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Original - EU-Konformitatserklarung nach Verordnung (EU) 2017/745 Uber Medizinprodukte

Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir
Richard Wolf GmbH

Pforzheimer Stralle 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

erklaren in alleiniger Verantwortung, dass das/die
Medizinprodukt(e) allen anwendbaren Anforderungen der
Verordnung (EU) 2017/745 lber Medizinprodukte entspricht
und wir die alleinige Verantwortung fur die Ausstellung dieser
Konformitatserklarung tragen

Konformitatsbewertungsverfahren nach:
Artikel 52 Abs. 7, Satz | der Verordnung (EU) 2017/745

Gliltigkeitsdauer/ 13.12.2025

Validity:

Ort und Datum der
Ausstellung /
Place and date of
issue:

Knittlingen, 21.02.2022

Datum / Date:

Bereichsleitung Forschung und
Entwicklung /

Vice-President Research and
Development:

Abteilungsleitung Zulassung
Regulatory Affairs / /7 J Et'?
J

=Zf .02. Zo22-

kVe

Richard Wolf GmbH
Pforzheimer StralRe 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the provisions of the Regulation EU 2017/745 on medical
devices and that we are solely responsible for Issuing this
Declaration of Conformity

Conformity assessment procedure according to:

Article 52 (7) sentence 1 ofthe Regulation EU 2017/745 on
medical devices

Unterschrift / Signature:

Jens Rennert

A.(EN

Director Global Regulatory Affairs: " 1 CfJ-C.
Ute Greiner
Bereichsleitung Qualitat und
Regulatorik /
Vice President Global Quality
Assurance and Regulatory Affairs: Wulf Bruno"T?
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Produktliste / Product List

Materialnummer/Typ Produkt- und Handelsname Risikoklasse
Material number/Type Product and trade name Risk class
8911.318 EINFUHRUNGSVENTIL \

INSTRUMENT VALVE

Basis UDI-DI / 405520727052019-0028412PG

Basic UDI-DI:

Verwendungszweck Intended use

Die Produkte dienen zum Abdichten des OP-Endoskop- The products serve to seal the working channel of the operating
Arbeitskanals beim Einfilhren von 5 mm Hilfsinstrumenten. endoscope when 5 mm auxiliary instruments are inserted.
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Vertaling - EU-conformiteitsverklaring conform verordening (EU) 2017/745 betreffende medische
hulpmiddelen

Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wij
Richard Wolf GmbH

Pforzheimer StralRe 32
75438 Knittlingen

Duitsland
Serienummer DE-MF-000007048

deverklaren onder volledige verantwoordelijkheid dat het/de
medische hulpmiddel(en) voldoen aan alle toepasbare
vereisten van de verordening (EU) 2017/745 betreffende
medische hulpmiddelen en dat wij de volledige
verantwoordelijkheid voor de afgifte van deze
conformiteitsverklaring dragen

Conformiteitsbeoordelingsprocedure conform
artikel 52 paragraaf 7, lid 1 van de verordening (EU) 2017/745

Geldigheidsduur / 13.12.2025

Validity:

Plaats en datum van
de afgifte /

Place and date of
issue:

Knittlingen, 21.02.2022

Datum / Date:

Afdelingsmanagement Onderzoek
en ontwikkeling /

Vice-President Research and
Development:

Afdelingsmanagement toelating
Regulatory Affairs /
Director Global Regulatory Affairs:

Afdelingsmanagement kwaliteit en
interventie /

Vice President Global Quality
Assurance and Regulatory Affairs:

We

Richard Wolf GmbH
Pforzheimer Stral3e 32
75438 Khnittlingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the provisions of the Regulation EU 2017/745 on medical
devices and that we are solely responsible for issuing this
Declaration of Conformity

Conformity assessment procedure according to:

Article 52 (7) sentence 1 of the Regulation EU 2017/745 on
medical devices

Handtekening / Signature:

Dit is een volledige vertaling. Deze is alleen geldig in combinatie met de
ondertekende originele verklaring van overeenstemming. /

This is a complete translation; it is only valid in combination with the
signed original declaration of conformity.
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Productlijst / Product List

RICHRARD

WOLF

Materiaalnummer/type Product- en handelsnaam Risicoklasse

Material number/Type Product and trade name Risk class

8911.318 INVOERVENTIEL I
INSTRUMENT VALVE

Basis UDI-DI / 405520727052019-0028412PG

Basic UDI-DI:

Doeleinde

De producten zijn bedoeld voor het afdichten van een operatief
endoscopisch werkkanaal tijdens het inbrengen van

Intended use

hulpinstrumenten met een lengte van 5 mm.

The products serve to seal the working channel of the operating
endoscope when 5 mm auxiliary instruments are inserted.
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