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NOTICE

Subject: Ensuring Compliance with the Indian Pharmacopoeia (IP) General Chapter 5.10 on
Elemental Impurities-regarding

This is in continuation of IPC's Notice No. T.11015/01/2023-AR&D dated August 1, 2023
wherein clarification was issued on the subject mentioned above. This is once again brought to the
notice of all concerned that:

1. IPC is in process to adopt elemental impurity requirements in-line with other global
pharmacopoeia. Recently, ICH Q3D (R2) has been revised with respect to limits of some
elementals. Hence, IPC is also revising the current IP General Chapter 5.10 on Elemental
Impurities in-line with revised ICH Q3D guideline.

2. IPC has also started working on gradually replacing test on heavy metals in the individual
monographs to make elemental impurities mandatory from the next edition of the IP (i.e. IP
2026). IPC has also started discussions within the Expert Working Group constituted for
this subject beside publishing the proposed revisions on the IPC website for inviting public
comments prior to their adoption in the IP 2026.

3. Accordingly, the General Chapter 5.10 on Elemental Impurities shall be referred in the
General Requirements of Active Pharmaceutical Ingredients and in individual monographs
of drug products in the IP 2026 thereby making it a mandatory requirement.

In view of the above, all concerned are once again requested to start working on required
necessary changes in the quality systems for their readiness and ensuring compliance with the
revised elemental impurities standards of the IP 2026. For further information, please keep on
visiting IPC website (www.ipc.gov.in).
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