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Annex II. Section 3

MODUS Extracorporeal Shockwave Therapy System (ESWT)

MODUS

IIb, MDD 93/42/EEC Appendix - IX Rule 9

1. 93/42 / EC Medical Devices Directive, with amendments to 2007/47 /EC Directive
2 . TS_EN_60 601-1
3 . TS_EN_60 601-1-2
4. TS_EN_60601-1- 6
5 . TS_EN_623 6 6-1
6 . TS_EN_6184 6
7 . TS_EN_1 0993-5
8.TS_EN_ISO_1 0993-10
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EU Regulations / Standards Applied

DECLARATION OF CONFORMITY

Manufacturer

GMDN CODE

Conformity Assessment Route

Products

Model

Classification

We hereby declare that  above mentioned products are comply with 93/42/EEC Medical Devices Regulation and include 
annex 2007/47/EC. All relevant supporting documentation is kept by the manufacturer.
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