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Montelukast Sodium
Chewable Tablets 4 mg

Box of 10 blister x 10 Chewable tablets

Manufactured by:
. FLAMINGO PHARMACEUTICALS LTD.
Flamlngo R- 662, T.T.C. Industrial Area, Rabale,

Navi Mumbai 40;)}. India

COMPOSITION:

Each Chewable tablet contains

4.2 mg Montelukast Sodium Equivalent to
Montelukast 4 mg

FOR DOSAGE, INDICATIONS, ADMINISTRATION:

PLEASE REFER MORE

OTHER INFORMATION IN PACKAGE INSERT.
SPECIFICATION: In-House

STORAGE: Store in a dry place at a temperature
below 30°C. Protect from light.

ROUTE OF ADMINISTRATION: Oral

FOR PRESCRIPTION USE ONLY.

KEEP OUT OF THE REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE.
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B G0N 4

Montelukast Sodium
Chewable Tablets 4 mg

San xuét tai An 4% boi:

CONG THUC: M&i vién nén nhai trong miéng chia:

4,2 mg Natn Montelukast twong duong Montelukast 4 mg
CHI BINH, CACH DUNG, LIEU DUNG, VA

CAC THONG TIN KHAC: XIN XEM TRONG

TO HUONG DAN SUF DUNG KEM THEO.

TIEU CHUAN: Nha san xut

BAO QUAN: & noi khé rdo, nhiét 66 dudi 30°C,

trénh anh séng.

DUONG DUNG: Ubng

THUOC BAN THEQ BON

GIC? THUOC NGOAI TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
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UCON 4

Montelukast Sodium
Chewable Tablets 2 mg

Each Chawabla tablst containe
42mg t Sodium Equivalent lo M.

w5 Flamingo

Manufactured by:

FLAMINGO PHARMACEUTICALS LTD.
R- 662, T.T.C. Industrial Area, Rabale,
Navi Mumbai 400 701. India

UCON 4

Montelukast Soditm
Chewable Tablets 4 mg

Each Chawabls lablel containg
4.2 mp Monlelkaa Sadium Equivalert to M

o Flamingo

Manufactured by:

FLAMINGO PHARMACEUTICALS LTD.
R- 662, T.T.C. Industrial Area, Rabale,
Navi Mumbai 400 701. India
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UCON 4

Montelukast Sodium
Chewable Tablets 4 mg

Each Chewabla lablet contalna
4.2 mg M

Sadium Equivalent ta M
25 Flamingo

Manufactured by:

FLAMINGO PHARMACEUTICALS LTD.

R- 662, T.T.C. Industrial Area, Rabale,
Navi Mumbai 400 701. India

UCON 4

Montelukast Sodium
Chewable Tablets 4 mg

Each Chewgbls labiet conlaina
4.2 mg Morriek Sodium Equivalent lo M

o Flamingo
Manufactured by:
FLAMINGO PHARMACEUTICALS LTD.

R- 662, T.T.C. Industrial A&, Rabale,
Navi Mumbai 400 70t Indfa

4mg

kast 4 mg
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Montelukast Sodium
Chewable Tablets 4 mg

Each Chewsble teblel contming
42mg Sodium E:

o Flamingo
Manufactured by:
FLAMINGO PHARMACEUTICALS LTD,

R- 662, T.T.C. Industrial Area, Rabale,
Navi Mumbai 400 701. India
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Chewable Tablets 4 mg
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R- 662, T.T.C. Industrial Area, Rabale,
Navi Mumbai 400 701. india

fvalent ta M amg

4mg

*UCON 4
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Chewable Tablets 4 mg
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R- 662, T.T.C. Industrial Area, Rabale,
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Rx-Thuédc bdn theo don N
Doc ky hudng dan sir dung trucc khi dung.
Néu can thém thong tin xin hoi y kién bac sy.

UCON 4

Thanh phan: mdi vién nhai trong miéng chira:

Hoat chét: 4.2 mg natri montelukast twong ‘mg v6i montelukast 4 mg.

