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OLYMPUS

EU-DECLARATION OF CONFORMITY

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

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

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 14-18, 20097 Hamburg, Germany

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 [I

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

Address Tillystrale 2, 90431 Niimberg, Germany

Registration-No.___Registration-No.0197

Lo T F F& Fr Fr& F& FFr 2F F& Fr +F& Frr FF FFr F& Fr FF FF Fr Fryr JFF Fr F& Ff _SfL &F £ & |

Place, Date: Tokyo, 2019/7/4

Director
Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs
Mitsumasa Okada
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OLYMPUS

EU - PROHLASENI O SHODE

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.

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

2. C.polozky / nazev

polozky viz Pfiloha 1
3. Oznaceni vyrobku viz Pfiloha 1

Rozsah &. série €i

davky viz Pfiloha 1
5. Klasifikace vyrobku viz PFiloha 1

6. Autorizovani zastupci v EU

Nazev Olympus Europa SE & Co. KG

Adresa Wendenstr. 14-18, 20097 Hamburk, Némecko

7. Prohlaseni

Toto prohlaseni bylo u€inéno na zakladé vyhradni odpovédnosti vyrobce.
Uvedeny vyrobek spliiuje poZadavky t&chto evropskych smeérnic a pfedpis.

Toto prohladeni je zalozeno na:  smérnici 93/42/EHS Pfiloha Il
8. Notifikovany organ pro
MDD
Vydal: TUV Rhainland LGA Products GmbH
Adresa: Tillystrasse 2. D-90431 Norimberk, Némecko

Registraéni ¢islo: Regqistraéni ¢islo 0197
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Misto, datum: Tokio, 4.7.2019

Podpis: podpis neditelny

feditel
odbor zajistovani kvality vyrobkd
divize zajistovani kvality zdravotnickych prostiedkl a
regulatornich zaleZitosti
Mitsumasa Okada
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TLUMOCNICKA DOLOZKA
INTERPRETER'S CLAUSE
KITAY3Y/1A NEPEBO44YUKA

Jako tlumoénik jazyka anglického a ruskeho, jmenovany dekretem Krajského
soudu v Hradci Kralové ze dne 23.09.1994, &.j. Spr. 1071/94, stvrzuii, ze tento
preklad souhlasi s textem pripojené listiny.

As a sworn interpreter of English and Russian languages, appointed by the decree
ofthe Regional Court in Hradec Krilové on September 23, 1994, file
No. Spr. 1071/94, | hereby certify that this is a true translation of the attached
document.

Kak nepesod4uKk pycckoeo U aHanulicKo20 A3bIKO8 Ha3HayeHHbIl peweHuem
O6nacmHozo cyda 6 [paduyu Kpanose om 23-20 ceHmsabps 1994 2o00a,
Ne 1071/94, Hacmoswum  nodmsepxaoaro, ymo  nepesod  OOC/IOBHO
coomeemcmeyem mekcmy npucoeduHeHHO20 OOKyMeHma,

Tlumoénicky ukon je zapséan pod nasledujicim
poradovym Cislem tlumocnického deniku

The interpreter’s act is recorded under the following /7; 4 / 77
serial number in the Interpreter’'s Journal it

Mepesod 3apeaucmpupogaH noo
credyrouwum Ne GHesHuKa nepesodyuka

Datum

Date St

[lama

Razitko a podpis tlumocgnika
Stamp and signature of the interpreter
[epbosas neyams u nodnNUChL nepesooyuUKa







