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OLYMPUS

EU-DECLARATION OF CONFORMITY

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

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

Single Registration-No. N/A

2. Article(REF)No. / Article Name Please refer to Attachment 1

3. Product designation Please refer to Attachment 1

4. Serial or Lot No. range Please refer to Attachment 1

5. Product classification Please refer to Attachment 1

6. Authorized representatives in EU
Name Olympus Europa SE & Co. KG

Address Wendenstrasse 20,20097 Hamburg, Germany *
♦Until 31 May 2021 Wendenstrasse 14-18, 20097 Hamburg, Germany

Single Registration-No. TBA

7. Declaration
This declaration was made in sole responsibility of the manufacturer.
The stated product complies with the requirements of following European Directives and Regulations.

The declarations is based on: 93/42/EEC Annex II

2011/65/EU, (EU) 2015/863

8. Notified Body for MDD
Issued by TUV Rheinland LGA Products GmbH

Address TillystraBe 2,90431 NUmberg, Germany

Registration-No. Registration-No.0197

Place, Date: Tokyo, 2021/7/8

Signature:
, /h—-

v Director
Product Quality Assurance 

Medical Quality Assurance and Regulatory Affairs 
Yoshihito Horikawa
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ATTACHMENT 1 OLYMPUS
♦ The EU-Declaration of Conformity is valid for the following articles:

Product designation GMDN
EMDN
(CND)

Article(REF)No. 
Article Name

Serial or Lot No. range UDI-DI Basic UDI-DI Classification

EVIS EXERAIII XENON LIGHT SOURCE 35158 - OLYMPUS CLV-190 From 7103007 to 04953170298875 N/A Class Ila

EVIS EXERAIII XENON LIGHT SOURCE 35158 - OLYMPUS CLV-190 From 7103007 to 04953170298882 N/A Class Ila

EVIS EXERAIII XENON LIGHT SOURCE 35158 - OLYMPUS CLV-190 From 7103007 to 04953170298851 N/A Class Ila

♦ Applied Standards [RoHS,RED,LVD,EMC] 

[RoHS] EN1EC 63000 : 2018

Refer to the Essential Requirements Checklist for above mentioned product. [MDD]

♦■Included items

Product designation Article(REF)No. Article Name
LIGHT SOURCE CABLE MAJ-1941

DIGITAL LIGHT SOURCE CABLE MAJ-1933
FOOT HOLDER MAM 205

WATER CONTAINER MAJ-901

♦ Intended purpose:

The light source is intended to be used with Olympus endoscopes, video system centers, 
and other ancillary equipment for endoscopic diagnosis, treatment and video observation.

♦ Serial or Lot No.

Directive/Regulation Re-issued DoC-Serial or Lot No. range Starting from Ended at New DoC-Serial or Lot No. range Starting from
93/42/EEC 7100116 - -
2011/65/EU 7451015 7103006 -
2011/65/EU, (EU) 2015/863 - - 7103007
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(logo s ndpisom
OLYMPUS)

EU - VYHLASENIE O ZHOPE

Overeny preklad z jazyka anglickeho do jazyka slovenskeho

1. Vyrobca OLYMPUS MEDICAL SYSTEMS CORP.

2951 lshikawa-cho. Hachioii-shi. Tokyo 192-8507, Japonsko

Registracne cislo NEUVADZA SA

2. Cislo vyrobku(REF)/nazov vyrobku Pozri prilohu 1

3. Oznacenie vyrobku Pozri prilohu 1

4. Seriove cislo alebo cislo sarze Pozri prilohu 1

5. Klasifikacia vyrobku Pozri prilohu 1

6. Autorizovani zastupcovia v EU 
Nazov Olympus Europa SE & Co. KG

Adresa
Wendenstrasse 20, 20097 Hamburg, Nemecko *

* Do 31. maia 2021 Wendenstrasse 14-18, 20097 Hamburg. Nemecko

Registracne cislo TBA

7. Vyhlasenie
Toto vyhlasenie bolo vydane na vyhradnu zodpovednosf vyrobcu.
Uvedeny vyrobok spina poziadavky tychto europskych smernic a nariadeni.

