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OSVEDCENIE ES
k systemu zabezpec€ovania kvality

v zmysle smernice 93/42/EHS, priloha
ll, okrem bodu (4)

DEKRA Certification GmbH ako notifikovany organ Eurépskej tnie potvrdzuje, Ze spolo¢nost

Richard Wolf GmbH

Pforzheimer StrafRe 32, 75438 Knittlingen , Nemecko

Certifikovana lokalita:
Pforzheimer StraRe 32, 75438 Knittlingen , Nemecko

e&enia kvality podrfa prilohy Il k smernici 93/42/EHS pre zdravotnicke
he. Schvalenie je zaloZené na vysledku spravy o recertifikatnom audite ¢.
diia 01.04.2020 a je platné len v suvislosti s uspe$nym vykonanim

uplatiiuje systém zabezp
pomécky uvedené v prilo
50593-Z7-00, rozhodnuti zo
ro&nych dozornych auditov.

Toto osved&enie je platné od 1.4.2020 do 26.05.2024

Registraéné &. 50593-16-05

* * X % Inojazy&ny text / Navrhol:

- Mo Zentraistele der Lander .

* BELE x “imemronund &

x ® Medizinprodukten §
ZLG-BS-295.10.02
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Ruth Delbegk—Bayer
DEKRA Certification GmbH Stuttgart; 01.04.2020
Identifika&né &islo notifikovaného organu: 0124
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Priloha k Osvedd&eniu ES &. 50593-16-05

Platnost od 01.04.2020 do 26.05.2024
Status revizil prilohy: 0, dta 01.04.2020

Zariadenia/kategérie zariadeni zahrnuté do tohto osvedé&enia:

Iredals,
\' pripade_niiéie yvqc_ienych vyrobkov sa preskimanie systému zabezpetenia kvality vztahuje vyluéne na
aspekty vyroby tykajice sa zabezpetenia a udrziavania sterilnych podmienok.

Epdoskopicky odsavacl ventil, jednorazovy, sterilny
. Filter odsavacieho systému, Easticovy
*  Odsavacialirigaéna haditka, jednorazova

*  Zakladna endotrachealna rarka, na opakované pouzitie

*  Zakladna valtekova pumpa

¢ Klieste na rezanie kosti

*  Lievik na kostny $tep

. Bronchoskopicka trubica

*  Kanylovany chirurgicky vrtak, na opakované pouzitie

*  Adaptér na montaz endoskopu

. Endoskopické puzdro, na opakované pouzitie

. Endoskopicky elektrochirurgicky nasadec/elektréda, bipolarny, na opakované pouzitie
*  Endoskopicky elektrochirurgicky nasadec/elektroda, monopolarny, na opakované pouzitie
*  Suprava endoskopickych hadigiek na insuflaciu, jednorazova

*  Suprava endoskopickych hadi¢iek na insuflaciu, sterilna, na opakované pouzitie
. Flexibilny fibreopticky cystouretroskop

*  Flexibilny fibreopticky hysteroskop

*  Flexibilny fibreopticky nazofaryngoskop

*  Flexibilny fibreopticky ureterorenoskop

*  Flexibilny videobronchoskop, na opakované pouzitie

. Flexibilny videocystoskop, na opakované pouzitie

Flexibilny videoureterorenoskop, na opakované pouZitie

Ryhovany chirurgicky vrtak, na opakované pouzitie

Endoskopicka ihla na vSeobecné pouZitie, na opakované pouzitie
Endoskopicka ihla na vSeobecné pouZitie, jednorazova

Hemoroidalny ligator

Haditka na vysokotlakovy medicinalny plyn

Laparoskopicka pristupova kanyla, opakovane pouzitelna

Laparoskopicky multiinstrumentalny pristupovy port, na opakované pouzitie
Laparoskopicky multiindtrumentalny pristupovy port, jednorazovy

Laserové vlakno

Motor systému chirurgického elektrického naradia napajaného zo siete
Nizkotlakové hadi¢ky na lekarsky vzduch

Mikrobialny lekarsky plynovy filter, sterilny, jednorazovy

Aplikagny softvér pre audiovizualny systém spravy udajov/pristrojov v opera¢nej sale
Ortopedicky vrtak, na opakované pouzitie

Ortopedicky vrtak, jednorazovy

Resektoskop

Rigidny bronchoskop

Rigidny cystouretroskop

Rigidny endoskopicky teleskop

Rigidné endoskopické uchopovacie klieste, na opakované pouzitie
Rigidny opticky hysteroskop

