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] HUGNG DAN SU DUNG
Thube nay chi ban theo don ciia béc s§, dgc kj hwéng din sir dung truéde khi ding,
Mudn biét thém thong tin chi tiét, xin hoi bac sy hodc duge sy

MONAST 10

(Vién nén Montelukast natri 10 mg)
Phén loai diéu tri: Thudc diéu trj hen (d6i khéng receptor Leukotriene)

THANH PHAN: Mdi vién nén bao phim chira:

Hoat chat: Montelukast natri twong duong véi Motelukast 1) mg
Ta dwgce: Lactose monohydrat, Manitol, Croscarmellose ﬁ%ﬁ,ﬁ}?droxypropyl cellulose, Cellulose
Microcrystallin, Magnesi stearat, Opadry mau vang 20A520007.

DANG BAO CHE: Vién nén bao phim

DUQC LYC HQC: \ = \
Montelukast 12 mdt hoat chét ding dudng uong, gén két manh va chon loc véi receptor CystLT;. \
CystLT c6 lién quan dén bénh hoc ciia hen va viém miii di tmg. Bénh hen, trung gian qua leucotrien
bao gdm: co thit phé quan, xudt tiét dich, tang tinh thdm cua mach va tap hop bach cdu wa eosin. -
CystLT dugc giai phdng tir dich mili sau khi tiép x(c vgi tac nhan géy di Gmg ca ¢ ca giai doan s6m -
vd mudn va c6 lién quan dén cac me;u chimg cta viém mii. Trong nghién ciru 1am sang
Montelukast c6 tac dung trc ché co that phé quan Tac dung gién phé quan xay ra trong vong 2 glor
sau khi uong Diéu trj véi motelukast irc ché sy co thit phé quan do céc tac nhan gy hen ¢ cé giai
doan sém va mudn. Trong nghién ciru 14m sang, motelukast lam giam bach céu wa eosine trong mau
ngoai vi va lam giam dang ké bach clu ua eosine & dudng hd hdp do vy cai thién tridu ching hen.

DUQC PONG HOQC: ) )

Sw hip thu: Montelukast dugc hap thu nhanh sau khi udng. véi vién nén bao fim 10 mg, ndng do
dinh trung binh trong huyét tuong dat dugc trong vong 3 gitr sau khi udng vao lic déi. Kha dung
sinh hoc theo dudong udng khoang 64%. Kha dung sinh hoc va ndng do dinh khong anh hudong boi
thirc in. Vién nhai 5 mg, ndng do dinh trung binh trong huyét trong dat duoc trong vong 2 gid sau
khi udng vao lic doéi. Kha dung sinh hoc theo duong udng khoang 73% va giam xudng 63% khi
uong trong bira &n.

Phén b6: Montelkast gin voi protein huyét tuong trén 99%. Thé tich phén b6 & trang thai én dinh
trong khoang 8 — 11 L. Montelukast rat it phan b6 qua hang rdo méu-nio. Sau khi udng 24 giv ndng
do thubc trogn tét ca cac té chirc déu rat thap.

Chuyén héa: Montelukast chuyén hoa manh, VoI lidu diéu trj, ndng dd céc chét chuyén héa khong
phat hién duogc trong huyet twong ¢ trang théi 6n dinh ctia ca ngudi 16n va tré em. Cac cytochrome
P450, 2A6 va 2C9 c6 vai trd trong chuyén héa montellukast. Montelukast & ndng do didu tri trong
huyet tu'o‘ng khong trc ché cytochrome P450 3A4, 2C9, 1A2, 2A6, 2C19, hoac 2D6. Téc dung higp
ddng diéu tri cha cac chit chuyén héa voi montelukast rét thip.

Bai xuit: 0 ngudi khoe manh, do thanh thai huyét twong cia montelikast trung binh la 45 ml/phit.
Sau khi udng, 86% dugc phét hién trong phén trong vong 5 ngay va chua dén 0,2% trong nudc tiéu.
diéu nay chimng to montelukast va cac chat chuyén hoa duoc bai xuét hau hét qua dudng mat.

CHi PINH:

Montelkast dugc chi dinh cho ngui bénh trén 15 tudi dé dy phong va diéu tri hen phé quan man
tinh, bao gom du phong ca céc triéu chimg hen ban ngay va ban dém, diéu tri ngudi hen nhay cam
v6i aspirin, va du phong con thét phe quéan do géng sirc.

