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

ium Tub losi and to first and/or second line anti-TB drugs Tests

Product name Product code(s)

Manufacturer name

Dossier review

Product performance
evaluation

Labelling review

Application number

09040617190, 09040625190, 09051953190, 08185476001
cobas MTB-RIF/INH

Roche Diagnostics GmbH

*

Alternative laboratory
evaluation pathway

*

PQDx 10304-118-00

09040579190, 09040587190, 09051953190, 08185476001
cobas MTB

Roche Diagnostics GmbH

Alternative laboratory
evaluation pathway

*

PQDx 10306-118-00

Truenat MTB Plus 601130005, 601130020, 601130025, 601130030

Molbio Diagnostics Limited

Alternative laboratory
evaluation pathway

PQDx 13927-240-00

GenoType MTBDRplus Ver 2.0 304A and 30496A

Hain Lifescience GmbH

*
R
r—

PQDx 10294-09790-00
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