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Reason for Update
MOST RECENT UPDATE
Publish Date: 18/09/2025
The following new guidance documents have been added under sources:
* Source ID 11986: CDE Notification: Soliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality (Draft)
Sections updated with released guidelines are listed below:
* Sources
* Updates

* Upcoming Guidelines section has been updated with brief information from the source ID 11986

PREVIOUS UPDATE

Caortellis

Publish Date: 13/08/2025
Following the new guidance documents added under sources:
* Spurce ID: 11546- CDE Notification: Soliciting Public Comments on Technical Guidelines for Post-approval Pharmaceutical Change Management Protocols of Chemical Drugs (Draft)
* SourcelD: 11836- CDE Notification Mo.2025/30: Questions and Answers on the Study of Pharmaceutical Similarity of Biosimilars
* Spurce ID: 11762- NIFDC Notification: Drug Registration Inspection Procedures and Technical Requirements Specifications (2025 Revision)
Sections updated with released guidelines are listed below:
= Sources
* Updates
* Summary Requirements:
The Question-and-Answer section has been updated with brief information from Source 1D: 11836
* Pathway summary:
Additional PAC-related details section has been updated with brief information from source 1D: 11762

* The upcoming guideline section has been updated with brief information from Source ID: 11546
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UPDATED - SINCE LAST ALERT

\ Your DAILY alertfcontains information that was updated on or after 19-Nov-2025

was added

South Korea
Date Event Type Description
)y | 19-Mov-2025  Sources update Source MFDS Guide-1261-03: Q&A on Management of

Manufacturing Method Change after Drug Approval, 22-5ep-2025
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If you need help, please contact your local Customer Service team
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