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OJCLF[MJ 
Duch excelentnosti 

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

Spolocnost' 
RICHARD WOLF GMBH 
Pforzheimer StraBe 32 
75438 Knittlingen 
Germany (Nemecko) 

tymto vyhlasuje, ze 
nasledujuce 
vyrobky 

Typ/opis/hlavny zaznam zariadenia: 

Nazov: Fakultna nemocnica, Bratislava, 
pozri prrlohu, verzia: 2022-12-1.0 
su v sulade s prf slusnymi ustanoveniami nariadenia o zdravotnfckych 
pomockach 2017/745, 
a toto bolo preukazane postupom posudzovania zhody podra clanku 52 
odstavec 7 prva veta. 

Spolocnost' Richard Wolf GmbH zaviedla a udrziava system riadenia kvality podra 
normy EN ISO 13485:2016, registracne cfslo: 50593-14-02 

Funkcia Datum Meno Podpis 

Manazer pre regulatne zalezitosti 13.12.2022 Jurgen Kim 

Rla<llle/ pn, glob/line ,egui..,_, z61•-• 13.12.2022 Ule G,eene, .. -15-... : ... £<=..: ................... . 
len na u~ly registracie Cislo projektu: 348, 107a © Richard Wolf GmbH 

Strana 1/2: Datum tlafe: 13.12.2022 
Tato dokumentacia sa nesmie koplrovaf, ani sa nesmle Jej obsah odovzdavaf a komerene vyu!lvaf, ak nle je vyslovne dohodnut6 lnak. 

:hard Wolf GmbH Pforzheimer StraBe 32 75438 Knittlingen, Germany (Nemecko) Tel. : +49 7043 35-0 Fax: +49 7043 35-4300 
info@richard-wolf.com www.richard-wolf.com Handelsregister/Obchodny register: Mannheim HRB 510031 

Geschaftstohrer/Konatelia: J0rgen Pfab, Jorgen Steinbeck 1 



RICHRRD(M] nJCLF 
Duch excelentnosti 

Legends 
Typ: Artlkelnummer/ Clslo artlklu: 
Opls: Opls vyrobku podra Atltku produktu 
Trieda, pravldlo: Trleda a pravldlo podl'a narladenla o zdravotnlckych pomOckach 2017/745 
Clanok: Postup posudzovanla zhody- narladenle o zdravotnlckych pom0ckach 2017/745 
DMR: Datum vydanla hlavneho zaznamu o zarladenl (DMR) 

Prfloha: Verzla: 2022-12-1.0 
Typ: I Opls 

2305100 I DIAtKOVY NO2NY SPINAC 2 PEDALE + 2 TLACIDLA 
2330045 SPOJOVACI KABEL MONO WL 3M 
2330901 NO2NY SPINAC 2 PEDALE 
32116014 BAzA VOZIKA JEDNOTKY, ELEKTR. 220-230 VAC 
33011 PERF. KOSIK PRE BEDROVE STAVCE 
33015 PERF. KOSIK PRE STEN6ZU STAVCOV 
5161001 ZDROJ SVETLA LED 1,2 76W 
5525301 LOGIC 4K, OVlADAC KAMERY 
5525401 MANUALNY DIAtKOVY OVlADAC USB 
7970405 CISTIACA KEFA 9} 5 MM TL 400MM 
80663523 KABEL S OPTICKYM VLAKNOM 9l 3.5MM TL 2.3M 
80663530 KABEL S OPTICKYM vlAKNOM 9} 3.5MM TL 3M 
8095.07 ADAPTER NA STRANE PROJEKTORA 
809509 ADAPTER NA STRANE ENDOSKOPU 
85261504 $O$OVKY ZOOM F 13-29MM 
85525942 LOGIC 4K, HLAVA KAMERY 
8791 .751 KU2EtOVY ADAPTER 
8792.451 MEMBRANOVY DOPLNOK 
8792.452 TESNIACI HORNY ADAPTER 
8866.956 UDERNIK ACL TL 248MM 
89.02 TESNIACA KRYTKA, KRYTKA 3,4-5, 1 MM 
89.103 TESNIACE MEMBRANY ¢ 17MM 
892009000 ADAPTER ENDOSKOPU 
89220.1408 PREDLL'.OVACIA MANZETA 
892500600 PRUZINOVA RUKOVAf 

