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1 25

T A v CC5 D0 (R 1 0.5 (Wiv) % A F bl —ZKE#R CLF. 0.5%MC)) , 2.5, 10

B LUV 40 mg/kg/day & 1 BEMERES 12 PCo> Crl:CD(SD) 7 > M2, HET » BTk L CTiXa2fC T,

REHIF B L ORI A3 TeEh 42 B, MET v Mokt UCIEACERRT, ASBLds L OMEAR IR,

RO N 3 HETOMM (40~49 HH) BOfkb L, =OVERRERE, <RATH), =ik
D ATIC BT T B R RG LSRR, T ORENSE L.

1.1 EHEmc>nT

HETIE, 40 mg/kg FE TR 5-HI f R EHINEH 3 L OMEEF &R0 b vz, 72, 10
mg/kg UL EOTE TR O E & DO & EFE0 B i, 40 mg/ke BECIFRREIZ /N4 ORI AE
RVFRD BT, —eREE, FIRRET HLIZ 1 40 mg/kg B £ TR E IR 5 OFBITRD b h-o
7z,

MECIE, 2.5 mg/kg B CIE AR o o MR T HE M0 E OB NS L OB A B R EE I 23589 B,
10 mgrkg LA EORET, (HRMIBITM MO HEE 4 B £ T, KEB L O E O R L QMR

WD BN, Fiz, 40 mgkg B THBOMMERIC&HRZO LN, MREE, HIRITH
B L OB TAOM AL TIE, 40 mg/kg AE F THBRIE & 512 BIE L7 2 KIERRD H e do
7.

1.2 MEREBY O it L OB AR R O3 AT DT
BAERDOEEIZIBNT, 40 mg/kg B THERE DR IR A 36 L O3 588 B a7z,
YL, 2P, iR, ACUREEMARER, AIRE, AR, (ORI, e, HigERE, M
FEWLOAATIRES L OB T R, AR, A% 0 HB L O R 4 HOEEE, HEEROML,
FrAERO—RIREE, shEE JONHIRETRLIZ 40 mg/kg B £ THREBRME £ 5 O BT B L

-7z,

bz End, RilBREETICRBT D7 VA v CCS ORI EIT 2 B2 (NOEL)
1%, HERE RS RE U 28 b & LT 10 mg/kg UL EOBECATIRO AU R H 2O S350 H i
7o D 2.5 mg/kg/day, BEEMERNOAELYE, IO /INEETLLPEIFAIIZIE R 23 40 mg/kg/day
TEH BT LD, 10 mg/kg/day & HIEF Siut=. WEE) CIE 2.5 mg/kg BECHTHHIRIC /AR
HMENRI2SZ8D B2 Z & D, #MEEE(NOEL)E L O ENE B (NOAEL) & 12 2.5mg/kg/day
il &M E N, -, HEoOATEERS L ORI OB BFICKHT D BEESE (NOEL)
B LOEGMEENNOAEL) i, 40 mg/kg/day CHERED VIR TICMEARED SNz 2 L nd, Wi
N b 10 mg/kg/day & HIKT S 7.
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I

2 &
T A v CC5 D0 (R 0.5%MC), 2.5, 103 LT 40 mg/kg/day & 1 BEMEMES 12 [ED
Crl:CD(SD) 7 » M, #EZ v Moxt U TELRean, Riifik X Ovehdté & &3l 42 AR,
MEZ > Mox U CiEsehdal, AeRtds JLOMEARBIM, 72 5 QNI oMt 3 H E ToOHIM 40~49 A
W) Ofh L, TOVERERE, LRITHE), ik LU REOAMIIRIETEEERE L
7.

3 MBEEB LU
3.1 Y

A . 7Y A v CC5 ; Azoic CC5

514 : Naphthol AS-G

s 1 N,N’-(3,3’-dimethylbiphenyl-4,4’-ylene)di(acetoacetamide)
CAS No. : 91-96-3

(LR RN IR B ¢ (5)-2275
AR () Y

. \
H,C—C 0 H,C
\ / \
CH,— C=—o0
/
NH NH
H,C CH,
7 T3 1 CxH4N204 D
o : 380.44 "
YIRRAb R E ) At~ S TR Y
Ik R OAY
7y NEE : GFO1
T : 97.5% (Annex 1-1)

AW OLHEB L OFORE - ST L
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e CAF s HOURE T RS
FTTEd ; AL X E S 6 T B 153 9 7 (T 114-0003)
AFhE :50g (25gX2 A)
ATH 2201348 H 8 H
L EME DI OB DRI B W TR E

& GHRET 8O & AL TSI L, RrthaliR a5
ML, ZEVEEZMER LT (Annex 1-2).

RAr4eit DI (GEMIEDE 5.7 ~ 8.0°0), Ve, AUE.

PRAFSIITES L OMRTAIIE] - BRI B RTFE DO WERIE 5 2013 48 A 8 H (AF) ~ 2013510 A 25
B (A&m o8 5k E)

Ik EoFE R, A BLOMREA T R EE M LT,
WA I KT g BB, BRI OB RMA IR L LT,
FARMEONE RRIMER T %, BT 00, BEEREER L LRI L
().
3.2 xHRmE
APk 0.5 (Wiv) % A F LB E— AKIEIR (0.5%MC)
LA R  AF LTI —R (400cp, 7 NS WEKS883, FDLHIZE TERTC

SRR L, REEUK(BARERAREEK, vy &5 303073,
302060, 304041, ¥ 7 ~UHEUBEERESH) TOSWV) %Eb L 5T

R ST,
1RAESA: D (FERIEEEE 3.3 ~10.0°C), KW

BRATHIT S L OMRTTHI - BB RAT = O MRS 5 201349 H 9 H (RIEIFARY) ~ 2013 4 10
A 24 B (A&l S

i IR D R 7 HRBILANICAE I LT
33 BEEOFEL LT a8
R D WBRME AR L, A UISRTHoM L=% . MEmE A L

FTORMUBRNGIEL, A— T REBUANT. T O
LD X ORI E B Ntk, AX—TF—E RN T oS,

TR -7 HREWZ 1 |k E
PRAFRAF DI (REDE 3.3 ~ 10.0°C), Y, K

PRAFSITE L OMRAFHIM . BB (R =R OMIFRE ; 201349 H 9 H (#EFAH) ~ 2013 4 10
A 29 H (&HEEIFS)
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AL 7 B REILAWIICE T L7,
AR E X R 7 PN TCTEEY, TIRoBCII~ Ay, TR, (R#

AHFEEFRL, BA, ], B & OTIES & 4
7=
EAROBEIT, BANLST D7D, pEEEIEY E LRIl L
7=

: 0.5 3 L7 200 mg/mL OFFEIRICOWT, FHE, BERGFESRETT

8 HE L OEIEMAESN T C 24 B O EMENFER ST D Y,

2 0.5 #3008 mg/mL DFRUE L HWT, HIEITES Al 2 B 5k

DUWTHER LT, 723, HIFRHRIRED 0.5 35 XUV 8 mg/mL OFHLKIC
DN, By -HERERO H B ORI A R HERTRBR O TR R & L
(Annex 2-1).

D RME OSBRI T A RGP ORI, WIRlE L OO RARE

FEIMH AT OB ERICOW TR LT,

ZOFER, WOl L OEA ISR L 72 0.5, 236 K OV8 mg/mL &% 5%
X, SARNENFPIET 100.0, 98.0 33 L 1196.9%, HKA&MIT 99.8,
94.0 8 L 10 97.0%, FAXHEAERANNTRE 1.3% U T THY, GAF
90.0 ~ 110.0%, FHAEEERZE 5.0%L0 F O EABEICHS L TNWDH &
DIFER S 372 (Annex 2-2 38 X TR 2-3).

: Annex 2-4 [Z7R7.

: 7w b, Crl:CD(SD)

: SPF

P AAF R s USRS EAREE X —
BB LV TR AT L

D 7y MIMMERBRE CETAVLNL T2 EMETH Y, U

TOFEARBAEE THL I N ZORMAERT LT,

: MRk S 52 T

: MERE L % 8 IR

: BEFE 240~330 g, MEIX 160~230 ¢
D HE 275~324 ¢, Mff 181~216¢g

: MEREL b 10 i

- 14 -
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B DGR ERM B 371~442¢g, M 222~264¢

FiE ' : MEMESS 4 RE
BRI D MRS 12 P
3.5 BER L UWIk
HAH] D RERITSZ AR (% 1 B) L% 6 B £ TOMM.
LB I BE I A & D 72 #5501 B £ CoHIfH.
YL iR A  MEEIIZ DN, BRIEK T B BRI B E T 9 B OVEE R
BRI A A TBRIKEICE DIT- 72,
Ttk D RIREER 1 H BB L, RELZARE, 6 HEB LU T H

Zorm Ol 1 M OB THRIE L7
BbHIE R -fikiEs KOEIC W, RAITREERRD bR
etz VEIRHIRA T AR TR E R b,
3.6 WS
B ds L OWIMEIARI o o JEfE U 7o — AR il et s LOMRTOIIE, & BICHEC W CTUREE
MEDOHKREZZZIC LT, §OEHOBEEERE L. HEEREHZD Hivom 1 525
&, MITOX v A7 L&A L, HEBRLHTHIZF O H OERFEIZE SO TR GERARIHEIC &
Y BRED VR E N — R T BT o0, BT RFOB OIKERINL, T
371~438 ¢, MET220~267¢TH Y, TEIRE (HE405.6 g, 12451 9)D £ 20%LNTH 7.
FE I HERIN SRS 4 VUL, $R5-BRAA BICRBRD B RS LSRR E FINEIZAE - TH
BEFE X7z,
37 @B L O — T o
£ B U RS AR AE 7 b b TREERICEI & AT, (R AR
EAT Tz
YT HITEMCEE S A ARL, MRS E1T 7.
F/LIC oW, RSN TR o 7.
EEr— D HE T RNEMEREIZ AT L 72 T~ No.,  #851] No. (52 ARF
&% No.), M, 7— Y NoBLUFE / FMEHF L TE T —VD
AT AR L7z,
FE TR ITMER I AT L2 7 ~LIZ3 Bk No., B No., 141,
WERWE, M (BRK) BLOHE / RHEEHITFEL TH 7 — Y OBNA
WZRER LT, RO r B Bad & [RBR oI E 2 didk L 72 frc /e
TR, RN H e G NI BRRSLHBD 7 V— T4 %

S

- 15 -
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HIEE L TR Lim. W& T LB BE ) B 0D 5~z as i LT
0 HAbONWHH 0 BEED /S v—74 2B L.
3.8 #BWfETE

3.8.1 filfsRts

fAEEE S : 306 5=
IR AE -« b fiE 1 2243°C, 50 +20% (FEfEEH 20 ~ 24°C, 38~ 70%)
LB 2 10 ~ 15 [Bl/HF[H]
R g ] : NTREHT 12 R (8 : 00 ~ 20 : 00)
3.8.2 flH @I L OB Tk
r— U OFE 7Ty REBRRLAREKR 7 — 2 (260W X 380D X 180H, mm)

7272 L, ZRRSIMEEI I W THEETRR 17 U A HEH 4 1 F T/hEL
& FRICEREMAHN RV A h7Lv—2, BAF¥—/L R
SRRt BHEH L.

1 7= &2 ) OIEEE : B LOBHEIARI L 2 PLd™o, #5300 1L, AZRLIA
FURMERESS | DS, SREREARI X 1S, WRTTEIMIRI L iR S LT

r— st C R TIRE, EORIT2IBIS L MIOHUE T 72, QR ASTHEEIDIZ
DWTIER 0 BB LU 14 RIZFEHM LT-.

LA H D 2 [E5E e L.

ANREZ LD A5 44 DIENR 20 BUZIREE & BT FEM L7z,

i i AT R /AR SiL N B el

HEhfRKEEOKIRE 8 1 [R5 L7z,

EA DI D1 H 1 [AISEHE L7z

ENDHE C FRIHFEE R L O3 SRR A 1 WML TR TS

ERMEEA 1A 1 ER L.

3.83 falkt
TEHE - 4 : [S7UERE  CRF-1
oy NET : 130507
piSee oy DA I K OVERRE TR
FoRE 715 DA EBEAGEEER A F VW CH RIS I S E .

GV E I LU« ARBRICTE R 2 RIAT TN O & D15 E & 2 WA O A
Z, R L7cm y bOBHIOWToHT L. 3B O

—uT 4y T=RTAT 47 Ty NURRAEtE (iR E
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AR-13-JP-001292-01) 7%, fAMFRAILEBHILERESE Orfradagss
1 No. 13G03-074) BZNENATY, DT —# & il E 2L )
BAF LI AT & RIS (L& RMEFIERT OA%
MR TIER L L 72, T OfsER, WThomEBICbEFARE
% HIEITRED B2 ino Tz,

3.8.4  fREK
FEE : AL i Ak E 7K
Fa KI5k D UTERGACERE & O T B S 7
T CABRICER A KT RO L DI E OAHEE, 2013447 A 8
H, 20134210 A 1 BB LT 2014 41 A 2 BIZ Y% B E ONE O
AR B REH A BRI U Tt Lo, oAl 1 ARRT ARk A Ok
ERATAE B - No. A251184, A253323, A254742) 31TV, 07—
L ANF LI, A & PRIk At \LEWR e O
MR ERIE S U 7. T OfsR, WIThoEBIC HEFAE
EAZ AIMERD LR T2,
3.9 HERWEOKRE
39.1 BHEEORE
e hH 5 D0 (xHH), 2.5, 10 35 L0V 40 mg/kg/day
aE R : 28 AR O 53R (% 58 8, 40, 200, 1000 mg/kg/day)”

WZBWWT, 40 mg/kg/day L EO¥ 58 THEIZHE - THEREOAELEIN
i, EE RO S OO /N E TP RIIAE R, HEHET 200
mg/kg LA B) CIHFIRE SO SEARD Hiviz, —ReiREE, 4ARsss OE
HEER & OZ OIREMB AR T D B E 5 DT

1000 mg/kg/day & TRO Loz, TRHLDZ &0, AREBT
%, mHE% 40 mg/kg/day & U, #=E5HIM (42 HELLL) 2328 HIE)X
BERGFEBRLIVENIEAZEL TAL4 THRLTI0BLU2S5
mg/kg/day % BT L7z,

3.9.2 FRERHEOHE)L
ARERFEOMEEL & FHEOEHE BIILL T 0@y & L.
b RIE e s Y (W)
ABR (mg/kg)  (mg/mL)  (mL/kg) T i
pogiictisa 0 0 5.0 12 (10101 ~10112) 12 (50151 ~ 50162)
R & 2.5 0.5 5.0 12 (10201 ~ 10212) 12 (50251 ~ 50262)
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2 5.0 12 (10301 ~ 10312)  12(50351 ~ 50362)
8 5.0 12 (10401 ~ 10412) 12 (50451 ~ 50462)

REEEEICIE, MoOBE & FIERDO FHIECTRHBME (0.5%MC) DA HEHKE LTz,

393 B&L5

BEFEBIOESRE . 7 4 AR—Y T NLVE Y o TEBIOT 4 AR—FT LU PFHND

AT
s

£ - i

KRR

THRAIANZ FICR A &G L.

1 U1 E, EUEE L.
©9:10~11:50
C e ASECBEAGET 14 AMB L OF 0% 28 B, #H42 B

M 5 ARFECBAAGRT 14 HHI L UGN E TOARMM], & 6ic4&R
FNLBNTAFAR IR 36 L OWHTT 3 A EC, 3B IEFI AR 25 1
EQAYEL]

D BRIA OB SRR G BIZ A S WRIE B OREIZESVD TR

L.

B H A, R, bR LU GO EEM  RBRET A R A BRI L TRk

Ll

3.10 B, HER IO AEH
BHGPGAZ&5 1A, ZZREEAZEEO A, W& THAZHT 0 R & HE L.

3.10.1  HEEh ISV T

31011 —iRnEm e
k=

]

BARE

BE Tk

3.10.1.2 {KEHIE
S

PN

HIE H

HIE 7 ik

LNk 1o

: el

RGP LEG 42 BOBHROTRA (Day43) £T
CBHOBRSHBLORSH% 2E. 2L, #BIETRTRC L E.
AR 2 DAEFE, VB, 1TENRIC W TS LT, SEATED S b8

T, FOEIRZ 6 NI OFRBLE L OV DB S vz A &
BEL LT,

- 45

&G, 3, TH, TO®RIET BEORER, RE5RTHBLIOHRA

T L

R LR (GX-2000, MRtk =— - 7 R - 574) AV

THITL, 1g WAL Crigx L7z,

CULTORIZ LV EA L.
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3.10.1.3 B EHIT

Bl
il aes|

HE 7%

3.10.14 R
k=
]
WA 71k

3.10.1.5 HEHEZNT

Bk

G

HIE 7 ik

TR RO

1Rfill F(g/rat/day) =

SR13058

REEME (g)=& 542 AIEE (9 &5 1 AIEE (9

el
c FERRE G 2 M LUK E 2R, KREHTER U B3

L7z,
AR EILRFE (GX-2000, #RADfE =— - 7 K57 1) ZHn
T, 0.1 g WL CRlsk L7,
BB BCE Y EAHIER 7 — VEICHEE L, FORIIHER
A ERB LB EZRE L. 72720, SR H X E0 4238
E L. WICRTRICE D, HEEE (ghat/day) &R L7,

FOHTHR (g/rat) —FRETHEE (g/rat)

HIE B @ A $2(day)

]
&5 42 AOFA (Day 43) (2EE L7z,
CRANEABIEL, A Y 7T R T CREESREIIR 2 & DRl

NREFHSH, DR OZFRE A RIRMICEE L. £7, LFD
PE HRRE 10% VRSB R L~ Y ARICERE - RTE LTS, 7ed, W
BB IOWE LINTIT 7 i CREE, 70%T % ) —WTRAF LTz,
ELHDEH DI DOWTIE, Ak bRHE - RITLZ.

DIVNE, ORSEE, ORSE LK, HOSZRR, g (BEEBRG L) B L UWIRR S

BB (EFEMR & OB E ).

]l

B

c @ AR LIMRFF (GR-200, Rzt =— « T2 R -5 4) ZHNWT

LUTOWMEDEEZMNT L. A0 AMBEICSWTE, ifit
HOCHlE L7,

: et BB & AR B ICHIE L7 AR E D DA E R AR L7

MaxPE R (¢ £7213 mg)
FxtE B (/100 g F 7213 mg/100 g)= x 100
B HIAE (g)
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D JFPRE, REER, ORSEE LR, KEZE (REIRED) ; LLL (9

AR (mg)

3.10.1.6 JAELHAEEN A

Bil%

ALy ik

anE e Mk

3.102  #EEHIZHOWT
3.10.2.1 —fRIRTEE 2R
k=

A

R

B

31022 (KEHIE
e

AlEH

HIE 7 ik
R HTHE N B

D BB OV THEANRIZ 5 L, TROME Mk > Tl e
B LUV 40 mg/kg BEDO 22 72 & QNI ACECAH FMENS AL T do - 72 HE 1 41
(No. 10208) {Z 2V Ttk L7z, JHIBIZ W IS B 5 058
EEZLNDEIED LT, SO OV TSR L
7.

NG T g o BEYIL, e bR L U U B R R
UCTERLE.

D ATHE, RS L ORI BIR, piszl, K (BRI ET) 726 0N
R |2 LR BLOD 22 B 1072 10 mg/kg BED 2 1) (No. 10310, 10311) ¥
L OV 40 mg/kg #ED 1 ] (No. 10409) D

=l
CES1IAPLHBRET
R ERT

: HEE) LR U

: 2l

51, 3, 7, 14 HoOEHAT,

TR0, 7, 14 3 KT 20 H D EHi,

E 0 B ORGRB I OWE 4 A.

12U, Sy RIRIER) I AT 26 1 (R,
KR LR U

UToORICE D BEHLE.

AP AT L 1 R

IKEHING (=% 7 14 BIAE (9)— &5 1 BHIKE (g)

I B TR
REENE (2)=4LMR 20 HIFE (o) — AR 0 HIRE (g)
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3.102.3 BEEHE
%%

HER

HIE J7 ik
3.10.2.4 HFR
Bl

IRe 1]

ATk

AxE - M

3.102.5 &R EENE

Bl

i 5]

RET7ik

M E RO H

anH %

3.10.2.6  JRBEHA AR
BN OWTEARERIAZ S L, FRoaE - MR DUV T RRESRS

(k=

Wt Ak
SR - LA

SR13058

Wit B 1 R
RIEEINE (9)=MT 4 HIFKE (g)— T 0 HIKE (g)

==

 RUEBAE D 2 H[E], o6 NIt H OB H 2R, (AHEH

EOREAEFL. 7720, FR20 BB LS 4 BI3ss R0 2,
IR 0 HIS L OWHE 0 H IR O A

DM LR L

el

CE 4 1

72720, LR 25 H E TOMEMRTRD e h o 7= A8 B (No.
50258) (EALHR 26 W23k L7-.

CHEE) L FERRICEIB L, AT OWE - ffke 10% PR E R~ Y

TEE - RAF LT, ELOHLEEICOWTIEESL & bIRF LT,
PEIR ISR L OVE R A SR 7.

 IPIE, ORE, FE, IR Z UL

]l
;R

: HEE) LA T
D EEM LRI T

- . fxt e (g 7213 mg)
HxffE (g/100 ¢ F 721X mg/100 g)= x 100
HE BRTE (g)

i (g)

FNEL (mg)

KOV 40 mg/kg BED2H 72 £ ONZ 2.5 mg/kg REDOFRIERF] (No. 50258)i
DNTHIR LT,

CHEE LRI T
D NTHEE, PREL, TR KL OVE.
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3.10.3 WEHEENMY O A5 L OSHE R oA 1T
3.10.3.1  PEERIRA

Bl : D> 4=

A D BGBEH b ARSI £ T

Jik DR LYY LD BB R L, SO AR T TR
B 2 e L7z,

HE D MERM O B ETRAT, ZEIM, SRR JURER ) &

4 MG 6 HORMB TRV IRT L OETREE L, REHHEEZHELL
7. BE1IHMOEE 14 HETO 14 HRICOWTRIELIEE,
ks K OWER RS o ioceHH L7z

3.103.2  AJHAEMRA

Bil% : MERED 451

ir 4] G 14 U XY R 14 U GRECBAAA L #2788 1 1 & L),

SR c F—HOEWE T KRB R — O8I E —xt & Lz,

ik o BRI OMERE | XT 2 2B A OV 2N K0 LR HER SN D %
TR E S H .

SRENLOWMERTE WA EEZIL EICE T L2, &5 WA A TEAT O
TS EAT o7z, WTF RO bNT-H 22BN H (VR0 H)
& LTe. RIBEBRLAD O KRB E COLRME R A LR L7z
KAPSTHBICR 2L 2R L.

B D YA ULk
ZZ &2 (Copulation index, %)= x100
R =B
ZhhHE CHEIROWMERE A /3 i O F #36 L OB A E RO SRR OFHUT &

DTz WADLOHEICZRREHIN L.

ZHEEMEL
= E#¢ (Fertility index, %)= %100
3.10.3.3 i X O TR R
%% s MR L7t oo 44
il e : DR SR I e m B R e X .

SRIRIEZ ATHR 21 A5 25 HET, MHA72< 4 318 (9 : 00,

-2 -



SR13058

13:00BLT817 : 00) BIEEL 7=,

S UGRIE T ORERR 19100 ETIIHMET LA, ZOHEWHOR (E#%0R) &
L7z.
WA BRI HEERE R L.

1E & H PEMEE
HIPESR (Gestation index, %)= x100
TEHRIESL
IR O RO HOIE 0 B CoOMM O A e iR L.
IRFEDRH D HIRIF L AT AR BRI K OVEIRIRE (EIRE) ZatELTz. kb iE
MICERFEEZT N L.
HIRE
KR (Implantation index, %)= ———— x100
AT AR PR AR
R o822 A% 0 DT RTOHERICOWTAREB LOMN 28 L, sFEx

B LTz, BT EARBE AR E ZFHEL, b0 Eil&El
PERE L Uiz, A SIERICHAERB LUOAKRRE R INEIRE |
fRlcPE s JUOARRE IR 2RO MORIEZFH L7,

A% 0 B DELFIREK

HiAE = (Birth index, %) = x100
HHIREL
AR
HipE A DPEEE (Sex ratio, %) = x100
M IR B+ R A R K

SR BE B (%) = VR EE R/ HEARE) <100
AFRE R EROBEOHE = ARREIREFFOIES / HiEdhiik
3.10.3.4 HpERO—fREEE 2

BilE el

BARE :1IHI/H

1A RO US4 HETE L.

WAk DA% O AR IO AIC/AEEATRE L, —RRIRIRE A 1 EER L

ks, FETHIEIE A H IS ATRE/RBR ¥ Flkk L7z,
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BAENAFROG] A% 0 A JUVER 4 B oFERAFRE TSR L.

0 HOATTIRIK
1% 0 H DA (Viability index, %)= %100
tHhEE

Hi% 4 A OEFIRK
K% 4 HOELFSR (Viability index, %)= X100
A% 0 HOATIREK

3.103.5 FAEROKEIN T

B - RN OWT, A 0B LU4 BICHEm L7
eI s EAAEIKRE (GX-2000, HRADf o2— - T R - FA) ZHNT
BERNCHEL, 0.1g ECiiskLiz. MR IEHT ) DK ELH
7.
3.10.3.6  HANKOHHR
IR 447 - 45 45 % 4 HIZRBIC OV TR L7z,
AT RS (TFENZ &) 28R L, X2 hrE X — ) U U AR

PRI LV ZEFSL S, RFOXRE - HEkE WIRAICEZE L.

3.1 WEHFERGE

IV a—H AT A (MITOX, =SHEM T AT LEESAE) 2RV L7

REE, (REHNE, B, WE OMXIE G L OMARTE &, BIEHIRME, BiFn KR
TIOH, MRSRIIARE, AAREGS JOVERE, MR, HEROFRTIRES LOBET R,
AR, SRR, 1R 4 B ORFREB X OSSN LETIG R HBAROBRRIZ OV TR 3 KOS
WREZ M L, Bartlett DRMEILZAITY, Sl 2 Lz, %98 (p=0.05) OBEIT—
TCRLESY BRI MTTE T L, AZE0 L (p<0.05) DIBGIE Kruskal-Wallis O R 32 5 THENT L7=.
— A E S BT OFE IR, FIEZENA LIS (p<0.1) i3 Dunnett ORRETE 4 JHV T FRTE &
DB &7 > 7. Kruskal-Wallis IEOBHITOFE R, AEENHZ L5 (p<0.1) X Steel DFE
A HOSKEEEL Oli 21T o7, eds, £ 0 B OAFRITHIBBEHEST > 27 b (Z40F
AT DS B O T LR & RO % Sk U 7.

PEEBOREORBR, TRE, ZHE, UER, REWOMLE KUSEREF R Z2ROME
SR 732 & ONT IR BRALEE R 2 O T R ST, Fisher O EREfE = T E 4 -

xHREE & DHIBREIC W T, AEKEILS%E L.
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3.2 AT — ST
FooA T —H s WERESIEN) O —fRIRTR, (KT, (RFREIIN s L OB AR (SR W Tt
(XATIR 20 H £ 0), arE IR (4, WEALEREARA
FT7TGA T —H  MEIEHARAL, ACJRREMRAL, EIEL, rieBlEd, ERRE, HeERE,
AFIRE, TR, Y, WE ST OREYO—BIRTE, WS
[k, fHiaE, SwEERE (M)l LUEIR, BiEROo—IRE,
PRER KONl
aya—&7a ha— X, FTFIUEOIRE, HERELZXEL. B, ArI4 v
LR VAT —ZEWETHEE, NUOFENRELLGGE, A7 74 o TEEA S L.

