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Duch excelentnosti

ES - Vyhlasenie o zhode v zmysle nariadenia o
zdravotnickych poméckach 2017/745

Spolo¢nost

RICHARD WOLF GMBH
Pforzheimer StraRe 32
75438 Knittlingen
Germany (Nemecko)

tymto vyhlasuje, ze
nasledujuce
vyrobky

Typl/opis/hlavny zaznam zariadenia:

Nazov: Fakultna nemocnica, Bratislava,
pozri prilohu, verzia: 2022-12-1.0
su v sulade s prisluSnymi ustanoveniami nariadenia o zdravotnickych

poméckach 2017/745,
a toto bolo preukazané postupom posudzovania zhody podfa &lanku 52

odstavec 7 prva veta.

Spolo¢nost’ Richard Wolf GmbH zaviedla a udrziava systém riadenia kvality podra
normy EN ISO 13485:2016, registracné ¢islo: 50593-14-02
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Tato dokumentécia sa nesmie koplrovat, ani sa nesmie jej obsah odovzdavat a komer&ne vyuZivat, ak nie je vyslovne dohodnuté inak.
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info@richard-wolf.com www.richard-wolf.com Handelsregister/Obchodny register: Mannheim HRB 510031
1

Geschéftsfuhrer/Konatelia: Jurgen Pfab, Jurgen Steinbeck



(WOLF(4)

Duch excelentnosti

Legenda

Typ: Artikelnummer/ Cislo artiklu:

Opis: Opis vyrobku podrla 8titku produktu

Trieda, pravidlo: Trieda a pravidlo podla nariadenia o zdravotnickych pom6ckach 2017/745
Clanok: Postup posudzovania zhody — nariadenie o zdravotnickych poméckach 2017/745
DMR: Détum vydania hlavného zédznamu o zariaden! (DMR)

Priloha: Verzia: 2022-12-1.0

Typ: Opis Trieda| Pravidlo| ClanoK GMDN DMR

2305100 | DIALKOVY NOZNY SPINAC 2 PEDALE + 2 TLACIDLA 13 |52(7)| 36336 | 19.05.2021

2330045 | SPOJOVACI KABEL MONO WL 3M 1 52(7) | 47487 | 19.05.2021

2330901 NOZNY SPINAC 2 PEDALE 1 52(7) | 36336 | 19.05.2021

32116014 BAZA VOZIKA JEDNOTKY, ELEKTR. 220-230 VAC 13 | 52(7)| 35124 | 19.05.2021

33011 PERF. KOSIK PRE BEDROVE STAVCE 1 52(7) | 13730 | 19.05.2021

33015 PERF. KOSIK PRE STENOZU STAVCOV 1 [52(7)] 13730 | 19.05.2021

5161001 ZDROJ SVETLA LED 1,2 76W 10 52(7) | 35158 | 19.05.2021

5525301 LOGIC 4K, OVLADAC KAMERY 13 [52(7)| 18034 | 19.05.2021

5525401 MANUALNY DIALKOVY OVLADAC USB 52(7) | 61583 | 19.05.2021

7970405 CISTIACA KEFA @ 5 MM TL 400MM 52(7) | 38835 | 19.05.2021

80663523 KABEL S OPTICKYM VLAKNOM @ 3.5MM TL 2.3M 52(7) | 35507 | 19.05.2021

8095.07 ADAPTER NA STRANE PROJEKTORA 52(7) | 37089 | 19.05.2021

1

1

1

80663530 KABEL S OPTICKYM VLAKNOM @ 3.5MM TL 3M 1 52(7) | 35507 | 19.05.2021

1

809509 ADAPTER NA STRANE ENDOSKOPU 1 52(7)| 37089 | 19.05.2021
1

85261504 | SOSOVKY ZOOM F 13-29MM 52(7) | 36292 | 19.05.2021
85525942 | LOGIC 4K, HLAVA KAMERY 13  |52(7)| 35958 | 19.05.2021

8791.751 KUZEL'OVY ADAPTER 1 52(7) | 37086 | 19.05.2021
8792.451 MEMBRANOVY DOPLNOK 1 52(7)| 37086 | 19.05.2021
8792.452 TESNIACI HORNY ADAPTER 1 52(7) | 37086 | 19.05.2021
8866.956 UDERNIK ACL TL 248MM 1 52(7) | 32312 | 19.05.2021
89.02 TESNIACA KRYTKA, KRYTKA 3,4-5,1MM 1 52(7) | 61713 | 19.05.2021
89.103 TESNIACE MEMBRANY @ 17MM 1 52(7) | 61713 | 19.05.2021
892009000 | ADAPTER ENDOSKOPU 1 52(7) | 37086 | 19.05.2021
89220.1408 | PREDLZOVACIA MANZETA 1 52(7)| 37086 | 19.05.2021
892500600 | PRUZINOVA RUKOVAT 1 52(7) | 35948 [25.05.2021
Konlec zoznamu
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EC-Copformity Declaration according to
Medical Device Regulation 2017/745

RICHARD WOLF GMBH
Pforzheimer Stral3e 32
75438 Knittlingen
Germany

herewith declares
that the products with

Type / Description / Device Master Record:

Title: University Hospital, Bratislawa

see Annex, Version: 2022-12-1 .0
nt provisions of Medical D
formity assessment proce

are conforming to the releva evice Regulation 2017/745,
and this was proved by a con dure according to Article 52

(7) sentence 1.

