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le Tablets 4mg

Each I.Il'ICOB?SCl chewable tablet contains:

Montelukast sodium
Equivalent to Montelukast. ... oo, Mg

Pmdulﬁ specifications: Manufacturer
D , Contraindl
Side affects {Bea anclosed |safiet)

* Keep out of reach of children WN Visa No.: VNG00

* Protect from light and moisture

= Store below 30°C in a dry place Manutactured by ;

PHARMATHEN S.A.
6, Dervenakion Street,
153 51 Pallini, Attikis, Greece,

Read the instructions caretully before use,
Do not exceed prescribed dose,
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NHAN PHU
KIPEL CHEWABLE TABLETS 4 MG

Natri montelukast twong dudng véi Montelukast 4 mg

Quy cach: Hop 4 vi x 7 vién nhai

100%

R - Thudc ban thew dlon

KIPEL CHEWABLE TABLETS 4MG SPK: xx-xxxx-xx

Hoat chitt-him luwng: M5 vien thai chiz Nam moalefkzst imomg duong vl Montefakad 4 mg. Chi dinh, ching
chi dinh, Uy dung, cach ding vi cic thing fin Kbic wem i lwn., din s e Bio quin Bao quim i 100
ot Whe il Trank i sing va mank dn, Trinh Bay: Hiép 4 vix 7 vén nhai 56§ SX, NSX. HD: xem Basch No.

Mg Dote, Exp Diae i ban bi, ngdy hiét han Lt agay 01 cun thing hét hon, Sdn wudn bik PEARMATIIEN S, Bia
i 6. Dervenakson Stect, 15351 Palting, Arukis, Hy Lap, D xa siv tap ird em, dpc k9 uaimg didn s dung o

i ey DIPRC .

200%

Rx - Thudc ban theo don

KIPEL CHEWABLE TABLETS 4MG SPK: xx-xxxx-xx

Hoat chal—ham lrgng: M&i vién nhai chira Natri montelukast wrong duong véi Montelukast 4 mg. Chi dinh, chm‘ng
chi dinh, lidu diing, cich ding va cic théng tin khie: xem & hudng din sit dtmg Bio quin: Bao quan dudi 30°C,

noi khé mat. Tranh anh sang va tranh dm. Trinh bay: Hop 4 vi x 7 vién nhai. S6 16 SX, NSX, HD: xem Batch No.,

Mfg Date, Exp Date trén bao bi, ngay hét han la ngay 01 cua thang hel han Sin xuit béi: PH ARMATHEN S.A.
Dia chi: 6, Dervenakion Street, 15351 Pallini, Attikis, Hy Lap. B¢ xa tim tay tré em, dpc kj huing din si dung
triege khi dizng. DNNK:..
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KIPEL CHEWABLE TABLETS 4mg/5mg

Thanh phan, ham lugng

Kipel chewable tablets 4mg

Méi vién nhai chia:

Natri montelukast twong duodng véi Montelukast ... 4 mg

Td duge: Mannitol, cellulose vi tinh thé, croscarmellose natri, hydroxypropyl cellulose, bt anh
dao, aspartam, oxyd sit dd, magnesi stearate.

Kipel chewable tablets Smg

Moi vién nhai chia:

Natri montelukast tudng duong vl Montelukast . ....covveiivrercnnieeeicncnriennnee 5 mg

Td dugc: Mannitol, cellulose vi tinh thé, croscarmellose natri, hydroxypropyl cellulose, bdt anh
dao, aspartam, oxyd sit do, magnesi stearat.

M6 ta san phadm
Kipel chewable tablets 4mg: vién nhai mau hdng, hinh biu duc, hai mit khum.
Kipel chewable tablets Smg: vién nhai mau hong, hinh tron, hai mit khum.

Dang bao ché¢
Vién nhai

Dugc Iuc hoc

Montelukast giy tic ché thu thé cysteinyl leukotriene & dudng din khi nh& kha ning e ché co
thdl phé& quédn do hit phdi LTD4 trong bénh hen suyén. V6i liéu thip hon Smg giy ttc ché dang
ké LTD4 chat gdy ra co thit khi quan.