4 AR
4.1 BHEIWIZHONT
4.1.1 —IRAE
—IRRE DO WRAE A Table 1-1 ~ 1-7, Appendix 1-1 ~ 1-32 (27”77
T, SHRYERGHIC BT, SR E RGO U2 B30 bivienof. 7,
mmy@ﬁmlmWamﬁmf&ﬁmaﬁﬁwsHifmm\ﬁéﬁﬁ%b%htﬁ,ﬁ%m%
AL TR R o T
WETIE, KA, ACHRHIM 438 U CARRII I R OVWHE 4 B £ C. IS L OB EBRmE
B GHOEMICBREITRD o7,

412 {KHE

IR HERS % Figure 1-1 33 K T8 1-2, Table 2-1 ~ 2-4, Appendix 2-1 ~ 2-20 {2157

HETUL, 40 mg/kg BTG MM AR ERIIH D HiL, &5 21 A HUBEOEER LOKRS
W ORI ENEI T RERE & i U T B RENES 67, 2,538 KO0 mg/kg BE I
FEE IR LU TAERAITGRD bR ho T,

METIE, 40 mg/kg FE THEARMI O R EIEINMIGI A8 S 40, REIEMN B B S i L
TAHBERIEENED Sz, SEOERTRICBVLT, 10 3 K040 mg/kg # THi7 4 A ORFIC
XEHRAE & Lol U AT ARG ASE00 bz, Wi E B h O K EHINE T, 2.5 mgkg LLEORE

XTREE & Hel U CIEAE B 23383 B AL, 2.5 me/kg BECH B2 REN TR0 Hav/-. SRR 14 B
OO B S L OVA BB I B 045 (R BT 51 & Seh HRTE & Lhdis U AT B2 7813 aded B e oo
7=
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413 {HifE
B EH B % Figure 2-1 35 X (8 2-2, Table 3-1 ~3-4, Appendix 3-1 ~3-16 {239,
HETIE, 40 mg/kg #ETEG TR EMEAN 280 HiL, 5 7 A UREOBEERICIREE b
i L CHBERERMAZED Sz, 2.5 BL 10 mg/kg BEITHHBRE & Ll L CHEAITR O B
AQIEEeY
ETIE, 10 mg/kg A EORE TR I L OW & B EE B IR A 2358 B, 10
mg/kg BHEOIIR 14 BB L OWHE 4 H, 40mgkg FEOIEIR 7 H, 14 BB L OWE 4 B OFEFIC
KTHRRE & bl U CHEARTEAFRS iz, 2.5 mgkg #EITRERE & g U TR #IICE B
Lol b OOWIE 4 H OB E IR M ANGED Bz, ARLHT 14 H B O B304k
BRUVE 1% HAE & RPIRRE & i U CH R R AR b o 7.
4.1.4 Ik
FIMET Sl % Table 4-1 35 10V 4-2, Appendix 4-1 ~ 4-8 |27~
HETIE, 10 8L 40 mgkg BT, RO LIHENRENZEN 2 B IO FICRD 5.
2.5 mg/kg #ETIXWT OB b AT FLIEEED e o 7o, EREEORE LT Ao
FER R RS 1 IR Tk,
METIE, WTHROBEIZRBWT S RITHT IR bz o 7.
415 FEHERE
PR EH B ORAE % Table 5-1 35 L OV 5-2, Appendix 5-1 ~ 5-8 {2737
HETIX, 1036 X UV 40 mg/kg B THIR O X E I 6T HURE & Bl U CTHER IR H 7.
Z O, 40 mgkg TECREBOMATEZICHREE L iR L CHERSE, BEOMIESICHR
IMEAEAFRD B, FREAEICAE R BB S, 2.5 mgkg BETIE, <IIREEE e L
THERETHO NIRRT
MECIE, 40 mg/kg B CTHTIRO A L RIC A B R &MAEED bivle. FIRRHATRICA B KHE
DRD LT, 25 B X110 mgkg BETIE, BB L LR L THEREILRD LR o7z,
4.1.6 INEINIER RO
R ERAR R BT L% Table 6-1 35 £ 00 6-2, Appendix 6-1 ~ 6-11 {27179
HETIE, 40 mg/kg BED 12 Hilh 11 4 THTIRIC R/ NE RO PERT IBUAC R 235383 S v 7.
ek, PR GBI/ NAERIE, BIAR CEIRIS X ORI O RIEN EHEDO/ D BN S 7z
2%, 7y FCLIELITHO b BREEZTHY, HEEEE SN &G, HRYE
Peli L OFHEMEII e EB 2 bz, F, BIRICHIRAT RS 57z 10 me/kg D 2 4,
40 mg/kg #EO 1 FI TIHEBMIRE RIENAD DT R, WTLb AHEPEOZELTH Y, 5y
BHeh L OBFEIIRVW e ZE 2 O, ZOMICKT RIEORE LA CRE 01 2FIE, o 1
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{3 CRE BB RN A Zoff Jo L O B LRI A e I B P e IR 7R IS 0538 D B v 7.

T, #RBRE R G ICRIN LT RITRD v To. 7o, NTIE TN 2R3
SEFERETS L OY 40 mgkg #E0O% 1 BIZFRD RS ARKAMICH BN LB TH o7, 25
mg/kg O AREEH]TIERF T RITRO bR 7.

42 MEHEEN O AFHE K OB OR Az DT
42.1 PEEM
PEJE R 0% A& & Table 7, Appendix 7-1 ~ 7-8 12779
ZZECHT 14 H OV B ICRW T, WPNOTEOEMZ S YL HI1T R <, FEIE ]
fads L ORIEFIEUCIE, SR E R 51 & xR & ORI B AGD bheh o T,
422 HFEREMRAE
EFRTER A D) KA % Table 8-1 %5 L T8 8-2, Appendix 8-1 ~ 8-8 [Z/<7".
R, SRR BLOZRIENE L b2, FEBEHERGEHEOCTILOXEE L R L THE
A B NSV A WA/l
7ok, UEDS 2.5 mg/kg #ED 1 %F (No. 10208, No. 50258)IZ788 HAL7-.
423 SrhfEs K OVETERREE] 52
I3ttt X O TR AEBIER OO slfE & Table 9-1 ~ 9-3, Appendix 9-1 ~ 9-12 {77
IERTURE, BRI, AR, IFIRMIM, HAe, HERE, HEROATFEREBS LORTIR
B, AR, WEEAROMEELITIE, B U E R GRE & R & Bl U CTH B R AT b7
Mol Fi, TRTOAFRICALES IO o oT
424 FERO—INEE
BrAERO—EIREE D ki % Table 10 35 X U8 11, Appendix 10-1 ~10-8, 11-1 ~ 11-4 {2777
RTREE, 2.5 B L0 10 mgkg HOVEPITHE 4 HETIFEEARBO b, LarL, Lo
A3 K04 A OAEFRIIIS R EE 5L L SR E ORMICHERZETRD Lo 7.
£, RO —BRIKBIZIT T X TOHOEMIZRFITRO b~ 7.
425 HFLEROKE
B R OREORAE % Figure 3, Table 12, Appendix 12-1 ~ 12-4 (257,
40 mg/kg HEDOMERE L HITHTT 0 AR XU 4 AOKREICKEEmARD Hh, #HTik 4 A
DIREITRHRRE & Lol LT B 2380 Hiu .
42.6 FTEWROHEE
AW OFRRO A% Table 13, Appendix 13-1 ~ 13-4 (2787,
FECHIDOFIE TIEW T oB b REIIERD b7z,

fmv
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1% 4 AOAFIIZONT S, MERESBITRIFTILRD o,

7,

5 BE
T A v CC5 D0 (RHHR : 0.5%MC), 2.5, 103 LT 40 mg/kg/day & 1 BEMEMER 12 TED
Crl:CD(SD) T v MZ, HET v MIxF U TR, ARLHARMIR L OVCRLE & & o5t 42 HIH,
HEZ > MR U CIEAShAl, A80dE L OYFIRBIM, 72 5 TNI % 3 B £ ToOHIf (40~49 H
) BO&E L, ZOVERRMERE, QRITE), 2k LU0 GhSE 04 M RITTEEERTIL
7z.

5.1 BEMWMIZONT
BRI G I L2 b & LT, JETIE 40 mg/ke BECREGHIFF, EEBINIMGIL L O
B G EFD DAL, MECIHERM TR L OWHE 4 B % T 10 mg/kg BLLORE TR
IRIEED B AL, E72, 2.5 mghkg #FETIEIMT 4 UETOMGHIRF, (EEBIINEIAFED 5
iz, BEELHETEHERE &b s U CAERIR H i3 10 mg/kg L L ORET, HEMRIHIL 2.5 mg/kg
PlEo#E AL~ Lz, FBESEICKSWT, HETIE 10 mgkg UL EORET, Tk 40 mg/kg #f
THIXEEORENFTEO LD, HEMREIMIE T, 40 mg/kg BEOME CATIIZ/NEEH O
PERFRIBIIE N 255880 7=, Z OFFligOZE bix 28 AMRIER 5t Y Thb o b Tns
ZEND, HSRMEREORELEZ L. 70l 40 mg/kg BEOBEORE IO HE O S
B X EFEO T E R DOEIEIZ OV THEL, 230 6 OB SR AW TR AT RO &
NigmoTo 2 &, EOATERREIC b REITRD NN -T2 2 L b, HIRREOBRREISER L
ToABREYAB & B 2 LT,

5.2 MEHEEM) OGS XL OB AR ORAEIZ DN T

BEWOAFHRETIE, VR, 2R, SR, RIS, BREL, ERE, MR, H
FESR, HPEWREL, HPEROATF RIS LU E L, HAERE XL OMHIZ oW T, 40 mgkg B
F ORI E 5 ICBE L2 2 RIEE D DL o T

WHAROFEA - FEE TIiL, 40 mg/kg BEORERED RARTEICEMEDR TR DIz, AL B O
B OMREEINIG], EEEEICRE L2 E b e B2 bl iARRO—fRE, SA4E,
/L XE8E ORI FLIC R e 5 B L 7= 281k d 40 mg/kg BE S CREO Do 7.

PlLozZ &b, KBRS P DT A w7 CCS OHfFEMW)IZ 51T 5 M2 E(NOEL)
X, SR e B U7k & LT 10 mg/kg PA L O #ECRTAR O FH %6 T O BB FR 8 B A
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722 L0 2.5 mg/kg/day, fERMEE(NOAEL)E, I/ NEGLOMEFAINAIE K AS 40 mg/kg/day
TRDO O Z LD, 10 mg/kg/day & HIKT S A7, MEB)H CIE0 7T IR AR SR INANH 23589
LT L, MEER(NOEL)R L UMM R (INOAEL) & H 1T 2.5mg/kg/day it & 1 S

7.

—77, BEWOAEMRER L ORI O 3 - R HIS T L R (NOEL) 6 L UMt Rit &
(NOAEL) 1%, 40 mg/kg/day THERED IRIABIZAAD @B HT2Z & 0D, W T ivd 10 mg/kg/day
& X T,

6 AR OGN KT LT LD D REER
RRBGEO BRI GEEL LT L 2 BN S RERERIT o Te.

h

7 EEOLRAY

7.1 BERrOFEH

LT O&EE, BB LG MR O BEHRFEIRGET D.

1o ARBREHI Eds L OB B8

2. BT FOMOTERSCE

3. EfEWEE

4. BER

5. WEBWHEY T
7.2 {RATH ]

RERHE T 10 FEFHRE L, ZOR%OEEFECHOVWTITRBRERLE LoWmic Ly ET 5.

8 BHEEH

1) BAAbEE WebJST DA EA YR DB T HAMLFTWE ] .

2) Chemical Net. Cas 91-96-3.

3) ML ET —H L b Bk T 3RS A

4) BHEHEE T SA v CCS5DT v MW 2 MBREHERE A ST 28 HREIMNER &K
HEMRER. MRett RV —F L F—
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Figure 1-1

Body weight (g}
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300 +
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Body weight, Male Period : Day 1-42

Species

---0-- 0 mg/kg

—a— 2.5 mg/kg
—e— 10 mg/kg
—a— 40 mg/kg

Study No. : SR13058

: Rat

14

21 28

35

42

Significantly different from Benzanthrone 0 mg/kg:
DT : Dunnett test

* P<0.05, ** P<0.01

Administration period (day)
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Figure 1-2

Boedy weight (g)

800

700

600

500

400

300

200

100

Body weight, Female Period : FO before mating Day 1-14, FO gestation Day 0-20, FO lactation Day 0-4

Study No. : SR13058

Species : Rat

—— S —
1 ---0-- 0 mg/kg
—— 2.5 mg/kg
—e— 10 mg/kg
T —a— 40 mg/kg
1 3 7 14 14 20 0 4

Before mating period (day)

Significantly different from Azoic CC5 0 mg/kg: * P<0.05
DT : Dunnett test

Gestation period (day)

Lactation period {day)
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Study No. : SR13058

Figure 2-1
Food consumption, Male Period : Day 1-42 Species : Rat
40 T+
30 T
c
c
S
3 20 +
2
c
g
o
el
o]
o
g
10 4 ---0-- 0 mg/kg
—— 2.5 mg/kg
—e— 10 mg/kg
—a— 40 mg/kg
0 | | 1 Il
: 3 7 14 35 42

Administration period (day)

Significantly different from Azoic CC5 0 mg/kg: * P<0.05, **P<0.01
DT : Dunnett test
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Study No. : SR13058

Figure 2-2
Food consumption, Female Period : FO before mating Day 1-14, FO gestation Day 0-20, FO lactation Day 0-4 Species : Rat
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Significantly different from Azoic CC5 0 mg/kg: * P<0.05, **P<0.01
DT : Dunnett test
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Figure 3

Boedy weight (g)

Body weight of offspring

15 1

Male

Period : Lactation Day 0-4

Lactation period (day)

Significantly different from Azoic CC5 0 mg/kg: * P<0.05
DT : Dunnett test
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Study No. : SR13058

Species : Rat
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—e— 10 mg/kg
—a— 40 mg/kg

Lactation period (day)



Table 1 -1

Study No. : SR13058

33

Clinical sign Period :Day 1-43

Sex : Male Species : Rat
Test article Day 1 4 5 6
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Reddish urine 0 0 0 0 0 0 0 0 0 0 Q 0 0 Q 0 0
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 6 7 8 9 10 11
Dose Clinical signs Time 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Reddish urine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 11 12 13 14 15 16
Dose Clinical signs Time 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Reddish urine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 17 18 19 20 21 22
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Reddish urine 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

1: Pre-dosing, 2 : Post-dosing, 3 : PM



Table 1 -2

Study No. : SR13058

9¢

Clinical sign Period :Day 1-43
Sex : Male Species : Rat
Test article Day 22 23 24 25 26 27
Dose Clinical signs Time 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Reddish urine 0 0 0 0 0 0 0 Q 0 0 9 0 0 9 0 0
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 27 28 29 30 31 32
Dose Clinical signs Time 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 11 12 12 11 2 11 11 12 11 11 1 11
Reddish urine 0 0 0 0 1 0 0 1 0 1 1 0 1 1 1 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 33 34 35 36 37 38
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
Reddish urine 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 38 39 40 41 42 43
Dose Clinical signs Time 2 3 1 2 3 1 2 3 1 2 3 1 2 3 4
Azoic CCb n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 8
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 8
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 11 B 11 B 11 B 11 11 M 11 11 M
Reddish urine 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

1 : Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necrapsy day
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Table1-3

Study No. : SR13058

Clinical sign Period : FO Day 1-23

Sex : Female Species : Rat
Test article Day 1 2 3 4 5 6
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 6 7 8 9 10 11
Dose Clinical signs Time 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 11 12 13 14 15 16
Dose Clinical signs Time 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 7 7 7 5 5 5
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 7 7 7 5 5 5
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 9 9 9 6 6 6
2.5 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 9 9 9 6 6 6
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 5 5 5 4 4 4
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 5 5 5 4 4 4
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 8 8 8 4 4 4
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 8 8 8 4 4 4
Test article Day 17 18 19 20 21 22
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 4 4 4 0 0 0 0 0 0 0 0 0 0 0 0 0
0 mg/kg No abnormality 4 4 4 0 0 0 0 0 0 0 0 0 0 0 0 0
Azoic CC5 n 5 5 5 2 2 2 2 2 2 1 1 1 1 1 1 0
2.5 mg/kg No abnormality 5 5 5 2 2 2 2 2 2 1 1 1 1 1 1 0
Azoic CC5 n 4 4 4 0 0 0 0 0 0 0 0 0 0 0 0 0
10 mg/kg No abnormality 4 4 4 0 0 0 0 0 0 0 0 0 0 0 0 0
Azoic CC5 n 4 4 4 1 1 1 1 1 1 1 1 1 1 1 1 1
40 mg/kg No abnormality 4 4 4 1 1 1 1 1 1 1 1 1 1 1 1 1

1 : Pre-dosing, 2 : Post-dosing, 3 : PM
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Table 1 -4

Study No. : SR13058

Clinical sign Period : FO Day 1-23
Sex : Female Species : Rat
Test article Day 22 23
Dose Clinical signs Time 2 3 1
Azoic CC5 n 0 0 0 0 0
0 mg/kg No abnormality 0 0 0 0 0
Azoic CC5 n 0 0 0 0 0
2.5 mg/kg No abnormality 0 0 0 0 0
Azoic CC5 n 0 0 0 0 0
10 mg/kg No abnormality 0 0 0 0 0
Azoic CC5 n 1 1 1 1 1
40 mg/kg No abnormality 1 1 1 1 1

1 : Pre-dosing, 2 : Post-dosing, 3 : PM
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Table1-5

Study No. : SR13058

Clinical sign Period : FO gestation Day 0-22

Sex : Female Species : Rat
Test article Day 0 1 2 3 4 5
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n B O 11 B O 11 11 M 11 11 M 11 11 M 11 11
2.5 mg/kg No abnormality 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 5 6 7 8 9 10
Dose Clinical signs Time 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
2.5 mg/kg No abnormality 11 N 11 11 N 11 11 N 11 11 11 1 11 11 11 11
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 10 11 12 13 14 15
Dose Clinical signs Time 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 11 11 M 11 R 11 I 11 I 11 I 11
2.5 mg/kg No abnormality 11 11 1 11 11 1 11 11 1 11 11 1 11 11 11 11
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Test article Day 16 17 18 19 20 21
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 11 M 11 11 M 11 11 M 11 11 M 11 O i R | 11
2.5 mg/kg No abnormality 11 1 11 11 11 11 11 11 11 11 1 11 11 1 11 11
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

1 : Pre-dosing, 2 : Post-dosing, 3 : PM
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Table 1-6 Study No. : SR13058
Clinical sign Period : FO gestation Day 0-22
Sex : Female Species : Rat

Test article Day 21 22

Dose Clinical signs Time 2 3 1

Azoic CC5 n 12 12 3 3 3

0 mg/kg No abnormality 12 12 3 3 3

Azoic CC5 n 11 11 1 1 1

2.5 mg/kg No abnormality 11 11 1 1 1

Azoic CC5 n 12 12 2 2 2

10 mg/kg No abnormality 12 12 2 2 2

Azoic CC5 n 12 12 0 0 0

40 mg/kg No abnormality 12 12 0 0 0

1 : Pre-dosing, 2 : Post-dosing, 3 : PM



Table1-7 Study No. : SR13058

Clinical sign Period : FO lactation Day 0-4

Sex : Female Species : Rat
Test article Day O 1 2 3 4
Dose Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 4
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12
0 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n O I I I | O A e I | O A I | O A I | 11
2.5 mg/kg No abnormality 11 11 11 11 11 11 11 1 11 11 11 11 11
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12
10 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12
Azoic CC5 n 12 12 12 12 12 12 12 12 12 12 12 12 12
40 mg/kg No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12

It

1 : Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necraopsy day
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Table 2 - 1 Study No. : SR13058
Body weight Period :Day 1-42
Sex : Male Unit : g Species : Rat
Test article /Day Body weight
Dose 1 3 7 14 21 28 35 42 gain
Azoic CC5 n 12 12 12 12 12 12 12 12 12
0 mg/kg Mean 409.1 417.8 4401 470.3 493.3 518.4 539.9 559.2 150.1
S.D. 17.6 18.4 242 30.7 31.2 39.1 43.1 47.4 324
Azoic CC5 n 12 12 12 12 12 12 12 12 12
2.5 mg/kg Mean 405.7 415.7 4394 467.6 489.3 517.3 537.7 554.8 149.1
S.D. 14.7 17.6 19.1 23.2 25.8 31.0 33.0 37.0 271
Azoic CC5 n 12 12 12 12 12 12 12 12 12
10 mg/kg Mean 407.6 414.9 436.9 466.8 487.9 513.7 531.6 544.9 137.3
S.D. 17.7 17.8 20.0 19.0 19.3 20.2 24.8 245 12.7
Azoic CC5 n 12 12 12 12 12 12 12 12 12
40 mg/kg Mean 406.3 412.0 428.4 448.0 461.3 480.8 4941 507.0 100.7
S.D. 14.8 15.7 17.9 20.3 27.3 25.9 27.5 335 29.9
DT * DT ** DT *x* DT #x* ST #*

Significantly different from Azoic CC5 0 mg/kg: * P<0.05, ** P<0.01
DT : Dunnett test (two-side), ST : Steel test (two-side)
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Table 2 - 2 Study No. : SR13058
Body weight Period : FQ before mating Day 1-14
Sex : Female Unit : g Species : Rat
Test article /Day Body weight
Dose 1 3 7 14 gain
Azoic CC5 n 12 12 12 12 12
0 mg/kg Mean 2446 2445 252.3 261.1 16.5
S.D. 10.3 15.1 14.5 13.9 6.3
Azoic CC5 n 12 12 12 12 12
2.5 mg/kg Mean 244 .4 245.7 250.8 260.3 15.9
S.D. 11.0 12.6 15.6 18.7 9.9
Azoic CC5 n 12 12 12 12 12
10 mg/kg Mean 2451 244.2 250.0 259.9 14.8
S.D. 12.0 14.2 16.6 18.9 9.4
Azoic CC5 n 12 12 12 12 12
40 mg/kg Mean 247.3 246.3 251.4 261.5 14.3
S.D. 9.7 10.6 10.7 7.6 7.0

Not significantly different from Azoic CC5 0 mg/kg
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Table 2-3 Study No. : SR13058
Body weight Period : FQ gestation Day 0-20
Sex : Female Unit : g Species : Rat
Test article /Day Body weight
Dose 0 7 14 20 gain
Azoic CC5 n 12 12 12 12 12
0 mg/kg Mean 2751 314.3 350.3 434.4 159.3
S.D. 21.5 20.3 243 335 15.4
Azoic CC5 n 11 11 11 11 11
2.5 mg/kg Mean 2761 315.1 359.4 442.2 166.1
S.D. 21.2 20.7 224 25.9 14.7
Azoic CC5 n 12 12 12 12 12
10 mg/kg Mean 268.9 304.1 339.0 4171 148.2
S.D. 19.8 21.4 26.0 29.3 17.4
Azoic CC5 n 12 12 12 12 12
40 mg/kg Mean 270.1 297.8 3321 413.9 143.8
S.D. 10.3 11.2 11.4 14.3 12.3
DT =

Significantly different from Azoic CC5 0 mg/kg: * P<0.05

DT : Dunnett test (two-side)
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Table 2 -4 Study No. : SR13058
Body weight Period : FQ lactation Day 0-4
Sex : Female Unit : g Species : Rat
Test article /Day Body weight
Dose 0 4 gain
Azoic CC5 n 12 12 12
0 mg/kg Mean 322.8 350.3 27.4
S.D. 25.2 29.5 12.9
Azoic CC5 n 1 11 11
2.5 mg/kg Mean 331.8 344.5 12.6
S.D. 21.7 209 135
DT =
Azoic CC5 n 12 12 12
10 mg/kg Mean 307.9 323.8 15.9
S.D. 30.8 31.0 121
DT *
Azoic CC5 n 12 12 12
40 mg/kg Mean 305.3 321.9 16.7
S.D. 20.4 18.1 14.1
DT =

Significantly different from Azoic CC5 0 mg/kg: * P<0.05

DT : Dunnett test (two-side)
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Table 3 -1 Study No. : SR13058
Food consumption Period : Day 1-42
Sex : Male Unit : g Species : Rat
Test article /Day
Dose 3 7 14 35 42
Azoic CC5 n 12 12 12 12 12
0 mg/kg Mean 29.21 29.57 29.76 30.39 30.08
S.D. 1.72 2.1 2.16 2.14 2.18
Azoic CC5 n 12 12 12 12 12
2.5 mg/kg Mean 28.49 29.36 29.30 29.79 29.66
S.D. 2.43 2.16 1.95 2.11 2.26
Azoic CC5 n 12 12 12 12 12
10 mg/kg Mean 28.50 29.31 29.14 29.23 28.92
S.D. 2.46 2.69 1.94 2.53 243
Azoic CC5 n 12 12 12 12 12
40 mg/kg Mean 27.12 27.18 26.15 25.99 26.42
S.D. 2.65 1.39 1.55 1.68 1.79
DT = DT *x DT #x DT #x*

Significantly different from Azoic CC5 0 mg/kg: * P<0.05, ** P<0.01

DT : Dunnett test (two-side)
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Table 3 -2 Study No. : SR13058
Food consumption Period : FQ before mating Day 1-14
Sex : Female Unit : g Species : Rat
Test article /Day
Dose 3 7 14
Azoic CC5 n 12 12 12
0 mg/kg Mean 18.11 19.80 20.23
S.D. 2.16 1.13 1.38
Azoic CC5 n 12 12 12
2.5 mg/kg Mean 17.57 19.72 20.37
S.D. 2.38 1.96 1.96
Azoic CC5 n 12 12 12
10 mg/kg Mean 17.54 19.47 20.03
S.D. 2.80 1.80 1.81
Azoic CC5 n 12 12 12
40 mg/kg Mean 17.94 19.41 19.84
S.D. 1.88 1.57 0.90

Not significantly different from Azoic CC5 0 mg/kg
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Table 3-3 Study No. : SR13058
Food consumption Period : FQ gestation Day 0-20
Sex : Female Unit : g Species : Rat
Test article /Day
Dose 7 14 20
Azoic CC5 n 12 12 12
0 mg/kg Mean 25.59 27.39 27.00
S.D. 2.00 2.16 3.10
Azoic CC5 n 11 11 11
2.5 mg/kg Mean 25.98 28.55 27.85
S.D. 1.46 1.72 2.95
Azoic CC5 n 12 12 12
10 mg/kg Mean 23.72 24.97 25.31
S.D. 2.22 2.66 2.46
DT *
Azoic CC5 n 12 12 12
40 mg/kg Mean 22.97 24 .56 2544
S.D. 2.47 1.84 2.02
DT #x* DT s

Significantly different from Azoic CC5 0 mg/kg: * P<0.05, ** P<0.01

DT : Dunnett test (two-side)
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Table 3-4 Study No. : SR13058
Food consumption Period : FO lactation Day 0-4
Sex : Female Unit : g Species : Rat
Test article /Day
Dose 4
Azoic CC5 n 12
0 mg/kg Mean 38.09
S.D. 5.72
Azoic CC5 n 11
2.5 mg/kg Mean 33.56
S.D. 4.54
Azoic CC5 n 12
10 mg/kg Mean 32.56
S.D. 4.32
DT =
Azoic CC5 n 12
40 mg/kg Mean 32.79
S.D. 4.50
DT =

