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TO HUONG DAN SU DUNG CHO CAN BO Y TE
1. Tén thude: MARTINEZ 10
2. Thanh phén ciu tgo cia thube:
M&i vién nén bao phim chira:
Hoar chat: Montelukast natri twong duong voi montelukast 10 mg
Ta duge: Tinh bt ngd 27.64 mg, lactose 74,10 mg. tinh bdt natri glveolal (type A) 9.5 mg.
hvdroxypropyiceilulose 1,2 mg, polyethylen glycol 6000 1.5 mg. lactose khan 15 mg,
magnesium stearal 1.4 mg, hyprometlose (E15) 3.5 myg, talc tinh khiét 1 mg, titan dioxyd |
mg. mau vang sunset FCF 0,5 mg.
3. Dang bao ché: Vién nén bao phim
4, Cie die tinh dwge hue hoe, dege ding hoe:

Dhrgre lire hoe:

Nham duge 1y: chit 651 vin thy thé leukotrien

MEATC: ROZDCO3Z

Céc leukotrienes cvsteinyl (LTC4. LTD4. LTE4) 14 cdc khdng viém eicosanoid manh duge
phong thich 1 céc & bao khic nhau bao gom 1€ bao mast va bach cau ai toan. Cac dén chit
trung gian tién-hen quan trong niy gin két véi cic thy thé leukotrien cysteiny! (CysLT) duge
lim thily trong duémg hd hip cue con ngudi va gly ra cac 1ac dpng trén duemg hd hip, bao
g0m co thilt phé quan, tiét nhiy, tinh thim thanh mach, va b sung bach ciu & toan.
Montelukast 14 hoat chit ding duémg udng, co lién két voi 4i lc cao v chon lge thy thé
CysLT1. Trong cic nghién clru Iam sang, momelukast irc ché co thit phé quan do hit LTD4 &
liéu thap 5 mg. Sau khi ubng 2 gié, quan skl thay hign wong gidn phé quan, Hiku qua gisin phé
quan giy ra boi mdt chi vin fi. 2 thudc tinh chng thém cua montelukast. Diéu tr} véni
montelukast lam (¢ ché cd diu pha vi cudi pha co thiy phé quan do khang nguyén.
Montelukast, so sinh véi gid duge, 1am giam bach ciu 4i 1oan trong hé mau ngoai vi ¢ ngwdi
lém via bénh nhi. Trong mdt nghién ciru riéng biéL diéu tri voi montelukast lam giam dang ké
st lwgme bach clu 4i toan rong dudmg hd hip (duge do trone dom) va trong mau ngoai vi nén
cai thién vige kiém sodt hen suyén lam sang,

Trong cac nghién ciru o ngudi lom, ding montelukast 10 mg mét ldn mdi nzay. so voi gié
dugre. chimg 16 sir cai thién dang ké gid i FEV1 vio bubi sang (10.4% so vai 2,7% thay dbi
tinth 1 duémg nén co 50, luu lugme dinh budi sang (PEFR) (24.3 Uphit so voi 3.3 Uphit thay
461 tinh tir dwbmg nén co s0), vé giam dang k& trong su dung 1dng chu vin fi (-26.1% so véi -
4.6% thay o1 tinh 15 duong nén co so), Cae wibu chimg hen suvén ban ngly vi ban dém o
bénh nhan duce cai thién dang kE so vai gia duge,
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“ghién ciru & agudn wuong thanh chimg minh kha niing cuz montelukast tae dgng them vao
céc higu gué lam sang cus corticosteroid dang hit (ty 1§ %o thay dbi tinh o dudng nén co 5o
¢ho beclomate- sone deng hit + montelukast 5o vai beclometason dom trl. womg mg v
FEV1: 3.43% so vai 1.04%; st dung chid vén B: -8,70% so0 vai 2.64 %) So v0i beclometason
dang hit (2001 g mdi ngdy hei lan bing thiét bl spacer), montelukast chirmg 16 ¢6 phan img
nhanh hem & giai doan ddu. mc di rrong nghién ciu 12 win, beclometason cho higu qua diéu
tri cao hom 1v 1 trung bink (tinh ty ié % thay d5i theo duimg nén co s cho beclomelason so
vin montelukast, twomg img vl FEV1: 7,49% so wol 13.3%; sir dung chu vin f: -28.28% so
v -43.89%). Tuy nhién, so vgi beclometason, phan lén béan nhan diu i} véi montelukast
déu dat duge dhp dng tuong ty nhu Him sdng (vi dy, 30% bénh nhan duoc digu tri bing
beclomeizson dai duoc sy cal thifn vé FEV1 khoang 11% hofic nhigu hon dutmg nén co 56,
trong khi o6 khoang 42% bénh nhin duge digu tri biing montelukast dat duoe cong mér phin
img).

Trong mit nghidn ciru § win & bénh nhin tré em 1w 6 - 14 twdi. ding montelukast 5 mg mét
lfin mdi ngay, so vol gia duge, 4 cai thidn dang ké chire nang hé hilp (FEVI §,71% so véi
4164 thay d6i tinh i dudng nén co so; PEFR budi séng: 27,9 liphit so vai 17,8 Iipht thay
361 tinh 1ir dufmg nén co sé) va can thidt phii gidm s dung chid vin B (-11,7% so voi §2%
thay 86i tinh tir dudmg nén cer si).

Trong mét nghién ciru 12 thang so sdnh higu qua cia montelukast voi fluticason dang hit dé
kism soat bénh suvdn @ hénh nhi tir 6-14 woi bi bénh suydn dai ding nhe, montelukast duoc
chio 14 khdng thua kém futicason trong vide tang 13 1¢ “ngdy khong suyén” (RDFs) la diém
chinh coa myc téu, Trung binb trong giai doan didu tri 12 thing, ty 1& nghy khing suyén
(RFDs) tng 61,6 - 84.0 wrong nhdm montelukast vi 60,9 - 86,7 trong nhom fluticason. Sy
khéc bit giira cac nhom theo trung binh binh phuong 6] thiéw d3 gia ting v 1 phin tram ciia
ngiy khéng suyén oo v nehia thdng ké (- 2,8 vori khoang tin eéy 93% «4.7. «0.9), nhumg trong
2igi han duge x4c dinh trrde 1é dudd mire lim sing, C4 hai chit momelukast va fluticason déu
dd cal thign vide kidm soat hen suydn trén cdc thay ddi thir véu danh gid trony uizi doan 12
thang didu tri;

