh hen va gigu
tri viém mii dj (rng. Trorg céc nghién clu vé tuang téc thudc, thay liéu khuyén cdo trong diéu tri cha montelukast khéng ¢ anh
hwdng ddng ké tdi duge déng hoc cla cac thudc sau: theophyiline, prednisane, prednisolene, thofic uéng ngira thai {ethinyl

estradiol/norethindrone 35/1}, terienadine, digoxin va warfarin.
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. Dién tich duéi dudmng cong (AUC) clia montelukast giam khodng 40% & ngudi cung dung phenobarbital, Khéng can digu chinh
ligu lrgng MONTESIN 4mg/5mg/10mg

s Céc nghién ctu in vitro cho thdy montelukast ia chit (rc ché CYP 2C8. Tuy nhién dir liéu tir cac nghién ciru tuong tac thudc voi
nhau trén ldm sang clia montelukast va rosiglitazone (i3 co chit dai dién cho céc thuoc dugc chuyén hda chi yéu boi CYP2C8)
lai cho thdy montelukast khéng &c ché CYP2C8 in vivo. Do d¢, montelukast khong lam thay di qua trinh chuyén hoda cla cac

thuéic duge chuydn héa chi yéu gua enzyme nay {vi dy nhu paclitaxel, rosiglitazone, repaglinide).

QUA LIEU:
e Khong cd thdng tin d3c hiéu vé vigc didu trj khi dung qud ligu
e Cac tridu chirng thuemg xdy ra nhat dugce bio cdo khi sir dyung qua lidu & ngudi 1dn va tré em bao gdm dau bung, budn ngu, khé
c8 hong,dau d3u, nén va tang dong.

e Lién hé va tu vin tryc ti€p vai bac sy

TAC DUNG PHUY:
e Theo cac nghién ciru tac dung phy phd bién nhit cla MONTESIN 4mg/5mg/10mg I daubyng, dau d3u va khd cé hong.
e D6 véi ngudi 16n c6 thécd cac tac dung phu khdc dugc bdo cdo gdm:mét mai, suy nhurgce, sét, dau da day, tiéuchay, kho tiéu,
viém nhiém dutrngrudt, dau rang, dau dau, chong mét, ngat mdii, cim, phat ban.

e DGivditré em tir 6-14 tudi cic tac dung phy sau d3 dugc bdo cdo gdm: sét, tiéuchdy, ndn mira, viém hong, cim, viém xoang

MGt s6 tac dung phy sau hiém khi duge bao cdo trong qua trinh luu hanh:

e Toan bd co thé: Mét mai, suy nhugce, phi né, khd chiu, cac phan (ng ting dong bao gdm qua man cam, ndi mé day, phat ban.

e R&iloan hé than kinh: Hoa méit chong m3t, cé nhirng gidc mo bat thudng, ac méng, do gidc, may mat, mat ngd, dé cau tinh, thai

@6 hung hing,bdn chon.

*  Rdiloan hé co xwong: gay ra chirng dau co, ké ca chudt rdt (vop bé)

. R&i loan hé tiéu hoa: tiéu chdy, khé miéng, khé tiéu, budn nén, nén

e R&iloan hé tim mach: ciing thing, hdi hp

. Rat hiém co truéng hop bao cao vé hdi chirng Churg-Strauss (CSS) trong vige didu trj bénh nhan véi Montelukast
Thong bdo ngay cho bdc s§ hodic dirgre sy nhirng tdc dung khéng mong muén gdp phdi khi ding thudc.

NEU QUEN SU DYNG:

*  C8 gdng st dung MONTESIN 4mg/Smg/10mg ding theo don clia bac s§. Tuy nhién khi quén udng thudc theo don vin gilt lidu
1 ngay 1 vién.

DIEU KIEN BAO QUAN:
s Baoquan & diéu kién binh thudng nhiét 6 dudi 30°C, tranh dnh sdng va am

QUY CACH DONG GOI:
e MONTESIN 4mg: Vién nhai mau hdng trén, 1 mit ¢d s& “4” mot mat nhin, Vi 7 viér{, hop.4 uf
. MONTESIN Smg: Vién nhai mau hong trén. Vi 7 vién, hop 4 vi 'r I
. MONTESIN 10mg: Vién nén bao phim mau be, tron hai mt 15i. Vi 7 vién, hop 4 \/le -
HAN DUNG:
e 24 thang ké tir ngay sdn xudt. Ngay san xudt, han ding dugc in trén vi va hop.
DE XA TAM TAY CUA TRE EM

. . . ’ .- JUQ. CUC TRUONG
DQC KV HUONG DAN S DUNG TRU'G'C KHI DUNG. NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC “I".TR UONG PHONG

i Yy L A
n/l{r;m(;{{?n S wy JSlung

THUOC NAY CHi DUNG THEO BON CUA BAC SV.
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NHA SAN XUAT VA BONG GOI GIT* QUYEN LU'U HANH SAN PHAM (MAH)
GENEPHARM S.A. AVRENTIM SP, Z 0.0.
18 km. Marathonos Ave, 194/362 Gréjecka str., Mazowieckie

Pallini Attiki, 15351, Greece{ Hy Lap} 02-390 Warszawa,,Poland(Ba Lan)
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