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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
Addr Wendenstrasse 20, 20097 Hamburg, Germany *
eas *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 11
2011/65/EU, (EU) 2015/863
S\
8. Notified Body for MDD
Issued by TUV Rheinland LGA Products GmbH
Address Tillystrae 2, 90431 Niirnberg, Germany
Registration-No. Registration-No.0197
Place, Date: Tokyo, 202 lf?fS
Signature: {//"-5/ /LH 7 gé_,—\
/ Director
Product Quality Assurance
‘lCledical Quality Assurance and Regulatory Affairs
Yoshihito Horikawa
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ATTACHMENT 1 OLYMPUS
4 The EU-Declaration of Conformity 1s valid for the following articles:
N EMDN Article{REF)No. ; ; ——
Product designation GMDN (CND) Atticls Namic Serial or Lot No. range UDI-DI Basic UDI-DI Classification
EVIS EXERAITULTRASOUND OLYMPUS GF TYPE
GASTROVIDEOSCOPE 36951 - UCTI80 from 7135160 04953170431067 N/A Class Ila
EVIS EXERAIIULTRASOUND OLYMPUS GF TYPE
GASTROVIDEOSCOPE 36951 - UCTI80 from 1121576 (4953170341809 N/A Class Ila
EVIS EXERAIIULTRASOUND : OLYMPUS GF TYPE
GASTROVIDEOSCOPE 36951 = UCT180 from 7135160 04953170356346 N/A Class lla
EVIS EXERAIIULTRASOUND OLYMPUS GF TYPE
- 5
GASTROVIDEGSCOPE 36951 UCT180 from 7135160 04953170356339 N/A Class Ia
+ Applied Standards [RoHS,RED,LVD,EMC] 4 Included items
[RoHS]  EN IEC 63000 : 2018 Product designation Article(REF)No. Article Name
CLEANING ADAPTER FOR INSTRUMENT CHANNEL PORT MAJ-350
Refer to the Essential Requirements Checklist for above mentioned product. [MDD] CHANNEL PLUG MAJ-621
AIR/WATER CHANNEL CLEANING ADAPTER MAJ-629
FOOT SWITCH MAJ-679
SUCTION VALVE MAJ-1443
CHAIN FOR WATER-RESISTANT CAP MAIJ-1739
SEMI-DISPOSABLE BIOPSY VALVE MAJ-853
Single Use Combination Cleaning Brush BW-412T
Cleaning Brush MAJ-1534
MOUTHPIECE MB-142
WATER-RESISTANT CAP MH-553
SUCTION CLEANING ADAPTER MH-856
INJECTION TUBE MH-546
WASHING TUBE MH-974
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ATTACHMENT 1

4 Intended purpose:

OLYMPUS

| Do not use this instrument for any purpose other than its intended use.

This instrument has been designed to be used with an Olympus universal endoscopic ultrasound center or a diagnostic ultrasound system (Hitachi, Ltd.),
video system center, hight source, documentation equipment, monitor, Endo'[hcrﬂpy accessories and other ancillary equipment.
This instrument is designed for endoscopic real-time ultrasound imagi d guided needle aspiration and other endoscopic procedures within the upper gastrointestinal tract and surrounding organs,

+ 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
Shirakawa : 7310001
93(42/EEC Hinode : 1900001
[Shirakawa : 7410164 Shirakawa : 7135159 T
2011520 Hinode : 1411248 Hinode : 1121575

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

Shirakawa : from 7135160
Hinode : from 1121576

1 081,100 HdAL 49 SNdWATO
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Overeny preklad z jazyka anglického do jazyka slovenského
(logo s napisom

’ , OLYMPUS)
EU - VYHLASENIE O ZHODE

1. Vyrobca OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507. Japonsko

Registracné &islo  _neuvadza sa

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

3. Oznacenie vyrobku Pozri prilohu 1
4. Sériove cislo alebo ¢islo Sarze Pozri prilohu 1
5. Klasifikacia vyrobku Pozri prilohu 1
6. Autorizovani zastupcovia v EU
Meno Olympus Europa SE & Co. KG
Wendenstrasse 20, 20097 Hamburg, Nemecko *
Adresa * Do 31. maja 2021 Wendenstrasse 14-18, 20097 Hamburg, Nemeocko
Registracné &islo - TBA
7. Vyhlasenie

Toto vyhlasenie bolo vydané na vyhradnu zodpovednost vyrobcu.
Uvedeny vyrobok splfia poziadavky tychto europskych smernic a nariadeni.