Duge dong hoc

Hdp thu

Montelukast duge hip thu nhanh sau khi uéng. O ngusi 16n, sau khi uéng vién bao phim 10mg
lic bung déi, ndong do dinh trung binh trong huyét tudng (Cmax) dat dudc trong vong 3-4 gid
(Tmax). Sinh kha dung trung binh dudng uéng la 64%. Sinh kha dung duding uéng va Cmax
khéng bi 4nh hudng bdi bita dn sdng tiéu chuan.

O tré em tir 2-5 wéi ding vién nhai 4mg lic d6i, Cmax trung binh dat dudc trong vong 2 gidf sau
khi nhat.

o} ngudi I6n dung vién nhai 5 mg ldc doi, Cmax trung binh dat dude trong vong 2-2,5 gi6 sau khi
nhai. Sinh khd dung trung binh dung udng lic déi 1a 73% va 63% khi dung vdi bita an sdng tiéu
chuin.

Phdn b6

Trén 99% montelukast gin két vdi protein huyél twdng. Thé tich phian phéi § trang thdi 6n dinh
trung binh tr 8-11 lit.

Chuvén hoa

Montelukast duge chuyén héa rong rii. G ngudi 16n va tré em ding liéu diéu tri, ndng dd chil
chuyén hoa cda montelukast trong huyét twdng ¢ trang thii 6n dinh khong thé phat hién dude
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Thai tru

khée manh. Sau khi udng montelukast ¢c6 danh dau phéng xa, 86% hoat tinl'phong xa duge fim
thdy trong phan thu thdp trong 5 ngay va dudi 0,2% duge tim thdy trong nude tiéu. K&t hop véi
viéc ddnh gid sinh khd dung dudng uéng clia montelukast cho thiy montelukast va chit chuyén
héa cla né dudc thdi it chll yéu qua dudng mat.

Mot s& nghién citu cho thay, thdfi gian bdn thai trung binh trong huyét twohg ca, montelukast &
thanh nién khoé manh nim trong khodng tir 2,7 dén 5,5 gidl. Dude dong hoc ciia montelukast gan
nhu tuyén tinh véi liéu udng 1én dén 50mg. Khi ding liéu 10 mg / ngay, chi c6 mot lugng nhd
thude tich lily trong huyét twong (14%).

Quy cach déng goi
Hop 4 vi x 7 vién

Chi dinh

Thudc dude chi dinh & tré em tir 2 - 14 tudi:

Hen phé qudn: D phong va diéu i1 hen ph& quin man tinh.

Viém miii di ving: Diéu tri triéu ching viém mii dj ¢ng (viém mii di tng theo mia va viém mii
di Ing quanh ndm).

Liéu lugng va cdch diing

Cdch dung:

Vién nhai: nhai k¥ va uéng véi nude.

Liéu ditng:

Hen phé qudn man tinh:

Montelukast nén duge st dung mdi ngay mdt 1an vao budi t8i. Vi cic lidu sau:

Tré em tlf 6 — 14 wdi: | vién nhai 5 mg.

Tré em tir 2 — 5 tudi: 1 vién nhai 4 mg.

Tré em tir 12 — 23 thang twoi: dé nghi tham khdo y kién bac si.

P an toan va hiéu qua trén tré em dudi 12 thang tudi bi hen phé quan chua duge thit [dp.

Viem mii dj ting:

DP&i véi viem mili di (ing, montelukast nén dung mdi ngay mot 1an. Hiéu qua da duge chiing
minh cho viém miii di ng theo mia khi s& dung montelukast vao budi sdng hay budi i ma
khong lién quan dén thdi di€m bita dn. Thyi gian diing thudc tuy theo nhu ciu cla tirng d6]
trong.

