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NOTICE

Subject: Requirement of Stability Data for COPP - reg,

Certificate of Pharmaceutical Product (COPP) is issued under the WHO GMP
Certification Scheme for the purpose of international commerce ie. for registration of
products in foreign countries.

ems have been raised regarding requirement of stability data on the

mn héiﬂiaa.:hefom-gmnt-ﬂf'WH@ﬁMF and COPP.
In this regard, it is clarified that if the stabilty data is generated during

development stage as per the WHO guidelines, no further stability data on the
‘commercial batches are required before grant of WHO GMP and COPP.