Vyhlasenie je vydane na zaklade: 93/42/EHS prilohall
2011/65/EU. (EU) 2015/863

8. Notifikovany organ pre MDD

Vydal TUV Rheinland LGA Products GmbH

Adresa TillvstraBe 2, 90431 Norimberg, Nemecko

Registracne cislo Registracne cislo 0197

Miesto, datum: Tokio, dna 08.07.2021

Podpis (necilatel’nv podpis)
Riaditel’

Zabezpecenie kvality vyrobkov
Zabezpecenie kvality v zdravotnictve a regulacne zalezitosti

Yoshi hi to Hori kawa
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PRILOHA 1 (logo $ ndpisom

OLYMPUS)
•' EU Vyhlasenie o zh'ode plati pre tieto vyrobky:

Oznacenie vyrobku GMDN EMDN
(CND)

Cislo vyrobku(REF) / nazov 
vyrobku

Seriove cislo 
alebo cislo sarze

UDI-DI Zakladne UDI-DI Klasifikacia

EVIS EXERA III XENONOVE SVETLO 35158 -
OLYMPUS CLV-190 od 7103007 do 04953170298875 NEUVADZA SA Trieda Ila

EVIS EXERA III XENONOVE SVETLO 35158 -
OLYMPUS CLV-190

od 7103007 do 04953170298882 NEUVADZA SA Trieda Ila

EVIS EXERA III XENONOVE SVETLO 35158 -
OLYMPUS CLV-190 od 7103007 do 04953170298851 NEUVADZA SA Trieda Ila

• Pouzite normy [RoHS, RED, LVD, EMC]■ Zahmute polozky
[RoHS] ENIEC 63000: 2018 OZNACENIE VYROBKU Cislo vyrobku(REF) / nazov vyrobku

VicF kontrolny zoznam zakladnych poziadaviek pre vySSie uvedeny produkt. [MDD] KABEL SVETELNEHO ZDRO.TA MAJ-1941

kAbel digitAlneho ZDROJA SVETLA MAJ-1933

drZ.iak NA NOHU MAJ-1205
NADR2KA NA VODU MAJ-901

■ Ucel pouzitia:

I Svetlo je urCene na pouZitie s video systemom Olympus, dokumentaCnym vybavenim a d'alSini pomocnym vybavenim pre endoskopicku diagnostiku, liecbu a video pozorovanie.

* Seriove cislo alebo cislo saize
Smenuca/nariadenia Opatovne vydane Vyhlasenie o zhode - Seriove cislo alebo cislo sarze Konc! na Nove Vyhlasenie o zhode - Seriove Cislo alebo cislo sarze od

^3/42/EEC 7100116 - -
2011/65/EU 7451015 7103006 -
2011/65/EU, (EU) 2015/863 - - 7103007
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I. Titulna strana/Title page

II. Prekladana iistina/Source of translation

III. Prelozena listina / Translated document

IV. Prekladatel’ska dotozka / Translation clause

Preklad som vypracovala ako prekladatelTca zapisana v zozname znalcov, tlmocrukov a prekladatefov, 

ktory vedie Ministerstvo spravodlivosti SR v odbore: slovensky jazyk - francuzsky jazyk - anglicky 

jazyk, evidencne cislo prekladatefa 971201.

PrekladateFsky ukon je zapisany v denniku. ^>/1 $X) ^

Prekladane listiny suhlasia s prelozenymi listinami.

Zaroven vyhlasujem, ze som si vedoma nasledkov vedome nepravdiveho prekladu/prekladatePskeho 

ukonu.

I carried out the translation as the translator registered within the list of experts, interpreters and 

translators which is managed by the Ministry of Justice of the Slovak republic in the field: Slovak 

language - French language - English language, registration number of the translator 971201.

The translation act is registered in the translation diary.

I hereby declare that I am aware of the consequences of knowingly false translations.

Translated documents correspond to the source of the translation.

Odtlacok uradnej peciatky / 

Stamp of the translator

Podpis Prekladatefa/ 

Signature of the translator




