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DEKRA grants the right to use the EC Notified Body ldentification Numberjll$ateo below tQ accompanttl1.e=C.,F=
Marking of Conformity on the products concerned conforming to the required TeChnical Documentation anO meetirg
theprovisionsoftheEU-Regulationwhichapplytothem:..::=:.../:

0344
Supplement to certificate: 21 1381 2CN

B. Braun Melsungen AG, Carl-BraunStraRe 1,34212 Melsungen,

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant requirements of EU Regulation
20171745, including all subsequent amendments for the above mentioned conformity assessment. The manufacturer/
authorized representative is subject to periodic surveillance as required frcr the applicable conformity assessment in
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J.M. McKenzie
Principal Certification Manager

First lssued. 6 October 2023 Date: 29 November 2023 Expiry date: 1 October 2028

@ lntegral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with lD no 0344

DEKRACertificationB.V. Meander1O51,6825MJ Arnhem P.O.Box5185,6802ED Arnhem,TheNetherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396

,,, :- ''

EU Technical Documentation Assessment Certificate
Conformity Assessment Regulation 20171745 on Medical devices, Annex lX Chapter ll and tl!

Manufacturer:

B.Braun Medical AG
Seesatz 17
CH-62M Sempach
SwiEerland
SRN lD.: CH-MF-000017781

Authorized Representative:
Germany

DEKRA Certification B.V.
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B.T.M. Holtus
Managing Director
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Number: 2247049TD0, 
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EU Technical Documentation Assessment Certificate
Conformity Assessment Regulation 20171745 on Medical devices, Annex lX Chapter ll and lll

Thiscertificatecoversthefollowingdevice(s):

Class lll

Basic UDI-lD: 40392390000009222N

Device Name: Prontosan Wound Gel

Type: M040405 Hydrogel Dressings

Models:
- PWG-30

lntended Purpose
For cleansing, moistening and decontamination of acute,
chronic and :: :, ' ,, 'i,

infected dermal wounds and burns. ,.,', r,
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Certificate History
,,

ldentification of the Common Specifhations and Harmonized Standards complied with are documented within the technical
documentation and audit assessmenrs carried out. These are traceabte thpagh.ihe DEKRA Cefttication B.V Ceiificatiai Notice.
The Ceftification Notice also identifies the necessary information rclated to the quality management system of the manufacturer.

First lssued: 6 October 2023 Date: 29 November 2023 Expiry date: 1 October 2028

O lntegral publication of this certificate and adjoining reports is allowed

DEKRA Certiflcation B.V. is Notified Body with lD no 0344
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including facilities.

Revision Date of lssue certificate CertificaUon Notice
Refirence, , j :, :: ., :t .

4il'1",'
0 6-10-2023 2113812CN25 First issue ,

1 29-11-2023 2113812CN26 Revised .
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