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Rx Thtuic bdn theo don

Dpc W hudng ddn su dqng trudc khi dimg

N€u cin th€m th6ng tin, xin hdi !,kiln bdc si

\LERGY 10

T6n thuiic:

Ho4t chAt: Montelukast Sodium

Thinh phf,n vdr hhm tugng

Montelukast Sodium 10,8 mg tuong duong 10,0 mg Montelukast
T6 duqc
Starch+DCP Granules IHS, Magnesium Stearate BP, Talcum BP, Aspartame BP, Mannitol BP,

Flavoured Pineapple Dry IHS, Menthol USP

D?ng bio ch6

Vi6n n6n (nhai)

Cr[c il{c tfnh lflm sing

Chi ilinh tliiiu tri
Vlergy dugc chi clinh trong di0u tri hen suy6n nhu m6t liQu ph5p th6m vlo cho nhffng bQnh nhdn hen
suy6n tri nhe d6n trung binh 0 nhirne bQnh nh0n man tinh kh6ng d6p rmg duo. c voi corticosteroids
d4ng hit hodc c6c thu6c d6i kh6ng thq th6 beta c6 tiic dung ngdn.
VLERGY cfing c6 th€ dtng d€ di6u tri ldm gi6m triQu chimg cfra viOm mfri di [mg theo mta.
VLERGY c0ng du-o. c chi dinh trong du phdng hen suy6n md chir ytiu ld co thit phiS quin do tQp luyQn.

Liiiu lugng vi c6ch dirng

Li0u dtng cho ngudi lcrn 15 tu6i tro l6n bi hen suy6n, hoqc bi bQnh hen suy6n vir vi6m mffi di img theo
mua lir I vi6n 10 mg m6i ngdy vio buOi tOi.

Chiing chi ilinh

MAn cim vcri b6tk! thanh phAn ndo ctra thur5c.

T16 em duoi 2 tu6i.
Montelukast natri khdng dugc chi dinh trong gi6m ccrn co th6t cta con suySn c6p vd tinh tr4ng hen

i-
suyen nang Keo oal.
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Cinh b6o d{c biQt vir th$n trgng khi dilng

- Kh6ng n6n dtng Montelukast natri dC thay th6 dQt ngQt c6c corticosteroid duong udng hay dudng

hit. M[c dir chua thi6t lap dugc m6i li€n hb ng6u nhi6n voi c6c AOi ruUng thg th6 leukotrien, nhtmg

cAn phii thdn trgng vlr theo d6i thich hqp khi gi6m li6u corticosteroid o nhirng bQnh nhAn dang dirng

Montelukast natri.
- Kh6ng n6n dung Montelukast natri don 16 Ae OiAu trf hen suy6n do g6ng suc. Nhirng benh nhan bi

hen suy6n nang s.au khi ging sftc n6n ti6p tpc cn6 AO di6u tri th6ng thucrng ld cic ch6t chu vQn g

dtng ducrng triide phong ngtra, vd n6n chuAn bi sin thui5c d6 phdng khi dung d€n.
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- Bdnh nhdn m6n cdm v6i aspirin n€n tr6nh dtng aspirin hay c6c kh6ng vi6m kh6ng steroid lJr5c khi
tf-ang <IlCu tri bing Montelukast natri. Do Vlergf hiiu qun trong vi6c tdng chrlrc nlng clucmg th6ng khf
nhmg kh6ng hiQu qui trong cit ccm co thit pht5 quin do asp-irin vi cic khang vicm khSng stJroid
kh6c d bQnh nh6n hen suySn do m6n cim aspiiin.

- Trong.vdi truong hqp bQnh nhdn hen suy6n <li0u tri bing Montelukast natri c6 th6 bi trlc dung phu
tdng td bdo ua eosin, ho4c thinh thoing c6 d6u hiQu l6m shng cria vi6m mach d5c tnmg ctr-a fr6i
chr?ng Churg-Strauss. Chua ph6t hiQn clu-o. c m6i quan h€ ng6u nhi€n gita Montelukast natri vi tinh
tr4ng niry.

Lwu y
- Benh nhdn n6n duqc khuy6n c6o s[r dgng Vlergy m5i ngdy theo chi dinh, ngay cirkhi kh6ng c6 tri6u

.hryg cfing nhu sudt thcvi gian tinh trang x6u hon, vi ph6i tham v?rn y tcicn eac s! khi Uqnrr n"n
suy6n kh6ng duoc ki6m so6t tdt.

- Khi sri dpng Vlergy, cAn phii duoc theo ddi cAn thdn n6u bQnh nhdn c6 str dung ciic trlc nhdn
phti quin ducrng hit thuong xuy6n sd lAn st dung c6c thu6c gidn

gidn
.Apne

quin t6c dung ngdn nhi6u hon mric
- BQnh nhdn lm j'kh6ng tu y ngmg kh6c khi str dung Vlergy tru khi

chi dinh cfia B6c si.