Rigidny intubagny laryngoskop na opakované pouzitie

DEKRA Certification GmbH HandwerkstraRe 15 - D-40565 Stuttgart -www.dekra-certification.de
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Priloha k Osved¢eniu ES ¢. 50593-16-05

Platnost od 01.04.2020 do 26.05.2024

Status revizil prilohy: 0, dita 01.04.2020

Zariadenia/kategorie zariadenl zahrnuté do tohto osved&enia:

Rigidny mediastinoskop

Rigidny nefroskop

Rigidny opticky laparoskop

Rigidny ureterorenoskop

Spinalna ihla, jednorazova

Pneumoperitoneaina ihla s pruzinou, na opakované pouZzitie

Vodi¢ chirurgického vrtaka, na opakované pouzitie

Odsavacia jednotka systému na nakladanie s chirurgickou tekutinou/dymom
Chirurgicka gilotina

Suprava chirurgickych irigagnych hadiéiek, na opakované pouzitie

Suprava chirurgickych irigaénych hadiiek, jednorazova

Chirurgicky irigaény/aspiraény nasadec, na opakované pouzitie

Suprava hadiciek na chirurgicku irigaciu/aspiraciu

Riadiaca jednotka systému chirurgického elektrického naradia, napajana zo siete
Vrecko na odsavanie tkaniv

Systém na morcelaciu tkaniv

Nasadec systému na morcelaciu tkaniv, napajany zo siete

Cervikalny pohar/transilluminator maternicového manipulatora

Maternicovy manipulator, na opakované pouzitie

Maternicova sonda

Iriedall b
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Generator elektrochirurgického systému

Endoskopicka elektrochirurgicka elektréda, bipolarna, na opakované pouzitie
Endoskopicka elektrochirurgicka elektréda, bipolarna, jednorazova, sterilna
Endoskopicky elektrochirurgicky nasadec/elektroda, monopolarny, na opakované pouzitie
Endoskopicka elektrochirurgicka elektréda, monopolarna,jednorazova

Endoskopicky elektrochirurgicky nasadec/elektroda, bipolarny, na opakované pouzitie N
Endoskopicky elektrochirurgicky nasadec/elektréda, monopolarny, na opakova_né pouzitie
Endoskopicky elektrochirurgicky nasadec/elektréda, monopolarny, jednorazovy
V&eobecny/viacnasobny chirurgicky diédovy laserovy systém

Hysteroskopicky irigacny/insuflatny systém

Laparoskopicky insuflator

Laserovy litotripsicky systém o . .
Aplikaény softvér pre audiovizulny systém spravy Gdajov/pristrojov v opera¢nej sale
Piezoelektricky litotripsicky systém

Kotva makkych tkaniv/sietovinova kotva, nevstrebatelna

Ultrazvukovy litotripsicky systém .

Elektromechanicky ortopedicky systém mimotelovej razovej viny
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Ruth Delbegk;Bayer ‘

DEKRA Certification GmbH Stuttgart; 01.04.2020
Identifika&né &islo notifikovaného organu: 0124
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' EC CERTIFICATE

,:

for the Quality Assurance System

Vs -

according the Directive 93/42/EEC,
Annex I excludmg sectlon (4)

./»-»».,

As a Notified Body of the European Umon DEKRA Cemf canon GmbH cerhf‘ ies, thal the company

Richard Wolf GmbH o

Pforzheimer Stralie 32, 75438 Kmttlmgen Germany
Certified location: , S
Pforzheimer Strafle 32, 75438 Kmttlmgen Germany : i

applies a quality assurance system according to the Directive 93/42/EEC Annex |l for the medical
devices listed in the annex. The approval is based on the result of the re-certification audit report no.
50593-27-00, the decision dated 2020-04-01 and is only valid in connection with the successful
performance of the annual surveillance audits.

This certificate is valid from 2020-04-01 to 2024-05-26
Registration No.: 50593-16-05

&rc"‘”“ D, * * X% * Benannt durchiDesignated by

o" N2\ Zentralstelle der Lander 3
| far Gesundheitsschutz

i BEKrBé l‘ * EL‘ * t:uA::mrmm: und e
% A;j * Meduzinprodukten

& * 5 %% ZLG-BS-295.10.02

91r m&”

Ruth Delbe&-Bayer
DEKRA Certification GmbH Stuttgart; 2020-04-01

Notified Body ID-number: 0124
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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 | s:

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

e  Endoscopic suction valve, single-use, sterile
e  Suction system filter, plume particulate
*  Suction/irrigation tubing, single use

