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Blinding device

Technicai field of the invention

The invention relaies to a device which permits blinding of a pressurized container for inhalation.
Prior art

Many active substances for treatment of diseases of the airways, such as asthma, are provided as
preparations in pressurized containers from which they are administered into the lungs. Such a
pharmmaceutical product is made up, for example, of an aerosol container (pressurized container),
which has a dispensing valve, and of a mouthpiece in which the container is teceived. The valve
stem of the dispensing valve is received in a nozzle section of the mouthpiece.

The bases of the aerosal containers which hold test medication and which are used in clinical
studies often have imprints which allude to the nature of the product or to the manufacturer and
which could thus lead to unblinding of the study. When conducting clinical studies with such
products, it is therefore necessary 1o make the bases unviewable, i.e. to ensure blinding of the

product.

This has hitherlo been achiéved mainty by covering the bases with materials such as adhesive or
talcum powder. However, this method proves very problematic because the blinding has to be
done manually, thus taking up a great deal of time (manual mixing and setting of the adhesive).
The correct mixing ratio with talcum powder is also difficult to obtain, and this in practice also
results in products of non-uniform appearance and in high reject rates. Vapours given off by the
adhesives also make the blinding process very unpleasant.

DD 255260 is related to the blinding of vials containing sterile pharmaceutical compasitions such
as solutions, suspensions, freeze-dried products or powdered products.

US 6544250 is related to a device for blinding the administration of nonsolid pharmaceutical
administration forms. The device is in particular an opague container which has at least two
attachments, one of which is intended for connection to a dispenser for the pharmaceutical
administration form, and the ather of which is intended for connection to an applicator, the inside of
said container having means for halding back the pharmaceutical administration form.
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Disclosure of the invention

The object of the present invention is to make available a blinded product which comprises an
aerosol container, can be produced in a simple manner and avoids the abovementioned

disacvantages of previous products.

According to the invention, the abject is achieved by an opaque cap which is placed with an exact
fit onto the base of the aerosol container and whose inner edge automatically wedges with the

aerosol container when fitted.

The subject of the invention is therefore a pharmaceutical product comprising an aerosol
container, a cap being placed with a form fit onto the base of the aerosol container, and its inner

edge automatically wedging with the aerosol container,

Further embodiments according to the invention are set out in the patent claims.

The aerosol container is preferably a pressurized container with a dispensing valve at the end

directed away from the base.

The pharmaceutical product preferably comprises a mouthpiece in which the aerosol container is

received.

According to the invention, the cap is preferably a cap made of metal, for example stainless steel.
However, other materials such as plastic are also conceivable. Production is by methods known to
the skilled person, for example by deep-drawing of sheet-metal strips using a suitable drawing and

cutting tool.

According to the invention, the cap is designed as a hollow cylinder which is open at one end and
has an opaque base at the other end. According to the invention, the height of the cap is
preferably chosen such that, when the aerosol is actuated (pressed down), the space between
mouthpiece and pressurized container is not changed. This is important to ensure that the required

air stream for the inhalation process is not impaired.

According to the invention, the cap has an internal diameter narrowing slightly in the direction of

the open end of the cap. The cap can then be placed onto the base of the aerosol container by

2442968_° (GHMaTors)
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means of a slight pressure. The internal diameter of the cap narrowing slightly in the direction of
the open end of the cap permits automatic, irreversible wedging of the cap on the aerosol
container. It is in this way possible to ensure permanent adherence of the cap over the base of the

aerosol container.

The dimensions of the cap depend on the size of the pressurized container to be covered. The cap
according to the invention preferably has a height of 3 to 10 mm, preferably 4 to 6 mm, and an

internal diameter in the range of 19 to 25 mm, preferably 21 to 23 mm.

llustrative embodiments of the invention are explained in more detail with reference to the
drawings, in which:

Fig. 1 shows a cap (1), according to the invention, made of stainless steel. The cap has a height of

5 mm and an internal diameter of 22.1 mm.

Fig. 2 shows an aerosol container (2) with dispensing valve (3) and fitted cap (1) (cross section).

Fig. 3 shows an aerosol container (2) with fitted cap (1) in a mouthpiece (4) (cross section).

It is to be understood that, if any prior art publication is referred to herein, such reference does not
constitute an admission that the publication forms a part of the common general knowledge in the

art, in Australia or any other country.

In the claims which follow and in the preceding description of the invention, except where the
context requires otherwise due to express language or necessary implication, the word “comprise”
or variations such as “comprises” or “comprising” is used in an inclusive sense, i.e. to specify the
presence of the stated features but not to preclude the presence or addition of further features in
various embodiments of the invention.

2442060_1 (GrMaliors)
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The Claims Defining the Invention are as Follows:

1. Pharmaceutical device comprising an aerosol container having a base, a cap with an
opaque base being placed with a form fit onto the base of the aerosol container, and the
inner edge of the cap automatically and irreversibly wedging with the base of the aerosol

container.

2. Pharmaceutical device according to Claim 1, in which the aerosol container is a
pressurized container with a dispensing valve at the end directed away from the base of
the aerosol container.

3. Pharmaceutical device according to Claim 1 or 2, in which the cap is made of metal.

4. Pharmaceutical device according to any one of Claims 1 to 3, in which the cap is designed

as a hollow cylinder which is open at one end and has an opaque base at the other end.

5. Pharmaceutical device according to any one of Claims 1 to 4, in which the cap has an

internal diameter narrowing slightly in the direction of the open end of the cap.
6. Pharmaceutical device according to any cne of Claims 1 to 5, in which the cap has a
height of 3 to 10 mm, or 4 to 6 mm, and an internal diameter in the range of 19 to 25 mm,

or 21 to 23 mm.

7. Pharmaceutical device according to any one of Claims 1 to 6, in which the cap has a

height of 5 mm and an internal diameter of 22.1 mm.

8. Pharmaceutical device according to any one of Claims 2 to 6, additionally having a

mouthpiece in which the aerosol container is received.

9. A pharmaceutical device substantially as herein described with reference to the Figures.

2442060_1 (GHManters)
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