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Rx Thobe ké don
LUKACINCO ?
(Montelukast 4 mg)
Doe k§ lmm din sir dyng trudc khi dong >
xa thm tay tré em :
Thubc niy chi ding thee don thube S

THANH PHAN

M®&i 1 gbi cb chira : ITP PHARMA

- Montelukast (duéi dang Montelukast natri) 4 mg
T dwoc: Microcrystalline cellulose, aspartam, manitol, colloidal anhydrous silica.
DANG BAO CHE
Bt pha hin djch uéng
Bot thube mau tring dén hoi ving, toi xbp, dbng nhit, cb vi ngot.
QUY CACH BONG GOI:
Hop 7, 14, 20, 28, 30 gbi

PAC TINH DUQC LYC HQC

Nhém duge 1§: Thudc 88i khing thy thé Leukotrien.
Mi ATC: R03D €03

Co chi thc dung:

Céc cysteinyl leukotrien (LTC 4, LTD 4, LTE 4) 1 céc yéu t6 gly viém manh dugc gidi phong tir
che t& bao mast va bach cdu &i toan, Céc chit trung gian gly viém lién két véi cdc thy thé leukotrien
cysteinyl (CysLT) duge tim thiy trong duimg ho hip cia con ngudi vi gly ra phin {mg viém &
duimg b hip, bao ghm co thit phé quin, tiét nhiy, tinh thim thinh mach va ting héa img dng cla
baeh ciu 4i toan.

Montelukast ding dudmg udng lién két cé tinh chon loc cao abi voi thy thé CysLT 1. Trong céc
nghién ciru lam sing, montelukast irc ché co thit phé quin khi ding & litu thip, Téc dung gidn phé
quin duge quan sét thiy trong véng 2 gid sau khi ubng. Téc dyng lm gidin phé quin téc djng boi
mdt chit cha vin B cb lién quan dén montelukast. Diéu trj bing montelukast (rc ché sy co thit phé
quéin & giai dogn som va giai doan cudi do trc ché khing nguyén. Montelukast so véi gid duge lim
gidm bs:h cdu &i toan méu ngogi vi & b{nh nhin ngudi 1ém va tré em. Trong mdt pghién ciru riéng |
biét, dicu trj bing montelukast lam giim ding ké bach cdu i toan trong dudmg th, kidm soét duge |
cic tri¢u chimg hen trén lim sang.

ntc TINH DUQC PONG HOC:

Montelukast duge hip thu nhanh sau khi ubng. Nong 89 Cmax trong huyét tueng dgt dugc sau 2 gid
& tré khi uéng lic d6i. Cmax ti da trung binh 14 66%. .

O tré tir 2 thing dén 6 twdi ndn aacmauduwuukhiuangzgwmhmgipmnangm Iém
sir dyng vién 10 mg. Udng lhuic cling voi nude sbt tio hojc udng clng bira fin khdng khic biét co
¥ nghia lim sang khi sir dyng thudc lic déi.

Montelukast lién két 99% véi protein huyét twong. Thé tich phin bS cia Montelukast trung binh
khodng 8-11 lit. Nghién ciru & chudt véi montelukast ¢6 gin phéng xa cho thiy cé lugng rat it qua
duge hing rio miu ndo. Ngodi ra ndng 83 thude dat tdi thidu sau 24 gidr sir dyng thude.

Montelukast dugc chuyén héa nhanh, véi nghién ciru & lidu diéu tr, ndng a9 cic chit chuyén hoa
khéng dugc phit hién & trong huyét tuong ¢ cd ngudi Iom vi tré em.
mcsﬂcmymccmnhmquininhchuyénhélcﬁawlukmNgniira,CYPJvai
CYP2C9 cb thé 6plphinvioqﬂuinhchuyénthuynhién.iu’nmmmlmﬁlchﬁtﬁtché
CYP3A4 cho thiy cb sy bién ddi cc thong sb duge ddng hoc cia montelukast & nhing
ngudi khoe manh ding Li 10 mg montelukast mdi ngiy. Dya trén cic ket qui nghién ciru in vitro
tron;micmsmn:g;ancﬁangubi.n&ngdrbmumeluk;ﬂtmnghuyélnmnﬁukhbngbi&cchéb&icic
P450 3A4, 209, 1A2, 2A6, 2C19 holic 2D6. Do 86 higu qud di trj ciia cée chit chuyén
héa ciia montelukast 13 khéng dang ke.
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Hiu bét montelukast va cdc chit chuyén héa ciia nd duge thii tnr qua mit.
K.bhngduhi!ucbinhliéuhinckbtnhnhlnsuylhln,bhhnhlnmypntirnh:d!uuungbinh.
Khﬁngcbdiydﬁdﬁli&unghihcﬁumdénghocébénhnhénmpnn&ngcédiémsé
Child-Pugh > 9.

