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15.ICH Q3A (R2) -Impurities in new drug substances
16.ICH Q3B (R2) - Impurities in new drug Products
17.ICH E6 (R1) -Guideline for good clinical practice
18.ICH E6 (R2) -Integrated addendumto ICH E6 (R1)
19.ICH M3 (R2) -Guidance on nonclinical safety studies for the
conduct of human clinical trails and marketing authorization for
pharmaceuticals

20.1ICH M4- The Common Technical Document

21.1ICH M7 (R1) -Assessment and control of DNA reactive
( mutagenic ) impurities in pharmaceuticals to limit potential
carcinogenic risk
22.1CH S6-Preclinical safety evaluation of biotechnology-

derived pharmaceuticals



23.1CH S9 -Nonclinacal evaluation for anticancer pharmaceuticals
24.Content and format of INDs for phase | studies of drugs,

including well-characterized, therapeutic, biotechnology-derived

products.
25.Guidance for Industry Q&A on Content and format of INDs

for phase | studies of drugs, including well-characterized, therapeutic,

biotechnology-derived products.
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