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Lection 1. Audit Information

Auditing Organization

AO Audit Report Ref

Audit Team

Audit Starting Date Audit Ending Date

Duration of Audit (in auditor-days)

Languages used during the audit

Team Member

+
(—| Role | ] Lead Auditor || Auditor | ] Technical Expert

Affiliation (" AO Employee (" External Resource: Organization

| ] Auditor in training

| ] Observer | ] Interpreter

|Section 2. Audited Facility

Name of the Audited Facility

Street Address

Address Details (Building, Appartment, Suite #,...), as applicable

City Country

Contact Person Name Title

Senior Management at the Audited Facility (Name and Title)

Other Jurisdictions

Facility Identification Number(s) - if no number or field is not applicable, indicate NA.
Australia - TGA Brazil - ANVISA Canada - Health Canada

State/Province

d

Email

MDSAP Facility Identifier

Zip Code

Telephone

Link to RA databases ->| Austraia | Brazil | Conada [ Japan [ Usa

Japan - MHLW/PMDA

USA - FDA
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