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CLAIMS
A composition comprising at least about 9% by weight
tRrbinafine or a pharmaceutically acceptable salt
thexeof, hydroxypropyl chitosan, a lower alkanol and
water\ for use in treating onychomycosis in a patient,
wherein\ said composition is applied to the affected
areas of Raid patient once weekly.
A compositipn for use according to claim 1, wherein a
loading dose\ treatment period precedes the weekly
application.
A composition for\use according to claim 2, wherein the
loading dose tPeatment period comprises daily
application for a perNod of time from two weeks to up to
two months.
A composition for use acdprding to claim 3, wherein the
loading dose treatment period comprises daily
application for one month.
A composition for use accordidNg te claim 1, wherein
terbinafine or a pharmaceuticylly acceptable salt
thereof is present in an amount fdxpm 9.5% to 10.5% by
weight.
A composition for use according to clail 1, wherein said
lower alkanol is ethanol.
A composition for use according to claim 1, \wherein said
pharmaceutically acceptable salt is terbinafidg HCIL.
A composition for use in treating onychomycosis
essentially consisting of:
a) terbinafine and/or at least a pharmaceuti
acceptable salt thereof in an amount of from 9 \to

11% by weight of the composition,
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10.

11.

12.

13.

14.

15.

le.

b) hydroxypropyl chitosan in an amount of from 0.1 to
0.6% by weight of the composition,

¢) water in an amount of from 10.0 to 40.0% by weight

of the composition,

t least a lower alkanol in an amount of from 60 to

by weight of the composition.

A compysition for use according to claim 8, wherein

component\ a) is terbinafine HCl.

A compositfon for use according to claim 8, wherein

component b)

welght of the

is present in an amount from 0.2 to 0.4% by
omposition.

A composition f use according to claim 8, wherein
component c¢) is p’esent in an amount from 18 to 30% by
welght of the composition.

A composition for us¥® according to claim 8, wherein
component d} is selexted from ethanol, propanol,
isopropanol, butanol and myxtures thereof.

A composition for use accodding to claim 12, wherein
component d) is ethanol.
A composition for use according\to claim 8, wherein the
composition consists of a) 9.5\ to 10.5% by weight
terbinafine HC1l, b) 0.2 to 0.4% by Weight hydroxypropyl
chitosan, ¢) 18 to 30% by weight pur\fied water and d)
65 to 75% by weight ethanol
A composition for use according to claim M, wherein the
composition consists of a) about  10%\ by weight
terbinafine HC1, b) about 0.3% by weight hydroxypropyl
chitosan, c) about 19.7% by weight purified watd&r and d)
about 70% by weight ethanol.
A composition for use according to claim 8, whereik the

composition is in the form of a nail lacquer.
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A composition for use according to claim 8, wherein the
composition is applied once weekly.
A composition for use according to claim 8, wherein the

cymposition is applied once daily for the first month,

of the composition,

b) hydroxypropyl chitosan in an amount from 0.1 to 0.6%

c) water in an aygount from 10.0 to 40.0% by weight of

d) at least a lower 3lkanol in an amount from 60 to 80%

The composition of clai , wherein component a) is
terbinafine HCIl.
wherein component b)) is

o 0.4% by weight of the

The composition of claim 1
present in an amount from 0.2
composition.

The composition of claim 19, wheXein component c¢) is
present in an amount from 18 to 30% by weight of the
composition.
The compositicon of claim 19, wherein
selected from ethanol, propancl, isopropanol, butanol
and mixtures thereof.
The composition of claim 23, wherein componggt d) is
ethanol.
The composition of claim 19, which consists of a)

10.5% by weight terbinafine HCl, b) 0.2 to 0.4%
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27.

weight hydroxypropyl chitosan, ¢} 18 to 30% by weight
purified water and d) 65 to 75% by weight ethanol.

he composition of claim 25, which consists of a) about
10§ by weight terbinafine HCl, b) about 0.3% by weight
hydrgxypropyl chitosan, c¢) about 19.7% by weight
purifigd water and d) about 70% by weight ethanol.

The complsition of claim 18, wherein it is in the form

of a nail Nacqguer.




