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7.5 Basic data integrity Principles applicable to both paper and electronic systems (i.e. ALCOA+)
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CFR21 Part211l Subpart1 sec.211.170 Reserve sample

The reserve sample consists of at least twice the quantity necessary for all tests required to determine whether the active ingredient meets
its established specifications, except for sterility and pyrogen testing.

PIC/S Guideline Annex19 4.SIZE OF REFERENCE AND RETENTION SAMPLES

4.1 The reference sample should be of sufficient size to permit the carrying out, on, at least, two occasions, of the full analytical controls
on the batch in accordance with the Marketing Authorizsation.(#&)

Any proposed exeption to this should be justified to, and agreed with, the relevant competent authority.
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PIC/S Guideline Partl Chapter6 Quality Control

6.30 The protocol for an on-going stability programme should extend to the end of the shelf life period and should include, but not be
limited to, the following parameters (B&)

(vii)Description of the contidions of strage (standardized ICH/VICH conditions for long term testing,consistent with the product labelling,
should be used);

6.31 The protocol for the on-going stability programme can be different from that of the initial long term stability study as submitted in the
Marketiong Authorisation dossier provided that this is justified and documented in the protocol(for example the frequency of testing, or
when updating to ICH/VICH recommendations.)
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