PRILOHAC. 3

Prohlaseni o shodé dle zakona €. 22/1997 Sb.,
o technickych pozadavcich na vyrobky a dle ZoZP
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EU-DECLARATION OF CONFORMITY

OLYMPUS

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

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

Single Registration-No. JP-MF-000008016
2. Article(REF)No. / Article Name Please refer to Attachment 1
3. Product designation Please refer to Attachment |
4. Serial or Lot No. rangc Pleasc rcfer to Attachment 1
5. Product classification Please refer to Attachment [

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

Address Wendenstrasse 20. 20097 Hamburg, Germany

Single Registration-No. DE-AR-000006774

7. Declaration

This declaration was made in sole responsibility of the manufacturcr.
The stated product complies with the requirements of following European Directives ancl Regulations.

The declarations is based on: (EU)2017/745 Almex 1LIII
2011/65/EU, (EU) 2015/863

Place, Date: Tokyo,  2022/4/7

Signature:

&

/,‘

Director
Product Quality Assurancc
Medical Quality Assurance and Regulatory Affairs

OLYMPUS CY-190 5



ATTACHMENT 1

+Thc EU-Declaration ofConformity is

Product designation

ahd for tbe following articles

OLYMPUS

Article(REF)No. / Article Name

Serial or Lot No. range

Remark UDI-DI

EVIJS EXERA 11l VIDEO SYSTEM CEI'<TER

OLYMPUS CV-19C

From 7160365 to 0495)170425639
GMDN EMDN Basic UDI-DI Classi ftcations Rutee
18034 4953170103110105019009Y Class 1 13
* .1\ccording to Annex VIII for (EU) 2017/745, Annex IX for 93/42 /EEC

+ Applied Standards fRoHS,RED,L VD, EMC]

I[RoHS] ENIEC63000: 2018

Reter to the GSPR Checklist for above mentioncd product. [MOR]

+Intended purpose (MDR only) / Product Description:

This video syslem center has been desl!,'Tled to be used with OLYMPUS camera heads, endoscopes, light sources, monitors, EndoTherapy accessories, and other ancillary equipment for endoscopic diagnosis, treatment, and video
observation.

¢ Serial or Lot No.

Directive/Regulatim|1

Re-issued DoC-Scrial or Lot No. range Starting from Ended at New DoC-Scrial or Lot No. range Starting from
(EU)2017/745 7050001 -
2011/65/EU 7301418 7160364
2011/65/EU, (EU) 2015/863 7160365 -

OLYIvVIPUS CV-190




- __Soudni preklad z anglického jazvka do ¢eského jazyka

1/2

[logo OLYMPUS]

ES PROHLASENI O SHODE

Vyrobce

Jediné registracni ¢islo (SRN)

2. Referen¢ni cislo /
nazev zdravotnického prostifedku

3.  Oznaleni zdravotnického prostiedku
4. Vyrobni ¢islo nebo Cislo SarZze (rozpéti)
5. Klasifikace zdravotnického prostiedku
6. Zplnomocnény zastupce pro EU
Obchodni firma:

Adresa:
Jediné registracni ¢islo (SRN)

7. Prohlaseni

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokio 192-8507,
Japonsko

JP-MF-000008016

viz ptiloha ¢. 1
viz ptiloha ¢. 1
viz piiloha ¢. 1

viz ptiloha ¢. 1

Olympus Europa SE & Co. KG
Wendenstrasse 20, 20097 Hamburg, Némecko
DE-AR-000006774

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostfedek je ve shodé s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohlésent je:

nafizeni (EU) 2017/745, priloha 11, M
smérnice 2011/65/EU, nafizeni (EU) 2015/863

Misto, datum: Tokio, 07.04.2022

Podpis: [podpis]

feditel

oddé¢leni zabezpecovani jakosti

odbor medicinské I'akosti a regulacnich zalezitosti

OLYMPUS €V-190 5



Soudni pieklad z anglického jazyka do ¢eského jazyka 2/2

PRILOHA ¢&.1

¢ ES prohlaseni o shodé plati pro nasledujici zdravotnické prostredky (,,ZP"):

[logo OLYMPUS]

Vyrobni €.
- ZP ¢. (REF)| nebo X Kod Kaéd . . . )
e - Zak DI-D Klasifikace*| Pravidlo*
Oznacgeni ZP Nazev ZP | & 2arse Poznamkg UDI-DI GMDN | EMDN akladni UDI-DI lasifikace ravidlo
(rozpcti)
videosystémové OLYMPUS od 3
centrum EVIS 7160365 - 04953170425639| 18034 - 495317010311010501900 Y tfida | 13
EXERA I | CV-190 do

* Podle Prilohy VIII smérnice (EU) 2017/745. Pfilohy IX smérnice 93/42/EHS

¢ Pouzité normy (RoHS, RED, LVD, EMC)

[RoHS]

EN !EC 63000:2018

viz kontrolni seznam podstatnych pozadavku pro vy$e uvedeny zdravotnicky prostfedek (podle smérnice o zdravotnickych prostfedcich)

¢ Zahrnuté zdravotnické prostfedky

Oznaceni ZP

ZP ¢. (REF)
Nazev ZP

neuplatiiuje se

neuplatriuje se

¢ Zamysleny ucel:

Videosystémové centrum je uréeno k pouziti s kamerovymi hlavami Olympus, endoskopy. svételnymi zdroji, monitory, endoterapeutickym
pfislusenstvim a dalSim pomocnym prislusenstvim pro endoskopickou diagnostiku. Ié¢bu a sledovani pomoci videa.

¢ Vyrobni ¢islo nebo Cislo Sarze

Poradové ¢. opakované vydaného

Poradové ¢. nové vydaného dokumentu

nafizeni (EU) 2015/863

Smérnice/ nafizen dokumentu nebo €. Sarze (rozpéti) od do nebo €. SarZe (rozpéti) od
nafizeni (EU) 2017/745 7050001 - -
smérnice 2011/65/EU 7301418 7160364 -
¢rnice 2011/65/EU.
smérnice 7160365 B

212

OLYMPUS CV-190_5




Prekladatelska dolozka

Ja
IC: ‘ soudni prekladatelka

jazyka Ceského a jazyka anglického
zapsana v seznamu prekladateld
vedeném Ministerstvem spravedInosti
Ceské republiky,

stvrzuji,
ze jsem osobné provedla preklad

pripojené listiny a ze pireklad souhlasi
s textem pripojené listiny.

Certified Translation

l, —
Business Registration Number:

Certified Czech and Eng/ish Translator
registered with the Ministry of Justice
of the Czech Republic,

hereby certify that

| personal/ly translated
the attached document and that
the translation is a true translation of
the attached document.

Oznaceni prekladatele /
Translator's details:

soudni prekladatelka jazyka Ceského a jazyka anglického/
Certified Czech and Eng/ish Translator
IC | Business Registration Number.

Oznaceni zadavatele /
Customer's details:

PRESTO - PREKLADATELSKE CENTRUM s.r.0.
Praha 1 - Staré Mésto, Na Prikopé 988/31, PSC 110 00
IC I Business Registration Number. 26473194

Pribrani konzultanta/

Use of a consu/tant: None used

bez konzultanta /

Cislo v evidenci tkont/
Translation number:

Datum /
Date (DO.MM.YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and English Trans/ator

[L.S.]




OLYMPUS

EU-DECLLARATION OF CONFORMITY

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP.

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

Single Rcgistration-No. N/A
2. Article(REF)No. / Article Name Pleasc refcr to Attachment |
3. Product designation Please refer to Attachment 1
4. Serial or Lot No. range Please refer to Attachment |
5. Product classifica tion Please refer to Attachment |

6. Authorized representatives in EU

Name Olympus Europa SE & Co. KG
Address Wendenstrasse 20, 20097 Hamburg, Gennany
Single Registration-No. DE-AR-000006774

7. Declaration

This declaration was made in sole responsibility of tbc manufacturer.

The stated product complies with the requirements of following European Directives and Regulations.

The declarations is based on: 93/42/EEC Annex IT
2011/65/EU. (EU) 2015/863

Registration No. / Expiry date. HD 60149405 0001 2024/5/26

8. Notified Body for MDD

Issued by TUV Rheinland LGA Products GmbH
Addrcss Tillystral3e 2, 90431 Niimberg, Gennany
Registra tion-No. Registration-No.0197

Place, Date: Tokyo, 2022/5/24

Signaturec:

Director

4

Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs

OLYMPUS CV-1500 6



ATTACHMENT 1

OLVMPUs
¢ The EU-Declaration ofConformity is valid for the following articles:

Product designation Article(REF)No. / Article Name

Serial or Lot No. range

Remark UDI-DI

7022922, 7022925, 7022985, 7023011,
7023042-7023050, 7023055-7023056,
7023069-7023076, 7023078-7023079,
) 7023081, 7023083-7023153, 7023172-
OLYMPUS CV-1500 7023180, 7023293-7023601, 7023607-
7023629, 7023686-7023825, 7023854-
7023965, 7024097-7024 189, from
7134515 to

EVIS X1 VIDEO SYSTEM CENTER

GMDN EMDN Basic UDI-DI Classification* Rutee

34540 7120204

Class !la li

e According to Annex Vili for(EU) 2017/745, Annex. IX for93/42 /EEC

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

roHS] ENIEC63000: 2018

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

¢ Intended purpose (MDR only)/ Product Description:

This video system center is intended to be used witb Olympus ancillary equipment for endoscopic
diagnosis, treatment, and video observation. This product is designed to process electronic signals
transmitted from Olympus video endoscopes, output images to monitors, provide illumination to the

endoscope, supply air through Ule endoscope while inside the body and control/monitor ancillary
equipment.

OLYMPUS CV-1500 6




ATTACHMENT 1 OLVMPus

+ Serial or Lot No.

