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RX Thuée nay chi ding theo don thude

NDP-MONTE 4

Cic déu hi¢u lvu y va khuyén cdo khi dung thude:
*  Doc ky hudng dan sir dung trudc khi diing.
| «  Déxatam tay tré em.

THANH PHAN CONG THUC THUOC:
Moi vién nhai chira:
Thanh phan hoat chdt: Montelukast 4 mg
(Duoi dang montelukast natri)
Thanh phan td dwgc: Mannitol, cellulose vi tinh thé 101, aspartam. crospovidon. natri
croscarmellose, magnesi stearat, hypromellose, oxyd sit dd, huong cherry.

DANG BAO CHE: Vién nén nhai. hinh oval, mau hong.

CHI PINH:

— Diéu tri bénh hen suyén nhu la li¢u phéap hd trg & nhitng bénh nhén hen dai ding murc do
nhe dén vira ma khong kiém soat day du bang corticosteroid dang hit cling nhu nhitng
bénh nhan khong kiém soat day du bénh hen vé mit 1am sang bai cac chét cha van béta
tac dung ngan dung khi can thiét. PSi bénh nhan hen dugc chi dinh dung montelukast.
montelukast con c6 thé 1am giam triéu chimg viém miii di img theo muia.

— Du phong con hen trong truong hop triéu chimg chi yéu 1a co that phé quan do ging sirc.

LIEU LUQNG VA CACH DUNG:

Liéu lwong:

Tre em tir 2 - 5 tudi: nhai 1 vién/ ngay vao budi toi.

Du phong con hen do géng strc: nhai 1 vién/ 1an, it nhét 2 gid trude khi luyén tip thé thao
hay van dong manh dé phong ngtra con co thét phé quan. Khong dang thém bt ¢t liéu nao
trong vong 24 gitr sau lidu trude do.

Cach ding:

Khong dung NDP-MONTE 4 trong con co thit phé quan cap.

Nhai vién thude rdi nudt véi nude, ding thude luc doi.

-

Khuyén cdo chung: I

Hiéu lyc di€u tri cia NDP-MONTE 4 dya vao céc thong so ki€m tra hen s& dat trong mot
ngay. Can din ngudi nha bénh nhan cho bénh nhén ticp tuc dung NDP-MONTE 4 mdc du
con hen da bi khong ; ché, ciing nhu trong céc thoi k¥ bi hen niing hon. Khéng ding phdi hop

1 NDP-MONTE 4 véi cac thude khic c6 cung thanh phan hoat chét.
Khong can diéu chinh liéu cho tré suy than, suy gan nhe va trung binh, hodc cho timg gidi
tinh.

]

Diéu tri NDP-MONTE 4 lién quan véi cdc thudc chita hen khic: !
NDP-MONTE 4 c6 thé dung phéi hop cho ngudi bénh dang theo céc ché do diédu tri khac.
Giam liéu cac thude phdi hop:

e Thudc gidn phé quan: co thé thdim NDP-MONTE 4 vao céac ché do diéu tri cho ngudi
bénh chua dugce kiém soat day du chi bang thude gian phé quan. Khi c6 chimg cur dap
img l4m sang, thuong sau lidu dau tién, co thé giam liéu thudc gidn phé quan néu dung
nap dugc.
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» Corticosteroid dang hit: cing ding NDP-MONTE 4 mang thém loi ich diéu tri cho nguoi
bénh dang dung corticosteroid dang hit. Co thé giam liéu corticosteroid néu dung nap
dugce. Tuy nhién liéu corticosteroid phéi giam dan dan dudi su gidm sat clia bac si. O mot
s0 ngudi bénh, lidu luong corticosteroid dang hit ¢6 thé rat khoi hoan toan. Khong nén
thay thé dot ngot thude corticosteroid dang hit baing NDP-MONTE 4.

