SINGULAIR

(montelukast sodium, MSD)

THANH PHAN: SINGULAIR® vién bao 10 mg chiia 10.4 g
kast sodium (tuong duong 10.0 mg gdc tu do), vién nhai 5 mg chifa
5.2 mg montelukast sodium (tuong dudng 5.0 mg gdc tu do), vién nhai
va cdm udng 4 mg chifa 4.2 mg montelukast sodium (tuong dudng 4.0
mg, goc tu do)

CHI BINH: SINGULAIR® dugc chi dinh cho ngudi I6n va tré em tii 6
thang tudi tré 18n dé du phong va diéu tri hen man tinh, gém du phong
c4c chiing hen ban ngay va ban dém, diéu tri ngudi hen nhay cam véi
aspirin va du phdng con co that phé& quan do gang siic. SINGULAIR®
lam gidm cac triéu chiing ban ngay va ban dém clia viém mii dj (ing
(viém miii dj (ing theo muia cho ngudi 16n va tré em tir 2 tudi tré I&n va
viém miii di ing quanh ndm cho ngudi 16n va tré em tii 6 thang tudi
trG 1én)

CHONG CHI PINH: Qua man cam voi bat ky thanh phan nao clia thudc
THAN TRONG: Chua xac dinh dugc hiéu lyc khi udng SINGULAIR®
trong diéu trj cac con hen cdp tinh. Vi vay, khong nén ding SINGULAIR®
cac dang udng dé diéu tri con hen c&p. Ngudi bénh cn dugc din do
dung cach diéu trj thich hgp sin cd. C6 thé phai gidm corticosteroid
dang hit dan dan véi sy gidm sat clia bac sy, nhung khong dugc thay
thé dot ngot corticosteroid dang udng hodc hit bang SINGULAIR® . Cén
than trong va theo ddi chit ché 1am sang khi gidm liéu corticosteroid
dudng toan thé & ngudi bénh dung SINGULAIR® . D3 c6 bao céo vé cac
tac dung than kinh -tm thdn & ngudi bénh dung SINGULAIR® (xem
TAC DUNG PHU). Vi c6 cac y&u t khac c6 thé gop phin vao céc tac
dung nay, nén van chua biét rd lidu cac tac dung nay c6 lién quan dén
SINGULAIR® hay khdng.

PHU NU CO THAI: Chua nghién cifu SINGULAIR® & nguti mang thai.
Chi ding SINGULAIR khi mang thai khi that can thiét.

PHU NU CHO CON BU: Chua rd su bai tiét clia SINGULAIR® qua slia
me. Cin than trong khi dung SINGULAIR® trong thoi ky cho con bi.
sU DUNG CHO TRE EM: SINGULAIR da dugc nghién cliu trén bénh
nhi tif 6 thang dén 14 ndm tudi. Chua c6 nghién clu vé tinh an toan
va tinh hiéu lyc clia thudc trén bénh nhi dudi 6 thang tudi. Cac nghién
cliu cho thdy SINGULAIR khéng &nh hung I&n ty 18 phat trién clia tré
em.

sU DUNG CHO NGUGI CAO TUO!I: Trong c&c nghién cliu [dm sang,
khong thay co khac biét gi vé cac thude tinh an toan va hiéu qua clia
SINGULAIR lién quan dén tudi tac.

TAC DUNG NGOAI Y: SINGULAIR® dung nap t6t. Tac dung ngoai ¥
thuting nhe va khdng cin ngung thudc. Ti I& tc dung ngoai y chung
clia SINGULAIR® tuong duong véi gid dugc. Trong cdc nghién clu l1am
sang, phan {ing ¢4 hai lién quan t6i thudc & > 1% bénh nhan dugc diéu
tri bdng SINGULAIR® va c6 ti 18 cao hon & nhom dung gia dugc la dau
bung va nhic d4u (bénh nhan > 15 tudi), nhitc d4u (b&nh nhan 6 dén
14 tudi), khat (b&nh nhan 2 d&n 5 tudi), tiéu chay, téng kich dong, hen,
viém da va phat ban (b&nh nhan 6 thédng dé&n 2 tudi). T7 I8 céc tac
dung ngoai V nay khdng c6 su khac bigt co ¥ nghfa thong ké gitia 2
nhom diéu tri. Kinh nghiém sau khi dua thudc ra thj trudng. Co thém
nhiing tic dung ngoai y sau day khi dua thudc ra thj trudng: Cdc bénh
nhiém khuén va ky sinh tring: viém duding hd hap trén. R67 loan mdu
va hé bach huyét: ting xu hudng chay méu. R6i loan hé mién djch:
c4c phan (ing quia man bao gdm phan vé, rat him gap gan thdm
nhiém bach cAu ua eosin. R67 loan tdm than: kich dong bao gdm hanh
dong hung hdng hodc chdng ddi, lo &u, trAm cim, mét phudng hubng,
mdng mij bat thudng, 4o giac, mat ngi, dé kich dong, bdn chén khong
yén, mong du, c6 ¥ nghT va hanh vi tu tli, rung co. R67 loan hé than
kinh: chéng mét, budn ngil, di cdm (c&m gidc bat thutng)/gidm cam
giac, rat hi€m gdp co giat. Roi lean tim:danh trong.nguc. Rdiloan hé
hép, nguc va trung thdt: chdy mau mii. RGi loan da day rugt: tiéu
chay, chéan &n, budn ndn, ndn. RG7 loan gan mat: tang ALT va AST,

