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Declaration Of Conformity

Manufactured by: Spring Healthcare Services Sp zoo
Ul. Bartycka, nr 22B lok. 21A
00-716 Warsaw,
Poland

Spring SARS-Cov-2 Antigen Saliva Breath Test

REF SP - SL505

Classification Other Device of IVDD 98/79/EC
Conformity Assessment Route  IVDD 98/79/EC Annex Ill

EDMA Code 157090 90 00

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards

DIRECTIVES
General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 27 October 1998 on in vitro diagnostic medical devices.

Standard Applied:

EN 1SO13485:2016, EN 1SO14971:2012, EN 13975:2003, EN ISO 18113-1:2011,
EN I1SO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO 17511:2003,
EN 1SO 23640:2015, EN 1SO, EN 13641:2002, 1SO 15223-1:2012

After preparation of the necessary technical documentation as well as the conformity
declaration the required CE marking can be affixed on the product.
Other rejeyamd\rectlves must be observed.
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