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meet tl'e provisions of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC 'vhich

app'y to them.

The medical device has been assigned to class IIa (Rule 8) according to Annex IX of the Medical

Devices DiI˙ ective 93/42/EEC aI끄 ended by 2007/47/EC. It bears the mark
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e Medical :〔 )evices Di' ective

Compliance of the designated product 'ν ith the Medical Devices Directive 93/42/EEC a'ㄲ ended by

2007/47/EC has been assessed and ce“ iΠed by the Notifled Body

TUV RheiⅡ laⅡ d LGA Products GInbH
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Following the procedure relating to the EC Declaration of ConR)rmi㏉  set out in Annex II of the
Medica' Devices Directive 93/42/EEC aIIIended by 2007/47/EC.
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