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HUUNG DAN SU DUNG THUOC
RX [hude nity chi ding theo don thube v

FranMontekas

“Dd xa tdm tay tré em
Boe kil hurdng din st dyng tricde ki ding
Thing bédo cho bde sTnhitng rde dung khdng mong mudn gép phai khi si dung thuie

1. Thiinh phiin cing thirc thude:

Mdi géi thude com FranMontekas 0,5 gam chim:

Thanh phén hogt ehdt:

IMOTIEIUKAEL. ... ccvvs e versmvsressene e s russsmimnnssans imesressrresasrsssssssrsasssns snssssaas sesgssaspesssssssseses o TG
(Dhecri dgng Montelwkast natri 4,15 mg)

Théanh phdn td dwgre: Mannitol, Hydroxypropyleellulose, Poloxamer 188, Magnesi stearat,
2. Dang bao ché: Thude ebm

M ta: Chm miu triing, khing maii, vi ngot.

3. Chi djnh:

- Chi dinh trong didu trj hen duréi dgng liéu phitp bd sung vii bénh nhén tir 6 thing dén 5
tudi, Bénh nhin bj hen dai ding & mirc d) nhe dén trung binh, kbng duwge kidm soft diy
dil biing corticostreroid dang hit vi nhitng bénh nhin ding thube ddng vin f tic dung ngin
khi cin nhung khong kim sodt duoe hen diy dil trén lim sing,

- Lira chon didu trj thay thé cho corticosteroid dgng hit liéu thip cho bénh nhén tir 2 dén 5
tudi bj hen HI]}’EII nhe dai dﬁng,. khéng co tién sir 1én con hen nding gin diy cin sir dyng
corticosteroid dudmg ubng vi bénh nhin khdng cd khit niing sir dung corticosteroid dang
hit.

- Ditu tr dyr phong hen suy@n cho nhimg bénh nhén tir 2 -5 twdi chi yéu 1a co thit phé
quin do ging sirc. '

4, Céch diing, lidu diing:

Cdch dimg: Ding dudmg ubng. Thude co thé st dyng mé khing lién quan dén théi diém
bifa din,

Thube cém FranMontekas dimg duimg udng ¢6 thé cho trye tiép viio ludi hode vao miéng,
hofic ric vio mdt thia thire in mém v&i nhiét 49 phing, holie héa tan trong mét thia cd phé
sita me hofic dung dich nudi dudmg tré, & nhiét & phong. Ngay trude khi ding mdi duge
miér goi thude, Sau khi mir goi thude, tan b liéu cbm hgt phai duge sir dyng nhir trén v
ding ngay lip e (trong vang 15 phit). Khi dii trn viéi thie in hofdic véi sira me, dung
dich nubi dudng tré, khang dwoe gitr 48 dimg cho 1in sau. Khiing nén hda thude véi bit ki
chilt long nio (trir sita cdng thire vi sita me) 88 ubng, uy nhién, sau khi ubng thudc, thi co
thé ubng che chit ling khic,

Liéu dimg:

- Thube niy duge sir dyng cho tré em phai dudi sy theo ddi cha nguin [om.
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- Tré em tir 6 thang - 5 tudi: Ubng mit géi thube cbm 4mg mdi ngiy vio budi thi. Khing
ciin diéu chinh lidu trong nhém tudi nay,
- Tré em tir 6 thing - 2 tudi bi hen suyén dai ding hién tai div lidu hidu qua tir che thir
nghi¢m treén lim sang con han ché, Bénh nhin cin dwye dinh gia sau 2 dén 4 win 4é xem
et dap img vaéi diéu tri biing montelukast, Nén ngimg diéu trj néu quan sét thiy thiéu dap
img.
- Tré em dudi 6 thing tubi khuyén cdo khing nén sir dung dgng thude cdm nay,
Khyén cdo chung
- Hitu lye didu tr cta thude dya vio cde thdng sb kidm tra hen suy&n s& dat trong mit
ngiy, Khuyén cio ngudi bénh tiép tuc ding thufic mic di con hen d8 bj khéng ché, cling
nhu trong céc thai ky bi hen niing hon.
- Khéng cin diéu chinh liéu cho ngwéi suy thin, ngudi suy gan nhe va trung binh, hodc
cho timg gidi tinh, Chua co dir liéu nghién cim trén bénh nhin suy gan niing,
FranMontekas la fya chon diéu tri thay thé che corticosteroid dang hit lidu M'Ep chao
binh hen suyén nhe, dai ding:
Montelukast khong duge khuyén cio ding dom e ligu & nhitng bénh nhin hen suyén dai
diing mire dd trung binh. Chi nén cfn nhiic st dyog montelukast nhu mot lya chon diéu trf
thay thé cho corticosteroid dang hit lidu thip cho iré em tir 2 dén § wdi bi hen suyén dai
diing mirc dd nhe d6i vai nhimg bénh nhin khéing e6 tién sir bj cic con hen suyén nghiém
trong glin diy edn ding corticosteroid dwimg ubng vi nhimg bénh nhin d chimg minh
ring ho khéng o6 kha ning sir dung corticosteroid dang hit. Hen suy&n dai ding mire di
nh¢ dirge dinh nghfa 1a cée tri¢u chimg hen suyén nhidu hon mot lin mot tudn nhung it hon
mdt lan mit ngdy, cdc triéu chimg vé dém nhiéu hon hai lin mot thang nhung it hon mét
lin m{t tudn, chirc ndng phdi binh thidmg gila cic dot. Néu khong kiém sodt duge hen
suyén thoa déng khi theo doi (thwdmg i trong vong mt thing), cin ddnh gid nhu ciu s
dung ligu phép bi sung hofe ligu phip ching viém khic dya trén hé thong bic rong diéu
trj hen. Bénh nhin cln duge dédnh gid djnh k¥ aé kifm sodt hen au}rén
FranMontekax nhw m@t bign pluip phong ngiva hen sn:]rfﬂ che bfnh nhin fir 2 dién 5
tudi, trong dd nguyén nhin chii yéu li co thit phé quin do ging sie:
(3 bénh nhin tir 2 dén 5 wbi, co thit phé quin do ging sirc cd thé 13 biéu hién chi yéu caa
bénh hen suyén dai ding cin diéu trj bing corticosteroid dang hit. Bénh nhin nén duge
dénh gid saun 2 dén 4 tudn diéu trj bing montelukast. Néu khéng dgt duge dép img thoa
ding, nén cin nhic ligu phip bi sung hoge liéu phip ching viém khic,
Biéu trj biang FranMontekas lién quan dén cic phiweng phip diéu trj hen suyén khic:
Khi st dyng FranMontekas nhu mjt liéu phip b sung cho corticosteroid duimg hit,
FranMontekas khidng duge thay thé 4t ngfit cho corticosteroid dudmg hit,
Vign nén bao phim montelukast 10 mg sir dung cho ngirdvi 16m v thanh thidu nién tir 15
budi trdr lén. Véi lidu 10 mg 6 thé ding vién nén bao phim FranMontekas (Montelukast
10 mg) hodic dang thude khdc c6 him luong nay.
Vién nén nhai montelukast 4 mg sir dung cho tré tir 2 — 5 tudi, co thé diing vién nén nhai
FranMontekas (montelukast 4 mg) hofic thude khic c6 him lugng niy.
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5, Chéng chi dinh:

- Quid miin véi hogt chit hofic véi bt ki thanh phin nio cia thude.

6. Ciinh bio vi thin trong khi ding thube:

- Chiin dodn bénh hen suyén dai ding & tré rit nho (6 thing - 2 i) edn duge xde dinh b
bic 5T nhi khoa hofic bac si chuyén khoa plitfli.

- Khéng sit dung montelukast ddmg ufing ¢ diu tri con hen edp. Néu xuiit hién con hen
ciip, nén sir dung cée thude gidin phé quin, nhém curdng beta adrenergic dang hit tie dyng
ngin.

