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Méi vién nén bao phim chita Montelukast sodium twong duong Montelukast 10mg.
| Chi dinh, cach ding, chéng chi dinh va cac thong tin khac: Xem Hudng dan sir dung
kem theo. Poc ki Hudng dan sir dung truée khi ding. Dé thubc ngoai tim tay tré em.
Bao quan o nhiét d dusi 30°C, tranh dm.

Keep out of reach of children.

HETERO LABS LIMITED
Unit V, Sy.No4108411, APIICSEZ,
Refer product insert for more Polepally Village, Jadcherla Mandal|

| Each film coated tablet contains Mfg. Lic. No.: 50/MN/AP/2009/F/G g’
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Thudc ban theo don Hop 3 vi x 10 vién

(Vién nén Montelukast sodium 10mg)

MONTE-H 10
(Montelukast Sodium Tablets 10 mg)

30 (3 x 10) Tablets
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Il Pantone Process Cyan C [l Pantone 485 C [l Black
Size : 105 x 52 x 20 mm

Spec : 300 GSM Pearl Graphic Board with Aqua Varnish Coating.
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Foil Width : 108 mm
Blister Size: 100 x 49 mm
Repeat Length : 32.7
Color: Black
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MONTE-H 10
HUONG DAN SU DUNG '
Doc k§ hwong din sir dung trwede khi ding. Néu cin thém théng tin, xin héi ¥ kién bac s¥.
Thube ban theo don.

Thanh phén: M&i vién nén bao phim 10 mg chira 10,4 mg montelukast natri twong duong véi
10mg montelukast.

Ta dwoe: microcrystalin cellulose, lactose monohydrate, croscarmellose natri, mannitol,
hydroxypropyl cellulose, and magnesi stearate.

Duwge Iuc hoe:

Nhém dwgce diéu tri: Thube chéng hen ding toan than, thube déi khang véi thu thé cua
leukotriene.

Ma ATC: RO3D CO03

Co ché tdc dung: Céc cystemy] leukotrien (LTCs, LTD4, LTEy) la céc san phdm cila su chuyen
héa acid arachidonic va dugc giai phong tir nhiéu loai t bao, bao gdm dudng bao va bach céu ua
eosin. Nhimg eicosanoid nay gan voi cac thy thé dbi véi cysteinyl leukotriene (CysLT) nim tai
dudmg thd clia ngudi. Su chiém gifr clia cac cysteinyl leukotrien va thu thé leucotrien c6 lién
quan 161 sinh bénh hoc ctia hen, bao gdm phu dudmg thé, co bop co tron va lam hu hai hoat tinh
t¢ bao di kém qua trinh viém, nhimg tinh chat nay tham gia vao cac dau hiéu va tri¢u chimg hen.
Montelukast la thube uong, gfn két véi i luc cao va c6 chon loc vao thy thé CysLT; (gén uu tién
vio thy thé nay so véi gin vao thy thé khéc ciing quan trong vé mit duoe Iy hoe, nhu thy thé
prostanoid, cholinergic, hodc adrenergic). Montelukast (rc ché nhimg tac dung sinh 1y ctia LTDy
tai thu thé CysLT; ma khong co6 hoat tinh cia chét chu van.

Dwge dong hoc:

Hidp thu: Montelukast duge hip thu nhanh sau khi udng. D6i véi vién nén bao phim 10 mg, nong
d6 dinh huyét tuong trung binh (Cmax) dat dugc 3 gidy (Tmax) sau khi ubng & ngudi 16n & trang
thai d6i. Sinh kha dung udng trung binh 13 64%. Sinh kha kha dung uéng va ndng do dinh huyét
twong khong bi 4nh hudng bai bita &n tiéu chuan. DO an toan va hidu luc duge chimg minh trong
cdc thir nghiém 18m sang & d6 vién nén bao phim 10 mg duge diing ubng khong d8 v dén thoi
gian cia bifa an.

Béi véi vién nén c6 thé nhai Smg, ndng dd dinh huyét twong dat dwoc vao 2 gitr sau khi ubng &
ngudi 16n trong trang thai déi. Sinh kha dung ubng trung binh 13 73% va giam xuéng con 63%
béi mdt bira an tiéu chudn.