CHONG CHI DPINH: ‘ :
Qud man voi bat ky thanh phan nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Chua xdc dinh dugc hi¢u luc khi duing NDP-MONTE 4 trong ch‘u tri cac con hen cdp tinh.
Vi vay, khong nén dung NDP- MONTE 4 dé diéu tri con hen cép. Nguoi bénh can duoc dan
do dung céch diéu tri thich hop ¢6 sin.

C6 thé phai giam corticosteroid dang hit dan dan dudi sy giam sat cua béac si. nhung khong
dugc thay thé dot ngot corticosteroid dang udng hodc hit bang NDP-MONTE 4.

Da ¢6 bao cdo vé cic tac dung than kinh - tm than 0 ngudi bénh dung montelukast (xem tac
dung khong:, mong mudn cta thude). Vi cé céc yéu t6 khac ¢6 thé g6p phén vie cac tac dun 12
nay, nén van chua biét rd lidu céc tac dung nay c6 lién quan dén NDP-MONTE 4 hay khong.
Bac si nén thao luan cac tac dung bét loi nay voéi ngudi bénh va/ hodac nguoi chiam soc bénh
nhan. Nén chi dan nguoi bénh va/ hodc nguoi cham soc bénh nhan viée thong béo cho bac si
biét néu cac tac dung nay xay ra.

O mot sb truong hqp hiém ngudi bénh dung cac thude chong hen khac. bao gom cac lhum
doi khang thy thé leukotrien da trdi qua mot hodc mot so hi¢n twong sau: ting bach ciu ua

eosin. phat ban kiéu viém mach, triéu chimg hé hédp xau di. bién chimg tim v&/ hoac bénh -~
than kinh ¢ khi chin doan la hdi chimg Churg-Strauss. 1 viém mach h¢ théng ¢6 ting bach 'g
cdu wa eosin. Cac truong hop nay doi khi co lién quan téi sy giam hodc ngung li¢u phap *
corticosteroid. Méc du chua xéc dinh dugce su lién quan nhin qua véi cac chat doi khang thu b
thé leukotrien, can than trong va theo ddi chat ché lam sang khi dung NDP-MONTE 4 DUI
SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU: P
Str dung thude cho phu nir ¢6 thai: "

Chi dung montelukast khi ‘mang thai khi thit can thiét. Pa ¢6 béo cdo cic truong hop hiém
gap la bi khuyén tat chi bim sinh & con cua cac ba me su dung montelukast khi mang thai.
Phén 16n cac ba me nay cling dung kém theo cac thude tri hen khac trong qua trinh mang
thai. Méi lién hé nhan qua cua céc bién cb nay véi viée sir dung montelukast chua duoc xac
lap.
Sir dung thudc cho phy nir cho con bi:
Chua r3 su bai tiét cua montelukast qua sita me. Vi thude nay c6 thé bai tiét qua sira me. nén
ngudi me can than trong khi dung montelukast trong thoi ky cho con bu.

® S dung cho tré em:
Montelukast da dugc nghién ciru trén bénh nhi tir 6 thang dén 14 toi. Chua co nghién curu
vé tinh an toan va hiéu luc cia thude trén bénh nhi dudi 6 thang tudi. Cac nghién ciru cho
thiy montelukast khong anh huong lén ti 1¢ phat trién cua tré em.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua co bam_ chimg vé anh huong cua thude 1&n kha nang lai xe. van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Montelukast duge dung thucmg xuyén véi cac thude thuong ding khéc trong du phong va
diéu tri man tinh bénh hen suyén. Trong cac nghién ctru vé tuong tac,thude, thay lidu khuyén
cdo trong diéu tri cua montelukast khong c6 anh huong dang ké 16 duoc dong hoc cua céc
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thuéc sau: theophyllin, prednison, prednisolon. thuéc udng ngira thai (ethinyl estradiol
norethindron 35/ 1). terfenadin, digoxin va warfarin.

