B R W%
i %z

2410.-9
LB i E
S RAER

OB ¥ %
T2 44E1 082 .

EFME EER S HEE TR

FfJ\)EFH E%nnajt&b@ﬁlﬁéﬂ% %ﬁﬁwtélsﬁmﬁ%ﬁér&%t%ﬁﬂw r~ FA Féé
#5% fﬁ%(Q&AM 22T

'$Emzﬁ&@twwﬁﬁﬁw&mmt#%ﬁféﬁﬁﬁﬁ4R74yto“
VT BRSEEEBIO LB YR R LF LEOT, RETREREIH
_Lrﬂﬁﬁkﬁwbi¢




B

TN R A 0 T s DS e SEEEER R A SRR 4 K5 4 o)
| B A EESEE (Q&A) ~

QI M CROEINE A EBREZERRBI A R4 L 3ATR STV 502)

AL SKEITHE 2006 RIC FDA 535 74 &3 225, BT 2008 212 EMEA (B EMA) 7>
E»ﬁ/l’ RS U BRESNTEY ., _:I’LBib% bHARBEHRIPELND,
(FDA 771 # > &)
“United States Food and Drug Administration. 2006 Gmdance for Industry Nonclinical Safety
Evaluation of Pediatric Drug Products. ‘
" (EMEA HA RZA)
Eurolﬁean Medicines Agency. 2008. Guideline on the Need for Non-clinical Testing in

Juvenile Animals of Pharmaceuticals for Paediatric Indications.

Q2 AEHEEREBBILOL S RHENEENS D2

A2 NRABRESBERICIIUTOr —AREESND,
© B T ORI~ RS BB
R ENRORERR
NROZOEREE LTORR

Q3 PRERFBEDL S RERBIES SN 55 ?)

A3 NRERCET B EEROBKRRICET B M A ¥V R0 T (CH B (B
124F 12 A 15 B [EEFE 1334 5) OKS ﬁnﬂﬁxB’J FERENTHADT, BEILS
i,

- RFEIR
- IEHAEEST A (0527 A)
SR 28 A5 23 » H)
-IRE QB 11 R)

< HDE (128D 16 XX 18 5%)

’



Q4 Fok> &%ﬁ&:@%ﬁﬁ%&)ﬂb\tﬁﬁﬁ%%&%‘i bhBh 2|

A4 m%@%%mwnﬁ%@%m%%%¢m%$meLr@urﬁ%xana
- B OESHERF (firstinclass) DEZES .
HL%E%MﬁﬁLET5M®%WT¢Eitmﬁ%@%uﬁﬁm&ﬂWﬁ(
1) BPRBENTVBEE. o
-E%@%ﬁﬁﬁﬂy#w9%7%1¢w¢ﬁ%ﬁéimL\&A@%&?—&ﬁ%
LI WiEs UNEEIRO L DR EZITIHEEST)
-ﬁAT@%%T~§m%oT%mEMT HERET —# HRVES
AR X UREESOT — &&%%@f(b%/:##74&x@m)m6@ﬁ\
SR B, B e, Bl QIR ES~0BIER (EH) RARBEShIBE.,
T L, BT BNEOFRIC L > THARBNRROERITE2HELELD
NBEDEETDIE, eI, MORECEEERETTEEODH BERLT -
b, TOBISEER 6 B E THI, tbf@%@%é@z%t%?”bfwé
L e, HEBMRRIETES 22 bhs,
- BAEIEE (TK) DIEEICL Y. $%it@¢ﬁ@%f@%@@%b<ﬁMTéTm
HRHDHE

1) Zoetis T et al. 2003. Species Comparlson of Lung Development Birth Defects Research
(part B) 68:121-124.

Qs DX > RMBRTYA L REZLOND D2

As BTFOTVA VR—BREICEZ DISFIER L TR Y, bl L UGPSR 72
DEFEMIH U T—RICUT O RTBRD LD b O TR, Eio, Biifehiche
RIERTELT YA LV EEETRETHD, ‘

<l 1> EREEICEDOZBETRNT 556 , :

W 7w b, SD R HEHE, A% 1 AE (MNEER 0 BULEOBE. 4 B EIT 3
), MERES 15 IC, ZMMEIE (TK) JUMERESR 30 IL, 3, HAEHZER 0
A&T5, %%%@ﬁﬁﬁilﬁho%%4ﬂﬁ4®8@&ﬁh&%%%w%ﬁ
BT AHZEREE LY,

23 i@la(¢EEEOﬁuL®%%\4ﬁutﬁ3ﬂﬁ)#66ﬁﬁif 1
B 1E, FBAERRE
PR - SR, ERE. TRE. BHE



—fRREE ; A< tb1B1E

AE ; Bipd kb z'En:l

EEE ;AL bE1E @R

K ; EELmLT@ (HESL42)