- Khéing thay thé thude cho corticoid (dang hit holic ubng) mt céch dit ngdt.

- Khong ¢o di liéu chimg minh ring corticosteroid duimg udng co thé duge giam liéu khi
sit dyng diing thii montelukast,

- Trong mit s6 trwdmg hop hiém gdp, bénh nhin dang diéu trj voi cée thude chdng hen
suyen kém montelukast c& thé xudt hién thng bach ciiu wa acid todn thin, &i kém triéu
chimg 1im sang ciia bénh viém mach trong hii chimg Churg-Strauss. Mic di mdi lién hé
nhéin qué gitta cic thube dbi khing thy thé leukotrien véi tinh trang trén chira 1o, Béc si
didu trj nén duwge canh bio vé nguy co ting bach clu wa acid, phit bun do viém mgch, njing
thém cde triéu chimg trén phéi, bién chimg trén tim mach, v/ hofic bénh 19 hé tim thin
kinh xudit hién trén bénh nhin, Cin ddnh gid lgi bénh nhin cling nhu phic 46 didy i cia
hiy.

- Diéu 1ri bing montelukast vin yéu ciu trinh sir dyng aspirin vi cée thube ching viém
non-steroid khae & bénh nhin hen phé quin nhay cim aspirin.

- P cb bdo chio vé dnh hirdmg tim thin kinh & ngwii 16m, thanh thiéu nién v ré em.
Montelukast nhin chung dung nap tit, ti 1& ADR chi gip khodng 1% bénh nhin, Tuy nhién
do nhimg dnh hudng trén hé thm théiin kinh (trdm cam, lo &u, kich ddng vi hanh vi ty sét),
Bénh nhén va bic 5T nén cdnh gidc véi cdc nguy co trén tdm thin, dinh gid cin thiin cée i
ro vit 1gl fch cda viée tiép e didu trj néu nhir xdy ra tic dyng khing mong mudn. Bénh
nhiin hofic ngwdi chiim s6e nén duge hudng din théng bio cho bic s7 diéu trj néu nhing
thay déi niy xay ra.

7. Sir dung thube cho phuy wir ¢6 thai vi cho con ba:

- Thei &y mang thai: Cac nghién ciru trén dgng viit khing chi ra tic ding cd hai lién quan
dén anh hidmg 1én thai ki hofic su phét trién cia phoi/thai nhi,

[HE lidu cb shn tir cde nghién cim dodn he tién ciu va hii ctru &8 duge cing b vé vide siv
ding montelukast & phy nir mang thai khi dénh gia cde di tit bim sinh chinh chira cho thity
riii ro lién quan dén thubc. Tuy nhién, cdc nghién ciru nity ¢6 nhimg han ché vé mit phuong
phip, bao gdm kich thirde miu nho, trong mit 50 treimg hop 18 viée thu thip 4o lidu hi
ciru va nhom so sénh khing nhit quan.

Thude Montelukast chi nén duge sir dung trong théi k¥ mang thai néu duge xem I thye
sy cin thidt,
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- Thai k cho con bi: Ciie nghién el trén chudt da chi ra ring montelukast duge bai tié
gua site. Hi¢n chua rd liéu montelukast hofic cic chit chuyén hoa ciia nd b duge bai tict
qua sira me hay khdng. Thubc Montelukast chi nén duge sit dyng & cie bi me dang cho
con b néu duge xem 1 thue sy cin thiét.

8. Anh hirdmg cia thude 1én khi ning lii xe, vin hinh may moe:

Thude khing cé hofie ed dnh huémg khing ding ké dén khi ning 14i xe, vin hinh miy
mée. Tuy nhién d& c6 cde ¢ nhin d& bio cio bubn ngh hodc chéng mat.

