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ETO STERILIZTION PROCESS

Preload Temperature Temperature of Product Load entering sterilization
'
Bioburden Assessment No. of Microorganism on Product
'
Loading in Chamber Loading Pattern
|
Environment Preconditioning 1. Temperature of Load 2. Humidity of Load 3. Duration of Load
'
Initial Evacuation 1. Evacuation rate 2. Number of nitrogen wash
'
Humidification 1. Humidity of Load 2. Temperature of Load 3. Duration of Load
'
Gas Injection and Gas Dwell 1. Gas Injection Rate 2. Gas Conc. 3. Duration of Exposure

'

Post exposure gas purge
and air in bleed

'

Heated Aeration

1. Vacuum Rate 2. Number of Nitrogen Wash

1. Temperature 2. Aeration Time
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ETO STERILIZATION REPORT

Validation Protocol

Biological Indication Certificate of Performance
Biological Indicator Enumeration Test Reports
Bioburden Test Reports

Bacteriostasis / Fungistasis Test Reports
Physical/Biological Data - Fractional Cycle
Physical/Biological Data - Half Cycle One
Physical/Biological Data- Half Cycle Two
Physical/Biological Data- Half Cycle Three
Physical/Biological Data - Full Cycle One

. Physical/Biological Data - Full Cycle Two (optional)
. Physical/Biological Data - Full Cycle Three (optional)

ETO Residue Report
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