What should we do if we manufacture an active substance
using a fermentation process that uses materials of fish
origin, including peptones?
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Answer:
You should include the following information in your CEP application:

® The fish origin of the material should be stated and the sources identified (names and addresses of manufacturers);
For peptones or other material of fish origin:

® An appropriate limit* for histamine should be implemented in the specification of the peptone or material of fish origin;
® A limit* for histamine must be included in the specification of the active substance and will be reported on the CEP.

Any modification to the information provided on origin, source and limits will be subject to the requirements of the revision procedures for the CEP, and
may require a revision to be submitted.

*This could, for example, be based on an acceptable intake of 2.1 pg/day, which is the reference level currently retained by the EMA Committee for
Medicinal Products for Human Use (CHMP).

More information on this issue is available on the EMA website.


https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/qa-quality/quality-medicines-questions-answers-part-1#active-substance---good-manufacturing-practice-compliance-for-sterilisation-of-an-active-substance-section
https://faq.edqm.eu/display/FAQS/EDQM+FAQs
https://faq.edqm.eu/display/FAQS/EDQM+FAQs+in+English
https://faq.edqm.eu/display/FAQS/CERTIFICATION+OF+SUBSTANCES+FOR+PHARMACEUTICAL+USE
https://faq.edqm.eu/display/FAQS/General+information+on+Substances+for+pharmaceutical+use
https://faq.edqm.eu/display/FAQS/General+information+on+Substances+for+pharmaceutical+use
https://faq.edqm.eu/display/FAQS/Application+dossier

	What should we do if we manufacture an active substance using a fermentation process that uses materials of fish origin, including peptones?

