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NEDON

LABORATORIES

CLEANING EVALUATION VALIDATION

LABORATORY NUMBER: 462879

PROCEDURE NUMBER: STP0083 REV 04

PROTOCOL DETAIL SHEET NUMBER: 200900083 REV 01

SAMPLE SOURCE: Ruhof Healthcare

SAMPLE IDENTIFICATION: (Endozime XP Batch Number 7186 Manufactured

January 22, 2009 (1 bottle)) Sponsor Supplied, 1 box
Proformance (TOSI) automated washer

coupons, Sponsor Supplied
P.O. #Ruhof101

DEVIATIONS: None

NUMBER OF TEST SAMPLES: 30 (Nelson Laboratories, Inc. provided 4
additional coupons)

PROTOCOL APPROVAL DATE: 11 Feb 2009

SAMPLE RECEIVED DATE: 17 Feb 2009

LAB PHASE START DATE: 24 Feb 2009

LAB PHASE COMPLETION DATE: 02 Mar 2009

REPORT ISSUE DATE: 03 Mar 2009

INTRODUCTION:

A cleaning validation was performed using the manufacturer's recommended cleaning
procedures and specifications. One positive coupon and three test coupons were utilized to
determine the reduction in bioburden. An extraction was performed on the positive coupon.
Three sponsor provided TOSI coupons were also cleaned and visually inspected.

PROCEDURES:

Culture Preparation: The defibrinated blood soil (DBLSO) was inoculated with Geobacillus
stearothermophilus, ATCC #7953 from a stock spore suspension maintained at 2-8°C to yield a
minimum population of 10* colony forming units (CFUYmL. A standard plate count was
performed on the inoculated test soil to determine the initial titer of the test organism.

Sample Contamination: The coupons were immersed in inoculated soil and allowed to remain
in contact with the soil for a minimum of 15 minutes. The soiled coupons were placed into a
clean pan and the pan was covered with a towel dampened with sterile purified water (PURW).
The coupons were allowed to set for a minimum of 30 minutes to simulate the wait time
between contamination and cleaning.
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Ruhof Healthcare Cleaning Evaluation Validation
Lab Number 462879

Water Hardness Test: The water hardness was measured the day of automated procedure
testing. A sample of cold water from the water inlet and a sample of hot water from the water
inlet were collected in separate sterile containers. The water hardness was measured using a
Model 5B Hardness Test Kit.

Cleaning Procedure: The coupons were transferred into mesh baskets and loaded onto the 4-
Level manifold rack accessory contained inside the STERIS® 444 washer for processing.
Sample placement as well as the dunnage placement used to simulate a maximum load is
shown in the following figure:

[ Dunnage | | Dunnage |
3 TOSI Dunnage
Coupons
Dunnage Test Coupons

1-3
r Dunnage \ | Dunnage |

Dunnage = ~20 scissors

The cycle was selected and the following set of parameters was properly programmed:
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