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1 SUMMARY

Tigecycline is an intravenously administered antibacterial drug in the tetracycline class that 1s
FDA-approved for the treatment of complicated intra-abdominal infections, complicated skin
and skin structure infections, and community-acquired bacterial pneumonia. In this submission
the Applicant, Accord Healthcare Inc., seeks to rely on the Agency’s previous determination of
the safety and efficacy of tigecycline to obtain marketing approval for Tigecycline for Injection,
USP 50 mg/vial. This product differs from the reference listed drug (RLD) TYGACIL in that the
mactive ingredient maltose monohydrate replaces the inactive ingredient lactose monohydrate.
The Applicant’s only proposed change to the label of the RLD s

Because this 505(b)(2) application does not propose
other changes to the RLD labeling and there are no clinical data submitted, this reviewer has no
statistical comments and defers analysis of this application to the other respective review
disciplines.

Reference ID: 3842545



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

DANIEL B RUBIN
11/04/2015

KAREN M HIGGINS
11/05/2015
| concur.

Reference ID: 3842545





