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1) International Standard ISO 11135, 1994.
Medical devices, Validation and routine control of ethylene
oxide sterilization.
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http://standard.isiri.gov.ir/StandardFiles/3847.htm#BookMark0
http://standard.isiri.gov.ir/StandardFiles/3847.htm#BookMark1
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1= Rinomy

&= Chamber

3 Performance qualification
4- Validatinn

5. Reference Inad

fi- Sterilmntion o)

7- Revalidation

8- Control

B-Conditionang

- Precondilioning

Process Development
Cyele Completion

Slerilation Cyele

- Innculsied Carrier

- Commissicning

Exposnre Time

- Product Compatibility

- Sterilization

Sterile

Sterility Assuranca Level

+ Flushing

- Riological Tndicator

- Parametric Releass

- Sterilization Process

- Ugable Sterilizer Chamber Volume
- Sterilant Removal Time
7= Sterilamt Inpoction Time
- Preconditioning Area

- Arration Area

l- Calibratinn

- Medical Device

Z- Process Challenge Device

Aeration
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