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Rx Thudc ké don
Vién nén bao phim

MONLOKAST 10mg

(Montelukast Natri)

[THANH PHAN] M3i vién co chifa

Montelukast Natri ..o e .. 10,4mg

(tudng dudng Montelukast 10mg}

T4 dugc: Cellulose vi tinh thé, Lactose monchydrat, Hydroxypropyl cellulose, Croscarmellose sodium,
Magnesium stearat, Opadry Orange (03B63246).

[CHI BINH]
Dy phéng va diéu tri hen ph& quan man tinh
Lam gidm trigu chiing viém mii dj Gng theo mia va viém mii dj Ung quanh ndm

[LIEU DUNG VA CACH DUNG)

Ding Montelukast ngay mot Iin. Bénh nhan hen cin udng thubc vao budi t6i, bénh nhan viém mii
di tng, thai gian ding thudc phy thudc vao nhu cdu ting ngudi. Benh nhdn vifa hen viia viém mii di
{ng ding méi ngay 1 lidu vao budi tai.

Liéu dung:

Ngudi 16n va thanh thigu nién trén 15 tudi: 10mg x 1 I4n / ngay

[CHONG CHI DINH] ) /s
Bénh nhin min cam vdi thudc hodc bat ky thanh phdn nio cla thudc. %f@

(THAN TRONG]
Thin trong chung.

Khéng diing Montelukast dé diéu tri con hen c&p. B&nh nhan cin duge khuyén cdo ding cdch didu tri "'y
thich hgp sin co. Cdn tigp tyc dung Montelukast mic dii con hen d@ bj khdng ché ciing nhu trong
cac thdi ky hen ndng han, <

Biéu tri Montelukast lién quan t6i cdc thubc chita hen khéc:

-Thudc gian phé qudn: co thé thém Montelukast vao ché do didu tri cho ngudi bénh chua dugc kiém
sodt ddy di chi biing thudc gidn phé& quén. Khi c6 biing ching dap Ung lam sang, thuting sau lidu
dau tién, co thé gidm lidu thudc gidn phé quin néu dung nap dugc.

- Corticosteroid dang hit: ding Montelukast lam ting higu qud diéu tri cho bénh nhin dang ding
corticosteroid dang hit. C6 thé giam liéu corticosteroid n&u dung nap dugc. Tuy nhién, lidu corticoste-
roid phai gidm ddn dén dudi sy gidm sdt cOa thdy thufc. Khdng nén thay thé dot ngt thuc b
corticosteroid dang hit bing Montelukast. —
Thén trong khi ding thudc cho cdc bénh nhan sau:

Bénh nhdn suy gan nang, viém gan

Canh bdo.

Khi giam lidu corticosteroid duing todn than & ngudi bénh ding céc thudc chdng hen khéc, bao gdm

cdc thufic ddi khdng thy thé leukotriene s& kéo theo mdt trong s& higm trubng hgp sau: ting bach

cdu ua eosin, phat ban, thé ngdn, bénh thin kinh cd khi chdn dodn 13 hdi chimg Churg-Strauss 12

viem mach hé thong c6 ting bach cdu va eosin. Mac di chua xdc dinh dugc sy lign quan nhén qua

véi cdc chdt doi khdng thy thé lsukotriene, cdn than trong va theo ddi chit ché 1am sang khi giam

ligu corticosteroid dubing toan than & ngudi bénh diing Montelukast,

[PHY NO cO THAI & PHY NU CHO CON BUI

Phy nil ¢é thai:

Chua ¢6 nghién ciiu Montelukast qua nhau thai @ nguti mang thai. Chi diing Montelukast cho phy n
mang thai khi thit cn thiét.

Trong qué trinh Iy hanh sin phim trén thi truing, 63 cd ghi nhan higm gap di tat chi bdm sinh &
con cla cdc bd me dung Montelukast khi mang thai. Phin Ién cic bd me nay cling ding kém céc
thudc tri hen khac trong gué trinh mang thai. Mdi lién hé nhin qud cia cdc bign cd nay véi vic sir
dyng montelokast chua duge xac lap.