Significantly different from Azoic CC5 0 mg/kg: * P<0.05

DT : Dunnett test (two-side)
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Table 4 -1 Study No. : SR13058
Necropsy findings
Sex : Male Stage : Day 43 Species : Rat
Test article Azoic CC5 Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 25 10 40
Organ mg/kg mg/kg mg/kg mg/kg
Findings Number of Animals 12 12 12 12
Kidney <12/12> <12/12> <10/12> <11/12>
Dilatation, renal pelvis, 0 0 2 1
unilateral
Epididymis <11/12> <12/12> <12/12> <12/12>
Mass, yellowish white, cauda, 1 0 0 0
unilateral
Other organs & tissues <12/12> <12/12> <12/12> <12/12>

<> : Not remarkable/Number of animals examined

P : Non-graded change



IS

Table 4 -2 Study No. : SR13058
Necropsy findings
Sex : Female Stage : Lactation day 4 Species : Rat
Test article Azoic CC5 Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 25 10 40
Organ mg/kg mg/kg mg/kg mg/kg
Findings Number of Animals 12 11 12 12
All organs & tissues <12/12> <11/11> <12/12> <12/12>
Stage : Non-pregnancy
Test article Azoic CC5 Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 25 10 40
Organ mg/kg mg/kg mg/kg mg/kg
Findings Number of Animals 0 1 0 0
All organs & tissues <1/1>

<> : Not remarkable/Number of animals examined
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Table 5- 1 Study No. : SR13058
Organ weight Stage : Day 43
Sex : Male Species : Rat
Body Liver Testis Epididymis Prostate
weight

Test article AB RE AB RE AB RE AB RE
Dose g g g/100g o] ¢/100g g g/100g mg mg/100g
Azoic CC5 n 12 12 12 12 12 12 12 12 12
0 mg/kg Mean 560.7 18.728 3.335 3.367 0.604 1.386 0.249 727.6 130.113

S.D. 493 2.613 0.291 0.275 0.077 0.076 0.026 132.8 22.911
Azoic CC5 n 12 12 12 12 12 12 12 12 12
2.5 mg/kg Mean 555.8 19.265 3.456 3.455 0.624 1.417 0.255 822.8 148.551

S.D. 37.0 2.712 0.324 0.181 0.045 0.104 0.024 69.1 14.740
Azoic CC5 n 12 12 12 12 12 12 12 12 12
10 mg/kg Mean 547.0 20.306 3.711 3.585 0.658 1.373 0.253 764.9 140.630

S.D. 244 1.311 0.159 0.295 0.065 0.103 0.028 155.4 31.589

DT *x

Azoic CC5 n 12 12 12 12 12 12 12 12 12
40 mg/kg Mean 510.8 19.878 3.883 3.609 0.708 1.388 0.273 690.3 134.959

S.D. 31.2 2.405 0.276 0.260 0.053 0.119 0.018 151.1 26.674

DT *x DT #x* DT =*
Seminal
vesicle

Test article AB RE
Dose g g/100g
Azoic CC5 n 12 12
0 mg/kg Mean 2.330 0.420

S.D. 0.164 0.058
Azoic CC5 n 12 12
2.5 mg/kg Mean 2.271 0.410

S.D. 0.255 0.056
Azoic CC5 n 12 12
10 mg/kg Mean 2.297 0.422

S.D. 0.163 0.039
Azoic CC5 n 12 12
40 mg/kg Mean 2.038 0.399

S.D. 0.224 0.041

DT #x

AB : Absolute weight, RE : Relative weight by body weight
Significantly different from Azoic CC5 0 mg/kg: ** P<0.01
DT : Dunnett test (two-side)
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Table 5-2

Study No. : SR13058

Organ weight Stage : Lactation day 4
Sex : Female Species : Rat
Body Liver Ovary
weight

Test article AB RE AB RE
Dose g g g/100g mg mg/100g
Azoic CC5 n 12 12 12 12 12
0 mg/kg Mean 350.3 13.921 3.973 113.0 32.403

S.D. 295 1.446 0.250 13.7 4.195
Azoic CC5 n 11 11 11 11 11
2.5 mg/kg Mean 344.5 13.515 3.925 120.8 35.075

S.D. 20.9 1.093 0.252 17.3 4.425
Azoic CC5 n 12 12 12 12 12
10 mg/kg Mean 323.8 13.089 4.037 113.4 35.147

S.D. 31.0 1.767 0.302 15.0 4.356

DT =

Azoic CC5 n 12 12 12 12 12
40 mg/kg Mean 321.9 13.848 4.297 112.1 34.856

S.D. 18.1 1.294 0.220 8.9 2.547

DT * DT *

AB : Absolute weight, RE : Relative weight by body weight
Significantly different from Azoic CC5 0 mg/kg: * P<0.05

DT : Dunnett test (two-side)
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Table 6 -1 Study No. : SR13058
Histopathological findings
Sex : Male Stage : Day 43 Species : Rat
Test article Azoic CC5 Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 25 10 40
mg/kg mg/kg mg/kg mg/kg
Organ Number of Animals 12 12 12 12
Findings Grade - 1+ 2+ 3+ 4+ - 1+ 2+ 3+ 4+ - 1+ 2+ 3+ 4+ - 1+ 2+ 3+ 4+
Liver <12> <12> <12> <12>
Hypertrophy, hepatocyte,
centrilobular 12 0 0 0 O 12 0 0 0 12 0 0 0 0 111 0 0 0
Microgranuloma 11 1 0 0 0 10 2 0O 0 8 4 0 0 0 0 2 0 0 0
Kidney <0> <0> <2> <1>
Dilatation, renal pelvis 0O 0 0 0 O 0 0 O 0 0 2 0 0 O 0O 1 0 0 O
Testis <12> <1> <0> <12>
Atrophy, seminiferous tubule 11 1 0 0 O 1 0 0 0 0 0 0 0 O 12 0 0 0 O
Epididymis <12> <1> <0> <12>
Cell debris, lumen 11 1 0 0 0 1.0 0 0 0 0 0 0 O 12 0 0 0 0
Granuloma, spermatic 11 0 1 0 O 1 0 0 0 0 0 0 0 0 12 0 0 0 O
Prostate <12> <1> <0> <12>
Inflammation 4 7 1 0 0 0 1 0 0 0 0 0 0 O 9 3 0 0 O
Seminal vesicle <12> <1> <0> <12>
12 1 0 12
Coagulating gland <12> <1> <0> <12>
12 1 0 12

<> : Number of animals examined
- : Not remarkable
1+ : Slight, 2+ : Mild, 3+ : Moderate, 4+ : Severe
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Table 6 -2

Histopathological findings

Study No. : SR13058

Sex : Female Stage : Lactation day 4 Species : Rat
Test article Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 25 40
mg/kg mg/kg mg/kg
Organ Number of Animals 12 0 12
Findings Grade - 1+ 2+ 3+ 4+ - 1+ 2+ 3+ 4+
Liver <12> <12>
Microgranuloma M1 1 0 0 0 M1 1 0 0 0
Ovary <12> <12>
12 12
Uterine horn <12> <12>
12 12
Uterine cervix <12> <12>
12 12
Vagina <12> <12>
12 12
Stage : Non-pregnancy
Test article Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 2.5 40
mg/kg mg/kg mg/kg
Organ Number of Animals 0 1 0
Findings Grade -
Liver <1>
1
Ovary <1>
1
Uterine horn <1>
1
Uterine cervix <>
1
Vagina <1>

<> : Number of animals examined
- Not remarkable
1+ : Slight, 2+ : Mild, 3+ : Moderate, 4+ : Severe
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Table 7 Study No. : SR13058
Estrus cycles
Generation : FO Species : Rat
/Before mating
Mean length of Number of Number of animals with acyclic or
Test article estrous cycle estrus irregular cycle
Dose (Days)
Azoic CC5 n 12 12 12
0 mg/kg (0)
Mean 4.08 3.3
S.D. 0.29 0.7
Azoic CC5 n 12 12 12
2.5 mg/kg (0}
Mean 4.21 34
S.D. 0.40 0.5
EF
Azoic CC5 n 12 12 12
10 mg/kg (0)
Mean 4.17 3.3
S.D. 0.39 0.6
EF
Azoic CC5 n 12 12 12
40 mg/kg (0)
Mean 4.29 3.2
S.D. 0.62 0.6
EF

() : Values in brackets represent number of animals with acyclic or irregular cycle.
Not significantly different from Azoic CC5 0 mg/kg
EF : The averages of all groups are same and all data is 0 in frequency. (all data of all groups is identical.)



Table 8 - 1 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Male Species : Rat
1st mating 2nd mating Total
Test article Number of Day of Copulation Fertility Copulation Fertility Copulation Fertility
Dose pairs conceiving index (%) index (%) index (%) index (%) index (%) index (%)
Azoic CC5 n 12 12 (12/12) (12/12) (12/12) (12/12)
0 mg/kg Mean 2.3 100.0 100.0 100.0 100.0
S.D. 1.4
Azoic CC5 n 12 12 (12/12) (11/12) (12/12) (11/12)
2.5 mg/kg Mean 32 100.0 91.7 100.0 91.7
S.D. 22
EF
Azoic CC5 n 12 12 (12/12) (12/12) (12/12) (12/12)
10 mg/kg Mean 2.1 100.0 100.0 100.0 100.0
S.D. 1.4
EF
Azoic CC5 n 12 12 (12112) (12/12) (12/12) (12/12)
40 mg/kg Mean 2.8 100.0 100.0 100.0 100.0
S.D. 26
EF

LS

Not significantly different from Azoic CC5 0 mg/kg
EF : The averages of all groups are same and all data is 0 in frequency. (all data of all groups is identical.)



Table 8 - 2 Study No. : SR13058

Reproductive performance

8¢

Generation : FO Sex : Female Species : Rat
1st mating 2nd mating Total
Test article Number of Day of Copulation Fertility Copulation Fertility Copulation Fertility
Dose pairs conceiving index (%) index (%) index (%) index (%) index (%) index (%)
Azoic CC5 n 12 12 (12/12) (12/12) (12/12) (12/12)
0 mg/kg Mean 2.3 100.0 100.0 100.0 100.0
S.D. 1.4
Azoic CC5 n 12 12 (12/12) (11/12) (12/12) (11/12)
2.5 mg/kg Mean 32 100.0 91.7 100.0 91.7
S.D. 22
EF
Azoic CC5 n 12 12 (12/12) (12/12) (12/12) (12/12)
10 mg/kg Mean 2.1 100.0 100.0 100.0 100.0
S.D. 1.4
EF
Azoic CC5 n 12 12 (12112) (12/12) (12/12) (12/12)
40 mg/kg Mean 2.8 100.0 100.0 100.0 100.0
S.D. 26
EF

Not significantly different from Azoic CC5 0 mg/kg
EF : The averages of all groups are same and all data is 0 in frequency. (all data of all groups is identical.)
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Table 9 -1

Study No. : SR13058

Delivery data
Generation : FO Species : Rat
Gestation ~ Number of Birth Number of Number of Sex rate Number of Gestation
Test article period implantation index offspring live newborns (offspring) dead newborns index
Dose (day) () M F Total (%) Dead Cannibalism Total (%)
Azoic CC5 n 12 12 12 12 12 12 12 85/181 12 12 12 12112
0 mg/kg Mean 22.25 16.3 92.53 15.2 7.1 8.0 151 47.0 0.1 0.0 0.1 100.0
S.D. 0.45 1.6 4.33 1.4 2.0 2.0 1.4 0.3 0.0 0.3 0.00
Azoic CC5 n 11 11 11 11 11 11 11 82/160 11 11 11 11/11
2.5 mg/kg Mean 22.09 16.6 87.68 15.1 7.5 71 14.5 51.3 0.5 0.0 0.5 100.0
S.D. 0.30 1.7 9.51 1.8 2.7 23 1.9 1.0 0.0 1.0 0.00
EF EF
Azoic CC5 n 12 12 12 12 12 12 12 80/172 12 12 12 12/12
10 mg/kg Mean 22.17 16.1 88.98 14.4 6.7 7.7 14.3 46.5 0.1 0.0 0.1 100.0
S.D. 0.39 1.8 9.66 24 2.5 2.0 25 0.3 0.0 0.3 0.00
EF EF
Azoic CC5 n 12 12 12 12 12 12 12 91/178 12 12 12 12/12
40 mg/kg Mean 22.00 16.8 88.68 14.8 7.6 7.3 14.8 51.1 0.0 0.0 0.0 100.0
S.D. 0.00 1.1 14.10 24 1.7 21 24 0.0 0.0 0.0 0.00
EF EF

M : Male, F : Female

Not significantly different from Azoic CC5 0 mg/kg
EF : The averages of all groups are same and all data is 0 in frequency. (all data of all groups is identical.)
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Table 9-2 Study No. : SR13058
Delivery data
Generation : FO Species : Rat
Number of Number of Implantation
Test article corpora implan- index
Dose lutea tation (%)
Azoic CC5 n 12 12 12
0 mg/kg Mean 16.8 16.3 97.53
S.D. 1.5 1.6 3.89
Azoic CC5 n 11 11 11
2.5 mg/kg Mean 17.3 16.6 96.71
S.D. 1.9 1.7 7.54
Azoic CC5 n 12 12 12
10 mg/kg Mean 16.7 16.1 96.88
S.D. 2.4 1.8 4.39
Azoic CC5 n 12 12 12
40 mg/kg Mean 17.0 16.8 98.53
S.D. 1.0 1.1 267

Not significantly different from Azoic CC5 0 mg/kg
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Study No. : SR13058

Table 9-3
Delivery data
External examination of offspring Days after birth : 0
Generation : FO Species : Rat
Test article Azoic CC5 Azoic CC5 Azoic CC5 Azoic CC5
Dose 0 25 10 40
Dose unit mg/kg mg/kg mg/kg mg/kg
Number of dams 12 11 12 12
Number of offspring 181 160 172 178
Number of dams with anomalous offspring (incidence «) 0(0.00) 0(0.00) 0(0.00) 0(0.00)
EF EF EF
Number of offspring with any anomaly (incidence %} 0(0.00) 0(0.00) 0(0.00) 0(0.00)
EF EF EF

Not significantly different from Azoic CC5 0 mg/kg

EF : The averages of all groups are same and all data is 0 in frequency. (all data of all groups is identical.)
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Table 10 Study No. : SR13058
Clinical sign of offspring
Generation : FO Species : Rat
Test article Day afterbith 0 1 2 3 4
Dose Clinical signs Time 1 1 1 1 1
Azoic CC5 Number of dams examined 12 12 12 12 12
0 mg/kg Number of offspring 181 181 181 181 180
Number of dams with anomalous offspring 0 0 0 0 0
Azoic CC5 Number of dams examined 11 11 11 11 11
2.5 mg/kg Number of offspring 160 160 160 160 159
Number of dams with anomalous offspring 1 0 0 0 0
Milk-band negative 1 0 0 0 0
Azoic CC5 Number of dams examined 12 12 12 12 12
10 mg/kg Number of offspring 172 172 172 172 169
Number of dams with anomalous offspring 0 0 0 0 0
Azoic CC5 Number of dams examined 12 12 12 12 12
40 mg/kg Number of offspring 178 178 178 178 178
Number of dams with anomalous offspring 0 0 0 0 0
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Table 11 Study No. : SR13058
Litter size and viability index of offspring
Generation : FO Species : Rat
/Days after birth
0 0 4
Test article Viability Viability
Dose index (%) index (%)
Azoic CC5 Total 181 180
0 mg/kg n 12 12 12 12
Mean 99.48 99.44
S.D. 1.79 1.93
Azoic CC5 Total 160 159
2.5 mg/kg n 11 11 11 11
Mean 96.48 99.39
S.D. 6.77 2.02
Azoic CC5 Total 172 169
10 mg/kg n 12 12 12 12
Mean 99.41 98.33
S.D. 2.05 3.05
Azoic CC5 Total 178 178
40 mg/kg n 12 12 12 12
Mean 100.00 100.00
S.D. 0.00 0.00

Not significantly different from Azoic CC5 0 mg/kg
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Table 12 Study No. : SR13058
Body weight of offspring
Generation : FO Unit: g Species : Rat
Test article /Days after birth
Dose 0 4
Azoic CC5 Male n 12 12
0 mg/kg Mean 6.733 10.969
S.D. 0.521 1.112
Female n 12 12
Mean 6.284 10.276
S.D. 0.494 1.073
Azoic CC5 Male n 11 11
2.5 mg/kg Mean 6.504 10.917
S.D. 0.481 0.995
Female n 11 1
Mean 6.195 10.357
S.D. 0.491 0.968
Azoic CC5 Male n 12 12
10 mg/kg Mean 6.788 10.953
S.D. 0.623 1.208
Female n 12 12
Mean 6.383 10.494
S.D. 0.552 1.084
Azoic CC5 Male n 12 12
40 mg/kg Mean 6.273 9.913
S.D. 0.448 0.872
DT =
Female n 12 12
Mean 5.802 9.254
S.D. 0.540 1.083

Significantly different from Azoic CC5 0 mg/kg: * P<0.05
DT : Dunnett test (two-side)
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Study No. : SR13058

Table 13
Necropsy findings of offspring
Generation : FO Species : Rat
Azoic CC5 Azoic CC5 Azoic CC5 Azoic CC5
Test article
Dose 0 25 10 40
Dose unit mg/kg mg/kg mg/kg mg/kg
Number of dams 12 11 12 12
Number of live offspring examined on Day 4 of birth 180 159 169 178
Finding absent 180 159 169 178
Number of dead offspring examined on Day 0-4 of birth 2 6 2 0
2 3 2 0

Finding absent




Appendix 1 -1 Study No. : SR13058
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Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 0 mg/kg Species : Rat
Day 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - - - - - - N - R
10102 No abnormality - - - - - - - - - - - - - _ R - Z B
10103 No abnormality - - - - - - - - - - N - R - R R R N
10104 No abnormality - - - - - - - - - - - - - R - - R R
10105 No abnormality - - - - - - - - - - - N R R N R R N
10106 No abnormality - - - - - - - - - - - - N N _ R z z
10107 No abnormality - - - - - - - - - - R - R R _ R R R
10108 No abnormality - - - - - - - - - - - - R R R - N N
10109 No abnormality - - - - - - - - - - - - - B B R _ N
10110 No abnormality - - - - - - - - - - - B N B B N B N
10111 No abnormality - - - - - - - - - - - . N _ N N _ N
10112 No abnormality - - - - - - - - - - - - _ R N _ z z
Day 7 8 9 10 11 12
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - - - B N B B N N
10102 No abnormality - - - - - - - - - - - - - R R N R _
10103 No abnormality - - - - - - - - - - - - - . _ N _ N
10104 No abnormality - - - - - - - - - - _ R - _ B z B -
10105 No abnormality - - - - - - - - - N _ N _ _ _ _ B -
10106 No abnormality - - - - - - - - - - - - R N R B _ N
10107 No abnormality - - - - - - - - - - - - B - N B z _
10108 No abnormality - - - - - - - - - - - - R _ - N _ R
10109 No abnormality - - - - - - - - - - - N N N _ N z N
10110 No abnormality - - - - - - - - - - _ R - _ N z z -
10111 No abnormality - - - - - - - - - - - - N - N N _ _
10112 No abnormality - - - - - - - - - - - - - - - - - _
Day 13 14 15 16 17 18
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - - - - - R - - z
10102 No abnormality - - - - - - - - - - - - - B B R B N
10103 No abnormality - - - - - - - - - - - - - R R - R B
10104 No abnormality - - - - - - - - - - - - - B R R B N
10105 No abnormality - - - - - - - - - - - - - - - - - R
10106 No abnormality - - - - - - - - - - - N N _ N _ _ R
10107 No abnormality - - - - - - - - - - - - - R - R R R
10108 No abnormality - - - - - - - - - - R - R R - _ R R
10109 No abnormality - - - - - - - - - - - - - _ R - - B
10110 No abnormality - - - - - - - - - - - - - N B R R N
10111 No abnormality - - - - - - - - - - - B N B N N B N
10112 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM
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Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 0 mg/kg Species : Rat
Day 19 20 21 22 23 24
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - B B _ B N - - -
10102 No abnormality - - - - - - - - - R - - - _ R _ - -
10103 No abnormality - - - - - - - - - N _ R N _ R - R B
10104 No abnormality - - - - - - - - - - - R B _ B _ - -
10105 No abnormality - - - - - - - - - - _ _ _ - - _ _ B
10106 No abnormality - - - - - - - - - N - N - N - N N -
10107 No abnormality - - - - - - - R B B B _ B N - N N R
10108 No abnormality - - - - - - - - - R R N R R - _ N N
10109 No abnormality - - - - - - - - - R R - N R R _ _ B
10110 No abnormality - - - - - - - - - - R R - R R _ N -
10111 No abnormality - - - - - - - - - - R N _ R - _ N B
10112 No abnormality - - - - - - - - - - R N - R - _ - B
Day 25 26 27 28 29 30
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - - R R - N B B B
10102 No abnormality - - - - - - - - - R R - - B B _ N -
10103 No abnormality - - - - - - - - - - R R _ N N _ R B
10104 No abnormality - - - - - - - - N - B B _ B - - B N
10105 No abnormality - - - - - R N - N B _ B - B - B N N
10106 No abnormality - - - - - - - - - - - - R _ _ R _ -
10107 No abnormality - - - - - - - - - N _ - R Z - N - R
10108 No abnormality - - - - - - - - - R - - B _ - _ - N
10109 No abnormality - - - - - - - - - - _ B _ Z N _ _ B
10110 No abnormality - - - - - - R - - - _ B _ - N - B N
10111 No abnormality - - - - - - N - N B - B _ _ - - B N
10112 No abnormality - - - - - - - - - - - - B - B B _ -
Day 31 32 33 34 35 36
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - - - - - R - - z
10102 No abnormality - - - - - - - - - - - - - B B R B N
10103 No abnormality - - - - - - - - - - - - - R R - R B
10104 No abnormality - - - - - - - - - - - - - B R R B N
10105 No abnormality - - - - - - - - - - - - - - - - - R
10106 No abnormality - - - - - - - - - - - N N _ N _ _ R
10107 No abnormality - - - - - - - - - - - - - R - R R R
10108 No abnormality - - - - - - - - - - R - R R - _ R R
10109 No abnormality - - - - - - - - - - - - - _ R - - B
10110 No abnormality - - - - - - - - - - - - - N B R R N
10111 No abnormality - - - - - - - - - - - B N B N N B N
10112 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM
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Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 0 mg/kg Species : Rat
Day 37 38 39 40 41 42

Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10101 No abnormality - - - - - - - - - - - - - N - R
10102 No abnormality - - - - - - - - - - - - - _ R - Z B
10103 No abnormality - - - - - - - - - - N - - N B R R N
10104 No abnormality - - - - - - - - - - - - - - - - R R
10105 No abnormality - - - - - - - - - - - N N R N R R N
10106 No abnormality - - - - - - - - - - - - N N _ R z z
10107 No abnormality - - - - - - - - - - R - R R _ R R R
10108 No abnormality - - - - - - - - - - - - R R R - N N
10109 No abnormality - - - - - - - - - - - - - B B R _ N
10110 No abnormality - - - - - - - - - - - B N B B N B N
10111 No abnormality - - - - - - - - - - - . N _ N N _ N
10112 No abnormality - - - - - - - - - - - - _ R N _ z z

Day 43

Animal No. Clinical signs Time 4
10101 No abnormality -
10102 No abnormality -
10103 No abnormality -
10104 No abnormality -
10105 No abnormality -
10106 No abnormality -
10107 No abnormality -
10108 No abnormality -
10109 No abnormality -
10110 No abnormality -
10111 No abnormality -
10112 No abnormality -

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day
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Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - - - N - - N B R
10202 No abnormality - - - - - - - - - - - - - _ R - Z B
10203 No abnormality - - - - - - - - - - N - R - R R R N
10204 No abnormality - - - - - - - - - - - - - R - - R R
10205 No abnormality - - - - - - - - - - - N R R N R R N
10206 No abnormality - - - - - - - - - - - - N N _ R z z
10207 No abnormality - - - - - - - - - - R - R R _ R R R
10208 No abnormality - - - - - - - - - - - - - R R - R N
10209 No abnormality - - - - - - - - - - - - - B B R _ N
10210 No abnormality - - - - - - - - - - - B N B B N B N
10211 No abnormality - - - - - - - - - - - . N _ N N _ N
10212 No abnormality - - - - - - - - - - - - _ R N _ z z
Day 7 8 9 10 11 12
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - - - B N B B N N
10202 No abnormality - - - - - - - - - - - - - R R N R _
10203 No abnormality - - - - - - - - - - - - - . _ N _ N
10204 No abnormality - - - - - - - - - - _ R - _ B z B -
10205 No abnormality - - - - - - - - - N _ N _ _ _ _ B -
10206 No abnormality - - - - - - - - - - - - R N R B _ N
10207 No abnormality - - - - - - - - - - - - B - N B z _
10208 No abnormality - - - - - - - - - - - - R _ - N _ R
10209 No abnormality - - - - - - - - - - - N N N _ N z N
10210 No abnormality - - - - - - - - - - _ R - Z N z z -
10211 No abnormality - - - - - - - - - - - - N - N N _ _
10212 No abnormality - - - - - - - - - - - - - - - - - _
Day 13 14 15 16 17 18
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - - - - - R - - z
10202 No abnormality - - - - - - - - - - - - - B B R B N
10203 No abnormality - - - - - - - - - - - - - R R - R B
10204 No abnormality - - - - - - - - - - - - - B R R B N
10205 No abnormality - - - - - - - - - - - - - - - - - R
10206 No abnormality - - - - - - - - - - - N N _ N _ _ R
10207 No abnormality - - - - - - - - - - - - - R - R R R
10208 No abnormality - - - - - - - - - - R - R R - _ R R
10209 No abnormality - - - - - - - - - - - - - _ R - - B
10210 No abnormality - - - - - - - - - - - - - N B R R N
10211 No abnormality - - - - - - - - - - - B N B N N B N
10212 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM
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Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day 19 20 21 22 23 24
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - B B _ B N - - -
10202 No abnormality - - - - - - - - - R - - - _ R _ - -
10203 No abnormality - - - - - - - - - N _ R N _ R - R B
10204 No abnormality - - - - - - - - - - - R B _ B _ - -
10205 No abnormality - - - - - - - - - - _ _ _ - - _ _ B
10206 No abnormality - - - - - - - - - N - N - N - N N -
10207 No abnormality - - - - - - - R B B B _ B N - N N R
10208 No abnormality - - - - - - - - - R R N R R - _ N N
10209 No abnormality - - - - - - - - - R R - N R R _ _ B
10210 No abnormality - - - - - - - - - - R R - R R _ N -
10211 No abnormality - - - - - - - - - - R N _ R - _ N B
10212 No abnormality - - - - - - - - - - R N - R - _ - B
Day 25 26 27 28 29 30
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - - R R - N B B B
10202 No abnormality - - - - - - - - - R R - - B B _ N -
10203 No abnormality - - - - - - - - - - R R _ N N _ R B
10204 No abnormality - - - - - - - - N - B B _ B - - B N
10205 No abnormality - - - - - R N - N B _ B - B - B N N
10206 No abnormality - - - - - - - - - - - - R _ _ R _ -
10207 No abnormality - - - - - - - - - N _ - R Z - N - R
10208 No abnormality - - - - - - - - - R - - B _ - _ - N
10209 No abnormality - - - - - - - - - - _ B _ Z N _ _ B
10210 No abnormality - - - - - - R - - - _ B _ - N - B N
10211 No abnormality - - - - - - N - N B - B _ _ - - B N
10212 No abnormality - - - - - - - - - - - - B - B B _ -
Day 31 32 33 34 35 36
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - - - - - R - - z
10202 No abnormality - - - - - - - - - - - - - B B R B N
10203 No abnormality - - - - - - - - - - - - - R R - R B
10204 No abnormality - - - - - - - - - - - - - B R R B N
10205 No abnormality - - - - - - - - - - - - - - - - - R
10206 No abnormality - - - - - - - - - - - N N _ N _ _ R
10207 No abnormality - - - - - - - - - - - - - R - R R R
10208 No abnormality - - - - - - - - - - R - R R - _ R R
10209 No abnormality - - - - - - - - - - - - - _ R - - B
10210 No abnormality - - - - - - - - - - - - - N B R R N
10211 No abnormality - - - - - - - - - - - B N B N N B N
10212 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 -6 Study No. : SR13058