Td dwoc: mannitol, celullose vi tinh thé, natri croscarmellose, hydroxypropyl
cellulose, huong vi dau, aspartam, magnesi stearat.

Chi dinh diéu tri:

Montelukast dugc chi dinh trong diéu tri hen nhu 14 tri liéu bd sung cho nhimg
bénh nhan hen nhe dén trung binh ma khéng duoc kiém soat thoa dang bang
cortisteroid dang hit, va nhimg bénh nhéan hen diéu tri theo nhu ciu bing thuébc
d6i khang beta tac dung nhanh nhung khong duoc kiém soat thoa dang vé mit
lam sang.

Montelukast cling lam giam céac tri€u ching viém miii di rng theo mua.
Montelukast ciing duoc chi dinh dé dy phong hen véi biéu hién chinh 14 co thét
phé quan khi gang stc.

Liéu lwgng va cach dung

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

Dé diéu tri viém miii di tmg, nén ubng montelukast mét 14n m&i ngay. Thoi gian
str dung thudc cé thé tiy thude vao nhu céu ctia mdi bénh nhén.

Chéng chi dinh ' ' ’
Qua man vaéi hoat chat hodc bat ky t4 duge nao cia thude.

Nhung luu y dic biét va canh bao khi sir dung thudc: /
Khuyén cdo chung A\
Hiéu qua diéu tri clla montelukast dya trén cac théng sb kiém soét hen \SWt
hién trong mot ngay.

C6 thé udng montelukast ciing hodc khéng cung thirc an.

Nén khuyén bénh nhén ding montelukast li€n tuc ngay ca khi hen da dugc kiém
soat, cung nhu khi hen tién trién x4u.

Khéng st dung montelukast cung ltc vdi cac thuéc khéc cling chita montelukast.
Khéng can diéu chinh lidu & bénh nhan cao tudi, bénh nhéan suy than hodc bénh
nhan suy gan nhe dén trung binh. Chwa cé di¥ liéu trén bénh nhan suy gan nang.
Liéu dung 14 nhu nhau cho bénh nhan nam va nit.

Diéu tri bang montelukast cung véi cdc thudc diéu tr; hen khac

C6 thé bb sung montelukast cung vai cac thudc dang str dung.

Corticosteroi dang hit: c¢6 thé dung bd sung montelukast cho bénh nhén dang
diing corticosteroid dang hit cling vdi thudc dbi khang beta tac dung ngan ma
chura kiém soat hen mét cach thoa dang. Khong dung montelukast dé thay thé dot
ngodt cho corticosteroid dang hit.




Canh bdo va thin trong

Nén khuyén bénh nhan khéng dugc st dung montelukast dé didu tri cac con hen
cap tinh. Bénh nhén nén luén mang sin cac thudc cap cim dé dleu tri, con hen cap
tinh. Nén sir dung thudc déi khang beta tdc dung ngan khi xuét hién’con hen cip
tinh. Bénh nhan nén di kham ngay néu ho sir dung thube di khang betatdc dung
ngén dang hit nhiéu hon binh thuong.

Khéng dung montelukast dé thay thé d6t ngdt cho corticosteroid dang hit hodc
uodng.

Chua c6 dir lidu vé viéc c6 thé giam lidu corticosteroid dang udng khi didu tri
cung vé&i montelukast.

Trong nhfi’ng truomg hop hiém, bénh nhan diéu tri véi cac thube chéng hen bao
gom ca montelukast co thé cé biéu hién ting bach cdu ua eosin, ddi khi c¢6 céc
biéu hién cta viém mach man tinh phu hop véi héi chimg Churg—Strauss ma
thuong duoc diéu tri bang corticosteroid dudng toan than, Péi khi cac triéu ching
nay lién quan dén viéc giam hoic ngimg dung corticosteroid. Chua loai trir kha
ning dbi khang thu thé leukotrien c6 thé lién quan dén viée xuét hién hoi chimg
Churg-Strauss. Bac si nén luu y den biéu hién ting bach cdu wa eosin, phat ban,
cac triéu chung ho hap tién trién x4u, bién chimg tim va/hodc bénh ly than kinh &
nhimg bénh nhan nay. Nén tham kham lai va tai danh gia phdc d6 didu tri & bénh
nhén xuét hién nhitng triéu chimg trén.

