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Europe Audit Experience 2006-2008

Audit Date Location Audit Type Firm Description
2007-2008 Switzerland cGMP Audit API
2007 France PAIl Readiness, cGMP Drug Product
Audit
2007 Spain cGMP Audit API
2007 Portugal cGMP System Audit API
2006-2007 Netherlands GLP, cGMP Audit Toxicology,
Bioanalytical, Drug
Product
2007 Germany cGMP Vendor Drug Product
Qualification Audit
2007 Italy cGMP Audit Oral Dosage
2006 Sweden PAI Readiness API

Pacific Rim/Asian Audit Experience 1997-2008

Audit Date Location Audit Type Firm Description
2006-2008 Australia cGMP Gap Analysis, Oral Dose, API
API
1997-2008 China cGMP System Audit, API, Oral Dose, Sterile
cGMP Gap Analysis, Dose
PAI Readiness, EU
GMP Audit (13 audits)
2005-2008 India cGMP System Audit, API, Oral Dose,
cGMP System Audit Distribution/Warehousing
(EU/US)
(10 audits)
1997-2008 Korea cGMP System Audit Oral Dose, API
(5 audits)
2006 Thailand cGMP System Audit API
1997-2008 Japan cGMP System Audit, API, Oral, Sterile Dose
Gap Analysis, Due
Diligence, PAI
Readiness (55 audits)




In addition to the list of audits provided, Beckloff Associates, Inc. has performed
over 100 North American audits for cGMP compliance, PAI readiness, facility
GAP analysis, due diligence and directed inspections in API, oral solid, oral
liquid, sterile and transdermal product facilities, as well as analytical,
microbiological and GLP laboratories.



