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Thinh phAn: M6i u6n n6n nhat kh6ng bao doa
Monlelukasl natn tuqrg duog v& Monlelukast 5 mg
Chi dlnh. ch6ng chl dinh, llu dthg, clch dong.
cAnh bao vA cac th6ng tln khlc:
Xem ld hufiE dln sti dung
Bao quen: Bdo quen nq kho dl. du& 30"C
oc KY Hu6rc oAil su oul{c muoc KHI ouf,G
KioNG DUxc auA LrEu clil olilH
m-Af,H n TAM TAY nE EM.
Tau chuin: NSx

Refer to enclosd package lnsed
sloEga: store in ; @ola dry da@, &low 30'c
REAO CAREFULLY THE BFLET BEFORE USE
OO XOT EXCEED RECOiIENOEO OOSACE
KEEP AWAY FRO[' THE REACH OF CHILDREN.
Spacifi calions: Manufadurer's
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Vi6n n6n montelukast natri

(rl

r
m
7

Box of 03 blisters x 10 tabletsft Prescription Drug

VLERGY.5 rO
I

ot
IIJJ

Montelukast Sodium Tablets
g
!
F
E

t
oo
G

6
o

=



Rx Thtt6c bdn theo don

Dpc k! hubng ddn sft dung trudc khi ding
Neu cdn thAm th6ng tin, xin h6i !,kiAn bdc s!

VLERGY 5

TOn thuiSc:

Ho4t ch6t: Montelukast Sodium

Thirnh phin vi him lug4g
Montelukast Sodium 5,4 mgtucmg duong 5,0 mg Montelukast
T6 duoc
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)

Cfc tlic tinh l6m sirng

Chi tlinh tliiiu tri
Vlergy dugc chi dinh trong diAu tri hen suy6n nhu mQt liQu
suy6n tt nhg d6n trung binh d nhirng bQnh nhdn man tinh

ph6p th6m viro cho nhffng b6nh nh0n hen
kh6ng d6p fng duo. c vcyi corticosteroids

d4ng hit holc c6c thuOc d6i
VLERGY ctng c6 th6 dtng vi6m mfli di ung theo mta.
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$,tnq thU th€ beta c6 t6c dgng ngin.
dd di€u tri lim gi6m triQu chimg cira

VLERGY cfing duoc chi dinh trong du phdng hen suy6n md chir y6u ln co thdt pht5 quAn do t4p
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Liiju lugng vdr cdch dirng

Lidu dung cho nguoi lcrn 15 tur5i trOl€n bi hen suy6n, ho[c bi bQnh hen suy6n vir vi6m mfri di img theo

mua lir 2 vi6n 5 mg m5i ngdy vlro UuOi tOi.

Chiing chi tllnh

MAn cim voi b6tky thanh phAn ndo cira thu5c.
T16 em duoi 2 tu6i.
Montelukast natri kh6ng dugc chi dfnh trong gi6m con co thit cira ccrn suy6n c6p vd tinh trang hen

x-
suyen nang Keo Oal.

Cinh b6o dic biQt vi th$n trgng khi dirng

- KhOng n6n dtng Montelukast natri d6 thay th6 dQt ngOt c5c corticosteroid duong u,5ng hay dulng
hit. MEc dtr chua thi6t lpp duoc m6i li6n he ngiu nhi6n voi c6c aOi khang thu th6 leukotrien, nhmg
cAn phii th{n trgng v}r theo d6i thich hqp khi giim li6u corticosteroid o nhirng benh nhdn clang dung
Montelukast natri.
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- Kh6ng n6n dirng Montelukast natri dcm 16 ae OiCu tri hen suy6n do gdng sfc. Nhirng b6nh nhAn bi
,i
hen suy6n ndng s3u khi g[ng sric n6n ti6q tpc ch6 d0 di€u tri th6ng thuong \ cilc chat chir vQn F
dtrng ducrnghit dC phong ngta, vlr nOn chuAn bi sEn thu6c d6 phdng Lhi dung d6n.

- Benh nhdn mdn cim v6i aspirin n€n triinh dtng aspirin hay c6c khang vi6m kh6ng steroid khric khi
tlang di6u trl bing Montelukast natri. Do Vlergy hiQu qui trong viQc tdng chric n[ng dudng th6ng khi
nhmg kh6ng hiQu qui trong cit con co that ph6 quAn do aspirin vlr c6c khang vi6m kh6ng steroid
kh6c o bQnh nhdn hen suy6n do m6n cAm aspirin

- Trong.viri trulng hqp bQnh nhdn hen suy6n diAu tri bing Montelukast natri c6 the bi t6c dpng phq

ting tC bdo ua eosin, hodc thinh tho6ng c6 ddu hiQu l0m sing cua viOm mach d{c trmg cta hQi

chimg Churg-Strauss. Chua ph6t hiQn dugc m5i quan hQ ngdu nhi6n giira Montelukast natri vir tinh
trang niy.

- Kh6ng gdy tha"y AOi aang k6 duqc dQng hgc cua li6u tiOm tlnh m4ch ctra theophylline.