Piéu tri bing montelukast khéng lam thay d6i su nhay cam clia bénh nhan véi
aspirin do d6 nén trdnh ding aspirin va céc thube khang viém khong steroid khéc
cho bénh nhén.

Bénh nhéan v&i bénh di truyén hiém gip khong dung nap galactos, thiéu hut Lapp
lactas hodc kém hép thu glucos-galactos thi khong dung thude nay.

Nhitng biéx ¢ tim than kinh d& duge bdo cdo & ngudi lon, thanh thiéu nién va tré
em dung montelukast. Bdo cao hdu méi voi montelukast bao gdm kich dong, hanh
vi hung hodc thu dich, lo au, trdm cam, mat phuong huéng, giam tap trung,
giic mo bt thuong, 4o giac, mat ngl, gidm tri nhd, bdn chén, méng du, ¥ nghi va
hanh vi ty to va run.

Bénh nhén va béac si nén canh giac vai cac bién ¢b tam thﬁn kinh. Bénh nhén nén
dugc hudng din dé théng bao cho bac si néu nhimg blen cb trén xuét hién va khi
d6 bac s7 cAn danh gia nguy co so véi loi ich ctia viée tiép tuc diing montelukast.

T4c dung khéng mong mudn ciia thuoe:

Ghi nhin trong thir nghiém lam sang

Téc dung phu thudng gép nhét (ty 1& >5% so véi giad dugc; dugc liét ké theo tAn
xudt xuét hién) trong cac thir nghiém lam sang c6 dbi ching la nhidm khuén
dudmg hd hap trén, sbt, dau d4u, viém hong, ho, dau vung, tiéu chay, viém tai
gitta, clim, chay nudce mii, viém xoang va viém tai.

Bénh nhi tie 2 dén 5 tudi bi hen
Pd danh gid tinh an toan cia montelukast trén 573 bénh nhi tir 2 dén 5 tudi khi

dung liéu duy nhat hoic lidu nhéc lai. Trong thi nghiém 14m sang, da ding
montelukast trong it nhét 3 thang cho 426 bénh nhi, trong > 6 thang cho 230 bénh
nhi va trong > 1 ndm cho 63 bénh nhi. Trong nhitg bénh nhan tu 2 den 5 tudi
diing montelukast, nhimg tac dung ngoai y sau ddy xudt hién véi tan xuat > 2% va
xuét hién nhiéu hon so véi gia duge: sot, ho, dau bung, tiéu chay, dau du, chay



