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C € Declaration of Conformity

This European Declaration of Conformity is issued under the sole responsibility of the manufacturer.

A 2 » »

Name of Company Address SRN
MIZUHO Corporation 3-30-13 Hongo, Bunkyo-ku, -
Tokyo 113-0033, Japan

A IR 5 REPR A
Name of Company | Address SRN email ,
Emergo Europe B.V. | Prinsessegracht 20 NL - AR - 000000116 EmergoEurope@ul.com

2514 AP The Hague

The Netherlands
Product Name Product Code / Catalog | Basic UDI-DI

' | Number

Operating Table VACB-3006B, Operating | Attachment 1 GMN49463290218004UK
Table VACB-3006B Type150S, 3008 :
Clarity
Intended Purpose Photo

It is a mobile operating table and can be adapted to
most of the surgical positioning required for various
surgeries.

RISK CLASS FOR MEDICAL DEVICES

Device Classification Common Specifications
Class 1 N/A

Rule 13

The MIZUHO Corporation declares that the above-mentioned products meet the provision of the following EU
legislation:

o MDR (EU) 2017/745

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

COMPANY REPRESENTATIVE: Toshimi SHIUN

TITLE: Executive Officer & Department Head SIGNATURE:
Quality Assurance & Regulatory Affairs = . , .
Department

PLACE: Tokyo, Japan DATE: Qo02/-07-0 7




Attachment 1

[Operating Table VACB-3006B and Operating Table VACB-3006B Type150S]

MDR 2021-07-07-]

Product
Code

Trade Name

Product Description

18-480-10

Operating Table VACB-3006B

VACB-3006B

18-480-20

Operating Table VACB-3006B

VACB-3006B (ASIA)

18-480-30

Operating Table VACB-3006B

VACB-3006B (EU)

18-480-70

Operating Table VACB-3006B

VACB-3006B (US)

18-490-10

Operating Table VACB-3006B
Typel50S

VACB-3006B Type150S

18-490-20

Operating Table VACB-3006B
Typel50S

VACB-3006B Type150S (ASIA)

18-490-30

Operating Table VACB-3006B
Typel50S

VACB-3006B Typel50S (EU)

18-490-70

Operating Table VACB-3006B
Typel50S

VACB-3006B Type150S (US)

' [3008 Clarity]

Product
Code

Trade Name

Product Description

08-023-89

3008 Clarity

3008 Clarity
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ce Prohlaseni o shodé

Toto je Evropské prohlaseni o shodé vydané na zékladé piné zodpovédnosti vyrobce.

VYROBCE
Jméno spoleénosti Adresa | SRN

MIZUHO Corporation 3-30-13 Hongo, Bunkyo-ku, |
Tokyo 113-0033, Japan 1
AUTORIZOVA A y
Q _Iméno spoleénosti Adresa SRN email >
Emergo Europe B.V. | Prinsessegracht 20 NL - AR - 000000116 EmergoEurope@ul.com
2514 AP The Hague
i The Netherlands )

IDENTIFIKACE PRODUKTU
Nézev produktu

Kod produktu / katalogové Zakladni UDI-DI

cislo
Operaéni stiil VACB-30068B, Ptiloha 1 GMN49463290218004UK
Operatni stiil VACB-3006BB Typ 1505,
3008 Clarity

Foto

Zpisob pouzitt
Toto je mobilni operacni stil , ktery miiZe byt adaptovan
na vétsinu operacnich poloh potiebnych pro riiznych
operaci.

J@ TRIDA RIZIKA PRO ZDRAVOTNICKA ZARIZENI
@ Trida zarazeni Spoleéna klasifikace
Trida | Neni
Pravidio 13

le€nost MIZUHO deklaruje , 7e vy3e zmiiiované produkty jsou ve shod@ s nasledujici EU

ulativou :
R (EU) 2017/ 745
izenim 2011/65/EU, (EU) 2015/863

‘dstavitel spolecnost : Toshimi SHIUIN

il : Exektuvni pracovnik Vedouci oddéleni PODPIS:
- .
zajisténi kvality regulaéni zaleZitosty — g al
déleni DATUM: Do023/-07-0 ” m_‘:

sto: Tokyo, japan




Priloha 1

( Operacni sttl VACB-3006B a Operacni sttil VACB-3006B Typ 150S)

MDR 2021-07-03

Produktovy
kod

Obchodnf nézev

Popis produktu

18-480-10

Operating Table VACB-30068B

VACB-3006B

18-480-20

Operating Table VACB-30068B

VACB-3006B (ASIA)

18-480-30

Operating Table VACB-30068

VACB-3006B (EU)

18-480-70

Operating Table VACB-30068

VACB-3006B (US)

18-490-10

Operating Table VACB-3006B

Typel50S

VACB-30068B Typel50S

18-490-20

Operating Table VACB-30068
Type150S

VACB-3006B Typel50S (ASIA)

18-490-30

Operating Table VACB-3006B
Typel50S

VACB-3006B Type150S (EU)

18-490-70

Operating Table VACB-30068
Typel50S

VACB-3006B Typel50S (US)

[3008 Clarity]

Produktovy
kéd

Obchodni nazev

Popis produktu

08-023-89

3008 Clarity

3008 Clarity




Tento dokument byl pielozen z anglického do &eského | azyka.

Tlumocénicka doloZka:

Jako prekladatel jazyka anglického, jmenovany rozhodnutim Krajského soudu
v Usti nad Labem ze dne 29.6.1993 g zapsany v knize slibl pod &islem 1527

stvrzuji, Ze preklad souhlasi s textem pripojené listiny.

V piekladu jsem proved] tyto opravy:................... / .............................

Mgr. Lorenc Vladimir