- KhOn! ifruy aOi duqc dQng hoc cira warfarin, \h9ry 6rnh hucrng dr5n hieu qua cua li6u don warfarin

30mgtucrng u6ng tr€n thcyi gian prothrombin vi tilQ quOc t6 dQ d6ng so v6i binh thuong.

- Kh$ng thay ddi dugc dQng hoc vir sy bdi tiQt ra nu6c ti€u c[ra digoxin.

- Kh6ng thay dOi 
"Ong'Og" 

trong huy6t tuong ctra terfenaain vd fexofenadin (ld ch6t chuy6n h6a

carboiyl) vd kh6ng gdy k6o dii khoing QT sau.khi u6ng terfenadin 60mg, 2ldnl ngiry.

- Kh6ng"[nh hucrnf Aang tC d6n nOng-dd nry0t tucrng c0a m5i tfrenn phAn trong thu6c ngtra thai

dutrng u6ng cht?a.norethindron lmg/ ethyl estradiol 35mcg.

- Kh6;g thay d6i n6ng d0 trong huy& p*g cira prednison ducrng u5ng vir dYong ti6m tinh mach.

- phenobaruital, chAt 
-nnh 

huong .hry,3n h6; d ean,.la1.giim x6p xi 40oh di0n tich dutri dutrng cong

cira Montelukast acid o li€u don l0mg. Kh6ng nh6t thiSt.An ptai di6u chinh lidu Montelukast acid.

A;^;;i;J uie. pnap tic* so6t ldi sang i-tricrr hqp khi drlng chung vcvi c6c thuric cim img hQ

enzyme cytochrom P+so, nhu Phenobarbital, rifampin.

- Montelukast acid ; iil6 anh t "*g d6n chuyon h6a cua c6c thu5c chuy6n h6a so c6p o gan qua hQ

cytochrom 2C8 nhu paclitaxel, .oiiglituron, repaglinid; tuy nhi€n chua ti6n hiurh c6c nghi€n ctiu

tuong t6c in vivo.

chi dinh cira B6c si.

Tucrng t6c thu5c

Montelukast ocid:

Phg nil c6 thai vi cho con bri

Montelukast natri chua dugc nghien cuu tr6n phu nir c6 thai. Chi n6n sir dpng cho phu nir c6 thai n6u

that su cAn thitit' 
ri cho th6v thuoc kh6 iu trng d6n 400mg I kgl ngiry'Cic nghiOn criu o thf cho th6y thuOc kh6ng gdy qu6i thai o li(

Kh6ng rO Montelukast natri co bdi ti6t qua sira me kh6ng. Vi nhi6u thu6c c6 khi nlng bii ti6t qua sira,

n6n cdn thfln trgng khi su dung Mergy cho php nt dang cho con b0.
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Anh hu0ng t6n khi nlng Lli xe vh v$n hinh miy m6c:



Kh6ng c6 6nh hucrng d6n khn ning l6i xe vi vf,n hhnh m6y m6c. Tuy nhiOn, trong I sO trudng hqp
..t }.
hi6m g[p: budn ngu, hoa mdt, cho6ng vi vdy n6n thfln trong.

Tic dgng phg kh6ng mong mu6n

Montelukast natri n6i chung duo. c dung n4p tdt. Tuy nhi0n, crlc phin tn g phU sau cffng dugc ghi nhfln,

thudrng xiry ra d mric d0 nhe vi kh6ng nhat thi€t ph6i ngung thudc:

- C6c phin img mdn c6m (bao g6m phir m4ch, ph6t ban, ngria, n6i me day vi r6t it khi xay ra thdm

nhi6m bpch cdu gan).
i^- Ac mong, ao glac, dSnh tr6ng nggc, ngir.gd, n6ng niy, b6n ch6n, mit ng[r, mQt moi/ suy nhugc, mdt

ngir, tdng ti6t mO hOi, ch6ng m6t, nhirc dAu, gi6n d6ng t[r.

- Budn n6n, ndn, kh6 ti€u, ti6u chiy, dau bung.

- Dau co, chuQt r[rt.
- Xung huytit mfri, t[ng men gan ALT (Alanin aminotransferase), AST (Aspartat aminotransferase)

Qu6 litiu vir xft lf
- Kh6ng c6 phucrng ph6p d[c hiqu diCu tri qy? 

liau yoil;lukast acid. Trong c6c nghiCn cuu bQnh hen

suy6,i.6p,-thuoc-duqc cho str dung g ngucri lon d6n li6u 200mg/ r.gly t.glq thoi gian 22 ngiry,vit

il-*;bft, "i*irong 
thoi gian 1 tran i.ong nghiCn cuu ng6n nan, [6t quir kh6ng thlty 6c dung phq

nghiCm trong nho.

