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(FDA A ¥ R)
United States Food and Drug Administration. 2006. Guidance for Industry: Nonclinical Safety
Evaluation of Pediatric Drug Products.
(EMEA 74 RZ A4 )
European Medicines Agency. 2008. Guideline on the Need for Non-clinical Testing in

Juvenile Animals of Pharmaceuticals for Paediatric Indications.

Q2 MNERHEESBEICZLEDL S RREAEENE D 9|

A2 PMNERAEELEBICIELUTO S —ARBEIND,
- AN T OEBZINREA~ESIE T 5 55
- R &N O FEEFR S
- NEOHOFERRIE L LT ORSE

Q3 /NEEMIZED L D RERBICES S5 ?)

A3 NEERICRYT B EERROBERRRICET B 54 £ R0 T (CH Bl (ERL
RERAIHE EEEFI334E) OXSR—BRUERA IR THWADT, BEICES
7=,

- BER

- EMIEFAR (022527 R)
-fLEE 8 A5 23 4 A)
CRE Q®ErDL 1)

- FHOE (1215 16 XX 18 #)



Q4 Por>aBASEINERCERBALELZLONDD?)

Ad SEBMERNERBOEGEERT ARSI L LTEUTAELLND,
- IR OZESEER (firstin class) DEZES V
- A UEERNSEICET B MOERY T/NE S IS EBmICERNZEIER (B
1) ARBHENTNBEE
CEEOEWRBN Y — TR CIONRBR P E L. ADIERT — & 1E
LNAVES (NREROZOEELTIHEEED)
CRATOBRBRT— 2 8bh->THBENT, TRET—Z bRVEE
CRAB L URBBIOT — & L EBRE (U a% kT 47 2 (TK)) 5D,
AFESR B, B, R, BlR. DR E~OBER (EH) SERShBEE,
7272 Ly ST B/NEDERBIC & » CEIIEBNRBROERARELSELELD
NBEDEETBI L, & 2IE, MOREICHES RO 5 5 BT
b TOBIGEMRD 6 U ETHNIE, & P TOMOREI2HETKRT " LT3
ZEND, SEBYRBRIIFELEL DN,
- B (TK) OIS E Y | NEE 7213520 COMREMNE L < BT 5 T4
R HHHE

1) Zoetis T et al. 2003. Species Comparison of Lung Development. Birth Defects Research
(part B) 68:121-124. ‘
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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‘functior‘lal and structural study. Acta
Otolaryngol Suppl 405:1-16.

3) Takayama S et al. 1995. Toxicity of quinolone antimicrobial agents. J Toxicol Environ
Health 45:1-45.
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1) Tsuchida J et al. 2003. New Type of Puzzle-Task Finger Maze Learning in Macaca
fascicularis. Int J Primato 24:261-70.
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