follow-up amendments scheduled;

information requested from ) ’
in pr m )
manufacturer process stage complete date confirmed

Please note: these tables are updated regularly; while every attempt is made to provide current data, the most recent information might not be reflected. This table is
intended only as an update on progress and does not reflect a final decision on prequalification. This table should not be used to inform procurement. Information may not
yet be reflected here.

Last update: 23 February 2026

d
#The product was prequalified and a change request was submitted and accepted to add an intended use claim.

HCV Tests: progress of the active applications in the prequalification of IVDs assessment pipeline

Product name Product code(s) Manufacturer name Dossier review Produec:ar::;ft(i);nmance Labelling review Application number

PQDx 12448-038-00

RPC Diagnostics Systems, Ltd. R

C-2342/1.2

DS-EIA-ANTI-HCV
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