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OSVEDCENIE ES 
k systemu zabezpecovania kvality 

v zmysle smernice 93/42/EHS, priloha 
II, okrem bodu (4) 
DEKRA Certification GmbH ako notifikovany organ Eur6pskej unie potvrdzuje, ze spolocnost' 

Richard Wolf GmbH 

Pforzheimer StraBe 32, 75438 Knittlingen , Nemecko 
Certifikovana lokalita: 

Pforzheimer StraBe 32, 75438 Knittlingen , Nemecko 

uplatr'luje system zabezpecenia kvality podra prilohy II k smemici 93/42/EHS pre zdravotnfcke 
pomocky uvedene v prilohe. Schvalenie je zalozene na vysledku spravy o recertifikacnom audite c. 
50593-27-00, rozhodnuti zo dr'la 01 .04.2020 a je platne len v suvislosti s uspesnym vykonanfm 
rocnych dozornych auditov. 
Toto osvedcenie je platne od 1.4.2020 do 26.05.2024 

Registracne c. 50593-16-05 

' ~/ )c, i';, DEKRA;\ \~, .,. ti 
~---#--- ---\i-~"'.l•~'~--- " 

Ruth Delbegk-Bayer 
DEKRA Certification GmbH Stuttgart; 01.04.2020 
ldentifikacne cfslo notifikovaneho organu: 0124 

DEKRA Certification GmbH HandwerkstraBe 15 - D-40565 Stuttgart -www.dekra-certification.de 
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Priloha k Osvedceniu ES c. 50593-16-05 
Platnost' od 01.04.2020 do 26.06.2024 

Status revlzll prllohy: 0, dr'\a 01 .04.2020 

Zariadenia/kateg6rie zariadenl zahrnute do tohto osvedtenia: 

V prlpade nizsie uvedenych vyrobkov sa preskumanie systemu zabezpetenia kvality vzfahuje vyluene na 
aspekty vyroby tykajuce sa zabezpecenia a udrtiavania sterilnych podmienok. 

Endoskopicky odsavacl ventil, jednorazovy, sterilny 
Filter odsavacieho systemu, casticovy 
Odsavacia/irigacna hadicka, jednorazova 

Jcieda II a· 
Zakladna endotrachealna rurka, na opakovane pou:zitie 
Zakladna valcekova pumpa 
Klieste na rezanie kostf 
Lievik na kostny step 
Bronchoskopicka trubica 
Kanylovany chirurgicky vrtak, na opakovane pou:zitie 
Adapter na monta! endoskopu 
Endoskopicke puzdro, na opakovane pou:zitie 
Endoskopicky elektrochirurgicky nasadec/elektr6da, bipolarny, na opakovane pou:zitie 
Endoskopicky elektrochirurgicky nasadec/elektr6da, monopolarny, na opakovane pou!itie 
Suprava endoskopickych hadiciek na insuflaciu, jednorazova 
Suprava endoskopickych hadiciek na insuflaciu, sterilna, na opakovane pou:zitie 
Flexibilny fibreopticky cystouretroskop 
Flexibilny fibreopticky hysteroskop 
Flexibilny fibreopticky nazofaryngoskop 
Flexibilny fibreopticky ureterorenoskop 
Flexibilny videobronchoskop, na opakovane pou:zitie 
Flexibilny videocystoskop, na opakovane pou:zitie 
Flexibilny videoureterorenoskop, na opakovane pou:zitie 
Ryhovany chirurgicky vrtak, na opakovane pou:zitie 
Endoskopicka ihla na vseobecne pou:zitie, na opakovane pou:zitie 
Endoskopicka ihla na vseobecne pou:zitie, jednorazova 
Hemoroidalny ligator 
Hadicka na vysokotlakovy medicinalny plyn 
Laparoskopicka prfstupova kanyla, opakovane pouziterna 
Laparoskopicky multiinstrumentalny prfstupovy port, na opakovane pou:zitie 
Laparoskopicky multiinstrumentalny prfstupovy port, jednorazovy 
Laserove vlakno 
Motor systemu chirurgickeho elektrickeho naradia napajaneho zo siete 
Nfzkotlakove hadicky na lekarsky vzduch 
Mikrobialny lekarsky plynovy filter, sterilny, jednorazovy 
Aplikacny softver pre audiovizualny system spravy udajov/prfstrojov v operacnej sale 
Ortopedicky vrtak, na opakovane pou:zitie 
Ortopedicky vrtak, jednorazovy 
Resektoskop 
Rigidny bronchoskop 

