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HBsAg Tests: Progress of the Prequalification of Diagnostics process by product

Product name Product code(s) Manufacturer name Dossier review Prodl;t;ta;lz:;ftti:‘::‘nance Labelling review Application number
. . . " 901149340007- 50 . . . Alternative laboratory

iStatis Hepatitis B Surface Antigen Test 901149340008- 100 bioLytical Laboratories Inc R evaluation pathway PQDx 13489-002-00
STANDARD Q HBsAg Test 09HBS10D SD Biosensor, Inc R PQDx 13342-117-00
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