- FEV! thng tir 1.83 L ¢én 2.09 L trong nhidém montelukast va tr 1,85 L dén 2.14 L trong
nhom fluticeson. Sy Khac bigt gifra cac nhom v&i wung binh binh phirong t6i thigu co ¥ nehia
13 FEV) ting duge -0,02 L v6i khodng tin-cdy 95% -0,06, 0.02. Gid ri trung binh gia ting
theo 1v 1§ % tinh tr duomg nén ¢o s cua FEV] duoe du doan li 0.6% ¢ nhom digu i
momelukast. v 2.7% ¢ nhom diby i Auticason. Sy khie bidt vé trung binh bink phuong t0i
thiéu c6 ¥ nghia 1 co s thay d&i dang ké tinh r dubmg nén co s@ theo 1y 18 % cic dif dodn
FEV 11 -2.2% wdi khodng tin ¢y 95% -3.6. 0.7

< Ty 1§ %o ngy st dyng voi chi vin-f gam 38.0 - 154 wong nhom montelukast. va 3835 -
12.8 wrong nhom fluticason. Su khac hiét wilra cac nhom theo trung binh binh phugmg o thigu
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co ¥ nghia la ty 1€ %o su dung ngay voi chu vin-f 13 giam dang ké: 2.7 voi khoang tin cév 95%
cua 0.9, 4.5,

Ty 18 % bénh nhan bi com suyén (md1 cube tn cong cus bénh sevdn duoe dinh nghia nhu 12

khoang thoi gian 161 1 gdy ra do suyén, can didu 1ri bang steroid dubng udng. cin tham vin
bat si. can dua dén phong eip eiru holic ein ndm viéni 12 32.2% trong nhom montelukass vi
25,6% wrong nhom fluticason; 1 1& chinh éch (voi khodng tin ciy 95%: 14 dang ké : bing
138 (1,04, 1,84}
- Tv i& % bénh nhin si dung (chil yéu bang dubmg udng) corticosteroid ¢é tac dung todn thin
trong thix gian nghién cire 12 17.8% véi nhoém montelukast va 10.5% & nhom futicason. Sy
khac biét gifta cac nhom theo trung bink bink phurong i thicu ¢d ¥ nghfa ré déng ké : 7.3%
véi khodng tn cfy 95% coa 2.9 11,7,

Vige giam ding ké sy co thdt phé quan do ging sire (E!1B) 43 dupe ching minh rong mét
nghién cine 12 tuln & ngubdi iom (mie thi da cua FEV 12 22,33% doi voi monelukast so vai
32.40% dbi voi gid dugc: thid gian &8 phye hi wong khoang 5% duimg nén ¢o s cis FEV]
la 44,22 phiit so vdi 60.64 phat). K& qua ndy o hidu lye trong sult i2 tufin cia giai dogn
nghidn elru, EIB giam eling duge ehimg minhi trong mbl nzhién ciu ngan han & bénh nhi tir 6-
14 i (giam 16i da FEV] 13 18,27% so véi 26,1 1%: thed gian d¢ phuc hoi rong khoang 5%
cia duimg nén co s cua FEV] 1 17,76 phit so vai 27,98 phit). Hiéu qua trong ca hai nghién
cirw ndy dd duge minh chirmg véo khoang cubi thr gian ding thude ngay chi ubng mét lin,
Vi cic bénh nhin hen nhay cém aspirin dirge nhdn Gong thoi thudc conicosteroid dang hit
va‘hodc corticosteroid udng, khi-digu trj bing montelukast, co so sanh vii gid dige, két qua
cai thign déng ké trong kiém soét bénh hen suydn (FEV1 8,55% so vai thay ¢&i -1,74% tinh tir
dumg nén co sér va gidm sir dung téng sb chi vin [§ 14 - 27,78% so v 2,09% thay dai tinh
dutmg nén co s,

Dhrgre difng hoe:

Hdp thy

Montelukast duge hép thu nhanh saw khi uéng, V@i vién nén bae phim 10 mg, nong 45 dinh
trong huyéi wong trung binh (o) dat dige ba gitr (T, ) sau khi tiém o ngudi 1o tac doi,
Sinh kha dung duimg ubng trung binh 14 64%. Sinh kha dung duémg udng vi Cra khing bi
dnh hudmg bai mdt blra &n tiéu chuin, An todn va hidu qui da duge chimg minh trong céc thi
nehiém lam sang khi ding vién nén bao phim 16 me khdng lién quan dén thisi gian bire &n,

V@i vién nhai nén 5 mp. T, dat durge trong hai gio sau khi ding @ ngudd lm khi ddi. Sinh
kha dung dutmg ubng trung binh 14 73% va giam xubng con 63% vac bita &n Géu chudn,

Pirdn béi
Hon 99% montelukast lién két voi protein huvét tromg, The tich phin b trung hinh & trang
that on dinh cua montelukast wr 8-11 lit heahién elru wén chudt voi monelekast duoc danh

dau bang dong vi phong xa chi ra ¢d phin biv 10F thidu qua hang réo mau ndo. Ngodi ra. nong
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86 cac char duge dinh diu bng ddng vi phéng xa 24 gid sau khi dong thude 16 thip nhér trong
téE Cit CAC mo.

Chwén how

Montelukast duge chuyén hoa rong ril. Trong cae nghign i vai lidu digu ir, nong df trong
huyer tweng clia chit chuyén hea cua montelukast 1 khéng thé phat hign & trang tha an dinh
o ngud lm v tre em

Cwvinchrom P450 2C8 |4 enzvm quan trong trong sy trao ddi chit cie montelukast. Ngodi ra
CYP 3A4 v 209 cd thé cb mit dong gop nho, mic di itraconazol. mdt chit e ché 3A4, ¢3
durge chimg minh khéng thay d6i cic thng sb duge déng hoe cis montelukast & ngud khoe
manh khi ding figw 10 m2 montelukast hang ngdy. Dyz trén két qui jn vitre wong ¢ic vi lap
thé & gan ngud, ndng dd trong huvét tuong cia montelukast didu tri khing o ché cytochrom
PAS0 3A4, 206, 1AZ, 246, 2C19. hohe 2D6. Su dong ebp cua céc chat chuyén hoa dén hidu
qué didu tri cia montelukast 14 157 thicu,

Thai trie

Thanh thai trung binh trong huyét nrong cia montelukast 14 45 mliphit & ngudi trudng thank
khoe mgnh, Saw mé1 litu udng cia montelukast danh déu bing ddng vi phang xa, 86% phong
xg 0% dupc thu hdi rong phin sau 5 ngay vi < 0,2% di dirge thy hdi trong nude tiéu. Uac
tinh khé dung sinh Koo dutmg ubng montelukast chi ra ring momelukast va cac chit chuyén
o et né kau nhu chi duoe ba tié thine qua mét.