1L

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day 37 38 39 40 41 42

Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10201 No abnormality - - - - - - - - - - - - - N - -
10202 No abnormality - - - - - - - - - - - - - _ R - Z B
10203 No abnormality - - - - - - - - - - N - - N B R R N
10204 No abnormality - - - - - - - - - - - - - - - - R R
10205 No abnormality - - - - - - - - - - - N N R N R R N
10206 No abnormality - - - - - - - - - - - - - N _ R N z
10207 No abnormality - - - - - - - - - - R - R R _ R R R
10208 No abnormality - - - - - - - - - - - - - R R - R N
10209 No abnormality - - - - - - - - - - - - - B B R _ N
10210 No abnormality - - - - - - - - - - - B N B B N B N
10211 No abnormality - - - - - - - - - - - . N _ N N _ N
10212 No abnormality - - - - - - - - - - - - - R N _ z z

Day 43

Animal No. Clinical signs Time 4
10201 No abnormality -
10202 No abnormality -
10203 No abnormality -
10204 No abnormality -
10205 No abnormality -
10206 No abnormality -
10207 No abnormality -
10208 No abnormality -
10209 No abnormality -
10210 No abnormality -
10211 No abnormality -
10212 No abnormality -

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



Appendix 1-7 Study No. : SR13058

L

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 10 mg/kg Species : Rat
Day 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - N - - N B R
10302 No abnormality - - - - - - - - - - - - - _ R - Z B
10303 No abnormality - - - - - - - - - - N - R - R R R N
10304 No abnormality - - - - - - - - - - - - - R - - R R
10305 No abnormality - - - - - - - - - - - N R R N R R N
10306 No abnormality - - - - - - - - - - - - N N _ R z z
10307 No abnormality - - - - - - - - - - R - R R _ R R R
10308 No abnormality - - - - - - - - - - - - - R R - R N
10309 No abnormality - - - - - - - - - - - - - B B R _ N
10310 Reddish urine - - - - - - - - - - - R - B B _ _ N
10311 No abnormality - - - - - - - - - - - . N _ N N _ N
10312 No abnormality - - - - - - - - - - - - _ R N _ z z
Day 7 8 9 10 1 12
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - B N B B N N
10302 No abnormality - - - - - - - - - - - - - R R N R _
10303 No abnormality - - - - - - - - - - - - - . _ N _ N
10304 No abnormality - - - - - - - - - - - R - - B B B B
10305 No abnormality - - - - - - - - - N _ N _ _ _ _ B -
10306 No abnormality - - - - - - - - - - - - R N R B _ N
10307 No abnormality - - - - - - - - - - - - B - N B z _
10308 No abnormality - - - - - - - - - - - - R _ - N _ R
10309 No abnormality - - - - - - - - - - - N N N _ N z N
10310 Reddish urine - - - - - - - - - - - R N _ R B - -
10311 No abnormality - - - - - - - - - - - - N - N N _ _
10312 No abnormality - - - - - - - - - - - - - - - - - _
Day 13 14 15 16 17 18
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - - - R - - z
10302 No abnormality - - - - - - - - - - - - - B B R B N
10303 No abnormality - - - - - - - - - - - - - R R - R B
10304 No abnormality - - - - - - - - - - - - - B R R B N
10305 No abnormality - - - - - - - - - - - - - - - - - R
10306 No abnormality - - - - - - - - - - - N N _ N _ _ R
10307 No abnormality - - - - - - - - - - - - - R - R R R
10308 No abnormality - - - - - - - - - - - - R R - B B B
10309 No abnormality - - - - - - - - - - - - - _ R - - B
10310 Reddish urine - - - - - - - - - - - - N - B N N N
10311 No abnormality - - - - - - - - - - - B N B N N B N
10312 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 -8 Study No. : SR13058

€L

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 10 mg/kg Species : Rat
Day 19 20 21 22 23 24
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - N - B N R R
10302 No abnormality - - - - - - - - - - - - - _ R - Z B
10303 No abnormality - - - - - - - - - - N - - - - R R N
10304 No abnormality - - - - - - - - - - - - - - - - R R
10305 No abnormality - - - - - - - - - - - N N R N R R N
10306 No abnormality - - - - - - - - - - - - N N _ R z z
10307 No abnormality - - - - - - - - - - R - R R _ R R R
10308 No abnormality - - - - - - - - - - - - - R R - R N
10309 No abnormality - - - - - - - - - - - - - B B R _ N
10310 Reddish urine - - - - - - - - - - - R - B B _ _ N
10311 No abnormality - - - - - - - - - - R - - R _ _ R z
10312 No abnormality - - - - - - - - - - - - N _ N _ R N
Day 25 26 27 28 29 30
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - B N B B N N
10302 No abnormality - - - - - - - - - - - - - R R N R _
10303 No abnormality - - - - - - - - - - - - - . _ N _ N
10304 No abnormality - - - - - - - - - - - R - - B B B B
10305 No abnormality - - - - - - - - - N _ N _ _ _ _ B -
10306 No abnormality - - - - - - - - - - - - R N R B _ N
10307 No abnormality - - - - - - - - - - - - B - N B z _
10308 No abnormality - - - - - - - - - - - - R _ - N _ R
10309 No abnormality - - - - - - - - - - N N N z _ N z
10310 Reddish urine - - - R - N R _ N B - N T - N T - n
10311 No abnormality - - - - - - - - - - - - N - N N _ _
10312 No abnormality - - - - - - - - - - - - - - - - - _
Day 31 32 33 34 35 36
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - - - R - - z
10302 No abnormality - - - - - - - - - - - - - B B R B N
10303 No abnormality - - - - - - - - - - - - - R R - R B
10304 No abnormality - - - - - - - - - - - - - B R R B N
10305 No abnormality - - - - - - - - - - - - - - - - - R
10306 No abnormality - - - - - - - - - - - N N _ N _ _ R
10307 No abnormality - - - - - - - - - - - - - R - R R R
10308 No abnormality - - - - - - - - - - - - R R - B B B
10309 No abnormality - - - - - - - - - - - -
10310 Reddish urine + - + + + + + + + + + + + + + + + +
10311 No abnormality - - - - - - - - - - - B N B N N B N
10312 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 -9 Study No. : SR13058

VL

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 10 mg/kg Species : Rat
Day 37 38 39 40 41 42

Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10301 No abnormality - - - - - - - - - - - - - N - -
10302 No abnormality - - - - - - - - - - - - - _ R - Z B
10303 No abnormality - - - - - - - - - - N - - N B R R N
10304 No abnormality - - - - - - - - - - - - - - - - R R
10305 No abnormality - - - - - - - - - - - N N R N R R N
10306 No abnormality - - - - - - - - - - - - - N _ R N z
10307 No abnormality - - - - - - - - - - R - R R _ R R R
10308 No abnormality - - - - - - - - - - - - - R R - R N
10309 No abnormality - - - - - - - - - - - - - B B R _ N
10310 Reddish urine + + + + + + + + + + + + + + + + + +
10311 No abnormality - - - - - - - - - - - . N _ N N _ N
10312 No abnormality - - - - - - - - - - - - - R N _ z z

Day 43

Animal No. Clinical signs Time 4
10301 No abnormality -
10302 No abnormality -
10303 No abnormality -
10304 No abnormality -
10305 No abnormality -
10306 No abnormality -
10307 No abnormality -
10308 No abnormality -
10309 No abnormality
10310 Reddish urine +
10311 No abnormality -
10312 No abnormality -

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



Appendix 1 - 10 Study No. : SR13058

SL

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 40 mg/kg Species : Rat
Day 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - - - - - N - R
10402 No abnormality - - - - - - - - - - - - - _ R - Z B
10403 No abnormality - - - - - - - - - - N - R - R R R N
10404 No abnormality - - - - - - - - - - - - - R - - R R
10405 No abnormality - - - - - - - - - - - N R R N R R N
10406 No abnormality - - - - - - - - - - - - - N _ R N z
10407 No abnormality - - - - - - - - - - R - R R _ R R R
10408 No abnormality - - - - - - - - - - - - R R R - N N
10409 No abnormality - - - - - - - - - - - - - B B R _ N
10410 No abnormality - - - - - - - - - - - B N B B N B N
10411 No abnormality - - - - - - - - - - - . N _ N N _ N
10412 No abnormality - - - - - - - - - - - - - R N _ z z
Day 7 8 9 10 1 12
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - B B R _ _ N N
10402 No abnormality - - - - - - - - - - - - - R R N R _
10403 No abnormality - - - - - - - - - - - - - . _ N _ N
10404 No abnormality - - - - - - - - - - _ R - _ B z B -
10405 No abnormality - - - - - - - - - - - - N _ N - - _
10406 No abnormality - - - - - - - - - - - - R N R B _ N
10407 No abnormality - - - - - - - - - - - - B - N B z B
10408 No abnormality - - - - - - - - - - - - R _ - N _ R
10409 No abnormality - - - - - - - - - - - N N N _ N z N
10410 No abnormality - - - - - - - - - - _ R - Z N z z -
10411 No abnormality - - - - - - - - - - - - N - N N _ _
10412 No abnormality - - - - - - - - - - - - - - - - - _
Day 13 14 15 16 17 18
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - - - - R - - z
10402 No abnormality - - - - - - - - - - - - - - - - B R
10403 No abnormality - - - - - - - - - - - - - R R - R B
10404 No abnormality - - - - - - - - - - - - - B R R B N
10405 No abnormality - - - - - - - - - - - - - - - - - R
10406 No abnormality - - - - - - - - - - - N N _ N _ _ R
10407 No abnormality - - - - - - - - - - - - - R - R R R
10408 No abnormality - - - - - - - - - - - - R R - B B B
10409 No abnormality - - - - - - - - - - - - - _ R - - B
10410 No abnormality - - - - - - - - - - - - - N B R R N
10411 No abnormality - - - - - - - - - - - B N B N N B N
10412 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 11 Study No. : SR13058

9L

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 40 mg/kg Species : Rat
Day 19 20 21 22 23 24
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - R _ - B _ _ _
10402 No abnormality - - - - - - - - - - - - - _ R - B B
10403 No abnormality - - - - - - - - - - - - - - - R N N
10404 No abnormality - - - - - - - - - - - - - - - - R _
10405 No abnormality - - - - - - - - - - - - - N _ _ - z
10406 No abnormality - - - - - - - - - - - - N N _ R R z
10407 No abnormality - - - - - - - - - - R - B R _ R N R
10408 No abnormality - - - - - - - - - - - - - R R - B N
10409 No abnormality - - - - - - - - - - - - - B B R B N
10410 No abnormality - - - - - - - - - - - - - B B R B N
10411 No abnormality - - - - - - - - - - R - - R _ _ R z
10412 No abnormality - - - - - - - - - - - - N R N _ R z
Day 25 26 27 28 29 30
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - B B R _ _ N N
10402 No abnormality - - - - - - - - - - - - - R R N R _
10403 No abnormality - - - - - - - - - - - - - . _ N _ N
10404 No abnormality - - - - - - - - - - _ R - _ B z B -
10405 No abnormality - - - - - - - - - - - - N _ N - - _
10406 No abnormality - - - - - - - - - - - - R N R B _ N
10407 No abnormality - - - - - - - - - - - - B - N B z B
10408 No abnormality - - - - - - - - - - - - R _ - N _ R
10409 No abnormality - - - - - - - - - - - N N N _ N z N
10410 No abnormality - - - - - - - - - - _ R - Z N z z -
10411 No abnormality - - - - - - - - - - - - N - N N _ _
10412 No abnormality - - - - - - - - - - - - - - - - - _
Day 31 32 33 34 35 36
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - - - - R - - z
10402 No abnormality - - - - - - - - - - - - - - - - B R
10403 No abnormality - - - - - - - - - - - - - R R - R B
10404 No abnormality - - - - - - - - - - - - - B R R B N
10405 No abnormality - - - - - - - - - - - - - - - - - R
10406 No abnormality - - - - - - - - - - - N N _ N _ _ R
10407 No abnormality - - - - - - - - - - - - - R - R R R
10408 No abnormality - - - - - - - - - - - - R R - B B B
10409 No abnormality - - - - - - - - - - - - - _ R - - B
10410 No abnormality - - - - - - - - - - - - - N B R R N
10411 No abnormality - - - - - - - - - - - B N B N N B N
10412 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 12 Study No. : SR13058

LL

Clinical sign Period : Day 1-43
Sex : Male Dose : Azoic CC5 40 mg/kg Species : Rat
Day 37 38 39 40 41 42

Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
10401 No abnormality - - - - - - - - - - - - - N - R
10402 No abnormality - - - - - - - - - - - - - _ R - Z B
10403 No abnormality - - - - - - - - - - N - - N B R R N
10404 No abnormality - - - - - - - - - - - - - - - - R R
10405 No abnormality - - - - - - - - - - - N N R N R R N
10406 No abnormality - - - - - - - - - - - - - N _ R N z
10407 No abnormality - - - - - - - - - - R - R R _ R R R
10408 No abnormality - - - - - - - - - - - - R R R - N N
10409 No abnormality - - - - - - - - - - - - - B B R _ N
10410 No abnormality - - - - - - - - - - - B N B B N B N
10411 No abnormality - - - - - - - - - - - . N _ N N _ N
10412 No abnormality - - - - - - - - - - - - - R N _ z z

Day 43

Animal No. Clinical signs Time 4
10401 No abnormality -
10402 No abnormality -
10403 No abnormality -
10404 No abnormality -
10405 No abnormality -
10406 No abnormality -
10407 No abnormality -
10408 No abnormality -
10409 No abnormality -
10410 No abnormality -
10411 No abnormality -
10412 No abnormality -

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



8L

Appendix 1 - 13

Clinical sign
Sex : Femaie

Period : FO Day 1-23
Azoic CC5 0 mg/kg

Dose :

Study No. : SR13058

Animal No.

Clinical signs

Day

Time

2

3

50151

No abnormality

50152

No abnormality

50153

No abnormality

50154

No abnormality

50155

No abnormality

50156

No abnormality

50157

No abnormality

50158

No abnormality

50159

No abnormality

50160

No abnormality

50161

No abnormality

50162

No abnormality

Animal No.

Clinical signs

Day

Time

50151

No abnormality

50152

No abnormaility

50153

No abnormality

50154

No abnormality

50155

No abnormality

50156

No abnormality

50157

No abnormality

50158

No abnormality

50159

No abnormality

50160

No abnormality

50161

No abnormality

50162

No abnormality

Animal No.

Clinical signs

Day

Time

Species : Rat
6
3 1
12
3 1
18
3 1

50151

No abnormality

50152

No abnormality

50153

No abnormality

50154

No abnormality

50155

No abnormality

50156

No abnormality

50157

No abnormality

50158

No abnormality

50159

No abnormality

50160

No abnormality

50161

No abnormality

50162

No abnormality

11 Pre-dosing, 2 : Post-dosing, 3 : PM



6L

Appendix 1 - 14

Study No. : SR13058

Clinical sign Period : FO Day 1-23
Sex : Female Dose : Azoic CC5 0 mg/kg Species : Rat
Day 19 20 21 22 23
Animal No. Clinical signs Time 1 2 3 1 1 1 1 3
50151 No abnormality
50152 No abnormality
50153 No abnormality
50154 No abnormality
50155 No abnormality
50156 No abnormality
50157 No abnormaility
50158 No abnormality
50159 No abnormality
50160 No abnormality
50161 No abnormality
50162 No abnormality

1: Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 15 Study No. : SR13058

08

Clinical sign Period : FO gestation Day 0-26
Sex : Female Dose : Azoic CC5 0 mg/kg Species : Rat
Day O 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50151 No abnormality - - - - - - - - - - - - - N - R
50152 No abnormality - - - - - - - - - - - - - _ R - Z B
50153 No abnormality - - - - - - - - - - N - R - R R R N
50154 No abnormality - - - - - - - - - - - - - R - - R R
50155 No abnormality - - - - - - - - - - - N R R N R R N
50156 No abnormality - - - - - - - - - - - - N N _ R z z
50157 No abnormality - - - - - - - - - - R - R R _ R R R
50158 No abnormality - - - - - - - - - - - - R R R - N N
50159 No abnormality - - - - - - - - - - - - - B B R _ N
50160 No abnormality - - - - - - - - - - - B N B B N B N
50161 No abnormality - - - - - - - - - - - . N _ N N _ N
50162 No abnormality - - - - - - - - - - - - _ R N _ z z
Day 6 7 8 9 10 1
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50151 No abnormality - - - - - - - - - - B N B B N N
50152 No abnormality - - - - - - - - - - - - - R R N R _
50153 No abnormality - - - - - - - - - - - - - . _ N _ N
50154 No abnormality - - - - - - - - - - _ R - _ B z B -
50155 No abnormality - - - - - - - - - N _ N _ _ _ _ B -
50156 No abnormality - - - - - - - - - - - - R N R B _ N
50157 No abnormality - - - - - - - - - - - - B - N B z _
50158 No abnormality - - - - - - - - - - - - R _ - N _ R
50159 No abnormality - - - - - - - - - - - N N N _ N z N
50160 No abnormality - - - - - - - - - - _ R - Z N z z -
50161 No abnormality - - - - - - - - - N - R _ _ _ _ B -
50162 No abnormality - - - - - - - - - - - - - - - - - _
Day 12 13 14 15 16 17
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50151 No abnormality - - - - - - - - - - - - R - - z
50152 No abnormality - - - - - - - - - - - - - B B R B N
50153 No abnormality - - - - - - - - - - - - - R R - R B
50154 No abnormality - - - - - - - - - - - - - B R R B N
50155 No abnormality - - - - - - - - - - - - - - - - - R
50156 No abnormality - - - - - - - - - - - N N _ N _ _ R
50157 No abnormality - - - - - - - - - - - - - R - R R R
50158 No abnormality - - - - - - - - - - R - R R - B B B
50159 No abnormality - - - - - - - - - - - - - _ R - - B
50160 No abnormality - - - - - - - - - - - - - N B R R N
50161 No abnormality - - - - - - - - - - - B N B N N B N
50162 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 16 Study No. : SR13058

I8

Clinical sign Period : FO gestation Day 0-26
Sex : Female Dose : Azoic CC5 0 mg/kg Species : Rat
Day 18 19 20 21 22 23
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50151 No abnormality - - - - - - - - - - N - - N
50152 No abnormality - - - - - - - - - - - -
50153 No abnormality - - - - - - - - - - - B
50154 No abnormality - - - - - - - - - - - -
50155 No abnormality - - - - - - - - - - - . N - N
50156 No abnormality - - - - - - - - - - - N
50157 No abnormality - - - - - - - - - - - - - - -
50158 No abnormality - - - - - - - - - - - -
50159 No abnormality - - - - - - - - - - B N
50160 No abnormality - - - - - - - - - B B N
50161 No abnormality - - - - - - - - - . _ N
50162 No abnormality - - - - - - - - - - - -
Day 24 25 26
Animal No. Clinical signs Time 1 2 3 1 2 3 4
50151 No abnormality
50152 No abnormality
50153 No abnormality
50154 No abnormality
50155 No abnormality
50156 No abnormality
50157 No abnormality
50158 No abnormality
50159 No abnormality
50160 No abnormality
50161 No abnormality
50162 No abnormality

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



[

Appendix 1 - 17

Clinical sign
Sex : Femaie

Period : FO Day 1-23

Dose :

Study No. : SR13058

Animal No.

Clinical signs

Day

Azoic CC5 2.5 mg/kg
2

Time

2

3

50251

No abnormality

50252

No abnormality

50253

No abnormality

50254

No abnormality

50255

No abnormality

50256

No abnormality

50257

No abnormality

50258

No abnormality

50259

No abnormality

50260

No abnormality

50261

No abnormality

50262

No abnormality

Animal No.

Clinical signs

Day

Time

50251

No abnormality

50252

No abnormaility

50253

No abnormality

50254

No abnormality

50255

No abnormality

50256

No abnormality

50257

No abnormality

50258

No abnormality

50259

No abnormality

50260

No abnormality

50261

No abnormality

50262

No abnormality

Animal No.

Clinical signs

Day

Species : Rat
6
3 1
12
3 1
18

Time

50251

No abnormality

50252

No abnormality

50253

No abnormality

50254

No abnormality

50255

No abnormality

50256

No abnormality

50257

No abnormality

50258

No abnormality

50259

No abnormality

50260

No abnormality

50261

No abnormality

50262

No abnormality

11 Pre-dosing, 2 : Post-dosing, 3 : PM
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Appendix 1 - 18

Clinical sign
Sex : Femaie

Period : FO Day 1-23
Dose : Azoic CC5 2.5 mg/kg

Study No. : SR13058

Species : Rat

Animal No.

Clinical signs

Day 19 20

22

Time 1 2 3 1

3

50251

No abnormality

50252

No abnormality

50253

No abnormality

50254

No abnormality

50255

No abnormality

50256

No abnormality

50257

No abnormality

50258

No abnormality

50259

No abnormality

50260

No abnormality

50261

No abnormality

50262

No abnormality

1: Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 19 Study No. : SR13058

¥8

Clinical sign Period : FO gestation Day 0-26
Sex : Femaie Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day O 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50251 No abnormality - - - - - - - - - - - - - N - - N
50252 No abnormality - - - - - - - - - - - - - _ R - Z B
50253 No abnormality - - - - - - - - - - N - R - R R R N
50254 No abnormality - - - - - - - - - - - - - R - - R R
50255 No abnormality - - - - - - - - - - - N R R N R R N
50256 No abnormality - - - - - - - - - - - - N N _ R z z
50257 No abnormality - - - - - - - - - - R - R R _ R R R
50258 No abnormality - % - 8% - 8% - 8% - 8% - 8% - 8§ - 8§ - 8% - % - S - 8% - % - % - % -85 - 8 - §
50259 No abnormality - - - - - - - - - - - - - B R B B N
50260 No abnormality - - - - - - - - - - - N B B N N B _
50261 No abnormality - - - - - - - - - - - N N _ _ N _ _
50262 No abnormality - - - - - - - - - - - - N . N _ _ R
Day 6 7 8 9 10 11
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50251 No abnormality - - - - - - - - - - - - N B B N
50252 No abnormality - - - - - - - - - - - - - R R - R _
50253 No abnormality - - - - - - - - - - - - N . N N _ N
50254 No abnormality - - - - - - - - - - _ - - B B z B -
50255 No abnormality - - - - - - - - - - - - - - - R - -
50256 No abnormality - - - - - - - - - - - - B N R B _ N
50257 No abnormality - - - - - - - - - - - R B - N N z B
50258 No abnormality - % - 8% - % - $ - % - % - § -8 - 8% -8% - S - 8% - 9% - 8% - 8% -8 - 8% - §
50259 No abnormality - - - - - - - - - - - - - _ _ R _ z
50260 No abnormality - - - - - - - - - - _ - R Z - z Z R
50261 No abnormality - - - - - - - - - - - - - N - R _ N
50262 No abnormality - - - - - - - - - - - - - N - - _ B
Day 12 13 14 15 16 17
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50251 No abnormality - - - - - - - - - - - - - - R N
50252 No abnormality - - - - - - - - - - - - - B R R _ N
50253 No abnormality - - - - - - - - - - - - - R - - R B
50254 No abnormality - - - - - - - - - - - - - B R B _ N
50255 No abnormality - - - - - - - - - - - - - - - - - R
50256 No abnormality - - - - - - - - - - - N . _ R N _ _
50257 No abnormality - - - - - - - - - - - - - R R N R R
50258 No abnormality - $ - % - % - % - % - % - % -8 - § - % -8 - % - % - 8% - % -85 - % - §
50259 No abnormality - - - - - - - - - - - - - - R R _ -
50260 No abnormality - - - - - - - - - - - - - N R B N N
50261 No abnormality - - - - - - - - - - - N B B N B B _
50262 No abnormality - - - - - - - - - - - N . N R N z _

11 Pre-dosing, 2 : Post-dosing, 3 : PM
$ : Excepted data from calculation
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Appendix 1 - 20 Study No. : SR13058

Clinical sign Period : FO gestation Day 0-26
Sex : Femaie Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day 18 19 20 21 22 23
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50251 No abnormality - - - - - - - - - - _
50252 No abnormality - - - - - - - - - - - -
50253 No abnormality - - - - - - - - - - - -
50254 No abnormality - - - - - - - - - - - -
50255 No abnormality - - - - - - - - - - - -
50256 No abnormality - - - - - - - - - - - -
50257 No abnormality - - - - - - - - - - - -
50258 No abnormality - $ - 8% - 8% - 8% - % - 8% - 8% - 8§ - % - % - S - 8% - % - % - 8% -85 - 8 - §
50259 No abnormality - - - - - - - - - - - -
50260 No abnormality - - - - - - - - - - - - - - -
50261 No abnormality - - - - - - - - - - - -
50262 No abnormality - - - - - - - - - - - -
Day 24 25 26
Animal No. Clinical signs Time 1 2 3 1 2 3 4
50251 No abnormality
50252 No abnormality
50253 No abnormality
50254 No abnormality
50255 No abnormality
50256 No abnormality
50257 No abnormality
50258 No abnormality - % - % - % -8 - % -8 -8
50259 No abnormality
50260 No abnormality
50261 No abnormality
50262 No abnormality

1 : Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day
$ : Excepted data from calculation
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Appendix 1 - 21

Clinical sign
Sex : Femaie

Period : FO Day 1-23
Azoic CC5 10 mg/kg

Dose :

Study No. : SR13058

Animal No.

Clinical signs

Day

2

Time

2

3

50351

No abnormality

50352

No abnormality

50353

No abnormality

50354

No abnormality

50355

No abnormality

50356

No abnormality

50357

No abnormality

50358

No abnormality

50359

No abnormality

50360

No abnormality

50361

No abnormality

50362

No abnormality

Animal No.

Clinical signs

Day

Time

50351

No abnormality

50352

No abnormaility

50353

No abnormality

50354

No abnormality

50355

No abnormality

50356

No abnormality

50357

No abnormality

50358

No abnormality

50359

No abnormality

50360

No abnormality

50361

No abnormality

50362

No abnormality

Animal No.

