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to Limit Potential Carcinogenic Risk.

2) ICH: Guideline for S9, Nonclinical Evaluation for
Anticancer Pharmaceuticals.
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6) ICH: Guideline for S2 (R1), Guidance on Genotoxicity
Testing and Data Interpretation for Pharmaceuticals
Intended for Human Use.

7)  OECD: Test Guideline No. 471, Bacterial Reverse
Mutation Test.

8) ICH: Guideline for Q10, Pharmaceutical Quality System.

9) ICH: Guideline for Q9 (R1), Quality Risk Management.

10) ICH: Guideline for Q6A, Specifications: Test Procedures
and Acceptance Criteria for New Drug Substances and

New Drug Products: Chemical Substances.