nudc mili, viém xoang, viém tai, cim, phéat ban, dau tai, viém da day rudt, cham,
may day, thuy dau, viém phéi viém da va viém két mac.
Bénh nhi tir 2 dén 14 tuéi bj viém miii di ieng theo mua
Da danh gid tinh an toan cua montelukast trén 280 bénh nhi tir 2 dén-14 tudi bi
viém miii di tmg theo mia trong mot thir nghiém 2 tuan, da trung tim, thlet‘ke mu
doi, dbi ching gia dugc va nhém song song. Montelukast dugce diung mot lan moi
ngdy vao budi t6i ¢6 dir liéu vé tinh an toan tuong ty g1a duge. Trong thir nghiém
nay, nhitng bién ¢b sau day duoc bao cdo véi tan xudt > 2% va xuat hién nhidu
hon gia duge: dau ddu, viém miii, viém hong va nhidm khuén dudng ho hap trén.
Bénh nhi tir 2 dén 14 tubi bi viém miii di ieng quanh ndm
Tinh an todn & nhiing bénh nhan tir 2 dén 14 tudi bi viém miii di ing theo mua
duge hd tro béi tinh an toan & bénh nhén tir 2 dén 14 tudi bi viém mii di img theo
mua.
Céc tac dung ngoai ¥ sau ddy da dugce ghi nhan trong thoi gian luu hanh thude sau
khi dugc cip s6 dang ky. Do céc tic dung ngoai ¥ nay dugce bao cdo tu phat tu
nhém dan sb kich c& khong chic chin nén khong phil hop dé udc lugng tan xudt
hodic x4c 18p mbi quan hé nhan qua véi viéc diing thudc.
R6i logn méu va hé bach huyét: ting nguy co chay mau, giam tiéu cau.
Roz loan hé mién dich: phan mg qua man bao gém sbc phan vé, tham nhidm bach
cAu ua eosin vao gan.
R6i loan tdm than: kich d6ng bao gdm hanh vi hung hing hodc tht dich, lo au,
trAm cam, mét phuong hudng, giam tép trung, gidc mo bét thuong, do gidc, mat
ngt, giam tri nhd, bén chdén, mong du, y nghi va hanh vi tu tir va run.
Réi loan hé than kinh: chong mat, di cam/giam cam giac, co giat.
R6i logn trén tim: danh tréng nguc.
R6i logn hé hdp, nguc va trung that: chiy méu cam, viém phdi ting bach cdu wa
eosin.
R6i logn gan mdt: viém gan tic mat, ton thurong té bao gan dd duge bas ﬁ
nhiing bénh nhén diéu tri bing montelukast. Pa sb cac triéu chitng trén xua\\ﬁl\én
két hop voi cac yéu td gdy nhidu nhur sit dung ciing céc thude khac, hodic sir dung
montelukast cho nhitng bénh nhan c¢6 nguy co bj bénh gan nhw uéng ruou hoic
cac viém gan khac. L
Ré6i loan da va mé phu thude: phi mach, bdm tim, ban dé da hinh, ban dé nédt,
ngura, hoi chung Stevens-Johnson/hoai tir biéu bi nhiém doc, may day.
Réi loan co, xuong, khép: dau khép, dau co ké cé co cung co.
Réi loan toan thén: phu.
Bénh nhin hen ding montelukast c¢6 thé c¢é biéu hién ting bach cdu va eosin, d6i
khi c¢6 cdc diu hiéu Iam sang cta viém mach man tinh phu hop vai hdi chimg
Churg-Strauss ma thuomg dugc diéu tri bang corticosteroid dudng toan than. Dai
khi cac triéu chimg nay lién quan dén viéc giam hogc ngimg dung corticosteroid.
Bac st nén luu y den biéu hién ting bach cau va eosin, phat ban, cac trigu chimg
h6 hap tién trién x4u, bién chimg tim v&/hodc bénh 1y than kinh & nhimg bénh
nhéan nay (Tham khao Thén trong va canh bdo).

“Hay thong bdo cho bdc sy khi gip nhitng phdin ieng 6 hai khi diing thuéc

miy”



St dung cho phu nir cé thai va cho con bii:

Thai ky

Nghién ctru trén dong vét khéng cho thdy tac hai lién quan dén thai ky hodc su
phat trién cua phéi. Dir lidu gi6i han trén phu nit mang thai khéng goi y mbi quan
hé nhén qua gifta viéc sir dung montelukast v&i dj tat (ké ca di dang chi)ma hiém
duogc bdo cédo trong qua trinh luwu hanh thuoc Cé thé ding montelukast trong thoi
ky mang thai chi khi né dugc coi la that su ¢an thiét.

Cho con bu

Nghién ctru trén chudt cho thdy thudc dugc bai xubt qua stra. Chua ro liéu
montelukast c¢6 duge bai xudt vao sita ngudi me hay khéng. C6 thé ding
montelukast trong thdi ky cho con bu chi khi né duge coi 1a that su can thiét,

Twong tic voi cac thude khac, cac dang twong tac khac.

