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Hudng din sir dung th ubc:
Thuoc ban theo don
MAXLUCAT

Dang thude: Vién nang cimng.
- Thanh phan: M3i vién nang cimg chira:

Montelukast natri

Twong ung voi Montelukast -l 10mg

Ta dugc vd 1vién nang cing
(Td dwoc gom: Cellactose, povidon,croscarmellose natri, bt talc, magnesi stearat,
microcrystallin cellulose ).
- Cac dac tinh dwge lre hoc:
Cac cysteinyl leucotnene (LTC,4, LTDy, LTE,), 12 nhu'ng eicosanoid ¢6 hiéu lyc, dugce tiét ra
tur nhleu loai té bao, bao gom dudng bao va bach cAu wa eosin. Céc chét trung gian quan
trong tién hen nay dugc gin vao cac thu thé cysteinyl leucotriene(CysLT). Cac thu thé
CysLT tuyp 1(CysLT);) dugc tim thiy trong dudng thd cua ngudi, bao gom cac té bao co
tron va dai thyc bao cua duong tho va trong cac té bao tién viém khac (bao gdm bach cau ua
eosin va mot so té bao dang tuy). CysLT c6 twong quan véi sinh ly bénh hoc cua hen va
viém mii di ung. Trong bénh hen, céc tic dung qua trung gian cua leucotriene bao gdm mot
s6 tac dung 1én dudng thg, nhu 1am co thit phé quan, anh huo'ng sur tiét chét nhay, su tham
mao mach va sy bd xung bach cau wa eosin. Trong viém miii dj ing, CysLT duoc tiét tir
niém mac miii sau khi tiép xtc véi di nguyén trong céc phan tmg & cac pha nhanh va cham
va ¢6 lién quan téi céc tridu chimg viém mii dj img. CysLT trong miii s& lam ting dé khang
& dudng thd va céc triéu ching tic nghén & mili.
Montelukast dang uéng 1a chét c¢6 tinh chéng viém, cai thién duge cic thong sé vé viém do
hen. Dya vao céc thir nghiém vé hoa sinh va dugc ly, montelukast chimg t6 ¢6 4i lyc cao va
c6 d chon loc véi thu thé CysLT (tac dung nay trdi hon & cac thu thé khac ciing quan tron
vé dugce 1y, nhu céc thu thé prostanoid, cholinergic hoic p-adrenergic). Montelukast trc ché
manh nhimg tic dung sinh ly ctia LTC,, LTD,, LTE, tai thu thé CysLT, ma khong hé c6 tac
dung chu van.
& ngudi hen, montelukast irc ché cac thy thé cysteinyl leucotriene & dudng thd cho théy co
kha niing trc ché sy co thit phé quan do hit LTD,. Véi cac lidu dudi Smg da phong bé duge
su co thit phé quan do LTD,. Montelukast gdy gidn phé quan trong 2 gi¢ sau khi udng,
nhimng tac dung nay hiép dong v&i sir gidn phé quan nh&r ding chét chi vén p.
- Céc dic tinh dugce djng hoc:
* Hap thu: Sau khi uéng, montelukast hip thu nhanh va hiu nhu hoan toan. Cp,y, dat 2 gid
sau khi dung cho ngudi 16n lic déi. Cing ding montelukast véi nude sét tio hodc trong bira
in chuin khong c6 anh hudng lam sang t6i duge dong hoc cua thude qua xac dinh AUC
(1225,7 so véi 1223,1 ng-gio/ml cé hodc khong c6 kém nude sot tao va 1191,8 so véi 1148,5
ng-gio/ml ¢6 hodc khong c6 kém bira dn chuan).
Trong céc nghlen ctru lam sang, da ching minh hi¢u lyc va d9 an toan khi dung ma khong
tinh dén thoi gian bira an.
* Phdn bo: Montelukast géin hon 99% vao protein huyét twong. Thé tich phén bd(Vd) trong
trang thai 6n dinh ctia montelukast 12 8-111it. Nghién ciru trén chudt cong véi montelukast
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, S/
danh diu cho théy ¢6 phéan bd t61 thidu qua hang rao méau ndo. Hon niranon - )%hét
danh dAu sau khi udng 24 gio 1a t6i thiéu trong moi mo khac.
L Chuyen hod: Montelukast chuyén hoa rat manh Trong cac nghién ctru véi liéu diéu tri, cac
nong d¢ trong huyet tuong cua céc chat chuyén hoa ciia montelukast khong tim thay dugc
trong trang thai on dinh & nguoi 16n va tré em.