Konlec zoznamu 

len na urely registracie Clslo projektu: 348, 107a 
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tlinol GMDN DMR 

52(7) 36336 19.05.2021 
52(7) 47487 19.05.2021 
52(7) 36336 19.05.2021 
52(7) 35124 19.05.2021 
52(7) 13730 19.05.2021 
52(7) 13730 19.05.2021 
52(7) 35158 19.05.2021 
52(7) 18034 19.05.2021 
52(7) 61583 19.05.2021 
52(7) 38835 19.05.2021 
52(7) 35507 19.05.2021 
52(7) 35507 19.05.2021 
52(7) 37089 19.05.2021 
52(7) 37089 19.05.2021 
52(7) 36292 19.05.2021 
52(7) 35958 19.05.2021 
52(7) 37086 19.05.2021 
52(7) 37086 19.05.2021 
52(7) 37086 19.05.2021 
52(7) 32312 19.05.2021 
52(7) 61713 19.05.,7021 
52(7) 61713 19.05.2021 
52(7) 37086 19.05.2021 
52(7) 37086 19.05.2021 
52(7) 35948 ~5.05.2021 

C Richard Wolf GmbH 
Datum tlafe: 13.12.2022 

rd w If G bH Pforzheimer StraBe 32 75438 Knlttlingen, Germany (Nemecko) Tel.: +49 7043 35-0 Fax: +49 7043 35-4300 18 0
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CUCLFOO 
.spirit of excellence 

EC-Conformity Declaration according to 
Medical Device Regulation 2011n45 

RICHARD WOLF ,GMBH 
Pforzh~(itr~r StraBe .32 · 
75438,-Knittlingen . 
Germany 

herewith· declares 
tha.t the prc;,qucts w.i.th 

Type lDescription / Device Master Record: 

Ti~e: unhi~rs.ity Hospital, ·s:ratislawa 

:see Al"!nex, · V~rslon: 2Q22-12-1.0 
-are'conformiQg to the relevant provisions ,of Medical DeviceRegulation 2017/745, 
and Jhis was. proved by a conformity assessment procedure according to Article 52 

-(7) sen_t¢ri~ 1- -
R'ichard WolfGmb-H has etablished and maintains a quality managementsystem 
·accordiiis, ,fo .EN ISO 13485:2016, Registration number: 50593~14-02 

Pos/tion 
Date ·S/gflature 

Manager Re_gulotory ll/fplrs 
_/2,1i. U> 2,1,, 
·············--·--.......... . JiirgenK;;n 

. . ,1t .,.-Cl, ?~c_ c_ . 
Director Global Regulatory Affairs .-........................... Ute Greiner ··~··-r;:::<= ................. . 

ror r:1Jglstration purposes only Project !'lumber. 348, 107a (C) Richard Wolr GmbH 
. .. . _ .. . . . Page 112 print: 2022-12-13 

This documentation may not be copied nor may Us contents be passlid on and commerclally utilized. unless expressly agreed otherwise 

~ict,ard Wolf GmbH · Pforzheimer Stra~e 32 75~38 J:<njttlingen, Germany Tel.: +49 7043 35-0 Fax· +49 7043 354300 
info@r!chard~wolf.con:i www.richard-woif.com Handelsreglster/frade Register- Mannh i HRS 
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Legende 
Type: Artlkelnummer/Article number 
Description: Description of product according to product label 
Class, Rule: Class and ~ule according to MDR 2017n45 
Article: Cqnformity assessment procedure MOR 2017fl45 
DMR: Releas_e date of Device Master Record (DMR) 