. • Rigidny cystouretroskop 
Rigidny endoskopicky teleskop 
Rigidne endoskopicke uchopovacie klieste, na opakovane pou:zitie 
Rigidny opticky hysteroskop 
Rigidny intubacny laryngoskop na opakovane pou:zitie 
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Priloha k Osvedceniu ES c. 50593-16-05 
Platnost' od 01.04.2020 do 26.05.2024 

Status revlzll prllohy: 0, dl'la 01 .04.2020 

Zariadenia/kategOrie zariadenl zahrnute do tohto osvedeenia: 

Rigidny mediaslinoskop 
Rigidny nefroskop 
Rigidny oplicky laparoskop 
Rigidny ureterorenoskop 
Spinalna ihla, jednorazova 
Pneumoperitonealna ihla s pruzinou, na opakovane pouzitie 
Vodie chirurgickeho vrtaka, na opakovane pouzitie 
Odsavacia jednotka systemu na nakladanie s chirurgickou tekutinou/dymom 
Chirurgicka gilotina 
S?prava ch!rurg!ckych irigaenych hadiCiek, na opakovane pouzitie 
Suprava ch1rurg1ckych irigaenych hadiCiek, jednorazova 
Chirurgicky irigaeny/aspiraeny nasadec, na opakovane pouzitie 
Suprava hadiCiek na chirurgicku irigaciu/aspiraciu 
Riadiaca jednotka systemu chirurgickeho elektrickeho naradia, napajana zo siete 
Vrecko na odsavanie tkanfv 
System na morcelaciu tkanfv 
Nasadec systemu na morcelaciu tkanfv, napajany zo siete 
Cervikalny pohar/transilluminator matemicoveho manipulatora 
Matemicovy manipulator, na opakovane pouzitie 
Matemicova sonda 

Jrjeda II b 
Generator elektrochirurgickeho systemu 
Endoskopicka elektrochirurgicka elektrOda, bipolama, na opakovane pouzitie 
Endoskopicka elektrochirurgicka elektrOda, bipolarna, jednorazova, sterilna 
Endoskopicky elektrochirurgicky nasadec/elektrOda, monopolamy, na opakovane pouzitie 
Endoskopicka elektrochirurgicka elektrOda, monopolama,jednorazova 
Endoskopicky elektrochirurgicky nasadec/elektrOda, bipolamy, na opakovane pouzitie 
Endoskopicky elektrochirurgicky nasadec/elektrOda, monopolamy, na opakovane pouzitie 
Endoskopicky elektrochirurgicky nasadec/elektrOda, monopolamy, jednorazovy 
Vseobecny/viacnasobny chirurgicky diOdovy laserovy system 
Hysteroskopicky irigaeny/insuflaeny system 
Laparoskopicky insuflator 
Laserovy litotripsicky system 
Aplikaeny softver pre audiovizualny system spravy udajov/pristrojov v operaenej sale 
Piezoelektricky litotripsicky system 
Kotva makkych tkaniv/siet'ovinova kotva, nevstrebaterna 
Ultrazvukovy litotripsicky system 
Elektromechanicky ortopedicky system mimotelovej razovej vlny 

Ruth Delbegk-Bayer 
DEKRA Certification GmbH Stuttgart; 01.04.2020 
ldentifikaene Cislo notifikovaneho organu: 0124 
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EC CERTIFICAJ6 
for the Quality Assurance System 

· art assurance system according to the birecti; ~ 93f40~Et'~~~;x II for the medical 
~PP!ies ~- iu d 

1
- Y the annex The approval is based on the result of the.re-certification audit report no. 

