EC Certificate

mdc medical deylce certification GmbH D ——
Motified Body 0483
herewith certifies that No. 4116.04.01/2 dated 2010-08-03
product UMDNS Halcias
] lla b i
Stimulator DENAS 16-255 X
RC ART LLC. Stimulator DENAS + 16-255 X
15, Postovskogo str. T — 16-255 X
; mulator DiaDENS-DT 16-255 X
620146 Ekaterinburg T T BT TR S %
Russian Federation Simuiaior DEDENS-BOM eI %
for the scope Stimulator DiaDENS-Cardio 16-255 X
electrostimulators Stimulator Lados 16-255 X
(see annex)
has introduced and applies a

Quality System

for the manufacture of the products concemed and carries out a
final inspection as specified in Annex V, Section 3.
The mdc audit has proven that this quality system
meets all requirements according to

Annex V — Section 3
of the Council Directive 93/42/EEC

of 14 June 1993 conceming medical devices.
The surveillance will be held as specified in Annex V, Section 4.

Head of Certification Body

Valid from 2010-08-03

Walid until 2013-10-13
Registration no. 4116.04.01/2

Report no. E 4116.04 / 2010-08-03

Stuttgart 2010-08-03

Q _\\}\m“ e

Head of Certification Body

< lele

mdc medical device cerification GmbH
Krnegerstaliie 6
D-70191 Stuttgart, Germany
Phone: +49-(0)71 1-253507-0
Fax; +49-(0)711-253597-10
Internet: httpJfwew.mdc-ce.de

O inlele

mde medical device certification GmbH
Kregerstalie 6
D-70191 Stuttgart, Germany
Phone: +48-(0)711-253587-0
Fax: +49-(0)711-253587-10
Internet: hitpy/fwew.mdc-ce.de
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