OLYMPUS:

DECLARATION OF CONFORMITY(MDD)

1. 'Manufacturer

2. Address

3. Model

4. Name of product

8. Serial or Lot No.

6. Classification

OLYMPUS CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

UES-20

ELECTROSURGICAL UNIT

from 7731105 to 7931932
from 1031933 to

Class IIb

7. Authorized representatives in EU

B Name
Address
0O Name
Address
B Name
Address

Olympus Europa GmbH

Wendenstr. 14-18 20097 Hamburg,Germany

Olympus Winter & Ibe GmbH

Kuehnstr. 61 22045 Hamburg,Germany

KeyMed (Medical & Industrial Equipment) Ltd.

KeyMed House,Stock Road,Southend-on Sea, Essex §82 5QH,
UK

We herewith declare that the above mentioned product complies with the requirements of
EC Directive 93 / 42 / EEC (MDD).

This declaration is based on : MDD, Annex [I

8. Certification of a quality system

Issued by
Place

Signature
Name
Title

Date

TUV Rheinland Product Safety GmbH

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

Kazuma Kawashima

Management Representative, Medical Systems Group

2004/01/300yyyy.mm.dd)
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OLYMP S
DECLARATION OF CONFORMITY(MDD) -~

Wi

1. Manufacturer OLYMPUS mapmm:‘lm'
2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan
3. Model OTV-S5C

4. Name of product CAMERA CONTROL UNIT

5. Serial or Lot No. from 7785504 to

6. Classification Class 1

7. Authorized representatives in EU

B Name Olympus Eurepa GmbH

Address Wendenstr. 14-18 20097 Hamburg,Germany

[l Name Olympus Winter & Ibe GmbH

Address Kuehnstr. 61 22045 Hamburg,Germany

B Name KeyMed (Medical & Industrial Equipment) Ltd.
Address KeyMed House,Stock Road,Southend-on Sea, Essex SS2 5QH,
UK

We herewith declare that the above mentioned product complies with the requirements of
EC Directive 93 / 42 / EEC (MDD).

This declaration is based on : MDD, Annex VII

Place 2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan
; .
/'/ e 7/
; Pl A g

Signature & S
Name Kazuma Kawashima
Title Management Representative, Medical Systems Group
Date 2004/01/30¢yyyy.mm.dd)
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DECLARATION :OF CONFORMITY(MDD)

1. Manufacturer
2. Address

3. Model

4. Name of product
5. Serial or Lot No.

6. Classification

OLYMPUS CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

CLV-820

OES XENON LIGHTSOURCE

from 7855815 to

Class I

7. Authorized representatives in EU

B Name
Address
[l Name
Address
B Name
Address

Olympus Europa GmbH

Wendenstr. 14-18 26097 Hamburg,Germany

Olympus Winter & Ibe GmbH

Kuehnstr. 61 22045 Hamburg,Germany

KeyMed (Medical & Industrial Equipment) Ltd.

KeyMed House,Stock Road,Southend-on Sea, Essex $S2 5QH,
UK

We herewith declare that the above mentioned product complies with the requirements of
EC Directive 93 / 42 / EEC (MDD).

This declaration is based on : MDD, Annex VII

Place

Signature
Name
“Title

Date

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan

Kazuma Kawashima

Management Representative, Medical Systems Group

2004/01/30(yyyy.mm.dd)

[N-OIS D28001 Appendix 2]
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|_Olympus Winter & Ibe

M'WALL Eloktronik GmbH Artikelnr.. | ASRSD

EC - Declaration of Conformity

We certify that the following product

Abdominal CO; Insufflator 16L
(in conjunction with the accessories given in the instruction manual) is in compliance
with the essential requirements of the MDD 93/42/EEC.

The conformily assessment procedure was performed according to Annex VIl and
Annex V (Medical device class lla).

The following certificate was issued:
TUV Product Service Certificate No. GZD 97 01 12798 006

Declaration under sole responsibility of the manufacturer:

WALZ ELEKTRONIK GmbH
Walddorfer Str. 40
72229 Rohrdorf

represented by

V. WALZ
(Managing director)

Rohrdorf, 07/21/97 Con

...........................

—a

&'WALL Elektronik GmbH - Walddorfer Str. 40 - 72229 Rohrdorf - Tel. 07452/2020 - Fax /3826