Nhom bénh nhan dic bigt

Khong cin thigr diéu chinh lie homg cho ngudi cao tubisuy gan W nhe dén trung bink,
‘Nghién cifu ¢ bénh nhiin suy thén chua duge thuc hién, Vi montelukast vé cic chat chuyén
héa cia nd duge bai Gid qua tuyén duimg mat nén khdng diéu chinh lidu luomg cho bénh nhin
suy than, Khing co s ligu vé duge ding hoo cua momelukast o bénh nhén suy gan ning (> 9
diém Child-Pugh),

Véi liu cao montelukast (20 - v 60 lan Hiéu khuyén cao danh cho ngubi lémj, nbng d
theaphyllin wony huyét wong giam. Khong quan s thiv hidu img néy o lidu khuyén cio 10
mg mbi ngay mot lan.

An toan tién lm séang

Trong cac nghién ciru 46¢ tinh d6ng vat, theo cée xét nghifim how sinh thi sy thay d6i nbng 45
ALT. glucose. phospho va triglveerid trong mau ot nhe. Cac dau hiku déc tink wén déng vin
b tAng bal tié1 nurdc bot, cac trigu chimg da dav-rudL di ngodl phin lone va sy mar cin hing
ion. Nhimg dau hidu dé xdy rz khi dong ligu mi the ddng cua thuodce trén 1oén co the edp hon
17 ln o v khi ding lidu 1am sang. O khi. cac tic dung phy xuft lién khi ding Fiée i 150
mg/k/ ngdy (1de dhng cua thube trén todn thin gip hon 232 1in so val kni ding Bée lam sang).
Trong cic nghién ciu trén dng var montelukast khong énh hoong dén kha nang sinh san hay
khe ning sinh san o lidu ding cd thc dhng én toan than gdp hon 24 lan so vai kin dung Tidu
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lim sang. Trong nghién civ khé ning sinh sin o chugl me voi [éu ding 200 me/ke/nedy (1dc
diing trén toén thin |ém hom 69 lan so vai khi ding [y Bm sang). ghi nhin duoc sy giam nhe
trong lwang ¢ chudt con. Trong che nghién oiw trén the, khi ding liée o6 te dng trén 10an
thiin gap hon 24 140 so vai khi ding lidu lAm sing. nhiin thiy ty & cua su hoa xwong khing
diy dé cao hon so val djng var kiém sodt dong thii. Khang nhin thiy hir thirng & chadt
Montelukast di duge chimg minh di qua duge hang rio nhau thai va tiét vio sTia dbng vt
Khong co truimg hop 1w vong sau khi ubng lidu don montelukast natrd 161 du lén dén 5000
mgkg & chudt (15.000 mg/m™ va 30.000 mg/m” trong img & chudt nhit vi chudt cong). Lidu
nay twomg duong vii 25.000 ln ligu khuyén cio hang ngay danh cho ngudi lon cua con ngudi
{dua trén trong lugng bénh nhin newdi lom 50 kg).

Muontelukast & duge xéc dinh khong giv ra the hal anh sing & chudt vai tia UV A, UVB hodc
viing anh sang nhin thity & liéu [&n dén 500 mg/ke/ngay (Mom hon gip 200 lin dya tén e
déng trén todn thin),

Montelukast khing gy ra it bién hay khdi u trong cac thir nghidm in vitro Vi in vive 6 lodi
£@m nhdm,

5. Quy cach dong goi: Hop 1 vix 10 vign

6. Chi dinh, liéu ding, eich ding, ching chi dink:

a, Chi dinh:

Montetukast dugre chi dinh trong diu tri bEnh hen suvén nhu ligu phap b sung & ngwini Itm vi
thanh thidu nién trén 15 whi cb bénh hen suydn dai ding nhe dén trung binh ma khéng kiém
sodt duge bing corticosteroid dang hit v bénh nhiin mi ¢hi van B tic dung ngdn “khi cdn
thier” khong kiém soat dugc tridu ching,

Bigu tri hen phe quan man tink, bao gbm dy phong cac tridu chimg hen Ban ngdy vi ban dém,
dit tri nguoi hen nhay cam véri aspirin, va di phong eom co thit khi phé quan do ging sic.
Momelukast duge chi dinh d&-lam gidm cde iféu chimg ban ngay va ban dém cia vigm mii dj
img theo mia va viém miii di (mg quanh nim ¢ho ngwdd lm va thanh thigu nign tir 15 i trg
1&n.

b. Litu ding. cich ding:

Diing vién nén bao phim Martinez 10 mbi ngay m1 lan.

Bé chira hen. cin uing thube vao budi i,

Vi viém mii di img. thévi gian dang thude iy thudic vae nhu ciu éos timg 451 igmg,

Véi npwin bEnh vira hen vira viém mii di img, nén ding mbi ngay mt ligw, vao bubi 1hi

Negwen bom, 1 15 tudi trdr €0 bi hen vivholie vigm mii di umg: mai ngay mi1 vién 10 mg.
Khuyen cho chung:

Higu lue dido tri cua montelukan dua vioe cde thimg 56 kiém tra hen s& dat trong mot ngay. C6
thé uong thuoe cing hojic khing ciing thirc &n. Cin din ngudi bénh tiép wic ding montelukast
méic dit con her @3 bi khang che. cling s trani csc thét ki bf hen ngng hom,
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Khéng nén si dung dong thon véi cac thude Khidc cb clng hoat chil montelukast,

#hong can didu chinh lidu cho ngudi suy than, ngudi suv gan nhe va trung binh, hodc che
timg gion tinh,

Diéu trj montelukast lign guan 1ai cac thube chira hen khac:

Montelukast co thé ding phéi hop cho ngudd bénh dang theo cic ché 45 disu tri khac.

Cadm ligu cac thube phéi hop:

- Thuc gidn phé quan: co the thém montelukast vao che 4 dicu tri cho ngual bénh chus duge
Kiém sodt day du chi bang thubc gign phé guan. Khi co chimg of ddp dng Jim sang, thirimg
sau lige déu tién, cb thé gigm 1idu thube gian phé quan néu dung nap duge.

- Comicosteroid dang hit: cing ding momelukast mang thém loi ich didqu i cho ngudi bénk
dang diing corticostervid dang hit. Ci thé gidm liku corticosteroid néu dung nep duoc. Tuy
nhign, liéu corticosteroid phai giam din din duoi si eidm sat cis thiy thube. O min sb ngudi
bénh, liéu lwong corticosterord dang hit co thé it khot hodn toan. Khang nén thay thé dit ngot
thubc eorticosteroid dang hit bing momelukast,

g Chéong chi dinh:

Quz man véi hoat chit holic véi bi ky thanh phin nae cus thube,

7. Thiin trong khi ditng thude:

Co thirt phé quan

Montelukast natri khong duge chi dinh dé ding trong trudmg hop co thit phé quan wong con
hen suy@n cép. bao ehm cé tink trang hen.