9. Twong tic, twong ky ciia thuic:

- Montelukast ¢o thé duge ding cling voi che ligu phap khic thirémg diing trong dy phong
va difu tri hen suvEn man tinh. Trong cde nghién cim vé tuong tac thube, lidéu ding lim
sing khuyén céo cia montelukast khdng o6 tc dung quan trong ddi véi duge ding hoe clia
céic thube sau: theophylline, prednisone, prednisolone, thube tranh thai dudmg udng (ethiny
estradiol/norethindrone 35/1), terfenadine, digoxin va warfarin.

- Sinh kha dyng trong huyét twong (AUC) ciia montelukast gidm khoing 40% & nhiing dbi
tirgng ding dng thiri v phenobarbital. Vi montelukast duge chuyén héa thing qua CYP
3A4, CYP 2C8, CYP 209, Thin trong khi str dung thude trén tré em dgc biét khi phdi hgp
dbng thii voi cic thube gy cdm (mg enzym trén nhu phenytoin, phenobarbital va
rifampicin.

- Ce nghién ciru fn vitro 83 chi ra ring montelukast 13 chét irc ché mgnh CYP 2C8. Tuy
rihién, dit iéu tir mét nghién clru twong tie thube-thube 1im sang lién quan dén montelukast
vil rosiglitazone (mét san phiim thude chii yéu duge chuyén hoa bai CYP 2C8B) di chimg
minh ring montelukast khing e ché CYP 2C8 in vivo, Do d6, montelukast khong dirgre
dir dodn 14 ¢ lim thay d6i ddng ké qué trinh chuyén héa ciia cde sin phim thube duge
chuyén hoa béi enzyme niy (vi dy, paclitaxel, rosiglitazone va repaglinide).

- Ciic nghién ciru #n vitre da chi ra ding montelukast chi yéu duge chuyén héa béi enzyme
CYP 2C8 v & mirc d it hon béi 2C9 va 3A4. Trong mit nghién ciru twong tac thube-
thube lim sing monteluknst vi gemfibrozil (chit trc ché ch CYP 2C8 vi 2C9), gemfibrozil
lim ting phoi nhim todn thin ciia montelukast 1én 4,4 lin. Mic di viiy khong clin diéu
chinh lidu ditng montelukast thudmg quy khi ding déng thivi véi gemfibrozil hofie cdc chit
{rc ché manh khéc cia CYP 2C8, nhumg béc sT nén hm ¥ dén khi ning ting phén img ¢
hai ca thube,

- Dy trén di lidu in vitro, wrong tie thube quan trong vé mit lim sing véi chiit ¢ ché
CYP 2C8 yéu hon (vi dy, trimethoprim) khing duge dy doan. Vige ding dong thii
montelukast véi itraconazole, chit frc ché manh CYP 3A4, khong diin dén sy gia ting déng
ké phoi nhiém ndng d6 montelukast trong co thé,

* Twong ky: Do khong co cac nghién cir vé tinh twong ky cia thube, khang trin 1in thude
néty véi céc thude khée.

10. Tic dung khing mong muiin eia thulc (ADR):

Montelukast di duge danh gid rong cie nghién ciru ldm séng & nhitng bénh nhiin bj hen
suyen dai dﬁng nhir sau: .



- Vién nén bao phim 10 mg & khodng 4.000 bénh nhan ngudi lom va thanh thiéu nién tir 15

tudi trd lén.

- Vifn nén nhai 5 mg & khodng 1.750 bénh nhén nhi tir 6 dén 14 wdbi
- Vién nén nhai 4 mg & 851 bénh nhin nhi tir 2 dén 5 woi
- Cdm 4 mg & 175 bénh nhén nhi tir 6 thing dén 2 wéi.

