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Hog nay chi Mieo don thudc
I/ CONGTY Yoo
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LUKATAB

Montelukast 10 mg
Bé xa fiim tay tré em
Dyc ky lurdng dan sie dung triede khi diing

Méi vién nefrBao phim chira:
Hoat chéit: Montelukast..............oo.ovovvevrerresrns 10.0 mg.
(cheoi dang Montelukast natri ... 10.4 mg).

T4 duge:  Microcrystalline cellulose M101, Natri starch glycolat, Lactose monohydrat, Aerosil

(colloidal silicon dioxyd), Polyvinyl pyrrolidon (PVP) K30, Magnesi stearat, Hydroxypropylmethyl

cellulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Tale, PEG 6000,

Mau Tartrazin yellow lake, Mau Red iron oxid, Mau Yellow iron oxid.

Dang bao ché: Vién nén bao phim.

Chi dinh:

LUKATAB duoc chi dinh cho nguoi 1om va tré em tir 15 tudi tro 1én trong céc trudng hop sau: .

o Du phong va diu tri hen phé guan man tinh, bao gdm du phong ca céc triéu chirng hen ban ngay va
ban dém, diéu tri nguai hen nhay cam véi aspirin, va du phong con co thit phé quan do ging strc.

* Lam giam cdc triéu chimg ban ngay va ban dém cta viém miii dj ing (viém mii di ung theo mua va
viém miii di 'ng quanh niam).

Liéu lwong va cich ding: -

Liéu liwong:

Ding LUKATAB méi ngay mot lan. D& chita hen, cdn udng thube vao budi tdi. Véi viém miii dj rng,

thoi gian dung thuoc tiy thude vao nhu cau cua timg déi twong. Véi ngudi bénh vira hen vira viém mii

di ting, nén ding moi ngay mot liéu. vao budi tdi.

Neudi I6n va tré tir 15 woi trd 1én, bi hen va/hoge viém miii di tmg: m3i ngay 1 vién 10 mg.

Tré em dudi 15 tudi: Dang bao ché va phan liéu cia LUKATAB khong phit hop cho déi twong nay.

nén str dung dang bao ché khac c6 ham lugng phit hop hon.

Du phong con thit phé quan do gang siic:

Neudi 16n va tré tir 15 woi tro [én: Ding 1 vién LUKATAB it nhét Ia 2 tiéng truée khi tap luyén.

Nén ding thém 1 vién LUKATAB trong vong 24 gid sau khi ding liéu trude d6. Nhirng bénh nhan

dang ding LUKATAB mdi ngay dé didu tri bénh khac (bao gém bénh hen man tinh) thi khong nén

dung liéu b sung dé dy phong con thit phé quan do géng sirc. Tt ca bénh nhan nén ¢6 sin thuée déi
khdng beta tic dung ngdn dé cru nguy. Viée s dung LUKATAB mdi ngay dé didu tri hen man tinh
chua dwoc chirg minh 1a ngdn ngira cac dot cip tinh cua con thét phé quan do giing sirc.

Cdch diing:

C6 thé udng LUKATAB ciing hodc khang ciing thire an.

Chdng chi dinh:

- Qua man cam véi bat ky thanh phan ndo ctia thude.

Cinh bdo va thin trong:

- Chua xédc dinh duge hiéu lue khi uéng montelukast trong diéu tri cac con hen cﬁp tinh. Vi viy,
khong nén dt:mg montelukast cac dang uéng dé diéu tri con hen cﬁp. Ngudai bénh can dugce dan do
ding céch diéu tri thich hop sin ¢6. 3

- Khong nén ding montelukast nhu mét liéu phap don tr dé diéu tri va kiém i co thit phé quan
do hoat déng. Nhiing bénh nhan bi hen suyén ndng thém sau khi hoat dong nén tiép tuc ché do diéu
tri thudmg diing véi céce thude chi van beta dang xit dé phong ngira va cé thé ding thude chu van
beta dang xit ¢6 tac dong ngan dé ciu nguy.