Montelukast cé thé dung ciing cac thude céc thude sir dung thudng xuyén khac dé
du phong va diéu tri hen man tinh. Trong cdc nghién ciru tuong tac thude, lidu
khuyén cdo diéu tri cia montelukast khong anh huéng dang ké trén 1am sang dén
duge dong hoc cia céc thude sau: theophyllin, prednison, prednisolon, thubc
tranh thai duomg udng (ethinyl estradiol/ norethindron 35/1), terfenadin, digoxin
va warfarin.

AUC cua montelukast di giam khoang 40% & nhitng ngudi ding thudc cling véi
phenobarbital. Do montelukast dugc chuyén héa bdi CYP 3A4, nén can than
trong, nhat 14 & tré em, khi dung montelukast cting cac thude kich thich CYP 3A4
nhu phenytoin, phenobarbital va rifampicin.

Nhiing nghign ctru in vitro cho thiy montelukast la chét (rc ché manh CYP 2C8.
Tuy nhién, dL"l\keu tir mot nghién ciru 1am sang vé tuong tac thude-thube str dung
montelukast va\rosiglitazon (mét chit nén dai dién cho cac thude duge chuyén
héa chu y(gf CYP 2C8) cho thdy montelukast khong e ché CYP 2C8 trén in
vivo. Do d3, montelukast duge cho 14 khéng 1am thay ddi dang ké sy chuyén hod
clia cac thube duge chuyén héa béi men nay (nhu paclitaxel, rosiglitazon va
repaglinid).

Qua liéu va xir tri ‘ ‘

Chua ¢6 thong tin dic biét khi diéu tri qué liéu bang montelukast.

Trong nhimg nghién ctru hen man tinh, bénh nhén di duge ding montelukast voi
lidu 1én dén 200 mg/ngay trong 22 tudn va nhirng nghién ctru voi thoi gian ngan
hon véi lidu cao dén 900 mg/ngay trong 1 tudn ma khong thdy cac tac dung ngoai
y nghiém trong trén lam sang,.

Pa c6 bao cao qua liéu cp tinh trong thoi gian hau mai va trong cac nghién ciu
lam sang, bao gdm bdo cdo ¢ ca tré em va ngudi 1dn véi lidu cao dén 1000 mg
(khoang 61 mg/kg & mét tré 42 thang tudi). Nhitng phét hién vé 1am sang va xét
nghiém la phu hop véi dir liéu an toan ¢ tré em va ngum 16n.

Trong da s0 c4c trudng hop qua 1idu, khong thdy bo cdo tic dung phu. Nhitng tac
dung thuong gip nhét khi qua liéu ciing tuong tu nhu dir liéu an toan da ghi nhén
véi montelukast va bao gom dau bung, budn ngu, khat nude, dau ddu, non va tang
hoat d6ng tdm than vén dong.

Chua rd liéu montelukast ¢6 bi loai trir bdi thim phén phlc mac hodc thAm phan
mau hay khéng.



Dugc lye hoc

Céc leukotrien cysteinyl (LTC,, LTD,, LTE,) la cic eicosanoid c6 déc tinh gdy
viém manh dugc giai phéng tir nhiéu t& bao khac nhau, bao gom dudng bao va
bach ciu ua eosin. Pay 14 cac chét trung gian quan trong gdy hen gdn voi cac thy
thé leukotrien cysteinyl (CysLT). Thu the CysLT type 1 (CysLT;) dugc tim thay
trong duong hd hap cua nguoi (bao gbm céc té bao co tron va cac dai thuc bao
cua duong ho hép) va trén cac té bao gay viém khéc (bao gom bach céu wa eosin
va mdt vai té bao c6 ngudn goc tur tuy xuong). CysLT c6 mot lién quan dén sinh
ly bénh hoc cia hen va viém mii dji ung. Trong hen, céc chat trung gian
leukotrien gy co thit phé quan, ting tiét cht nhay, tinh thim thanh mach va bach
ciu ua eosin. Trong viém miii di tng, CysLT duoc gidi phéng tir niém mac miii
sau khi tiép xuc véi di nguyén & ca giai doan phan {mg sém va mudn va lién quan
dén céc triéu chimg ciia viém miii di tmg. Phan (g di {mg v&i cac CysLT & bén
trong miii da dugc chimg minh lam ting tinh dé khéng ciia miii va céc triéu chimg
tac nghén tai miii. _
Montelukast khi diung duong ubng lién két chon loc va ai luc cao vdi thyu thé
CysLT;. Trong cac thir nghiém Jam sang, montelukast trc ché co thit phé quan do
hit LTD; tai liéu thép S mg. Gian phé quan dugc quan sat théy trong vong 2 gi¢
khi ding dudng udng. Tac dung gidn phé quan gay ra bai thube d6i khang beta
dugc cong huong boi tac dung ctia montelukast. Diéu tri bang montelukast irc ché
co thit phé quan & ca giai doan sém va mudn do phan img véi khang nguyén. Khi
so sanh voi gia dugc, montelukast lam gidm bach cdu wa eosin trong mau ngoai
bién ¢ ca nguoi 1én va tré em. Trong mot nghién ctru riéng biét, didu tri vo s
montelukast 1am giam dang ké bach cdu wa eosin trong dudng hd hép (ﬁh
dinh lugng dom) va trong mau ngoa1 bién trong khi cai thién kiém soét hen\t}én
[am sang. 3

