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Answer:

Alternative methods can be used for in-house control, provided they have been shown to be equivalent to the official ones in the monograph. Alternative
methods should be described and their validation stated in the dossier: they will not be attached to the CEP if those of the monograph are appropriate.

However, applicants are reminded that, in case of doubt or dispute, the methods of the monograph are alone authoritative.

For more information, see How to read a CEP (PA/PH/CEP (15) 31).


https://www.edqm.eu/documents/52006/156629/Guidelines+-+Certification+of+suitability+to+the+Monographs+of+the+European+Pharmacopoeia+-+How+to+read+a+CEP.pdf/7461fefc-12cb-ee0f-8100-de16bee28a4b?t=1639142423648
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

	Are alternative methods accepted?