- tiong trusn! hqp qria lidu, nen tien hnnh c6c biQnph6p di€u tri h5 trg thich hqp, nhu lo?i phin thudc

cfrua tcip frap tnu d da diy ru61, theo d6i di6n bii5n lnm sang k6t hop diAu tri h5. tro n6u cAn thi€t.

i;;iliili6 ua" .ao qnu li6u Montelukast acid thi6u mola triQu chtug q[a lidu, nhmg quan s6t

"t"-tfiay 
c6c triQu chimg pfrO UiCn nhAt g6m: kh6t, budn ngir, gi6n ddng ru, vd dau bung'

Dugc lgc hgc

Montelukast natri ld mQt ch6t ddi h.ung c4nh tranh, chgn.lgc receptor. leukotrienes D4 (cysteinyl

leukotrienes CysLTl) dirng tlucrng uOttg. C6c cysteinyl leukotrienes (gom.LT91, LJD1, LTE4) le

"a. 
,an phAm .t,uyc., h6a Jta acid arachidonic duoc giii ph6ng tir c6c t€ bdo kh6c nhau bao g6m td

bio mast vi bac( cAu 6i toan. C6c eicosanoids ndy gin ttit voi c6c thu th6 cvsteinvl leukotrien

6;rffi;. r; ;t;'bd;.i," .yu-iryt ieutotrienes vio t u ti,a i.rkotrienes tic,, qrun 96.:':t* li !:*
cua bQnh t 

"n 
,uyen, ;;; ;d* pf,1, Ay*g d6n khi, co thit co tron, vir thay ddi hoat tinh tc bdo k6t

hqp vcri quri trinh vi6m, c6c y€u tO da;;E" trie;;h,irg hen suy6n. Vi v0y, Montelukast natri fc ch6

c{c t6c d$ng sinh llf cua LTIi4 t1i ctrcthu th6 CysLTl vir kh6ng c6 ho4t tinh chu vQn ndo.

- Tdng xu hudng chAy m6u, phir tim,
- Run, kh6 mi6ng, hoa mdt, dau kh6P .
Thilng brio cho Bric s! ctic ttic dltng khing mong mu6n gqp phfii khi sir dltng thubc.

Dugc tlQng hgc

{;:Ak^st natri duqc h6p thu nhanh ch6ng qua du}ng u6ng. N6ng d0 dinh huv6t tuong cua thu6c

;;ffi;;;;6, o;iJ;5"s ,h;6" ii.r, daiung truig uinrr nri dung duong uong ld 64%.

PhAn b6

Montelukast natri gan k6t v6i protein huy6t voi tj' l€ tr€n 99%. Thdi gian b6n thiri trung binh cua

inra. rJ"'rur"ariiJ i,l a6i 5,5 gid'o ngudi-truons $og TPh: Dusc dQng hec ctra Natri

Montelukast gan.tt",u tuy6n tfnh khi dirng duong u6ng voi li€u l6n d6n 50mg'

J
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Chuydn hda

Montelukast natri dugc chuyiSn h6a rQng r6i qua gan bni isozyme cytochrom P450 CYP3A4,
CYP2A6 vi CYP2C9. NOng d0 tri li6u cira Natri Montelukast trong huy6t tuong kh6ng fc ch6 c6c

cytochrome P450 3A4, 2C9, lA2,2A6,2Cl9 hay 2D6.

Thrti fir
Tdc d0 thanh thii cira Natri Montelukast trung binh ld 45mLl phirt o ngudi kh6e m4nh. Natri
Montelukast vi cilc ch6t chuyiin h6a crha n6 clugc ddo thAi chtr ytlu qua ph6n vir qua mflt.

Obi tu,qng itgc biQt

Nhi khoa
HiQu qui vd tinh an to}n cira Montelukast natri trong di6u trihen suy6n vir vi6m mfii di img theo

mia o tr6 em dd dilffi;;;irh il; c6c nghien .rru duo. ki6m soaf ty. rup/
/./Ldo khoa

Ce._ rgfiier, ..uu t6m s]rng cho th6y kh6ng c6 sg kh6c biQt vA tinh an todn cffng nhu hiQu qira cua

thuOc 
"thi 

su dung o ngooi lon tu6i. tuy nhien cfrng c6 nhirng bQnh nhdn mdn cim hcvn voi thu6c

cfrng kh6ng phni ln ngo4i lQ.

Cic sii liQu an toirn tiiin lflm sing:

Trong c6c nghi6n cuu benh hen suy6n cAp, Montelukast natri dugc cho sir auns y nguoi lcrn d€n 1i6u

200mglnghy trong thoi gian 22 ngdy, vd li6u 900mg/ ngiry trong thdi gian I tudn trong nghi0n .\
ngin [4n, ki5t qua kh6ng th6y t6c dung phu nghi0m trqng n]ro. ")

q,

H4n dirng _ :. il
l8 thang kC tir ngdy sin xu6t

Diiiu kiQn bio quin : noi kh6 m6t, duoi 30oC, trffi 6nh sdng

Ti6u chuAn: Nhir sin xu6t

Th6ng bdo cho bdc si vi cdc tdc dqng kh6ng mong mu6n sqp phdi khi sit d4ng thu6c

Dd xa fim tay tri em!

Nhir sin xuAt:

@ saga LAB'RAT'R'ES

5ffiey No.tqSlZ & lgsl3,Chachrawadi Vasn4 Ta- Sanand, City: Chachrawadi Vasna'

Distriit: Ahmedabad, An D6.
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