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“United States Food and Drug Administration. 2006. Guidance for Industry: Nonclinical Safety
Evaluation of Pediatric Drug Products.
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European Medicines Agency. 2008. Guideline on the Need for Non-clinical Testing in

Juvenile Animals of Pharmaceuticals for Paediatric Indications.
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1} Zoetis T et al. 2003, Species' Comparison of Anatomical and Functional Renal
Development. Birth Defects Research (part B) 68:111-120. -

2) Lenoir M et al. 1983. Comparative ototoxicity of four aminoglycosidic antibiotics during
the critical period of cochlear development in the rat. A functional and structural study. Acta
Otolaryngoel Suppl 405:1-16.

3) Takayama S et al. 1995. Toxicity of quinolone antimicrobial agents. J Toxicol Environ

Health 45: 1—4__5 .
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1) Tsuchida J et al. 2003. New Type of Puzzle-Task Finger Maze Learning in Macaca
fascicularis. [nt J Primato 24:261-70.
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