5~;~11~~0~. :~e-decision ·dat!=)d 2020-04-0_1 · and is only valid_irJ connection with the successful 
perfonmance of the annlJal surveillance audits. 

This certificate is valid from 2020-04-01 to 2024-05-26 

Registration No.: 50593--16-05 

\ ll'~'g<1,r t1rl~& 
Ruth Delbe -Bayer · 
DEKRA Certification GmbH Stuttgart; 2020-04-01 

* * * Ben,nnl durcll/Oeslgnalod by 

** *• Z•ntralsr.ut d~r L~n<Mr ,3 
. ... ti:1rGesundhe-1tHc: hutz t * .,a • * belAlzntimittetn und I! * * Medalnp,O<lu'1en S * * * * * ZLG-BS-295.10.02 

Notified Body ID-number: 0124 . . 
• · GmbH • Handwerkstralle 15 • D-70565 Stuttgart • www.dekra-cert1ficat1on.de DEKRA Cerllficallon 
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Annex to the EC Certificate No. 50593-16-05 
Valid from 2020-04-01 to 2024-05-26 

Revision status of the annex: 0 dated 2020-04-01 

Devices/device categories included In the certificate: 

Class Is: 

For the products listed below, review of the Quality Assurance System refers exclusively to aspects of 
manufacture concerned with securing and maintaining sterile conditions. 

• Endoscopic suction valv!l,. single-use, sterile 
• Suction system niter, plume particulaie 
• S4clion/irrig.;itio11 tubing'. single use 

' I 

• 
• 

• 
• 

• 

• 
• 

• 
• 

• 
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Annex to the EC Certificate No. 50593-tl 6-05 
Valid from 2020-04-01 to 2024-05-26 

Revision status of the annex: o dated 2020-04-01 

Devices/device categories Included In the certificate: 

Rigid mediastlnoscope 
Rigid nephroscope 
Rigid optical laparoscope 
Rigid ureterorenoscope 
Spinal needle, single-use 

• Spring-loaded pneumoperitoneum needle reusable 

• 

• 

• 

Surgical drill guide, reusable ' 
Surgical fluid/smoke waste management system suction unit 
Surgical guillotine 

11 
• 

Surgical irrigation tubing set, reusable !j:' ;' 
Surgical 1rngat1on tubing set, single-use ·, 1~1;'\; 
Surgical 1mgat1on/aspiration handpiece, reusable };,-J !,Iii\\'·. 
Surgical irrigation/aspiration tubing set //.'. .-;: , · ';,; ;_/j '\{11.\' :~ 
Surgical power tool system control unit, line-pow,erei':::": . : -~ ->:-:-;:.~ ; .- . , •, 1 · . , lir 
Tissue extraction bag ,,;;:'_.,,>// ,,,', '> ;,-; :,,,·, • • , , ' r1'1,1r" .. .,. ,,, , _,,, / ,, , , . ( ' . 
Tissue morcellation system _--:/,-;, ., , :::,;;:;: -;: /,· •• ,. ., • 1- r ti,!'.,:, 
Tissue morcellation system handpiece; line:powered ·· - ' .,,,/,, -:.,,; , ,_, • , ', 

0J/; r [ ,,, ,, 
Ut . · I · . , · · ,, · :, I ( r erine manipu ator cervical ;~p/tr~l)Slllu/mj~at~r•,,- :;:::: ·- ,;,:_-,;:;_ -;:-/ .,-;,-;, '·:·, • , -h(;,,.; •f •··. 
Uter~ne manipulator, reusabl~ / ;-".1/.r~~:1/~(~:::;:--;;;--,:~---:?~~;~,:,_-;::.,,/ ,, ,, , . ; f;,/J~1 1 1 ~ •1: , 
Utenneprobe ,-;. '.',, /, 1 

