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HIV Rapid Diagnostic Tests: progress of the active applications in the prequalification of IVDs pip

Product name Product code(s)

Manufacturer name

Dossier review

Product performance
evaluation

Labelling review

Application number

KHB HIV I/l Ab RAPID TEST R-429-50-C and R-429-50- C-1

Shanghai Kehua Bio-engineering Co., Ltd.

Alternative laboratory
evaluation pathway

PQDx 13366-037-00

KHB HIV I/Il Ab RAPID TEST(SELF-TEST) R-429-1- C-1

Shanghai Kehua Bio-engineering Co., Ltd.

Alternative laboratory
evaluation pathway

PQDx 13367-037-00
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