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GOOD LABORATORY PRACTICE STATEMENT

- The study contained herein, project 05-759-2003, was conducted in aﬁmrdapce with the

” requirements of 40 CFR, Part 160, Good Laboratory Practice Standards. _ a
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Quality Assurance Statement

Study 05-759-2003 was monitored by the Quality Assurance Unit of [IBAT: In order to evaluate
[IBAT study 05-759-2003 in terms of compliance with Title 40, Part 160 of the'Code of Federal
regulations, Good Laboratory Practice Standards, the study was inspected at critical phases. The
dates of inspection and dates of inspection reports were submitted to.the Study Director and
Management are listed below. :

Phase inspected Inspection Date Date submitted to | Date submitted to
study Director Management
Study plan review 004 25 Jan. 2004 25 Jan. 2004
TS administration | 11 Feb. 2004 11 Feb. 2004
10 Mar. 2004 10 Mar. 2004
Necropsy 1; _}Mﬁr.ﬁ2004 13 Mar. 2004 13 Mar. 2004
Final report/Data audit % 1 G‘Mar. 2004 17 Mar. 2004 17 Mar. 2004

K. Sadasivan Pillai, Ph.D.

Quality Assurance Unit Manager

Date : 17 March, 2004
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Certificate of Affirmation

Project No. : 05-759-2003

Study Title Skin Sensitization Potential of Soluneem in Guinea Pigs

It is certified that the study in its entirety was performed in accordance with the principles of Good

[aboratory Practices and the final report stands complete in its originality and accuracy as per the

principles of GLP.

™ QW’UW

Dr. P. Balakrishna Murthy, D.Sc. Date: | [ ( 5/ 017
Director.
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