Richard Wolf GmbH
according to EN 1SO

has etablished and maintains a quality management system
13485:2016, Registration number:; 50593-14-02

Date Name Signature

Position

-----------------------------

Manager Regulatory Affairs

----------------------------

Director Global Regulatory Affairs
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This documentation may not be cop
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info@richard-wolf.com
Geschaftsfuhrer/Managing Directors: Jurgen Pfab, Jirgen Steinbeck



WOoLF/A)

spirit of excellence

Legende

Type: Artikelnummer/ Article number

Description: Description of product according to product label
Class, Rule: Class and Rule according to MDR 2017/745

Article: Conformity assessment procedure MDR 2017/745
DMR: Release date of Device Master Record (DMR)

Annex: Version:2022-12-1.0

Type Description Class[Rule[Articlef GMDN| DMR
2305100 REMOTE FOOTSWITCH 2 PEDALS+2 BUTTONS I 13 | 52(7) | 36336 12021-05-19
2330045 CONNECTION CABLE MONO WL 3M I 1 |52(7)|47487 2021-05-19
2330901 FOOTSWITCH 2 PEDALS I 1 |52(7)|36336/2021-05-19
32116014 | UNIT CART BASE ELECTR. 220-230VAC I | 13 |52(7)|35124|2021-05-19
33011 PERF. BASKET FOR VERTEBRIS LUMBAR | 1 |52(7)|13730.2021-05-19
33015 PERF. BASKET FOR VERTEBRIS STENOSIS [ 1 |52(7){13730/2021-05-19
5161001 LIGHT SOURCE LED 1.2 76W I 10 | 52(7) |35158 !2021-05-19
5525301 LOGIC 4K CAMERA CONTROLLER 1 13 [ 52(7) | 18034 12021-05-19
5525401 MANUAL REMOTE CONTROL USB | 1 [52(7)|61583/2021-05-19
7970405 CLEANING BRUSH @ 5MM TL 400MM I 1 52(7) | 38835 /2021-05-19
80663523 FIBER LIGHT CABLE @ 3.5MM TL 2.3M I 1 |52(7)|35507|2021-05-19
80663530 FIBER LIGHT CABLE @ 3.5MM TL 3M I 1 |52(7)|35507 2021-05-19
8095.07 ADAPTER PROJECTOR SIDE. I 1 |[52(7)]37089 12021-05-19
809509 ADAPTER ENDOSCOPE SIDE I | 1 [52(7)|37089 2021-05-19
85261504 | ZOOM LENSF 13-29MM i Bedf L il N 1 |52(7) 36292 2021-05-19
85525942 | LOGIC 4K CAMERA HEAD 1 | 13 |52(7)|35958 2021-05-19
8791.751 CONE ADAPTOR I | 1 [52(7)|37086/2021-05-19
8792.451 MEMBRANE ATTACHMENT I | 1 |52(7)]37086)2021-05-19
8792.452 SEALING TOP ADAPTOR I | 1 |52(7)|37086/2021-05-19
8866.956 ACL HAMMER TL 248MM 1 | 1 |52(7)]32312/2021-05-19
1 89.02 SEALING CAP CAP 3.4-5.1MM I 1 |52(7)|61713{2021-05-19
89.103 SEALING MEMBRANE @ 17MM I | 1 |52(7)]61713]2021-05-19
892009000 | ENDOSCOPE ADAPTOR [ 1 152(7)|37086/2021-05-19
189220.1408 | EXTENSION SLEEVE ID 7MM 0D 8MM | 1 |52(7)|370862021-05-19
892500600 | SPRING HANDLE I | 1 [52(7)]35948)/2021-05-25

End of List
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Prekladatel'ska doloZzka/Translator’s Clause:

Preklad som vypracoval ako prekladatel’ zapisany v zozname znalcov, timo&nikov a
prekladatel'ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore
anglicky jazyk , evidenéné ¢&islo prekladatela 970097

Preklad je v denniku zapisany pod &islom .... 54 ¢ /. R72Z..

Preklad suhlasi s prekladanou listinou.

Tymto vyhlasujem, Ze som si vedomy nésledkov vedome nepravdivého prekladu.

] have made the translation as a translator registered in the List of Experts, Interpreters and
Translators kept by the Ministry of Justice of the Slovak Republic in the field of English

language, registration No. of translator: 970097
The translator’s act is recorded under sequence No...%00 0L 00 .

The translation complies with the translated document.

Hereby I declare I am aware of the consequences of knowingly incorrect translation.

Moravské Lieskove, ........ .l ity

Podpis prekladatel’a/Translator's signature
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