Clinical signs

Day

Time

Species : Rat
6
3 1
12
3 1
18
3 1

50351

No abnormality

50352

No abnormality

50353

No abnormality

50354

No abnormality

50355

No abnormality

50356

No abnormality

50357

No abnormality

50358

No abnormality

50359

No abnormality

50360

No abnormality

50361

No abnormality

50362

No abnormaility

11 Pre-dosing, 2 : Post-dosing, 3 : PM
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Appendix 1 - 22

Study No. : SR13058

Clinical sign Period : FO Day 1-23
Sex : Female Dose : Azoic CC5 10 mg/kg Species : Rat
Day 19 20 21 22 23
Animal No. Clinical signs Time 1 2 3 1 1 1 1 3
50351 No abnormality
50352 No abnormality
50353 No abnormality
50354 No abnormality
50355 No abnormality
50356 No abnormality
50357 No abnormaility
50358 No abnormality
50359 No abnormality
50360 No abnormality
50361 No abnormality
50362 No abnormality

1: Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 23 Study No. : SR13058

88

Clinical sign Period : FO gestation Day 0-26
Sex : Female Dose : Azoic CC5 10 mg/kg Species : Rat
Day O 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50351 No abnormality - - - - - - - - - - N - - N B R
50352 No abnormality - - - - - - - - - - - - - _ R - Z B
50353 No abnormality - - - - - - - - - - N - - - R R R N
50354 No abnormality - - - - - - - - - - - - - R - - R R
50355 No abnormality - - - - - - - - - - - N R R N R R N
50356 No abnormality - - - - - - - - - - - - N N _ R z z
50357 No abnormality - - - - - - - - - - R - R R _ R R R
50358 No abnormality - - - - - - - - - - - - R R R - N N
50359 No abnormality - - - - - - - - - - - - - B B R _ N
50360 No abnormality - - - - - - - - - - - B N B B N B N
50361 No abnormality - - - - - - - - - - - . N _ N N _ N
50362 No abnormality - - - - - - - - - - - - _ R N _ z z
Day 6 7 8 9 10 1
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50351 No abnormality - - - - - - - - - - B N B B N N
50352 No abnormality - - - - - - - - - - - - - R R N R _
50353 No abnormality - - - - - - - - - - - - - . _ N _ N
50354 No abnormality - - - - - - - - - - - R - - B B B B
50355 No abnormality - - - - - - - - - N _ N _ _ _ _ B -
50356 No abnormality - - - - - - - - - - - - R N R B _ N
50357 No abnormality - - - - - - - - - - - - B - N B z _
50358 No abnormality - - - - - - - - - - - - R _ - N _ R
50359 No abnormality - - - - - - - - - - - N N N _ N z N
50360 No abnormality - - - - - - - - - - _ R - Z N z z -
50361 No abnormality - - - - - - - - - N - R _ _ _ _ B -
50362 No abnormality - - - - - - - - - - - - - - - - - _
Day 12 13 14 15 16 17
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50351 No abnormality - - - - - - - - - - - - R - - z
50352 No abnormality - - - - - - - - - - - - - B B R B N
50353 No abnormality - - - - - - - - - - - - - R R - N B
50354 No abnormality - - - - - - - - - - - - - B R R B N
50355 No abnormality - - - - - - - - - - - - - - - - - R
50356 No abnormality - - - - - - - - - - - N N _ N _ _ R
50357 No abnormality - - - - - - - - - - - - - R - R R R
50358 No abnormality - - - - - - - - - - - - R R - B B B
50359 No abnormality - - - - - - - - - - - - - _ R - - B
50360 No abnormality - - - - - - - - - - - - - N B R R N
50361 No abnormality - - - - - - - - - - - B N B N N B N
50362 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 24 Study No. : SR13058

68

Clinical sign Period : FO gestation Day 0-26
Sex : Female Dose : Azoic CC5 10 mg/kg Species : Rat
Day 18 19 20 21 22 23
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50351 No abnormality - - - - - - - - - - _
50352 No abnormality - - - - - - - - - - - -
50353 No abnormality - - - - - - - - - - - -
50354 No abnormality - - - - - - - - - - - -
50355 No abnormality - - - - - - - - - - - - - - -
50356 No abnormality - - - - - - - - - - - -
50357 No abnormality - - - - - - - - - - - -
50358 No abnormality - - - - - - - - - - - -
50359 No abnormality - - - - - - - - - - - N
50360 No abnormality - - - - - - - - - - - N B B N
50361 No abnormality - - - - - - - - - - - -
50362 No abnormality - - - - - - - - - - - -
Day 24 25 26
Animal No. Clinical signs Time 1 2 3 1 2 3 4
50351 No abnormality
50352 No abnormality
50353 No abnormality
50354 No abnormality
50355 No abnormality
50356 No abnormality
50357 No abnormality
50358 No abnormality
50359 No abnormality
50360 No abnormality
50361 No abnormality
50362 No abnormality

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day
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Appendix 1 - 25

Clinical sign
Sex : Femaie

Period : FO Day 1-23
Azoic CC5 40 mg/kg

Dose :

Study No. : SR13058

Animal No.

Clinical signs

Day

2

Time

2

3

50451

No abnormality

50452

No abnormality

50453

No abnormality

50454

No abnormality

50455

No abnormality

50456

No abnormality

50457

No abnormality

50458

No abnormality

50459

No abnormality

50460

No abnormality

50461

No abnormality

50462

No abnormality

Animal No.

Clinical signs

Day

Time

50451

No abnormality

50452

No abnormaility

50453

No abnormality

50454

No abnormality

50455

No abnormality

50456

No abnormality

50457

No abnormality

50458

No abnormality

50459

No abnormality

50460

No abnormality

50461

No abnormality

50462

No abnormality

Animal No.

Clinical signs

Day

Time

Species : Rat
6
3 1
12
3 1
18
3 1

50451

No abnormality

50452

No abnormality

50453

No abnormality

50454

No abnormality

50455

No abnormality

50456

No abnormality

50457

No abnormality

50458

No abnormality

50459

No abnormality

50460

No abnormality

50461

No abnormality

50462

No abnormality

11 Pre-dosing, 2 : Post-dosing, 3 : PM
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Appendix 1 - 26

Clinical sign
Sex : Femaie

Period : FO Day 1-23
Dose : Azoic CC5 40 mg/kg

Study No. : SR13058

Species : Rat

Animal No.

Clinical signs

Day 19 20

21

22

23

Time 1 2 3 1

3

50451

No abnormality

50452

No abnormality

50453

No abnormality

50454

No abnormality

50455

No abnormality

50456

No abnormality

50457

No abnormality

50458

No abnormality

50459

No abnormality

50460

No abnormality

50461

No abnormality

50462

No abnormality

1: Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 27 Study No. : SR13058

6

Clinical sign Period : FO gestation Day 0-26
Sex : Female Dose : Azoic CC5 40 mg/kg Species : Rat
Day O 1 2 3 4 5
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50451 No abnormality - - - - - - - - - - - - - N - R
50452 No abnormality - - - - - - - - - - - - - _ R - Z B
50453 No abnormality - - - - - - - - - - N - - - R R R N
50454 No abnormality - - - - - - - - - - - - - R - - R R
50455 No abnormality - - - - - - - - - - - N R R N R R N
50456 No abnormality - - - - - - - - - - - - - N _ R N z
50457 No abnormality - - - - - - - - - - R - R R _ R R R
50458 No abnormality - - - - - - - - - - - - - R R - R N
50459 No abnormality - - - - - - - - - - - - - B B R _ N
50460 No abnormality - - - - - - - - - - - B N B B N B N
50461 No abnormality - - - - - - - - - - - . N _ N N _ N
50462 No abnormality - - - - - - - - - - - - - R N _ _ z
Day 6 7 8 9 10 1
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50451 No abnormality - - - - - - - - - B B R _ _ N N
50452 No abnormality - - - - - - - - - - - - - R R N R _
50453 No abnormality - - - - - - - - - - - - - . _ N _ N
50454 No abnormality - - - - - - - - - - _ R - _ B z B -
50455 No abnormality - - - - - - - - - - - - N _ N - - _
50456 No abnormality - - - - - - - - - - - - R N R B _ N
50457 No abnormality - - - - - - - - - - - - B - N B z B
50458 No abnormality - - - - - - - - - - - - R _ - N _ R
50459 No abnormality - - - - - - - - - - - N N N _ N z N
50460 No abnormality - - - - - - - - - - _ R - Z N z z -
50461 No abnormality - - - - - - - - - N - R _ _ _ _ B -
50462 No abnormality - - - - - - - - - - - - - - - - - _
Day 12 13 14 15 16 17
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3
50451 No abnormality - - - - - - - - - - - - R - - z
50452 No abnormality - - - - - - - - - - - - - - - - B R
50453 No abnormality - - - - - - - - - - - - - R R - R B
50454 No abnormality - - - - - - - - - - - - - B R R B N
50455 No abnormality - - - - - - - - - - - - - - - - - R
50456 No abnormality - - - - - - - - - - - N N _ N _ _ R
50457 No abnormality - - - - - - - - - - - - - R - R R R
50458 No abnormality - - - - - - - - - - - - R R - B B B
50459 No abnormality - - - - - - - - - - - - - _ R - - B
50460 No abnormality - - - - - - - - - - - - - N B R R N
50461 No abnormality - - - - - - - - - - - B N B N N B N
50462 No abnormality - - - - - - - - - - - N N R N R N N

11 Pre-dosing, 2 : Post-dosing, 3 : PM



Appendix 1 - 28 Study No. : SR13058

€6

Clinical sign Period : FO gestation Day 0-26
Sex : Female Dose : Azoic CC5 40 mg/kg Species : Rat
Day 18 19 20 21 22 23
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3 1 2 3

50451 No abnormality - - - - - - - - - - _

50452 No abnormality - - - - - - - - - - - -

50453 No abnormality - - - - - - - - - - - -

50454 No abnormality - - - - - - - - - - - -

50455 No abnormality - - - - - - - - - - - -

50456 No abnormality - - - - - - - - - - - -

50457 No abnormality - - - - - - - - - - - -

50458 No abnormality - - - - - - - - - - - -

50459 No abnormality - - - - - - - - - - B N

50460 No abnormality - - - - - - - - - - - -

50461 No abnormality - - - - - - - - - - - -

50462 No abnormality - - - - - - - - - - - -

Day 24 25 26
Animal No. Clinical signs Time 1 2 3 1 2 3 4

50451 No abnormality

50452 No abnormality

50453 No abnormality

50454 No abnormality

50455 No abnormality

50456 No abnormality

50457 No abnormality

50458 No abnormality

50459 No abnormality

50460 No abnormality

50461 No abnormality

50462 No abnormality

1 Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



Appendix 1 - 29 Study No. : SR13058

144

Clinical sign Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 0 mg/kg Species : Rat
Day O 1 2 3 4
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 4
50151 No abnormality - - - - - - - - - - - - B
50152 No abnormality - - - - - - - - - - - - -
50163 No abnormality - - - - - - - - - - - N N
50154 No abnormality - - - - - - - - - R - - R
50155 No abnormality - - - - - - - - - N N _ N
50156 No abnormality - - - - - - - - - - - N N
50157 No abnormality - - - - - - - - - - - - R
50158 No abnormality - - - - - - - - - - - - -
50159 No abnormality - - - - - - - - - - - N N
50160 No abnormality - - - - - - - - - B N N B
50161 No abnormality - - - - - - - - - . R R .
50162 No abnormality - - - - - - - - - - - - -

1: Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



Appendix 1 - 30 Study No. : SR13058

€6

Clinical sign Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day O 1 2 3 4
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 4
50251 No abnormality - - - - - - - - - - - R B
50252 No abnormality - - - - - - - - - - - - -
50253 No abnormality - - - - - - - - - - - - N
50254 No abnormality - - - - - - - - - - - - -
50255 No abnormality - - - - - - - - - N N _ N
50256 No abnormality - - - - - - - - - - - N N
50257 No abnormality - - - - - - - - - - - R R
50259 No abnormality - - - - - - - - - - - - -
50260 No abnormality - - - - - - - - - - - N N
50261 No abnormality - - - - - - - - - B N N B
50262 No abnormality - - - - - - - - N . R R _

1: Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



Appendix 1 - 31 Study No. : SR13058

96

Clinical sign Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 10 mg/kg Species : Rat
Day O 1 2 3 4
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 4
50351 No abnormality - - - - - - - - - - - - B
50352 No abnormality - - - - - - - - - - - - -
50353 No abnormality - - - - - - - - - - - N N
50354 No abnormality - - - - - - - - - - - - -
50355 No abnormality - - - - - - - - - N N _ N
50356 No abnormality - - - - - - - - - - - N N
50357 No abnormality - - - - - - - - - - - - R
50358 No abnormality - - - - - - - - - - - - -
50359 No abnormality - - - - - - - - - - - N N
50360 No abnormality - - - - - - - - - B N N B
50361 No abnormality - - - - - - - - - . R R .
50362 No abnormality - - - - - - - - - - - - -

1: Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day



Appendix 1 - 32 Study No. : SR13058

L6

Clinical sign Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 40 mg/kg Species : Rat
Day O 1 2 3 4
Animal No. Clinical signs Time 1 2 3 1 2 3 1 2 3 1 2 3 4
50451 No abnormality - - - - - - - - - - - - B
50452 No abnormality - - - - - - - - - - - - -
50453 No abnormality - - - - - - - - - - - R R
50454 No abnormality - - - - - - - - - R - - R
50455 No abnormality - - - - - - - - - N N _ N
50456 No abnormality - - - - - - - - - - - N N
50457 No abnormality - - - - - - - - - - - - R
50458 No abnormality - - - - - - - - - - - - -
50459 No abnormality - - - - - - - - - - - N N
50460 No abnormality - - - - - - - - N B N N B
50461 No abnormality - - - - - - R - _ N z z R
50462 No abnormality - - - - - - - - - - - N N

1: Pre-dosing, 2 : Post-dosing, 3 : PM, 4 : Necropsy day
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Appendix 2 - 1 Study No. : SR13058

Body weight Period : Day 1-42
Sex : Male Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat
/Day Body weight
Animal No. 1 3 7 14 21 28 35 42 gain
10101 402 407 430 455 476 504 528 541 139
10102 441 452 490 529 560 597 628 651 210
10103 391 401 422 448 465 477 494 515 124
10104 403 413 434 463 486 509 532 545 142
10105 408 410 433 460 490 514 532 560 152
10106 419 427 460 503 527 570 595 631 212
10107 415 420 443 479 502 527 543 562 147
10108 424 434 457 495 519 552 576 591 167
10109 420 434 450 478 489 516 545 566 146
10110 413 420 444 471 493 513 533 548 135
10111 371 380 390 407 442 461 477 485 114
10112 402 415 428 455 470 481 496 515 113
n 12 12 12 12 12 12 12 12 12
Mean 409.1 417.8 4401 470.3 493.3 518.4 539.9 559.2 150.1
S.D. 17.6 18.4 24.2 30.7 31.2 39.1 43.1 47.4 324
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Appendix 2 - 2 Study No. : SR13058

Body weight Period : Day 1-42
Sex : Male Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat
/Day Body weight
Animal No. 1 3 7 14 21 28 35 42 gain
10201 399 410 436 469 484 505 526 540 141
10202 411 421 450 487 509 546 573 592 181
10203 431 438 463 490 513 543 563 581 150
10204 402 412 445 471 491 531 556 578 176
10205 400 398 420 445 463 491 515 517 117
10206 428 448 474 516 544 577 599 620 192
10207 381 389 412 440 457 476 492 507 126
10208 400 406 421 439 468 492 508 521 121
10209 402 409 436 471 500 537 553 581 179
10210 413 424 443 464 494 523 547 568 155
10211 387 400 419 445 457 476 494 509 122
10212 414 433 454 474 492 510 526 543 129
n 12 12 12 12 12 12 12 12 12
Mean 405.7 415.7 4394 467.6 489.3 517.3 537.7 554.8 149.1
S.D. 14.7 17.6 19.1 23.2 25.8 31.0 33.0 37.0 27.1
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Appendix 2 - 3 Study No. : SR13058

Body weight Period : Day 1-42
Sex : Male Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat
/Day Body weight
Animal No. 1 3 7 14 21 28 35 42 gain
10301 408 417 435 459 481 508 512 526 118
10302 403 413 437 466 480 510 527 530 127
10303 411 422 428 472 487 518 538 556 145
10304 405 407 431 467 500 523 543 551 146
10305 404 414 430 462 490 514 534 552 148
10306 442 446 469 496 523 540 561 574 132
10307 376 380 396 428 449 468 481 496 120
10308 419 429 462 484 502 533 557 564 145
10309 386 393 419 450 473 499 516 534 148
10310 394 403 430 449 469 495 502 516 122
10311 418 424 457 484 498 518 554 572 154
10312 425 431 449 485 503 538 554 568 143
n 12 12 12 12 12 12 12 12 12
Mean 407.6 414.9 436.9 466.8 487.9 513.7 531.6 544.9 137.3
S.D. 17.7 17.8 20.0 19.0 19.3 20.2 24.8 245 12.7
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Appendix 2 - 4 Study No. : SR13058

Body weight Period : Day 1-42
Sex : Male Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat
/Day Body weight
Animal No. 1 3 7 14 21 28 35 42 gain
10401 400 408 430 454 465 487 499 512 112
10402 431 439 457 480 505 524 543 563 132
10403 382 395 407 440 451 476 494 507 125
10404 401 403 412 425 435 460 475 485 84
10405 408 418 444 478 499 522 537 558 150
10406 417 421 429 451 466 475 481 503 86
10407 397 398 416 419 415 444 451 443 46
10408 415 425 442 448 473 477 486 503 88
10409 428 433 451 467 475 491 498 500 72
10410 410 415 435 450 467 484 496 512 102
10411 388 389 402 421 422 439 458 469 81
10412 399 400 416 443 462 490 511 529 130
n 12 12 12 12 12 12 12 12 12
Mean 406.3 412.0 4284 448.0 461.3 480.8 4941 507.0 100.7
S.D. 14.8 15.7 17.9 20.3 27.3 25.9 27.5 33.5 29.9




Appendix 2 - 5 Study No. : SR13058

Body weight Period : FO before mating Day 1-14

Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 1 3 7 14 gain

50151 249 253 256 276 27
50152 251 254 262 260 9
50153 258 260 268 274 16
50154 241 243 252 258 17
50155 262 273 280 287 25
50156 244 229 239 251 7
50157 222 214 223 234 12
50158 248 245 256 271 23
50159 239 239 249 254 15
50160 238 240 245 257 19
50161 240 236 244 257 17
50162 243 248 253 254 11
n 12 12 12 12 12
Mean 2446 2445 252.3 261.1 16.5
S.D. 10.3 15.1 14.5 13.9 6.3

01



Appendix 2 - 6 Study No. : SR13058

Body weight Period : FO Day 15-21
Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat

/Day
Animal No. 21

50151
50152
50153
50154
50155
50156
50157
50158
50159
50160
50161
50162

n 0
Mean
S.D.

€01
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Appendix 2 -7 Study No. : SR13058

Body weight Period : FO gestation Day 0-20

Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 7 14 20 gain

50151 285 322 357 445 160
50152 288 324 362 452 164
50153 301 337 379 481 180
50154 260 300 326 401 141
50155 313 355 394 470 157
50156 256 295 326 392 136
50157 234 281 316 380 146
50158 282 317 354 459 177
50159 285 327 376 471 186
50160 267 303 340 420 153
50161 262 301 331 415 153
50162 268 309 342 427 159
n 12 12 12 12 12
Mean 2751 3143 350.3 434.4 159.3
S.D. 21.5 20.3 243 33.5 15.4




Appendix 2 - 8 Study No. : SR13058

Body weight Period : FO before mating Day 1-14

Sex : Female Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 1 3 7 14 gain

50251 257 258 268 277 20
50252 255 255 260 270 15
50253 232 244 254 253 21
50254 245 247 253 258 13
50255 255 260 258 276 21
50256 222 217 216 219 -3
50257 236 241 244 252 16
50258 244 237 238 244 0
50259 241 234 236 254 13
50260 244 249 258 263 19
50261 243 245 251 265 22
50262 259 261 274 293 34
n 12 12 12 12 12
Mean 244.4 245.7 250.8 260.3 15.9
S.D. 11.0 12.6 15.6 18.7 9.9

SO1
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Appendix 2 - 9

Body weight
Sex : Female

Period : FO Day 15-21
Dose : Azoic CC5 2.5 mg/kg

Unit : g

Study No. : SR13058

Species : Rat

Animal No.

/Day
21

50251
50252
50253
50254
50255
50256
50257
50258
50259
50260
50261
50262

307

n
Mean
S.D.

307.0
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Appendix 2 - 10 Study No. : SR13058

Body weight Period : FO gestation Day 0-20
Sex : Female Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat
/Day Body weight
Animal No. 0 7 14 20 gain
50251 306 350 387 471 165
50252 289 330 381 462 173
50253 269 307 362 457 188
50254 278 309 353 429 151
50255 285 326 375 458 173
50256 226 271 319 402 176
50257 268 302 335 410 142
50258 250 $ 301 8 300 § 293 438
50259 259 302 331 404 145
50260 286 325 369 464 178
50261 277 313 362 451 174
50262 294 331 379 456 162
n 11 11 11 11 11
Mean 276.1 3151 359.4 442.2 166.1
S.D. 21.2 20.7 22.4 25.9 14.7

$ : Excepted data from calculation
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Appendix 2 - 11 Study No. : SR13058

Body weight Period : FO before mating Day 1-14

Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 1 3 7 14 gain

50351 246 240 243 252 6
50352 244 235 239 253 9
50353 229 232 239 244 15
50354 250 257 265 276 26
50355 236 240 241 237 1
50356 242 233 241 259 17
50357 264 268 280 285 21
50358 230 223 227 242 12
50359 262 257 261 275 13
50360 238 239 244 248 10
50361 261 265 277 297 36
50362 239 241 243 251 12
n 12 12 12 12 12
Mean 2451 2442 250.0 259.9 14.8
S.D. 12.0 14.2 16.6 18.9 9.4




Appendix 2 - 12 Study No. : SR13058

Body weight Period : FO Day 15-21
Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat

/Day
Animal No. 21

50351
50352
50353
50354
50355
50356
50357
50358
50359
50360
50361
50362

n 0
Mean
S.D.

601
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Appendix 2 - 13 Study No. : SR13058

Body weight Period : FO gestation Day 0-20

Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 7 14 20 gain

50351 256 303 336 422 166
50352 261 295 329 397 136
50353 257 283 307 380 123
50354 280 320 352 435 155
50355 241 270 305 399 158
50356 266 297 322 398 132
50357 307 348 390 485 178
50358 240 277 308 387 147
50359 281 312 350 405 124
50360 274 316 352 419 145
50361 293 315 353 440 147
50362 271 313 364 438 167
n 12 12 12 12 12
Mean 268.9 304.1 339.0 4171 148.2
S.D. 19.8 214 26.0 29.3 17.4
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Appendix 2 - 14 Study No. : SR13058

Body weight Period : FO before mating Day 1-14

Sex : Female Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 1 3 7 14 gain

50451 259 252 256 267 8
50452 261 262 268 271 10
50453 241 242 248 253 12
50454 247 250 242 256 9
50455 240 243 245 256 16
50456 244 250 251 268 24
50457 263 267 274 270 7
50458 237 231 239 256 19
50459 249 246 256 273 24
50460 232 236 244 257 25
50461 244 238 252 253 9
50462 250 238 242 258 8
n 12 12 12 12 12
Mean 2473 246.3 251.4 261.5 14.3
S.D. 9.7 10.6 10.7 7.6 7.0




[41!

Appendix 2 - 15

Body weight
Sex : Female

Period : FO Day 15-21
Dose : Azoic CC5 40 mg/kg

Unit : g

Study No. : SR13058

Species : Rat

Animal No.

/Day
21

50451
50452
50453
50454
50455
50456
50457
50458
50459
50460
50461
50462

290

n
Mean
S.D.

290.0
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Appendix 2 - 16 Study No. : SR13058

Body weight Period : FO gestation Day 0-20

Sex : Female Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 7 14 20 gain

50451 267 296 328 421 154
50452 284 310 346 424 140
50453 261 290 324 411 150
50454 261 279 313 393 132
50455 260 299 339 413 153
50456 277 300 334 423 146
50457 282 311 334 399 117
50458 258 287 324 406 148
50459 283 311 346 420 137
50460 260 283 317 397 137
50461 280 309 348 445 165
50462 268 299 332 415 147
n 12 12 12 12 12
Mean 2701 297.8 332.1 413.9 143.8
S.D. 10.3 11.2 11.4 14.3 12.3




Appendix 2 - 17 Study No. : SR13058

Body weight Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 4 gain

50151 335 360 25
50152 345 368 23
50153 357 378 21
50154 286 311 25
50155 357 402 45
50156 294 302 8
50157 285 336 51
50158 316 341 25
50159 335 373 38
50160 323 356 33
50161 311 319 8
50162 330 357 27
n 12 12 12
Mean 322.8 350.3 274
S.D. 25.2 29.5 12.9

144!
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Appendix 2 - 18

Study No. : SR13058

Body weight Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 4 gain

50251 355 359 4
50252 351 370 19
50253 341 342 1
50254 350 335 -15
50255 343 355 12
50256 292 308 16
50257 307 317 10
50259 316 328 12
50260 312 343 31
50261 331 365 34
50262 352 367 15
n 11 11 11
Mean 331.8 344.5 12.6
S.D. 21.7 20.9 13.5
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Appendix 2 - 19

Study No. : SR13058

Body weight Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 4 gain

50351 302 332 30
50352 313 318 5
50353 274 290 16
50354 318 330 12
50355 268 290 22
50356 287 302 15
50357 355 385 30
50358 262 282 20
50359 342 328 -14
50360 314 338 24
50361 313 323 10
50362 347 368 21
n 12 12 12
Mean 307.9 323.8 15.9
S.D. 30.8 31.0 12.1
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Appendix 2 - 20 Study No. : SR13058

Body weight Period : FO lactation Day 0-4

Sex : Female Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat

/Day Body weight
Animal No. 0 4 gain

50451 278 295 17
50452 325 331 6
50453 289 305 16
50454 294 307 13
50455 313 346 33
50456 296 313 17
50457 326 343 17
50458 290 320 30
50459 316 347 31
50460 284 300 16
50461 346 326 -20
50462 306 330 24
n 12 12 12
Mean 305.3 321.9 16.7
S.D. 20.4 18.1 14.1
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Appendix 3 - 1 Study No. : SR13058

Food consumption Period : Day 1-42
Sex : Male Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14 35 42
10101 27.2 28.9 29.1 32.0 30.4
10102 309 33.2 328 33.2 32.8
10103 28.4 29.2 284 274 27.6
10104 29.9 28.2 27.9 28.9 27.6
10105 28.6 281 27.9 30.3 29.9
101086 29.7 31.9 32,5 33.9 34.6
10107 27.7 28.7 31.2 30.1 29.8
10108 30.3 30.6 315 31.6 30.1
10109 32.7 30.3 31.0 31.3 32.0
10110 29.7 31.8 30.6 304 29.9
10111 26.4 25.4 25.7 27.3 27.6
10112 29.0 28.5 28.5 28.3 28.7
n 12 12 12 12 12
Mean 29.21 29.57 29.76 30.39 30.08
S.D. 1.72 2.11 2.16 2.14 2.18
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Appendix 3 - 2 Study No. : SR13058

Food consumption Period : Day 1-42
Sex : Male Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14 35 42
10201 28.2 29.1 29.3 27.9 27.8
10202 28.8 30.7 30.6 30.4 30.2
10203 28.7 30.9 29.6 30.1 29.5
10204 30.7 32.3 31.8 33.9 33.7
10205 243 26.8 26.8 28.6 27.5
10206 33.5 33.2 329 32.8 32.9
10207 26.4 28.0 28.8 28.4 28.3
10208 26.4 257 257 27.3 26.8
10209 28.7 28.8 29.3 30.7 313
10210 30.1 28.7 28.6 30.6 31.2
10211 26.4 28.4 29.7 29.8 29.4
10212 29.7 29.7 28.5 27.0 27.3
n 12 12 12 12 12
Mean 28.49 29.36 29.30 29.79 29.66
S.D. 243 2.16 1.95 2.11 2.26
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Appendix 3 -3 Study No. : SR13058

Food consumption Period : Day 1-42
Sex : Male Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14 35 42
10301 24.9 26.3 26.2 26.4 26.5
10302 28.9 29.7 30.3 295 27.8
10303 29.6 29.2 29.9 30.5 30.7
10304 27.3 29.5 30.1 31.7 30.3
10305 27.2 27.3 28.0 28.9 28.0
10306 29.3 31.0 29.1 29.4 30.3
10307 271 26.3 27.8 26.4 26.8
10308 340 344 31.7 33.3 32.0
10309 27.9 28.9 29.3 27.8 29.0
10310 26.2 29.1 26.2 252 246
10311 317 33.7 325 32.6 33.0
10312 27.9 26.3 28.6 29.1 28.0
n 12 12 12 12 12
Mean 28.50 29.31 29.14 29.23 28.92
S.D. 2.46 2.69 1.94 2.53 243
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Appendix 3 - 4 Study No. : SR13058