)2
Dugec dong hoc

Hip thu

Montelukast dugc hép thu nhanh sau khi uong O ngudi 1ém, trong tinh trang n
no, nong do dinh trong huyét trong (Cmay) dat dugc khoang 3 810 (Tmax) sau khi
uéng vién bao phim 10 mg. Sinh kha dung trung binh khi dung dudng uéng la
64%. Sinh kha dung va C.,x khi dung dudng uong khéng bi anh hudng badi thirc
an. D3 danh gia tinh an toan va hiu qua ctia dang vién bao phim 10 mg khi khéng
quan tam dén thoi gian 4n udng.

Péi v&i vién nhai 5 mg, Crax dat duge trong khoang 2 gid sau khi cho ngudi 16n
dung cung véi thire dn. Sinh kha dung trung binh khi ding duong ubng 1a 73% va
giam xuéng 63% khi dung cting thirc an.

Phin phoi

Montelukast gan két hon 99% véi protein huyét tuong. Thé tich phan phédi trong
trang thai 6n dinh cla montelukast khoang 8-11L. Nghién cau trén chudt voi
montelukast danh dau phong xa cho thay thude dugc phén bd téi thidu qua hang
rao mau ndo. Hon nita, , nong do cua chat danh déu phéng xa tai thoi diém 24 gioy
sau khi dung thudc 1a t6i thiéu tai tit ca cdc md khac.

N—



Chuyén dang sinh hoc

Montelukast dugc chuyén héa mét cach réng rai. Trong céac nghién ciru voi liéu
diéu tri, nong d6 trong huyét thuong cla cac chét chuyen hoéa ctia montelukast la
khong x4c dinh duge trong trang thai 6n dinh & ngudi 1én va tré em.

Thai tru

O nguoi tinh nguyén khoe manh, thanh thai huyét twong cia montelukast trung
binh 1a 45 mL/phuat. Sau khi uéng montelukast danh ddu phéng xa, 86% lugng
danh dau phong xa duge tim thdy trong phén sau 5 ngay va <0,2% duge tim thay
trong nudce tiéu. Cung voi ude tinh sinh kha dung duong uong, diéu nay cho thay
montelukast va cac chat chuyén hoa cia né duoc bai tiét chi yéu qua mat.

Trinh bay: H6p 10 vi x 10 vién.
Béo quan: ¢ noi khd rao, nhiét d dusi 30°C, tranh 4nh sang.
Han dung: 36 thang ké tir ngay san xuét. Khong ding thudc qua han sir dung ghi
trén bao bi
Tiéu chudn: Nha san xuat
Canh bgo:
hong dung qua lteu
- Gie thuoc ngoadi tam tay tré em.
San xudt tai An dé boi: Flamingo Pharmaceuticals Ltd.
R- 662, T.T.C. Industrial Area, Rabale, Navi Mumbai 400 701. India.
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