
 

 Dear Customer, 
 

Biokit is in the process of replacing the existing Bioelisa HBsAg Colour 
Tests, Ref. 3000-1130 96T and Ref. 3000-1131 480T with a new 
product: 
 
Bioelisa HBsAg 3.0 96 Tests, Ref. 3000-1158 
Bioelisa HBsAg 3.0 480 Tests, Ref. 3000-1159 
 
Bioelisa HBsAg 3.0 and Bioelisa HBsAg Colour have exactly the 
same product performance and the same product protocol.  
 
Bioelisa HBsAg 3.0 has recently been cleared by CE mark authorities. 
 
The only difference is the way of producing the guinea pig polyclonal 
capture antibody used in the coating of the microplates.  Sourcing this 
antibody was a limitation factor for increasing production capacity. Two 
years ago Biokit decided to develop a new production method to avoid 
this inconvenience. 
 
As a CE Mark, Class IIA blood screening product of critical importance, 
a change in a main component involves new registration and a new 
part number. 
 
Bioelisa HBsAg 3.0 can be commercialized in the European Union 
without restrictions. European distributors can place orders with the 
new part number. Please contact your area manager for further 
information 
 
For other countries, which require dedicated registration, the previous 
Bioelisa HBsAg Colour test will continue to be produced until the 
registration process is concluded worldwide.  To receive the complete 
registration package, kindly contact your area manager and Mrs 
Sonia Pablo of the Biokit Regulatory Affairs Department at 
spablo@biokit.com. 
 
Please find attached the package insert, CE Mark Certificate, the CE 
check list for Technical Specifications, Product Performance, External 
Evaluation of Specificity and a set of kit and reagent labels. Good 
sales! 
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