APPENDIX 11: GUIDELINE FOR STABILITY DATA

For detailed information please refer to the ASEAN Guideline on Stability Study of
Drug Product 2013 (20th ACCSQ PPWG) at:

e ASEAN Guideline on Stability Study of Drug Product 2013
e Guideline For Stability Data

The purpose of stability testing is to provide evidence on how the quality of a product,
in its proposed marketing packaging, varies with time under the influence of a variety
of environmental factors, such as temperature, humidity and light, and enables
recommended storage conditions and shelf lives to be established.
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https://www.npra.gov.my/images/Guidelines_Central/ASEAN_Common_Technical_Requirements_ACTR/ASEAN-Guideline-on-Stability-Study-of-Drug-Produc-2013-2820th-ACCSQ-PPWG29.pdf
https://www.npra.gov.my/easyarticles/images/users/1057/GUIDELINE-FOR-STABILITY-DATA.pdf

