OLYMPUS

DECLARATION OF CONFORMITY(MDD) e T T T T s
1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2, Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan

3. Model OLYMPUS BF-1TH190

4. Name of product EVIS EXERA JII BRONCHOVIDEOSCOPE

5. Serial or Lot No. from 2400001 to

6. Classification Class Ila

7. Authorized representative in EU

Name Olympus Europa SE & Co. KG

Address Wendenstr. 14-18 20097 Hamburg, Germany

We hereby declare that the above mentioned product complies with the requirements of EC
Directive 93/42/EEC(MDD)under the sole responsibility as a legal manufacturer. This Declaration of Conformity is
valid in manufactured devices with the above Serial/l.ot number,

This declaration is based on : MDD, Annex I1.3

8. Notified Body Approval
Issued by TUV Rheinland LGA Products GmbH (0197}
Address Tillystrasse 2, D-90431 Nurnberg, Germany

9. Applied Standards Refer to the Essential Requirements Checklist for above mentioned product.

Place 2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan
w“ I A

Signature /_]

Name Hiroki Moriyama

Deputy General Manager

Regulatory Affairs & Quality Assurance Department
Title Quality & Environment Division

Date 2014/03/12

[N-0OIS D28001 Appendix 3]

Digitally signed by Grabazei Alexandru
Date: 2023.06.10 10:56:05 EEST
Reason: MoldSign Signature

Location: Moldova
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