Bénh nhin cin duge wr vén dé ding thube diéu tri thich hop. iy 1 vid montelukast nati 86
thé duac tiép tuc khi bi nhitng com hen suyén ¢ip. Bénh ahin 1én con hen suyén sau ki Wp
thé dyc nén cé siin thudc chil vin i ding hit cb the dung nglin dé cins nguy,

Swe dung dong thii corticosternid

Trong khi giam dén liéy corcosteroid dang hit dudt sy giam sar y 1, khbng nén dbt ngin thay
corticosteroid biing montelukagt natri dang hit hode ubng.

Nhay cam vii aspirin

Hénh nhin nhay cam vai aspirin nén teanh Uiép tuc ding aspirin hofic cac thudc chong viém
khéing steroid trong khi ding montelukast natri Mic dit monielukast natri o6 higu qua trong
vige cai thién chirc niing dwong hd hap & nguoi bi hen suvén nhay cam vdi espirin, nhimg
khéng chime 16 Togi bo duge dap (mg giy co thit phé quan do aspirin va cac thube chdng viém
khéng steroid khac & bénh nhén hen suyén nhay cam vi aspirin.

Tridu chimg tdm thén kinh

g rigu chimg tm thiin kinh da dirge ban ¢ha & newi 1én, thanh thidu nisn va bénh nhi ding
montelukast nate. Bao cao trony qui trinh luu bank san pham wén thi thudmg bao gor kich
dong. hank vi hung héng hodc thi dich, jo &u. wim cam. mar phuong hudng. mng du. do
gidc. mat ngii. dB Bj kich thich, bon chén, ming du. 66§ wime v sat (bad gbm cb ue W) va
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run my. Cac chi tiét iam sang cua mdts0 bao cao saw khi san phim luu hanh wén th trueng
phis hirp vl higu dng cda thube.

Tdng so lermg hach edu di joan

Bénh nhan hen didu i voi montelukast natri ¢6 thé xudt hign 1ing bach cu ai toan hé thing,
dai khi o biu hign 1am sang cua viem mach phi hop véi hoi chimg Churg-Strauss, tinh trang
thutmg duge digu iri bing lidu phap corticosieroid toan thin.

Thoi kv mang thai

Nghién ciri trén ddng vat khong chi ra tdc hai A1 vdi thal k¥ hodic phil trién phdi thail thai
nihi. Méi lién hé nhan qua cia vige sir dung vién nén bao phim montelukast natri 10 mg va bao
cao hiém glp truomg hop bi dj ti (khuyt 1t chi) wong qué trinh fwu hdnh san pham wén thi
truomg chua duge xac lap. Chi st dung vién nhai nén montelukast natri trong khi mang thai
néu that sy cdn thiés.

Thii kv ¢ho con bu

Nghién ciiu & chubt cho thiy monielukast ¢6 16t quz sira. Khong biét duge liéu montelukast
cb tift trong sira me o ngudi hay khong. Céc bé me cho con bil chi sir dung vién nén
montelukast natei khi thit can thiér.

Anh hwdmg dén kha nang lai xe vi viin hinh may mac

Montelukast 6 thé gy ra tae dung khong mong mubn nhy dau dau, bubn ngu. chong mit, do
gide. Do do, bénh nhin ding montelukast nén thiin wrong khi 14t xe bay vin hénh may moc.

Ta dirgre;

Thube eb chira t& duoe lactose, ein thin trong & nhimg bénh nhin cd vin ¢é di wruvén higm
gap cuz khong dung nap galactose, thiéu hut lactase Lapp hoac kém hap thu glucose-galactose.
Thube cb chira té durge tinh boL Vi tinh bt ¢ thé chira lGa mi nén bénh nhan bi di img lia mi
khéng nén ding thude nav,

4 co bio cdo xav ra cac phan (g qué man (phat ban, ndi mé day vi phi) véi cée thude cd
chira 14 duge polyethylen glveol,

8, Twong tac thube

Montelukast ¢6 thé duge ding v cic lidu phap khic thuimg duge st dung trong dy phong va
diéu tri hen suyén man tinh. Trong céc nghién clru twong tac thude. liéu lam sang kbuyén cao
cia montelukast khong cd anh hudng quan trong trén iam sang trén duoe dong hoc coa cac
thuoc sau:  theophyllin, prednison, prednisolon, thudc wéng wénh  thal  (ethinyl
estradiol/norethindron 35/1 ). terfenadin, digoxin va warfarin,

Dign tich dudn duomg cong (AUC) cus monteiukast bi giam khoang 40% khi ding cing
phenoharbital, Vi montelukast chuvén hoa bat CYP3A4, 208 va 209 nén can thin wong dic
biét 1 & tre em, khi ding dong théd montelukast vdi cac thude gay cam img CYP3A4, 208 va
2C9 nhiy phenytoin. phenobarbital. rifampicin.

Trong nghién ciru i vitre 92 cho thdy montelukast 1 | ¢hit G ché manh CYP 2C8. tuy nhign

: MR



https://trungtamthuoc.com/

dit figw t mdt nghién ciru tuemg téc thude lin sang lién quan dén momtelukast vi rosiglivazon
imét thubic dai dién chu véu duge chuyén hos bai CYP 208) da chirg minh ring montelukass
khéng e ché CYP 208 in vivo. Vi viiy, montelubast dir kign 58 khéing lam thay 881 rd rét sy
chuyﬁn hda cus céc thube dupe chuyén hoa bat enzym niy (vi du nbwr pachitaxel. rosiglitazon,
v repaglinid)

Trong nghién ciru in vitro di cho thiy montelukast 1a mt chit nén cia CYP 208 vi méat mire
d it hon ding ké cle 209 va 3A4. Trong mt nghién cu trong tic thude 1am sang lién quan
dén montelukast vi gemfibrozil (chit ire ehé CYP 2C8 i 2C9) gemfibrozil lam tang tigp xic
hé thong cus montelukast 4.4 ldn. Khong cdn didu chinh liéu ding théng thudmg cis
montelukast khi ding dong thad vai gemfibrozil hodic chit de ché manh CYP 2C8 khac. nhung
cée bac s7nén nhan thire duoc tiém ndng giz Wing cac phan img bét loi.

Diza wrén dir lidu thir nghigm in vitre, S5C Wwomg tac thube quan trong mang tinh lam sang vai
céic thube dre ché CYP 2C8 it higu luc (vi dy trimethoprim) thi khéng duge luéng trude. Ding
démg then montelukast véi iiraconazol, mit chill e ché manh CYP 3A4 din dén ting khang
ding ké wrong tiép xuc hé thbng cha montelukast.

