OLYMPUS

EC - DECLARATION OF CONFORMITY
to Medical Device Directive 93/42/EEC

Company:

Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg, Germany

P.O.Box 70 17 09

{22017 Hamburg, Germany

| Telefon: +49 (40) 6 69 66-0
Telefax: +49 (40) 6 69 66-2109

We herewith declare that the following

Product Family:

PF036 — CDS Accessoires

Productname:

see List of Related Items

Catalog No./ Mcdelname:

| see List of Related ltems

Lot;

| Beginning with Serial-No /

see List of Related ltems

t Product classification:

T
This declaration is based on: [Annex Vil

complies with the requirements of the directive 93/42/EEC concerning medical devices. i
" _7_—-!
!

For products of class Is, Im, lla, lIb and Il
Notified Body: TUV Rheinland LGA Products GmbH - Tillystr. 2 = 90431 Nirnberg,
Registration- No: 0197

Function |[Name

Date

T

; Signature

Approved by

RA

Birger Lange
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Author: H. Nadler

Document-1D: DoC-PF036_v01_en.doc
Belongs to GOP/SOP: SOP-7.3_014_Approval Management

Template-ID: Temp-4.2_014_en_v00
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OLYMPUS

LIST OF RELATED ITEMS

Following products belong to the Product-Family:

PF036 - ACCESSOIRES

Product name:- Catalog No./ Beginning with
i Model name: Serial-No / Lot
Insert tray, for urology A5976 8YW
Instrument basket system, for HiQ+, HICURA WAOS5956A 137TW
Lid, for insert tray i | WAO05974A _wW
Function |Name Date _—1Signature ‘
) — 1
Approved by RA Birger Lange 7 2
| = =3
Ch O\ /s f :
\ oy
R::ge Ll;fte Prepared by  Description of Changes \/Z‘{'z’\’gﬁ,-ﬁ%;ﬁ&y

00 2013-09-06 Holger Nadler Newly issued

01 2014-09-08 Birger Lange 2 ltems of product family added ~ ---

Author: H. Nadler
Document-ID: DoC-PF036_v01_en.doc
Belongs to GOP/SOP: SOP-7.3_014_Approval Management

Template-ID: Temp-4.2_014_en_v00
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OLYMPUS

ES — PROHLASENI O SHODE

vydané v souladu se Smérnici 93/42/EHS o zdravotnickych prostiedcich véetné
jejich dodatkl

Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburk, Némecko

Spole¢nost:
P.0.Box 701709

22017 Hamburk, Némecko
Telefon: +49 (40) 6 69 66-0
Fax: + 49 (40) 6 69 66-2109

Timto prohlaiujeme, Ze nasledujici

Vyrobkova fada: PF036 ptislusenstvi CDS

Nazev vyrobku: viz seznam souvisejicich polozek
Katalogové &islo / nazev | viz seznam souvisejicich polozek
modelu

Pocinaje &islem série / davky | viz seznam souvisejicich polozek
Klasifikace vyrobku I

spliiuje pozadavky smérnice 93/42/EHS o zdravotnickych prostiedcich.

Toto prohlageni je zalozeno | Pfiloha VII
na:

Pro vyrobky tiidy Is, Im, Ila, IIb a III:
Notifikovany organ: TUV Rheinland LGA Products GmbH — Tillystr. 2, 90431 Norimberk
Registra¢ni &islo: 0197

Funkce Jméno Datum Podpis
Schvalil regulacni Birger Lange 08.09.2014 necitelny
zaleZitosti

Autor: H. Nadler
\dentifikaéni ¢islo dokumentu: DoC-PF036_v01_en.doc
Patii do GOP/SOP: SOP-7.3_014_Approval Management Identifikacni ¢islo $ablony: Temp-4.2_014_en_v00
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OLYMPUS

SEZNAM SOUVISEJICICH POLOZEK

Nasledujici vg'/rlobky p&lti"i do viropkové Fady:
PF0036-PRISLUSENSTVI

Nazev vyrobku: Katalogové ¢islo / Pocinaje ¢islem
nazev modelu série / davky
Kontejner pro néstroje, pro urologii A5976 8YW
Kos pro nastroje, pro HIQ+, HICURA WAOQ5956A 137W
Vicko, pro kontejner pro nastroje WAO0S5974A 2YW
Funkce Jméno Datum Podpis
Schvalil Regulaéni Birger Lange 08.09.2014 necitelny
zaleZitosti
Zména
Revize | Datum Vypracoval | Popis zmény C.CR
00 06.09.2013 | Holger Nové vydani -
Nadler
01 08-09-2014 | Birger Lange | Pfidany 2 polozky vyrobkové fady

Autor: H. Nadler
Identifikaéni ¢islo dokumentu: DoC-PF036_v01_en.doc

Patti do GOP/SOP: SOP-7.3_014_Approval Management

Identifikacni ¢islo sablony: Temp-4.2_014_en_v00
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Jako tlumoc¢nik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002, ¢.j. 1341/2002 stvrzuji, ze preklad souhlasi s textem pfipojené listiny.

Tlumoc¢nicky tkon je zapsan pod pof. ¢. T’“”{"‘Jﬁ/ﬂf ..... 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, 1 hereby certify that the translation
is a literal translation of the attached document.

This interpreting act is entered under No.: ......cccoooeeiennn. of the Journal.
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kulaté razitko: Lenka Petrdsovd, tlumocnik jazyka anglického
round stamp: Lenka Petrdasovd, interpreter of English language