Montelukast dd duge danh gid trong mt nghién ciru ldm sing & nhirng bénh nhin bj hen

suyén tirng dot nhur sau:
- Clim 4 mg va vién nhai & 1.028 bénh nhi tir 6 thang dén 5 tudi

Céc phdn img bét lgi lién quan dén thudc duge ghi nhin trong cde nghién el lim sing
thutmg giip (> 1/100 dén <1/10) & bénh nhan didu trj bing montelukast va cé 3 1¢ cao hon

s0 voi nhém bénh nhin didu trj hing gid duge.
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Bénh nhén | Bénh nhiin nhi | Bénh nhdn nhi | Bénh nhin .“m
nguin 16n vt vi | 6-14 wdi (mdt | tir 2-5 wéi (mdt | tir 6 thing dén 2
thanh nién 15 | nghién el ddi | nghién ciu 12 | tudi (imdit
tudi trdr 1€n (2 | 8 twfing n=201, | tuin, n=461, | nghién ciru 6
nghién ciru kéo | hai nghié o | mit nghién ciru | tuidn; n=175)
dii 12 tudn; n= | did 56  tudn; | 48 tdn; n=278)
795) n=615)
Réi logn hé | Pau diu Ban din Tang dng
thin kinh
Rai logn hid hép Hen suyén
Rﬁilmnh&ﬂﬁ: Dau byung Bau byung Tiéu chay
héa
Roi logn da va Viém da dang
md dudi da chiim, phét ban
Todn thin st

Vi qua trinh didu trj kéo dii trong edc thir nghiém Vim sdng véi mt s lugng bénh nhin
han ché 16n dén 2 nam ddi vél ngwdi tnrémg thanh, vi 1én dén 12 thing ddi voi bénh nhin
phi tir 6 dén 14 twdi, hd so an todn khing thay dbi,

Téng cfng, 502 bénh nhan nhi tir 2 dén 5 wéi da dwge diéu trj bing montelukast treng it
nhiit 3 thang, 338 bénh nhin trong 6 thing holic liu hon, v 534 bénh nhin trong 12 thing
hodic 1 hon, Vi didu trj kéo dai, hd so an toan ciing khang thay dbi & nhimg bénh nhin
nay

Hi so an todin & bénh nhin nhi tr 6 thing dén 2 wdi ciing khiing thay d6i véi diéu trj 1én
dén 3 thang,

bl B S
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Béng liét ké cic phin img khing mong muin

Céic phin (mg c6 hai duge bio cdo trong qué trinh sir dung sau khi thude dua ra thi tnrimg
dugre 1iét ke theo Nhom co quan hé théng vi cdc phin img co hgi cp thé trong bing hén
dudi, Che logi tin suft duge ude tinh dyra wén cée thir nghiém lim sing co lién quan.

Rét phé bidn (= 1/10), Thuimg gip (= 1/100 dén <1/10), it gip (= 1/1000 dén < 1/100),
Hiém gip (> 1/10000 dén < 1/1000), Rit hiém giip (< 1/10000).

¢ thing co quan | Tén sudt Phin dng bt lyi
Nhiém tring Thirgmg gdp | Nhidm tring duimg hd hép trén®
Réi logn méu v hé Hiém _gﬁp Ting xu hudmg chiy miu
bach huyét Rt hidm gdp | Gidm tiéu cdu.
Réi logn hé théng | 20p Phim tmg qué min bao gbm sbe phin v
mién dich Rt hiém gap | Ting thim nhifm bgch ciu ua acid & gan
Bét thuémg trong gific mo bao gdm dc mng, mit
f ngi, méng du, lo ling, kich déng bao gbm hanh vi
‘edp hung hiing hode thi djch, rdm cam, ting djng tim
PO : ch §
R&i logn tam thiln ]}rvandﬁng{hangmunﬁuklnh.bém bn, run® )
Hiém gdp Réi logn chii ¥, suy gidm tri nhé.
Ao gific, mit phuong hwing, suy nghi vi hanh vi wr
Rt hidm gdp | (tyr 5dt), trifu chimg dm anh cuomg ché, kho th.
:iii:rulm h thin It gdip Chéng mit, budn ngi, tang/ gidm nhiin cim, co gijt.
Réi logn tim mach | Hidm gip Hbi hiyp, tim ddp nhanh.
It péip Chiy méu cam
Réi logn hé hiip a— Hoi ehimg Churg-Strauss, ting bach ciu ua acid &
phoi.
"T.fnn'}'ug gdp | Tiéu chay*®, budin nén**, nén**
Tiéu hoa -
Ir gdp Kh mig¢ng, kho tiéu
Thurdme pdp | Ting transaminase (ALT, AST)
Rii logn Gan-Miit Vidm gan (bao ghm viém gan i mét, tdn thirong gan
Rir i gltp dang héin hgp vi ton thuemg 18 bio gan)
Thuedmg gap | Phit ban
ﬂlc&? g yimd It gdip: | Béim tim, ngim, miy day
Hiém gdp Phit mach
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" Rt’;q' #;e'":m edp | Hing ban dang nit, héng ban da dang
Co, xuwomg khép | Jt gdp Bau khép, dau co bao gbm co clmg co (chudt rit)
Riki logn thin vi - .
it niéu ft géip Pri ddm & tré em
Theeimg Sires
Todn thin i
It gap Suy nhuge/mét mai, kho chiu, phi ng.

