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DECLARATION FOR THE ISSUANCE OF QUALITY CERTIFICATES 
 

 

To Whom It May Concern,  

 

 

According to IVD 98/79/EC directive,  

 

FOR ANNEX II LIST A which includes HIV, Hepatitis B and Hepatitis C tests;  the Notified Body 

must verify that the product meets the Common Technical Specification (CTS) and must release each 

batch of product before it is placed on the European market. The batch release often requires testing. 

These have EC Design Examination certificates by the notified body.  

 

FOR ANNEX III which includes all other tests for Professional use;  the manufacturer prepares a 

declaration of conformity in a similar way to the general devices. 

 

For the above mentioned reason, we hereby declare that we provide CE Certificate for only the 

Hepatitis B, Hepatitis C and HIV tests for Professional use. For the group of other Professional tests; 

it is enough to present a self-Declaration of Conformity to the EU standards.   

 

Cordially,  

 

TURKLAB TIBBİ MALZEMELER SAN TİC A.Ş 
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