Draft — Not for Implementation

2-Chioro-2-deoxy-D-glucose YES NO
Membrane filter integrity YES NO
test

Bacterial endotoxins (LAL) YES NO
Sterility test YES NO
Osmolality : YES NO

(Note: Include stabilizer at both time intervals, if present)

Additionally, we commit that any batch of fludeoxyglucose F 18 injection that fails to meet the
acceptance criteria will not be released or, if already distributed, will be withdrawn from the market.

We also commit that FDA will be notified of any changes to the approved application, beyond the
variations afready provided for in the application, and that any such change will be implemented

according to the requirements under section 506A of the Food and Drug Modemization Act and/or
21CFR 314.70 and 21 CFR 314.71 (for NDA) or under 21CFR 314.97 (for ANDA), as applicable.

- 12.VIAL AND OUTER PACKAGING LABELS

Draft copies of proposed vial and outer packaging labels are provided in attachment , page

13.ENVIRONMENTAL ASSESSMENT

In accordance with 21 CFR 25.31(b), the (insert name of sponsor) claims a categorical exclusion from
the environmental assessment requirements of 21 CFR 25.20 for approval of fludeoxyglucose F 18 -
injection on the basis that the estimated concentration of 2-deoxy-2] ®F]fluoro-D-glucose at the point of
entry into the aquatic enviranment will be below 1 part per billion. Additionally, to {(name of the
sponsor)’s knowledge no extraordinary circumstances exist.
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