Ended at New DoC-Serial or Lot No. range Starting from

DirectiveiRegulation Re-issued DoC-Serial or Lot No. range Starting from

7022921, 7022923-7022924,

7022926-7022984, 7022986- 7022922,7022925, 7022985, 7023011, 7023042-7023050, 7023055-
7023010, 7023012-7023041, 7023056, 7023069-7023076, 7023078-7023079, 7023081, 7023083-
7023051-7023054, 7023057- 7023153,7023172-7023180, 7023293-7023601, 7023607-7023629,
93/42/EEC 7021228 7023068, 7023077, 7023080, 7023686-7023825, 7023854-70 3968, 7024097-7024189, 7134515
7023082, 7023154-70231 71, 7021999,7022002,7022006,70220 1 O,
7023181-7023292, 7023602- 702201 1,7022013,7022060,7023020,
7023606, 7023630-7023685, 7023054,7023065

7023826-7023853, 7023966-7024096

7135333

2011/65/EU 7000617
201 I/65/EU, (EU) 2015/863 7145334

OLYMPUS CV-1500_6



Soudoi preklad z anglického jazvka do ¢eského jazyka 1/2

[logo OLYMPUSI

ES PROHLASENI O SHODE

1.  Vyrobce
Jediné registracni ¢islo (SRN)

2. Referenéni ¢islo /
nazev zdravotnického prostiedku

3. Oznadeni zdravotnického prostiedku
4.  Vyrobni ¢islo nebo ¢islo Sarze (rozpéti)
5. Klasifikace zdravotnického prostiredku
6. Zplnomocnény zastupce pro EU
Obchodni firma:

Adresa:
Jediné registracni ¢islo (SRN)

7. Prohlaseni

OLYMPUS MEDICAL SYSTEMS CORP.
2951Ishikawa-cho, Hachioji-shi, Tokio 192-8507,
Japonsko

neuplatiiuje se

¢
—

viz ptiloha

(el
—

viz piiloha
viz ptiloha ¢. 1

viz pfiloha ¢. I

Olympus Europa SE & Co. KG

Wendenstrasse 20, 20097 Hamburg, Némecko
DE-AR-000006774

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prosttedek je ve shod¢ s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohléseni je:
Registracni €. / platnost do:

8. Oznameny subjekt podle smérnice
o zdravotnickych prostiedcich

Vystavil:
Adresa:
Registracni ¢.:

smérnice 93/42/EHS, ptiloha 11
smérnice 201 1/65/EU, nafizeni (EU) 2015/863
HD 60149405 0001 z 26.05.2024

TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431 NUrnberg, Némecko
registracni ¢. 0197

Misto, datum: Tokio, 24.05.2022
Podpis: [podpis]
feditel

oddéleni zabezpecovani jakosti

odbor medicinské i'akosti aregulacnich zalezitosti

OLYMPUS CV-1500_6




Soudni pi z ické i do Ceského j 2/2
[logo OLYMPUSI
N 7 v
PRILOHA ¢.1
¢ ES prohlaseni o shodé plati pro nasledujici zdravotnické prostredky (,,ZP"):
o ZP &. (REF) o L » . Kod Kod | zakladni . . o
Oznaceni ZP Nazev ZP Vyrobni &. nebo ¢&. Sarze (rozpéti) Poznamka UDI-DI ovbN | EMDN UDI-DI Klasifikace* | Pravidlo
7022922, 7022925. 7022985.
702301 1, 7023042-7023050.
7023055-7023056, 7023069-
) L 7023076, 7023078-7023079.
videosystémové | |10 g 702308 |. 702:1083-7023 1 53 71 2020
centrum o B ) - - i
EVISl;<I CV-1500 702:1172-7023180. 7023293- 34540 4 {fida lla J
7023601, 7023607-7023629.
7023686-7023825, 7023854-
7023965, 7024097-7024 | 89,
od 7134515 do

* Podle PFilohy VIII smérmice (EU) 2017/745, PFilohy IX smérnice 93/42/EHS

¢ Pouzité normy (RoHS, RED, LVD, EMC)

[RoHS] EN TEC 63000 : 2018
viz kontrolni seznam podstatnych pozadavku pro vy$e uvedeny zdravotnicky prostfedek (podle smérnice o zdravotnickych prostfedcich)

¢ Zamysleny ucel:

Videosystémové centrum je ur€eno k pouziti s pomocnym vybavenim Olympus k endoskopické diagnostice, [é€bé a videomonitorovani.
Zdravotnicky prostfedek je uréen ke zpracovani elektronickych signalt pfenasenych z videoendoskopt Olympus, vystupu obrazd na
monitory, osvétleni endoskopu, pfivodu vzduchu endoskopem pfi internich vykonech a kontrole/monitorovani pomocného vybaveni.

¢ Vyrobni ¢islo nebo cislo sarze

Poradové ¢.
opakované vydaného
dokumentu nebo
€. Sarze (rozpéti) od

Poradové €. nové vydaného dokumentu nebo
¢. Sarze (rozpéti) od

Smérnice/ nafizeni do

7022922, 7022925, 7022985. 702301,
7023042-7023050, 7023055-7023056,
7023069-7023076, 7023078-7023079, 7023081,
7023083-7023153, 7023172-7023180,
7023293-7023601, 7023607-7023629,

7022921, 7022923-7022924,
7022926-7022984, 7022986-7023010,
7023012-7023041, 702305 1-7023054,
70230577023068,7023077, 7023080,

smémice 93/42/EHS 7021228 7023082, 7023154-7023171, 7023686-7023825, 7023854-7023965,
7023181-7023292, 7023602-7023606, 7024097-7024189. 7134515
7023630-7023685, 7021999, 7022002, 7022006, 7022010,
7023826- 7021853,7023966-7024096 7022011, 7022013, 7022060. 7023020.
7023054, 7023065
smérnice 2011/65/EU 7000617 7135333 -
smérnice 2011/65/EU,
nafizeni (EU) 2015/863 7145334 - -
2+3/3 OLYMPUS CV-1500 6




Prekladatelska dolozka Certified Translation

Ja, 1, —
IC: soudni prekladatelka Business Registration Number:

jazyka Ceského a jazyka anglického Certified Czech and English Translator
zapsana v seznamu prekladatell registered with the Ministry of Justice
vedeném Ministerstvem spravedInosti of the Czech Republ/ic,

Ceské republiky,
hereby certify that

stvrzuiji,
| personal/ly translated
ze jsem osobné provedla preklad the attached document and that
pripojené listiny a ze preklad souhlasi the translation is a true translation of
s textem pripojené listiny. the attached document.
Oznaceni prekladatele/ soudni prekladatelka jazyka Ceského a jazyka anglického/
Translator's details: Certified Czech and English Translator

IC / Business Registration Number.

PRESTO - PREKLADATELSKE CENTRUM S.r.o.
Praha 1 - Staré Mésto, Na Prikopé 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Oznaceni zadavatele /
Customer's details:

Pribrani konzultanta/ bez konzultanta /
Use of a consu/tant: None used

Cislo v evidenci tkon(i /
Translation number.

Datum/
Oate (OD.MM. YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and Eng/ish Translator




—

Form No. 194-217-10
TEAC CORPORATION
1-47 Ochiai, Tama-Shi, Tokyo

206-8530, Japan
Phone: (+81) 42-356-9243

EU DoC No. IM-005K

DECLARATION OF CONFORMITY

We, the undersigned,

TEACCORPORATION
Manufacturer 1-47 Ochiai, Tama-shi, Tokyo 206-8530,JAPAN
SRN: JP-MF-000009922
Authorized T.Tsunoyama, Managing Director, TEAC EUROPE GmbH.
representative Bahnstrasse 12, 65205 Wiesbaden-Erbenheim, Germany
in European Union SRN: DE-AR-000006716

Declare under TEAC's solo responsibility that the product.

Type Name General Medical Devices, Digital Video Recorder
Brand TEAC

Model No. UR-4MD

Basic UDI-DI 490703463260BJ

To which this declaration relates is in conformity with the following standards.

MDR Medical Device Class Class 1

Safety EN60601-1 :2006 +Al:2013

EMC EN60601-1-2 :2015  ( EMI meet the CISPR32, class B)
RoHS EN/IEC 63000 :2018

Therefore conforms with the protection requirements ofCouncil Regulation (EU) 2017/745 as amended by
(EU) 2020/561 relating to Medical Devices Regulations (EU-MDR).

In addition, conforms the Directive 2011/65/EU amended (EU) 2015/863 Restriction of the use of certain
hazardous substances in Electrical and Electric Equipment (RoHS).

The year in which the CE marking was affixed is "2014".

Additional information,
Intended use : This product is a video recorder for use in medical facilities. It is intended to be used for
backup recording of examinations and operations in combination with surgical microscopes, endoscope
cameras, medical displays and similar devices. This product is not intended to be used for diagnoses.
Quality Management EN/ISO 13485 :2016
GMDN Code : 63260 Nomenclature Term : Medical Video image Recorder
(UMDNS ECRI Code) :13-274 Nomenclature Term : Recorder, Video

Test Report No. Safety :074-41700393-000, -100,200 by TUV SUD Japan
EMC  : JPX-TR-18467-0 byTUV SUD Japan

16Augus_t,2022_ ::8 2§/ S — J— SETTITIEE =]

TEAC Corporation
Product Safety Standards and Environment Control Section Manager  (authorized signaturo)

Rev. K: Register the manufacture's SRN




Soudni pieklad z anglického jazvka do éeského jazyka 11

CETEAC TEAC CORPORATION
1-47 Ochiai, Tama-Shi, Tokyo 206-8530, Japonsko
Telefon: (+81) 42-356-9243

Formulaf ¢. 194-217-10 ES prohlaseni o shodé ¢. IM-005K

PROHLASENI O SHODE

Nize podepsany

TEAC CORPORATION
Vyrobce 1-47 Ochiai, Tama-shi, Tokyo 206-8530, Japonsko
Jediné registracni ¢islo (SRN): JP-MF-000009922

jednatel spole¢nosti TEAC EUROPE GmbH,
Zplnomocnény zastupce v EU | Bahnstrasse 12, 65205 Wiesbaden-Erbenheim, Némecfo
Jediné registraéni ¢islo (SRN): DE-AR-000006716

na vlastni odpovédnost prohlaSuje, Ze zdravotnicky prostfedek:

Typ a nazev: obecny zdravotnicky digitalni videorekordér
Znacka: TEAC

Model é.: UR-4MD

Zakladni UDI-DI: 490703463260BJ

kterého se toto prohlaseni tyka, je ve shodé s nasledujicimi normami:

Ttida zdravotnického prostfedku podle nafizeni o zdravotnickych prostiedcich: t¥ida I

Bezpecnost: EN 60601-1: 2006+A1:2013

Elektromagneticka
kompatibilita (EMC):
Smérnice o omezeni pouzivani
nekterych nebezpecnych latek
v elektrickych a elektronickych
zafizenich (RoHS):

EN 60601-1-2:2015 (CISPR 32 tfida B)

EN 7 IEC 63000:20 18

a proto splnuje ochranné pozadavky natizeni Evropského parlamentu a Rady (EU) 2017/745 o zdravotnickych
prostiedcich, ve znéni natizeni (EU) 2020/56[ a Smérnice (EU) 2015/863 o omezeni pouzivani nékterych
nebezpecnych latek v elektrickych a elektronickych zatizenich (RoHS). Povoleni pouZzivat oznaceni CE plati od
roku 2014.

