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An internal chemical indicator should be placed in every sterilization package

ol ol 10 15 o )13 0aisS o el olKiws j0 a5 alSlax atas y2 50 ol Slis K 5l eoliiwl CDC my po dpogs b sillas

0 o aib AT A8 4 ]y oleerd Lo LS a5 000 3929 MINEL ghl colaidl s jlilin] bt sl LA L alal) 5o
S

ISO 11140CHEMICAL INDICATORS

ISO 11140-1



L3l sla LIS glgil
» Class 1: process Indicators

» Class 2 : Indicators for use in specific tests
» Class 3 : Single parameter Indicators

» Class 4 : Multi-parameter Indicators

» Class 5 : Integrating Indicators

» Class 6 :Emulating Indicators

Class 1: process indicator :Distinguish between processed and unprocessed units

QS e o Ko sl aay sl wilaid § )18 gl il ol d oo
Class 2: indicators for use in specific tests for Example: Bowie-Dick test (B&D)
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Class 3: single parameter indicators: Designed for one of the critical parameters
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Class 4:Multi-parameter indicators: Designed for two or more of the critical parameters

Critical parameters:
» STEAM: Time-Steam-Temperature
* DRY HEAT: Time-Temperature
» EO: Time-Temperature-Humidity-EO
* FORM: Time-Temperature-Humidity-FORM Concentration
Ol &5 s (oo i Comlas gl il 5o Sae Sl iz b 90 4 S b Sl Gl iyl i sla,Silis 1 F LS
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Class 5: Integrating Indicators: D&Z values as described for Biological indicators ISO 11138
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Class 6: Emulating indicators: Designed to react to all critical parameters over a specific range of
sterilization cycles
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Tolerances & limiting values for steam sterilization:

e Class4:SV fortimeis: -25%
Class 6: SV for time is: -6%
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