DECLARATION OF CONFORMITY

Company: Z.E.M. MARP Electronic Sp. z o.0.
ul. Pachonskiego 9
31-223 Krakow
Poland

We declare under our sole responsibility that

the medical device: D6 SERIES ELECTROTHERAPY DEVICES WITH DIAGNOSTIC
FUNCTION

models: PHYSIOTER D60, MADYN D61, MADYN D61&STIM,
MADYN D61&TENS, MADYN D61&STIM&TENS, INTER D64,
INTER D64&STIM, INTER D64&TENS, INTER D64&STIM&TENS,
STIM D65, STIM D65&TENS, TENS D67

of class: IIa, rule 9,10 according to Annex IX of 93/42/EEC directive

covered by the Technical Files rev. 3, dated 03.2006, meets all provisions of the directive
93/42/EEC which apply to it.

Conformity assessment procedure:
Annex I1.3 of 93/42/EEC directive
Harmonised standards:

e EN 60601-1:1990 + A1:1993 + A2:1995 + A13:1996 Medical electrical equipment - Part 1:
General requirements for safety

e EN 60601-1-2:2001 Medical electrical equipment - Part 1-2: General requirements for safety -
Collateral standard: Electromagnetic compatibility - Requirements and tests

o EN 60601-1-4:1996 + A1:1999 Medical electrical equipment - Part 1-4: General requirements for
safety - Collateral standard: Programmable electrical medical systems

e EN 60601-2-10:2000 + A1:2001 Medical electrical equipment - Part 2-10: Particular requirements
for the safety of nerve and muscle stimulators

Notified Body: TUV Rheinland Product Safety GmbH (No 0197)

Issue: 6
Place: Krakéow
Y d Date: 2007-04-26
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