11\ ,, / ,,,.,,,,,_.,,.,.,,,,/.,...,-,,,-;,,,,_.,,,_,,,.,,. .......-:.,,,...,,,,..:.---:::_.....,,,,,,.,_,,., .,....-:::.,,.,. ,,.,, iL,1t :, '/•,;_,,, ;,;•, :- / .. ,:_.:. I ' jj, 1\/ 
Class II b· 'j,.. - /,~/ ,,, ,, .,/ ,, ,, ,. - ,:..--:_:-::::-%,..,,.~/...--?::..-%--;,,_::,,;, _,,,.,.._.....,,./ /_,,.,. ,/ ,,, /:-'/_....:.. :,.,f .-, 'ft· '1 
-~~-• 1/ 1 1//-/_/.,,,, , , ,.,-,,,_,.,::,. ,.,...-_,,./.,.f///:,,;,,.,•_., ,,.,_." ·,,..__:.,.,.,,.- ,.,",;.-f I, 

• f ::.---:_,..,.--;,.,.-;,.,,-~-~/~--:-;-_,.-;,.,.;-:.~1/--;"~,,.,.,";/"' ·t. .. 

• 

• 

Electrosurg1cal sysl~f!l ;, ·-::.· ·-;::--.:-.,·;-·,, 
Endoscopic / , • •• ,, 

Endoscop'.c ele~tr?.~Ul ~'.cal eJJ~~?i:~~!J?.~I~: {$i!Jf;il~'}!.~,te_rll~f «I?-:::.-;::;':.~~:-;:,:-:? , : . 
Endoscopic electrosurg1cal ha1Jdp1ece/elec,trode, monoppl!3r,:teusab1~ _;-;:; •, • , , • , 

Endoscopic electfos'u1gical;~_l~ctrpde;•mii'110P,6laf;:siri'g!e-.:Gse,,;;_!~_;3:0;~~3;~ :. --.;~ ', , 

Endoscopic electrosurgipal .~andpiece~electrode( bipolar-;- reusable~,3::-;,:::::::.:_::~ ,,:, ,, 
Endoscopic electro's·urgicaLh~nd.piece/electfode( monopolar; rl_!u_sabJe_,;;::. , . -~ =:::::.;;:_ 
Endoscopic electrosurgical. handpi~ce[('!le9tfode;cr'r)onopolar, singie'.ji~e ::::,,, ->:: , -:_ .. 
General/multiple surgiyal dio9e, Laser system ,:-:;-/ -: ~--- >,-'.'·;..::-:.-:::·:-... :.-
Hysteroscopic irrigation/insufflation sy,stem 
Laparoscopic insufflator 
laser lithotripsy system 
Operating room audiovisual data/device-management system application software 
Piezoelectric.lithotripsy system 
Soft-tissue/mesh anchor, non-bioabsorbable 
Ultrasonic lilhotripsy system 
Electromechanical orthopaedic extracorporeal shock wave therapy system 

H;"~ .. :-.~ 
Ruth Delb k-Bayer ---...;.c, 
DEKRA Certification GmbH, Stuttgart, 2020-04-01 
Notified Body ID-number: 0124 
DEKRA Cerlificalion GmbH, Handwerkslrar..e 15 • 0-70565 Sluugart • www.dekra-cerlificauon .de 
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prekladatefska dolozka/franslator· s Clause: -
Preklad som vypracoval ako prekladatef zapisany v zozname znalcov, tlmocnikov a 

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

anglicky jazyk , evidencne cislo prekladatefa 970097 

Preklad je v denniku zapisany pod cislom . . ! ~J!, ~!.-:.: .... 
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. /1~/.~~f..& .. 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, ...... /~ .. e-.. : ... !:.~!:_f!:::_ 

Podpis prekladatefaffranslator' s signature 
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