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Konformitatserklarung
Declaration of Conformity

Wir

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen

Deutschland/Germany

erklaren in eigener Verantwortung,
dass das/die Produkt/e

Spacer'“s Data Module
Data communication interface

(Artikelnummern siehe Anlage 1)

mit den Anforderungen der
Richtlinie 2014/53/EU
Ubereinstimmt/Ubereinstimmen

Benannte Stelle
Nicht anwendbar

Des Weiteren erkldren wir in eigener
Verantwortung, dass das oben genannte
Produkt die Anforderung zu folgenden EU
Richtlinien

Richtlinie 2011/65/EU

des Européischen Parlaments und des Rates
vom 8. Juni 2011 zur Beschrénkung der
Verwendung bestimmter gefahrlicher Stoffe in
Elektro- und Elektronikgeraten

Giiltig bis
5 Jahre nach Ausstellungsdatum

hereby declare in our own responsibility
that the product/s

SpaceP'“s Data Module
Schnittstelle fiir Datenkommunikation

(article numbers see attachment I)

is/are in conformity with the requirements of the
Directive 2014/53/EU

Notified Body
Not applicable

Furthermore, we declare in our own
responsibility that the above-mentioned
device meets the requirements of the
following EU Directives

Directive 2011/65/EU

of the European Parliament and of the Council

of 8th June 2011 on the restriction of the use of

certain hazardous substances in electrical and
electronic equipment

Valid until
5 years after date of issue
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Art.-Nr. / Art. No. Produktname / Product name
8719160 SpacePs Data Module
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Klasse / Class
N/A
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Version

Description of the changes

1.0

Initial version.

Document No.: 170-009 - Version: 1.0 - Document ID: DC-RA-AIS-000043
Print Date - Gedruckt am: 2023-05-12 22:05 (CET)




Conf ity Declarati B. Braun Melsungen AG
- -onformity Decfaration - Automated Infusion Systems -

Declaration of Conformity - .
Regul Aff
B/ BRAUN

Module - RED Document No.: 170-009
- Version: 1.0
Effective Date: 2023-05-12
Page: 4 of 4

Title: Declaration of Conformity - 170-009 - SpacePlus Data Module - RED Initiator: Malte Loh

This document is signed electronically in compliance with the B. Braun electronic signature policies and
procedures by following persons:

UserName: Loh, Malte (lohmatde)

Title: HC-RA-DEO8 Senior Manager Regulatory Affairs
Date: Friday, 12 May 2023, 14:57 W. Europe Daylight Time
Meaning: Document signed as Author

UserName: Loh, Malte (lohmatde)

Title: HC-RA-DEO8 Senior Manager Regulatory Affairs
Date: Friday, 12 May 2023, 15:24 W. Europe Daylight Time
Meaning: Approve Document

UserName: Arico, Mareike (sommmrde)

Title: Head of QM active MD/ Head of Regulatory Affairs CoE AIS
Date: Friday, 12 May 2023, 19:24 W. Europe Daylight Time
Meaning: Approve Document

Document No.: 170-009 - Version: 1.0 - Document ID: DC-RA-AIS-000043
Print Date - Gedruckt am: 2023-05-12 22:05 (CET)