Dodate¢né informace

Ucel pouziti: zdravotnicky prostiedek je videorekordér ureny k pouziti ve zdravotnickych zafizenich
k zalohovani snimka pofizenych pfi vySetfenich a operacich v kombinaci s chirurgickymi mikroskopy,
endoskopickymi kamerami, Iékafskymi obrazovkami a podobnymi ptistroji. Zdravotnicky prostiedek neni uréen
k diagnostice.

Rizeni kvality podle EN/ISO 13485:2016.

Koéd GMDN: 63260; nomenklaturni nazev: zdravotnicky videorekordér

Ko6d UMDNS ECRI: 13-274; nomenklaturni nazev: videorekordér

Protokol o zkousce ¢.:

bezpednost- & 074-41 700393-000, -100, 200 vystaveny TUV SUD JAPAN
EMC: ¢. JPX-TR-18467-0 vystaveny TUV SUD JAPAN

16. srpna 2022 [podpis]

TEAC Corporation

vedouci odboru norem bezpecnosti produktii a kontroly Zivotniho prostredi
(osoba s podepisovaci pravomoci)

Revize K: doplnéni jediného registracniho ¢isla (SRN) vyrobce.



Prekladatelska dolozka

Ja,

IC: | soudni pfekladatelka
jazyka Ceského a jazyka anglického
zapsana v seznamu prekladatel(
vedeném Ministerstvem spravedIinosti
Ceské republiky,

stvrzuji,
ze jsem osobné provedla preklad

pripojené listiny a ze preklad souhlasi
s textem pripojené listiny.

Certified Translation

I, —
Business Registration Number:
Certified Czech and English Translator
registered with the Ministry of Justice
of the Czech Republ/ic,

hereby certify that

| personal/ly translated
the attached document and that
the translation is a true translation of
the attached document.

Translator's details:

Oznaceni prekladatele/ soudni prekladatelka jazyka Ceského a jazyka anglického/
Certified Czech and English Translator
IC / Business Registration Number.

Oznaceni zadavatele /
Customer's detai/s:

PRESTO - PREKLADATELSKE CENTRUM s.r.0.
Praha 1 - Staré Mésto, Na Pfikopé 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Pribrani konzultanta /
Use of a consu/tant: None used

bez konzultanta /

Cislo v evidenci ukond/
Trans/ation number:

Datum /

Date (OD.MM.YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky/
Certified Czech and English Translator




OLYMPUS

EU-DECLARATION OF CONFORMITY

I. Manufacturer

Single Registration-No.

2. Article(REF)No. / Article Name

3. Product designation

4. Serial or Lot No. range

. Product classification

6. Authorized representatives in EU

Name

Address

“‘_“A
N

o Sa

Single Registration-No.

7. Declaration

I

The declarations is based on:

Place, Date:

Signature:

OLYMPUS MEDJCAL SYSTEMS CORP.

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

JP-MF-0000080 16

Please reter to Attachment 1

Please refer to Attachment 1

Please refer to Attachment I

Please refer to Attachment 1

Olympus Europa SE & Co. KG

Wendenstrasse 20, 20097 Hamburg, Gennany

DE-AR-000006774

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

(EU)2017/745
201 J/65/EU, (EU) 2015/863

Annex ILIII

Tokyo,

L

2022/4/21

' Director
Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs

MAJ-1430 3



ATTACHMENT 1

+TIle EU-Declaration ofConformity is valid for tbe following anicles:

Product designation

OLYMPUS

VIDEOSCOPE CABLE EXERA II

Article(REF)No. / Article Name

Serial or Lot No. range

Remark

UDI-DI

MAJ-1430 From 7144841 to 0495) 1702 [4509
GMDN EMDN Basic UDI-DI Classification® Rulee
47487 - 49531701031102035000aCJ Class 1 13
» According to Annex VIII for (EU) 20171745, Annex IX for 93/42 /EEC

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

I[RoHS] EN EC 63000 :

2018

Refer to the GSPR Chccklist for above mentioned product. [MDR]

“+Intended purpose (MOR only) / Product Description:

The purpose ofthis cable is to connect the video syslem center and the videoscope to transmit the image signal, automatic contrast s1gnal, etc.

+Serial or Lot No.

Directi ve/Regulation

Re-issued DoC-Serial or Lot No. range Starting from Ended at New DoC-Serial or Lot No. range Staning from
(E10)2017/745 7050001
2011/65/EU 7313826 7144840 -
2011/65/EU, (EU) 2015/863 7144841

M Vo140

2




-- Soudni preklad z anglického jazyka do ¢eského jazyka

1/2

[logo OLYMPUSI

ES PROHLASENI O SHODE

1. Vyrobce

Jediné registracni ¢islo (SRN)

2. Referen¢ni Cislo /
nazev zdravotnického prostiedku

3.  Oznaceni zdravotnického prostiedku
4.  Vyrobni ¢islo nebo cislo SarzZe (rozpéti)
S.  Klasifikace zdravotnického prostredku
6. Zplnomocnény zastupce pro EU
Obchodni firma:
Adresa:
Jediné registracni ¢islo (SRN)

7.  Prohlaseni

OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho. Hachioji-shi, Tokio 192-8507,
Japonsko

JP-MF-000008016

viz piiloha ¢. |

¢

viz piiloha

(el
—

viz piiloha

viz ptiloha ¢. I

Olympus Europa SE & Co. KG
Wendenstrasse 20, 20097 Hamburg. Némecko
DE-AR-000006774

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostfedek je ve shodé s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohlaseni je:

natizeni (EU) 20 I 7/745, ptiloha II, 11T
smérnice 201 1/65/EU. nafizeni (EU) 2015/863

Misto, datum: Tokio, 21.04.2022

Podpis: [podpisl

feditel

oddéleni zabezpecovani jakosti

odbor medicinské i'akosti aregulacnich zalezitosti

MAJ-1430 3



Soudni pieklad z anglického jazyka do éeského jazyka

PRILOHA &1

+ ES prohlaseni o shodé plati pro nasledujici zdravotnické prostredky (.,ZP"):

2/2

flogo OLYMPUS]

Vyrobni €|
L ZP ¢. (REF) nebo X Kod Kod . . . . -
Oznaceni ZP Nazev ZP & sarze Poznamkg UDI-DI GMDN | EMDN Zakladni UDI-DI Klasi fikace* | Pravidlo
(r07.PCtl)
kabel od
k vidcoskopu | MA.1-1410 | 7144841 - 04953170214509( 47487 - 49531701031102035000aCJ trida | 13
EXERA i do

* Podle PFilohy VIII smérnice (EU) 2017/745. PFilohy IX smérnice 93/42/EHS

¢ Pouzité normy (RoHS, RED, LVD, EMC)

[RoHS]

EN IEC 63000:2018

viz kontrolni seznam podstatnych pozadavk( pro vy$e uvedeny zdravotnicky prostifedek (podle smémicc o zdravotnickych prostifedcich)

¢ Zamysleny ucel:

Kabel je ur¢en k pfipojeni videosystémového centra k videoskopu pro pfenos obrazového signalu, automatického kontrastniho signalu apod.

+ Vyrobni ¢islo nebo Cislo Sarze

Poradoveé ¢. opakované vydaného

Poradové ¢. nové vydaného dokumentu

nafizeni (EU) 201 5/863

Smeérnice/ nafizen dokumentu nebo €. Sarze (rozpcti) od do nebo ¢&. SarZe (rozpéti) od
nafizeni (EU) 2017/745 7050001 - -

smérnice 2011/65/EU 7313826 7144840 -
smcérnice 201 1/65/EU. 714484 B

212

MAJ-1430 3




Prekladatelska dolozka

Ja,

IC: soudni prekladatelka
jazyka Ceského a jazyka anglického
zapsana v seznamu prekladatell
vedeném Ministerstvem spravedInosti
Ceskeé republiky,

stvrzuiji,
ze jsem osobné provedla preklad

pripojené listiny a ze preklad souhlasi
s textem pfipojené listiny.

Certified Translation

/, —
Business Registration Number:

Certified Czech and Eng/ish Translator
registered with the Ministry of Justice
of the Czech Republic,

hereby certify that

| personally translated
the attached document and that
the translation is a true translation of
the attached document.

Oznaceni prekladatele/
Translator's detai/s:

soudni prekladatelka jazyka Ceského a jazyka anglického/
Certified Czech and English Translator
IC / Business Registration Number.

Oznaceni zadavatele/
Customer's details:

PRESTO - PREKLADATELSKE CENTRUM S.I.0.
Praha 1 - Staré Mésto, Na Prikopé 988/31, PSC 110 00
I / Business Registration Number. 26473194

Pribrani konzultanta/

Use of a consultant: None used

bez konzultanta/

Cislo v evidenci ukond/
Translation number:

Datum /
Oate (OD.MM. YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and English Translator




“\‘.‘“:-y‘

OLYMPUS

EU-DECLARATION OF CONFORMITY

1. Manufacturer

Single Registration-No.

2. Article(REF)No. / Article Namc

3. Product dcsignation

4. Serial or Lot No. range

5. Product classification

6. Authorized represcntatives in EU

Name

Address

Single Registration-No.

7. Declaration

OLYMPUS MEDICAL SYSTEMS CORP.

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

JP-MF-000008016

Please refer to Attachment I

Please refer to Attachrnent I

Please refer to Attaclunent I

Please refer to Attachrnent 1

Olympus Europa SE & Co. KG

Wendenstrasse 20, 20097 Hamburg, Germany

DE-AR-000006 774

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

The declarations is based on:

Place, Date:

Signature:

(EU)2017/745 Annex I 111
2011/65/EU, (EU) 2015/863

Tok:yo, 2022/6/6

Director
Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs

MAJ-1941 3



ATTACHMENT 1

¢ The EU-Declaration of Conformity is valid for the following articles:

OLYMPUS

Product designation

Article(REF)No. / Article Name

Serial or Lot No. range

Remark UDI-DI

LIGITT SOURCE CABLE

MAJ-1941

From 15R to

- 04953170304996

GMDN EMDN BasicUDI-DI Classification® Rutee
47487 2120290 4953170 103 1102035000wDW Class 1 [

+ According to Anoex VIII for (EU) 2017/745, Annex IX for 93/42 /EEC

¢ Applied Standards [RoHS,RED,LVD.EMC]

I[RoHS]

EN!EC 63000 : 2018

Refer to the GSPR Checklist for above mentiooed product. [MDR]

tInteoded purpose (MOR only)/ Product Description:

This cable aims to transmit syncbronizing signals and communication information between CV-CLV by connecting a video system center with a high-intensity light sourcc device to .

