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Declaration of conformity 
for medical devices 

Manufacturer WHITEsmile GmbH 
 Weinheimer Str. 6  
 69488 Birkenau  
 Germany 
  
Product Group Tooth Whitening Gel  
 
Risk Class Class IIa, Rule 7 Annex IX MDD 93/42/EEC 
 
Product WHITEsmile fläsh 32% HP (mixed) 
 WHITEsmile fläsh Just 38% HP (mixed 30%) 
 WHITEsmile Power Whitening YF 40% HP (mixed 32% HP) 
 WHITEsmile Light Whitening AC 32% HP (mixed) 
 WHITEsmile IN-OFFICE WHITENING 35% CP 
 
 
 
 
Notified Body: TÜV Süd Product Service GmbH 
 Ridlerstr. 65, 80339 München 
 ID-Nr. 0123 
 
No. of certificate: G2 045226 0007 Rev. 01 
 
 
 
 
 
 
We hereby assure and declare that the products above are complying with the MDD 93/42/EEC for Medical 
Devices. WHITEsmile declares the conformity under our own responsibility. 
 
This declaration is valid until 24. May 2024 (3 years) 
 
 
 
Birkenau, 25. May 2021 
 
 
 
 
________________________ 
Benno Walter 
CEO 
Quality Management Representative 
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Productlist Declaration of Conformity dated 25. Mai 2021  
for medical devices 

Class IIa, Rule 7 Annex IX MDD 93/42/EEC 

Produktname / product name Artikel-Nr. / N°. article 

Tooth Whitening Gel REF 

WHITEsmile fläsh 32% HP (mixed) 3100, 3102, 3103, 3104, 3106 

WHITEsmile fläsh Just 38% HP (mixed 30%) 3500, 3501 
WHITEsmile Power Whitening YF 40% HP 
(mixed 32% HP) 

5511 / 5611 / 5621 / 5661 / 5691 / 5701 /5711 / 5721 
/ 5811 /5821 / 5831 / 5921 / 5941 

WHITEsmile Light Whitening AC 32% HP 
(mixed) 

6602 / 6612 / 6622 / 6662 / 6702 / 6712 / 6812 / 6832 
 

WHITEsmile IN-OFFICE WHITENING 35% CP 4113 / 4123 / 4143 / 4153 / 4223 / 4233 / 4243 / 4253 
/ 4333 / 4353 / 4433 / 4443 / 4453 / 4543 / 4553 / 
4653 / 4713 / 4723 /4733 / 4743 / 4753 / 4763 / 4765 
/ 4773 / 4783 / 4793 / 4813 / 4913 / 4923 / 4933  

 
 
 
 
 
 
 
 
 
 
Birkenau, 25. May 2021 
 
 
 
 
________________________ 
Benno Walter 
CEO 
Quality Management Representative 
 