- Co the phai giam corticosteroid dang hit dan dén véi su gidm sat ciia bac s§, nhung khéng duge thay
the dot ngdt corticosteroid dang uong hodic hit bing montelukast.
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- Khéng c6 bing chiing vé viéc cac thude corticosteroid dudng udng bi giam khi ding déng thoi VO
montelukast. Trong cac trudng hop hiém gap, bénh nhan dang dang thudc diéu tri hen bao 5om
montelukast ¢ thé c6 ting bach cdu 4i toan hé thdng, doi khi ¢6 biéu hién 1dm sang ctia bénh viém
mach pht hgp vdi hdi chimg Churg-Strauss, 1a mét bénh ly thuong xdy ra khi diéu tri voi
corticosteroid toan than. Nhirng truéng hop nay thuong, nhung khéng phai lic ndo cling phai giam
hodic ngimg lidu phap didu tri corticosteroid duwong uc”'mg Khéng thé loai bo duge kha nang céc
Lhuor_ d6i khang thu thé leukotrien c6 lién quan toi su xuét hién hai chimg Churg -Strauss. Bdc sy
cin canh giac khi cé tang bach cau 4i toan, phat ban, tinh trang céc tri¢u ching phoi xéu di, cac bién
chimg tim, v&/ hodc bénh thén kinh & bénh nhan. Nén danh gia lai nhiing bénh nhén xuat hién cac
triéu chimg nay va phac dé diéu tri cia ho.

- Nhitng bénh nhan nhay cam vai aspirin nén tranh tiép tuc dung aspirin hodc cac thude khang viém
khong steroid trong khi dung montelukast. Mac dii montelukast ¢6 higu luc trong vige cii thi¢n chire
nang dudng hd hap & nhitng ngudi bi hen suyén nhay cam v&i aspirin, nhung chua chimg t6 loai bo
dugc dap Gng gy co phc quan do a&pmn vai cac thude khang viém khong steroid khéac & nhitng bénh
nhan hen suyén nhay cam vdi aspirin.

- Cic bién ¢b tam than kinh: Cac bién ¢ tdm than kinh d dugc bdo cdo & ngudi 16m, tré em > 15 i
khi ding montelukast natri. Céc bao cao vé viée sir dung montelukast sau khi thubc ra thi truong bao
gbm kich dong, hanh vi cong kich hodc thu dich, lo lang, trdm cam, mat phuofn;, hudng, mat tap
trung, gidc mo bét thudng, 4o anh, mét ngt, dé cau, suy gidm tri nha, bén chon, mong du, hanh vi va
suy nghi tu sat (hao gdm tur tir), hoi ching Tic va run. Chi tiét 1am sang cla cac bao cao lién quan
toi mcntelukasl natri sau khi ra thi truong phi hop véi tac dung cua thudc. Bénh nhén va bdc sy nén
canh giac voi cac bién ¢b tam thén kmh Nén hudng dan bénh nhan phai bdo véi bac sy néu gap cic
thay dbi nay. Bac sy nén danh gia cén thin nguy co va lgi ich cia viée tiép tuc diéu tri voi
montelukast natri khi c6 céc b|en ¢ nay, )

- Nhimng bénh nhan co van dé vé di truyén hiém gap khéng dung nap galactose, thiéu Lapp lactase
hodic kém hip thu glucose-galactose, khang nén sir dung thude nay.

SU DUNG CHO TRE EM

Montelukast dd duge nghién clu trén bénh nhi tir 6 thang den 14 tudi. Chua cé nghién ciru vé tinh an

toan va tinh hiéu luc caa thude trén bénh nhi dudi 6 thang tudi. Cac nghién ctru cho thdy montelukast

khong anh hudng [én ty I€ phat trién cia tré em.

SU DUNG CHO NGUOT CAO TUOI

Trong cédc nghién ctru 1dm sang, khong thay o khac biét gi vé cac thude tinh an toan va higu qua cua

montelukast lién quan dén tudi tac.

Sir dung thude cho phu nir ¢o thai:

Chua nghién clru montelukast ¢ nguoi mang thai. Chi dung montelukast khi mang thai khi thét cén

thiét.

Tmng qua trinh huu hanh sén phim trén thi trudng, da c6 bdo cdo hiém glip cac trudong hop bi khuyét

tat chi bdm sinh & con ctia cac ba me sir dung montelukast khi mang thai. Phan 16n cdc ba me nay cling

dung kém theo céc thude tri hen khéc trong qua trinh mang thai. Mdi lién hé nhan qua cta cac bién cb
nay vai viée st dung montelukast chua duoc xdc 1ap.

Str dung thude cho phu niv cho con bi:

Chura 10 sy bai tiét ciia montelukast qua sira me. Vi nhiéu khi thude nay co thé bai tiét qua stra me, nén

ngudi me can than trong khi ding montelukast trong thoi k¥ cho con bu.

Anh hwong cia thude khi lii xe va vin hanh may méc: 4

Montelukast duge du kién 1a khong lam anh huong t6i kha nang ldi xe va vénjdhinh may méc. Tuy

nhién trong nhirng truong hop rat hiém gip, bénh nhan bj budn ngii hode chong mat.