Tucrng tic thu6c

Montelukast acid:
- Kh6ng gdy thay d6i d6ng k6 duqc dQng hgc c[ra li6u ti€m tinh mach cira theophylline.
- Kh6ng thay ddi dugc dQng hoc cta warfarin, kh6ng Anh huong dtin hi6u qta cta li6u dcrn warfarin

30mg ducrng u6ng tr6n thcri gian prothrombin vd ti lQ qu6c tC O9 aOng so v6i binh thucrng.
- Kh6ng thay d6i dugc dQng hgc vh sg bii ti6t ra nu6c ti6u cria digoxin.
- Kh6ng thay dOi n6ng dQ trong huy6t tuong c[ra terfenadin vir fexofenadin (ld chAt chuytin h6a

carboxyl) vd kh6ng gdy k6o dii khoing QT sau khi u6ng terfenadin 60mg, 2l6rn/ ngity.
- Kh6ng ffi huong d6ng k€ d6n n6ng dQ huy6t tucrng cua m5i thenh phAn trong thu5c ngira thai

ducrng u6ng chria norethindron lmg/ ethyl estradiol 35mcg.
- Kh6ng thay d6i n6ng dQ trong huy6t F*g cia prednison duong u6ng vir duong tiOm tinh m4ch.
- Phenobarbital, ch6t inh huong chuy6n h6a d gan,.lhm giAm x6p xi 4.0oh diQn tich ducri dudng cong

cira Montelukast acid o li6u don l0mg. Kh0ng nfr6t ttri6t cAn phii di6u chinh li6u Montelukast acid.
Cdn phAi c5 biQn ph6p ki6m so6t ldm sdng thich hqp khi dtng chung voi c6c thu5c c6m img hQ

enzpe cytochrom Pa56, nhu Phenobarbital, rifampin.
- Montelukast acid c6 th€ Anh hu&ng dtin chuy6n h6a crha c6c thu5c chuy6n h6a so cAp o gan qua hQ

cytochrom 2C8 nhu paclitaxel, rosiglitazon, repaglinid; tuy nhi6n chua ti6n hanh c6c nghi€n cuu
tuong t6c in vivo.

Phg nil c6 thai vi cho con bri

Montelukast natri chua dugc nghiCn ct?u tr6n phg nir c6 thai. Chi nOn su dqng cho phg nir c6 thai n6u

thft sg cAn thitit.
C6c nghiOn ciru s thti cho th6y thu6c khdng gdy qu6i thai o li€u tdng diln 400mg I kg/ ngity.

Kh6ng 16 Montelukast natri c6 bii ti6t qua sfia me kh6ng. Vi nhi6u thu6c c6 khi n[ng bdi ti6t qua sira,

n€n cAn thfn trgng khi su dgng Mergy cho phu nir <lang cho con bri.

Anh hu&ng l6n khi nlng l6i xe vi v$n hirnh mfy m6c:

Kh6ng c6 6nh huong d6n khi ndng l6i xe vd vfln hirnh m6y m6c. Tuy nhi6n, trong 1 s5 truong hqp
,.1 : 'hi6m g[p: bu6n ng0, hoa mf,t, cho6ng vi vAy n6n thQn trong.

hcrn mric th6ng thudng, hodc
t6i da khuy0n c6o cho 2a eltr.
c6c thuOc tli6u tri hen suy6n
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Tfc dgng phg khdng mong mu6n

Montelukast natri n6i chung duoc dung ngp 
161. 

Tuy nhiOn, c6c phin rmg phU sau cffng duoc ghi nh6n,
thuong xtry ra o m[rc <I0 nhe vd kh6ng nnAt ttritit phii ngmg thu6c:

,x- C6c phrin img mdn cim (bao g6m pht m1ch, ph6t ban, ngria, n6i mC day vd r6t it khi x6y ra thdm
nhi6m bach cAu gan).

- Ac mOng, do giitc, d6nh tr6ng nggc, ngri.gd, n6ng n6y, b6n ch6n, m6t ngri, m€t moi/ suy nhuo. c, m6t
ng[r, ting ti6t mO h6i, ch6ng mAt, ntuic aAu, gian OOng it .

- Bu6n n6n, nOn, kh6 ti€u, ti6u chiy, dau bung.
- Eau co, chu6t nlt.
- Xung huytit mfri, tdng men gan ALT (Alanin aminotransferase), AST (Aspartat aminotransferase)
- Tdng xu hudng chiy m6u, phi tim,
- Run, kh6 mi6ng, hoa mdt, dau khop
Thilng bdo cho Bdc s! cttc tdc dqrng khing mong mu6n ggp phdi khi stv dltng thuiSc.

Qui lidu vi xu lf
- Kh6ng c6 phuong ph6p dac hiQu di6u tri qfa lidu Montelukast acid. Trong c6c nghidn cr?u b6nh hen

suy6n cAp, thu6c iluoc cho str dung o nguoi lcrn d6n li€u 200mg/ nghy trong thoi gian 22 ngity, vit
li6u 900mg/ ngdy trong thoi gian I tuan trong nghiCn criru ngin han, k6t qui kh6ng th6,,y t6c dpng phq
nghiOm trong nio.