9, Tac dung khiing mong mudn

Tac dyng khdng mong mudn c6 thé xay ra trong khi digu trj véi montelukast duge phin thanh
ede nham sau ddy theo this ty tn sudt gip:

Rt thuémg gdp (21 1 10)

Thuomg gip (=1 / 100 dén <1/10)

Ivesp 11000 dén <1/100Y

Higm gip (=1 / 10,000 dén <1/1000)

Rét hiém gip (<1 / 10,000},

Chira biet den (khong the wac tinh dwoe 1 di liéw co sin),

Montelukast da dwoe danh gic tromg cdc thi nghigm ldm séng nhue sau

- Vién nén bao phim 10 mg tén khoang 4000 bénh nhan bi hen i 15 wai wa 1én,

- Vién nén bao phim 10 mg trén khodng 400 bénh nhan bi hen k& hop vii viém miii di img
theo mita tir 13 whi wo lén

- Vién nhai § mg trén khoang 1750 bénh nhinnhi bl hen t 6-14 1wdi.

Céic tic dung khong mong mudn lién quan dén thubc trong bang sau trong cic thir nghigm 1am
sang co dii chimg gis dirge 43 duge bao cao 1 thuemg glip o bénh nhin hen duoc didu 1 vai
montelukast vty 1€ niy cao hom 5o voi nhimg bénh nhin duge diku 1 bng gia duoe,

[Hé co quan [Bénh nhin tir 15 1éi tro lén [Bénh nhan nhi tir 6-14 tuéi

i{Hal nghién elu kéo dil 12 wans v (ML thy nghigm 8 tudn: n=201)
1 = T793) I(Hai thu nghigm 36 wan n = 6i5) |
IR Toan hé thin kink  |Dau diu [Bau ddu |
|R&i logn tigw has |Bau bung :'

VAL
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Cac o nghi¢m ldm sang véi 55 luong bénh nhan it hon wong that gian 2 ndm o nawdi on vi 6
thang & bénh nhi tir 6-14 wéi cho théy thude tinh clia cic tac dung khing mong mudn khéng
cb sy thay doi.

Kink nghign suu khi dwa thude va thi trucmg:

Tac dung khing mong mubn dirge bdo cdo sir dung kinh nghiém sau khi dua thude ra thi
trudmg duge Tigt ké theo hé co quan v loai tae dung khdng mong mubn. Tin sudt gap duge
uoe tinh dya trén cac thir nghidém dm sang eo lién quan.

H¢ eor quan Tie dyung khing mong mudn Thn suat gap
Nhiém tring v nhiém ky sinh| Nhigm tring duems hé hip wén ™ [Rét thuomg gip
iring | l
Réi toan mau va hé bach huyét  Ting xu hidng chay mau Hiém gap
R6i foan hé mién dich Phan (mg qué méan bao gbm phanlit gip
| img phan v§.

Tham nhiém bach cau 4i toan & gan IRt hiém gap

R&i loan tdm thin Bit thuimg vé gidc mo nhu 4clit gap

Impng, ao giac, chimg qui hidul
dong tam thin viin dong (2dm tinh
dE bj kich thich, hidu dng, lo au
i nhit hanh vi hung h3ng va run),
i trdm cam, mdt ngi, |

Rung co Hiém gap

Ao gidc. co ¥ dinh vi hanh vi tr i, Rét higm gap

mit phuomg hudng
Réi loan ké than kinh Chong mat. budn ngd. di cam (cam|lt glip

|gidc bat thudmg)/giam cam gide. co

gift '
Réi loan tim Danh trong nguc Hiém gap
Roi loan hé hip. lbngnguc va  1Chay mau cam llt gap |
trung thit IH! chimg Churg Strauss lRéE hiém gap ]
Roi loan da diy-ruft [Tieu chay * . buon ndn * .non* | Thuimg gap |

[Khd migng. kho tiéu, .H‘ ip |
tRéi logn gan mat :\(‘mg dd wansaminase huvér thanh Thudmg elp .
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[(ALT, AST)

mitL viém 1& bio gan, va 1on thuong
gan nhidu thanh phin)

Viem gan (bao sdm viém gan R& hidm gap

Thudmg gép

Roi logn da v mé dudi da Phit ban *
B&m tim, nGi mé day, ngira I gdip
Phir mach Hiém gap
¢ Ban dé nodosum, hing ban da dang [RAt hiém gap
{RG1 loan oo xwong khip vimd  |Pav khop, dau co bao gom chudtit gap
[lign kér ritt -
!R&i ioan toan than vi tinh trang tai [$61 7 Thudme gap
fchd ding thube Suy nhuge / mét moi, kho chiu. phalit gap !
| né

1
it

{nghiém 1im sang.

* Tac dung khong mong mudn nay duoe bio cdo 1a thuémg gip & nhimg bénh nhén duoc digu i
béng montelukast, v cling thudmg gdp ¢ nhimg bénh nhin ding gid duge trong cde thir nghiém

lam sang.-

|' Tée dung khong mong mubn nay duge bao cao 1a rit thudmg gap & nhimg béah nhén duec d]éul
jui bing montelukast, vi ciing rit thirdng gip & nhiimg bénh nhin dimg gid duge trong cie thir

10. Qué lidu vi cach xit tri

Khéng ci thong tin dac hidu vé didu i qua lidu vai montelukest, Trong che nehign ciru hen

suyén man, bénh nhin ding ligu monielukast 1&n dén 200 mp/mpay trong 22 tudn va trong cic
nghién ey ngan han, bénh nhin ding lide 1n dén 900 mg/ngdy rong khoang mot wén ma
khdng €6 tae dung phu guan trong néo rong Him séng.

Cilng o6 bao cdo clia qui lity cap sau khi thude dua ra thi trrémg vé trong cic nghién ol lam

sing vol montelukast. Cic bao cao ndy bao pom ¢ 0 tré om vi ngudi 16m voi liéu cao nhat iéa

téi 100 mg {khoang 6| mg/kg v&i mdL dira tre 47 thing tudi). Nhimg két qua rong phong thi
nghigm vi trong tm sang pho hop vai 1dng quan vé dé an 10an o nuwdi lon vi cac bénh nhi,

Khong gip cac phai img co hat rong phan lon cac ban cio qué libu. Nhimg phan img bay gip

nhét ciing teromg to nhu i liéu vé thuge tinh an toan cia montelukast bao gam dau bung bubn

ngi, khal dau déu. nin va wdng kich done,

Chua o monielukast o the thim weh duoe que méng bung hay loc mau

J\r?ﬂ/
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1. Cac daw higu ein lueu ¥ va Khuyén eao

Thude ny chi dimg theo dom cuw bic 57

Doe ki hudmg déin si dung triece khi dimg. Néu cdn thém théng tin, xin hoi y kién bée
si hode duge 5T

Théng bao cho bac ST nhitmg tac dung khdng mong mudn gép phai khi s dung thude,
Dé thude xa tdm ay tré em,

Khong dimg thuoc qud han in trén bao bi

12, Ditn kién bac quan, han diimg

Biéu kign bao quan: Bao quan & nhigt d§ dudi 300C, trinh 4nh sang va 4§ dm.