Véi ity cao montelukast sit dyng gip 20-60 lin lidu khuyén cdo, c6 thiy sy gidm ndng 80
theophyllin trong huyét tuomg, khong thiy inh hudmg ndy & liéu khuyén cdo 10 mg x | 1in/ ngy.
CHI P|NH

Montelukast duoc chi dinh cho ngudi bénh 16m tudi va tré em trén 6 thing tudi aé dy phang vi dicu
trj hen phé quin man tinh, bao m dy phong cé céc trigu chimg hen ban ngdy va ban dém, didu trj
ngu-bihennhaycﬁnvoiupiﬁnvidupbéogwncoMphéq\ﬁ.ndosings&c.

Montelukast duge chi dinh dé 1am gidm céc tri¢u chimg ban ngdy vi ban dém clia viém mii dj (mg
(viEmmﬂidiﬂ'ngtheom&achongwbilén\riu'émn?Znimtuéilrblén,viémmﬁidiimgqumh
nim cho ngudi Ion vi tré em tir 6 thing tudi trd 1én).

Dé chira hen, cin ubng thude vio budi thi.

Véi viém mili dj (mg, théi gian ding thude thy thude vio nhu clu cia timg d6i hrgng.

CACH DUNG VA LIEU DUNG

Dé chita hen, cin ubng thubc vio bubi ti.

Véi viém mii dj img, thoi gian ding thudc tiy thudc vio nhu ciu cila img ddi tugng.

- Tré tir 6 thing dén 5 tudi bj hen vi/hodc viem mili dj img: 4 mg/ngdy.
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-Nguﬁlanviuiemm15maibihmvmnkvianmﬁidi-:mg:Smyngiy{mymwﬁnhhinh

ciia bénh nhin c6 thé hidu chinh lidu).

gﬁ;ﬁmamhﬂmeummuimum&ndihuiu:u&c.ng;mgn&d;mgn&ukmgap
g dicu trj.
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Sin phi sir dyng cho tré dudi sy gidm sit cda ngudi lom.

%mﬁld\mgmﬁ&.alpﬂm i con gdi nguyén ven cho dén khi sir dyng.

Sau khi mé géi thube nén sit dung tmngp::lng lsspl:ﬁl. Néu @3 trdn véi thirc iin thi khong gitr cho
sir dung ldn sau.

CHONG CHIi DINH

Qué min véi bit kj thinh phin ndo ciia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Chin dodn bénh hen min tinh & tré nhd tir 6 thing- 2 twdi cln duge thyc hi¢n bdi béc s§ chuyén
khoa nhi holic chuyén khoa phbi.
Bénh nhin khong nén ding thubc durémg udng trong didu trj céc con hen cip. Néu ¢6 bicu hi¢n cia
nquhmphénzfndpunhntnwmmmmcmmﬁﬁcdunsna!n-dnthmkhio?
kién bic 5§ néu bénh nhin lién tyc phai sir dyng thude chit viin P tic dyng ngin dang hit.
Montelukast khdng nén thay thé 43t ngdt cho corticoid dang hit hojic uﬁn.
Khdng cb 4 di ligu minh cé thé gidm lidu corticoid khi sir dyng ng thin cd montelukast.
Truémg hop 6 ting bach chu 4i toan dudng todn thin, 85i khi ¢ cic biéu hign lim sing cla viém
mlchmiutlmngtl.tnhl.rhﬁichﬁngChmg.Su‘mmmgmdﬂuuibingmrﬁcoiddubngwin
Mmmmhwdrwﬁhmd&gimuhmﬁwudmgmm
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d li¢u nghién ciru trén ngudi cdn han ché, cho phuy nif ¢ thai khi dinh gid duge
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mmmm& i

én ciru trén chut cho thiy thue bai tiét dwoc qua sita. Chua cé ddy di dir liéu nghién ciru trén
phy ni cho con bii. Can cin nhac dinh gid lgi ich khi sir dyng cho phy nﬁycho con E:,t%xtiu:: dcuu:g khi
thit cin thiet.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khong dnh hudng den kha ni.ngihil Xe va "'i“ hinh Mﬁ¥ méc, tuy nhién cling di ¢6 nhimg
bio cdo vé biéu hién chong miit hay buon ngu khi sir dung thudc.
TUONG TAC, TUONG KY CUATHUOC
Montelukast duge sir dung trong dy phong va didu trj bénh hen.
Néng d trong huyét tuomg (AUC) cia montelukast gidm khodng 40% & nhimg bénh nhin ding ciing
véi phenobarbital. Vi montelukast dugc chuyén héa bdi CYP 3A4, 2C8, v 2C9, cin thin trong, dic
biét & tré em, khi montelukast ding cing vol cic thube cim tmg CYP 3A4, 2C8, va 2C9, nhu
phenytoin, phenobarbital va rifampicin. ‘
Céc nghién ciru in vitro cho thiy mnntc!u]ulst 1 m{t chit irc ché manh ciia CYP 2C8. Tuy nhién,
dix liéu tir mdt nghién ciru twong tic thuoe lim sang gilra montclukast va rosiglitazon (chiit chuyén
héa chinh qua CYP 2C8) cho thiy montclukast khong (e ché CYP 2C8 in vivo. Vi viy, montelukast
s& khdng 1am thay d6i c6 y nghia sy chuyén héa cia cée san phim duge phim duge chuyén hoa bai
enzym ndy (vi dy paclitaxel, rosiglitazon va repaglinid). .
Céc nghién ciru in vitro cho lhﬁy ring montelukast (rc che CYP 2C8, trc ché khong ding ké 1a 2C9
vl 3A4. Trong nghién ciru tuong tic thudc 1im sang giira thudc montelukast va gemfibrozil (thude
{re ché CYP 2C8 va 2C9), gemfibrozil 1im ting ndng ¢ montelukast gdp 4,4 lin. Khong cin higu
chinh liéu montelukast khi ding déng thdi véi gemfibrozil hojc cac chat ic ché manh CYP 2C8,
nhumg bic si nén biét vé kha ning xdy ra cic g:hﬁn img phy bét lgi.