Dién tich dudi dudng cong trong huyét tuong (AUC) cuia montelukast giam \flp X1 40% o
nhimg bénh nhan khi dung chung voi phenobarbital. Do montelukast duge chuyén héa boi
CYP3A4, 2C8, va 2C9, can than trong, dac biét ¢ tré em, khi phoi hop montelukast véi cac
thudc gdy cam tng CYP3A4, 2C8.2C9, nhu phenytoin. phenobarbital va rifampicin.

Cac nghién ctru in vitro cho thay montelukast 1a chit e ché manh CYP 2C8. Tuy nhién dir
liéu tir cic nghién ciru tuong tic thubc véi nhau trén 1am sang cua montelukast va
rosiglitazon (la co chit dai dién cho céc thude duoc chuyén héa chu véu boi CYP2C8) lai
cho thay montelukast khong rc ché CYP 2C8 in vivo. Do do. montelukast khong lam thay
doi qua trinh chuyén hoa cua céc thube durge chuyén hoa chu yéu qua enzym nay (vi du nhu
paclitaxel, rosiglitazon, repaglinid).

Cac nghién ctru in virro cho thiy montelukast 1a mot co chit cua CYP 2C8. va & mirc do it
quan trong hon la 2C9 va 3A4. Dit liéu tir mot nghién ciru tuong tac thude - thude trén 1am
sang voi sy tham gia cua montelukast va gemfibrozil (mét chét e ché ca CY P2C8 va 2€9)
cho thay gemfibrozil tang mic ndng do trong mau cua montelukast 1én 4.4 1in. Khong can
phai hi¢u chinh liéu thong thudng cua montelukast khi du dung dong thoi gemfibrozil hoac
cac chat trc ché manh CYP2C8, tuy nhién béc sy can ndm duoc nguy co tang tac dung lang
tac dung khéng mong mudn.

Dua trén du liéu in vitro, nhilng tuong tac thude quan trong vé mat 1am sa ng voi cac thude
trc ché CYP 2C8 da biét (nhu trimethoprim) khong thé biét trude. Thém vao do, dung dong
thoi montelukast véi itraconazol, mét chit trc ché manh CYP 3A4 khong lam tang dang ké

T nong do montelukast trong mau. y:
40.

TAC DUNG KHONG MONG MUON CUA THUOC: =5

Rat thuong gap (ADR > 1/10): NG

Ho hap: Viém duong ho hép trén s

Thueing gép, 1/100 < ADR < 1/10): CP

Tiéu hoa: Tiéu chay, budn ndn, non. 7

Gan: Tang ndng do cac transaminase trong huyét thanh (ALT, AST). g

Da: Phat ban. -
Toan than: Sét.

It gap. 1/1000 < ADR < 1/100:

Mién dich: Céc phan ung qua man bao gom phan tmg phan v¢.

Tam lhan Mong mi bét thuomg bao gom éc mong. mat ngu, buon ngu. lo ling. kich dong
bao gébm hanh dong hung hing hogc thu dich, tang dong (bao gdm dé kich dong, bon chon.
rung minh).

Thén kinh: Chéng mat, budn ngu, di cam, co giat.

Ho hép, ngue va trung thit: chay méu cam.

Tiéu hoa: Kho miéng, kho tiéu.

Da: Bam tim, mé day, ngira.

Co - xwong: Pau khép. dau co bao gdm chudt rut.

Toan than: Suy nhuge/mét moi, khé chiu, phu né.

Hiém gap. 1/10.000 < ADR < 1/1000:

Mau va hé bach huyét: Tang xu lurcmg chay mau.

Tam than: Rm loan chu y. suy giam tri nho.

Tim: Dénh tréng ngue.

Da: Phu mach.

Rat hiém gap, ADR < 1/10.000:

Mau va hé bach hu_vé!: Giam tiéu cau. .

Mién dich: Gan thim nhi®m bach cdu ua eosin.
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Tam than: Ao gidc. méit phuong huéng, ¢ ¥ nghi va hanh vi tu tur.

Ho6 hap. 1ong nguc va trung that: Hoi chimg Churg - Strauss. bénh phoi tang bach cau ua
eosin.