Phy ni cho con bi:

Chua rd Montelukast dugc bai tigt qua sla me. Do nhifu thudc bai tigt qua sfa me, cdn thdn trong

khi dung Montelukast cho phy nit dang thdi kj cho con bi. DAEWOONG PHARMACEUT'!CAL CW;\-
[TUGNG TAC THUGC)

C6 thé ding Montelukast véi cdc thudc thung dung khic trong du phong va didu i man tinh y%‘ W’U / L/

PREST.L.NT
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hen. Trong cdc nghién ciiu vé tugng tac thudc, liéu khuyén cdo trong diéu trj cla Montelukast khong
anh huding déng k& téi duge dong hoc cla cac thudc sau: theophyllin, prednisone, prednisolone, thude
nglra thai (norethrindron 1mg/ ethinyl estradiol 35mg), terfenadin, digoxin va warfarin.

Dién tich dudi duiing cong (AUG) clia Montelukast giam khodng 40% & ngudi cung ding phenobarbital.
Khong cdn diéu chinh liéu Montelukast, Tuy nhién, cdn theo ddi than trong khi dung Montelukast phdi
hgp véi cac thudc cam Ung men Cytochrom P450 nhu phenobarbital, rifampicin.

Céc nghién clu in vitro cho thdy Montelukast |3 cht itc ch& CYP2CB, Tuy nhién, d ligu tir nghién
cifu tudng téc thudc trén 1dm sang cla Montelukast va Rosiglitazon (mot thudc duge chuyén hda chi
y&u qua men nay) cho thdy Montelukast khéng (rc ch& CYP2C8 in vivo. Do dd, Montelukast khang lam
thay déi qud trinn chuy@n héa clia cac thudc chuy&n héa qua enzym nay (nhu paclitaxel, rosiglitazone,
and repaglinide)

[TAC DUNG LEN LAI XE VA VAN HANH MAY MOC]
Chua ¢ co sd chifing minh Montelukast &nh huting dén kha nidng lai xe va van hanh may moc

[TAC DUNG NGOAI Y]

Nhin chung Montelukast dung nap t6t. Cac tac dung ngoai ¥ thubng nhe va khdng cdn phai
ngung ding thudc.

Céc tac dyng ngoai ¥ sau di dugc ghi nhén:

Phan ng qud man cam (nhu sdc phan vé, phi mach, ngifa, phat ban, may day), gidc méng
bat thuong, do giac, budn ngl, kich dong bao gdm hanh vi gay gd, hiéu dong, mat ngl, dj
cam/giam cdm gidc va rat hiém |3 con co giat; budn nén, nan, kho tidu, tiéu chy, ting men
AST va ALT, rat hi€m gip viém gan (f mét, dau cd bao gém co riit cg, ting khd ning chdy

mau, chdy mdu dudi da, danh trong ngyc, phi. ,
* Théng bdo cho bdc sT bat ky tic dyng ngoai y ndo xdy ra khi ding thuéc nay. /é@
[QUA LIEU) ——

Khong co théng tin dic higu vé diéu trj khi qué lidu Montelukast

Trong nghién ciu vé hen man tinh, ding Montelukast vdi lidu méi ngay 200mg cho ngudi In

trong 22 tudn va nghign cdu ngan han véi liéu 800mg mdi ngdy, ding trong khodng 1 tudn,

khang thay c6 phan ng quan trong trén lam sang. Trong truting hop qué liu, cdn dp dung

phugng phép diéu tri thong thuting (nhu loai bé phdn thufic chua hdp thu khdi da day-rudt,

theo doi lam sang, va diéu trj thay th&, néu cén)

