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OLYMPUS’

DECLARATION OF CONFORMITY(MDD)

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
3. Model OLYMPUS GIF-H186

4. Name of product EVIS EXERA IIT GASTROINTESTINAL VIDEOSCOPE
5. Serial or Lot No. from 2200001 to

6. Classification Class ITa

7. Authorized representative in EU

Name Olympus Europa Holding GmbH
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/Lot 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 Niumberg, Germany

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

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

Signature M 'S /;,Wtdi
Name Susumu Nishina

Chief Manager

Market Quality Administration .
Title Regulatory Affairs & Quality Assurance Department
Date 2013/01/16
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Prohlageni o shodé (MDD) OLYMPUS

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.

2. Adresa 2951 Ishikawa-cho, Hachioii-shi=
Tokio, 1 92-8507Japonsko

3. Model OLYMPUS GIF-H185

4. Nazev vyrobku EVIS EXERA Ill GASTROINTESTINALNI
VIDEOSKOP

5. Cislo série nebo davky od 2200001 do

6. Klasifikace Trida lla

7. Autorizovani zastupciv EU
Jméno Olympus Europa Holding GmbH
Adresa Wendenstr. 14-18, 20097 Hamburk, Némecko

Timto prohlagujeme, v&domi si své vyhradni odpovédnosti jako opravnéného vyrobce,
Ze vySe uvedeny vyrobek splfiuje poZadavky smérnice Rady 93/42/EHS (MDD). Toto
prohlaseni o shodé plati pro vyrabéna zafizeni s vyse uvedenym Gislem série / dislem
davky.

Toto prohlaseni vychazi z: MDD, Pfiloha I1.3

8. Souhlas notifikovaného organu:

Certifikat byl vydan: TUV Rheinland LGA Products GmbH (0197)

Adresa: Tillystrasse 2, D-90431 Norinberk, Némecko

9. Pouzité normy: Viz seznam zakladnich poZzadavk(i pro vySe uvedeny vyrobek

Misto 2951 Ishikawa-cho, Hachioji-shi, Tokio, Japonsko
Podpis poadpis neditelny
Jméno Susumu Nishina

generalni feditel
fizeni kvality trhu

Postaveni regulatorni zaleZitosti a oddéleni zajistovani kvality

Datum 16.01.2013
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Jako tlumoenik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002, ¢.j. 1341/2002 stvrzuji, Ze pfeklad souhlasi s textem p¥ipojené listiny.

Tlumocnicky dkon je zapsan pod pof. ¢. JO5X 1D deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002, I hereby certify that the translation
is a literal translation of the attached document.

This interpreting act is entered under NO.: ...v.ceceecreveverenen. of the Journal.
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Lerika Petrd3ova

B

Y%

“ *
/.f/amob(\\.é‘(\o
'92;,/‘—3 angh
kulaté razitko: Lenka PetrdSovdTumocnik jazvka anglického

round stamp.: Lenka Petrdsovd, interpreter of English language






