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For electronic publication only

mdc medical device certification GmbH

Kriegerstraße 6 

D-70191 Stuttgart, Germany 

Phone: +49-(0)711-253597-0 

Fax: +49-(0)711-253597-10 

Internet: http://www.mdc-ce.de 

mdc medical device certification GmbH 
Notified Body 0483 

herewith grants 

sifin diagnostics gmbh  
Berliner Allee 317-321 

13088 Berlin 
Germany 

for the scope 

bedside-cards  

Serafol® and Serafol® AB0 (clones Anti-A A003, Anti-B B005),  
Serafol® AB0+D (clones Anti-A A003, Anti-B B005, Anti-D BS 226)  

the 

EC Design Examination Certificate 
The examination of the design of the product by mdc has proven 

that the design meets the requirements according to 

Annex IV – Section 4 
of the Council Directive 98/79/EC 

of the European Parliament and of the Council of 
27 October 1998 on in vitro diagnostic medical devices. 

This certificate is only valid in connection with a valid mdc certificate 
according to Annex IV – excluding section 4 and 6 for the above mentioned products. 

Valid from  2018-10-23 
Valid until  2023-10-22 

Registration no.  D1058700044 
Report no.  P18-01016-125784 

Stuttgart  2018-10-08 

Head of Certification Body 

Vaida
Typewritten Text
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Safety assessment 
Serafol® AB0+D 
 
According to Regulation (EC) No. 1907/2006 
Issue date: 2012-11-23, Replaces version: 2011-10-21 
 
 

Page 1 of 1 
 

Manufacturer: sifin diagnostics gmbh | Berliner Allee 317-321 | 13088 Berlin | Germany | T: +49 30 927 030-0 | F: +49 30 927 030-30 | info@sifin.de | www.sifin.de 

 
Article number  
BG 1703, BG 1723, 803120 

Trade name 
Serafol® AB0+D 

Intended use  
Test cards for ABO+D identity checking before blood transfusions 

Name of supplier  
sifin diagnostics gmbh  
Berliner Allee 317-321 
13088 Berlin, Germany 

Contact for technical information 
Phone: +49 30 927 030-0, Head of Department Blood Grouping Serology 
Telefax: +49 30 927 030-30 
E-mail: info@sifin.de 

E-Mail (competent person)  
msds@conceptec.de  

Emergency telephone number 
Phone: +49 30 927 030-0, Safety Officer for Medical Devices  
Mo. - Th. 7.30 a.m. - 4.15 p.m., Fr. 7.30 a.m. - 3.00 p.m. 

Classification of the mixture  
Classification according to Regulation (EC) 1272/2008 (CLP): This mixture is classified as not hazardous according to 
Regulation (EC) 1272/2008 (CLP). 
Classification according to Directive 1999/45/EC (DPD): This mixture is classified as not hazardous according to 
Directive 1999/45/EC. 

Label elements 
Labelling according to Regulation (EC) 1272/2008 [CLP]: Not applicable. 
Labelling according to Directive 1999/45/EC (DPD): Not applicable. 

Other hazards 
None known. Minimum standards for protection measures (TRGS 500) as common in the chemical industry should be 
followed.  

According to Article 31 of the REACH Regulation, drawing up a safety data sheet for this product is unnecessary, as 
the product is neither classified as a hazardous material nor does it contain hazardous ingredients or materials with 
Community (EC) workplace exposure limits or substances of very high concern (SVHC) above their particular legal 
nominal limits. Under REACH Regulation (EC) no. 1907/2006 (REACH), no safety data sheet is therefore required and 
also not available in this case. 
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