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Stability Testing of

New Drug Substances and Products
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On-going stability study test
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Time point
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Drug products packaged in semi-permeable containers
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On-going Stability Programme
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6.24. The purpose of the on-going stability programme is to monitor the product

over its shelf life and to determine that the product remains, and can be

expected to remain, within specifications under the labelled storage conditions.
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» 6.25. This mainly applies to the medicinal product in the package in which it

is sold, but consideration should also be given to the inclusion in the
programme of bulk product.

> l-’/9 Sy Buwy )'| .J-A-9 LS\-"\JSJO Q\J'Lo)' SRV n5|)._1 SJU ._5\,{9)|> dg.a.zo w99 Jlio )
Soioswo Sl ol sawaiiu wolbw 4 el wolw I JLol cp>

» For example, when the bulk product is stored for a long period before being

packaged and/or shipped from a manufacturing site to a packaging site,
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» the impact on the stability of the packaged product should be evaluated and

studied under ambient conditions.
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» In addition, consideration should be given to intermediates that are stored

and used over prolonged periods.
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reference to test methods
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description of the container closure system(s)
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testing intervals (time points)
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description of the conditions of storage (standardised ICH conditions for long term
testing, consistent with the product labelling, should be used)
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» other applicable parameters specific to the medicinal product.




p9lao Sl aol )
On-going Stability Programme

> -USJ )..Jbl Sl 8 2ulo b ol 98 0 Liwlosl Jolgd g gy slass Ya-

» 6.29. The number of batches and frequency of testing should provide a

sufficient amount of data to allow for trend analysis.
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» Unless otherwise justified, at least one batch per year of product

manufactured in every strength and every primary packaging type, if
relevant, should be included in the stability programme (unless none are
produced during that year).
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6.33. Asummary of all the data generated, including any interim conclusions

on the programme, should be written and maintained.
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This summary should be subjected to periodic review.