Han ding: 24 thang ké v ngay san xuit

13. Tén, dia chi ciia co sé sin xuit

M{s Akums Drugs & Pharmaceuticals Lid.

Bia chi: 19-21 Sec-6A, LLE. SIDCUL, Ranipur, Haridwar - 249403, An D§.

14. Ngaiy xem xéf sira ddi, ¢ip nhit lai ndi dung hwong dan sir dung thuoe.

R
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TO HUONG DAN SUDUNG CHO BENH NHAN
1. Tén thude: Tén thude: MARTINEZ 10
1. Khuyén cio:
Doc ki Inegmg ddn s dung trece ki dimg
Dé xa 1dmi iay 1é em.
Thang bao che bide 8T hode dirre 5T nlitng tde dung Bhing nong mudn gdp phal khi s dung
thudc.
Thude nay ch ding thea dow cua béc 5T
3. Thinh phin, him lwgng cia thude:
MBi vién nén bao phim chire:
Hoat chdr: Montelukast natri twong duong vii montelukast 10 mg
Ta duwere: Tinh bt ngd 27,64 me, lactose 74,10 mg, tinh bt natri glyeolat {type A) 9.5 mg,
hydroxypropylcelivlose 1,2 mg, polyethylen giveol 6000 1,5 mg, laciose khan 15 meg,
magnesium stearat | 4 mg, hvpromellose (E15) 3,5 mg. talc tinh khigt | mg, titan diexyd |
mg, mau vang sunset FCF 0,5 mg,
4. M td sdn phim:
Dang bao ché: Vién nen bao phim
M ta: Vién nén bac phim, hinh tron, mau cam;, co khia & hai mat.
5. Quy cach déng ooi: Hop | vix 10 vien
6. Thuic ding cho bénh gi:
Montelukast duge ehi dinh trong dibu 1 bénh hien suyin nhy liéw phip bo sung & ngwd 1om v
thanh thigu nién rén 15 whi o bénh hen suydn dai ding nhe dén trung binh ma khang kigm
soat duge biing corticosteroid dang hit vA bénh nhin ma chi vin B tac dung ngin “khi cln
thie” khéng kigm soat duge trigu chimg.
iy tri hen phé quan man tinh. bao gdm dy phong cic trigu chimg hen ban ngay va ban dém.
diéu tri ngudn hen nhay cam v aspirin, vi du phong con co thit khi phé quan do ging sirc.
Montelukast duoe chi dinh d& tam gidm cde rigu chimg ban ngay v ban dém cua viém mui di
irng theo mia va viem mii di ing quanh nam cho ngudi ion va thanh thiy nien th 15 i o
lén.
7. Nén dung thude nay nhu thé nao va lidu lugng:

Diing vién nen han phim Martinez 10 mi ngay mit tin
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Dé chira hen. cén ubng thude vao budi 16i.

Vi vigm mii di img. thixi gian ding thube Wy thude vao nhu chu cia timg dbi wong.

Vi ngudi bénh vira hen vira viém mili d img, nén diing m&i ngdy mi lidu. vao budi 11,
“Ngudi [ém, 1 13 wbi ind 1én bj hen vahodc viém miii di img: mai ngay mét vién 10 mg.
Khuvén cio chung:

Hidu lye diéu tri ciia montelukast dya vao cac thing s kiém tra hen s& dat trong mit ngav. Co
thé udng thude cing hodic khdng ciing thire an. Can dan nguéi bénh tidp we ding montelukast
mic dii com hen 43 bj khéing ehé, ciing nhy trong céc thiri k¥ bi hen ning hon.

Khéng nén st dung dong thén voi cae thube khéc co cimg hoat chit montelukast,

Khéng can diéu chinh liéu cho nzudi suy thin, ngudi suy zan nhe va trung binh, hodc cho
wrng gidi tinh,

Diéu tri montelukast lién quan 1&i cac thude ehira hen khae:

Montelukast cé thé ding phdi hop cho ngwéi bénh dang theo cée ché d6 diéu tr khac.

Giam héu cde thube phdi hop:

- Thubc gidn phé quén: cé thé thém montelukast vio ché ¢ didu 1ri cho ngudi bénh chua duoc
kiém sodt diy du chi bang thube gian phé quan. Khi co chimg cd dap (mg lam sang, thuong
sau lifu dau tién, co thé giam litu thube gidn phé guan néu dung nap duge,

- Corticosteroid dang hit: cing ding momelukast mang thém lgi ich didu tri cho ngudi bénh
dang ding corticosteroid dang hit. Cé thé gigm ligu corticosteroid néu dung nap duge. Tuy
nhién, liéu corticosieroid phai giam dan dan dudi sy gidm s4t coa thiy thude. O mt s6 ngudi
bénh, lidu ligng corticosteroid dang hit ¢o thé rit khoi hodn todn, Khéng nén thay thé dit ngdt
thude corticosteroid dang hit bing momelukast.

8. Khi nio khong nén ding thudc nay:

Quéa min vdi hoat chér hoic vari bit ki thanh phin nao cia thude,

4. Tac dung khisng mong muin:

Tac dung khing mong mubn ¢b the xéyv ra trong khi ditu trj vai montelukast dugrc phén thanh
cac nhom sau dav theo thir tw tn sudt gip:

Rat thudmg gip (21 10)

Thuémg glp (=1 ' 100 den <1/10)

[t gdp (=17 1000 dén <17100)

Hiém glp (21 10.000 dén <171000)
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RAL hiém gap (<! / 10,000},

Chua bidt dén (khing thé vdc tinh duoc tir ¢ léu o san).

Monielukast dd deoe dank gid frong ede thie nghiém [Gm séng nhe sawe

- Vién nén bao phim 10 mg trén Khoang 4000 bénh nhin bi hen tr 15 tubi we lén,

- Vién nén bao phim 10 mg trén khodng 400 bénh nhén bi hen két hop véi viém mii di img
theo miia t 15 woi tré 1én

- Vier nhai § mg rén khodng 1750 bénh nhinnhi b hen tlr 6-14 tuoi.

Céc tic dung khing mong mudn lién quan dén thube trong bing sau trong cde thir nghiém lim
sing co ddi chimg 2ia dirge di dirge bio cao 1 thwimg gip o bénh nhin hen duoe didu 1 vai
montelukast va 1 18 ndy cao hon 5o véi nhing bénh nhén duoe didu tri bing gid duoe.