Co nhilng bdo cdo vé ngd doc cdp sau khi dua thudc ra thj truding va trong cac nghign clu

ldm sang. Cac bdo cdo nay bao gém & ngudi 16n va tré em ding lidu cao 1000mg. Cac k&t

qua trong phong thi nghiém va trong Idm sang phi hup véi tdng quan vé do an toan & ngudi LTD
I6n va tré em. Phén Ién cdc phan (ng c6 hai bao gdm dau byng, budn ngil, khat, dau ﬁi RMAC'EUT\CAL c0., LY.

non, kich dong D AEWOON

Chua bigt montelukast cé thé thdm tach qua mang byng hay lpc mau \/(
. |
[DAC TINH DUQC LYC) 91’2 -/

Montelukast thugc nhém thudc doi khang thy thé leukotriene.

Cac leukotrienes cysteinyl (LTC4, LTD4, LTE4) la cdc khdng viém eicosanoids manh dugc .
phang thich tif cac t& bao khac nhau bao gdm céc duBng bao (mastocytes) va mm@bi‘
eosin.

Céc chat trung gian tién-hen quan trong nay gan k&t véi thy thé leukotriene cysteinyl (CysLT)
dugc tim thay trong duing hd hdp clia con ngudi va gay ra cac tac dong trén dubing ha hip,
bao gdm co thdt ph& quén, tiét nhdy, tinh tham thanh mach va bd sung bach cdu va eosin.
Montelukast 12 hoat chat ding duting udng, c6 lidn két véi ai lijc cao va chon loc thy thé
CysLT1. Trong cac nghién clu [dm sang, thudc (¢ ché co thit phé quan gdy ra do LTD4 khi
udng lidu thap 5mg. Gidn phé quin da dugc ghi nhan trong vong 2 gid sau khi udng. Higu qua
gidn phé quan gay ra bdi mdt chi van —@ 1a thudc tinh cong thém clia montelukast. Didu tri
véi montelukast 1am c ché ddu pha va cudi pha co thit phé& quan do khang nguyén. Montelu-
kast, so sdnh vdi gid dugc, lam gidm bach cdu va eosin clia hg mau ngoai vi & ngudi I6n va

tré em. Trong mdt nghién clu riéng, diéu tri montelukast lam gidm dang ké bach cdu ua eosin
trong dung ho hdp (dugc do trong dom) va trong mau ngoai vi, nén cai thign kiém soat hen
suyén trén lim sang. Trong cdc nghién cliu & ngudi 16n, khi udng montelukast 10mg méi ngz‘w
mot I4n, so véi gid dugc, ching 16 sy ci thién dang ké v& FEV1 vao bubi sang (FEV, thé tich
thd gdn [forced expiratory volume: 10,4% so véi 2,7% thay ddi tinh tir dubng nén cd s8], lw
lugng dinh thd budi séng (PEFR, peak expiratory flow rate: 24,5L/phit so véi 3,3 L/phut thay
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ddi tinh tif duding nén cd ), v gidm dang k€ trong sif dyng tong s& chl van-B: -8,70% S0
véi 2,64%). So vi beclometasone dang hit (200yg méi ngay hai ldn bing thiét bi hit thd
chuyén dyng spacer), montelukast ching t& ¢6 phan ng nhanh hon & giai doan ddu, mic du
trong nghién clu 12 tudn, beclometasone cho higu qua diéu tri cao hon ty & trung binh (tinh
1y 18 % thay d6i theo duting nén co s8). Sy cai thién finh trang bénh ban ngay va ban dém
clia cac tridu ching hen suyén cd v nghia dang ké va 16t hon so vai gia duge.

