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1. A topical paste for impregnating a bandage comprising

zinc oxide in a stable emulsion comprising from 0.2 to 16% wt

of at least one fat and/or oil, at least one enulsifying i

agent, at least one inorganic suspending agent, at least one

water soluble viscosity improver and water, in the absence of

a preservative.
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(54) Title: TOPICAL COMPOSITION

(57) Abstract

A topical composition for impregnating a bandage comprises zinc oxide in a stable oil in water emulsion. The emulsion
comprises one or more fats or oils, one or more emulsifying agents, at least one water soluble gum and water. No preservative is

required.
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TOPICAL COMPOSITION

This invention relates to a topical éomposition
comprising zinc oxide p‘articularly‘, but not exclusively for
impregnating a bandage.

| Bandages impregnated with pastes containing zinc oxide
are commonly used for the‘ treai;mexit 6f skin complaints such
as leg ulcers, varicose eczémas and chronic determatitis.
These known pastes are not éufficiently emulsified and are
therefore unstable, p‘art‘icularly when  subjected to
sterilisation processes such as heating an‘d irradiation. As
these known pastes cannot be éroperly “ sterilised it is
conventional to 1include ‘'preservatives" = which ‘include
antibacterial agents, such as alkyl p-hydroxybenZoates, in
order to irradicate any bacteria that are not éliminatéd by

other sterilisation techniques. These preservatives cause

hyposensitivity when the bandage comprising the paste is

applied to the wound.

The present invention has been made from a consideration

of this problem.
According to the present invention there is provided a

topical paste for impregnating a bandage comprising zinc oxide

in a stable emulsion comprising from 0.2 to 16% wt of at least

one fat and/or oii, ‘at‘least one emulsifying agent, at least
one inorganic suspending agent, at least one water soluble
viscosity improver énd ‘ water, in the absence of a
preservative.

The stable emulsions of the compositions of the present

invention eliminate the need for a preservative. Thus topical
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zinc oxide containing compositions can be made which do not -

suffer from the drawback of sensitivity.

The compositions of the invention are primariiy intended
for impregnating bandages fcr use in the treatment of skin
diseases.

The zinc oxide is the active agent. The composition
preferably comprises from 0.5% to 40.b% wt of zinc oxide and
more preferably substantialiy 15% wt of zinc 6xide. The
composition may comprise'additional active ingredients such
as calamine, icthammol,_ clioquinol and coal tar. The
composition preferably comprises from b to 40% wt of
additional actives. |

In a preferred embodiment of the invention the fats
and/or oils comprise fractionated cocbnut oil and/or’syhthétic

spermacetti, combinations of cetyl alcohol; stearyl alcohol;

~ other alcohols (Cy to C,); triglyceride oils or fats; esters
such as cetyl palmitate, myristyl myristate; liquid and solid

paraffins or other commonly used cosmetic fats and oils. The

fats and/or oil form an oil in water emulsion.

- The emulsifying agent is preferably polyethoxylated.
Preferred"ekamples include tween 80 polysorbate 20, 21, 40,
60, 61, 65, 81, 85, 120 and other polyoxyethylene adducts of
sorbitan ésters; fatty acids; fatty'alcohols; lanolin; lanolin
alcohols; castor oil (nétural or hydrogenated) or
alkylbenzenes. The emulsifying agent has a high HLB and
emulsifies the fat ahd/br oils into the oil in water emulsion.
The composition preferably comprises from 0.3 to 10% wt and

still more preferably from 0.5 to 2% wt of emulsifying agent.
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The water soluble viscosity improver increases the
viscosity of the aqueous phase for stabilisation. One
preferred material is xanthan gum. The composition preferably
comprises from 0.05% to 4.0% of viscosity improver and more
preferably from 0.05 to 1.2%.

In a preferred embodiment of the invention the
compositions preferably comprise the following ingredients
either alone or in combination: at least one low HLB
emulsifying agent to emulsify the fats/and or oils and
glycerol which acts as a humectant in order to improve the
water retention of the composition and to provide emollient
properties to the skin.