* Téc dung phy nity duge bdo cio 1a rit thudmg glip & bénh nhiin ding montelukast v cling
duge bio cho 14 rit thuémg gip & bénh nhin dimg gia dwge trong cée thir nghiém lim sing.
** The dung phy niy, duge bio cdo 1a thuomg gdp & nhitng bénh nhin ding montelukast,
ciing duge bao cdo i thidmg glip & nhimg bénh nhiin ding gid duge trong cie thir nghi¢m
lim sing.

¥ Logi tAn sudl: hiém gip

Biio cio cic phin irng cd hai nghi ngdr
Théng bdo ngay cho hic s§ hoje duge & khi giip cic tde dyng khing mong mudn nhir trén
khi sit dung thudc hofic béo cdo céc phin ng ¢6 hai cda thube vé trung tim Thong tin thudc
vil Theo disi phin tmg c6 hai ciia thude (ADR) Quéc Gia. Dja chi: 13 — 15 L& Thinh Téng
— Hoin Kiém - Ha Noi. Dién thosi: 024.3.9335.618; Fax: 024.3.9335642; Email:
di.pveenter@gmail.com,

11. Qua lifu va cach xir tri:

Trong eie nghién ot vé hen suyén man tinh, montelukast da duge sir dung v ligu 1én
dén 200 mg/ngdy cho bénh nhin trudmg thinh trong 22 tudn, vi trong cée nghién efu ngin
han, 1én dén 900 mg/ngdy cho bénh nhin trong khodng mit tudn ma khing c6 cie tic dung
phu guan trong v 1im sAng.

€4 efie bio cdo vé qua lidu cip tinh trong kinh nghigém hiu tidp thi vi cde nghién ciru ldm
sing voi montelukast, Cle bio cdo ndy bao ghim tririmg hop & ngwdv 1ém va tré em vii lidu
eao nhit 16n dén 1,000 me (khoing 61 mg/kg & mit tré 42 thing tubi).

Céc két qua 1im sing vi xét nghiém duge quan sat phit hgp voi hé so an todn & bénh nhin
trieimg thanh vi tré em. Da s cic bao cdo vE qua 1iéu khing ghi nhiin cde tic dung phy.

- Trigu chimg: Che tic dyng phy thudmg gip nhit phit hep vai dic tinh an toin cia
montelukast vi bao ghm dau byng, budn ng, khit nude, nhire dau, nén mira va ting dong
tiim thin vin déng,

- Xk Iy Chit yéu 1a diu tri triéu chimg vi diéu trj hd trg. Rim da day, eho udng than hoat
A& logi bd vil ngin cdn hilp thu phin thude con luu lai trong duimg tiéu hoa. Chira e6 thude
gifi dic dic hiéu néu qua liéu, Chira rd ligu thube co thé dwge loai trir bing thim phin
phiic mge hofic thém tdch miu hay khing.

12. Nhom durge 1y v mil ATC:

Nhim durgre Iy Thude d6i khang thy thé leukotrien.

