
Device Schedule:

Intended Purpose as per the Instructions for Use:

The cobas® liat CT/NG nucleic acid test is an automated, qualitative in vitro nucleic acid diagnostic test that
utilizes real-time polymerase chain reaction (PCR) for the direct detection of Chlamydia trachomatis (CT) and
Neisseria gonorrhoeae (NG) nucleic acid in male/female urine and vaginal swabs (clinician-collected and self-
collected), all in cobas® PCR Media (Roche Molecular Systems, Inc.). This test is intended for professional use in a
clinical laboratory setting, Near Patient Testing, or point-of-care (POC) location as an aid in the diagnosis of
urogenital infections in both symptomatic and asymptomatic individuals.

Device Name Model Type (Codes as per (EU)
2017/2185)

Risk Classification Basic UDI-DI

cobas® liat CT/NG 10030933190 IVR 0503 Class C near-patient test 761333603004A2