In order that the present invention may be more readily
understood a specific embodiment thereof will now be described
with reference to the following example:-

EXAMPLE 1

A topical composition in accordance with the present

invention was made according to the following formula:

% w/w
Purified Water Ph Eur 49.9
Glycerol Ph Eur 30.0
Zinc Oxide Ph Eur 15.0
Fractionated Coconut 0il (Miglyol 812) 2.0
Aluminium Magnesium Silicate BP (Veegum F) 1.0
Xanthan Gum USNF (Keltrol F) 0.8
Polysorbate 80 Ph Eur (Tween 80) 0.5
Synthetic Spermacetti USNF (Crodamol SS) 0.5
Sorbitan Mono-oleate BP (Span 80) ' 0.3
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The said formula of Example 1 was made in the following

manner:
‘Part A Per 100 Kg of Batch
Purified Water Ph Eur 49.9 Kg
Veegum F 1.0 Kg
.Tween 80 500 g
Glycerol Ph Eur 30 Kg
zinc Oxide 15 Kg
Kéltrol F 800 Kg
Part B
Miglyol 812 2.0 Kg
Crodamol SS 500 g
Span 80 300 g

ARA

The Veegum F waé added to the water bf the Part A Mixture
and mixed with high shear agitation, whilst heating to 60°C.
The other ingredients of Part A Were then added and mixed with
high shear agitation at 60°C. The Part B mixture'waé mixed
'in a separate small vessel and heated to 60°C. A 10 litre
portion of Part A was slowly added to the Part B mixture with
brisk stirring. The Part A/B mixture was then added to the
remainder of the Part A mixture and mixed with agitation. The
vessel used for thé A/B mixture was rinsed out with portiohs
of the batch. The batch was periodically mixed with agitation
whilst'coblihg, until the viscosity increased_and the batch
was then cooled to room temperature with periodic stirring,
pridr to assembly.

The composition’of Ekample 1 was stable when subjected

to 120°C for 15 minutes. The compOSition was also stable when




5
subjected to gamma irradiation.

The formulation of Example 1 therefore provides a stable
zinc oxide containing emulsion which may be subjected to
conventional sterilisation techniques.

It is to be understood that the example described above
is by way of illustration only. Many modifications and

variations are possible.
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The claims defining the invention are as follows:-
1. A topical paste for impregnating a bandage comprising
zinc oxide in a stable emulsion comprising from 0.2 to 16% wt
of at least one fat and/or oil, at least one emulsifying
agert, at least one inorganic suspending agent, at least one
water soluble viscosity improver and water, in the absence of

a preservative.

2. A paste as claimed in claim 1, wherein the composition

comprises from 0.5% to 40.0% wt of zinc oxide.

3. A paste as claimed in claim 1 or claim 2, wherein the
composition comprises one or more further additional active
ingredients including at least one of the following: calamine,

icthammol, clioquinol or coal tar.

4. A paste as claimed in claim 3, wherein the composition
comprises up to 40% wt of said at least one additional active

ingredient.

5. A paste as claimed in any preceding claim, wherein the
fat and/or oil comprises any of the following: fractionated
coconut o0il and/or synthetic spermacetti, combinations of
cetyl alcohol; stearyl alcohol; other alcohols (C; to C,);

triglyceride oils or fats; esters such as cetyl palmitate,

myristyl myristate; liquid and solid paraffins.

6. A paste as claimed in any preceding claim, wherein the
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emulsifying agent comprises a polyethoxylated emulsifying

agent.

7. A paste as claimed in any preceding claim, wherein the
emulsifying agent includes any of the following: tween 80
polysorbate 20, 21, 40, 60, 61, 65, 81, 85, 120 or other
polyoxyethylene adducts of sorbitan esters; fatty acids; fatty

alcohols; lanolin; lanolin alkylbenzenes.

8. A paste as claimed in any preceding claim, wherein the

composition comprises from 0.3 to 10% wt of emulsifying agent.

9. A paste as claimed in any preceding claim, wherein the

composition comprises from 0.5% to 2% wt of emulsifying agent.

106. A paste as claimed in any preceding claim, wherein the
water soluble viscosity improver comprises a water soluble

gum.

11. A paste as claimed in claim 10, wherein the water soluble

gum comprises xanthan gum.

12. A paste as claimed in any preceding claim, wherein the
composition comprises from 0.05% to 4.0% wt of water soluble

viscosity improver.

13. A paste as claimed in any preceding claim, wherein the

composition comprises from 0.05% to 1.2% wt of water soluble
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viscosity improver.

14. A paste as claimed in any preceding claiin, wherein the
composition comprises at least one emulsifying agent for

5 emulsifying the fats and/or oils.

15. A paste as claimed in any preceding claim, wherein the

‘compositior. further comprises glycerol.

10 16. A paste substantially as described with reference to
LI Example 1.
A 17. A bandage impregnated by the paste of any of claims 1 to
16.

Dated this 9th day of August 1995 | | | |

SETON HEALTHCARE GROUP PLC

By its Patent Attorneys | S i
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ABSTRACT

TOPICAL COMPOSITION

A topical composition for imprecnating a bandage
comprises zinc oxide in a stable oil in water emulsion.
The emulsion comprises one or more fats or oils, one or
more emulSiinné agents, at least one water soluble gum

and water. No presexvative is required.
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