v = PR 55

DN
~

igenics SteriPro®

Ster

ICES

SteriPro® Laboratory Serv

igenics

Ster

Located in the Sterigenics E-beam facility in Chuansha Economic
Park, the SteriPro Laboratory offers extensive microbiological

and analytical testing. Testing is performed by well-trained staff
members under the direction of a qualified microbiologist and

is fully compliant with ISO standards. Validation services are also

offered to verify procedures.

In addition to test results, customers can count on SteriPro staff
members to provide advice, insights and interpretations of tests
results—all for the purpose of helping the manufacturer improve

process performance and enhance speed to market.

If required tests are not included below, Shanghai staff members
can quickly coordinate with SteriPro Laboratories in either

Europe or the USA to deliver the needed services.
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Testing for E-beam Sterilisation Needs

Initial product bioburden: Used to determine the level and type of contamination

on product before sterilisation. Tests are performed for:

o Aerobic bacteria o Spore-forming bacteria

o Anaerobic bacteria 0 Fungus/yeast and moulds

Product sterility testing: Used to demonstrate product sterility, and as part
of dose audit/dose setting used to validate the sterilisation process.

Tests are performed for:
o Entire devices o Sample portions

Bacterial endotoxin testing (LAL or limulus amebocyte lysate): Used to

determine the level of endotoxins remaining on product after sterilisation.

Testing for Ethylene Oxide Processing Needs

Initial product bioburden: Used to establish the level and type of contamination

on product before sterilisation. Tests are performed for:

o Aerobic bacteria o Spore-forming bacteria

o Anaerobic bacteria 0 Fungus/yeast and moulds
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Biological indicator (BI) culture and testing: Used for routine monitoring of the
sterilisation cycle, and for the culture, test and counting of organisms remaining on
BIs after a validation process. These tests are performed in the laboratory

at the Sterigenics EO facility in Lingang.

Product sterility testing: Used to demonstrate that the resistance of the natural

bioburden on product is less than that used on a biological indicator.

Residual testing on products post sterilisation: Used to determine both the type
of residual, ethylene oxide, ethylene chlorohydrin or ethylene glycol and the amount.
T'hese tests can be done to create a “curve” to predict the aeration time required to

ensure a “safe” product as defined in ISO 10993-7, or as a single-point check on products.

Bacterial endotoxin testing (LAL or limulus amebocyte lysate): Used to

determine the level of endotoxins remaining on product after sterilisation.

Other Testing Capabilities

Sterigenics-trained microbiologists are also able to assist manufacturers in setting
up and running clean-room monitoring to measure microbial contamination

using settle and contact plates, and airborne particle levels.
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To learn more about our sterilisation and testing services
please contact us at one of the locations listed below:

Sterigenics Shanghai Co., Ltd. Electron Beam Services
588 Chuan Tu Road © Chuansha, Pudong = Shanghai, 201202
Tel +86 21 58599555 o Fax +86 21 58599312 o info@sterigenics.com

Sterigenics Shanghai Ethylene Oxide Ltd.
Yang Hao Road, Shuang Hui Road o Yangshan Free Port o Shanghai
Tel +86 21 58599555 o Fax +86 21 58599312 o info@sterigenics.com

Sterigenics International, Inc. Europe/Mid East/Africa/Asia
Remylaan o 4¢ box 4 0 3018 Leuven o Belgium
Tel +32 (0)16 525220 o Fax +32 (0)16 525230 o info@sterigenics.com

Sterigenics International, Inc.
2015 Spring Road o Suite 650 o Oak Brook, IL 60523 o USA
Tel 800.472.4508 o Fax 630.928.1701 o info@sterigenics.com

Or visit us at www.sterigenics.com
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