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

Mycobacterium Tuberculosis complex and resistance to first and/or second line anti-TB drugs Tests

Biosciences (USA)

Quality
Product name Product code(s) Manufacturer name Dossier review Management Produeti:a;l)::;;nmance Labelling review Application number
System review
BD MAX MDR-TB 443878 Becton, Dickinson and Company, BD ¢ ¢ = = PQDx 10293-045-00

Loopamp MTBC Detection Kit

601130020, 601130005, 601130025, 601130050, - N -
Truenat MTB Plus 6011301100, and 601130200 Molbio Diagnostics Private Limited R ’ PQDx 10312-240-00
Truenat MTB-RIF Dx 601210200, 601210005, 601210020, 601210100, 601210025, |55 piagnostics Private Limited R * PQDx 10313-240-00

and 601210050

09040617190, 09040625190, 09051953190, 08185476001 R S Ae"fa’l’::a;i'z*;fg\?:;y PQDx 10304-118-00
cobas MTB-RIF/INH Roche Diagnostics GmbH

09040579190, 09040587190, 09051953190, 08185476001  |Roche Diagnostics GmbH R S A"e’l"a':?’e 'abfr:a""y PQDx 10306-118-00
cobas MTB evaluation pathway

972000, 970000, 971000 Eiken Chemical Co., Ltd. R S = PQDx 10307-04545-00

Xpert MTB/XDR

GXMTB/XDR-10

Cepheid AB

Alternative laboratory
evaluation pathway

PQDx 10308-070-00
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