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Gemeitabine Injection 38 mg/ml
dModule 11 Administrative and Prescribing Information
1.12.14 Environmenial Consideration: Lnvironmental Assessiment

ENVIRONMENTAL CERTIFICATION LETTER

Mulgrave, Australia

The drug product covered by this application is identical, similar or related in chemical
structure, known pharmaceutical properties, and indications for use to drugs which arc
already being marketed, and there is no reason to conclude that marketing of such

additional drug products will change the overall use pattern of the active moicty.

Pursuant to 21 CFR 25.31(a), Hospira hereby claims a categorical exclusion from the

requirement of an Environmental Assessment.

"Damian Renehan Date
Manager, Envirommental Health and Safety

Hospira Australia Pty Ltd.

1 Lexia Place

Mulgrave

Victoria, 3170

Australia

Reference ID: 2997801