Phén bé: Montelukast gén hon 99% voi protein huyét twong. Thé tich phin bd & trang thai bn
dinh cia montelukast dat mirc trung binh 8-11 lit. Cac nghién cau trén chudt cong’*?trang v
montelukast danh du phéng xa cho thdy su phan bd téi thidu qua hang rao mau- nao‘%ig\&ql ra,
céc ndng do cta chit lidu danh du phéng xa & 24 gid sau khi ubng 12 rat thip & tit ca cic md
khac.

Bién doi sinh hoc: Montelukast duge chuyén héa véi mirc do 1én. Trong cac nghién ciru véi cde
liéu diéu tri, khéng phét hién dugc ndng do trong huyét twong cia céc chét chuyén héa cia
montelukast & trang thai 6n dinh & ngudi 1om va tré em.

Céc nghién clru in vitro ding tiéu thé gan ngudi cho thay cdc cytochrom P450 3A4, 2A6 va 2C9
c6 tham gia vio chuyén hoa clia montelukast. Dua trén céc két qua nghién ctru in vitro khic trén
tidu thé gan ngudi, cac ndng do didu tri trong huyét twong cia montelukast khong e che céc
cytochrom P450 3A4, 2C9,1A2, 2A6, 2C19 hodc 2D6. Céc chit chuyén héa déng gop rit it vao
hiéu qua diéu tri ciia montelukast.

Thai trie: Hé s6 thanh thai huyét tuong ciia montelukast dat mire trung binh 45 ml/phat & nguoi
16m khoe manh. Sau mot lidu udng montelukast danh ddu phéng xa, 86% hoat tinh phong xa da
duoce thu hdi trong lwong phén thu gom trong 5 ngay va dudi 0,2% dugce thu héi trong nuce tidu.
Két hop véi sir ude tinh vé sinh kha dung uéng clia montelukast, didu nay cho thay montelukast
va céc chét chuyén hoa duge bai tiét hiu nhu riéng biét qua mét.

Chi dinh:
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montelukast c6 bai tiét trong sita me & ngudi hay khéng. Montelukast natri c6 thé dung khi cho
con b khi thure sur can thiét.

Tac dong lén kha nang ldi xe va vadn hanh may moéc:

Montelukast khong anh hudng 1én kha nang lai xe hodc van hanh may moéc ciia bénh nhan. Tuy
nhién, trong mot sd trurong hop hiém gip, cac bénh nhan di bao cdo c6 hién tugng chéng miit
hodc ngn ga.

Qiia liéu:

Chua c6 thong tin cu thé vé diéu tri qua liéu dbi véi montelukast. Trong cac nghién cru hen phé
quan man tinh, montelukast dugc ding véi liéu 1én téi 200 mg/ngay trén bénh nhan trong vong
22 tudn va trong cac nghién clru ngan han, liu Ién t6i 900 mg/ngay trén cc bénh nhén trong
khoang 1 tudn ma khong c6 cdc phan (mg ngoai ¥ lam sang. D c6 cdc bao céo vé hién tugng qué
lidu cép tinh trong cac kinh nghiém khi dua thudc ra thi trudong va cac nghién ciu 1dm sang véi
montelukast, bao gém cac bdo cdo & nguoi Ion va tré em VOi lidu 1én t6i 1000mg (khoang
61mg/kg trén tré 42 thang tudi). C4c phat hién trén 1am sang va trong phong thi nghiém thu duoc
da phu hop véi déc tinh an toan & bénh nhén nguoi lon va bénh nhi. Khong c6 cac bdo cédo phan
ling ngoai y vé hién tiong qua lidu. Céc phan (g ngoai y hay gip da phu hop v@i bao cao an
toan cua montelukast bao gdm: dau bung, budn ngu, khat, dau dau, ndn, trang thai hoat dong qua
mirc vé& tam than va van dong. Van con chua rd liéu montelukast c6 thé thim tach bang loc mang
bung hodc loc mau hay khéng.

Bao quan:

Bao quan ¢ thet 46 < 30°C. Dé thubc xa tam tay tré em.

Han st dung

18 théng ké tir ngay san xuat. Khéng dung thudc dd hét han sir dung ghi trén bao bi.

Trinh bay:

Hop 3 vi Alu-Alu, méi vi 10 vién.

Tiéu chuén:

Tiéu chuin co s& sin xuat. |
Nha sin xuéit: M/s. Hetero Labs Limited

Unit-V, Surve , APIICSEZ, Polepally Village, Jadcherla Mandal Mahaboobnagar
District — 50
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