Gan: Viém gan (bao Qom r mat, ton thuong té bao gan va ton thuong gan nhiéu thanh phin)
Da: Ban do ndt, hong ban da dang.

QUA LIEU VA CACH XU TRi:

Ddu hiéu v triéu chirng:

Trong céc nghlen cuu vé hen man tinh, ding montelukast véi liéu mdi ngay t6i 200 mg cho
nguoi lon trong 2 2 tudn va ‘nghién ctru ngdn ngay voi lidu tai 900 mg moi ngay, ding trong
khoang mot tuan. khong thay ¢6 phan Umg quan trong trén lam sang.

Ciing ¢6 nhimg bao cdo vé ngd ddc cap sau khi dua [hum. ra thj ruong va trong cac nghién
clru lam sang voi montelukast. Cac béo céo nay bao g gdm ca & tré em va ngudi lon vai lidu
cao nhat 1én téi 1000 mg (xap xi 61 mg/kg ¢ 1 dia bé 42 lhdng tudi). Nhimg két qua trong
phong thi nghiém va trong lam sang phu hgp véi tong quan vé do an toan & nguoi lon va cac
bénh nhi. Trong phan 16n céc béo cio vé qua lidu, khong gap cac phan img ¢6 hai.

Nhimg phan tng hay gap nhét cling twong ty nhu dir liéu vé thude tinhean toan cua
montelukast bao gdm dau bung. budn ngu. khat. dau dau. non va tang kich dong.

Cach xu tri:

Khong ¢6 thong tin dac higu vé didu tri qua liéu montelukast. Chua rd montelukast ¢6 the
tham tach duge qua mang bung hay loc méau hay khong.

THONG TIN VE DUQC LY, LAM SANG:

Dac tinh dwge lue hoe:

Nhom duge ly: Thude d6i khang thu thé leukotrien.

Ma ATC: R03D CO03

Cac cysteinyl leukotrien (LTCy, LTDs, LTE,), 1a nhitng eicosanoid co tiém ning gay viém
manh, duoc tiét ra tir nhleu loai té bao, bao goém t& bao mast va bach cau ua cosin. Céc dml
trung gian quan trong tién hen nay duoc Uzm vao cc thu thé cy steinyl leukotrien (CysLT,
Cac thy thé CysLT typ 1 (CysLT)) duge tim thiy trong duong tho cua nguoi. bao mm cac té
bao co tron va dai thuc bao cua duong tho va trong cac (€ bao tién viém khic (bao gdm bach
cau ua eosin va mjt sé té bao goc tuy xuong). CysLT ¢6 lién quan véi co ché sinh bénh cua
hen va viém mii di ing. Trong bénh hen, céc tac dung qua trung gian cua leukotrien bao
gbém mot sb tac dung 1én dchmg tho, nhu 1am co that phé quan., tiét chat nhay, ting tinh thim
mao mach va huy dong bach cau va eosin. Trong viém mii di img. CysLT duoc tiét tir niém
mac miii sau khi tiép xuc véi di nguyén trong cac phan Ung ¢ céc pha nhanh va cham va co
lién quan tdi cac triéu ching viém mii di ng CysLT trong miii s& lam tang su can tro
duong tho va cac tri¢u chimg tac nghén ¢ mii.

Momelukast dang uong 1a ¢ 4i luc cao va tinh chon loc vai thu thé CysLT,. O bénh nhan
hen, montelukast (rc ché cac thy thé cysteinyl leukotrien o duong tho chimg minh qua kha
ndng (rc ché sur c6 that phé quan do hit LTD,. Véi cac lidu dudi 5 5 mg da phong hc duoce sur
co thit phé quan do LTDs. Montelukast gdy gian phé quan trong 2 gio sau khi uong: nhimg
tic dung nay hiép dong véi sy gian phé quan nho diing chét chu vén B.