Montelkast dugc chi dinh dé lam giam céc triéu ching ban ngay va ban dém cua viém mii dj ing
(viém mili di tng theo mia va viém miii dj img quanh ndm cho ngudi 15 tudi tro 1én).
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Montelkast duge chi dinh thém vao ché do diéu tri cho ngudi bénh hen kéo dai mirc d¢ tir nhe t6i
vua phai chua duge kiém soat day du chi bang céc corticosteroid dang hit va nhiftng ngudi cdn mdt
chat doi khang-B tac dung-ngan du kiém sodt triéu chimg [am sang.

CHONG CHI PINH: , ‘ ’
Ngudi man cam vdi Montelukas hogc bat cir thanh phéan nao cia vién thude.
Tré em dudi 15 tudi (vi khé phan lidu)

LIEU LUQNG VA CACH DUNG:

Liéu cho ngudi tir 15 tudi trér 18n dé chita hen hodc viém miii di tng theo mua 13 mdi ngay | vién 10
vao budi tdi. Co thé ubng trong hodc xa bira an. Cén udng thubce tiép tuc dil tridu ching 1am sang di
duge kiém soat hodc ting ning. Thoi gian diing thuc thy thude vao nhu ciu coa timg dbi tugng.
Corticosteroid dang hit: Ciing ding montelukast dé ting dap tmg diéu tri cho ngudi bénh dang
ding corticosteroid dang hit. C6 thé giam lidu corticosteroid néu da ¢6 dap img l&m sang. Tuy
nhién, lidu corticosteroid phai giam dan din dudi sy gidm sat cla bac s¥. 3 mét sb ngudi bénh, lidu
lugng corticosteroid dang hit cé thé rit khoi hoan toan, nhung khéng thay thé dot ngdt thudc
corticosteroid dang hit bing montelukast (xem phén thin trong va canh bao).

CANH BAO VA THAN TRONG:

Khéng nén dung montelukast dang uong, dé didu tri can hen cap tinh. Khi con hen cip tinh cén diéu
tr bing chét dbi khang -B tac dyng-ngin dang hit va cin tham vén bac|s " srphap diéu tri thich
hop. Co thé phai giam corticosteroid dang hit dan din v&i su giam thua bac s¥, nhung khéng
dugc thay thé dot ngot corticosteroid dang ubng hoic hit bing montelukast.

Chwa c6 tai liéu chimg minh viéc ding corticosteroid c6 thé giam khi dung ddng thoi véi
montelukas

Khi giam lidu corticosteroid diing duo‘ng toan than & ngudi bénh ding cac thude chéng hen khac,
bao gdm cac thudc dbi khang thu thé leukotriene s& kéo theo trong mét s& hiém trudmg hop sau:
ting bach cdu ua eosin, phét ban, thd ngin, bién ching tiém va/hodic bénh than kinh c6 khi chin
doan 1a hoi chitng Churg-Strauss 13 viém mach hé théng cé ting bach ciu ua eosin. Mic du chuwa
xdc dinh dugc sy lién quan nhan qua véi cac chét déi khang thu thé leukotriene, cin than trong va
theo doi chdt ch& 1am sang khi giam lidu corticosteroid dudng toan thé & ngudi bénh diung
montelukas. Thay thubc cin quan tdm dén bach cAu wa eosine, mén do ngoai da, triéu ching dudng
ho hap x4u di, bién chirng tim, va hoéc co trleu chirng than kinh & nhitng bénh nhén nay.

Montelukas khong thé thay thé cho viéc cin ngiing dung aspirin hosic céc thude chéng viém khéng-
steroid cho nhitng ngudi di ing vdi aspirin.

Thubdc ndy c6 chira lactose, nén khong duge ding cho nhimg ngudi khéng dung nap galactose, suy
giam Lapp lactase hodc kém hip thu glucose-galactose

Anh hwéng dén 14i xe v vin hanh may moc:

Thube khong anh hudng dén kha nang 14i xe hodc vén hanh méay. Tuy nhién, ca biét c6 ngudi bi
chong mit, ngu ga nén cin than trong trong trudng hop nay.

Sit dung cho ngwoi cao tudi: Trong cac nghién ctru lam sang, khong thdy cé khac biét gi v& cic
thudc tinh an todn va hiéu qua clia montelukast.lién quan dén tudi tac.

THOI KY CO THAI VA CHO CON BU:

Phy nir c6 thai: Nghién ctru trén sic vat khong thdy ¢ hai cho ngudi me hoidc bao thai. Tai lidu
nghién ciru trén phy ni c6 thai con han ché. Chi diing montelukast cho phy nff ¢6 thai khi that cin
thiét va co sir giam sat cia bac s§.

Thoi ky cho con bi: Nghlen ctu trén chudt cho thiy montelukast c6 tiét ra sita chuft. Khéng biét

ligu montelukast c6 tit ra stra ngudi khong. Chi dung montelukast cho cac ba me dang cho con ba
khi thét cin thiét.

