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Registration:

Exova is registered with the Food and Drug Administration as a Drug and Medical Device Establishment,
Registration Number 126601801/3000203007. We are inspected at a minimum of once every two years by the
FDA. An FDA inspection was last conducted on 12/01/10. No Form 483 was issued. An FDA inspection was
also performed 06/09/10, 06/10/10, and 06/11/10. No Form 483 was issued. There are no current Warning
Letters, Consent Decrees, or unresolved FDA 483 observations and we are in good standing with the FDA.

Laboratory Practices:

Exova provides analytical testing services in Chemistry. We certify that the facilities, tests and controls used
in the analysis of your materials are in compliance with applicable current Good Manufacturing Practices as
codified in 21 CFR 210 and 211, 21 CFR 820, and when requested, current Good Laboratory Practices as
codified in 21 CFR 58, 40 CFR 160, or 40 CFR 792. Our quality system is compliant with ISO/IEC 17025 and
ISO 9001.

Debarment Notification:

We hereby certify that neither Exova, nor its employees connected with the development or submission of any
drug application, have been convicted of any crime described in section 306 subsections (a) and (b) of the
Generic Drug Enforcement Act of 1992. Exova does not and will not knowingly use, in any capacity, the
services of any person debarred under section 306 subsections (a) and (b) of the Generic Drug Enforcement
Act of 1992. We have no convictions to report.

In addition, none of our employees appear on the Health and Human Services/Office of the Inspector General
(HHS/OIG) List of Excluded Individuals/Entities or the Federal General Services Administration’s List of
Parties Excluded from Federal Programs.

Sincerely,

_~

Lorraine Shelton
QA Officer
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