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Standard

Pharmacopoeia Requirements For Dry Heat Sterilization

USP (USA)

250 °C + 15 °C and 3-log reduction of USP units of bacterial
endotoxin

JP (Japan)

160-170 °C (120 min),
170-180 °C (60 min) and
180-190 °C (30 min)

EP
(Europe)

At least 160 °C for two hours
Evidence of the SAL of 10 -6 for the sterilization and for 3-
log reduction of endotoxins at > 220 °C
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