
RoW: Rest of the world. Regulatory version applied to products not approved by stringent/mature NRAs or not regulated

Date Listed Manufacturer Product name Product code(s) Regulatory 
version EUL application number Packaging Link to acess public report 

13 June 2019 BioFire Defense LLC. FilmArray Biothreat-E RFIT-ASY-0122 US-FDA EUA EAE 0433-154-00 6 T/kit
https://extranet.who.int/prequal/sites/default/files/document_files/FilmArray%20
Biothreat-E%20%28EAE%200433-154-
00%29%20FINAL%20Public%20Report%20%20v%203.0.pdf

8 September 2015 SD Biosensor Inc STANDARD Q Ebola Zaire Ag 05EZ10 CE-Mark EAE 0444-117-00 25 T/kit
https://extranet.who.int/prequal/sites/default/files/document_files/STANDARD%
20Q%20Ebola%20Zaire%20Ag%20%28EAE%200444-117-
00%29%20Public%20Report%20v%202.0.pdf

8 May  2015 Cepheid AB Xpert Ebola Assay GXEBOLA-10 US-FDA EUA EAE 0443-070-00 10 T/kit
https://extranet.who.int/prequal/sites/default/files/document_files/Xpert%20Ebo
la%20Assay%20%28EAE-0443-070-00%29%20Public%20Report%20.pdf

27 April 2015 Shanghai ZJ BioTech Co., Ltd Liferiver - Ebola Virus (EBOV) Real Time RT-PCR 
Kit QR-0220-02 CE-Mark EAE 0432-139-00 1 T/kit

https://extranet.who.int/prequal/sites/default/files/document_files/Liferiver%20-
%20Ebola%20Virus%20%28EBOV%29%20Real%20Time%20RT-
PCR%20Kit%28EAE%200432-139-00%29%20Public%20Report%20v%202.0.pdf

25 November 2014 altona Diagnostics GmbH RealStar  Filovirus Screen RT-PCR Kit 1.0 441013 CE-Mark EAE 0425-153-00 96 T/kit
https://extranet.who.int/prequal/sites/default/files/document_files/RealStar%20F
ilovirus%20Screen%20RT-PCR%20Kit%201.0%28EAE%200425-153-
00%29%20Public%20Report%20v%202.0.pdf
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