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Commercial Stability Studies at Contractors

tablets. For API and solid dosage forms, this is usually a drum double-lined with
polyethylene.

Some components of a bulk package fall within the definition of a 'primary package' since
they are in direct contact with the product.

Primary Package

Any material employed in the packaging of a pharmaceutical product or active
pharmaceutical ingredient. Primary packaging material(s) form the container/closure system
for the product and therefore may be in direct contact with the product. Examples include
HDPE bottles/caps, blister strip packs, tubes/caps for ointments, syringes, Turbuhaler or
plastic bag.
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Quality Assurance ad Team/Site
It is the responsibility of th surance Agreement
Co-ordination (QAAG) Site if on QA Agreement with the

contractor that clearly identifies the need if any, for the

studies.

tractor to perform stability

It is the responsibility of the Lead team/site to agree with the contractor a Stability Master
Plan and stability study protocol (or Integrated Stability Protocol) that have been approved
through company business processes.

It is the responsibility of the Lead team/site to transfer to the contractor the test
methodology identified in the stability protocol.

Where necessary, e.g. when stability studies are assigned to contract laboratories,
it is the responsibility of the Lead team/site (or another Site if agreed by

the Lead Site) to provide to the contractor appropriate quantities of stability study
batches.
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