Food consumption Period : Day 1-42
Sex : Male Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14 35 42
10401 26.8 28.1 271 26.0 26.0
10402 29.2 28.0 26.8 28.4 28.8
10403 27.6 255 256 27.0 26.3
10404 27.8 25.7 244 25.9 26.2
10405 29.9 29.8 29.7 29.0 29.8
10406 28.4 26.0 26.0 243 26.5
10407 27.4 277 23.7 254 23.8
10408 29.1 27.6 25.2 237 254
10409 19.8 2717 254 24.8 241
10410 28.1 28.3 26.7 254 26.9
10411 258 26.5 259 24.4 251
10412 25.5 25.2 27.3 27.6 28.1
n 12 12 12 12 12
Mean 27.12 27.18 26.15 25.99 26.42
S.D. 2.65 1.39 1.55 1.68 1.79
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Appendix 3 - 5 Study No. : SR13058

Food consumption Period : FO before mating Day 1-14
Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14
50151 18.2 20.3 20.6
50152 17.6 20.2 20.7
50153 17.3 19.9 207
50154 19.7 19.6 19.3
50155 20.5 21.8 22.7
50156 14.2 17.7 18.0
50157 16.8 18.5 18.7
50158 20.6 213 221
50159 17.2 20.1 205
50160 19.7 19.9 20.7
50161 15.0 18.8 19.9
50162 20.5 19.5 18.8
n 12 12 12
Mean 18.11 19.80 20.23
S.D. 2.16 1.13 1.38
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Appendix 3 - 6 Study No. : SR13058

Food consumption Period : FO gestation Day 0-20
Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat
/Day
Animal No. 7 14 20
50151 253 26.4 26.0
50152 26.9 284 30.0
50153 25.6 27.2 294
50154 24.4 247 22.3
50155 30.1 30.7 29.0
50156 22,5 242 22.0
50157 243 26.4 24.3
50158 25.2 277 29.8
50159 28.2 314 31.3
50160 24.7 271 274
50161 24.3 25.9 24.8
50162 25.6 28.6 27.7
n 12 12 12
Mean 25.59 27.39 27.00
S.D. 2.00 2.16 3.10
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Appendix 3 -7 Study No. : SR13058

Food consumption Period : FO before mating Day 1-14
Sex : Female Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14
50251 16.5 20.8 216
50252 18.4 21.2 229
50253 20.0 20.3 19.4
50254 14.4 19.1 20.3
50255 18.0 20.6 21.3
50256 14.4 15.0 16.7
50257 16.4 19.0 19.6
50258 17.5 20.5 20.1
50259 15.6 18.1 18.6
50260 18.1 19.5 19.8
50261 18.7 194 19.9
50262 22.8 23.1 24.2
n 12 12 12
Mean 17.57 19.72 20.37
S.D. 2.38 1.96 1.96




Appendix 3 - 8 Study No. : SR13058

Food consumption Period : FO gestation Day 0-20
Sex : Female Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat
/Day
Animal No. 7 14 20

50251 26.6 27.8 271

50252 27.4 30.4 33.8

50253 27.3 30.6 30.2

50254 26.1 29.6 26.8

50255 26.1 30.2 29.8

50256 22.7 26.3 244

50257 25.7 26.3 235

50258 282% 267§ 204 $

50259 24.4 26.1 253

50260 27.0 29.8 28.9

50261 251 28.5 29.2

50262 27.4 28.5 27.3

n 11 11 11
Mean 25.98 28.55 27.85
S.D. 1.46 1.72 2.95

¢el

$ : Excepted data from calculation
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Appendix 3 -9 Study No. : SR13058

Food consumption Period : FO before mating Day 1-14
Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14
50351 14.6 17.9 17.7
50352 13.7 17.6 18.4
50353 14.2 17.0 17.2
50354 18.3 18.2 20.0
50355 19.3 19.3 19.0
50356 17.0 19.4 20.9
50357 18.4 20.5 21.2
50358 15.7 19.0 20.2
50359 20.7 21.0 217
50360 18.6 20.5 20.7
50361 23.2 23.6 23.7
50362 16.8 19.6 19.7
n 12 12 12
Mean 17.54 19.47 20.03
S.D. 2.80 1.80 1.81
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Appendix 3 - 10 Study No. : SR13058

Food consumption Period : FO gestation Day 0-20
Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat
/Day
Animal No. 7 14 20
50351 23.6 245 24.9
50352 22.2 246 245
50353 19.7 19.5 213
50354 24.8 254 24.8
50355 211 23.2 24.5
50356 23.6 22.9 22.6
50357 25.6 247 29.0
50358 227 232 224
50359 247 27.0 284
50360 27.6 28.6 26.8
50361 22.8 27.3 27.0
50362 26.2 28.7 27.5
n 12 12 12
Mean 23.72 24.97 25.31
S.D. 2.22 2.66 2.46
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Appendix 3 - 11 Study No. : SR13058

Food consumption Period : FO before mating Day 1-14
Sex : Female Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat
/Day
Animal No. 3 7 14
50451 15.8 17.5 18.4
50452 19.4 226 21.3
50453 17.0 18.8 19.6
50454 20.2 19.4 19.5
50455 16.9 17.7 19.6
50456 20.8 20.0 20.7
50457 18.8 21.3 19.9
50458 17.7 19.7 20.4
50459 18.8 19.9 20.9
50460 18.5 18.7 20.0
50461 17.3 201 194
50462 14.1 17.2 18.4
n 12 12 12
Mean 17.94 19.41 19.84
S.D. 1.88 1.57 0.90




6¢Cl

Appendix 3 - 12 Study No. : SR13058

Food consumption Period : FO gestation Day 0-20
Sex : Female Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat
/Day
Animal No. 7 14 20
50451 19.5 21.9 232
50452 24.6 275 27.2
50453 21.9 252 257
50454 20.0 22.0 23.8
50455 23.8 26.5 25.8
50456 22.8 23.8 25.6
50457 23.5 247 25.6
50458 21.8 237 241
50459 24.4 26.4 257
50460 21.9 23.0 23.9
50461 29.0 26.3 30.7
50462 22.4 23.7 24.0
n 12 12 12
Mean 22.97 24.56 25.44
S.D. 247 1.84 2.02




Appendix 3 - 13 Study No. : SR13058

Food consumption Period : FO lactation Day 0-4
Sex : Female Dose : Azoic CC5 0 mg/kg Unit : g Species : Rat
/Day
Animal No. 4
50151 40.8
50152 396
50153 38.7
50154 28.5
50155 45.6
50156 27.6
50157 43.5
50158 36.7
50159 43.5
50160 41.9
50161 34.6
50162 36.1
n 12
Mean 38.09
S.D. 5.72

0¢l
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Appendix 3 - 14 Study No. : SR13058

Food consumption Period : FO lactation Day 0-4
Sex : Female Dose : Azoic CC5 2.5 mg/kg Unit : g Species : Rat
/Day
Animal No. 4
50251 354
50252 37.8
50253 327
50254 23.8
50255 29.0
50256 324
50257 311
50259 354
50260 40.1
50261 37.3
50262 34.2
n 11
Mean 33.56
S.D. 4.54
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Appendix 3 - 15 Study No. : SR13058

Food consumption Period : FO lactation Day 0-4
Sex : Female Dose : Azoic CC5 10 mg/kg Unit : g Species : Rat
/Day
Animal No. 4
50351 324
50352 27.7
50353 24.5
50354 33.6
50355 36.6
50356 335
50357 36.6
50358 29.9
50359 28.9
50360 37.9
50361 31.0
50362 38.1
n 12
Mean 32.56
S.D. 4.32
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Appendix 3 - 16 Study No. : SR13058

Food consumption Period : FO lactation Day 0-4
Sex : Female Dose : Azoic CC5 40 mg/kg Unit : g Species : Rat
/Day
Animal No. 4
50451 26.2
50452 323
50453 31.9
50454 271
50455 39.7
50456 26.9
50457 31.0
50458 36.8
50459 384
50460 36.2
50461 33.2
50462 33.8
n 12
Mean 32.79
S.D. 4.50
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Appendix 4 - 1 Study No. : SR13058
Necropsy findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10101
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10102
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10103
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10104
Epididymis
Findings : Finding present
Mass, yellowish white, cauda, unilateral
Non-graded change
Finding Comment : left, 8 x 3 x 3, mm
Finding absent : Kidney, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10105
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10106
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10107
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10108
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10109
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10110
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10111
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10112

Finding absent : Kidney, Epididymis, Other organs & tissues




gel

Appendix 4 - 2

Necropsy findings
Sex : Male

Stage : Day 43

Study No. : SR13058

Species : Rat

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10201

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10202

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10203

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10204

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10205

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10206

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10207

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10208

Infertility

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10209

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10210

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10211

Finding absent : Kidney, Epididymis, Other organs & tissues

Test article : Azoic CC5

Dose : 2.5 mg/kg Animal No. :

10212

Finding absent : Kidney, Epididymis, Other organs & tissues
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Appendix 4 - 3 Study No. : SR13058
Necropsy findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10301
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10302
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10303
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10304
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10305
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10306
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10307
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10308
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10309
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10310
Kidney
Findings : Finding present
Dilatation, renal pelvis, unilateral
Non-graded change
Finding Comment : right
Finding absent : Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10311
Kidney
Findings : Finding present
Dilatation, renal pelvis, unilateral
Non-graded change
Finding Comment : right
Finding absent : Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10312

Finding absent : Kidney, Epididymis, Other organs & tissues
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Appendix 4 - 4 Study No. : SR13058
Necropsy findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10401
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10402
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10403
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10404
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10405
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10406
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10407
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10408
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10409
Kidney
Findings : Finding present
Dilatation, renal pelvis, unilateral
Non-graded change
Finding Comment : right
Finding absent : Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10410
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10411
Finding absent : Kidney, Epididymis, Other organs & tissues
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10412

Finding absent : Kidney, Epididymis, Other organs & tissues




8¢

Appendix 4 - 5 Study No. : SR13058
Necropsy findings
Sex : Female Stage : Lactation day 4 Species : Rat

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50151
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50152
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50153
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50154
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50155
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50156
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50157
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50158
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50159
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50160
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50161
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50162

Finding absent : All organs & tissues
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Appendix 4 - 6

Necropsy findings

Study No. : SR13058

Sex : Female Stage : Lactation day 4 Species : Rat

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50251
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50252
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50253
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50254
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50255
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50256
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50257
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50258 Non-pregnancy
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50259
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50260
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50261
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 50262

Finding absent : All organs & tissues
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Appendix 4 -7 Study No. : SR13058
Necropsy findings
Sex : Female Stage : Lactation day 4 Species : Rat

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50351
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50352
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50353
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50354
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50355
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50356
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50357
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50358
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50359
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50360
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50361
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 50362

Finding absent : All organs & tissues
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Appendix 4 - 8 Study No. : SR13058
Necropsy findings
Sex : Female Stage : Lactation day 4 Species : Rat

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50451
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50452
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50453
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50454
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50455
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50456
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50457
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50458
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50459
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50460
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50461
Finding absent : All organs & tissues

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50462

Finding absent : All organs & tissues




Appendix 5 - 1 Study No. : SR13058

[44!

Organ weight Stage : Day 43
Sex : Male Dose : Azoic CC5 0 mg/kg Species : Rat
Body Liver Testis Epididymis Prostate
weight
AB RE AB RE AB RE AB RE
Animal No. g g ¢/100g g g/100g g g/100g mg mg/100g
10101 542 19.00 3.51 3.68 0.68 1.31 0.24 762 140.59
10102 659 19.85 3.01 3.51 0.53 1.42 0.22 722 109.56
10103 515 17.30 3.36 3.14 0.61 1.33 0.26 829 160.97
10104 546 20.02 3.67 3.54 0.65 1.43 0.26 798 146.15
10105 556 17.63 3.17 3.22 0.58 1.31 0.24 591 106.29
10106 635 24.88 3.92 3.55 0.56 1.44 0.23 816 128.50
10107 565 19.50 3.45 3.29 0.58 1.37 0.24 605 107.08
10108 590 18.86 3.20 3.33 0.56 1.40 0.24 1003 170.00
10109 566 19.24 3.40 3.18 0.56 1.43 0.25 802 141.70
10110 553 18.756 3.39 2.77 0.50 1.24 0.22 535 96.75
10111 483 14.66 3.04 3.79 0.78 1.52 0.31 642 132.92
10112 518 15.04 2.90 3.40 0.66 1.43 0.28 626 120.85
n 12 12 12 12 12 12 12 12 12
Mean 560.7 18.728 3.335 3.367 0.604 1.386 0.249 7276 130.113
S.D. 49.3 2.613 0.291 0.275 0.077 0.076 0.026 132.8 22.911
Seminal
vesicle
AB RE
Animal No. g g/100g
10101 2.21 0.41
10102 2.15 0.33
10103 2.53 0.49
10104 2.34 0.43
10105 2.52 0.45
10106 2.28 0.36
10107 2.25 0.40
10108 2.09 0.35
10109 2.38 0.42
10110 2.36 0.43
10111 2.63 0.54
10112 2.22 0.43
n 12 12
Mean 2.330 0.420
S.D. 0.164 0.058

AB : Absolute weight, RE : Relative weight by body weight
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Appendix 5 - 2 Study No. : SR13058

Organ weight Stage : Day 43
Sex : Male Dose : Azoic CC5 2.5 mg/kg Species : Rat
Body Liver Testis Epididymis Prostate
weight
AB RE AB RE AB RE AB RE
Animal No. g g ¢/100g g g/100g g g/100g mg mg/100g
10201 543 18.09 3.33 3.45 0.64 1.26 0.23 771 141.99
10202 595 20.21 3.40 3.50 0.59 1.36 0.23 922 154.96
10203 583 21.18 3.63 3.65 0.63 1.58 0.27 785 134.65
10204 580 24.99 4.31 3.59 0.62 1.42 0.24 872 150.34
10205 518 17.75 343 3.37 0.65 1.40 0.27 814 157.14
10206 625 22.39 3.58 3.24 0.52 1.33 0.21 737 117.92
10207 510 17.48 343 3.18 0.62 1.25 0.25 772 151.37
10208 523 16.65 3.18 3.73 0.71 1.53 0.29 917 175.33
10209 578 20.95 3.62 3.44 0.60 1.44 0.25 816 141.18
10210 561 18.07 3.22 3.68 0.66 1.63 0.27 875 155.97
10211 512 15.53 3.038 3.25 0.63 1.45 0.28 715 139.65
10212 541 17.89 3.31 3.38 0.62 1.45 0.27 877 162.11
n 12 12 12 12 12 12 12 12 12
Mean 555.8 19.265 3.456 3.455 0.624 1.417 0.255 822.8 148.551
S.D. 37.0 2.712 0.324 0.181 0.045 0.104 0.024 69.1 14.740
Seminal
vesicle
AB RE
Animal No. g g/100g
10201 2.04 0.38
10202 2.36 0.40
10203 2.04 0.35
10204 2.52 0.43
10205 2.04 0.39
10206 1.87 0.30
10207 2.42 0.47
10208 2.15 0.41
10209 2.39 0.41
10210 2.70 0.48
10211 2.55 0.50
10212 2.17 0.40
n 12 12
Mean 2.271 0.410
S.D. 0.255 0.056

AB : Absolute weight, RE : Relative weight by body weight



Appendix 5 - 3 Study No. : SR13058
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Organ weight Stage : Day 43
Sex : Male Dose : Azoic CC5 10 mg/kg Species : Rat
Body Liver Testis Epididymis Prostate
weight
AB RE AB RE AB RE AB RE
Animal No. g g ¢/100g g g/100g g g/100g mg mg/100g
10301 528 18.18 3.44 3.29 0.62 1.36 0.26 791 149.81
10302 532 19.06 3.58 3.88 0.73 1.40 0.26 975 183.27
10303 556 20.68 3.72 3.07 0.55 1.18 0.21 746 134.17
10304 554 20.44 3.69 3.69 0.67 1.33 0.24 711 128.34
10305 554 20.16 3.64 3.66 0.66 1.44 0.26 769 138.81
10306 574 21.01 3.66 3.69 0.64 1.36 0.24 649 113.07
10307 501 18.65 3.72 3.65 0.73 1.44 0.29 659 131.54
10308 570 22.98 4.03 3.29 0.58 1.22 0.21 749 131.40
10309 532 20.37 3.83 3.49 0.66 1.53 0.29 882 165.79
10310 518 20.14 3.89 3.87 0.75 1.48 0.29 992 191.51
10311 576 21.80 3.78 4.09 0.71 1.43 0.25 416 72.22
10312 569 20.20 3.55 3.35 0.59 1.30 0.23 840 147.63
n 12 12 12 12 12 12 12 12 12
Mean 547.0 20.306 3.71 3.585 0.658 1.373 0.253 764.9 140.630
S.D. 24.4 1.311 0.159 0.295 0.065 0.103 0.028 155.4 31.589
Seminal
vesicle
AB RE
Animal No. g g/100g
10301 2.38 0.45
10302 2.54 0.48
10303 2.22 0.40
10304 2.33 0.42
10305 2.03 0.37
10306 2.08 0.36
10307 2.20 0.44
10308 2.39 0.42
10309 2.18 0.41
10310 2.53 0.49
10311 2.41 0.42
10312 2.27 0.40
n 12 12
Mean 2.297 0.422
S.D. 0.163 0.039

AB : Absolute weight, RE : Relative weight by body weight
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Appendix 5 - 4 Study No. : SR13058

Organ weight Stage : Day 43
Sex : Male Dose : Azoic CC5 40 mg/kg Species : Rat
Body Liver Testis Epididymis Prostate
weight
AB RE AB RE AB RE AB RE
Animal No. g g ¢/100g g g/100g g g/100g mg mg/100g
10401 513 18.62 3.63 4.08 0.80 1.42 0.28 865 168.62
10402 563 23.55 4.18 3.24 0.58 1.59 0.28 842 149.56
10403 512 18.22 3.56 3.75 0.73 1.30 0.25 855 166.99
10404 489 20.63 4.22 3.38 0.69 1.31 0.27 545 111.45
10405 560 24.65 4.40 3.88 0.69 1.34 0.24 854 152.50
10406 501 18.42 3.68 3.73 0.74 1.28 0.26 678 135.33
10407 450 16.12 3.58 3.36 0.75 1.23 0.27 617 137.11
10408 508 20.17 3.97 3.58 0.70 1.41 0.28 612 120.47
10409 506 18.89 3.73 3.69 0.73 1.35 0.27 602 118.97
10410 518 20.51 3.96 3.51 0.68 1.46 0.28 777 150.00
10411 481 17.92 3.73 3.29 0.68 1.35 0.28 654 135.97
10412 528 20.83 3.95 3.82 0.72 1.62 0.31 383 72.54
n 12 12 12 12 12 12 12 12 12
Mean 510.8 19.878 3.883 3.609 0.708 1.388 0.273 690.3 134.959
S.D. 31.2 2.405 0.276 0.260 0.053 0.119 0.018 151.1 26.674
Seminal
vesicle
AB RE
Animal No. g g/100g
10401 2.12 0.41
10402 2.04 0.36
10403 2.14 0.42
10404 1.97 0.40
10405 2.56 0.46
10406 2.04 0.41
10407 1.84 0.41
10408 1.98 0.39
10409 1.69 0.33
10410 2.05 0.40
10411 2.23 0.46
10412 1.80 0.34
n 12 12
Mean 2.038 0.399
S.D. 0.224 0.041

AB : Absolute weight, RE : Relative weight by body weight
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Appendix 5 - 5 Study No. : SR13058
Organ weight Stage : Lactation day 4
Sex : Female Dose : Azoic CC5 0 mg/kg Species : Rat
Body Liver Ovary
weight
AB RE AB RE
Animal No. g g g/100g mg mg/100g

50151 360 14.19 3.94 124 34.44
50152 368 14.30 3.89 115 31.25
50153 378 13.89 3.67 138 36.51
50154 311 12.85 4.13 123 39.55
50155 402 15.68 3.90 107 26.62
50156 302 11.18 3.70 99 32.78
50157 336 15.08 4.49 94 27.98
50158 341 13.34 3.91 117 34.31
50159 373 15.41 4.13 126 33.78
50160 356 14.84 417 97 27.25
50161 319 11.55 3.62 116 36.36
50162 357 14.74 4.13 100 28.01
n 12 12 12 12 12
Mean 350.3 13.921 3.973 113.0 32.403
S.D. 29.5 1.446 0.250 13.7 4.195

AB : Absolute weight, RE : Relative weight by body weight
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Appendix 5 - 6 Study No. : SR13058

Organ weight Stage : Lactation day 4
Sex : Female Dose : Azoic CC5 2.5 mg/kg Species : Rat
Body Liver Ovary
weight
AB RE AB RE
Animal No. g g g/100g mg mg/100g

50251 359 13.89 3.87 150 41.78
50252 370 14.88 4.02 147 39.73
50253 342 12.92 3.78 123 35.96
50254 335 11.43 3.41 123 36.72
50255 355 13.33 3.75 100 28.17
50256 308 12.85 4.17 114 37.01
50257 317 12.27 3.87 98 30.91

50258 297 $ 10.30 $ 347 % 92 $ 3030 %
50259 328 13.64 4.16 114 34.76
50260 343 14.90 4.34 133 38.78
50261 365 14.53 3.98 105 28.77
50262 367 14.02 3.82 122 33.24
n 11 11 11 11 11
Mean 344.5 13.515 3.925 120.8 35.075
S.D. 20.9 1.093 0.252 17.3 4.425

AB : Absolute weight, RE : Relative weight by body weight
$ : Excepted data from calculation
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Appendix 5 -7 Study No. : SR13058
Organ weight Stage : Lactation day 4
Sex : Female Dose : Azoic CC5 10 mg/kg Species : Rat
Body Liver Ovary
weight
AB RE AB RE
Animal No. g g g/100g mg mg/100g

50351 332 13.98 4.21 96 28.92
50352 318 11.36 3.57 104 32.70
50353 290 10.55 3.64 102 35.17
50354 330 12.18 3.69 124 37.58
50355 290 12.50 4.31 111 38.28
50356 302 12.27 4.06 119 39.40
50357 385 17.40 4.52 145 37.66
50358 282 12.29 4.36 120 42.55
50359 328 12.80 3.90 119 36.28
50360 338 14.21 4.20 98 28.99
50361 323 13.14 4.07 96 29.72
50362 368 14.39 3.91 127 34.51
n 12 12 12 12 12
Mean 323.8 13.089 4.037 113.4 35.147
S.D. 31.0 1.767 0.302 15.0 4.356

AB : Absolute weight, RE : Relative weight by body weight



Appendix 5 - 8 Study No. : SR13058

Organ weight Stage : Lactation day 4
Sex : Female Dose : Azoic CC5 40 mg/kg Species : Rat
Body Liver Ovary
weight
AB RE AB RE
Animal No. g g g/100g mg mg/100g

50451 295 11.94 4.05 102 34.58
50452 331 14.59 4.41 104 31.42
50453 305 12.00 3.93 115 37.70
50454 307 13.71 4.47 113 36.81
50455 346 15.73 4.55 122 35.26
50456 313 13.08 4.18 102 32.59
50457 343 13.81 4.03 106 30.90
50458 320 13.93 4.35 112 35.00
50459 347 15.51 4.47 125 36.02
50460 300 12.38 4.13 108 36.00
50461 326 14.51 4.45 128 39.26
50462 330 14.99 4.54 108 32.73
n 12 12 12 12 12
Mean 321.9 13.848 4.297 1121 34.856
S.D. 18.1 1.294 0.220 8.9 2.547

6v1

AB : Absolute weight, RE : Relative weight by body weight
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Study No. : SR13058

Appendix 6 - 1
Histopathological findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10101
Liver

Findings : Finding present
Microgranuloma
Slight

Finding absent : Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Dose : 0 mg/kg Animal No. : 10102

Test article : Azoic CC5
Liver, Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10103

Dose : 0 mg/kg

Test article : Azoic CC5
Liver, Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10104

Test article : Azoic CC5 Dose : 0 mg/kg

Epididymis
Findings : Finding present
Granuloma, spermatic
Mild
Finding Comment : left

Prostate
Findings : Finding present
Inflammation
Slight
Finding absent : Liver, Testis, Seminal vesicle, Coagulating gland
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10105
Prostate
Findings : Finding present
Inflammation
Slight
Finding absent : Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10106
Liver, Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10107

Dose : 0 mg/kg

Test article : Azoic CC5

Prostate
Findings : Finding present

Inflammation
Slight
Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland

Finding absent :
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Study No. : SR13058

Appendix 6 - 2
Histopathological findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10108
Prostate
Findings : Finding present
Inflammation
Slight
Finding absent : Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10109
Prostate
Findings : Finding present
Inflammation
Slight
Finding absent : Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland
Dose : 0 mg/kg Animal No. : 10110

Test article : Azoic CC5

Testis
Findings : Finding present
Atrophy, seminiferous tubule

Slight

Epididymis
Findings : Finding present
Cell debris, lumen

Slight
Prostate
Findings : Finding present
Inflammation
Mild
Finding absent : Liver, Seminal vesicle, Coagulating gland
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10111
Prostate
Findings : Finding present
Inflammation
Slight
Finding absent : Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 10112

Prostate
Findings : Finding present
Inflammation
Slight

Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland

Finding absent :
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Appendix 6 - 3 Study No. : SR13058

Histopathological findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10201
Liver
Findings : Finding present
Microgranuloma

Slight

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10202
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10203
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10204
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10205
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10206
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10207
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10208 Infertility
Prostate

Findings : Finding present
Inflammation
Slight

Finding absent : Liver, Testis, Epididymis, Seminal vesicle, Coagulating gland

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10209
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10210
Finding absent : Liver

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10211
Liver

Findings : Finding present
Microgranuloma
Slight

Test article : Azoic CC5 Dose : 2.5 mg/kg Animal No. : 10212

Finding absent : Liver
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Appendix 6 - 4 Study No. : SR13058

Histopathological findings

Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10301
Finding absent : Liver
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10302

Liver
Findings : Finding present
Microgranuloma

Slight
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10303
Finding absent : Liver
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10304

Liver
Findings : Finding present
Microgranuloma

Slight
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10305
Finding absent : Liver
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10306
Finding absent : Liver
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10307
Finding absent : Liver
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10308
Finding absent : Liver
Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10309

Liver
Findings : Finding present
Microgranuloma
Slight

Test article : Azoic CC5 Dose : 10 mg/kg Animal No. : 10310

Liver
Findings : Finding present
Microgranuloma
Slight

Kidney
Findings : Finding present
Dilatation, renal pelvis
Slight
Finding Comment : right
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Animal No. : 10311

Stage : Day 43

Study No. : SR13058

Species : Rat

Appendix 6 - 5
Histopathological findings
Sex : Male
Test article : Azoic CC5 Dose : 10 mg/kg
Kidney

Findings : Finding present
Dilatation, renal pelvis
Slight
Finding Comment : right

Finding absent : Liver

Animal No. : 10312

Dose : 10 mg/kg

Test article : Azoic CC5
Liver

Finding absent :
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Study No. : SR13058

Appendix 6 - 6
Histopathological findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10401
Liver

Findings : Finding present
Hypertrophy, hepatocyte, centrilobular

Slight
Finding absent : Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Animal No. : 10402

Dose : 40 mg/kg

Test article : Azoic CC5
Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular
Slight
Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10403

Dose : 40 mg/kg

Test article : Azoic CC5

Liver
Findings : Finding present

Hypertrophy, hepatocyte, centrilobular
Slight

Microgranuloma
Slight

Finding absent : Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10404
Liver, Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10405

Test article : Azoic CC5 Dose : 40 mg/kg

Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular

Slight

Prostate
Findings : Finding present

Inflammation
Slight
Finding absent : Testis, Epididymis, Seminal vesicle, Coagulating gland

Animal No. : 10406

Dose : 40 mg/kg

Test article : Azoic CC5
Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular
Slight
Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
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Appendix 6 - 7
Histopathological findings