trén dit liéu in vitro, khong twong tic thudc quan trong thé hi¢n trén 1im sang vi thude trc ché
yéu CYP 2C8 (nhu trimethoprim). Sir dyng dng théi montelukast véi itraconazol - mt chit (e ché
manh ciia CYP 3A4, khdng lam ting ding ké nong dp montelukast duémg todn thin.

TAC DUNG KHONG MONG MUON CUA THUOC ,

Nhimg thujt ngit sau diy dugc ding dé phin loai cic phin (mg bit Igi dya trén tin suat:
Riit thudmg gip: 21/10;

Thudmng gip: 21/100 va < 1/10;

It gdp: 21/1000 va < 1/100;

Hiem gip: >1/10000 va <1/1000;

Rit hiém giip: <1/10000;

Khong di bing chimg dé két luin
H§ co quan Téc dyng khong mong mubn Thn suit
Nhifm tring va liy nhidm  |[Nhiém khuin dudmg hd hiip trén Rat thudmg gip
Roi loan miu va bach huyét  |Téng xu huémg chiy miu Hiém gip
R&i logn hé mién dich Phn img qué min It gip
Ting bach ciu i toan todn thin Rit hiém glip
R&i logn tim thin Mo bit thuémg bao gdm nhilng con dc m{ng, mit ngi,
lo &iu, kich d3ng bao gdm hinh vi giy hin hay thi dich, | ft gép
trim cim, khé chju, bdn chén, run
|Gidm chi ¥, suy gidm tri nhé Hiém gip
Ao gidc, mit phuong hudng, ¢6 suy nghi ty tir Rit hiém giip
R&i loan b thin kinh Chéng mit, budn ngi, gdy budn ngit ft gip
R&i logn nhip tim Piénh tréng ngye Hiém gip
Rbi loan hé hip, 16ng ngyc vi [Dau thit ngyc it gip
trung gian Hoi chimg Churg-Strauss RAt hiém gip
Ting bach cu 4i toan trong phdi Rat hiem gip
R&i logn tidu hda Tiéu chiy, budn ndn, ndn mira Thudmg gip
Khd miéng, chimg khé tidu it gip
RAi logn mit Néng 43 ALT, AST huyét thanh ting cao Thuémg gip
Viém gan Rit hiém glip
Réi logn md da v md dudi da |Phit ban Thudng gip
Bim tim, ndi miy day, ngira It gip
Phi mach Hiém glp
Ban nét 43, bdng ban da ding Rit hiém gip
Ré&i logn co xuong vi md lién [Dau khép, dau co bao gém chudt nit co it gl
két
R&i logn chung S&t cao Thudmg gip
Suy nhuge / mét moi, kho chiu, phd I gip

HUGNG DAN XU TRI TAC DUNG KHONG MONG MUON
Théng bio ngay cho bic s§ hojc dugc sy khi gip phii cdc thc dung khong mong mubn cia thude.

QUA LIEU VA CACH XU TR .
Khéngobcicphﬁnimgqu.ih’!ukhiﬂ}dunhjnli!umlﬂﬁmyngiybnguhldntmngzzuﬁnvi
lidu cao 900 mg/ ngdy trong thoi gian 1-2 tuan. '

Céc tritu chimg cia phin mg qué licu nhu dau byng, budn ngi, dau ddu, ndn mira, chimg dfng
kinh.

chd.ngmu&cvadénwwytéginnhhkhicécacuieuch&ngquméu

PIEU KIEN BAO QUAN: : |

Noi khé réo, trinh dnh sing, nhiét 4§ dudi 30°C, 7
HAN DUNG: :
24lh£n5két&ngiysinmit. -
TIEU CHUAN CHAT LUQNG: TCCS | s |

TEN, DJA CHi CUA CO SO SAN XUAT THUOC:
ITP PHARMA

CONG TY CPDUQC VAT TU' Y TE HA Nui&1im 2
Cum cdng nghiép Hoang Dong, Duy Tién, Ha Nam = =awis



