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HIV Rapid Diagnostic Tests: progress of the active applications in the prequalification of IVDs
Qualy) Product performance
Product name Product code(s) Manufacturer name Dossier review Management evar:uation Labelling review Application number
System review

HIV SELF TEST BY URINE — Human

Immunodeficiency Virus (HIV) type-I urine antibody

diagnostic kit (colloidal gold)

WZz-1001,
WZ-1010, and WZ-5050

Beijing Wantai Biological
Pharmacy Enterprise Co., Ltd

=

*

PQDx 0544-005-00

Asante HIV-1/2 Oral Self-Test

1503-20, 1503-50, 1503-100

Sedia Bioscences Corporation

S

PQDx 0662-265-00

Asante HIV-1/2 Oral Fluid Test

1502-100

Sedia Bioscences Corporation

PQDx 0661-265-00

Antenatal Care Panel

CPK-029

Abbott Diagnostics Medical Co., Ltd

No performance
evaluation, as individual
tests were evaluated
previously

PQDx 0623-013-00

First Response HIV 1-2.0 Card Test (Self-Test)

PIOSFRCST

Premier Medical Corporation Private
Limited

PQDx 0705-010-00
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