Twong tic cua thude:

C6 thé ding montelukast véi cdc thude thudng ding khdc trong du phong va diéu tri man tinh bénh hen

va didu tri viém mii di émg. Trong cdc nghién citu vé twong tic thude, thay licu khuyén cdo trong dicu
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tri cua montelukast khong ¢6 anh hudng dang ké t6i duge dong hoc cia cdc thudc sau: theophyllin,

prednison, prednisolon, thudc udng ngira thai, terfenadin, digoxin va warfarin.

Di¢n tich dudi dudng cong cia montelukast giam khoang 40% ¢ ngudi cung dung phenobarbital.
Khéng can diéu chinh lidu lLri;mg montelukast.

Céc nghién ciru in vitro cho thiy montelukast 1a chét e ché CYP 2C8. Tuy nhién dit lidu tir cdc nghién
clru tuong tée thude véi nhau trén 1dm sang cia montelukast va rosiglitazon lai cho 1hay montelukast
khong e ché CYP2C8 in vivo. Do do, montelukast khong 1am thay ddi qué trinh chuyén héa cua cée
thude duge chuyén hoa chii veu qua enzym nay. (vi dy nhu paclitaxel, rosiglitazon, repaglinid).

Tac dung khong mong muon (ADR):

No6i chung montelukast dung nap tot. Céac tac dung ngoai y thuong nhe va thuong kKhong can ngiing
thude. Ty 1& chung ciia céc téc dung ngoai y ciia montelukast twong duong véi nhém placebo.

C6 thém nhfrng tac dung ngoai y sau day:

Cac bénh nhlem khudn va ky sinh tring: viém dudng ho hip trén.

R&i loan huyét hcn:: ting xu huréng chay mau.

RHi loan hé mién dich: cac phan (mg qua mén bao gdém phan vé, rat hiém gip thém nhiém bach céu wa
¢osin tai gan.

Réi logan tdm than: kich ddng bao gbm hanh dong hung hdnb hodc chong ddi, lo du, trim cam, mat
phm:rng hudng, méng mi bt thudng, do gide, mat ngl, dé kich dong. bdn chdn khong yén, mong du,
c6 ¥ nghi va hanh vi tur tir. rung co.

R&i loan hé thin kinh: chong mat, budn ngu, di cam (cam giac bat thuong)/ giam cam gidc, rat hiém
gdp co giat.

RO loan tim: danh tléng ngue.

R&i loan ho hip. ngue va trung thit: chay mau mii.

Ron loan da day rut: tiéu chay, chan an, buon nén, non.

R&i loan gan mét: ting AST va ALT, rit hiém khi viém gan (bao gdm viém gan & mat, viém té bao
gan, va ton thuong gan nhiéu thanh p 1an)

R&i loan da va md duéi da: pht mach, bam tim, ban do not ngira, phat ban, mé day.

R&i loan co xuong va md lign két: dau khép, dau co bao gdm chudt rat.

R&i loan toan than va tinh trang tai chd ding thude: suy nhwoe/ mét moi, pha, sol

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tic dung khong mong mudn gap phdai khi st dung
thuice

Qui lidu va edach xir tri:

Khong ¢6 thong tin dic biét trong didu tri quéa liéu montelukast. Trong nghién ctu vé hen man tinh,
dung montelukast véi céac lleu moi ngdy t61 200 mg cho ngudi 16n trong 22 tuan va nghién ctiu ngin
ngay voi liéu téi 900 mg mdi ngay, dung trong khoang 1 tuan, khong thdy ¢o phan Ung quan trong
trong lam sang.

Ciing ¢6 nhirng béo cao vé ngd doc cap sau khi dua thude ra thi trucmg va trong cac nghién ctu lam
sang voi montelukast, Cac bao cdo nay bao g g,om cd O tré em va ngudi 16n vai lidu cao nhal [€én t&i 1000
mg. Nhung két qua trong phong thi nghiém va trong ldm sang phu hop voi tong quan vé do an toan &
nguoi lon va cac bénh nhi. Trong phén 16n cac bdo cdo vé qua liéu, khéng gap cac phan img cé hai.

Nhiing phén (ing hay gap nhit cling twong tur nhu dir lidu ve thude tinh an toan cia montelukast bao
gdm dau bung, budn ngu, khat, dau diu, nén va ting kich dong.

Chua rd montelukast ¢6 thé tham tach duge qua mang bung hay loc mau.