Vyhlasenie je vydané na zaklade: 93/42 EEC priloha 11
2011/65/EU, (EU) 2015/863

8. Notifikovany organ pre MDD

Vydal TUV Rheinland LGA Products GmbH
Adresa TillystraBe 2, 90431 Norimberg, Nemecko
Registracneé ¢islo Registraéne &islo 0197
Miesto, datum: Tokio, 8.7.2021
Podpis (necitatelny podpis
Riaditel

Zabezpecenie kvality vyrobkov
Zabezpedenie kvality v zdravotnictve a regulaéné zalezitosti
Yoshihito Horikawa
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PRILOHA 1 (logo s napisom
OLYMPUS)
e EU Vyhldsenie o zhode plati pre tieto vyrobky: o - o
Oznatenie vyrobku ampy | EMDN Cislo \'ﬁuhlfxl(REF)! NEZOV | Sgriové &slo UDI-DI 7 &kladné UDL-DI Klasifikéci

RCONE) virotka alebo &islo Erde : R

EVIS EXERA 1l Ultrazvuk gastrovideoskop 36951 - ()"'YME%‘?I(;;F YRR 0d 7135160 04953170431067 Neuvadza sa Trieda Ila

EVIS EXERA 11 Ultrazvuk gastrovideoskop 36951 i OLYMS& Jg’g TXER 0d 1121576 04953170341809 Neuvadza sa Trieda ITa

EVIS EXERA [ Ultrazvuk gastrovideoskop 36951 _ DLYMEléi_ 1(;(1: o 0Od 7135160 (4953170356346 Neuvadza sa Trieda Ila

EVIS EXERA 11 Ultrazvuk gastrovideoskop 36951 _ DL‘{MEléﬁ_l(s}{}; e Od 7135160 (4953170356339 Neuvadza sa Trieda Ila

» Pouzité normy [RoHS, RED, LVD, EMC]

= Zahrnuté polozky

[RoHS] ENIEC 63000 : 2018 Oznacenie virobku Cislo vyrobku(REF) / nazov vyrobku
Vid' kontrolny zoznam zdkladnych poziadaviek pre vysie uvedeny produkt [MDD] Cistiaci adaptér na nastroje, kandlovy port MAJ-350
Kandlikova zdstréka MAJ-621
Vzduch/voda kanalikovy ¢istiaci adaptér MAJ-629
Nozny spinaé MAJ-679
Saci ventl MAJ-1443
Retazka na vodeodolny wzgver MAJ-1739
Viac krat pouzitelny ventil na biopsiu MAI-853
Jednorazova kombinovana &istinca kefka BW-412T
tistiaca ketka MAJ-1534
Naustok MB-142
o Vodeodolny uziaver MI-553
— Cistiaci a saci adaptér MH-856
Injekéna hadica MH-%46
Umyvacia hadica MH-974
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» Ucel pouzitia:

dokumentaénym zariadenim. monitorom, prisluSenstvom EndoTherapy a inym pomocnym zariadenim. Tento pristroj je uréeny na endoskopicke ultrazvukové zobrazovanic v redlnom case, ultrazvukom riadent ihlovi

Tento pristroj bol navrhnuty na pouzitie s univerzalnym endoskopickym ultrazvukovym centralnym Olympus alebo diagnostickym ultrazvukovym systémom (Hitachi. Ltd.), centrélnym videosystémom, svetelnym zdrojom,
as,

iraciu a iné endoskopické zakroky v hornom gastrointestindlnom trakte a okolitych organoch. NepouZivajle tento pristroj na iny tcel, ne7 na aky je urfeny.

* Sériové ¢islo alebo Eislo drze

Smemica/nariadenia

Opétovne vydané DoC - Sériové Eislo alebo gislo sarze od

Konéi na

Nové DoC - Sériové Cislo alebo gislo Sarze od

93/42/ELEC Sharakawa : 7310001 - -
Hinode : 1900001

2011/65/EU Shirakawa : 7410164 Shirakawa : 7135159 -
Hinode : 1411248 Hinode : 1121575

T2011/65/EU, (EU) 2015/863

Shirakawa : od 7135160
Hinode : od 1121576
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I. Prekladana listina/Source of translation
I1. Prelozena listina / Translated document

IV. Prekladatel’ska dolozka / Translation clause

Preklad som vypracovala ako prekladatel’ka zapisana v zozname znalcov, timo¢nikov a prekladatel'ov,
ktory vedie Ministerstvo spravodlivosti SR v odbore: slovensky jazyk — francuzsky jazyk — anglicky

jazyk, evidenéné ¢islo prekladatela 971201.
Prekladatel’sky tikon je zapisany v denniku.
Prekladané listiny sthlasia s prelozenymi listinami.

Zaroven vyhlasujem, Zze som si vedomé nésledkov vedome nepravdivého prekladu/prekladatel'ského

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.

o

] ) , I. \___4
Odtla¢ok tiradnej peciatky / > Podpis pl‘kekladate] a/

Stamp of the translator . Signature of the translator