Sex : Male
Animal No. : 10407

Stage : Day 43

Study No. : SR13058

Species : Rat

Test article : Azoic CC5 Dose : 40 mg/kg

Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular

Slight

Prostate
Findings : Finding present

Inflammation
Slight

Testis, Epididymis, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10408

Dose : 40 mg/kg

Test article : Azoic CC5
Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular
Slight
Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10409

Dose : 40 mg/kg

Test article : Azoic CC5

Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular
Slight

Microgranuloma
Slight

Kidney
Findings : Finding present

Dilatation, renal pelvis
Slight
Finding Comment : right

Prostate
Findings : Finding present
Inflammation
Slight

Finding absent : Testis, Epididymis, Seminal vesicle, Coagulating gland

Animal No. : 10410

Dose : 40 mg/kg

Test article : Azoic CC5
Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular
Slight
Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
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Study No. : SR13058

Appendix 6 - 8
Histopathological findings
Sex : Male Stage : Day 43 Species : Rat
Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 10411
Liver

Findings : Finding present
Hypertrophy, hepatocyte, centrilobular

Slight
Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
Animal No. : 10412

Dose : 40 mg/kg

Test article : Azoic CC5

Liver
Findings : Finding present
Hypertrophy, hepatocyte, centrilobular
Slight
Testis, Epididymis, Prostate, Seminal vesicle, Coagulating gland

Finding absent :
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Appendix 6 - 9 Study No. : SR13058
Histopathological findings
Sex : Female Stage : Lactation day 4 Species : Rat
Test article : Azoic CC5 Dose : 0 mg/kg Animal No. : 50151
Liver

Findings : Finding present
Microgranuloma
Slight

Finding absent : Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50152

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50153

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50154

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50155

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50156

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50157

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50158

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50159

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50160

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50161

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 0 mg/kg

Animal No. : 50162

Finding absent : Liver, Ovary, Uterine horn,

Uterine cervix, Vagina
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Appendix 6 - 10

Histopathological findings

Sex : Female
Animal No. : 50258

Non-pregnancy

Stage : Lactation day 4

Study No. : SR13058

Species : Rat

Dose : 2.5 mg/kg

Test article : Azoic CC5
Finding absent :

Liver, Ovary, Uterine horn, Uterine cervix, Vagina
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Appendix 6 - 11

Histopathological findings

Study No. : SR13058

Sex : Female Stage : Lactation day 4 Species : Rat

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50451
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50452
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50453
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50454
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50455
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50456
Liver

Findings : Finding present
Microgranuloma

Slight

Finding absent : Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50457
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50458
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50459
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50460
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50461
Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina

Test article : Azoic CC5 Dose : 40 mg/kg Animal No. : 50462

Finding absent : Liver, Ovary, Uterine horn, Uterine cervix, Vagina




Appendix 7 - 1 Study No. : SR13058

Estrus cycles and copulation

191

Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
/Before mating (day) Length of estrous cycle Number of  Animal with acyclic
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus or irregular cycle

50151 P E M D D P E E E E M D D P 5 5.0 2 -

50152 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50153 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50154 M D P E M D P E M D P E M D 4 4 4.0 3 -

50155 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50156 D P E M D P E M D P E M D P 4 4 4.0 3 -

50157 D P E M D P E M D P E M D P 4 4 4.0 3 -

50158 D P E M D D E M D D E M D D 4 4 4.0 3 -

50159 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50160 M D P E M D P E M D P E M D 4 4 4.0 3 -

50161 D P E M D P E M D P E M D P 4 4 4.0 3 -

50162 E M D P E M D P E M D P E M 4 4 4 4.0 4 -

P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
+ : Animal with acyclic or irregular cycle, - : Animal with normal and regular cycle



Appendix 7 - 2 Study No. : SR13058

Estrus cycles and copulation

91

Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat
/Before mating (day) Length of estrous cycle Number of  Animal with acyclic
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus or irregular cycle

50251 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50252 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50253 E M D D E M D P E M D P E M 4 4 4 4.0 4 -

50254 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50255 P E M D D P E M D D P E M D 5 5 5.0 3 -

50256 D D E M D D E M D D E M D P 4 4 4.0 3 -

50257 E E M D P E M D D P E M D P 5 5 5.0 3 -

50258 D P E M b b E M D P P E M D 4 5 4.5 3 -

50259 D P E M D P E M D P E M D P 4 4 4.0 3 -

50260 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50261 M D P E M D P E M D P E M D 4 4 4.0 3 -

50262 M D P E M D P E M D P E M D 4 4 4.0 3 -

P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
+ : Animal with acyclic or irregular cycle, - : Animal with normal and regular cycle
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Appendix 7 - 3 Study No. : SR13058

Estrus cycles and copulation

Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat
/Before mating (day) Length of estrous cycle Number of  Animal with acyclic
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus or irregular cycle

50351 D P E M D P E M D P E M D P 4 4 4.0 3 -

50352 D P E M D P E M D P E M D P 4 4 4.0 3 -

50353 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50354 E M D P E E M D P P E M D P 4 6 5.0 3 -

50355 M D P E E M D P E M D D D D 5 5.0 2 -

50356 D P E M D P E M D D E M D D 4 4 4.0 3 -

50357 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50358 D P E M D P E M D P E M D D 4 4 4.0 3 -

50359 D P E M D P E M D D E M D P 4 4 4.0 3 -

50360 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50361 M D P E M D P E M D P E M D 4 4 4.0 3 -

50362 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
+ : Animal with acyclic or irregular cycle, - : Animal with normal and regular cycle



Appendix 7 - 4 Study No. : SR13058

Estrus cycles and copulation

91

Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat
/Before mating (day) Length of estrous cycle Number of  Animal with acyclic
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus or irregular cycle

50451 D P E M D P E M D P E M D P 4 4 4.0 3 -

50452 D E M D P E M D P E M D P E 4 4 4 4.0 4 -

50453 D E M D P E M D P E M D P E 4 4 4 4.0 4 -

50454 P E M D P P E M D D P E M D 5 5 5.0 3 -

50455 M D P E E M D D P E M D D P 6 6.0 2 -

50456 M D P E M D P E M D P E M D 4 4 4.0 3 -

50457 P E M D P E M D P E M D P E 4 4 4 4.0 4 -

50458 D P E M D P E M D P E M D P 4 4 4.0 3 -

50459 M D P E M D P E M D P E M D 4 4 4.0 3 -

50460 M D P E M D P E M D P E M D 4 4 4.0 3 -

50461 D P P E M D P E E M D P E E 4 5 4.5 3 -

50462 b P E M D P E M D P E M D P 4 4 4.0 3 -

P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
+ : Animal with acyclic or irregular cycle, - : Animal with normal and regular cycle
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Appendix 7 - 5 Study No. : SR13058

Estrus cycles and copulation

Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
/1st mating (times) Length of estrous cycle Number of
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus
50151 E 1
Y
50152 M D P E 1
N N N Y
50153 M D P E 1
N N N Y
50154 P E 1
N Y
50155 M D P 1
N N N Y
50156 E 1
Y
50157 E 1
Y
50158 E 1
Y
50159 M D P E 1
N N N Y
50160 P E 1
N Y
50161 E 1
Y
50162 D P E 1
N N Y

Upper / P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
Lower / Y : Completion in copulation, N : Incompletion in copulation, - : Smear was not sampled or missing value
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Appendix 7 - 6 Study No. : SR13058
Estrus cycles and copulation
Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat
/1st mating (times) Length of estrous cycle Number of
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus
50251 M D P E M D P E 4 4.0 2
N N N N N N N Y
50252 M D P E 1
N N N Y
50253 D P E 1
N N Y
50254 M D P E 1
N N N Y
50255 D E 1
N Y
50256 E 1
Y
50257 E M D P E 5 5.0 2
N N N N N Y
50258 D 0
Y
50259 E 1
Y
50260 M D P E 1
N N N Y
50261 P E 1
N Y
50262 P E 1
N Y

Upper / P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
Lower / Y : Completion in copulation, N : Incompletion in copulation, - : Smear was not sampled or missing value
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Appendix 7 -7 Study No. : SR13058

Estrus cycles and copulation

Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat
/1st mating (times) Length of estrous cycle Number of
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus
50351 E 1
Y
50352 E 1
Y
50353 M D P E 1
N N N Y
50354 E 1
Y
50355 E 1
Y
50356 E 1
Y
50357 M D P E 1
N N N Y
50358 E 1
Y
50359 E 1
Y
50360 M D P E 1
N N N Y
50361 D E 1
N Y
50362 M D P E 1
N N N Y

Upper / P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
Lower / Y : Completion in copulation, N : Incompletion in copulation, - : Smear was not sampled or missing value
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Appendix 7 - 8 Study No. : SR13058

Estrus cycles and copulation

Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat
/1st mating (times) Length of estrous cycle Number of
Animal No. 1 2 3 4 5 6 7 8 9 10 11 12 13 14 (days) Mean estrus
50451 E 1
Y
50452 M D P E 1
N N N Y
50453 M D P E 1
N N N Y
50454 D E 1
N Y
50455 E 1
Y
50456 P E 1
N Y
50457 M D P E 1
N N N Y
50458 E 1
Y
50459 P E 1
N Y
50460 P E 1
N Y
50461 M D D D D D D D D E 1
N N N N N N N N N Y
50462 E 1
Y

Upper / P : Proestrus, E : Estrus, M : Metestrus, D : Diestrus, - : Smear was not sampled or missing value
Lower / Y : Completion in copulation, N : Incompletion in copulation, - : Smear was not sampled or missing value



Appendix 8 - 1 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Male Dose : Azoic CC5 0 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
10101 1 50151 + + " " m + +
10102 4 50152 + + 1 1 i + +
10103 4 50153 + + 1 1 i + +
10104 2 50154 + + i 1 1 + +
10105 4 50155 + + " 1 1 + +
10106 1 50156 + + 1 1 1 + +
10107 1 50157 + + i " 1 + +
10108 1 50158 + + 1/ " i + +
10109 4 50159 + + " i i + +
10110 2 50160 + + 1 1 1 + +
10111 1 50161 + + 1 1 " + +
10112 3 50162 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 23
S.D. 1.4
No. of positives 12 12 12 12
% 100.0 100.0 100.0 100.0

691

/Il : No need to input/measure



Appendix 8 - 2 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Male Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
10201 8 50251 + + " " m + +
10202 4 50252 + + 1 1 i + +
10203 3 50253 + + 1 1 i + +
10204 4 50254 + + i 1 1 + +
10205 2 50255 + + " 1 1 + +
10206 1 50256 + + 1 1 1 + +
10207 6 50257 + + i " 1 + +
10208 1 50258 + - 1 " i + -
10209 1 50259 + + " i i + +
10210 4 50260 + + 1 1 1 + +
10211 2 50261 + + 1 1 " + +
10212 2 50262 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 3.2
S.D. 2.2
No. of positives 12 1 12 1"
% 100.0 91.7 100.0 91.7

0LT

/Il : No need to input/measure



Appendix 8 - 3 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Male Dose : Azoic CC5 10 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
10301 1 50351 + + " " m + +
10302 1 50352 + + 1 1 i + +
10303 4 50353 + + 1 1 i + +
10304 1 50354 + + i 1 1 + +
10305 1 50355 + + " 1 1 + +
10306 1 50356 + + 1 1 1 + +
10307 4 50357 + + i " 1 + +
10308 1 50358 + + 1/ " i + +
10309 1 50359 + + " i i + +
10310 4 50360 + + 1 1 1 + +
10311 2 50361 + + 1 1 " + +
10312 4 50362 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 2.1
S.D. 1.4
No. of positives 12 12 12 12
% 100.0 100.0 100.0 100.0

IL1

/Il : No need to input/measure



Appendix 8 - 4 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Male Dose : Azoic CC5 40 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
10401 1 50451 + + " " m + +
10402 4 50452 + + 1 1 i + +
10403 4 50453 + + 1 1 i + +
10404 2 50454 + + i 1 1 + +
10405 1 50455 + + " 1 1 + +
10406 2 50456 + + 1 1 1 + +
10407 4 50457 + + i " 1 + +
10408 1 50458 + + 1/ " i + +
10409 2 50459 + + " i i + +
10410 2 50460 + + 1 1 1 + +
10411 10 50461 + + 1 1 " + +
10412 1 50462 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 2.8
S.D. 26
No. of positives 12 12 12 12
% 100.0 100.0 100.0 100.0

CLT

/Il : No need to input/measure



Appendix 8 - 5 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Female Dose : Azoic CC5 0 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
50151 1 10101 + + " " m + +
50152 4 10102 + + 1 1 i + +
50153 4 10103 + + 1 1 i + +
50154 2 10104 + + i 1 1 + +
50155 4 10105 + + " 1 1 + +
50156 1 10106 + + 1 1 1 + +
50157 1 10107 + + i " 1 + +
50158 1 10108 + + 1/ " i + +
50159 4 10109 + + " i i + +
50160 2 10110 + + 1 1 1 + +
50161 1 10111 + + 1 1 1 + +
50162 3 10112 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 23
S.D. 1.4
No. of positives 12 12 12 12
% 100.0 100.0 100.0 100.0

EL1

/Il : No need to input/measure



Appendix 8 - 6 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Female Dose : Azoic CC5 2.5 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
50251 8 10201 + + " " m + +
50252 4 10202 + + 1 1 i + +
50253 3 10203 + + 1 1 i + +
50254 4 10204 + + i 1 1 + +
50255 2 10205 + + " 1 1 + +
50256 1 10206 + + 1 1 1 + +
50257 6 10207 + + i " 1 + +
50258 1 10208 + - 1 " i + -
50259 1 10209 + + " i i + +
50260 4 10210 + + 1 1 1 + +
50261 2 10211 + + 1 1 1 + +
50262 2 10212 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 3.2
S.D. 2.2
No. of positives 12 1 12 1"
% 100.0 91.7 100.0 91.7

VLI

/Il : No need to input/measure



Appendix 8 -7 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Female Dose : Azoic CC5 10 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
50351 1 10301 + + " " m + +
50352 1 10302 + + 1 1 i + +
50353 4 10303 + + 1 1 i + +
50354 1 10304 + + i 1 1 + +
50355 1 10305 + + " 1 1 + +
50356 1 10306 + + 1 1 1 + +
50357 4 10307 + + i " 1 + +
50358 1 10308 + + 1/ " i + +
50359 1 10309 + + " i i + +
50360 4 10310 + + 1 1 1 + +
50361 2 10311 + + 1 1 1 + +
50362 4 10312 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 2.1
S.D. 1.4
No. of positives 12 12 12 12
% 100.0 100.0 100.0 100.0

SLI

/Il : No need to input/measure



Appendix 8 - 8 Study No. : SR13058

Reproductive performance

Generation : FO Sex : Female Dose : Azoic CC5 40 mg/kg Species : Rat
Day of 1st mating 2nd mating Total
Animal No. conceiving Paired animal Copulation Fertility Paired animal Copulation Fertility Copulation Fertility
50451 1 10401 + + " " m + +
50452 4 10402 + + 1 1 i + +
50453 4 10403 + + 1 1 i + +
50454 2 10404 + + i 1 1 + +
50455 1 10405 + + " 1 1 + +
50456 2 10406 + + 1 1 1 + +
50457 4 10407 + + i " 1 + +
50458 1 10408 + + 1/ " i + +
50459 2 10409 + + " i i + +
50460 2 10410 + + 1 1 1 + +
50461 10 10411 + + 1 1 1 + +
50462 1 10412 + + 1 1 1 + +
n 12 12 12 0 0 12 12
Mean 2.8
S.D. 26
No. of positives 12 12 12 12
% 100.0 100.0 100.0 100.0

9L1

/Il : No need to input/measure



Appendix 9 - 1 Study No. : SR13058

Delivery data
Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
Gestation Number of Birth Number of Number of Number of dead newborns
period implantation index offspring live newborns Dead Cannibalism Total

Dam No. (day) (%) M F Total M F U Total M F U Total M F U Total
50151 23 16(7/9) 93.8 15 6 9 15 0 0 0 0 0 0 0 0 0 0 0 0
50152 22 15(7/8) 93.3 14 7 7 14 0 0 0 0 0 0 0 0 0 0 0 0
50153 22 18(11/7) 94.4 17 6 11 17 0 0 0 0 0 0 0 0 0 0 0 0
50154 22 16(8/8) 93.8 16 8 7 15 1 0 0 1 0 0 0 0 1 0 0 1
50155 23 17(8/9) 88.2 15 10 5 15 0 0 0 0 0 0 0 0 0 0 0 0
50156 22 16(12/4) 93.8 15 10 5 15 0 0 0 0 0 0 0 0 0 0 0 0
50157 23 13(7/6) 100.0 13 7 6 13 0 0 0 0 0 0 0 0 0 0 0 0
50158 22 19(15/4) 94.7 18 9 9 18 0 0 0 0 0 0 0 0 0 0 0 0
50159 22 18(11/7) 88.9 16 7 9 16 0 0 0 0 0 0 0 0 0 0 0 0
50160 22 17(9/8) 824 14 3 11 14 0 0 0 0 0 0 0 0 0 0 0 0
50161 22 15(9/6) 93.3 14 5 9 14 0 0 0 0 0 0 0 0 0 0 0 0
50162 22 16(7/9) 93.8 15 7 8 15 0 0 0 0 0 0 0 0 0 0 0 0
n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Mean 22.25 16.3 92.53 15.2 7.1 8.0 151 0.1 0.0 0.0 0.1 0.0 0.0 0.0 0.0 0.1 0.0 0.0 0.1
S.D. 0.45 1.6 4.33 1.4 2.0 2.0 1.4 0.3 0.0 0.0 0.3 0.0 0.0 0.0 0.0 0.3 0.0 0.0 0.3

LLT

(/) : Number of implantatibn Right/Left, M ; Male, F : Female, U : UnaEIe to be sexed



Appendix 9 - 2 Study No. : SR13058

Delivery data
Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat
Gestation Number of Birth Number of Number of Number of dead newborns
period implantation index offspring live newborns Dead Cannibalism Total

Dam No. (day) (%) M F Total M F U Total M F U Total M F U Total
50251 22 18(9/9) 77.8 16 8 6 14 1 1 0 2 0 0 0 0 1 1 0 2
50252 22 18(13/5) 88.9 16 12 4 16 0 0 0 0 0 0 0 0 0 0 0 0
50253 22 17(6/11) 88.2 16 7 8 15 0 1 0 1 0 0 0 0 0 1 0 1
50254 22 15(7/8) 80.0 12 3 9 12 0 0 0 0 0 0 0 0 0 0 0 0
50255 22 18(12/6) 66.7 15 5 7 12 1 2 0 3 0 0 0 0 1 2 0 3
50256 22 16(7/9) 93.8 15 11 4 15 0 0 0 0 0 0 0 0 0 0 0 0
50257 22 15(5/10) 100.0 15 5 10 15 0 0 0 0 0 0 0 0 0 0 0 0
50259 22 15(7/8) 93.3 14 8 6 14 0 0 0 0 0 0 0 0 0 0 0 0
50260 23 20(12/8) 95.0 19 8 11 19 0 0 0 0 0 0 0 0 0 0 0 0
50261 22 15(7/8) 93.3 14 9 5 14 0 0 0 0 0 0 0 0 0 0 0 0
50262 22 16(8/8) 87.5 14 6 8 14 0 0 0 0 0 0 0 0 0 0 0 0
n 11 1 11 11 1 1 11 11 11 1 11 11 1 1 11 1 11 11 11
Mean 22.09 16.6 87.68 15.1 7.5 71 145 0.2 04 0.0 0.5 0.0 0.0 0.0 0.0 0.2 04 0.0 0.5
S.D. 0.30 1.7 9.51 1.8 2.7 2.3 1.9 0.4 0.7 0.0 1.0 0.0 0.0 0.0 0.0 0.4 0.7 0.0 1.0

8LI

(/) : Number of implantati(')n Right/Left, M : Male, F : Female, U : Unat.JIe to be sexed
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Appendix 9 - 3

Study No. : SR13058

Delivery data
Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat
Gestation Number of Birth Number of Number of Number of dead newborns
period implantation index offspring live newborns Dead Cannibalism Total

Dam No. (day) (%) M F Total M F U Total M F U Total M F U Total
50351 22 16(8/8) 81.3 14 5 8 13 0 1 0 1 0 0 0 0 0 1 0 1
50352 22 13(2/11) 84.6 11 8 3 11 0 0 0 0 0 0 0 0 0 0 0 0
50353 22 14(7/7) 92.9 13 4 9 13 0 0 0 0 0 0 0 0 0 0 0 0
50354 22 19(13/6) 94.7 18 10 8 18 0 0 0 0 0 0 0 0 0 0 0 0
50355 23 18(11/7) 88.9 16 9 7 16 0 0 0 0 0 0 0 0 0 0 0 0
50356 22 16(6/10) 93.8 15 4 11 15 0 0 0 0 0 0 0 0 0 0 0 0
50357 22 18(10/8) 944 17 9 8 17 0 0 0 0 0 0 0 0 0 0 0 0
50358 22 17(10/7) 100.0 17 8 9 17 0 0 0 0 0 0 0 0 0 0 0 0
50359 22 17(14/3) 64.7 11 2 9 11 0 0 0 0 0 0 0 0 0 0 0 0
50360 23 14(3/11) 85.7 12 6 6 12 0 0 0 0 0 0 0 0 0 0 0 0
50361 22 16(9/7) 100.0 16 9 7 16 0 0 0 0 0 0 0 0 0 0 0 0
50362 22 15(8/7) 86.7 13 6 7 13 0 0 0 0 0 0 0 0 0 0 0 0
n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Mean 2217 16.1 88.98 14.4 6.7 7.7 143 0.0 0.1 0.0 0.1 0.0 0.0 0.0 0.0 0.0 0.1 0.0 0.1
S.D. 0.39 1.8 9.66 2.4 25 2.0 2.5 0.0 0.3 0.0 0.3 0.0 0.0 0.0 0.0 0.0 0.3 0.0 0.3

(/) : Number of implantatibn Right/Left, M ; Male, F : Female, U : UnaEIe to be sexed



Appendix 9 - 4 Study No. : SR13058

Delivery data
Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat
Gestation Number of Birth Number of Number of Number of dead newborns
period implantation index offspring live newborns Dead Cannibalism Total
Dam No. (day) (%) M F Total M F U Total M F U Total M F U Total
50451 22 16(10/6) 100.0 16 8 8 16 0 0 0 0 0 0 0 0 0 0 0 0
50452 22 15(11/4) 86.7 13 6 7 13 0 0 0 0 0 0 0 0 0 0 0 0
50453 22 19(9/10) 84.2 16 6 10 16 0 0 0 0 0 0 0 0 0 0 0 0
50454 22 16(9/7) 75.0 12 6 6 12 0 0 0 0 0 0 0 0 0 0 0 0
50455 22 17(5/12) 88.2 15 10 5 15 0 0 0 0 0 0 0 0 0 0 0 0
50456 22 16(5/11) 100.0 16 8 8 16 0 0 0 0 0 0 0 0 0 0 0 0
50457 22 17(7/10) 52.9 9 5 4 9 0 0 0 0 0 0 0 0 0 0 0 0
50458 22 18(7/11) 83.3 15 10 5 15 0 0 0 0 0 0 0 0 0 0 0 0
50459 22 16(8/8) 93.8 15 7 8 15 0 0 0 0 0 0 0 0 0 0 0 0
50460 22 17(10/7) 100.0 17 8 9 17 0 0 0 0 0 0 0 0 0 0 0 0
50461 22 18(7/11) 100.0 18 7 11 18 0 0 0 0 0 0 0 0 0 0 0 0
50462 22 16(9/7) 100.0 16 10 6 16 0 0 0 0 0 0 0 0 0 0 0 0
n 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Mean 22.00 16.8 88.68 14.8 7.6 7.3 148 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
S.D. 0.00 1.1 14.10 2.4 1.7 2.1 2.4 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0

081

(/) : Number of implantation Right/Left, M : Male, F : Female, U : UnaEIe to be sexed
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Appendix 9 - 5 Study No. : SR13058
Delivery data
Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
Number of  Number of Implantation
corpora implan- index
Dam No. lutea tation (%)
50151 16(7/9) 16(7/9) 100.0
50152 16(7/9) 15(7/8) 93.8
50153 18(11/7) 18(11/7) 100.0
50154 16(8/8) 16(8/8) 100.0
50155 17(8/9) 17(8/9) 100.0
50156 18(12/6) 16(12/4) 88.9
50157 14(717) 13(7/6) 92.9
50158 19(15/4) 19(15/4) 100.0
50159 19(11/8) 18(11/7) 94.7
50160 17(9/8) 17(9/8) 100.0
50161 15(9/6) 15(9/6) 100.0
50162 16(7/9) 16(7/9) 100.0
Total 201 196
n 12 12 12
Mean 16.8 16.3 97.53
S.D. 1.5 1.6 3.89
(/) : Right/Left



[4:3!

Appendix 9 - 6 Study No. : SR13058
Delivery data
Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat
Number of  Number of Implantation
corpora implan- index
Dam No. lutea tation (%)
50251 18(9/9) 18(9/9) 100.0
50252 18(13/5) 18(13/5) 100.0
50253 17(6/11) 17(6/11) 100.0
50254 15(7/8) 15(7/8) 100.0
50255 19(12/7) 18(12/6) 94.7
50256 16(7/9) 16(7/9) 100.0
50257 20(7/13) 15(5/10) 75.0
50258 Non-Pregnancy
50259 15(7/8) 15(7/8) 100.0
50260 20(12/8) 20(12/8) 100.0
50261 15(7/8) 15(7/8) 100.0
50262 17(9/8) 16(8/8) 94.1
Total 190 183
n 11 11 11
Mean 17.3 16.6 96.71
S.D. 1.9 1.7 7.54

(/) : Right/Left
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Appendix 9 -7 Study No. : SR13058

Delivery data

Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat

Number of  Number of Implantation

corpora implan- index
Dam No. lutea tation (%)
50351 16(8/8) 16(8/8) 100.0
50352 14(2/12) 13(2/11) 92.9
50353 14(717) 14(7/7) 100.0
50354 22(13/9) 19(13/6) 86.4
50355 19(11/8) 18(11/7) 94.7
50356 17(7/10) 16(6/10) 941
50357 18(10/8) 18(10/8) 100.0
50358 17(10/7) 17(10/7) 100.0
50359 18(15/3) 17(14/3) 94.4
50360 14(3/11) 14(3/11) 100.0
50361 16(9/7) 16(9/7) 100.0
50362 15(8/7) 15(8/7) 100.0
Total 200 193
n 12 12 12
Mean 16.7 16.1 96.88
S.D. 24 1.8 4.39
(/) : Right/Left
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Appendix 9 - 8 Study No. : SR13058

Delivery data

Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat

Number of  Number of Implantation

corpora implan- index
Dam No. lutea tation (%)
50451 16(10/6) 16(10/6) 100.0
50452 16(11/5) 15(11/4) 93.8
50453 19(9/10) 19(9/10) 100.0
50454 16(9/7) 16(9/7) 100.0
50455 18(5/13) 17(5/12) 94.4
50456 16(5/11) 16(5/11) 100.0
50457 17(7/10) 17(7/10) 100.0
50458 18(7/11) 18(7/11) 100.0
50459 17(9/8) 16(8/8) 941
50460 17(10/7) 17(10/7) 100.0
50461 18(7/11) 18(7/111) 100.0
50462 16(9/7) 16(9/7) 100.0
Total 204 201
n 12 12 12
Mean 17.0 16.8 98.53
S.D. 1.0 1.1 2.67
(/) : Right/Left
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Appendix 9 - 9 Study No. : SR13058
Delivery data
External examination of offspring Unit : Number of anomalous offspring (incidence %) Days after birth : 0
Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
Number of
offspring  /Findings
Dam No. examined
50151 15 No anomaly
50152 14 No anomaly
50153 17 No anomaly
50154 15 No anomaly
50155 15 No anomaly
50156 15 No anomaly
50157 13 No anomaly
50158 18 No anomaly
50159 16 No anomaly
50160 14 No anomaly
50161 14 No anomaly
50162 15 No anomaly
Total 181
n 12
Mean
S.D.