BikgE ; BENBM. B4, EwH. IR

R EIEFERE, W@{%TEF‘]E{% :

RREHEE , HE. BE

78  EEME, BB LUK

PEREEY ;  RAE L AROSEE. IO

THeEE ;R THRE. EH

BT ; WA Y

Rigd ; A ELRSHFT 1= S

Ui ERRE (RS TEAS ECETREE T 2 E) o

T, REKTERE B A 05l BEREETR (1388 <54
%ﬁﬁo%ﬁ-ﬁﬁwﬁﬁﬁﬁ\%aigwﬁ\ﬁﬁﬁ\ﬁﬁmﬁ%%@

. 3

%%@Jﬁa (TK) ; 1:@%%’(%@4&'3;1 4&5;(}*‘24%%3%\ 3HEECHEE®RE 1, 4 &
TR 24 BRI, KRR S B | |

<H2> BEOBE - - BE~DEYOREE BT 550

TR & R ARTE -1%%“6@%5&%&#% CR U T, BRI Lin 7 A 2 BRI ERE
TRECHD, o b ZIE BWOREZEN LT 5BARER I EBREDS v M,
73 BRI RO SR S 1 AlROT v F 2, ¥/ oV RAEECES
=25 3 r AROA X VAN B R Y THB,

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 gluring
the critical period of cochlear development in the rat, A- functional and structural study, Acta
Otolaryngol Suppl 405:1-16.

3) Také.yama S et al. 1995, Toxicity of quinolone antimicrobigi agents. J Toxicol Environ
' Health 45:1-45. B



Q6

B 7]

A6

—ARAITIE, W o BT 1 BOMERES 10 IEBA L, FE o EEETHE 3 IEL B R AL
REREM THOBRERLRT 2501, TOLDOLEREBMT 5 & TR
FEELEZOND, i, EWEIE (TK) TIX1 ¥ 7Y 7R A v M 1 FlEs
ISRV S ZETHATHS S,

AT

BEILATOBES T FEOEE A ?])

BESLAT OB OTES 1 H . BWRIOa Y ¥ 3 5% — a Vi X OB RE)R -
WCHE Lo TROONBRE Th 5, HESNEHEE LT, | ENOFERES
BTk, REENOBEY (BH) TSI FERHS,

RSB R b IR RIC B 5 BB BRI P 0 L 5 ICRiRT 5 0h 7]

A8

LYRUT ML L. T v bR CEREICEN RS E R 554015
BRSNS 38 DU T » b OBHICRE RS Bl (8 0~5
H) 25 &1 5, 4 U EOMEEDRA ., EHEBE L UEHRLEE —IMOSEE - i
RIRE, ARBETAREOREMBERT LTV ARD, Ty FTREEL GEiR)
B L OEEBBPHESNABELHD EEX BN, ¥, 12 B EOLOMS
DB, MFOBERRT 5 (7 PRERIRRTIL 6~ BBREIMLE) X
SUTTATTRERGED 5 B,

Q9 Yok ABACEREREREERSBERRTBRT S T LR 2
ET > b ~OFIROE 72 CIBINC X > TR B A RS T8 55 R

A9

CEERBAD DD, BETRICRDETOM. BUBET —F ik EEEE L L TRER

B (R FRERY) 2RATHZLIFELZLIZN,

Q10 YA B 1T BEEER AT R OFHEIL TTREA: 2]

A10

=T ATMCBOTHRATET (W3 05 4m) 2R ThEET D2 LITRBRE



HiE, BERITIEARVY, kT AR & L CHERE | R 1 ORI X B b T
BB, i, HERIEES (EH6 5 ) CTOMBEROEHESRYTET S bk
LTHARIRE - THRBT O ¥ 285 555 - BiEHE V. 25T HMG
| L UTHCG BE-CH T B ISR L UMROBM PO E L ORESRIF LT3, -

1) Tsuchida J et al. 2003. New Type of Puzzle-Task Finger Maze Learning in Macaca
fascicularis. Int J Primato 24:261-70.

Qll_ _MEBYHTO M Fa%RT 17 ADEEMIL?]

Al RSB CENBIET 0T 7 A Y S OF— 2 BEETE, SRS CiE= 4
Vo T RBER B D, FT Y IR Y MERREY & DR AR TS
e, RREBWMICBI DY T Y U RA L R EBECT S, $, HEHRS 24 B

 RBOMERBT L LKLY, RERSBROT—F ILERBE L DD, IEE
BCEERICHEN b T VAR —OREERR ERWHERREEDBBHSH S
BEVEXLNDOT, BEYA L AR O T Tkl . BREE-7 b
AXRT 4 7 AHERFR LD, Ty MVRBRTIEH YT 4 MNEOB AT
BrEiTiBY, BALMOT v MEERS PIROARRESORVEA I, BB U
THREBIOF > TN TN LTHELIXR, ENRETAOIRMBERERR
HMERDBELH 5, |



