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Preventing and detecting contaminants
In raw materials and other components
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supply Chain Assessments
& Raw Materials Testing

Raw materials are often the root cause of manufacturing contamination events.
WuXi AppTec’s experts can assist you in assessing your supply chain and developing
testing programs not only to detect potential viral and microbial adventitious agents
within your raw materials but also to help prevent contamination from a wide variety
of critical manufacturing components and reagents.

EXPERIENCE

WuXi AppTec has over 20 years’ experience in testing for viral and microbial contaminants.
» Thousands of raw material lots tested under GLP and GMP.

» Over 50 cell lines and 60 viruses available as indicator cell lines or positive controls for detection
of adventitious agents.

» Over 80 PCR assays developed for detection of specific adventitious or contaminating viruses.

» Shipping study validations performed as part of supply chain analysis.

PROGRAM FEATURES

» Testing for animal-derived and other adventitious viruses.

» Fully-equipped, state-of-the-art virology, microbiology, mycoplasma and analytical labs.
» Established protocols for GMP suite cleaning validations and environmental monitoring.
» Rapid response to and custom assays developed for new threats or specific environmental
isolates of concern.

v

Performance and writing of risk assessments for raw materials and process step control programs.

» Access to industry-leading regulatory, quality and CMC consultants.
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Contact WuXi AppTec for your supply chain assessments / raw materials testing:

(1) 651-675-2000 / 888-794-0077 - www.wuxiapptec.com « www.virologyexperts.com




