Queisser

PHARMA

Declaration

The products Protefix® Adhesive Cream, Protefix® Adhesive Powder and Protefix® Adhesive Pads are

Medical Devices in the European Union and are conform with the European Council Directive
- 93/42/EEC on Medical Devices.

These products were supervised in Germany by the competent authorities of the different states. The

competent authority that is responsible for the supervision of Queisser Pharma, Flensburg is the

Landesamt fur Gesundheit und Arzneimittelsicherheit des Landes Schleswig-Holstein in Kiel.

This competent authority certifies that the products mentioned above may be iabelled with CE and can

be exported. This official certificate implicates that the quality of the products is in accordance with the

regulations.

The product Protefix® Active Cleanser is considered as a cosmetic in the European Union and is

conform with the European Council Directive 76/768/EEC on Cosmetics.

The competent authority that is responsible for the supervision of Queisser Pharma, Flensburg is the

Veteringr- und Lebensmitteliberwachung of the City of Flensburg. This competent authority certifies

that this product complies with the German Cosmetic law of the Federal Republic of Germany and

therefore can be put on the market and can be exported. To meet the German Cosmetic Directive it is

necessary to consider Good Manufacturing Praxis at the production of cosmetic products.

Queisser Pharma produces also Medical Products and every two years the supervising authority

inspects Queisser Pharma for conformity with GMP. The quality assurance system of the company

makes sure that all products were handled in the same way, not dependent on their status.

Flensburg, 06.06.2006
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SPC PHHARMA

1. Trade Name of the Medicinal Product
Protefix® Adhesive Cream

2. Qualitative and quantitative composition

Gantrez 30.00¢g
Sodium carboxymethylcellulose 23.00g
Viscous paraffin 3739
White Vaseline 14.00 g
Silica colloidal anhydrous 1109
3 Menthol 01049
Azorubin E 122 00449
Methyl-4-hydroxybenzoate 003¢g

3. Pharmaceutical Form
Cream
4.  Clinical Data
4.1. Therapeutic Indication
Adhesive Cream for application to dental prostheses

5. Other Properties

Shelf life J years

Storage condition Dry place < 25 °C

Package Cannula tube, Polyfoil in folding carton

Instruction: Protefix® Adhesive Cream is applied on the clean and wet denture.
Manufacturer: Queisser Pharma GmbH & Co. KG, Schleswiger Strasse 74, D-24941 Flensburg

schleswiger Strale 74 - 24941 Flensburg - Telefon 04 61/ 99 96-0
Amtsgericht Flensburg HRA 2931 - Komplementiriin: Queisser Verwaltungs GmbH Flenshurg HRB 581 - Geschiftsfilhrer: Gert Bendixen, Dipt.-Kfm. Jan K. Kuskowski
Uarmine. 1l Westhanl A3 Flendhwre (RLZ. 200 300 000 81 18 18 18 - Sparkasse Mittelholstein AG, Rendsburg (BLZ 214 500 00) 42 963 - USi-kdNr. DE 134635616
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1. Trade Name of the Medicinal Product
Protefix® Adhesive Cushions

2. Qualitative and quantitative composition

Sodium alginate 28.0049
Viscose fibre 50.00 g
Polypropylene fibre 220049

3. Pharmaceutical Form
Cushion
4,  Clinical Data
4.1, Therapeutic Indication
Adhesive Cushion for application to dental prostheses

5. Other Propetties

Shelf life 4 years

Storage condition Dry place <25 °C

Package OPP-foil in folding carton

Instruction: Protefix® Adhesive Cushions are dipped into lukewarm water and drained.

Then they are placed onfo the wet denture and pressed on it.

Manufacturer: Queisser Pharma GmbH & Co. KG, Schleswiger Strasse 74, D-24941 Flensburg

Schleswiger Strafe 74 - 24941 Flensburg - Telefon 0461 /99 96-0
Amtsgericht Flensburg HRA 2931 - Komplementirin: Queisser Verwaliungs GmblT Flensburg HRB 581 - Geschiltsfiihrer: Gen Bendlixen, Dipl-Kfim. Jan K. Kuskowsld
Vomime it Woctbanle A( Flensmice (RT7. 200 300 001 81 18 18 18 - Soarkasse Mittelholstein AG, Rendsburg (BLZ 214 500 00) 42 963 « USt-IciNr. DE 134635616
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Trade Name of the Medicinal Product

—

Protefix® Adhesive Powder
2. Qualitative and quantitative composition
Sodium alginate 100.00 ¢
3. Pharmaceutical Form
Powder
4. Clinical Data
4.1, Therapeutic indication
Adhesive Powder for application to dental prostheses

5. Other Properties

Shelf life 4 years

Storage condition Dry place <25 °C

Package Plastic bottle in folding carton

Instruction: Protefix® Adhesive Powder is sprinkled thinly and uniformly onto the wet denture.
Manufacturer: Queisser Pharma GmbH & Co. KG, Schleswiger Strasse 74, D-24941 Flensburg
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1. Trade Name of the Medicinal Product

Protefix® Active Cleanser

2. Qualitative and quantitative composition

Sodium bicarhonate 41.77 ¢
Potassium caroate 35.18¢9
Sodium perhorate 16.63 ¢
Citric acid 5657
Sodium lauryl sulphate 04749
3 Peppermint 030¢g
Dyestuff 00749

3.  Pharmaceutical Form

effervescent-tablets

4. Clinicat Data

4.1, Therapeutic Indication

Cleaning tablet for the cleansing of dental prostheses

5. Other Properties
Shelf life

Storage condition
Package

Instruction:

Manufacturer:

3 years
Dry place < 25 °C
Aluminium composite-foil in folding carton

One Protefix® Active Cleanser tablet is dissolved in half a glass of lukewarm water.
The denture is to be placed in the glass. After 15 minutes in the solution the denture
is clean and fresh.

Queisser Pharma GmbH & Co. KG, Schleswiger Strasse 74, D-24941 Flensburg

Amtsgericht Flensburg HRA 2931 » Komplementirin: Queisser Verwalungs GmbH Flensburg FRB 581 - Geschiiftsfidl

Sclileswiger Strafe 74 - 24941 Flensburg - Telefon 0461/ 99 96-0
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