Annex: Verslon: 02022~12~1.o 
Type Description 
2305100 REMOTE FOOTSWITCH 2 PEDALS+2 BUTIONS 
2330P45 COl"NECTlO.lf CABLE MONO WL 3M 
2330901 .FOOTSWITCH2 PEDALS 
32116014 UN_iT-CAit te~sE _ELEGTR. Z:20~23PVAC 
33011 PERK BASKE'lf f.'.QR VERTEBRIS LUMBAR 
33015 PERF, '.BA$KET-;FOR.V_ERj'EBRIS-STENOSIS 
5161001 LlGHTSOURCE'.LED 1.2'c'7.6W 
·552530'i ~OGIC<iJ_tCAMERA CONTROLLER 
55.25401 MANUAL0REMOTE·CONTROC; USB 
79.70iqs .<:L~NINCf EiRUSH0 5MM Tl,;4-li'OMM 
806:63523 . FIBER LIGHT CABLE 0 3.5MM TL'2;3M 
806635,10 FIBER LIG.HT CABLE 0 3.SMM° TL 3M 
8095.07 ADAPTER PROJECTOR SIDE 
i309SQ9'. ADAPTER ENDOSCOPE SIDE 
85261504 ZOOM LENS F 13-29MM 1--'--'----~~-- -----~------------ -
1)5525942 LOGiC 4K CAMERA HEAD 
871;?1,75_1 CONE ADAPTOR 
8792;4S1 MEMBRANE ATTACHMENT 
8792'452 SEALING TOP ADAPT.OR 
~866.956 ACL HAMMERTJ; 24-SMM 
89.02 SEALING CAP CAP 3;4~5.iMM 
89.103 SEALING M_EMBJtAl'f~:0 .. 1_7MM 
8920.09.000 EN DOSCOP,E ADAPTOR 
89226:1408 EXTENSION SLEEVE ID 7M~ QD QMM 
892500(;00 SPRING HANDLE 

End of List 

for registration purposes only Project Number: 348, 107a 
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RICHRRD(M) QJCLF -~ 
spirit of excellence 

Class Rule Article GMDN I DMR 
I 13 52(7) 36336 )2021-05-19 
I 1 52(7) 47487 l2021-05-19 
I 1 / 52(7) 36336 /2021-05·19 
I 13 52(7), 35124 12021:05-19 
I 1 52(7) 13730 2021-05-19 
I 1 52(7) 13730 2021,05-19 
I 10 52(7) 35158 2'021-05·19 
I 13 52(7) 18034 2021•05•19 
I 1 52(7) 61583 2021-05-19 
I 1 I 52(7) 38835 /2021-05-19 
I 1 52(7) 35507 [2021-05-19 
I 1 52(7) 35507 12.021-05-19 
I 1 52(7) 37089 !2021-05-19 
I 1 52(7) .37089 [2021-05-19 
I 1 52(7) 36292 12021-05-19 
I 13 52(7) 35958 2021-05-19 
I 1 52(7) 37086 2021-05-19 
I 1 j 52(7) 37086 2021-05-19 
I 1 52(7) 37086 2021-05-19 
I 1 52(7) 32312 !2021-05-19 
1. 1 52(7) 61713 [2021-05-19 
I 1 52(7) 6P_13 j2021-05:19 

·I 1 52(7) 37086 2021-05-19 
I 1 52(7) 37086. 2021-os~19 
1 1 52(7) 35949 12021-05.25 

<C> Richard Wolf GmbH 
print: 2022-12-1;3 

Rict, rd ··543g K ·ttr G 1i I +49 a W?lf GmbH_ Pforzhelmer Str~Be_ 32 7_ .· , "' . ingen, e~any e .: . 7043 35-0 . Fax: +49 7043 35-4300 I info@richard-wolf.com www.nchard-wolf.com .. Handelsreg~sterfTrad~ Register: Mannheim HRB 510031 L Ge,ehaftSfilhrei/Managing 01,aao,s, J"""" Pfab, """'" Steo"beok 



Prekladatel'ska dolozka/Translator' s Clause: 

Preklad som vypracoval ako prekladatel' zapisany v zozname znalcov, tlmocnikov a 

prekladatel'ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore 

anglicky jazyk , evidencne cislo prekladatel'a 970097 

Prekladje v denniku zapisany pod cislom ..... ~.1~/ !:-.~-!-.~:. 
Preklad suhlasi s prekladanou listinou. 

Tymto vyhlasujem, ze som si vedomy nasledkov vedome nepravdiveho prekladu. 

I 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 ... I:<:.~/!.!~.~. of the Daily Journal 

The translation complies with the translated document. 

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

Moravske Lieskove, ....... J~ .. J~ .: ... ~~.'!-. !.: 

Podpis prekladatel'a/Translator' s signature 
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