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1 SUMMARY

Ceftazidime 1s a cephalosporin antibiotic that was originally FDA-approved in 1989, and then
marketed as Fortaz by GlaxoSmithKline. It is indicated for treatment of the following infections
caused by susceptible strains of designated pathogens: lower respiratory tract infections, skin and
skin-structure infections, bacterial septicemia, bone and joint infections, gynecologic infections,
intra-abdominal infections, central nervous system infections, wo

. The Applicant, B. Braun
Medical Inc., proposes to market Ceftazidime for Injection USP and Dextrose Injection USP in
the Duplex® Container in 1 g and 2g strengths, which is a new drug delivery system. The
Applicant claims bioequivalence to the reference listed drug, Fortaz, approved under NDA 50-
578. No new clinical safety or efficacy studies were conducted, and the Applicant’s draft label
does not contain a Clinical Studies section (i.e., no Section 14). Review was deferred to the
medical officer regarding any necessary safety labeling changes stemming from the Applicant’s
submitted literature or spontaneous reports from the Adverse Event Reporting System. Thus, no
statistical 1ssues were identified in this application.

2 CONCLUSION

No statistical issues were identified in this 505(b)(2) application.
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