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DECLARATION OF CONF ORMITY(MDD) OLYMPUS

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP,

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan
3. Model MU-1

4. Name of product MAINTENANCE UNIT

5. Serial or Lot No. from 7609023 to

6. Classification Class I

7. Authorized representatives in EU

B Name Olympus Europa Holding GmbH
Address Wendenstr. 14-18 20097 Hamburg,Germany

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, J apan

Signature
g —‘/—“’ﬁ“ '
Name Seiya Raiju pZ

Title General Manager,
Regulatory Affairs & Quality Assurance Department
Date 2010/04/20¢yyyy.mm.dd)

[N-OIS D28001 Appendix 2]
Revision 1 :2010/04/20 (yyyy.mm.dd)



DECLARATION OF CONFORMITY(MDD) OLYM Pus

ANNEX (RELATED ITEM LIST) page 1 of 1

The conformity in accordance with the EC directive 93/42/EEC (MDD) annex I

is declared herewith also for the follwing related itemys that is/are provided together, as a part of the
declaration of conformity of ;

(model and name of the medical device) MU-1 MAINTENANCE UNIT

Model and Name of the related item Class Serial or Lot No,
MB-593(MU-1 Connecting Tube) I from 61R to
== e—>
Signature ' 5%% T
Name Seiya Raiju /
P
Title General Manager,
Regulatory Affairs & Quality Assurance Department

Date 2010/04/20(yyyy.mm.dd)

[N-OIS D28001 Appendix 6]
Revision 2 :2010/04/20 (yyyy.mm.dd)
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Prohlaseni o shodé (MDD) OLYMPUS

1. Vyrobce

2. Adresa

3. Model

4. Nazev vyrobku

OLYMPUS MEDICAL SYSTEMS CORP.

2951 Ishikawa-cho, Hachioji-shi, Tokio,
192-8507 Japonsko

MuU-1

OBSLUZNA JEDNOTKA

5. Cislo série nebo davky od 7609023 do

6. Klasifikace Trida |
7. Autorizovani zastupci v EU
H Jméno Olympus Europa Holding GmbH
Adresa Wendenstr. 14-18, 20097 Hamburk,

Némecko

Timto prohlaSujeme, Ze vySe uvedeny vyrobek splfiuje pozadavky smérnice
Rady 93/42/EHS (MDD).

Toto prohlaseni je zalozeno na: MDD, pFiloha VII

Misto vydani
Podpis
Jméno

Funkce

Datum

2951 Ishikawa-cho, Hachioji-shi, Tokio, Japonsko

necitelny
Seiya Raiju

generalni reditel
regulatorni zalezitosti a oddéleni zaji§t'ovani kvality

20/04/2010(dd.mm.rrrr.)

[N-OIS D28001 Priloha 2]
Revize 1:20/04/2010(dd.mm.rrrr.)
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Prohlaseni o shodé (MDD) OLYMPUS

P¥iloha (seznam souvisejicich polozek) strana1z1

Shoda se smérnici Rady 93/42 EHS (MDD) pfiloha | je deklarovana také na
nasledujici polozku/polozky, ktera je/jsou soucasti tohoto prohlageni o shodé:

(model a nazev zdravotnického prostredku) MU-1 OBSLUZNA JEDNOTKA

Model a nazev souvisejici polozky Trida Cislo série nebo davky

B-593 (MU-1 spojovaci trubice) 1 od 61R do

Podpis necitelny
Jméno Seiya Raiju

Funkce qeneralni feditel,
requlatorni zaleZitosti a oddéleni zajistovani kvality

Datum 20/04/2010 (dd.mm.rrrr.)

[N-OIS D28001 Pfiloha 6]
Revize 2: 20/04/2010 (dd.mm.rrrr.)
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TLUMOCNICKA DOLOZKA

Jako tlumocnik jazyka anglického a ruského, jmenovany rozhodnutim Krajského
soudu v Hradci Kraloveé ze dne 23.09.1994, ¢.j 1071/94

timto potvrzuji,
ze preklad doslovné souhlasi s textem pfipojeného dokumentu.

Tlumocnicky Ukon je zapsan pod pofadovym Cislem 004143 deniku.

Dne: 9. {2013

Razitko a podpis tlumocénika







