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Swiss Precision 
Diagnostics 
GmbH 

Document Title- DC-0277
Cover Page to Declarations of Conformity to In Vitro Diagnostic Medical 

Device Directive 98/79/EC (IVDD) 

Pre Design Freeze D Post Design FreezeD Non Project [8J 

1 Summary 

File note to accompany DC-0277 - Clearblue Digital Ultra Early Pregnancy Test  - CB15. 

2       Detailed Information 

2.1 Details of Change 

To provide the statement that the EU Authorised Representative for the device named above with the 
European Union is: 

Medical Device Safety Service GmbH (MOSS) has been appointed SPD's Authorised Representative 
for products placed on the market in EEA. Details for MOSS are: 

Medical Device Safety Service GmbH 
Schiffgraben 41 
Hannover 30175 
Germany 

2.2 Declaration 

We hereby declare that DC-0277 - Clearblue Digital Ultra Early Pregnancy Test - CB15 complies with 
all the provisions of the In Vitro Diagnostic Medical Device Directive 98/79/EC (IVDD). 
Accordingly, the ( E mark with Notified Body registration number 0123 will be placed on all
production batches placed on the market in the European Union and EEA member states as defined 
in Section 3 of this document. The manufacturer retains all supporting documentation. The declaration 
of conformity is issued under the sole responsibility of the manufacturer. 

This is not a significant change according to MDCG-20022-6 - Guidance on significant changes 
regarding the transitional provision under Article 110(3) of the IVDR. 

3 Approval 

For and on behalf of SPD Swiss Precision Diagnostics GmbH 

Name: �<Y\ f-12..f:-Nc...\-l

Signatur�� 

Date: t>O NOV1...o7-'2 

This document is confidential and must not be copied, loaned or used 
without prior written consent of SPD. If this document is printed, 
confirm current version via ensur before use. 

Template Number: 
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