
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 

28 October 2016 Bioneer Corporation AccuPower ZIKV (DENV, CHIKV) Multiplex Real-
Time RT-PCR Kit ZIK-1111 CE-Mark EAZ 0006-004-00 96 T/kit

https://extranet.who.int/prequal/sites/default/files/document_files/AccuPower%
20ZIKV%20%28DENV%2C%20CHIKV%29%20Multiplex%20Real-Time%20RT-
PCR%20Kit%20%28EAZ%200006-004-00%29%20v1.pdf

26 June 2018 WELLS BIO, Inc careGENE Zika Virus RT-PCR kit MZS-N09682 CE-Mark 
EAZ 0009-007-00

96 T/kit https://extranet.who.int/prequal/sites/default/files/document_files/18%2006%20
26%20EAZ%200009-007-00%20Final%20Public%20report.pdf

6 March 2018 Shanghai ZJ BioTech Co., Ltd Liferiver Zika Virus (ZIKV) Real Time RT-PCR K ER-0360-02 RoW  EAZ 0004-003-00 25 T/kit
https://extranet.who.int/prequal/sites/default/files/document_files/18%2003%20
06%20EAZ%200004-003-00%20Final%20Public%20report%20incl%20IFU.pdf

5 August 2016 altona Diagnostics GmbH RealStar Zika Virus RT-PCR Kit 1.0 591013 CE-Mark EAZ 0003-002-00 96 T/kit
https://extranet.who.int/prequal/sites/default/files/document_files/170116_publi
c_report_realstar_zika_virus_eaz_0003_002_00_v4.pdf
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