CAS %

A division of the
American Chemical Society

Formulus®
HE - EBEZKEFHEFRITY ) a2 —3 Y

CAS Formulus® (&, HFIFRET CESEEEFOEMRMITOMRRY—EXTY.

CAS A B L R ZKRDEA -
DELGHE - BREFEREDLEICAFTEET. HAl-

BYTHTT.

BEAERT —2RA—RIZFIVEALT, F—T—FKhb
BREICEAT HEBEMIELET CRITTOERIC

o’e : 1
CAS %': Formulus Formulations ~ Montelukast (2] @ 2

& Formulations

& Formulations (s4s)

Filter by

~ Industry

Pharmaceutical
Unclassified

~ Purpose

Antiasthmatics (445)

(124)
Allergy inhibitors (119)

View All

~ Physical Form

Tablets (445)
Liquids (63)
Capsules (57)

(51)

View All

~ Delivery Route

(318)

Pharmaceutical formulations

Pharmaceutical emulsions

Pharmaceutical syrups (23)

Oral drug delivery systems

Buccal drug delivery systems

@ Suggested References

Sort: Relevance

&

Composite Chewable Tablet: Anti-Asthmatic Agents or Allergy Inhibitors
Location: Example 10, Table 4, 14, 15, 18, 20, 21

Purpose: Allergy inhibitors, Antiasthmatics + ‘Jj_-}l/jj x I~

Target: Allergic rhinitis, Asthma, Homo sapiens

Physical Form: Tablets

Drug delivery systems (116)
Leukotriene antagonists (53)

Delivery Route: Oral drug delivery systems 9: 1 7 jlbﬁo)

SFIFR

Component Function Amount Reported Patent
" ~ Composite chewable tablet
Group: montelukast tablet part 171mg including levocetirizine and
montelukast with improved
Cyclopropaneacetic acid, 1- cysteinyl leukotriene 5.2mg stability and drug compliance, and

[[[(1R-1-[3-[(1 6)-2(7-chloro-2- type 1 receptor method of preparing the same

quinolinyl)ethenyl]phenyl]-3-[2-  antagonist

(1-hydroxy-1-

methylethyl)phenyl]propyl]thio] i3
methyl}-, sodium salt (1:1) View Reference Detail

: Hanmi Pharm. Co., Ltd

Cellulose diluent 10.0mg Patent PDF
Silica lubricant 3.5mg

Magnesium stearate

lubricant 25mg

Additional group components reported

Group: levocetirizine tablet part active agent 180.0 mg
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Montelukast Tablet: Anti-Asthmatic Agents or Allergy Inhibitors

Location: example 1, Table 1b

llergy inhibitors, Antiasthmatics
Allergic rhinitis, Asthma, Human
oute: Oral drug delivery systems

Form: Pharmaceutical chewable tablets
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Formulation Ingredients
Component

A Group: montelukast tablet part

Cycloprapaneacetic acid, 1-{(1{1 R-1-{3-(1 5-2{7-chloro-2-

quinolinyhethenyllphenyl)-2-(2-{1-hydro:

methylethyl)phenylpropyljthio)methyl}. sodium sal

Mannitel
Croscarmellose sodium
Cellulose

Hydroxypropyl cellulose
ron oxide (Fe;0z)
Water

Croscarmellose sodium
Aspartame

silica

Magnesium stearate

Function

active agent

active agent. cystainyl
leukotriene type 1 receptor
antagonist

diluent

diluent

disintegrating agent
sweetening agents
lubricant

lubricant

~ Process

Amount Reported

171 mg

52mg

130.0mg
s0mg

100mg

Patent

Composite chewable tablet
including levocetirizine and
montelukast with Improved
stability and drug compliance, and
method of preparing the same

Patent PDF
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Optionality
Mandatory s A'I'igﬁ % " _t
- [113] [Table 1b] ¢%D£F0)EE [(=RIz] ( ﬁ;; )
[114] Component Montelukast tablet part (mg)
Montelukast sodium 5.2
Mandatory D-mannitol 130.0
Mandatory Croscarmellose sodium 5.0
Mandatory Microcrystalline celulose 10.0
Hydroxypropylcellulose 25
Mandatory
Red iron oxide 03
Mandatory Purified water (40.0)
Mandatory Croscarmelliose sodium 9.0
Mandatory Aspartame 3.0
Colloidal silica 3.5
Mandatory Magnesium stearate 2.5
Mandatory Total 1710
Mandatory [115] Examples 2 to 4: Py ion of
[116]  Bilayer composite chewable tablets of Examples 2 10 4 were prepared in the same
manner as in Example 1, except that the content of the alkalinizing agent of the levoce-
tirizine tablet part was changed
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CASRN: 151767-02-1

There are no Key Physical Properties to display for this ingredient

Cyclopropaneacetic acid, 1-{{{(1 R-1-(3-{(1 §-2-7-chloro-2-quinolinyl)ethenyl]phenyi}-3-{2-(1-hydroxy-1-methyleth
yl)phenyl]propyljthio)methyl)-, sodium salt (1:1)

Commonly Used As: Leuk
Alergy inhibitors...

CasH35CINO;S.Na

& rormulations Y% Suppliers
v Commonly Used As

v Commonly Formulated With
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Regulatory Information

ANMAT Drug Master File List
Original Name Applicant Approval Event Date
Name Event
Kipres Fine Granulesdmg,  Kyorin Approval Jul. 31,2007
Montelukast sodium Pharmaceutical
Co., Ltd.
Singulair Fine Granules 4 Banyu Approval Jul. 31,2007
mg, Montelukast sodium Pharmaceutical
Co. Ltd.
Kipres Tablets 10, Kyorin Change Jan. 25, 2008
Montelukast sodium Pharmaceutical
Co., Ld.

Commonly Formulated With | Regulatory Information

FDA Orange Book &®
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FDA Orange Book Japanese Approved Drugs List

Delivery Form Notes

Route

Strength

amg fine granules  Drugs with a new dosage
andin a new dosage form,
or fine granules, indicated
for the treatment of asthma
in children aged 1 or more
and less than 6 years.

4mg fine granules  Drugs with a new dosage
and in a new dosage form,
or fine granules, indicated
for the treatment of asthma
in children aged 1 or more
and less than 6 years.

oral 10 tablet Drugs with a new indication
and dosage and in a new
dosge form for the
treatment of allergic rhinitis.
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