Declaration of Conformity

in accordance to the EC — Directive 83M2/EWG from June 147 1993 of Madical
Davices (MDD

The manufaciurer

BHT Hygienstechnik GmbH
Messerschmittstralie 11
D-858368 Gersthofen

declares herawith, that the machines

Designation - Disinfection. cleaning and drying machine for medical wash
goads

Typa of machine . INNOVA E3, M3

correspond to the essential requirements of the MDD, especially to appendix | and 1,
and they comespond to the following standards and narmative documents |

Safety requirements :

[EC B01-1 - 1988 + A1 - 1591 + A2 1885 Medical efectrical 2quipment
Part 1 General requirgments for safety

Electromagnetic compatibility (EMC) :

EM 850 501-1-2 - 1994 Medicsl electrical equipmeant
Part 1 General requirements for safaty,
2. Collateral standard | Electromagnetic compatibility —
Reqguiremeants and tests.

DVGW (Deutscher Verein des Gas — und Wasserfaches e.V.) :

DWVEW W 0T 1980 DWGW — registration certificats for equipment of water
atimentation, washing machines for commercial
purposas at Mot - foods array up ta PN 10
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«Mr. Labitenbacher
Safety cammizsioner of

medical devices
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