EU Certificate

for the assessment of the
guality management system

according to Medical Devic
(EU) 2017/745 Annex

As a Notified Body of the European Union DEKRACe -"1{. i
manufacturer

Richard Wolf G
Single Registration Num / J000C

D (SRN) DE-MF-0
Pforzheimer Str. 32, 754 /«"n(’«o/,\//ﬂ/%

- —————— ——
e e ——— ——

!
e

-
R
e

applies a quali l'y-”, nent/system according to# Chapteri+io

or tr ’ ,’/,'/ jevic / S {,:' ‘///ll',/;(l”//‘m‘/'
ConuTe i e el s T s
i 2

i 7
audits. | ’////////7/////

7

7 ///

///%%é////////
-

Previous certificafé no. n 0-01-02; iss 4»//-///‘4‘/./—‘////4// ~ ~

** * 4 o Benamt durchDesignated by

* Zentralstelle der Lander §

* gL * fr Qmund_hf_zi‘lsschnz 2

== bei Arzneimitteln und =

(\?‘T Digital unterschrieben von Stephanie * * **' Medizinprodukten 2
3 ~ Donner

L< Datum: 2026-07-06 08:58:16+02:00 * * * BS-MDR-092

DEKRA Certifiéation GmbH, Stuttgart
Notified Body ID number: 0124

DEKRA Certification GmbH * HandwerkstraRe 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte Page 1 of 3


https://dekra-sign.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAiGCVjoVF4I2I_lTkBgmpxQyG0WmWwWCr

Annex to the EU Certificate no. 50593

Following devices/device categories are included in this certificate:

Class Ir
For the devices listed below, the review of the quality management system refers exclusi
to the aspects related to reuse, in particular cleaning, disinfection, sterilization, maintena
and functional testing and the related instructions for use.

MDN 1208 - Trocar tips and obturators
- Basic-UDI-DI: 405520714102019-0018385CP

MDN 1208 - Working sleeves
- Basic-UDI-DI: 405520716102019-0017628FH

MDN 1208 - Sheaths, obturators and dilators
- Basic-UDI-DI: 405520711112019-001763092

MDN 1208 - Hand-held instruments
- Basic-UDI-DI: 405520724062021-0037381G3
- Basic-UDI-DI: 405520717012019-0018005FT
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MDN 1202 - Tube s
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MDN 1202 - Suction and/or irrigation tubes
- Basic-UDI-DI: 405520711032019- 32!
- Basic-UDI-DI: 405520711032019-0018261
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Following devices/device categories are included in this certificate:

Class lib

MDA 0306 - Insufflators
- Basic-UDI-DI: 405520731102025-0039821AH 1
Intended Use: The products are used to insufflate CO2 in body cavities or hollow

- Basic-UDI-DI: 405520731102025-0039822AK
organs as well as to discharge the insufflation gas.

- Basic-UDI-DI: 405520731102025-0039823AM
- Intended Use: The products are used for insufflation of CO
organs and to heat CO2 in body cavities or hollow organs.

- -Basic-UDI-DI: 405520731102025-0039824AP
- Intended Use: The products are used for insufflationof" €02
hollow organs, to heat CO2 in body cavities o ﬂ’-ﬁ% 5
insufflation gas.

Change(s) to previous certificate:
Implementation of products und [
Implementation of products unde

——
——

-
o
-

—
e
“\\“‘.‘::‘.‘.‘. —

NS

R
R
T T
R

‘\“‘—‘—; =
AR

DEKRA Certification GmbH * HandwerkstraRe 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte Page 3 of 3



		stephanie.donner@dekra.com
	2026-07-05T23:58:16-0700
	Stephanie Donner


		2026-07-06T06:58:44+0000
	Certified by Adobe Acrobat Sign


		2026-07-06T06:58:44+0000
	Certified by Adobe Acrobat Sign