Ma ATC: RO3DCO3

L
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13. Biic tinh dwye lye hge

Cer ehé hogt dong:

Cic cysteinyl levkotrien (L'TCq, LTDs, LTE4) la céc chilt trung gian gity viém mgnh giai
phéng tir e 1 bio mast va cdc bach ciu ua acid. Cée chét trung gian gy hen suyén niy
lién két vii cée thy thé eysteiny] leukotriene (CysL.T) c6 trong duimg ther cila con nguriv
vii gy ra chc bénh sinh dwimg thi, bao gim co thit phé quan, tiét chit nhiy, tinh thim
mach méu vi ting thim nhiém bach ciu wa acid.

Tde dung dupe lue hpe

Montelukast 13 mt hop chiit hoat ddng duimg ubng c6 i lue cao va tinh chon lge cao vai
thy thé CysLT). Thy thé cia cde cysteinyl leukotrien logi 1 (CysLT1) duge tim thiy wén
cic 1é bio co trom v dyi thire bio dirmg hé hip, cdc té bio tién viém khic nhu bych ciu
wa acid v mdt s6 1€ bio gbe dang tily.

Trong ce nghién ciru 1dm sng, montelukast ire ché co thiit phé quin do LTDy hit vio &
lidu thilp t6i 5 mg. Sy gifin phé quin dwge quan sdt thiy trong vong 2 gidy sau khi udng,
Tie dung giin phé quin do thude chi viin B gy ra o tinh cdng hop vii montelukast giy
ra. Pidu tr bing montelukast (re chd ci co thit phé gquin & pha sém v pha mudn do thich
thire khing nguyén. Montelukast so véi gid diege lim giém bach clu va acid trong méu
ngogi vi & nguiri 1om va tré em. Trong mét nghién et riéng biét, didu tri bing montelukast
livm gitim ding ké bach cdu wra acid trong didmg thé (duge do trong dirm), O bénh nhén
nguwdi 1on vil tré em tir 2 dén 14 wdi, montelukast, so véi gia duge, lim gidm bach cdu 4i
toan trong méu ngogi vi dong thin cai thién kiém sodt hen suyén ldm sing.

14. Bje tinh dwge ding hoe

- Hdp thu: Sau khi ubng, montelukast hiip thu nhanh vi gin nhu hoin toan qua dwéng tiéu
héa. Thube dat ndng do dinh trong méu Cyuy sau khi ung vién nén bao phim 10 mg T
3 giir, diing cho ngwir 16m khi d6i. Sinh khi dung duimg uing trung binh la 64%. Sinh kha
dung duémg uémg vl Couax khng bj dnh hwémg béxi biva fin. Tinh an todn va hifu qui 48
duie chimg minh trong céc thir nghi¢m lim sdng, trong dd vién nén bao phim 10 mg duge
ditng mi khong elin quan tim dén thii diém an. D&i véi vién nhai 5 mg, Cre dgt duge sau
2 gidr & ngudi 16m khi déi. Sinh khi dyng duémg udng trung binh 1a 73% vi gidm xubng
cin 63% khi diing cing bifa fin, Sau khi ding vién nhai 4 mg cho bénh nhi tir 2 dén 5 wbi
khi d6i, Cone datt durgre sau 2 giér diing thude. Crae trung binh cao hon 66% trong khi Cue
trung hinh thiip hon so i nguwdi 16n ding vién nén 10 mg.