¢ eo quan Bénh nhin tir 15 tubi tro lén Bénh nhin nhi tir 6-14 ubi |
(Hai aghién ciu kéo dai 12 an: (M8t th nghigm § tudn; o = 201)

n=795) KHai thir nghiém $6 win; n = 615)

Roi loan hé thin kinh  [Dau diu Biau dau

Roi loan tidu hoa Diau bung

Cae i nghiém 1dm sang véi s lugmg bémb nhén it hon trong thai gian 2 ndm & ngudd idn vi 6
thing o bénh nhi tir 6-14 wdi cho thay thude tinh cia cac tic dung khing mong mudn khing.
c6 sy thay doi.

Kinly nghiém sau khi dwea thube ra thi ruimg:

Tac dung khéng mong mufin duge bao cdo sir dung kinh nghiém sau khi dva thude rs thi
truimg duge 8t ké theo hé co quan va loai tac dyng khong mong mudn, Tén sua gip duge

woe tinh dua trén cac thu nghigm lam sing ¢ lin guan.

H§ co quan Tae dung khong mong mudn II Tén suit gip r
Nhigm ting vi nhigm ky sinh Nhilm twing duong ho hip wén © [Ra thuong gip
trung ; I
RAi loan mau va hé bach huyét  [Tang xu hudng chay mau I11-Ii|'5n1 gap |
Réi loan hé midn dich Phin img qué man bao gbm phaFiTl @lip |
|

[irng phan vé.

Tham nhifm bach cau 4 toan o gan R4t niem gip
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IR&i loan thm thin

Bét thuimg vé giac mo nhu At gip
ming. 40 giac. chimg qua hiéy
Ging 1@m than van dong (gbm tink
1 bj kich thich, hiéu déng. lo au
nhu hinh vi bung hing vi run),
trim cam. mit ngu.

Rung cor Hiém pap

|AG miac, co § dinh vi hanh vi ty tr,|Rat hiem gap

miat phuong hudimg

Réi loan hé than kinh

Chéng mt, bubn ngi, di cam (camlit gap
rgis.c bat thuéng)igiam cam gide, co

gidt

R loan tim

Danh tring ngure Hiém glip

Réi loan ho hip, léng newe va
trung thdt

Chay midu cam it gap

Hoi chimg Churg Strauss Rft hitm g3p

Roi loan da day-rudt

ITiéu chay = , budn ndn * , nén ¥ Thutmg gap

Khi migng, kb tiéu. it a3p

Réi ioan gan mét

jgan nhiéu thanh phan)

Nong 46 transaminese huydt thanh! Thudmg gap
(ALT, AST)

Vigm gan (bac gbm viem ean (R4t hifm pap
mit. vidm 1€ bio gan, vé 16n thuong

Rai loan da va md dudi da

Phét ban Thuimg gap |
Bam tim. ndi mé day. ngia it gap |
! ]
Phi mach [Hiém gap |

Ban do nodosum. héng ban da dang [R& hiém gip

R4l loan co xuong khop va mé

Itién ket

Brau khop. dau co bao gbm chudrlit oap

rit




https://trungtamthuoc.com/

iR loan toan than va tinh trang @ilSo * Thuong gan !
FCha diing thude Suy nhuge / mé mai. kho chiu, phiflt ghp

né
| ]

" tac dung kidng mong mubda niiy duge bae cao 14 wir thuong oap & nhima bénh nhdn duge dity,
iri bing montelukast. va ching rit thwomg gdp ¢ nhitg bénh nhan dang gia duge rong cac thu
inehiém lam sing.

* Tac dung khéng mong mubn néy dirge béo oo [ thudmg gip & nhimg bénk nhan duge didu i
bang montelukast, va cling thuémg gip & nhimg bénh nhén ding gid duge trong cic thir nighigm|

lam sang. |

10, Nén trinh diing nhireg thude hode thire phim gi khi dang sir dyng thubec niy:
Montelukast ¢6 the due ding vai cde ligu phap khée thuong duge sir dung trong du phong va
didu tri hen suyln man tinh. Trong cic nehién el twong the thude, Héu 1am sang khuvén cao
clia monteiukast kKhing o anh hudng quan trong rén lam sang trén duge Gong hoc cba cac
thude saus  theophyllin, prednison, prednisolon, thubc udng  tanh  thai  (ethinyl
estradiol/norethindren 35/1). terfenadin, digoxin v warfarin.

-Dién . tich_dvoi dudmz cong (AUC) coz montelukast bi gidm khoang 40% khi ding cung
phenobarbital, Vi mentelukast chuvén hoe boi CYP3A4, 208 va 209 nén cin thin trong dic
bigt 14 & 1ré em, khi ding dbng thoi montelukass v&i cac thude iy cam ime CYP3IAL, 208 v
209 nhu phenyioin, phenobarbital. rifampicin.

Trong nghign ciru i vitro 33 cho thay montelukast 14 1 chat fe ché manh CYP 2C8, tuy nhién
dir 1iu tr mit nghién el weng tae thude 1in sang lién quan dén montelukast v rosiglitazon
{mdt thude dai dién chi yéu duge chuyén hoa bin CYP 2C8) di ching minh ring montelukast
khbng uc ché CYP 208 in vive, Vi vay, momielukast du kién 52 khbng lam thay dbi rd &t sir
chuvén héa ciz cic thude duge chuvén hda bl enzym ndy (vi du nhu paclitaxel. rosigiitazon,
vi repaglinid).

Trone nghién cire in vitra 43 cho thiy montelukast 1a mot chatl nén coa CYP 208, va mal mic
86 it hom déng ké coa 209 va 3A4. Trong mit nghién elru urong e thuae Jam sing lign quan
dén montelukast vi pemiibrozil (chit ic ché CYP 2C8 va 2C9) gem(ibros] lam ting tiép xic

hé thong cua momelukast 4.4 fan. Khéng can didu chinh lidv ding thong thuomg cus
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montelubast kh ding dt":ng théri véi gemfibrozil hode chét e ché manh CYP 208 khac. nhimg
céic bac 57 nén nhan thirc duge tiém nang gia 1ang cac phan (mg bét lgi.

Diza trén 0 ligu thir nghiém in vitro, céc Wwong tac thuoc quan trong mang tinh lim sing vii
cac thude ire ché CY P ZCB it higu Tuc (vi dy trimethoprim) thi Khdng duge Tuong trude. Ding
dbng thai momelukast v itraconazol, mit chit (e ché manh CYP 3A4 din dén tang khing
dang ké trong liép xuc hé lhﬁng ciiz montelukast,

11. Céin Eam gi khi mét lan quén khéng ding thude:

Khi mt 1dn quén ding thude, khdng duge ubng liew gip dbi. Hay udng thube ngay khi nhé ra,
tuy nhién néu théd diém dé gan voi thii gian diing ligu tiép theo thi bo qua ligu rdy va tiép e
dung lidu tiép theo ding véi thad gian nhwr chi dinh,

12. Ciin bao quan thube niy nhir thé nao:

Bao quan & nhidt dd dudi 30°C. Trnh anh sang va d§ dm.

