
Indications for Use

510(k) Number (if known): k040846

Device Name: Sensititre Haemophilus/Streptococcus pneumoniae (HP) MIC
Susceptibility Plate For Ertapenem 0.008-16gjq/ml

Indications For Use:

The Sensititre Haemophilus/Streptococcus pneumoniae (HP) MIC
Susceptibility plate is an in vitro diagnostic product for clinical
susceptibility testing of H. influenzae/S. pneumoniae.

This 510(k) is for the addition of Ertapenem in the dilution range of 0.008-16gg/mi
to the Sensititre Haemophilus/Streptococcus pneumoniae (HP) MIC Susceptibility
plate for testing Haemophilus/Streptococcus pneumoniae isolates. The approved
primary "Indications for Use" and clinical significance for Ertapenem is for:
Streptococcus pneumoniae ( penicillin susceptible strains only) and
Haemophilus influenzae (Beta-lactamase negative strains only). In vitro data,
without clinical correlation is provided for: Streptococcus pneumoniae (penicillin-
intermediate strains only) and Haemophilus influenzae (Beta-lactamase positive
strains)

Prescription Use _ _X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off

Office of In Vitro Diagnostic Device
Evaluation and Safety
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