+ 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
(EU)2017/74S 04R
2011/65/EU 20[3/06/03 14R
2011/65/EU, (EU) 2015/863 I5R

MAJ-1941

3



Soudni preklad z anglického jazvka do ¢eského jazyvka 1

[logo OLYMPUS]

ES PROHLASENI O SHODE

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokio 192-8507,
Japonsko
Jediné registracni Cislo (SRIN) JP-MF-000008016
2. Referencni cislo /
nazev zdravotnického prostiedku viz piiloha ¢. I
3. Oznaceni zdravotnického prostiedku viz piiloha ¢. I
4. Vyrobni ¢islo nebo cislo Sarze (rozpéti) viz priloha €. 1
S. Kiasifikace zdravotnického prostiedku viz pfiloha ¢. 1

6. Zplnomocnény zastupce pro EU
Obchodni firma: Olympus Europa SE & Co. KG

Adresa: Wendenstrasse 20, 20097 Hamburg, Némecko
Jediné registraéni ¢islo (SRN) DE-AR-000006774

7.  Prohlaseni

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostfedek je ve shod¢€ s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohlaseni je: nafizeni (EU) 2017/745, ptiloha II, III
smérnice 2011/65/EU, natizeni (EU) 2015/863

Misto, datum: Tokio, 06.06.2022
Podpis: [podpis]
reditel

oddéleni zabezpecovani jakosti

Wosﬁ a regulacnich zalezitosti

MAJ-1941 3




Soudni pieklad z anglického jazyka do ¢eského jazyka 2

[logo OLYMPUS!

PRILOHA &1

¢ ES prohlaseni o shodé¢ plati pro nasledujici zdravotnické prostredky (,,ZP"):

. Vyrobni &. . . . . .
- ZP¢. (REF) e . Kod Kod Zakladni Klasi- -
Oznaceni ZP Nazey ZP nebo ¢. §§rze Poznamka UDI-DI GMDN EMDN UDI-DI fikace* Pravidlo
(rozpéti)
kabel ke 4ISR
svételnému MAJ-1941 0 o - 04953170304996 | 47487 | Z120290 | 49531701031102035000wDW tiida | 13
zdroji

* Podle Prilohy VIII nafizeni (EU) 2017/745, Prilohy IX smérnice 93/42/EHS

¢ Pouzité normy (RoHS, RED, LVD, EMC)

RoHS EN TEC 63000 : 2018

viz kontrolni seznam podstatnych pozadavku pro vySe uvedeny zdravotnicky prostfedek (podle smérnice o zdravotnickych prostfedcich)

¢ Zamysleny ucel (pouze podle smérnice o zdravotnickych prostiedcich)/ popis ZP:

Kabel je ur¢en k pfenosu synchronizac¢nich signalt a komunikacnich informaci mezi CY-CLV
prostfednictvim spojeni mezi videosystémovym centrem a vysoce intenzivnim svételnym zdrojem.

¢ Vyrobni ¢islo nebo cislo Sarze

Poradové ¢. opakované vydaného Poradové €. nové vydaného dokumentu

Smérnice/ nafizen dokumentu nebo ¢. Sarze (rozpéti) od do nebo €. Sarze (rozpéti) od
nafizeni (EU) 2017/745 04R -
smeérnice 20l | /65/EU 2013/06/03 14R

smérnice 2011/65/EU,

nafizeni (EU) 2015/863 SR

2/2 MAIJ-1941 3




Prekladatelska dolozka

Ja,

IC: | soudni prekladatelka
jazyka Ceského a jazyka anglického
zapsana v seznamu prekladatel
vedeném Ministerstvem spravedInosti
Ceské republiky,

stvrzuiji,
ze jsem osobné provedla preklad

pfipojené listiny a Zze preklad souhlasi
s textem pfipojené listiny.

Certified Translation

l, —
Business Registration Number:

Certified Czech and English Trans/ator
registered with the Ministry of Justice
of the Czech Republic,

hereby certify that

I personal/ly translated
the attached document and that
the translation is a true translation of
the attached document.

Oznaceni prekladatele/ soudni prekladatelka jazyka Ceského a jazyka anglického/

Translator's details:

Certified Czech and English Translator
IC I Business Registration Number.

Oznaceni zadavatele /
Customer's detai/s:

PRESTO - PREKLADATELSKE CENTRUM S.I.0.
Praha 1 - Staré Mésto, Na Pfikop& 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Pribrani konzultanta/
Use of a consultant: None used

bez konzultanta /

Cislo v evidenci ukon(/
Trans/ation number:

Datum/
Oate (OD.MM.YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and English Trans/ator

[L.S]

e e, .




EU-DECLARATION OF CONFORMITY

OLYMPUS

1. Manufacturcr OLYMPUS MEDICAL SYSTEMS CORP.

2951 lIshikawa-cho, Hachioji.-shi, Tokyo 192-8507, Japan

Single Registration-No. JP-MF-000008016
2. Article(REF)No. / Article Name Please refer to Attachment 1
3. Product designation Please refer to Attachment I
4. Serial or Lot No. range Please rcfer to Attachment 1
S. Product classification Please refer to Attachment 1

6. Authorized representatives in EU

Name Olympus Europa SE & Co. KG

Address Wendenstrasse 20, 20097 Hamburg, Germany

Single Registration-No. DE-AR-000006774

7. Declaration

This declaration was made in sole responsibility of the manufacturer.

R |

The declarations is based on: (EU)2017/745 Annex ILIII
2011/65/EU, (EU) 2015/863

The stated product complies with the requirements of following European Directives and Regulations.

B S A S A ST D" S T S N S o S AT A AT A A D T

Place, Date: Tokyo, 2022/5/12

Z Director
Product Quality Assurance

Medical Quality Assurance and Regulatory Affairs

MAJ-2477 3



AIT ACHMENT 1

¢ The EU-Declaration ofConformity is valid for the following articles:

OLYMPUS

+ According to Annex Vlil for (EU) 2017/745, Annex IX for 93/42 /EEC

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

irRoHS] EN !EC 63000:

2018

Refer to the GSPR Checl<list for above mentioned product. [MOR]

¢ !Intended purpose (MOR only)/ Product Oescription:

Product designation Article(REF)No. / Article Name Serial-or Lot No. range Remark UDI-DI
EXERAIII/LUCERA ELITE Connection Set MAJ-2477 from 02R to - 04953170420320
GMDN EMDN Basic UDI-DI Classification* Rule
64598 7120290 49531701031102040900tDH Class 1 |

This EXERAIII 11..UCERA ELITE Conncction Set connects video system center (EVIS X 1) and video system center(EXERA 11l /LUCERA ELITE).
These cables transmits the signals and coovertor relaies the control signal to convert protocol.

¢ 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

(EU)20 17/745 02R
2011/65/EU 02R 14R
2011/65/EU, (EU) 2015/863 ISR

NS}
2

MAJ-2477




Soudni preklad z anglického jazyka do ¢eského jazyka 1/2

[logo OLYMPUSI

ES PROHLASENI O SHODE

Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokio 192-8507,
Japonsko

Jediné registracni ¢islo (SRN) JP-MF-000008016

2. Referen¢ni ¢islo /

nazev zdravotnického prostiedku viz pfiloha ¢. 1
3.  Oznadeni zdravotnického prostiedku viz piiloha ¢. 1
4.  Vyrobni ¢islo nebo ¢islo SarZe (rozpéti) viz pfiloha ¢. 1
5. Klasifikace zdravotnického prostiedku viz piiloha ¢. 1

6. Zplnomocnény zastupce pro EU
Obchodni firma: Olympus Europa SE & Co. KG
Adresa: Wendenstrasse 20, 20097 Hamburg, Némecko
Jediné registracni ¢islo (SRN) DE-AR-000006774

7.  Prohlaseni

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostfedek je ve shod¢ s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohlasenti je: natizeni (EU) 2017/745, ptiloha II, III
smérnice 20 11/65/EU, natizeni (EU) 2015/863

Misto, datum: Tokio, 12.05.2022
Podpis: [podpis]
reditel

oddéleni zabezpecovani jakosti

odbor medicinské iakosti aregulacnich zalezitosti

MAJ-2477 3



PRILOHA &1

Soug_ni pieklad z anglického jazyka do éeského jazvka 2/2

[logo OLYMPUSI

¢ ES prohlédSeni o shod¢ plati pro nasledujici zdravotnické prostredky (,,ZP"):

Vyrobni €.
- ZP ¢&. (REF) nebo . Kod Koéd Zikladni Klasi- -
Oznaceni ZP Nazev ZP & sarse Poznamka UDI-DI ovDN | EVDN UDI-DI fikace* Pravidlo
(rozpéti)
souprava
k propojeni 402R
EXERA 11/ MAJ-2477 © 04953170420320| 64598 | Z120290 | 49531701031 1020409001DH| ffida | L1
do
LUCERA
ELITE
* Podle Pfilohy VIJI nafizeni (EU) 2017/745, Ptilohy IX smérnice 93/42/EHS
4 Pouzité normv (RnHQ, RED [ Vn) F]\/l(“)
RoHS EN !EC 63000 : 2018

viz kontrolni seznam podstatnych pozadavk( pro vy$e uvedeny zdravotnicky prostfedek (podle smérnice o zdravotnickych prostfedcich)

¢ Zamysleny ucel (pouze podle smérnice o zdravotnickych prostiedcich)/ popis ZP:

Souprava k propojeni EXERA [lIl/LUCERA ELITE je urena k propojeni videosystémového centra EVIS X | s videosystémovym centrem
EXERA II/LUCERA ELITE.
Propojovaci kabely pfenaseji signaly a pfevodnik pfenasi Fidici signal pro pfevod protokolu.

¢ Vyrobni ¢islo nebo ¢islo Sarze

Poradové €. opakované vydaného

Poradové ¢. nové vydaného dokumenlu

nafizeni (EU) 2015/863

Smeérnice/ narizeni dokumentu nebo ¢&. Sarze (rozpéti) od do nebo €. Sarze (rozpéti) od
nafizeni (EU) 2017/745 02R - -
smérnice 2011/65/EU 02R 14R -
smeérnice 2011/65/EU,
I5R R _

212

MAJ-2477 3




Prekladatelska dolozka

Ja,

IC: soudni prekladatelka
jazyka Ceského a jazyka anglického
zapsana v seznamu prekladatell
vedeném Ministerstvem spravedInosti
Ceské republiky,

stvrzuji,
ze jsem osobné provedla preklad

pripojené listiny a ze preklad souhlasi
s textem pfFipojené listiny.

Certified Translation

/, —
Business Registration Number:

Certified Czech and Eng/ish Translator
registered with the Ministry of Justice
of the Czech Republic,

hereby certify that

| personal/ly translated
the attached document and that
the translation is a true translation of
the attached document.

