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11.7 Reserve/Retention Samples

SEm-RER

The packaging and holding of reserve samples is for the purpose of potential
9H18H 11.70 future evaluation of the quality of batches of API and not for future
stability testing purposes.

SEm REMOBERVCRE X, FREREOOVID REETM I HRIREIEICRA D=5
DHLDTHY . FERDZEMEHEBRD=HODHLD TIFLRLY,

Appropriately identified reserve samples of each API batch should be retained
for one year after the expiry date of the batch assigned by the manufacturer,
9H18H 11.71 or for three years after distribution of the batch, whichever is the longer.
For APIs with retest dates, similar reserve samples should be retained for
three years after the batch is completely distributed by the manufacturer.
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