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Malaria Rapid Diagnostic Tests: progress of the active applications in the prequalification of IVDs assessment pipeline

Product name

Product code(s)

Manufacturer name

Dossier review

Product performance
evaluation

Labelling review

Application number

BIOCREDIT Malaria Ag Pf/Pv (pLDH/pLDH) C61RHG25 and C61RHH25 RapiGen Inc R < < PQDXx 13194-160-00
BIOCREDIT Malaria Ag Pf (pLDH) C14RHG25 and C14RHH25 RapiGen Inc R 2 2 2 PQDx 13192-160-00
BIOCREDIT Malaria Ag Pf (pLDH/HRPII) C13RHG25 and C13RHH25 RapiGen Inc < < PQDXx 13193-160-00

Malaria P.f. Ag Rapid Test Cassette (Whole Blood)

GCMAL (pf)- 402a-1T, GCMAL (pf)-402a-25TX, and GCMAL
(pf)-402a-25TD

Zhejiang Orient Gene Biotech Co., LTD

PQDx 12442-12940-00

STANDARD Q hs-Malaria P.f/P.v Ag Test 09MAL70D SD Biosensor, Inc. PQDx 13200-117-00
STANDARD Q hs-Malaria P.f Ag Test 09MAL60D SD Biosensor, Inc. PQDx 13199-117-00
CupiKIT Malaria Pf/Pv Antigen Test Kit CUPMAG-01 Cupid Limited PQDx 13621-18072-00

First Response Malaria Ag. P. falciparum (HRP2/pLDH)
Combo Card Test

PI25FRCO5, PI25FRC10, PI25FRC25, PI25FRC30,
PI25FRC10s, and PI25FRC25s,

Premier Medical Corporation Private Limited
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PQDx 13764-010-00
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