Cae dic tinh duoe lre hoe, duwge dong hoe

Dugc luc hoe: )

Cac leukotrien cystein (LTC4, LTD4, LTE4) la san ph*tm ctia su chuyé }7'10/ a acid arachidonic va
dugce phong thich tir nhidu té& bio khac nhau, bao gdbm té bao mast va bach ciu 4i toan. Céc eicosanoid
nay gan két vai céc thy thé leukotrien cystein (CysLT). Thy thé CysLT typ-1 (CysLT1) duge tim théy
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trong dudng hd hép & ngudi (gdm cée té bao co tron va céc dai thue bao ¢ duong ho hap) va trén céc
té bao tién viém khac (gdm bach ciu 4i toan va mot s6 té bao goe dong tiy). CysLTs ¢o twong quan
véi bénh 1y hen suyén va viém miii di tng. Trong bgnh hen suyén, cac anh hudng gian tiép cua
leukotrien gdm co thit phé quan, su tiét nhay, tinh thAm thanh mach, tiang bach cau i toan. Trong
bénh viém mili di img, CysLTs duge phéng thich tir niém mac miii sau khi tiép xde voi dj ang nguyén
trong ca hai phan (mg pha sém va pha mugn kém theo céc tri¢u chimg viém miii di img. Sy kich thich
trong miii do CysLTs cho thdy lam ting stic d& khang dudng ho hdp qua miii va ting cdc trigu ching
nghet mili.

Montelukast 1a mét chit cé hoat tinh dudng udng gin két véi thu thé CysLT1 véi ai lyc va tinh chon

loc cao (hon la céc thu thé duge 1y trong yéu khic ¢ duong hod hdp, nhu thy thé prostanoid.
cholinergic hodic beta-adrenergic). Montelukast (re ché hoat tinh sinh hoc cia LTD4 tai thu thé
CysLT1 ma khéng co bét ky hoat tinh chu vén nao.

Dwgc ding hoc:

Héip thu:

Sau khi ubng, montelukast hap thu nhanh va hiu nhu hoan toan. Nong do dinh trong huyét tuong ciia
montelukast dat duoc sau 3-4 i udng thude. Sinh kha dung duong udng trung binh 1a 64%. Sinh kha

dung va Cmax khéng bi anh huong boi bira an.

Phén bo:
Montelukast géin két véi protein huyét tuong trén 99%. Thé tich phan bd (Vd) trong trang théi 5n dinh
cua montelukast 1a 8 — 11 lit. *

Chuyén hoa: .
Montelukast chuyén hoa rAt manh. Cytochrom P450 2C8 1a enzym chinh trong qué trinh chuyen hoa
ciia montelukast. Thude duge chu)-‘én hoa rong rii & gan nhd cdc isoenzym cta cytochro 450 la
CYP3A4, CYP2A6 va CYP2C9, va bai tiét chi yéu vao phén thong qua mat. '

Thdi trie:

Thai gian ban thai trung binh ctia montelukast trong huyét tuong & ngudi trudng thanh 19-48 tudi 1a N
2,7-5,5 gid. \{’U\H
Nhimg doi tiwong dac biét: _
Khong can phai diéu chinh lidu cho ngudi gia hodc bénh nhan suy gan nhe va vira. Chua thue hién | /*
cée nghién clru & bénh nhén suy thin. Boi vi montelukast va céc chat chuyén hoa ctia n6 duge bai tiet /z
qua mét nén khéng can phai diéu chinh liéu & nhiing bénh nhén suy than. Khong c¢o6 dir licu dugce "f“/
dong hoc cia montelukast & bénh nhén suy gan néng (chi s6 Child-Pugh > 9). ,

Lidu cao montelukast (gap 20-60 lan liéu dung khuyén céo cta nguoi ld%}fn giam nong do
theophylin trong huyét trong. Tac dung ndy khong thdy & mic lidu khuyén cdo ¥ mg x 1 lan/ ngay.
Quy cach dong goi:

Hop 3 vi x 10 vién nén bao phim/ Hop 5 vi x 10 vién nén bao phim/ Hop 10 vi x 10 vién nén bao phim.
Tiéu chuin chit lugng ciia thude: Tiéu chudn co so.

Piéu kién bao quan: Bao quan thude & noi khd, thoang, nhiét d§ dudi 30°C, tranh anh sang.

Han ding ciia thude: 36 thang ké tir ngay san xuat.

Tén, dia chi cia co s& sdn xufit:

CONG TY CO PHAN US PHARMA USA

L6 Bl — 10, Dudng D2, Khu cdng nghiép Tay Bic Ct Chi — TP. HO Chi Minh — Viét Nam.

Moi thic méc va théng tin chi tiét, xin lién h§ s6 dién thogi 028-37908860

TUQ.CUC TRUONG
PTRUONG PHONG

Che Ouce Think