Class Il a:

Basic endotracheal tube, reusable

Basic roller pump

Bone cutting forceps

Bone graft funnel

Bronchoscopy tube

Cannulated surgical drill bit, reusable

Endoscope assembly adaptor EI I
Endoscope sheath, reusable A ‘ Zi A
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. Endoscoplc insufflation tubmg set smgle-use :
e Endoscopic insufflation tubing set ~sterile, reusable
¢  Flexible fibreoptic cystourethroscope PP s
e  Flexible fibreoptic hysteroscope '-,
*  Flexible fibreoptic nasopharyngoscope it >
*  Flexible fibreoptic ureterorenoscope -~~~ .~ e
° Flexible video bronchoscope reusable S
e Flexible video cystoscope, reusable e
*  Flexible video ureterorenoscope, reusable P
e  Fluted surgical drill bit, reusable . L e e
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General-purpose endoscopic needie, reusable- =~ 2o
General-purpose endoscopic needle single-use . :
Haemorrhoid ligator

High-pressure medical gas tubing

Laparoscopic access cannula, reusable

Laparoscopic multi-instrument access port, reusable

Laparoscopic multi-instrument access port, single-use

Laser fibre

Line-powered surgical power tool system motor

Medical air low pressure tubing

Microbial medical gas filter, sterile, single-use L

Operating room audiovisual data/device management system application software
Orthopaedic bur, reusable

Orthopaedic bur, single-use

Resectoscope

Rigid bronchoscope

Rigid cystourethroscope

Rigid endoscope telescope

Rigid endoscopic grasping forceps, reusable

Rigid optical hysteroscope

Rigid intubation laryngoscope, reusable

. D-70565 Stuttgart * www.dekra-centification.de
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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:

* Rigid mediastinoscope

. Rigid nephroscope

. Rigid optical Iaparoscope

* Rigid ureterorenoscope

. Spinal needle, single-use

e  Spring-loaded Pneumoperitoneum needle, reusable

° Surgical drill guide, reusable

*  Surgical fluid/smoke waste management system suction unit

e  Surgical guillotine

*  Surgical irrigation tubing set, reusable [
*  Surgical irrigation tubing set, single-use ' I
© Surgical irrigation/aspiration handpiece, reusable

e  Surgical irrigation/aspiration tubing set -~

. Surgical power tool system control unit, line-powered -

* Tissue extraction bag :

e  Tissue morcellation system v 2 ol

. Tissue morcellation system handpiece, line-powered

. Uterine manipulator cervical cup/transilluminator:

e  Uterine manipulator, reusable - e

. Uterine probe

*  Electrosurgical system generator I R P A I

* Endoscopic electrosurgical electrode, bipolar, reusable o

* Endoscopic electrosurgical eIectrod‘e;'bipolar; single-usg,"sterile.‘g., ==
* Endoscopic electrosurgical handpiece/electrode monopolar, reusablg s
» Endoscopic electrosurgical electrode, monopolar, single-use - —

¢ Endoscopic electrosurgical handpiece/electrode; bipolarf reusable

* Endoscopic electrosurgical handpiece/electrode; monopolar, rgusab_le

*  Endoscopic electrosurgical handpiece/electrode, monopolar, single-use

e General/multiple surgical diode Laser system

*  Hysteroscopic irrigation/insufflation system

* Laparoscopic insufflator

* Laser lithotripsy system - e

*  Operating room audiovisual data/device management system application software
*  Piezoelectric lithotripsy system

*  Soft-tissue/mesh anchor, non-bioabsorbable

. ic lithotripsy system

. gl’g;?:rr:z:t:anicgl zrtr):opaedic extracorporeal shock wave therapy system

» :d} 7] o
{0’170” p‘{w‘v\"
Ruth Delbelk-Bayer T
DEKRA Certification GmbH, Stuttgart, 2020-04-01
Notified Body ID-number: 0124
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prekladatel'ska dolozka/Translator’s Clause:

preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timoénikov a
prekladatel’ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore

anglicky jazyk , eviden¢né &islo prekladatela 970097
3LR f2022 .

......................

Preklad je v denniku zapisany pod &islom

Preklad suhlasi s prekladanou listinou.

Tymto vyhlasujem, Ze som si vedomy nasledkov vedome nepravdivého 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 translation complies with the translated document.
Hereby I declare I am aware of the consequences of knowingly incorrect translation.
05, 12 . 2422

Moravské Lieskove, ....... 0000000000000

Podpis prekladatel'a/Translator’s signature
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