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EC Declaration of Conformity

Declaration Number: DC - 1101
Manufacturer: MYOTON LIMITED
20-22 Bedford Row
London WC1R 4JS
Product Family Name: Myoton
Type: MyotonPRO — medical device for non-invasive in vivo

assessment of soft biological tissues.

Product Sizes/Codes:

Name Product Code Number
MyotonPRO 1308600502
Classification (MDD, Annex IX)
and Rule Number: Class |, Annex IX, Rule Number 1
Declaration

Myoton AS hereby declares that the device specified above conforms with the Essential
Requirements of the Medical Device Directive - 93/42/EEC of June 14, 1993 as amended by
Directive 2007/47/EC of 21°' September 2007.

The stated products are designed and manufactured by Myoton AS, in accordance with the
scope of a quality system which meets the requirements of the Medical Devices Directive -
93/42/EEC.

To ensure conformity with the provisions of the Directive applicable to Class | equipment,

Myoton AS has designed and manufactured the device specified above in accordance with
EN60601-1-2:2007 and EN60601-1:2006.

™

Authorised by:

Aleko Peipsi

MYOTON Ltd — Director
MYOTON AS - CEO

28" November 2011

UK Company: Subsidiary of: Contact details:
MYOTON Ltd MYOTON AS Tel: +372 6030 806
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