USP Dissolution Performance Verification Test (PVT) limits Changed (again!). Apparently retrospectively!

Recent (link)

Table 1. Performance Verification Test (PVT) limits (values apply only to Lot R0O31Y0)

Two-Stage
Single-Stage = =
Apparatus | # of vessels 1" Stage of Two Stages 2" Stage of Two Stages
GM* %CV GM* %CV GM* %CV
6
7 55-74 82 51-80 11
1 8 51-80 11
12 na
14 na
6 6.4
7 6.3 29-38 +7 27-41 63
2 8 27-41 6.2 4.8 6.2
12 6.3 na
14 6.2 na

* Percent of the labeled amount of prednisone dissolved at 30 minutes at 50-rpm
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Tablel. Performance Verification Test (PVT) limits (values apply only to Lot RO01B1)
Two-Stage
Apparatus | # of vessels Single-Stage 17 Stage of Two Stages 2 Stage of Two Stages
GM* %CV GM* 2%CV GM* %CV
6 12 12
7 55-82 59-77 8.8 55-82 1
1 8 11
12 54-83 12 na
14 55-83 na
6 6.6 6.4
7 26-38 6.4 28-37 4.9 26-38 6.2
2 8 6.3 6.1
12 26-39 6.5 na
14 26-39 6.4 na
* Percent of the labeled amount of prednisone dissolved at 30 minutes at 50-rpm
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http://www.usp.org/sites/default/files/usp_pdf/EN/referenceStandards/1559505-r031y0.pdf
http://www.usp.org/sites/default/files/usp_pdf/EN/referenceStandards/1559505-r001b1.pdf
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