Oznaceni prekladatele/
Trans/ator's detai/s:

soudni prekladatelka jazyka Ceského ajazyka anglického/
Certified Czech and English Trans/ator
IC / Business Registration Number.

Oznaceni zadavatele/
Customer's details:

PRESTO - PREKLADATELSKE CENTRUM s.r.0.
Praha 1 - Staré Mésto, Na Prikopé 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Pribrani konzultanta/

Use of a consultant: None used

bez konzultanta /

Cislo v evidenci tkond/
Trans/ation number:

Datum/
Date (OD.MM.YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky/
Certified Czech and English Translator

x\\\ _

-

e |
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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. JP-MF-00000801.6
2. Article(REF)No. / Article Name Please refer to Att.achment 1
3. Product designation Plcasc rcfer 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

Wendenstrasse 20, 20097 Hamburg, Germany *

Address o }
*Until 31 May 2021 Wendenstrasse 14-18, 20097 Hamburg, Gennany

Single Registration-No. DE-AR-000006774

7. Declaration

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

The declarations is based on: (EU)2017/745 Annex: U,ITI
2011/65/EU, (EU) 2015/863

Place, Date: Tok:yo, 2021/10/20

Signature:

/ Director
/ Product Quality Assurance
Medical Quality Assurance and Regulatory Affairs

OEV321 UH_3



ATTACHMENT 1

¢ The EU-Declaration of Conformity is valid for the following articles:

OLYMPUS

Product desi i GMDN EMDN Article(REF)No. Serial or Lot N UDI-DI Basic UD!-DI Classificati

ot desions D Serial or L | ranee UDI- asic I assifice
roduct designation 3 (CND) Article Narne erial or Lot No. range asic assification
4K UHD LCD MONITOR 35616 OEV321UH frorn 7010001 to 04953170418730 495317010311025 I0I000A7 Class 1

¢ Applied Standards [RoHS,RED,LVD,EMC)

¢ Included items

I[RoHS)  ENIEC 63000: 2018

Product designation

Article(REF)No. Article Name

N/A

N/A

Refer to the GSPR Check!ist for above mentioned product. [MDR]

4 Intended purpose:

rnedical grade monitor for real-tirne use and is suirable for use in hospital operating rooms, surgical centers, clinics, doctors' oflices and sirnilar medical environments.

The LCD Monitor is intended to provide 4K 2D color video displays of irnages frorn endoscopic ilaparoscopic carnera systems and other cornpatible medicalirnaging systcms. The LCD Monitor is a wide-screen, high-definition,

¢ Serial or Lot No.
Directive/Regulation
(EU)20 17/745
93/42/EEC
2011/65/EU, (EU) 2015/863

Re-issued DoC-Serial or Lot No. range Srarting from

7010001
7900052
7900052

Ended at

7909999

New DoC-Serial or Lot No. range Starting frorn

N
N

OEV321UH



- Soudni pieklad z anglického jazvka do ¢eského jazyka 1/2

[logo OLYMPUS!

ES PROHLASENI O SHODE

1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokio 192-8507,
Japonsko
Jediné registracni ¢islo (SRN) JP-MF-000008016
2. Referencni ¢islo /
nazev zdravotnického prostiedku viz ptiloha ¢. |
3. Oznacleni zdravotnického prostiedku viz pfiloha €. 1
4. Vyrobni Cislo nebo Cislo SarZe (rozpéti) viz piiloha €. 1
S. Klasifikace zdravotnického prostiedku viz ptiloha ¢. 1

6. Zplnomocnény zastupce pro EU

Obchodni firma: Olympus Europa SE & Co. KG
Adresa: Wendenstrasse 14-18. 20097 Hamburg, Némecko
*do 31. kvétna 2021:
Wendenstrasse 14-18, 20097 Hamburg, Némecko
Jediné registracni ¢islo (SRN) DE-AR-000006774

7.  Prohlaseni

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostiedek je ve shodé s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohlaseni je: natizeni (EU) 2017/745, ptiloha II, IIT
smérnice 201 1/65/EU, natizeni (EU) 2015/863

Misto, datum: Tokio, 20. 10. 2021
Podpis: [podpis]
feditel

oddéleni zabezpecovani jakosti

odbor medicinské i'akosti aregulacnich zalezitosti

OEV321UH 3



.. Soudni pieklad z anglického jazvka do ¢eského jazvka 2/2

[logo OLYMPUS]

PRILOHA &1

+ ES prohlaseni o shodé plati pro nasledujici zdravotnické prostfedky (,,ZP"):

L Kod ZP ¢. (REF) Vyrobni &. nebo X . .
Oznaceni ZP GMDN/CND Nazev 7P &. sarze (rozpéti) UDI-DI Zakladni UDI-DI Klasifikace
LCD monit
monttor 35616 OEV321UH 0d 7010001 04953170418730 | 495317010311025101000A7 | tida |
4K UHD clo
+ Pouzité normy (RoHS, RED, LYD, EMC)
[RoHS] EN 63000:2018

viz kontrolni seznam podstatnych pozadavku pro vySe uvedeny zdravotnicky prostfedek (podle smérnice o zdravotnickych prostfedcich)

¢ Zahrnuté zdravotnické prostredky

L ZP ¢. (REF)
Oznaceni ZP Nazev 7P
neuplatnuje se neuplati'iuje se

¢ ZamysSleny ucel:

LCD monitor je uréen ke 4K 2D barevnému vicleozobrazeni snimkl z endoskopickych/ laparoskopickych kamerovych systému a jinych
kompatibilnich zdravotnickych zobrazovacich systémud. LCD monitor se Sirokou obrazovkou. vysokym rozliSenim ve zdravotnickém
standardu k zobrazeni v redlném ¢ase je vhodny k pouziti na operacnich salech, v chirurgickych centrech, na klinikach, v ordinacich

a podobném zdravotnickém prostfedi.

+ Vyrobni ¢islo nebo Cislo Sarze

Smémice/ nafizeni Poradové ¢. opakované vydaného d Poradové ¢. nov¢ vydaného dokumentu
mernice/ nartzen dokumentu nebo &. Zarze (rozpéti) od ° nebo &. darze (rozpéti) od
nafizeni (EU) 2017/745 7010001 - -
smérnice 93/42/EHS 7900052 7909999 -
smérnice 2011 /65/EU,
nafizeni (EU) 201 5/863 7900052

I/l OEV321UH_3



Prekladatelska dolozka Certified Translation

Ja, I,—
IC: | soudni prekladatelka Business Registration Number:

jazyka Ceského a jazyka anglického Certified Czech and English Translator
zapsana v seznamu prekladatel registered with the Ministry of Justice
vedeném Ministerstvem spravedInosti of the Czech Republic,

Ceskeé republiky,
hereby certify that

stvrzuji,
| personal/ly translated
Ze jsem osobné provedla preklad the attached document and that
pripojené listiny a ze preklad souhlasi the translation is a true translation of
s textem pripojené listiny. the attached document.
Oznaceni prekladatele/ soudni prekladatelka jazyka ¢eského a jazyka anglického/
Translator's detai/s: Certified Czech and English Translator

IC I Business Registration Number.

PRESTO - PREKLADATELSKE CENTRUM s.r.0.
Praha 1 - Staré Mésto, Na Prikopé 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Oznaceni zadavatele /
Customer's details:

Pribrani konzultanta/ bez konzultanta /
Use of a consultant: None used

Cislo v evidenci ukond/
Translation number: 11/zt12z

Datum/
Date (DO.MM.YYYY): JL0 s 70

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and English Translator
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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 Attachrnent 1
3. Product designation Please refer to Attachment 1
4. Serial or Lot No. range Please refer to Attachrnent |
S. Product classification Please refer to Attachrnent 1

6. Authorized representatives in EU

Name Olympus Europa SE & Co. KG
Add Wendenstrasse 20, 20097 Hamburg, Germany *

ress *Until 31 May 2021 Wendenstrasse 14-18, 20097 Hamburg. Gennany
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
201 1/65/EU, (EU) 2015/863

8. Notified Body for MDD

Issued by TUV_Rheinland LGA Products GmbH
Address TillystraBe 2. 90431 Niimberg, Gerrnany
Registration-No. Registration-No.0197

Place, Date: Tokyo, 2021/7/13

v

Signature:

Director

- Product Quality Assurance

55 Medical Qualiti Assurance and Reirulatory Affairs

OLYMPUS PCF-PHI0L 1



ATTACHMENT 1 OLYMPUS

¢ The EU-Declaration ofConformity is valid for the following articles:

Product designation GMDN | EMDN | Article(REF)No. Serial or Lot No. 1 UDLDI i iticati
uct desig 3 (CND) Article Name Serial or Lot No. range - BasicUDI-DI Classitication
OLYMPUS PCF-
EVIS EXERA III COLONOVIDEOSCOPE 36117 - PHI9OL From 2[41749 to N/A N/A Class Ila
LYMPUS PCF-
EVIS EXERA III COLONOVIDEOSCOPE 36117 - o PHII;(?I ¢ From 2[40372 to N/A N/A Class na
¢ Applied Standards [RoHS,RED,LVD,EMC] ¢ Included items
1[RoHS] EN !EC 63000: 2018 Product designation Article(REF)No. Article Name
CHANNEL CLEANING BRUSH BW-20T
Refer to the Essential Requirements Checklist for above mentioned product. [MDD] SINGLE USE COMBINATION CLEANING BRUSH BW-412T
SINGLE USE BIOPSY VALVE MAJ-1555
ETOCAP MB-156
BIOPSY VALVE MB-358
CHANNEL-OPENING CLEANING BRUSH MH-507
SUCTION CLEANING ADAPTER MH-856
CHANNELPLUG MH-944
INJECTION TUBE MH-946
AW CHANNEL CLEANING ADAPTER MH-948

¢ Intended purpose:

Tbis instrument is intended to be used with an Olympus video system center, light source,documentation equipment, monitor, EndoTberapy accessories (such as a biopsy forceps), and other ancillary equipment for endoscopy and

endoscopic surgery.

