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Sterilisation Certificate
We hereby certify the below items of RL24181J have been sterilised with Ethylene 
Oxide and found to conform to the sterility requirements of EN11135.

Code Product 
Description

Quantity 
Cases Lot No. Sterile Lot.No.

665-489 Inoculation Spreader, 
L-Shape 25 1810529 324053101

The details and process of sterilisation are as follows:

1.	 Type of sterilisation cycle: overkill cycle

2.	 Gas mixture: EO density of 1kg/m3. 

3.	 Maximum level of gas residue: 10ppm

4.	 Sterilisation process:

a.	 Load the products in the sterilisation chamber.

b.	 Load and locate 20 bio-indicators in the sterilisation chamber for proving  
and check the sterility.

c.	 Precondition at 45±5°C temperature and 50-70% humidity for 30min.

d.	 Initial vacuum: 35±1Kpa

e.	 Inject the 20% ETO into the sterilisation chamber and operate sterilisation 
cycle at temperature 50±1°C and 40-70% humidity with exposure pressure 
135Kpa for 8 hours.

f.	 Evacuate the gas to 70±2Kpa, then turn off the vacuum valve.

g.	 Inject the fresh air into the sterilisation chamber, when the pressure of 
chamber is atmosphere, turn off the air valve.

h.	 Repeat the procedure of f) and g) for 3 times.

5.	 Expiry period 3 years.
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