NOTICE NEARBY PUBLIC NOTICE REGISTER
MATTER FURNISHED BY THE ADVERTISER.

NN-2026-10240

Postapproval Manufacturing Changesto Biosimilar and

| nter changeable Biosmilar Products: Questionsand Answers,
Guidancefor Industry; Availability

Published October 13, 2026
Statewide, NH - New Hampshire statewide County, NH
https://noticenearby.com/noti ces/ingest-dbe6e5db423c8e5b

Postapproval Manufacturing Changes to Biosimilar and Interchangeable Biosimilar Products. Questions and
Answers; Guidance for Industry; Availability

The Food and Drug Administration (FDA or Agency) is announcing the availability of afinal guidance for
industry entitled "Postapproval Manufacturing Changes to Biosimilar and Interchangeable Biosimilar Products:
Questions and Answers." This guidance provides answers to commonly asked questions from applicants and
other interested parties regarding postapproval manufacturing changes made to biosimilar and interchangeable
biosimilar products licensed under the Public Health Service Act (PHS Act). This guidance finalizes the draft
guidance of the sametitle issued on July 23, 2024.

Agency: Health and Human Services Department; Food and Drug Administration.
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