Nghién ciru in vitro, sir dung microsome gan nguoi, cho thdy cytochrome P450 3A4 va 2C9
lam xuc tac cho chuyen hod cua montelukast. Dya vao cdc két qua khac invitro trén
microsome gan ngudi, thdy cic ndng do diéu trj cia montelukast trong huyét twong khong trc
ché cac cytochrome P450 3A4, 2C9, 1A2, 2A6, 2C19 hay 2D6.
* Thai trir: B thanh loc cua montelukast trong huyét tucmg 12 45ml/phut & ngudi 16n khoe
manh. Sau khi ubéng montelukast danh déu, thiy 86% chat danh ddu dugc tim thay trong
phan cua téng cong 5 ngay va dudi 0,2% thai qua nudce tleu Diéu nay cho thay khi udng thi
montelukast va céc chat chuyen hoa ctia thudc duge thai gan nhu hoan toan qua mét.
Trong nhiéu nghién ciru, thoi gian bén thai trong huyét twong cia montelukast 1a2,7-5,5 gio
0 nguoi tré tudi khoé manh. Dugc dong hoc cua montelukast héu nhu tuyen tinh khi uong tai
lidu 50 mg. Khong co su khac biét vé dugce d(,mg hoc khi uong séng hoc t6i. Khi uong mot
lin trong ngay véi 10 mg montelukast, thdy rét it c6 tich luy chat me montelukast trong
huyét trong(xap xi 14%).
- Chi dinh: =
Thube duge chi dinh cho ngudi bénh 16n tudi va tré em trén 6 thang tudi dé du phong va
diéu trj hen phé quan man tinh, bao gdm dy phong cé céc triéu chirng hen ban ngay va ban
dém, diéu trj ngudi hen nhay cam véi aspirin, va dy phong con co thét phé quan do ging
suc.
Thube duge chi dinh dé 1am giam céc triéu chimg ban ngay va ban dém ciia viém mii di émg
(viém mili di tng theo mua cho ngudi 16n va tré em tir 2 ndm tudi trdr 18n, va viém mii di
{tng quanh nim cho ngudi 16n va tré em tir 6 thang tudi tro 1én).
- Cach dung va liéu lrgng:
Duing thuéc mdi ngay mét lan. Dé chira hen, cin udng thudc vao budi téi. Vi viém mii di
g, thoi gian ding thude ty thude vao nhu cau cua timg doi tuqng.

Nguoi 16n: T 15 tudi tror 1én bi hen va/ hogc viém miii di ung mdi ngiy 10mg.

(Thuéc nay chi dung theo sy ké don ciia thay th uoc)

- Chéng chi dinh: Qua min cam v&i bit ky thanh phan nao cua thube.
- Than trgng:
Chura xac dinh dugc hiéu lye khi udng montelukast trong diéu trj cac con hen cép tinh. vi
vy, khong nén dung montelukast cac dang udng dé diéu tri con hen cap. Nguoi bénh can
dugce dan do dung cach diéu tri thich hop sin c6.
C6 thé phai giam corticosteroid dang hit dan dan véi sy giam sat cua béc sy, nhung khéng
dugc thay thé dot ngot corticosteroid dang udng hoic hit bang montelukast .
Khi giam lleu corticosteroid dung duong toan than & ngudi bénh dung céac thuoc chong hen
khéc, bao gbm céc thuoc d6i khang thy thé leukotriene s& kéo theo trong mot sé hiém tmimg
hop sau: tang bach cau ua eosin, phat ban, tho ngéin, bién chimg tiém va/hodc bénh than kinh
¢6 khi chin dodn 13 h6i chimng Churg-Strauss 13 viém mach hé thong co tang bach cau wa
eosin. Mgc du chua xéc dinh duge sy lién quan nhan qua véi céc chat d6i khang thu thé
leukotriene, can than trong va theo ddi chit ch& 14m sang khi giam lidu corticosteroid duong
toan thé & ngudi bénh dung montelukast.
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- Sir dung cho phu nir c6 thai va cho con bi: . -
*Thoi ky mang thai Chua nghién cuu montelukast qua sira m¢ ¢ nguoi hi dung
montelukast khi mang thai khi that can thiét.

Trong qua trinh luu hanh san phim trén thi trudng, da c6 bio cdo hiém gip cac trudng hop bi
khuyét tat chi bdm sinh & con ctia cic ba me sir dung montelukast khi mang thai. Phan 16n
cac ba me nay ciing dung kém theo cac thudc tri hen khac trong qué trinh mang thai. Méi
lién hé nhan qua cta cic bién ¢ nay véi vige sir dung montelukast chua duogc xac lap.