Tai liéu théng tin cho cdn bd y té

rat hi€m khi viém gan (bao gdm viém gan { mat, viém t& bao gan, va
t6n thuong gan nhiéu thanh phan). R6i loan da va mé dudi da: phu
mach, bim tim, ban dd nét, ngla, phat ban, mé day. R4 loan co
xudng va mé lién két: dau khdp, dau co bao gdbm chudt rit. R67 loan
toan thdn va tinh trang tai ché ding thudc: suy nhugc/mét moi, ph,

¢ sot.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY: Chua c6
cd sd chiing minh SINGULAIR® c6 &nh hu&ng d&n kha nang l&i xd va
van hanh may.
TUONG TAC THUOC: Co6 thé dung SINGULAIR® véi céc thudc thuc

viém mii dj (ing. Dién tich du6i dudng cong (AUC) clia monte
gidm khoang 40% & ngudi cung dung phenobarbital. Khdng cﬁ
chinh liéu lugng SINGULAIR®.
LIEU LUGNG VA CACH DUNG:

Va0 blﬁ 16i. V6i viem mii dj ting, thm gian dung thuﬁ'c thy thi
nhu cdu clia tiing d6i tugng. Lidu cho ngudi tir 15 tudi tre len la méi
ngay mot vien 10 mg. Liéu cho trd em 6-14 nim tudi 12 mi ngay mot
vién nhai 5 mg. Liéu cho tr& em 2-5 nim tudi 1a mi ngdy mot vién
nhai 4 mg hodc 1 g0| 4 mg c6m hat. Liéu cho tré em 6 thang dén 5
nam tu6| Ia MOi=Agay mot goi 4 mg c6m hat.

£a Hiéu luc diéu tri cla SINGULAIR® dua vao céc

thong?sd kigmetra:her sédat trong mot ngay. C6 thé udng vién nén,
vign/nhai ya com hat SINGURAIR® cling hodc khdng ciing thifc &n. Can
dan nguit t{b,énh tiép fuic' dung SINGULAIR® mdc du con hen da bi
khﬁ ling nbu‘“tron.g, ac thoi ky bi hen néng hon; Khong cin
dié trong tung nhém tu0| cho ngudi cao tu0|

Digu tri SINGULAIR lién quan tdi cdc thudc chiia hen khdc:
SINGULAIR® c6 thé dung phéi hgp cho ngudi bénh dang theo cac ché
do diéu tri khac. Gidm lidu cac thudc phdi hgp: Thudc gidn phé quan:
C6 thé them SINGULAIR® vao ch& dg diéu tri cho ngudi bénh chua
dugc ki€m so4t ddy di chi biing thudc gidn ph& quan. Khi cd chiing c6
dap (ng 1am sang, thudng sau liéu dAu tién, co thé giam liéu thudc
gian phé& quan néu dung nap dugc; Corticosteroid dang hit: Cung dung
SINGULAIR® mang thém lgi ich diéu tri cho ngudi bénh dang dung
corticosteroid dang hit. Co thé gidm liéu corticosteroid néu dung nap
dugc. Tuy nhién, liéu corticosteroid phéi gidm dan dan dudi sy giam
st clia bac sy. 0 mot s6 ngudi bénh, liu lugng corticosteroid dang hit
c6 thé rat khdi hodn toan. Kndng nén thay th& dot ngdt thudc cortico-
steroid dang hit béing SINGULAIR®.

QUA LIEU: Trong phén 16n c4c bdo céo vé& qua liéu, khdng gap céc
phan (ing cd hai.

BAO QUAN: B30 quan & nhiét dd phong, tréanh &m va tranh anh sang.
HAN DUNG: SINGULAIR® vién bao 10 mg: 36 thang ké tir ngay sén
xuit. SINGULAIR® vién nhai 5 mg, 4mg va cdm udng 4 mg: 24 thang
ké tif ngay san xudt.

DANG TRINH BAY: SINGULAIR® vién bao 10 mg, vién nhai 5 mg, vién
nhai 4 mg: 4 vi x 7 vién. SINGULAIR® ¢m udng 4 mg: hdp 7 g6i hodc
28 goi.

Nha san xuat: SINGULAIR® vién bao 10mg, vién nhai 5mg, vién nhai
4mg dugc san xudt bdi Merck Sharp & Dohme Ltd.; Shotton Lane,
Cramlington, Northumberland, NE23 3JU, Anh Qudc. SINGULAIR® com
ubng dugc san xudt boi Merck & Co., Inc.; 770 Sumneytown Pike, PO
Box 4, West Point, Pennsylvania 19486, Hoa Ky.

Tiéu chuén nha san xuét e :
Trudc khi ghi toa SINGULAIR ®, vui Iong xem théng tin ghi toa chi tiét.
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VPDD MERCK SHARP & DOHME (ASIA) LTD.

TP HO GHi MINH: Phong 1, L4u 16, Kumho Asiana Plaza, 39 L& Dudn, Quan 1

T: 84-8-39155800 * Fax: 84-8-38278101

HA NOI: Ldu 14, Keangnam Hanoi Landmark Tower, Pham Hung, C4u Gidy, M& Tr, Quan Tir Ligm.
PT: 84-4-37824360 * Fax: 84-4-38378415
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