13, Nhirng diiu higu vi triéu chirng khi ding thube qua lidu:

Trong cac nghién ciru hen suyén man, bénh nhin ding licu montelukast ién dén 200 me/ngay
trong 22 twin va trong chc nghign ciru ngan han, bénh nhin ding liéw Ién dén 900 me/ngay
trong khoang mt tuéin mé khdng co téc dung phu quan trong ndo trong 1am sing,

Ciing et bio edo cha qué liéu cp sau khi thube dua ra thj wrurémg vi trong cde nghién i lim
sang véi montelukast, Cic bdo cao ndy bao g6m ca & tré em va nguwéi l6m vai liGu cao nhat 1én
Wi 100 mg (khoang 61 mg/kg vari mdt dira tré 42 thang wbi). Nhimg keét qua rong phong thi
nghiém va trong lam sang phit hop véd 1ong quan vé 4§ an todn & ngudi lom vé cdc bénh nhi,
Khéng gap cic phai img b hai trong phén 1o cac bao cdo qué liéu. Nhimg phan (mg hay gip
nhit cling wong ty nhur dif ligu vé thudic tinh an an cia montelukast bao gém dau bung, budn
ngt, khal, day du, non va ting kich déng.

14. Ciin phai lam gi khi dimng thudc qué lieu khuyén eao:

Khéng co thong tin dac hiéu vé diéu tri qué licu véi montelukast.

Chura rd montelukast co thit thdm tach duge qua mang bung hay loe mau.

13, Nhirng di¢u cin thin trong ki ding thude nay

Co that phe gquan

Monielukast natri khong duge chi dinh d€ ding trong trudmg hop co thin phé quan trong com

hen suvén cip. bao edm ca tinh trang hen.

L%
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Bénh nhin cin duge o van 8¢ ding thude didu 1 thich hop. Bidu i véi momelukast natri co
thé duge tiép twe khi bi nhitng con hen suvén cp. Bénh nhin lén con hen suvén sau khi tip
thé duc nén ¢6 s3n thube chir viin B dang hit ¢6 tac dung naiin dé ciu nauy.

Str dung dng thii corticosicroid

Trong khi giam dén lidu corticosteroid dang hit dudi sy gidm saty té, khing nén it ngdt thay
corticosteroid bing montelukest natri dang hit hojic ubng,

Nhay cam vl aspirin

Bénh nhin nhay cam vai aspirin nén trdnk tigp tye ding aspirin hodc che thube chéng vidm
khéng steroid trong khi ding montelukast natri. Mace di montefukast natri 6 hidu qué trong
vigc cdi thidn chire nang duémg hd hip ¢ ngudi bi hen suvén nhay cim véi aspirin, nhung
khang chirmg 1 logi b duge dép dmg gy co thit phé guan do aspirin vi cac thude chbng vidm
khang steroid khdc & banh nhin hen suyén nhuy cam vdi aspirin,

Tridu chiing tém thin kink

Cac triéu chimg tim thén kinh d& duge bio cho & ngwdi ldn, thanb thiéu nién v bénh nhi ding
montciukast natri. Bdo cdo trong qua trinh luu hanh san phdm trén thi tedmg bao gom kich
déng, hanh vi hung hing hosic thi: dich, lo &y, trdm cam, mét phuong hudmg, méng du, 4o
piac, mét ngi, d& b kich thich, biin chbn, ming du, cb ¥ twimg r st (hag gbm cé wr ), va
run iy, Céc chi tiét lim sing cia mot sb bao cdo sau khi sin phdm luu hanh trén thi troimg
phi hep vt higw img clha thube.

Tang s6 fuomg hach edv ai toan

Bénh nhan hen didu tri vdi montelukast natri ¢6 thé xudt hidn ting bach ciu 4 toan h¢ thong,
a7 khi o6 bidu hign 1am sing cda viém mach phi hop véi hoi chimg Churg-Strauss, tink rang
thueme dirge dicu tri bang lidu phap corticosteroid tadn thiin,

Thiri k¥ mang thai

Nghién clru trén domg vat khbdng chi ra tac hai d6i vai thai ky ho#ic phat trién phoi thei/ thei
nhi. M&i lién hé nhan qué cia viée sir dung vién nén bao phim montelukast nawi 10 my va bao
cao hiém gfip irudng hep bi di @t (khuydt tit chi) trong qua trinh luu hanh san pham wén thi
truong chua duge xbe ldp. Chi su dyng vién nhai nen montelukast natri trong khi mang thai
néu that s ean thigs

Thoi kv cho con ba

(AL

B
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Nghién ciru o chuft cho thay montelukast co tié1 qua sia, Khéng bié duge lidu momelukast
co tiét trong sirm me o ngudi hay khong. Cac bd me cho con bl chi sir dung vién nén
montelukast nati khi thit ¢an thiée

Anh hwong dén khi ndng ldi xe va vin hanh may moe

Montelukast ¢6 thé giy ra tac dung khing mong mubn nhu dau diu, bubn ngd, ching maL, do
giac. Do d6, bénh nhén ding montelukast nén than rong khi l1ai xe hay vin hanh may moc.

Ta drge:

Thube ¢b chira t duge lactose. ¢n thin trong & nhiing bénh nhén eé vin dé di truyén hidm
siip ciia khing dung nap galactose, thiéu hyt lactase Lapp hodic kém hip thu glucose-galaciose.
Thubc b chia té duge tinh bdt. Vi tinh bt co thé chira lia mi nén bénh nhan b di ing Ida mi
khong nén ding thude nay.

P4 co bao cao xiy ra cic phan img qua min (phit ban, ndi mé day va phil) vdi cic thude co
chira ta duge polyethylen ghveol,

16. Khi ndo cin tham vén bée si, duoe 57

Néu can thém thong tin xin héi ¥ kién bac sThodc duge 57,

Théing bae cho béc sf cac tée dung khéng mong mudn gép phai khi ding thude.

17. Han ding cia thube

24 thang ké tir ngy san Xuft.

18, Tén, dia chi, bieu twomg (néu o) ciia co s san xudl

M/s Akums Drugs & Pharmaceuticals Lid.

Dia chiz 19:21 Sec-6A, LLE SIDCUL, Ranipur, Haridwar - 249403, An B,

19. Ngay xem xét sira doi, cap nhit lai ndi dung hwimg dan st dung thude.

TUQ.CYC TRUING
pTRUDNG PHONG

: Pham Thi Viin Hank Y



