VIVERITY

Declaration of Conformity

Manufacturer:

Verity Medical Ltd. Churchtown House Tagoat, Co. Wexford Y35 XY44,

Ireland. Phone: +353 (0) 53 913 2433; Fax: +353 (0) 53 913 2555
email: sales@veritymedical.com

Name of Devices:

NeuroTrac® TENS
NeuroTrac® MultiTENS
NeuroTrac® Continence
NeuroTrac® Sports
NeuroTrac® Sports XL
NeuroTrac® Pelvitone
NeuroTrac® Obstetric TENS
NeuroTrac® Rehab
NeuroTrac® MyoPlus Pro
NeuroTrac® MyoPlus2
NeuroTrac Myoplus 2 Pro
NeuroTrac® MyoPlus4
NeuroTrac® MyoPlus4 Pro
NeuroTrac® IFC Rehab

[Model:
[Model:

[Model:

[Model:
[Model:
[Model:
[Model:
[Model:
[Model:
[Model:
[Model:
[Model:
[Model:
[Model:

ECS300A]
C6V350]

ECS400A]
ECS401A]
ETS201]

ETS200]

ECS310A]
ECS305A]
MYO120P]
MYO220A]
MYO220P]
MYO420A]
MYO420P]
IFC184]

1. EN60601-1 (all Devices)

2. EN60601-1-2 (all Devices)

3. EN60601-1-6 (all Devices)

4. EN60601-1-11 (all Devices)

5. EN60601-2-10 (STIM, TENS ETS devices)

6. EN60601-2-40 (EMG, ETS devices)

7. EN62304 (all Devices)

I, the undersigned, hereby declare that the above Class |la medical devices bearing the CE mark,
conform with the application provisions of the EC Directive 93/42/EEC from the European Council dated
June 14™, 1993 concerning medical devices as amended by all subsequent Directives including
2007/47/EC; as well as:

Is subject to the procedures set out in Annex Il (Excluding Section 4) of the Directive 93/42 under the
supervision of Notified Body No 0123, TUV SUD Product Service GmbH Zertifizierstellen
Ridlerstralle 65 , 80339 MUNCHEN, Germany (certificate no. G1 110550 0001).

2 4
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Nigel C.Verity, Managing Director '
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