TAC DUNG KHONG MONG MUON:
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N6i chung montelukast dung nap t6t. Céc tac dung khéng mong muén thudng nhe va thudng khong
cén ngirng thude. Ty 1é chung cta cac tac dung khdéng mong mudn ctia montelukast tuong véi nhém
placebo Nhitng tac dl,mg khong mong mubn gbm:

He thén kinh: Dau dau gidc mo bt thuong (ac mong), a0 giac, mét nga, mong du, kich déng (bao
gdm hanh vi gay g, hiéu dong), lo 4u, bdi r01 run ray, trdm cam, chéng mat, di cam, co giét.
Dudng tiéu héa: Dau bung, tiéu chay, kho mdm, day bung, budn nén, ndn.

Tim mach: Nhip tim chdm, danh tréng nguc

Gan: Men gan trong huyét thanh tang cao (ALT, AST), viém gan ( bao gdm viém gan & mat),

Da va tb chirc dudi da: phit mach, thdm tim da, may day, ndi man, ngira, ban do, chay mau dudi da
Co xuong: dau khép, dau co, co rit co.

Cé biét co thé xay ra hoi chimg Churg-Strauss (CSS)

Cac phan (g khéc: Tang kha ning chady mau, chidy mau, phtl va phan (ing qua mén.

B:iox cho béc sy trong trwong hop xdy ra bit cir tic dung khdng mong mudn nao c6 lien quan dén
thuoc.

TUONG TAC THUOC:

Co thé dung montelukast véi céc thudc thuong diing khac trong dur phong va diéu tri man tinh bénh
hen va diéu tri viém miii di Gng. Trong cac nghién ctru vé twong tac thudc, thiy lidu khuyén cao
trong diéu tri ciia montelukast khong cé anh huong dang ké téi duge dong hoc cia cac thude sau:
theophylline, prednisone, prednisolone, thudc udng ngira thai, terfenadine, digoxin va warfarin.
Dién tich dudi dudng cong cua montelukast giam khoang 40% & ngudi cing ding phenobarbital.
Khong cén diéu chinh lidu lugng montelukast.

Vi montelukast dugc chuyen héa boi men CYP 3A4 nén cin thén tr déc biét vai tré em, khi
dung ddng thdi véi cac thude kich thich men nay nhu Jphenytonin, Phe%& rifampicin.

Céc nghién ciru in vitro cho thdy montelukast 1a chét &rc ché CYP 2C y nhién dir liéu tir cac
nghién clru twong tac thubc véi nhau trén 1am sang cua montelukast v rosiglitazone lai cho thay
montelukast khong rc ché CYP2C8 in vivo. Do d6, montelukast khong lam thay ddi qué trinh

chuyén hoa cua céc thudc duge chuyén héa chii yéu qua enzyme nay (vi du paclitaxel, rosiglitazone
va repaglinide).

QUA LIEU:
Khong c6 théng tin vé thubc dic hi¢u dleu tri qué lidu montelukast. Trong nghién cuu vé hen map
tinh, dung montelukast voi cac lidu m0| ngay téi 200 mg cho nguoi lcm trong 22 tudn va nghién
ciru ngén ngdy véi lidu téi 900 mg mdi ngdy, dung trong khoang 1 tudn, khong thiy c6 phan @
quan trong trong 1am sang. S
Trong phan I6n cac bao céo vé qua lidu, khong gap cac_phan (mg c6 hai. Nhimg phén (g hay“gép

nhét cling tuong tu nhu dir li€u ve tinh an toan cia montelukast bao gdm dau bung, budn ngu, khat,
dau dau, nén va tang kich dong.

Chua rd montelukast c¢6 thé thim tach duoc qua mang bung hay loc

TIEU CHUAN CHAT LUQNG: Nha san xudt
BAO QUAN: Dé & nhiét d6 30°C, tranh 4m va 4nh sang
HAN DUNG: 36 thang tinh tir ngdy san xuét.

TRINH BAY: Vi nhdm-nhdm chira 10 vién, 03 vi trong mét hop carton va,m@g@?ﬁmgj

PE THUOC XA TAM TAY TRE EM P. TRII'JNG PHONG

Tén va dia chi nha san xuit: HETERO LABS LIMITED t/iam W?’t I (l’?i J W”a
bja chi: Unit-V, Sy.No.410 & 411, APIICSEZ, Polepally Village, Jadcherl4 Ménndal,
Mahaboobnagar District-509 301- An Do.
S6 dién thoai: 0091-40-23704923

S6 fax: 0091-40-23704926