- Trong trucrng hqp qta liAu, nOn ti6n hdnh c6c biQn ph6p di6u tr! h5 trg thich hqp, nhu lo4i phAn thu6c
chua klp.hAp thu o d4 ddy ruQt, theo d6i di6n biiin ldm sing ktit hqp di6u tri h6. tro n6u cAn thitit.
Trong phAn lcrn b6o c6o qfa li6u Montelukast acid thi6u m6 ti triQu chimg qria li6u, nhtmg quan s6t
cho thdy c6c tri€u chimg ph6 bi6n nhdt g6m: kh6t, bu6n ngir, giSn dOng tir, vi dau br,rng.

Dugc lgc hgc

Montelukast natri li mQt ctr6t AOi kh6ng c4nh tranh, chgn loc receptor leukotrienes D4 (cysteinyl
leukotriene.s CysLTl) dtng ducrng u6ng. C6c cysteinyl leukotrienes (g6m LTC4, LTD4, LTE4) la
c6c sin phAm chuyiSn h6a cira acid arachidonic dugc gi6i ph6ng ttr c6c t6 bao kh6c nhau bao g6m t6
bio mast vir b4ch cAu 6i toan. C6c eicosanoids ndy gin t<tit vOi c6c thp th6 cysteinyl leukotrien
(CysLT). Sg gan k6t cira cysteinyl leukotrienes vdro thg th6 leukotrienes li6n quan d6n sinh lf bQnh

cira bQnh hen suy6n, bao gdm phu duong d6n khi, co th6t co tron, vd thay d6i ho4t tinh t6 bio ktlt
hqp voi qu6 trinh vi6m, cic y6u t6 din d6n triQu chimg hen suy6n. Vi vpy, Montelukast natri ftc chr5

cdc titc d6ng sinh ly cira LTD4 tqi c6c thU th€ CysLTl vir khdng c6 ho4t tinh cht vQn nho.

Duqc ilQng hgc

Hiip thu
Montelukast natri duqc h6p thu nhanh ch6ng qua duong u6ng. N6ng dO dinh huytit tuong cta thu6c

d4t dugc sau 2 d6n 4 gio u6ng thu6c. Sinh khe dqng trung binh khi dung duong u6ngld64Yo.

Phdn bd

Montelukast natri gin ktlt v6i protein huy6t vcri tj' lQ tr6n 99%. Thiri gian b6n thii trung binh cira

thu5c vho khoing tt 2,7 d6n 5,5 gid d ngudi,truonq \h9: T?rh: Dugc dQng hoc cira Natri
Montelukast gAn nhu tuy€n tinh khi dirng dudng u6ng v6i li€u l€n ddn 50mg.

Chuydn hda

J
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Montelukast natri duoc chuy6n h6a r6ng rdi qua gan boi isozyme cytochrom P450 CYP3A4,
CYP2A6 vit CYP2C9. N6ng d0 tri liQu cta Natri Montelukast trong huytSt tuong kh6ng ric ch6 c6c
cytochrome P450 3A4, 2C9, l A2, 2A6, 2Cl9 hay 2D6.

Thdi trii
TOc d0 thanh thii crha Natri Montelukast trung binh li 45mLl phirt o nguoi khoe manh. Natri
Montelukast vir c6c ch6t chuy6n h6a cira n6 duoc ddo thAi chir y6u qua phdn vir qua m{t.

OAi *,gng itgc biQt

Nhi khoa
HiQu qui vir tinh an todn ctra Montelukast natri trong diAu trihen suy6n
mtra d tr6 em di dugc khing dlnh trong c6c nghiCn ciru dugc kii5m so6t k!.

vir vi6m mfri di img theo

Ldo khoa
C6c nghiOn cr?u l6m slurg cho
thu6c khi sft dqng 6 nguoi l6n
cfing kh6ng phii li ngopi lQ.

thAy khOng c6 su kh6c biQt vA tinh an toin cfrng nhu hiQu qua cua

tu6i. Tuy nhi6n cflng c6 r,hirng b6nh nhdn mdn c6m hcrn voi thu6c

Cic sii IiQu an toirn tidn lflm shng:

Trong c6c nghiCn criu bQnh hen suy6n cAp, Montelukast natri dugc cho str dUng g nguoi lon dtin li6u
200;9/ngdy trong thdi gian 22 ngdy, ua ti6, 900mg/ nghy trong thoi gian I tuAn trong nghiCn criu

ngin han, ktit qun kh6ng thdy titc dpng phg nghiCm trong niro.

H4n dirng

18 th6ng k6 tu ngiy sin xu6t

Didu kiQn trio quin noi kh6 m6t, du6i 30oC, tr5nh 6nh s6ng

Ti6u chufln: Nhir sdn xu6t

Th6ng bdo cho bdc si vi cdc tdc dqng khilng mong muin gQp phdi khi su dqng thu1c

Di xa im tay tri em!

Nhi sin xudt:

A
ELil q.asa r iRnRAToRrEs
: usJf. LFLlJ

Survey No.l98/2 & 19813, Chachrawadi Vasna, Ta- Sanand, City: Chachrawadi Vasna,

District: Ahmedabad, An D6.

TUQ.CUC TRIJ5NG
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