Dic tinh dwge dong hoc:

Hdip thu:

Sau khi uong montelukast hip thu nhanh. Véi vién nén nhai 4mg. nong doé Cpa dat duroc 2
gidr sau uong doi voi bénh nhi 2-5 tudi. uéng thude luc doi.

Phdn bo:

Hon 99% montelukast gin két vai protein huyét twong. The tich phan bo (Vd) trong trang
thai on dinh cua montelukast la 8-11 lit. Nghién ctru trén chudt cong véi montelukast danh
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dau cho thay thuoc rat it phan bé qua hang rao mau ndo. Hon nira. nong do cua chat danh

dau sau khi uong 24 gio la 61 thiéu trong tat ca cdc mo khic.

Chuyén hoa:

Montelukast chuye én hoa rat manh. Trong cac nghién ciru voi liéu diéu tri. cac nong do trong
huyét twong cua céc chit chuyén hoa ciia montelukast khong tim thiy duge trong trang thai
on dinh & ngudi 1on va tre em.

Cytochrom P450 2C8 la men gan chinh trong trong qua trinh chuyén hoa montelukast.
Ngoai ra cytochrome P450 3A4 va 2C9 dong gop |1 phan nho trong chuyén hoa cua
montelukast, mat du itraconazol, mét chit ire ché CYP 3A4 cling khong lam thay doi dugc
dong hoc cua montelukast ¢ nhirng nguoi khoe manh dung 10mg montelukast. Dua vao cac
két qua khac in vitro trén men gan ngudi, thiy céc nong do diéu tri cua montelukast trong
huyét tuong khong trc ché cac cytochromes P450 3A4, 2C9, 1A2. 2A6. 2C19 hay 2D6.

Thai trie:

D¢ thanh thai cua montelukast trong huy ét twong 1a 45 mL/phat o ngudi 16m khoe manh. Sau
khi udng montelukast danh dau. 86% chit danh ddu duoc thai trir qua phan cua tong cong 3
ngay va duoi 0,2% thai qua nudc tiéu. Diéu nay ude tinh sinh kha dung cua montelukast
dung duong udng, cho thay montelukast va cac chat chuyén hoa cua thude duoc thai win
nhu hoan toan qua mat.

Trong nhiéu nghién ctru, thoi gian ban thai trong huyét tuong cua monteluk: ast 1a 2,7-5.5 gio
O nguoi tré tudi khoe manh. Duge dong hoc cua montelukast hau nhu tuyén tinh khi uong
toi lidu S0 mg. Khong cé sw khac biét vé duge dong hoc khi udng thude vao budi sang hodc
toi.

Nhom bénh nhdn dac biét:

Khong can chinh liéu d6i voi bénh nhan 16n tudi, bénh nhédn suy than hodc suy gan nhe dén
trung binh. Khéng c6 bing chimg ldm sang trén bénh nhan suy gan nang (diém so Child-
Pugh >9). Vi lidu cao montelukast (gap 20 va 60 lan cua liéu ngudi 1on). da giam nong do
theophylin trong huy ét tuong. Tac dung nay khong thdy o liéu 10mg montelukast mdi ngay
I lan.

b B B B B B B B BB

PON VI PONG GOI NHO NHAT, QUY CACH PONG GOI:
Hop 2 vi x 7 vién: Hop 4 vix 7 vién; Hop 2 vi x 10 vién: Hop 10 vi x 10 vién.
Hop 1 chai 30 vién.

b

HAN DUNG CUA THUOC: 24 thang ké tir ngay san xudt

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUOQNG CUA THUOC:
. Bao quan: O nhiét do khong qua 30°C, noi kho rdo, tranh anh sang.
Tiéu chuan chét luong: TCCS
1 TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
1 CONG TY CO PHAN DUQC PHAM 2/9
DT: (028) 37422636 FAX: 84.28.37422635
[ 930 C4, dudng C, Khu cong nghiép Cat Lai, cum 2, Phuong Thanh My Loi. Quén 2. TP. Ho
Chi Minh.
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