Tré em i 6 — 14 téi: 1 vién nhat 5 mg

Tré em tir 2 — 5 wdi: ! vién nhai 4 myg

D8 an toan va hiéu qua trén tré em dudi 2 tudi bi viém miii di tng chira dude thiét lap.

Hen phé qudn va viem miii di ing.

Bénh nhin vita bi hen ph& quan vita bi viém miii di ting nén ding 1 vién mdi ngay vao budi 1.

Chéng chi dinh
Bénh nhin min cdm vdi bil ki thanh phan nao cla thude.

Than trong
Khitvén cdo chung
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suyén. Bénh nhin cian dude hudng dan ding cdch diéu tri thich hdp sin ¢6. Co thé tiép tuc dung
montelukast trong Iic cdn hen suyén ¢fp trdm trong. Bénh nhin bi her suyen ning do géng su’c
cin ¢d sén thudc chii van B (P-agonist) dang hit, tdc dung ngin dé citu aguy.

C4 thé phdi gidm corticosteroid dang hit dan ddn duéi sif gidm sdt cla'thdy thudc, nhung khéng
duge thay thé dot ngdt corticosteroid dang hit holic ung bing montelukast.

o] nhitng bénh nhan man cadm v3i aspirin, khéng nén dung aspirin hodc cic thude khing viém
khéng steroid khéc trong khi diing montelukast, Madc diy montelukast ¢6 tdc dung cdi thién chuc
ndng dudng ho hap & bénh nhan hen suyén man cdm v4i aspirin, nhung chua chitng 16 loai b
dugc ddp w@ng gdy co thit ph& quan do aspirin va cdc thude khdng viém khong steroid khdc &
bénh nhin hen suyén nhay cdm vdi aspirin.

Cdc tdc dong trén thin kinh — tdm thdn

Pi ¢6 bdo cdo vé cdc rdi loan thin kinh-tim thdn & nhifng bénh nhin ubng montejukast, ké cd
ngudi 16n, thi€u nién va tré em. Triéu ching di dude bdo cdo bao gdm kich dong, thdi d6 hung
hidng hodc thi dich, lo au, tram cam, mong mi bat thudng, do gide, mét ngu, dé kich tng, hiéu
déng, mdng du, ¢6 suy nghi va hanh dong mudn 1y sat (k€ ¢4 tr sdt) va run.

Béc st vi bénh nhin cdn cdnh gidc vé nhitng r6i loan thin kinh — tAm thin ¢6 thé xdy ra. Cin
hudng din cho bénh nhin ring phai thong bdo cho bic si néu gip phii nhitng triéu ching nay,
Bdc sinén than trong ddnh gid gilta nguy cd va 1gi ich cia viée 1i€p tue chi dinh montelukast khi
xdy ra nhitng triéu chiing trén.

Tdng bach cdu wa eosin

Mt s& hi€m trussng hgp bénh nhan bi hen phé quin diéu tri v6i montelukast ¢6 thé bi ting bach
cdu ua eosin todn than, doi khi gdp triéu chiing viém mach dic trung cla hdi chitng Churg-
Strauss khi gidm li€u corticostercid ding duding toan than.

Chiing phenylketon nié¢u: Bénh nhin bi phenvlketon niéu nén duge théng bdo rang trong vién
nhai 4 mg va 5 mg ¢6 chifa phenylalanin (trong thanh phan cla aspartam), mbi vién nhai 4 mg
v 5 mg co6 chia tuong dng 0,674 va 0,842 mg phenylalanin.

Anh hiiéng cha thudc irén kha niing 1di xe va van hianh mdy méc
Thén trong khi 1di xe vi thudc ¢6 thé edy dau diu, chong mat, mét méi, mat ngd, 4o gide.

Phu ntf ¢6 thai va cho con ba

Liic c6 thai:

Chua c6 nghién citu ddy di va cé ki€ém sodt tot trén phu nit ¢6 thai. Montelukast chi st dung cho
phu nit ¢6 thai khi thuc sif cin thiét.

Liic cho con bui;

Chua ro sif bai €1 clia montelukast qua sita me Cin thin trong khi dung thudc wong thai k¥ cho
con bu.