Thudc edm 4 mg b sinh khd dung twong duong véi vién nhai 4 mg khi ding cho ngwdi
Iém lic d6i. O bénh nhi tir 6 thing 8én 2 tudi, Coe dat duge 2 gidr sau khi ding dang cdm
4 mg. Crms cao hon glin gdp 2 lin so véi ngudi 16n ding vién 10 mg. Viée dimg dong thir
thire #in hodic bita &n nhidu chit béo véi dgng cdm khong c6 ¥ nghia lim sang dbi voi duge
dang hoe ciia montelukast duge xde dinh bing AUC ( lan lwgt 14 12257 so vi 1223,
ng.hr/ml. cé va khiing ¢ nurde s61 tho, va fin lwet 14 1191,8 so vdi 1 148,5 ng.hr/mlL c6 va
khiing €6 bita @in chudn nhidu chit béo)
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- Phn bé: Thé tich phin bd cia thude vio khodng 8 - 11 lit. Montelukast lién két vii
protein huyét twong 99%. Céc nghién ciru trén chudt véi montelukast duge danh ditu phong
xa cho thiy mdt lwgng nhd thude qua dirge hing rio miu - nio. Ngodi ra, nﬁmg dd vt Lidu
duge dinh diu phéng xa san 24 giir sau khi ding thude 14 16 thidu trong tit ci cde md
khic,

- Chuyén héa: Montelukast dwoe chuyén héa mgnh. Trong cic nghién cim vai liéu didu tri,
niing dd trong huyét twong ciia cic chit chuyén hoa clia montelukast khong phit hign duge
& trang thai dn dinh & nguir 16m vil tré em. Cytochrome P450 2C8 1a enzym chinh trong
qué trinh chuyén hda montelukast. Ngodi ra, CYP 3A4 vi 209 c6 thé déng gop mot phin
nhé, mic dit itraconazole, mét chit tre ché CYP 3A4, duge chimg minh 14 khéng thay ddi
i bifn sb dwoe ding hoe cia monielukast & nhitng ngudi khoe mgnh ding 10 mg
montelukast mdi ngiy. Dya trén két qua fn vitro trong gan ngudi, ndng df montelukast
trong huyét twong & liéu diéu irj khdng irc ché cde cytochrome P450 3A4, 2C9, 1A2, 2A6,
IC19, hoge 2D6. Sy déng gop cia cac chiit chuvén héa vio hiéu qua diéu trj coa
montelukast I thi thiéu.

- Thai trie: DO thanh thai trong huyét tromg ciia thude vao khodng 45 ml/phit & ngui tinh
nguyén khée manh. Sau khi ubng mit liéu montelukast ¢6 gin nhiin phéng xa, 86% phang
xa dispe thu hdi trong cée miu phiin thu dwge trong 5 ngay va <0,2% duge thu hii trong
nurde tidu, Két hop voi wde tinh vé sinh khi dung dutmg udng cia montelukast, diéu niy
chi ra riing montelukast va cdc chit chuyén hoa ciia né duge bai tiét gin nhu hoan toén qua \

n

mil. '
Diic diem lam sang

Khong cin diéu chinh liéu cho ngudi cao tudi hofic suy gan nhe dén trung binh. Cic nghié
ciru & hénh nhén suy thin chua duge thyre hién. Vi montelukast va cac chiit chuyén hida ciia
né duge dio thai qua didmg mit, nén khéng cin diéu chinh liéu & bénh nhin suy thin.
Khing cé dir ligu vé duge ding hoe cia montelukast & bénh nhin suy gan ning (diém
Child-Pugh > 9), V@i liéu montelukast cao (gdp 20 va 60 lin liéu khuyén cio cho nguii
Iém), néng 46 theophylline trong huyét twong gidm di dige quan sat thiy. Tic dung niy
khing thiy & lidu khuyén cdo 1a 10 mg mt lin mi ngay.

15. Quy cdich ddng gdi: Hop 20 goi, 28 gbi x 0,5 gam thudc com.

16. Dién kién bio quin, han ding, titu chudn chiit lrgng cia thuic:

Difu kién bho quin: Nhiét 48 khing qué 30°C, noi kho mat, tranh dnh sdng true tiép.

Hyn ding: 36 thiang ké tir ngdy san xulic

Tiéu chufin chit lwong; Tiéu chufn co s,

17, Tén, dja chi, bidu twong cia co sé sin xudt:

E Ciing ty Co phitn Dwye Trung wong 3
BURE 115 Ngb Gia Ty, Phutmg Hai Chéu 1, Quin Hai Chéu, Thanh phd Ba Ning
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