4 Serial or Lot No.

Directive/Rel,'lllation Re-issued DoC-Serial or Lot No. range Starting from Ended at New DoC-Serial or Lot No. range Starting from
93/42/EEC L:2200036. 1:2200009 - -
2011/65/EU L:2400589. 1:2300088 L:2141748. 1:2140371
2011/65/EU, (EU) 2015/863 - L:2141749, 1:2140372

2 OLYMPUS PCF-PHI90L I



S udni pieklad z anglického jazyka do ¢eského jazyka 1/2

[logo OLYMPUS]
7 4 ~
ES PROHLASENI O SHODE
1. Vyrobce OLYMPUS MEDICAL SYSTEMS CORP.
2951 Ishikawa-cho, Hachioji-shi, Tokio 192-8507,

Japonsko

Jediné registracni ¢islo (SRN) neuplatiiuje se

2. Referené¢ni ¢islo/ nazev zdravotnického viz ptiloha €. 1
prostiedku

3.  Oznaceni zdravotnického prostiedku viz pfiloha ¢. I

4.  Vyrobni ¢islo nebo ¢islo Sarze (rozpéti) viz piiloha ¢. I

S. Kilasifikace zdravotnického prostiredku viz piiloha ¢. 1

6. ° Zplnomocnény zastupce pro EU

Obchodni firma: Olympus Europa SE & Co. KG
Adresa: Wendenstrasse 20, 20097 Hamburg, Némecko*
*do 31. kvétna 2021:
Wendenstrasse 14-18, 20097 Hamburg, Némecko
Jediné registracni ¢islo (SRN)  bude urceno

7. Prohlaseni

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.
Uvedeny zdravotnicky prostiedek je ve shodé s pozadavky nasledujicich evropskych smérnic a nafizeni.

Zakladem prohlaseni je: smérnice 93/42/EHS, pftiloha 11
smérnice 2011/65/EU, smérnice (EU) 2015/863

8. Oznameny subjekt podle smérnice
o zdravotnickych prostiedcich

Vystavil: TUV Rheinland LGA Products GmbH
Adresa: TillystraBe 2, 90431 NUrnberg, Némecko
Registracni ¢.: registra¢ni ¢. 0197
Misto, datum: Tokio, 13.07.2021
Podpis: [podpis]
reditel

oddéleni zabezpecovani jakosti
odbor medicinské jakosti a regulacnich zalezitosti

OLYMPUS PCF-PHIO0L I



Soudfli pieklad z anglického jazvka do éeského jazvka

PRILOHA &1

2/2

¢ ES prohlaseni o shod¢ plati pro nasledujici zdravotnické prostfedky (,,ZP"):

[logo OLYMPUS]

o EMDN ZP ¢. (REF) Vyrobni ¢. nebo . . . .
Oznaceni ZP GMDN (DND) Nézey ZP &, Yarze (rozpdt) UDI-DI Zakladni UDI-DI Klasifikace
kolonovideosko OLYMPUS od 2141749 Lo L »
EVIS EXERA IlII) 36117 - PCF-PHI9OL do neuplatiuje se neuplatiiuje se tiida lla
kolonovideoskop OLYMPUS od 2140372 oo . o
EVIS EXERA 11l 36117 - PCE-PHI901 do neuplatiuje se neuplatiuje se tiida lla

# Pouzité normy (RoHS, RED, LVD, EMC)

[RoHS]

¢ Zahrnuté zdravotnické prostiedky

EN !EC 63000:2018
viz kontrolni seznam podstatnych pozadavka pro vyse uvedeny zdravotnicky prostiedek (podle smérnice o zdravotnickych prostiedcich)

. - ZP ¢. (REF
Oznaceni ZP Néze(v ZP)

Kartacek na ¢isténi kanalu BW-20T
Jednorazovy kartacek na kombinované ¢isténi BW-412T
Jednorazovy biopticky ventil MAJ-1555

Krytka z ethylenoxidu MB-156

Biopticky ventil MB-358

Kartacek na Cisténi usti kanalu MH-507

Adaptér na ¢isténi zpétnym proplachovanim MH-856

Zatka kanalu MH-944

Injekéni hadicka MH-946

Adaptér na ¢isténi kanalu pro vzduch/vodu MH-948

¢ ZamySleny ucel:

Nastroj je uréen k pouziti s videosystémovym centrem Olympus. svételnym zdrojem, dokumenta¢nim zafizenim, monitorem,

endoterapeutickym pfislusenstvim (napf. bioptickymi klestémi) a dal§im pomocnym piislusenstvim pro endoskopii

11 L - ..
a CITGUSKOPICKOU CIMTUrgIr,

¢ Vyrobni ¢islo nebo ¢islo Sarze

Smérnice/ narizeni nebo ¢. Sarze (rozpéti) od

Potadové ¢. opakované vydaného dokumentu

do

Potadové ¢. nové vydaného dokumentu

nebo ¢. Sarze (rozpéti) od

smérnice 93/42/EHS L: 2200036, 1:2200009

smérnice 2011/65/EU L:2400589, I: 2300088

L:2141748, 1:2140371

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

L:2141749, 1: 2140372

2/2
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Prekladatelska dolozka

Ja,

IC: | soudni prekladatelka
jazyka Ceského a jazyka anglického
zapsana v seznamu prekladatel
vedeném Ministerstvem spravedInosti
Ceské republiky,

stvrzuiji,
ze jsem osobné provedla preklad

pripojené listiny a ze preklad souhlasi
s textem pripojené listiny.

Certified Translation

I, —
Business Registration Number;

Certified Czech and English Translator
registered with the Ministry of Justice
of the Czech Republic,

hereby certify that

| personal/ly translated
the attached document and that
the translation is a true translation of
the attached document.

Oznaceni prekladatele/
Translator's details:

soudni prekladatelka jazyka Ceského a jazyka anglického/
Certified Czech and English Translator
IC | Business Registration Number.

Oznaceni zadavatele/
Customer's details:

PRESTO- PREKLADATELSKE CENTRUM s.r.o.
Praha 1 - Staré Mésto, Na Pfikop& 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Pribrani konzultanta /

Use of a consultant: None used

bez konzultanta /

Cislo v evidenci tkonut /
Translation number:

0sco11 /2oL

Datum /
Date (DO.MM.YYYY):

22..0>: toz.1

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and English Translator

[L.S.]
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OLYMPUS

EC - DECLARATION OF CONFORMITY

Manufacturer:

Single Registration
Number (SRN):

Product designation:

Article (REF) No. / Arti-
cle name:

Beginning with Serial
No./ Lot:

Product classification:

KEYMED (MEDICAL AND INDUSTRIAL EQUIPMENT) LTD.
KeyMed House

Stock Road

Southend-on-Sea

Essex SS2 5QH

United Kingdom

N/A

WM-NP3 Workstation

Please refer to Attachment 1

Please refer to Attachment 1

Please refer to Attachment 1

This declaration was made under the sole responsibility of the manufacturer.

The stated product complies with the requirements of following European Directives:

The declaration is
based on:

EU Representative (EC
Rep)

Notified body
for products of class lla to lib:

Place, Issue, Date:

Signatura:

1907/2006
2017/745 Medical Device Regula-
tion
2011/65/EU and the ROHS Directive
commission delegated
directive 2015/863 2017/821

Olympus Europa SE & Co. KG
Wendenstr.14-20, 20097, Hamburg, Germany
BSI Group

Say Building

John M. Keynesplein 9

1066 EP Amsterdam

Netherlands

Southend-on-Sea. Issue 6, 14 07.2021

REACH (Registra-
tion, Evaluation
and Authorization
of Chemicals)

Use of Conflict
Minerals

CE

2797

RA/QA Manager and Deputy Person Responsible for Regulatory Compliance (PRRC)

KMF 00061. CR18945
Issue 22. 14 Oecember 2020

Doc IO

Olympus KeyMed

Page 1 0of 5



OLYMPUS

ATTACHMENT 1

The EC-Declaration of Conforrnity is valid for the following articles:

Product GMDN Article (REF) No. I Article narne Beginning UDI-DI Basic UDI-DI Classification
designation ‘l(lv:)trll fgt”al

WORKSTATION 35124 | WM-NP3 Basic UK (K10029987) Al 5019778007762 | 5019778 MF0O03R2
WORKSTATION | 35124 | WM-NP3 Basic EU (K10035360) Ali 15019778007779 | 5019778 MFO03R2
WORKSTATION | 35124 | WM-NP3 Basic US (K10035361) Ali 15019778007786 | 5019778 MEOO3R2
WORKSTATION | 35124 | WM-NP3 Basic JP (K10035362) Ali 15019778007793 | 5019778 MEOO3R2
WORKSTATION | 35124 | WM-NP3 Basic ROW (K10035363) Ali 15019778007809 | 5019778 MEOO3R2
WORKSTATION | 35124 | WM-NP3 Basic US 15A (K10037157) Ali 15019778008462 | 5019778 MFOO3R2
WORKSTATION | 35124 | WM-NP3 GI Set UK (K10035364) Al 15019778007816 | 5019778 MEOO3R2 Cnce
WORKSTATION | 35124 | WM-NP3 Gl Set EU (K10035365) Ali 15019778007823 | 5019778 MFO03R2 |  (Annex VIl
WORKSTATION | 35124 | WM-NP3 GI Set US (K10035366) Al 15019778007830 | 5019778 MFOO3R2 Rule 13)
WORKSTATION | 35124 | WM-NP3 GI Set JP (K10035367) Ali 15019778007847 | 5019778 MEOO3R2
WORKSTATION | 35124 | WM-NP3 GI Set ROW (K10035368) Ali 15019778007854 | 5019778 MFOO3R2
WORKSTATION | 35124 | WM-NP3 GI Set US 15A (K10037158) Ali 15019778008479 | '5019778 MFO0O3R2
WORKSTATION | 35124 | WM-NP3 URO Set EU (K10035370) Ali 15019778007878 | 5019778 MEOO3R2
WORKSTATION | 35124 | WM-NP3 URO Set US (K10035371) Ali 15019778007885 | 5019778 MFOO3R2
WORKSTATION | 35124 | WM-NP3 URO Set ROW (K10035373) Ali 15019778007908 | 5019778 MFOO3R2

Doc 10

KMF 00061, CR18945

Issue 22, 14 December 2020




OLYMPUS

Product GMDN Article (REF) No. / Article name Beginning UDI-01 Basic UDI-DI Classification
designation wriltg.lsigét“
WORKSTATION | 35124 | WM-NP3 US 15A UR (K10037159) Ali 15019778008486 | 5019778 MFOO3R2
The following components can be used with the articles in the above table but are not CE marked:
Product designation | Article (REF) No. / Article name UDI-D1 Basic UDI-D1
LoRES AN MAJ-150 Adaptor cable (K7505088) 15019778005232 | 5019778MF003R2
LORES Ao MAJ-1635 EUS connector holder (K10011159) 15019778003412 | 5019778MF003R2
LORES AN MAJ-1639 Single C02 holder (up to 0140mm) (K10021041) 15019778003658 | 5019778MF003R2
‘é@ﬁﬁﬂ;ﬂ? N MAJ-1642 IV Pole (K10016952) 15019778003801 5019778M FOO3R2
WORKSTATION MAJ-1642 IV Pole (K10037174) 15019778008509 5019778MF003R2
COMPONENT
LORES Ao MAJ-1650 Single CO2 holder (0140mm to 0205mm) (K10021042) | 15019778003641 | 5019778MF003R2
LORES AN MAJ-1653 Double CO2 holder (K10021043) 15019778003634 | 5019778MF003R2
LORES T AN MAJ-1654 Equipotential terminal strip (K10021352) 15019778003818 | 5019778MFO03R2
XVSSF’%L@L'TON MAJ-1657 Keyboard arm - side mounted (K10021791) 15019778003979 | 5019778MEO03R2
ggjﬁg;’;&"“‘ MAJ-1661 LCD Adjustable Arm (K10021795) 1501977800447 1 5019778MF003R2
gg&gg;g&w MAJ-1663 EUS Arm mount kit (K10021797) 15019778004020 5019778MFO03R2
‘é"gﬁgg@n?"‘ MAJ-1665 Camera head holder (K10036681) 15019778008226 | 5019778MFO03R2
ggﬁgg&ﬂ? N MAJ-1685 IV Bag Hanger (K10027568) 150197780074796 | 5019778MF003R2
Doc 10 KMF 00061, CR18945