Tuong tdc thude

Khéng cin diéa chinh ligu khi s dung dong thdi montelukast véi theophyllin, prednison,
prednisolon, thudc tranh thai dudng udng, terfenadin. digoxin, warfarin, hormone tuyén gidp,
thude ngd, thudc khdng viém khong steroid, cdc benzodiazepin, thude théng miii va cdc chil
cam Gng emzym Cytochrom P3350 (CYP).
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Cédc tdc dung phu thudng gip 1a dau dau, cim, dau bung, ho , kho tiéu, tdng ALT, suy nhugc/
mét moi, chéng mit, sdt, viém da day rudt, dau ring, nghet mii, phdt ban, ting AST, nude tiéu
c6 mu. [ & ]
Ngoai ra con ¢é cdc tdc dung ngoai y sau di dugc bdo cdo:

Réi logn hé tao mdu va bach huyét: ¢6 khuynh hudng ting chdy mau.

Réi logn hé théng mién dich: phidn Ung qud mén bao gdm: phan v§, rat hi€m khi bi thim nhiém
bach cau wa eosin & gan.

R6i logn tém than: kich ddng bao gém thdi d6 hung hing hodc chong ddi, hay lo au, trim cdm,
mdng mi bat thudng, 4o gidc, mit ngyd, dé kich @ng, hi€u dong, mdng du, c6 suy nghi va hanh
ddng mudn ty sat (k& c ng sat), run.

Réi loan hé thdn kinh: budn ngd, di cdm/gidm cdm gidc, co giat .

R&1 loan tim: ddnh trong nguc.

R6i loan hé hdp, nguc va trung thdt: chdy mdu mi.

R6i logn tiéu héa: tiéu chdy, khé tiéu, budn non, rat hiém khi bi viém tuy, non.

R6i loan gan madt: hi€m gip viém gan ¢ mat, t6n thuong t€ bio gan, va ton thudng gan nhiéu
thanh phan di duge bdo cdo & bénh nhan diéu tri biing montelukast. Hiu hét cdc tdc dung phu
nay xdy ra khi k&t hgp v6i cdc tdc nhan gy xdo tron khdc nhu st dung dong thdi vdi cdc thudc
khdc, hodc ding montelukast trén bénh nhin nguy cd bi bénh gan nhu ngudi udng rugu hay bi
viém gan dang khac.

Réi logn da va mé dudi da: phit mach, bam tim , ban d6 not, ngita, mé day.

R61 logn co xuong va mé lién két: dau khdép, dau cd bao gém chudt rut.

Réi logn toan than va tinh trang tai ché ding thude: phu.

Théng bdo ngay cho bdc si hodc diige si ve nhiing tdc dung khong mong mubn gdap phai khi si
dung thubc.

Qua liéu va cach xif tri

Khong c6 liéu phdp diic hiéu d€ diéu tri qua liéu montelukast.

Nhimg phan ung co hai thuong xdy nhat cling tuong ty nhu du liéu vé thudc tinh an toan cla
montelukast bao gdbm dau bung, budn ngd, khdt, dau diu, nén va ting kich dong.

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

Bdo quidn: Nhiét d6 dusi 30°C, noi khé mat. Tranh dnh sdng va tranh 4m.

Han dung
Kipel chewable tablets 4mg: 18 thang k€ tit ngay sdn xuit.
Kipel chewable tablets Smg: 18 thidng ké tif ngay san xuat.

Luu y va khuyén cdo

Khong dimg thudc qud han sit dung.

Poc kT hudng dean sit dung trude khi ding

Néu cin thém thong tin, xin vul [ong hoi v kién bdc si

Pé xua tdam tay trée em.
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Cong ty diang

MEGA LIFESCIENCES Public Company Limited

384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samut Prakarn
10280, Thai Lan,

Nha san xuit
PHARMATHEN S.A.
6, Dervenakion Street, 15351 Pallini, Attikis, Hi Lap.
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