*Thoi ky cho con bu: Chua rd sy bai tiét cua montelukast qua sira me. Vi nhiéu thudc nay
c6 thé bai tiét qua sita me, nén ngudi me can than trong khi ding montelukast trong thdi ky
cho con bi.

- Tac dung khong mong muén ciia thude:

Phu mach, phat ban, ngira, may day, danh tréng nguc, ngu ga, bon chdn, mat ngy, ting tiét
mo héi, rdi loan tiéu héa, run, khé miéng, hoa mét, chéng mit, dau khép, dau co, chudt rt,
dé chay méu, phi tim.

* Ghi ch u " Thong bdo cho bdc si nhitng tdc dung khong mong muon gdp phai khi sir
dung thubc".

- Tlrcmg tac véi thuoe khac, cac dang twong tac khac:
C6 thé ding montelukast véi cac thudc thuong ding khéc trong du _phong va diéu tr; man
tinh bénh hen va diéu tri viém miii di ¢mg. Trong cic nghién ctru vé tuong tac thu6e, thay
liéu khuyén cdo trong diéu tri cia montelukast khong c6 anh huéng dang ké t6i duge dong
hoc cia cac thudc sau: theophylline, prednisone, prednisolone, thubc udng ngira thai,
terfenadine, digoxin va warfarin.

Di¢n tich du6i duong cong cia montelukast giam khoang 40% & ngudi cing dung
phenobarbital. Khong can diéu chinh liéu lrgng montelukast.

Céc nghién ctru in vitro cho thidy montelukast 13 chét irc ché CYP 2C8. Tuy nhién dir liéu tir
cac nghien clru twong tac thudc véi nhau trén 1am sang cua montelukast va rosiglitazone lai
cho thay montelukast khong trc ché CYP2C8 in vivo. Do d6, montelukast khong lam thay
d6i qua trinh chuyén héa ciia céc thudc duge chuyén héa chi yéu qua enzyme nay.

-Qua lidu va cach xir tri:

Khéng c6 thong tin dic hiéu dé diéu tri khi qué lidu montelukast. Trong nghién ciru vé hen
man tinh, ding montelukast véi cac liéu mdi ngay t6i 200 mg cho ngudi 16n trong 22 tudn va
nghién ctru ngén ngay véi lidu téi 900 mg mdi ngay, dung trong khoang 1 tudn, khong thiy
c6 phan ng quan trong trong lam sang.

Ciing c6 nhirng bao cido vé ngd doc cap sau khi dua thuoc ra thi truong va trong cac nghién
ctru 14m sang v&i montelukast. Cac béo cdo nay bao gom ca & tré em va ngudi 16m véi lidu
cao nhat Ién t6i 100 mg. Nhitng két qua trong phong thi nghiém va trong 1am sang phu hop
véi tong quan vé do an toan & ngudi 16m va céc bénh nhi. Trong phan 16n céc bao cao vé qua
liéu, khong gdp cac phan {mg c¢6 hai. Nhimg phan mg hay gip nhét ciing twong tu nhu dit
lidu ve thudc tinh an toan ciia montelukast bao gdm dau bung, budn ngu, khat, dau dau, non
va tang kich dong.

Chura rd montelukast ¢6 thé tham tach duqc qua mang bung hay loc mau.

- Han dung: 24 thang tinh tir ngay san Xuat. Khong ding thudc da qua han sir dung.

* Luu y: Khi thdy nang bi &m mdc, vién nang thudc bj rach, thude chuyen mau, nhin thudc
in s6 16 SX, HD md...hay c6 cac biéu hién nghi ngd khac phai dem thudc t6i hoi lai noi ban
hoic noi san xuat theo dja chi trong don.
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- Qui cach déng vién nang: Hop 3vi x 10 vién nang cling. (k{//
- Bio quan: Noi khd, nhiét d6 dudi 30°C.
- Tiéu chuén ap dung: TCCS
DPE XA TAM TAY TRE EM.
"Doc kj huwéng din sir dung truwdc khi diing.
Néu can thém théng tin xin héi y kién bdc si"
THUOC SAN XUAT TAI:
CONG TY C.P DUQC PHAM HA TAY
La Khé- Ha Pong- T.P Ha Ngi
DT: 043.3522203-3516101. FAX: 0433.522203

PHO TONG GIAM POC
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PHO CUC TRUONG

Apuyin Vit Hing
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