CLAIMS

The use of a composition comprising at least about 9% by
weight terbinafine or a pharmaceutically acceptable salt
thereof, hydroxypropyl chitosan, a lower alkanol and
water 1in the manufacture of a medicament for the
treatment of onychomycosis, wherein said medicament is
to be administered topically once weekly.

The use according to claim 1, wherein a loading dose

treatment period precedes the weekly application.

The use according to claim 2, wherein the loading dose

treatment period comprises daily application for a

period of time from two weeks to up to two months.

The use according to claim 3, wherein the loading dose

treatment period comprises daily application for one

month.

The use according to claim 1, wherein terbinafine or a

pharmaceutically acceptable salt thereof is present in

an amount from 9.5% to 10.5% by weight.

The use according to claim 1, wherein said lower alkanol

is ethanol.

The use according to claim 1, wherein said

pharmaceutically acceptable salt is terbinafine HC1.

The use of a composition comprising:

a) terbinafine and/or at least a pharmaceutically
acceptable salt thereof in an amount of from 9 to
11% by weight of the composition,

b) hydroxypropyl chitosan in an amount of from 0.1 to
0.6% by weight of the composition,

c) water in an amount of from 10.0 to 40.0% by weight

of the composition,
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d) at least a lower alkanol in an amount of from 60 to
80% by weight of the composition,

in the manufacture of a medicament for the treatment of

onychomycosis,

with the proviso that plasticizers and/or penetration

enhancers are excluded from the composition.

The use according to claim 8, wherein component a) is

terbinafine HCl.

The use according to claim 8, wherein component b) is

present in an amount from 0.2 to 0.4% by weight of the

composition.

The use according to claim 8, wherein component c¢) 1is

present in an amount from 18 to 30% by weight of the

composition.

The use according to claim 8, wherein component d) 1is

selected from ethanol, propanol, isopropanol, butanol

and mixtures thereof.

The use according to claim 12, wherein component d) 1is

ethanol.

The use according to claim 8, wherein the composition

consists of a) 9.5 to 10.5% by weight terbinafine HCI,

b) 0.2 to 0.4% by weight hydroxypropyl chitosan, c¢) 18

to 30% by weight purified water and d) 65 to 75% by

weight ethanol '

The use according to claim 14, wherein the composition

consists of a) about 10% by weight terbinafine HCl, b)

about 0.3% by weight hydroxypropyl chitosan, c¢) about

15.7% by weight purified water and d) about 70% by

weight ethanol.

The use according to claim 8, wherein the composition is

in the form of a nail lacquer.
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The use according to claim 8, wherein the composition is

applied once weekly.

The use according to claim 8, wherein the composition is

applied once daily for the first month, then once weekly

until the end of a treatment.

A composition comprising:

a) terbinafine and/or at least a pharmaceutically
acceptable salt thereof in an amount from 9 to 11%
by weight of the composition,

b) hydroxypropyl chitosan in an amount from 0.1 to 0.6%
by weight of the composition,

c) water in an amount from 10.0 to 40.0% by weight of
the composition,

d) at least a lower alkanol in an amount from 60 to 80%
by weight of the composition,

with the proviso that plasticizers and/or penetration

enhancers are excluded from the composition.

The composition of claim 19, wherein component a) 1is

terbinafine HC1.

The composition of claim 19, wherein component b) is

present in an amount from 0.2 to 0.4% by weight of the

composition.

The composition of claim 19, wherein component c) 1is

present in an amount from 18 to 30% by weight of the

composition.

The composition of claim 19, wherein component d) is

selected from ethanol, propanol, isopropanol, butanol

and mixtures thereof.

The composition of claim 23, wherein component d) is

ethanol.
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The composition of claim 19, which consists of a) 9.5 to
10.5% by weight terbinafine HC1l, b) 0.2 to 0.4% by
weight hydroxypropyl chitosan, c¢) 18 to 30% by weight
purified water and d) 65 to 75% by weight ethanol.

The composition of claim 25, which consists of a) about
10% by weight terbinafine HCl, b) about 0.3% by weight
hydroxypropyl chitosan, c) about 19.7% by weight
purified water and d) about 70% by weight ethanol.

The composition of claim 19, wherein it is in the form

of a nail lacquer.
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