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declare that the manufacturer:

FEDERAL STATE UNITARY ENTERPRISE “MOSCOW ENDOCRINE PLANT”
25 Novokhokhlovskaya Str., Moscow, Russia, 109052
produces

Class | Medical device: Endopharm Single use medical three-layer mask
The mask’s type - lIR

which fulfil all the relevant provisions of this the following Directive:

Directive 93/42/EEC concerning medical devices.

and has been designed and manufactured to the following harmonised standard:
EN 14683:2019+AC:2019

Accredited Testing Laboratory and Inspection Body for Hygiene and Medical Devices:
HygCen Austria GmbH
Werksgeldande 28, 5500 Bischofshofen, Austria

Test reports:
No: B 25843
No: B 26044

We hereby declare that the product named above has been designed to comply with the
relevant sections of above referenced harmonized standards. The unit complies with all
essential requirements of the Directive.
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