Nghién clfu & ngudi I6n chitng minh kha nang cia montelukast tac dgng thém vao cac higu qua
lam sang ciia corticostercid dang hit (1 1§ % thay d8i tinh tif dubng nén cd s& cho beclometa-
sone dang hit + montelukast so vdi beclometasone don tri ligu, tuong Ung vdi FEV1 (Forced
expiratory volume): 5,43% so véi 1,04%; skt dyng chl vdn —B: -8,70% so véi 2,64%). So vdi
beclometasone dang hit (200pg ngay hai ldn biing thiét bi hit thd chuyén dung spacer),
montelukast ching 19 c6 phan ing nhanh hon & giai doan ddu, mac di trong nghién ciiu 12
tudn, beclometasone cho hiéu qua didu tri cao hon ty 18 trung binh (tinh ty 18 % thay doi theo
duding nén cd sdi cho beclometasone so vi montelukast, tudng ng FEV1: 7,49% so vai 13,3%;
st dung chil van —B: -28,28% so véi -43,89%). Tuy nhién, so vi beclometasine, phan I6n bénh
nhén diéu trj vdi montelukast déu dat duge ddp Ung tugng ty nhy Iam sang (vi du, 50% bénh
nhan dugc diéu trj bing beclometason dat dugc sif cai thign vé FEVt khodng 11% hodc nhigu
hon dudng nén cd sd, trong khi c6 khodng 42% bénh nhan dugc diéu tri montelukst dat dugc
cing mt phan (ng)

[DAC TiNH DUQC BONG HOC]

Hap thu: Montelukast dugc hdp thu nhanh chdng sau khi ubng. Sau khi uSng vién 10mg, néng

d dinh huyét tuong (Cmx) dat dugc sau 3 gid (tmax). Sinh kha dung dat 64%. Hap thu thudc

khéng bj anh hudng bdi thic an,

Phan bo: Hon 99% monteluksat gdn k&t vao protein huyét tuong. Thé tich phan bd trung binh

cba montelukast 1a 8-11L, Nghién cliu trén chudt véi montelukast phdng xa cho thdy ¢ phan

phéi t6i thi€u qua hang rao mau ndo. Ngoai ra, néng do phong xa trong 24 gio sau liu udng

di duge tim thdy trong tat cd cidc md khac.

Chuyén hoa:

Montelukast dugc chuyén héa manh nén trong cac nghién ctu véi lidu diéu tri, nng do chat h
chuyén héa trong huyét tuong clia montelukast da khong thé phat hién dugc & trang thai 5%
dinh ndi ngudi Ion va tré em. ——
Trong cac nghié cifu in vitro bang cach sir dyng microsomes gan ngudi cho thay cytochrom

P450 3A4, 2A6 va 2C9 déu tham gia vao chuy&n hoa clla montelukast. Can cif vao két qua in

vitro khac vdi microsom gan cla ngudi, ndng d diéu tri trong huyét tuong clia montelukast

knong Uc ché cytochrom P450 3A4, 2C9, 1A2, 2A8, 2C19 hodc 2D6. Bong gop cla cdc chat

chuyén hoa dé&n higu qua didu tri cla montelukast 13 ti thidu.

Thai trir: Thanh thai frung binh cba montelukast 45ml/phit & ngudi I6n khoe manh. Khi udng

mot liéu montelukast danh ddu phong xa, cé khodng 86% thudc gdn phong xa dugc thu héi

trong phén sau 5 ngay va <0,2% dugc thu hdi trong nuc tifu. K&t hop vdi dy doan sinh kha

dyng dudng udng cla montelukast, diéu nay cho thdy montelukast va chat chuyén héa cia né

dugc bai tiét chil y&u qua mat.

Bénh nhin dic bigt: khdng cin diéu chinh liéu cho ngudi cao tudi hodc suy gan tit nhe dén

trung binh. Nghién clu & bénh nhan suy than da khong thyc hién, do montelukast va chit

chuyén hoa clia nd dugc bai i€t qua mat, nén khang cdn didu chinh liu cho bénh nhin suy

than. Khdng cd dif ligu dugc dong hoc cla mentelukast trén bénh nhan suy gan nang (>9 diém
Child-Pugh).

[DONG GOI)
7 vién / vi / hop
7 vign x 4 vi / hip
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