Issue 22. 14 December 2020




B
OLYMPUS

Product designation Article (REF) No. / Article name UDI-01 Basic UDI-DI

ggﬁg&'@“? " MAJ-2145 ENT Scope Hanger (K10026497) 15019778007168 5019778MF003R2
évgﬁéfg{,éﬂ? N MAJ-2146 Sliding Keyboard Tray (K10027573) 15019778006680 5019778MF003R2
ggﬁggLﬁE?N MAJ-2149 Dual Monitor Arm (K10027575) 15019778004037  5019778MFO03R2
EVSSSLQL'?N MAJ-2151 System Control Arm (K10028132) 5019778008066 5019778MFO03R2
XVSSF‘,(SL’EL?N MAJ-2154 Consumable Stowage Heider (K10030423) 15019778008004 5019778MF003R2
\évg,\'};fg;é;f“ MAJ-2158 Suction Jar Heider (K10028139) 5019778007984 5019778M FO03R2
Y;Vg’ﬁﬁg{,’;ﬂ? N MAJ-2159 Scope Pole Kit (K10028140) 15019778007991 5019778MF003R2
\(/:VSSSSLAEE?N MAJ-2160 Irrigation Tube Heider (K10028141) 1501977800801 1 5019778MF003R2
Y;VSSSL‘;L? N MAJ-2165 Drawer Unit (K10030178) 15019778008028 5019778MF003R2
\évc?n;{ggLAEE?N MAJ-2166 Sterile Water Heider (K10030036) 15019778008035  5019778MF003R2
gg&gg;é&?'\l MAJ-2167 Nurses Control Arm (K10030210) 15019778008073 5019778ME003R2
ggﬁﬁg;@,ﬂf N MAJ-2173 Side Shelf (K10030389) 15019778008042 5019778MF003R2
EVSSE(?L@L? N MAJ-2211 Side Handles (K10035108) 15019778008059 5019778MF003R2
gg&gg;’gj‘?'\‘ MAJ-2216 LCD Monitor Arm 6.5-12Kg (K10035789) 15019778008080 5019778MFO03R2
gg&gg;’g}?"‘ MAJ-2216 LCD Monitor Arm 6.5-12Kg (K10036256) 15019778009117  5019778MFO03R2
gg&gg&ng"‘ MAJ-2217 LCD Monitor Arm 12-14Kg (K10035790) 15019778008097 5019778MEO03R2

Doc 10

KMF 00061, CR18945

Issue 22, 14 December 2020




OLYMPUS

Applied standards, common specifications and guidance

ISO 13485:2016

Medical Devices- Quality Systems - Requirements for Regulatory Purposes

ISO 14971:2019

Risk management for medical devices

IEC 62366-1:2015

Medical devices Part 1: Application of usability engineering to medical devices

IEC 60601-1:2006+A12:2014 (Edition 3.1)

Medical electrical equipment: General requirements for basic safety and essential performance

IEC 60601-1-2:2014 (4" Edition)

Electromagnetic disturbances. Requirements and tests

IEC 60601-2-2:2002+AMD:2018

Electromagnetic compatibility (EMC) - Environment - Compatibility levels for low-frequency conducted disturb-
ances and signalling in public low-voltage power supply systems

IEC 61000-3-2:2014

EMC - Limitation of voltage changes, voltage fluctuations and flicker in public low-voltage supply systems, for
equipment with rated current:::; 16 A per phase and not subject to conditional connection

IEC 61000-3-3:2013

EMC - Limitation of voltage changes, voltage fluctuations and flicker in public low-voltage supply systems, for
equipment with rated current:::;; 16 A per phase and not subject to conditional connection

ISO 1041 2008+A1 2013

Information supplied by the manufacturer of medical devices

ISO 15223-1:2016

Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied

Intended purpose

The WM-NP3 workstation is intended to assist endoscopic procedures using Olympus medical devices and their accessories within medical facilities by providing
a stable mains power supply and a platform for the efficient use and handling of the devices during endoscopic diagnostic and therapeutic procedures. The WM-
NP3 workstation can also allow visualisation during the procedure when connected to a monitor.

KMF 00061, CR18945

1
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Soudni preklad z anglického jazvka do ¢eského jazvka 1/5

[logo OLYMPUS]

ES PROHLASENI O SHODE

Vyrobce:

Jediné registracni cislo (SRN):
Oznaceni zdravotnického prostredku:

Referenéni ¢islo /
nazev zdravotnického prostiedku

Vyrobni €islo nebo Cislo Sarze (rozpéti)

Klasifikace zdravotnického prostredku

KEYMED (MEDICAL AND INDUSTRIAL EQUIPMENT) LTD.
KeyMed House

Stock Road

Southend-on-Sea

Essex SS2 50H

Spojené kréalovstvi

neuplatiuje se

Pracovni stanice WM-NP3

viz pfiloha ¢. 1
viz pfiloha €. 1

viz priloha ¢. 1

Prohlaseni ¢ini na vlastni vyhradni odpovédnost vyrobce.

Uvedeny zdravotnicky prostiedek je ve shodé s pozadavky nasledujicich evropskych smérnic:

Zakladem prohlaseni je:

Zplnomocnény zastupce pro EU

Oznameny subjekt
s vyjimkou zdravotnickych prostredku
tfidy lla az llb

Narizeni Evropského parlamentu a Rady (EU) 2017/745
o zdravotnickych prostifedcich

Nafizeni Evropského parlamentu a Rady (ES) 1907/2006
o registraci, hodnoceni, povolovani a omezovani chemickych
latek

Smeérnice 2011/65/EU, smérnice (EU) 2015/863
Nafizeni Evropského parlamentu a Rady (EU) 2017/82

Olympus Europa SE & Co. KG
Wendenstrasse 14-20, 20097 Hamburg, Némecko

BSI Group CE 2797
Say Building

John M. Keynesplein 9

1066 EP Amsterdam

Nizozemsko

Misto, vydani, datum: Southend-on-Sea, vydani 6, 14.07.2021

Podpis: iodiis

vedouci pro regulaéni zalezitosti/zabezpecovani jakosti
a zastupce osoby odpovédné za dodrzovani regulacnich predpist

Dokument ¢.: KMF 00061, CR18945, yydani 22 ze dne 14. prosince 2020

Olympus KeyMed
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Soudni preklad z anglického jazyka do ¢eského jazyka

[logo OLYMPUS]

PRILOHA é. 1

2/5

ES prohlaseni o shodé plati pro nasledujici zdravotnické prostredky (,,ZP"):

. Vyrobni ¢.
OznagenizP Kéd GMDN ZP &. (REF) nebo &. Sarge uDI-DI Zakladni UDI-DI Klasifikace
Nazev ZP .
(rozpétl)
. WM-NP3 zaklad UK .
PRACOVNI STANICE 35124 (<10090687) véechny | 15019778007762 | 5019778 MFOO3R2
. WM-NP3 zaklad EU i} .
PRACOVNI STANICE 35124 k10035360, véechny | 15019778007779 | 5019778 Ki1FO03R2
. WM-NP3 zaklad US .
PRACOVNI STANICE 35124 (K100as361) véechny | 15019778007786 | 5019778 MFO03R2
. WM-NP3 zaklad JP .
PRACOVNI STANICE 35124 (K10035369) véechny | 15019778007793 | 5019778 MFOO3R2
WM-NP3 zaklad
PRACOVNI STANICE 35124 Zbytek svéta viechny | 15019778007809 | 5019778 MFOO3R2
(K10035363)
PRACOVNI STANICE 35124 | VWM-NP3 zaklad US15A véechny | 15019778008462 | 5019778 MFO03R2
(K10037157)
¢ WM-NP3 Gl souprava UK -
PRACOVNI STANICE 35124 10035508, véechny | 15019778007816 | 5019778 MFOO3R2
PRACOVNI STANICE 35124 | VWM-NP3 Gl souprava EU véechny | 15019778007823 | 5019778 MFO03R2
(K10035365) _
tlida |
(Pliloha VIII,
WM-NP3 GI uUs pravidio 13)
P - souprava .
PRACOVNI STANICE 35124 (10036560, véechny | 15019778007830 | 5019778 MFOO3R2
. WM-NP3 Gl souprava JP .
PRACOVNI STANICE 35124 (<10035560) vsechny | 15019778007847 | 5019778 MFO03R2
n WM-NP3 Gl souprava zbytek .
PRACOVNI STANICE 35124 et (k10095308 vsechny | 1501978007854 | 5019778 MFOO3R2
H WM-NP3 Gl souprava US .
PRACOVNI STANICE 35124 LA (K100 128) véechny | 15019778008479 | 5019778 MF003R2
¢ WM-NP3 URO souprava EU -
PRACOVNI STANICE 35124 (K10035570) véechny | 15019778007878 | 5019778 MFOO3R2
PRACOVNI STANICE 35124 | WMNPSUROsouprava US| (o | 15019778007885 | 5019778 MFO03R2
(K10035371)
§ WM-NP3 URO souprava .
PRACOVNI STANICE 35124 | wta (R1005697%) véechny | 15019778007908 | 5019778 MFO03R2
- WM-NP3 US 15A UR
PRACOVNI STANICE g
35124 (K10037150) viechny | 15019778008486 | 5019778 MFO03R2
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Nasledujici soucasti lze pouzit s produkty uvedenymi v predchozi tabulce, ale bez oznaceni CE:

OznaéenizP ZP &. (REF) | nazev ZP UDI-DI Zakladni UDI-DI
s;uc%isr:. stanice MAST S(I)K';gggg‘;g;’ aptéru 15019778005232 5019778MFO03R2
s;ucf\l,srf. stanice MAJT 635(:3%%‘; :‘ﬁ’gge)ktor“ EUS 15019778003412 5019778MFO03R2
Soucast MAJ-1639 Jednoduchy drzak lahve C02 (max. 0 140 mm) 15019778003658 5019778ME0D3R2
pracovni stanice (K10021041)

S;L;?,it, stanice MAST ?ﬁf&ﬂ%ggg infuz! 15019778003801 5019778MFO03R2
Sroaucﬁ,srf. stanice WAL ?ﬁf&yﬁq? 4';/ infuzi 15019778008509 5019778MF003R2
Soucast MAJ-1650 Jednoduchy drzak lahve C02 (0 140 mm az 205 mm) 15019778003641 5019778MF003R2
pracovni stanice (K10021042)

sroauccoisrf. stanice MAS1653 ?&';’ggﬁgﬁg lahve €02 15019778003634 5019778MF003R2
Sﬁ‘a“ciavit. stanice MAS1654 Ek&ﬁgf;f;';; svorkovnice 15019778003818 5019778MF003R2
Sroauccoisr:. stanice MAS1657 POS‘&?? 8&;?;1")0 na klavesnici 15019778003979 5019778MF003R2
S;icoisrf. stanice MAS1661 Naf,tj\gtoezlq%gy‘ eno na Leb 1501977800471 5019778MFO003R2
s;uccoa:/s; stanice MAS1663 Mo?,ﬁiggzsf f;;; ramenu EUS 15019778004020 5019778MF003R2
Sr(:izcoavsrfl stanice MAT 665(??0%222?16;0% e 15019778008226 5019778MF003R2
s;icoiss. stanice MAJ-1685 ?,33;2'¥;g;“)2”"h° vaku 150197780074796 5019778MFO03R2
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Nasledujici soucasti lze pouzit s produkty uvedenymi v predchozi tabulce, ale bez oznaceni CE:

OznacenizP ZP & {REF) | nazev ZP uDI-DI Zakladni UDI+D1

s;%%a:,sr:. stanice MAJ'Z}&?O%%?;‘TO ORL 15019778007168 5019778MFO03R2
s;uccs,sr:. stanice MAJ'2146@50”0\'2'(;5';2)“3"95"iCi 1501978006680 5019778MF003R2
Eﬁ;i?fn‘. stanice MAS2149 'Ting%’;?;va menitory 1501978004037 |  5019778MFO03R2
§§;“C°o"’fn‘. stanice MAS215T R&ng;’;gg"" systemu 15019778008066 5019778MF003R2
s;uccoavs,:. stanice MAJ('KZJ SSB%Z’;;)V a 15019778008004 5019778MF003R2
s;uc%a\:. stanice MAJ'21(5K81 5522'1(355)0" lahve 15019778007984 5019778MF003R2
e stanice MAS-2159 So(ﬁgggsﬁ :g;"émac" e 15019778007991 5019778MF003R2
e <tanice MAS-2160 D(réf g&ggfﬁ?’"é hadicky 15019778008011 5019778MF003R2
e <tanice MA(J,;21 éggééfg‘)"ka 1501978008028 |  5019778MFO03R2
s;ucco?,snt. stanice MAJ'%GG&%%';S&?? rin vodu 15019778008035 5019778MFO03R2
Fs’;lﬁé:;ti conice MAJ-2167 Rameno pro(&\qlgggg;egr;otku zdravotni sestry 15019778008073 5019778MFO03R2
E;uccoa:,sr:. stanice MAS2 1@ gg;é;?gr;i police 15019778008042 | 5019778MFO03R2
E;uccoa:,sr:. stanice MAJ'ZZ(L11 Opg,o,séqagg madia 1501978008059 |  5019778MFO03R2
,f;lucccﬁ. stanice MAs2216 Ramen&?g&gﬁ%’;}ommr 65az12kg 15019778008080 5019778MF003R2
,f;lucccﬁ. stanice MA-2216 Ramen(?(:g(;‘%gsrg;mnor 6.5a212kg 1501977800917 5019778MFO03R2
E;%Ziitu stanice WAz Rame”&?@&%?gg;’ nitor 12 a2 14 kg 1501978008097 |  5019778MFO03R2
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Pouzité normy

Soudni pieklad z anglického jazyka do ¢eského jazyka 5/5

1SO 13485:2016

Zdravotnicke prostfedky - Systémy jakosti- Pozadavky pro ucely predpist

ISO 14971:2019

Aplikace managementu rizik na zdravotnické prostfedky

IEC 62366-1:2015

Zdravotnické prostfedky - Cast 1: Aplikace stanoveni pouzitelnosti na zdravotnické
prostfedky

IEC 60601-1:2006 + A12:2014
(vyd. 3.1)

Zdravotnické elektrické pristroje - VSeobecné pozadavky na zakladni bezpe¢nost
a nezbytnou funkénost

IEC 60601-1-2:2014 (4. vyd.)

Elektromaqneticka ruSeni- Pozadavky a zkousky

IEC 60601-2-2:2002+AMD:2018

Elektromagneticka kompatibilita (EMC) - Cast 2-2 Prosttedi - Kompatibilni Girovné pro
nizkofrekvencni ruseni Sifené vedenim a signaly ve vefejnych rozvodnych sitich
nizkého napéti

IEC 61000-3-2:2014

Elektromagneticka kompatibilita (EMC) - Meze - Omezovani zmén napéti, kolisani
napéti a flikru v rozvodnych sitich nizkého napéti pro zafizeni se jmenovitym fazovym
proudem :5 16 A, které neni pfedmétem podminéného pfipojeni

IEC 61000-3-3:2013

Elektromagneticka kompatibilita (EMC) - Meze - Omezovani zmén napéti, kolisani
napéti a flikru v rozvodnych sitich nizkého napéti pro zafizeni se jmenovitym fazovym
proudem :5 16 A, které neni pfedmétem podminéného pfipojeni

ISO 1041:2008 + A1:2013

Informace poskY 1ované vyrobcem zdravotnickych prostredku

ISO 15223-1:2016

Zdravotnické prostfedky - Znacky pro Stitky, oznacovani a informace poskY1ované se
zdravotnickymi prostredky

Zamysleny ucel

Pracovni stanice WM-NP3 je urena k pouziti pfi endoskopickych vykonech provadénych pomoci zdravotnickych prostredk
Olympus véetné pfisluSenstvi ve zdravotnickych zafizenich, a to jako stabilni zdroj elektrické energie a platforma uréena

k efektivnimu pouziti a manipulaci se zdravotnickymi prostfedky béhem endoskopickych diagnostickych a terapeutickych
vykonu. Po pfipojeni monitoru pracovni stanice WM-NP3 zaroven zajistuje vizualizaci béhem vykonu.

Dokument &.: KMF 00061, CR18945, yvdani 22 ze dne 14. prosince 2020

Olympus KeyMed

Strana 5z 5



Prekladatelska dolozka

Ja
IC:‘, soudni prekladatelka

jazyka Ceského a jazyka anglického
zapsana v seznamu prekladatell
vedeném Ministerstvem spravedInosti
Ceskeé republiky,

stvrzuji,
ze jsem osobné provedla preklad

pripojené listiny a ze preklad souhlasi
s textem pripojené listiny.

Certified Translation

I—
Business Registration Number:

Certified Czech and English Translator
registered with the Ministry of Justice
of the Czech Republic,

hereby certify that

| personal/ly translated
the attached document and that
the translation is a true translation of
the attached document.

Oznaceni prekladatele/
Translator's detai/s:

soudni prekladatelka jazyka Ceského a jazyka anglického/
Certified Czech and English Translator
IC / Business Registration Number.

Oznaceni zadavatele /
Customer's details:

PRESTO - PREKLADATELSKE CENTRUM s.r.0.
Praha 1 - Staré Mésto, Na Pfikopé 988/31, PSC 110 00
IC / Business Registration Number. 26473194

Pribrani konzultanta /

Use of a consu/tant: None used

bez konzultanta /

Cislo v evidenci ukont/
Translation number:

Datum /
Date (DO.MM.YYYY):

soudni prekladatelka
pro jazyk Cesky a jazyk anglicky /
Certified Czech and English Translator




( MEDITECH
<

9th June 2022
To Whom it may concern

Under the current MDR (EU) 2017/745 the Protech has been assessed as neither a medical
device or a medical accessory.

Under the scope of the MDR a medical device is defined as:

a. medical device’ means any instrument, apparatus, appliance, software, implant,
reagent, material or other article intended by the manufacturer to be used, alone or in
combination, for human beings for one or more of the following specific medical
purposes:

o diagnosis, prevention, monitoring, prediction, prognosis, treatment or
alleviation of disease,

o diagnosis, monitoring, treatment, alleviation of or compensation for an injury
or disability,

o investigation, replacement or modification of the anatomy or of a physiological
or pathological process or state,

o providing information by means of in vitro examination of specimens derived
from the human body, including organ, blood and tissue donations,
and which does not achieve its principal intended action by pharmacological,
immunological or metabolic means, in or on the human body, but which may
be assisted in its function by such means;

The following products shall also be deemed to be medical devices:
o devices for the control or support of conception;
o products specifically intended for the cleaning, disinfection or sterilisation of
devices as referred to in Article 1(4) and of those referred to in the first paragraph
of this point

We do not make any claims for the Protech where it would be considered a medical device
under the above stated definition.

In addition we considered the definition for and accessory as follows

a. ‘accessory for a medical device’ means an article which, whilst not being itself a
medical device, is intended by its manufacturer to be used together with one or
several particular medical device(s) to specifically enable the medical device(s) to be
used in accordance with its/their intended purpose(s) or to specifically and directly
assist the medical functionality of the medical device(s) in terms of its/their intended
purpose(s);

The Protech is not used with the device to enable the device to be used as intended by the
manufacturer. The device and the Protech are not dependent on each other for the device to
perform its intended medical function. The Protech is a protective device used to protect the
device before and after it performs its primary function and therefore is not considered to be
an accessory to a medical device.
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The Protech is supplied in a sterile condition to prevent the possible introduction of
contamination to the Endoscope tip following the cleaning process. The Protech is sterilized
using an Ethylene Oxide Process in accordance with ISO 11135:2014

In conclusion:

The Protech is not considered a medical device under the medical device regulation (EU)
2017/745 and therefore is not required to carry the CE mark.

The Protech is produced in accordance with International Standards that control the
production of sterile products.

The Protech is manufactured by Meditech Endoscopy Ltd an ISO 13485 certified
manufacturer. BSi have certified Meditech’s QMS to ISO 13485:2016. The Protech has been
manufactured in accordance with the requirements of the ISO 13485:2016 system

Managing Director






