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7. Only raw materials that have been released by the quality control department
and that are not past their established re—test date or expiry date are used in
fabrication.

71 If any raw material is held in storage after the established retest date, that
raw material 1s quarantined, evaluated, and tested prior to use. The re—test
date or expiry date i1s based on acceptable stability data developed under
predefined storage conditions or on any other acceptable evidence. A batch of
raw material can be re—tested and used immediately (i.e., within 30 days)
after the re—test as long as it continues to comply with the specifications and
has not exceeded its expiry date. A raw material held in storage after the

established expiry date should not be used in fabrication.
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