Mean : Average of incidence (%)
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Appendix 9 - 10

Delivery data

External examination of offspring

Unit : Number of anomalous offspring (incidence %)

Study No. : SR13058

Days after birth : 0

Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat

Number of

offspring  /Findings

Dam No. examined
50251 14 No anomaly
50252 16 No anomaly
50253 15 No anomaly
50254 12 No anomaly
50255 12 No anomaly
50256 15 No anomaly
50257 15 No anomaly
50259 14 No anomaly
50260 19 No anomaly
50261 14 No anomaly
50262 14 No anomaly
Total 160
n 11

Mean
S.D.

Mean : Average of incidence (%)
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Appendix 9 - 11

Delivery data

External examination of offspring

Unit : Number of anomalous offspring (incidence %)

Study No. : SR13058

Days after birth : 0

Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat
Number of
offspring  /Findings

Dam No. examined
50351 13 No anomaly
50352 11 No anomaly
50353 13 No anomaly
50354 18 No anomaly
50355 16 No anomaly
50356 15 No anomaly
50357 17  No anomaly
50358 17 No anomaly
50359 11 No anomaly
50360 12 No anomaly
50361 16 No anomaly
50362 13 No anomaly

Total 172

n 12

Mean
S.D.

Mean : Average of incidence (%)
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Appendix 9 - 12

Delivery data

External examination of offspring

Unit : Number of anomalous offspring (incidence %)

Study No. : SR13058

Days after birth : 0

Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat
Number of
offspring  /Findings

Dam No. examined
50451 16 No anomaly
50452 13 No anomaly
50453 16 No anomaly
50454 12 No anomaly
50455 15 No anomaly
50456 16 No anomaly
50457 9 No anomaly
50458 15 No anomaly
50459 15 No anomaly
50460 17  No anomaly
50461 18 No anomaly
50462 16 No anomaly

Total 178

n 12

Mean
S.D.

Mean : Average of incidence (%)
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Appendix 10 - 1

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 0 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50151 Alive : Male 6 6 6 6 6
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/9 6/9 6/9 6/9 6/9
50152 Alive :  Male 7 7 7 7 7
Female 7 7 7 7 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 77 717 77 717 717
50153 Alive : Male 6 6 6 6 6
Female 11 11 11 11 11
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/11 6/11 6/11 6/11 6/11
50154 Alive : Male 8 8 8 8 8
Female 7 7 7 7 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/7 8/7 8/7 8/7 8/7
50155 Alive :  Male 10 10 10 10 9
Female 5 5 5 5 5
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 1/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/5 10/5 10/5 10/5 9/5
50156 Alive :  Male 10 10 10 10 10
Female 5 5 5 5 5
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/5 10/5 10/5 10/5 10/5

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 2

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 0 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50157 Alive : Male 7 7 7 7 7
Female 6 6 6 6 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 76 7/6 76 7/6 716
50158 Alive :  Male 9 9 9 9 9
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 9/9 9/9 9/9 9/9 9/9
50159 Alive : Male 7 7 7 7 7
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 7/9 7/9 7/9 7/9 7/9
50160 Alive : Male 3 3 3 3 3
Female 11 11 11 11 11
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 3/11 3/11 3/11 3/11 3/11
50161 Alive : Male 5 5 5 5 5
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 5/9 5/9 5/9 5/9 5/9
50162 Alive :  Male 7 7 7 7 7
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 7/8 7/8 7/8 7/8 7/8

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 3

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 2.5 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50251 Alive : Male 8 8 8 8 8
Female 6 6 6 6 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/6 8/6 8/6 8/6 8/6
50252 Alive :  Male 12 12 12 12 12
Female 4 4 4 4 4
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 12/4 12/4 12/4 12/4 12/4
50253 Alive : Male 7 7 7 7 7
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 7/8 7/8 7/8 7/8 7/8
50254 Alive : Male 3 3 3 3 3
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 3/9 3/9 3/9 3/9 3/9
50255 Alive :  Male 5 5 5 5 5
Female 7 7 7 7 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 5/7 5/7 5/7 5/7 5/7
50256 Alive : Male 11 11 11 11 10
Female 4 4 4 4 4
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 1/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/4 11/4 11/4 11/4 10/4
Milk-band negative 1/0 0/0 0/0 0/0 0/0

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 4

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 2.5 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50257 Alive : Male 5 5 5 5 5
Female 10 10 10 10 10
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 5/10 5/10 5/10 5/10 5/10
50259 Alive :  Male 8 8 8 8 8
Female 6 6 6 6 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/6 8/6 8/6 8/6 8/6
50260 Alive : Male 8 8 8 8 8
Female 11 11 11 11 11
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/11 8/11 8/11 8/11 8/11
50261 Alive : Male 9 9 9 9 9
Female 5 5 5 5 5
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 9/5 9/5 9/5 9/5 9/5
50262 Alive :  Male 6 6 6 6 6
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/8 6/8 6/8 6/8 6/8

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 5

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 10 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50351 Alive : Male 5 5 5 5 5
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 5/8 5/8 5/8 5/8 5/8
50352 Alive :  Male 8 8 8 8 8
Female 3 3 3 3 3
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/3 8/3 8/3 8/3 8/3
50353 Alive : Male 4 4 4 4 4
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 4/9 4/9 4/9 4/9 4/9
50354 Alive : Male 10 10 10 10 10
Female 8 8 8 8 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/1/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/8 10/8 10/8 10/8 10/7
50355 Alive : Male 9 9 9 9 9
Female 7 7 7 7 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 97 o7 97 o7 97
50356 Alive :  Male 4 4 4 4 4
Female 11 11 11 11 10
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/1/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 4/11 4/11 4/11 4/11 4/10

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 6

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 10 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50357 Alive : Male 9 9 9 9 9
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 9/8 9/8 9/8 9/8 9/8
50358 Alive :  Male 8 8 8 8 8
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/9 8/9 8/9 8/9 8/9
50359 Alive : Male 2 2 2 2 2
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 2/9 2/9 2/9 2/9 2/9
50360 Alive : Male 6 6 6 6 6
Female 6 6 6 6 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/6 6/6 6/6 6/6 6/6
50361 Alive :  Male 9 9 9 9 9
Female 7 7 7 7 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 97 o7 97 o7 97
50362 Alive : Male 6 6 6 6 6
Female 7 7 7 7 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/1/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/7 6/7 6/7 6/7 6/6

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 7

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 40 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50451 Alive : Male 8 8 8 8 8
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/8 8/8 8/8 8/8 8/8
50452 Alive :  Male 6 6 6 6 6
Female 7 7 7 7 7
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/7 6/7 6/7 6/7 6/7
50453 Alive : Male 6 6 6 6 6
Female 10 10 10 10 10
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/10 6/10 6/10 6/10 6/10
50454 Alive : Male 6 6 6 6 6
Female 6 6 6 6 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 6/6 6/6 6/6 6/6 6/6
50455 Alive :  Male 10 10 10 10 10
Female 5 5 5 5 5
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/5 10/5 10/5 10/5 10/5
50456 Alive : Male 8 8 8 8 8
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/8 8/8 8/8 8/8 8/8

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 10 - 8

Clinical sign of offspring
Generation : FO

Dose : Azoic CC5 40 mg/kg

Study No. : SR13058

Time : 1
Species : Rat

Number of /Days after birth
Dam No. offspring 0 1 2 3 4
50457 Alive : Male 5 5 5 5 5
Female 4 4 4 4 4
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 5/4 5/4 5/4 5/4 5/4
50458 Alive :  Male 10 10 10 10 10
Female 5 5 5 5 5
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/5 10/5 10/5 10/5 10/5
50459 Alive : Male 7 7 7 7 7
Female 8 8 8 8 8
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 7/8 7/8 7/8 7/8 7/8
50460 Alive : Male 8 8 8 8 8
Female 9 9 9 9 9
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 8/9 8/9 8/9 8/9 8/9
50461 Alive :  Male 7 7 7 7 7
Female 11 11 11 11 11
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 7/11 711 711 711 711
50462 Alive :  Male 10 10 10 10 10
Female 6 6 6 6 6
Dead : Dead 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Unknown 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Cannibalism 0/0/0 0/0/0 0/0/0 0/0/0 0/0/0
Signs
No abnormality 10/6 10/6 10/6 10/6 10/6

(/) : Number of offspring Male/Female/Unable to be sexed
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Appendix 11 - 1 Study No. : SR13058

Litter size and viability index of offspring

Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
/Days after birth
0 0 4 4
Viability Viability
Dam No. Sex Male/Female index (%) Male/Female index (%)

50151 Total 15 100.0 15 100.0
(6/9) (6/9)

50152 Total 14 100.0 14 100.0
(717) (717)

50153 Total 17 100.0 17 100.0
(6/11) (6/11)

50154 Total 15 93.8 15 100.0
(8/7) (8/7)

50155 Total 15 100.0 14 93.3
(10/5) (9/5)

50156 Total 15 100.0 15 100.0
(10/5) (10/5)

50157 Total 13 100.0 13 100.0
(7/6) (7/6)

50158 Total 18 100.0 18 100.0
(9/9) (9/9)

50159 Total 16 100.0 16 100.0
(7/9) (7/9)

50160 Total 14 100.0 14 100.0
(3/11) (3/11)

50161 Total 14 100.0 14 100.0
(5/9) (5/9)

50162 Total 15 100.0 15 100.0
(7/8) (7/8)
Total 181 180
Male/Female 85/96 84/96

n 12 12 12 12

Mean 99.48 99.44

S.D. 1.79 1.93




Appendix 11 - 2 Study No. : SR13058

Litter size and viability index of offspring

861

Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat
/Days after birth
0 0 4 4
Viability Viability
Dam No. Sex Male/Female index (%) Male/Female index (%)

50251 Total 14 87.5 14 100.0
(8/6) (8/6)

50252 Total 16 100.0 16 100.0
(12/4) (12/4)

50253 Total 15 93.8 15 100.0
(7/8) (718)

50254 Total 12 100.0 12 100.0
(3/9) (3/9)

50255 Total 12 80.0 12 100.0
(5/7) (5/7)

50256 Total 15 100.0 14 93.3
(11/4) (10/4)

50257 Total 15 100.0 15 100.0
(5/10) (5/10)

50259 Total 14 100.0 14 100.0
(8/6) (8/6)

50260 Total 19 100.0 19 100.0
(8/11) (8/11)

50261 Total 14 100.0 14 100.0
(9/5) (9/5)

50262 Total 14 100.0 14 100.0
(6/8) (6/8)
Total 160 159
Male/Female 82/78 81/78

n 11 11 11 11

Mean 96.48 99.39

S.D. 6.77 2.02




Appendix 11 -3 Study No. : SR13058

Litter size and viability index of offspring

661

Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat
/Days after birth
0 0 4 4
Viability Viability
Dam No. Sex Male/Female index (%) Male/Female index (%)

50351 Total 13 92.9 13 100.0
(5/8) (5/8)

50352 Total 11 100.0 11 100.0
(8/3) (8/3)

50353 Total 13 100.0 13 100.0
(4/9) (4/9)

50354 Total 18 100.0 17 94.4
(10/8) (10/7)

50355 Total 16 100.0 16 100.0
917} (9/7)

50356 Total 15 100.0 14 93.3
(4/11) (4/10)

50357 Total 17 100.0 17 100.0
(9/8) (9/8)

50358 Total 17 100.0 17 100.0
(8/9) (8/9)

50359 Total 11 100.0 11 100.0
(2/9) (2/9)

50360 Total 12 100.0 12 100.0
(6/6) (6/6)

50361 Total 16 100.0 16 100.0
(9/7) (9/7)

50362 Total 13 100.0 12 92.3
(6/7) (6/6)
Total 172 169
Male/Female 80/92 80/89

n 12 12 12 12

Mean 99.41 98.33

S.D. 2.05 3.05




Appendix 11 - 4 Study No. : SR13058

Litter size and viability index of offspring

00¢

Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat
/Days after birth
0 0 4 4
Viability Viability
Dam No. Sex Male/Female index (%) Male/Female index (%)

50451 Total 16 100.0 16 100.0
(8/8) (8/8)

50452 Total 13 100.0 13 100.0
(6/7) (6/7)

50453 Total 16 100.0 16 100.0
(6/10) (6/10)

50454 Total 12 100.0 12 100.0
(6/6) (6/6)

50455 Total 15 100.0 15 100.0
(10/5) (10/5)

50456 Total 16 100.0 16 100.0
(8/8) (8/8)

50457 Total 9 100.0 9 100.0
(5/4) (5/4)

50458 Total 15 100.0 15 100.0
(10/5) (10/5)

50459 Total 15 100.0 15 100.0
(7/8) (7/8)

50460 Total 17 100.0 17 100.0
(8/9) (8/9)

50461 Total 18 100.0 18 100.0
(7/11) (7/11)

50462 Total 16 100.0 16 100.0
(10/6) {10/6)
Total 178 178
Male/Female 91/87 91/87

n 12 12 12 12

Mean 100.00 100.00

S.D. 0.00 0.00




Appendix 12 - 1 Study No. : SR13058
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Body weight of offspring
Generation : FO Dose : Azoic CC5 0 mg/kg Unit: g Species : Rat
/Days after birth
0 4
Dam No. Sex n B.W. n B.W.
50151 Male 6 7.37 6 11.60
Female 9 7.24 9 11.11
50152 Male 7 6.41 7 11.37
Female 7 579 7 10.36
50153 Male 6 6.32 6 10.40
Female 11 6.07 1 9.99
50154 Male 8 6.21 8 9.46
Female 7 5.86 7 8.86
50155 Male 10 7.1 9 12.00
Female 5 6.70 5 11.36
50156 Male 10 6.04 10 9.86
Female 5 5.88 5 9.24
50157 Male 7 7.49 7 12.90
Female 6 6.98 6 12.18
50158 Male 9 6.81 9 9.36
Female 9 6.12 9 8.76
50159 Male 7 6.36 7 10.39
Female 9 6.06 9 9.80
50160 Male 3 7.40 3 12.00
Female 11 6.58 11 10.83
50161 Male 5 6.98 5 11.58
Female 9 6.40 9 11.16
50162 Male 7 6.30 7 10.71
Female 8 5.73 8 9.66
n Male 85 84
Female 96 96
Mean Male 6.733 10.969
Female 6.284 10.276
S.D. Male 0.521 1.112

Female 0.494 1.073




Appendix 12 - 2 Study No. : SR13058

(4414

Body weight of offspring
Generation : FO Dose : Azoic CC5 2.5 mg/kg Unit: g Species : Rat
/Days after birth
0 4
Dam No. Sex n B.W. n B.W.
50251 Male 8 6.99 8 12.63
Female 6 6.60 6 12.47
50252 Male 12 6.26 12 9.88
Female 4 5.93 4 9.28
50253 Male 7 6.34 7 10.59
Female 8 5.79 8 9.69
50254 Male 3 7.30 3 12.17
Female 9 6.78 9 11.42
50255 Male 5 6.04 5 10.72
Female 7 5.39 7 9.51
50256 Male 11 6.44 10 10.78
Female 4 6.38 4 10.55
50257 Male 5 5.50 5 9.48
Female 10 5.41 10 9.57
50259 Male 8 6.73 8 11.44
Female 6 6.30 6 10.40
50260 Male 8 6.56 8 9.86
Female 11 6.68 11 10.15
50261 Male 9 6.76 9 10.79
Female 5 6.40 5 9.84
50262 Male 6 6.62 6 11.75
Female 8 6.49 8 11.05
n Male 82 81
Female 78 78
Mean Male 6.504 10.917
Female 6.195 10.357
S.D. Male 0.481 0.995

Female 0.491 0.968
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Appendix 12 - 3

Body weight of offspring
Generation : FO

Dose : Azoic CC5 10 mg/kg

Unit: g

Study No. : SR13058

Species : Rat

/Days after birth

0 4
Dam No. Sex n B.W. n B.W.

50351 Male 5 7.34 5 11.50
Female 8 6.76 8 10.94
50352 Male 8 6.49 8 11.24
Female 3 6.27 3 10.87
50353 Male 4 6.40 4 10.20
Female 9 6.00 9 9.98
50354 Male 10 5.97 10 9.46
Female 8 5.63 7 9.59
50355 Male 9 7.04 9 11.10
Female 7 6.61 7 10.70
50356 Male 4 6.90 4 12.156
Female 11 6.40 10 11.01
50357 Male 9 6.83 9 10.12
Female 8 6.61 8 9.84
50358 Male 8 5.88 8 8.86
Female 9 5.46 9 8.56
50359 Male 2 7.55 2 12.20
Female 9 6.83 9 11.09
50360 Male 6 7.97 6 12.83
Female 6 7.50 6 12.48
50361 Male 9 6.70 9 10.09
Female 7 6.11 7 9.27
50362 Male 6 6.38 6 11.68
Female 7 6.41 6 11.60

n Male 80 80

Female 92 89
Mean Male 6.788 10.953
Female 6.383 10.494
S.D. Male 0.623 1.208
Female 0.552 1.084
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Appendix 12 - 4

Body weight of offspring
Generation : FO

Dose : Azoic CC5 40 mg/kg

Unit: g

Study No. : SR13058

Species : Rat

/Days after birth

0 4
Dam No. Sex n B.W. n B.W.

50451 Male 8 6.21 8 8.65
Female 8 5.76 8 8.48
50452 Male 6 5.95 6 10.13
Female 7 5.56 7 9.73
50453 Male 6 6.00 6 9.17
Female 10 5.82 10 8.89
50454 Male 6 5.37 6 8.92
Female 6 4.37 6 7.32
50455 Male 10 6.14 10 10.03
Female 5 570 5 9.16
50456 Male 8 6.14 8 9.26
Female 8 5.86 8 8.45
50457 Male 5 6.88 5 11.90
Female 4 6.48 4 11.53
50458 Male 10 6.54 10 10.12
Female 5 6.12 5 9.80
50459 Male 7 6.49 7 10.73
Female 8 6.23 8 10.63
50460 Male 8 5.99 8 9.85
Female 9 5.51 9 8.96
50461 Male 7 6.99 7 10.06
Female 11 6.29 11 9.08
50462 Male 10 6.57 10 10.14
Female 6 5.92 6 9.02

n Male 91 91

Female 87 87
Mean Male 6.273 9.913
Female 5.802 9.254
S.D. Male 0.448 0.872
Female 0.540 1.083
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Appendix 13 - 1

Necropsy findings of offspring

Study No. : SR13058

Generation : FO Dose : Azoic CC5 0 mg/kg Species : Rat
Number of Number of
live offspring /Findings dead offspring /Findings
examined examined
Dam No. on Day 4 on Day 0-4
50151 15 Absent 0
50152 14  Absent 0
50153 17 Absent 0
50154 15 Absent 1 Absent (Day 0)
50155 14 Absent 1 Absent (Day 4)
50156 15 Absent 0
50157 13  Absent 0
50158 18 Absent 0
50159 16 Absent 0
50160 14 Absent 0
50161 14 Absent 0
50162 15 Absent 0
Total 180 2
n 12 2
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Appendix 13 - 2

Necropsy findings of offspring

Study No. : SR13058

Generation : FO Dose : Azoic CC5 2.5 mg/kg Species : Rat
Number of Number of
live offspring /Findings dead offspring /Findings
examined examined
Dam No. on Day 4 on Day 0-4
50251 14 Absent 2 Absent (Day 0)
50252 16 Absent 0
50253 15 Absent 1 Absent {Day 0)
50254 12 Absent 0
50255 12 Absent 3 Absent (Day 0)
50256 14 Absent 0
50257 15 Absent 0
50259 14  Absent 0
50260 19 Absent 0
50261 14 Absent 0
50262 14 Absent 0
Total 159 6
n 11 3
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Appendix 13 - 3

Necropsy findings of offspring

Study No. : SR13058

Generation : FO Dose : Azoic CC5 10 mg/kg Species : Rat
Number of Number of
live offspring /Findings dead offspring /Findings
examined examined
Dam No. on Day 4 on Day 0-4
50351 13  Absent 1 Absent {Day 0)
50352 11 Absent 0
50353 13 Absent 0
50354 17 Absent 1 Absent (Day 4)
50355 16 Absent 0
50356 14 Absent 0
50357 17 Absent 0
50358 17 Absent 0
50359 11 Absent 0
50360 12  Absent 0
50361 16 Absent 0
50362 12 Absent 0
Total 169 2
n 12 2
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Appendix 13 - 4

Necropsy findings of offspring

Study No. : SR13058

Generation : FO Dose : Azoic CC5 40 mg/kg Species : Rat
Number of Number of
live offspring /Findings dead offspring /Findings
examined examined
Dam No. on Day 4 on Day 0-4
50451 16  Absent 0
50452 13 Absent 0
50453 16 Absent 0
50454 12 Absent 0
50455 15 Absent 0
50456 16  Absent 0
50457 9 Absent 0
50458 15 Absent 0
50459 15 Absent 0
50460 17 Absent 0
50461 18 Absent 0
50462 16 Absent 0
Total 178 0
n 12 0
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%
%% . Agilent 6890N

(RMERBESE) BT 3K
D 99.79%  299.78% Y15 99.8%
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2. R
JIS  K0064 b85S K VAR EEPHE E R U CRlE
#e2 BUCH B-545
e 171.7-173.5C

JIS  K8001 AIEABAEBAIC L THIE
et 1.0g+ LI 20mL — i ok

No.2 TCI#®HIa—F P0264 U BrUT UL L ot.DKE5SG

1. #EGC)
(1) bt
% 9 A :5%Diphenyl 95%Dimethylpolysiloxane
0.25 1 mX30mX0.25mm
B oA RE B 140CT 10 pES, £ 08 20C/min T 300 CETHIE L.
FO|EZ 7 R,
LAEEIRE : 300C
BaRE - 300C
FlUr— 0 Z:AU9L #REEE 30cm/sec.
*ﬁ 2]}

W 8 FID
E AN A7 UyhE A7 UghkE (1 :100)
A EBE#HEO1LL
T OB 3 RMIEEEE S RE
1 22 - Agilent 6890N

2) MR CREIEEMEEAE) BHT—7 4K
@ 99.39%  (299.39% ¥4 99.4%

2. [LE SG:*  1.0822

3. B n'' 14492
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No.3 TCI#mI—F E0073 TF)L>7undt’ Lot TOKTA

1. #E(GC)

(3) DTt

7oA

W

bk

SAbER
TR ERE
Fl)y- ¥
k
¥
E
&
e

H > > EE
BE OO OB BB .. N N

(4) &R
®

2. lLE SG

20

3. JRTE ny)

No.4 TCI#®FIa—R BO788 7 /1 v CCh

. 5%Diphenyl 95%Dimethylpolysiloxane
0.25 £ mX30mX0.25mm
: B} 50C T 10 MRS, 0% 20C/min T 290C X THEL .
T OWEIZ 3 HEHRD,
: 250C
: 300°C
DAUGL BRIEEE 30cm/sec.
: FID
D AT Uy NE
kB O.1 1 L
s AR I TR E o Rk
: Agilent 6890N

A7 UwbEE (12 300)

CRA LR E %)
99.94%  (299.94%

W7 —5 28
15 99.9%

0.7894

1.4331

L. ot.HAQO1

1. B (PANEE)

(D) #1E

ikl 0.25g(0.1mg DU FETIEMNS) - E —H —-100mL 12 & 5 +80%DMF
50mL IZ¥N T —0.1mol/L KEF R AT JIS K 0113 @ 5 (FBlirz=

BEHE 1Tk 5,
BHZR — & TERBEITVY. BERZMIET 5.
0.1mol/L /K47 1) 2 AVE#E 1ml 14 0.019022gCoeH2yN2Os ICHIYS T 5,
()5 R
A B (9) {1 E 2 (mL) i B (%)
1 {aE 0.2803 13.8744 97.72
2 0.2690 13.3348 97.85

Ty 05— =1.044

7524 =0.0805mL

1 97.8%

ZOWMEBICHET L THMIE BHEH FTHBEWRLET,
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F—4%& T 7 4L D:¥DATA2¥BO019¥S1G1000003. D
#2Fug o BUNCE

BESAL—4& .
VoritE DR 2 Of-Srg t N ATH 101
ZEAH . 16-Dec~13, 10:47:29 EA L1
: EAE 1l
SIFAVw E 0 CIYCHEM32Y¥2¥METHODSYB0O019. M
BRTEE 1 2013/12/16 10:05:13
B AV 0 C:¥YCHEM32¥2¥METHODS¥BOO19, M
BHREE : 2013/12/16 12:51:50
(FHAHFZREE)

v T ILIER D okt L g — {KENo. X0162
RV FPLw Oy Lot HADOT (BExESIS = — K BOOID)

SR13058

FID1 A, (B0079%SIGT000003.5}
oA ] p
Ly
3
90 4
804
70
60
50
404
30 -
=4 H
20 8 i
10 -+ b - L‘
0 T T T T T il T T
2 4 [ 8 10 12 16 18 mind
g/ S—tE2 b LR—F
FRIE : ST
g% : 1.0000

FHIRE ! : 1.0000
ISTD Iz LAREFRET 77 2 & ER

T R 1 FIDT A,
-9 RT 87 -8 & B i
#  [min] [min] | [pA*s] | [pAl %

l
1 1.368BB  0.0429 12.11078  3.73007 0.20839
2 4.337 BB 0.2557 5799.62305 272.03970 99. 79161

b—ai 5811.73383 275. 76977

dokk Lorff— IR T wkk

1488 2 2013/12/16 12:51:562
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F~—% 74 D¥DATA2¥BOO19¥S1G1000004.D
H7FILE : BUNCE

MEARr—4 :

SRS 188 2 -3 @ N ATh 101

EAR © 16-Dec~13, 11:14:35 EA L
EAE 1l

S AV E 0 CIYCHEMI2¥2¥METHODS¥B0019.

BiRELE ©2013/12/16 11:07:31

B A YW K 1 CIYCHEM32¥2¥METHODSY¥BO0O19. M

REER o 2013/12/16 12:51:50

ERARBAREE)

T TAER DS LR~ fkEENo. X0162
ALY Fo Ay Lot HADOT (B3l a— F BO0I9)

FID1 A, (B0O019¥S1G3000004.D)
pA %
80 DY
80
70
60
50 <
40_
30
N~
L
10_%,_._4 L e e e e e e e+ e e
0 T ) T T T T 3 T -
2 4 6 8 10 12 14 16 13 Ml
E@E -k b LB—F
=R : TN
BFE: : 1. 0000
IR : 1. 0000

ISTD I LISREBREI 7O 4 £EH

L5 1 FIDT A

t'-9 RT 47 (- EH B ik
#  Imin] [min} | {pA*s} | {pA} | %

1 1.367 BB 0.043% 12 81519 3.84780 0.22060

2 4,329 BB 0.2592 5796. 55176 268. 19400 99. 77940

k=2 5809, 36695 272. 04180

sk LR— RERT o

8% 2 2013/12/16 12:52:03 ~=T N

214 -



Annex 1-2

F—8 774l D:¥DATA2¥B0019¥S1G1000005. D
H 7T IVE ¢ BUNCE

SR13058

AEFR -4
baxiti- DR 2 QF-<ay @ N 470 102
EAB © 16-Dec~13, 11:44:10 A1
EAE 1l
DAV E © C¥CHEM32¥2¥METHODSYBO0O19. M
wRER 1 2013/12/16 11:34:39
BIFA v K T G:¥CHEM32¥2¥METHODS¥BO019. M
BRTE 1 2013/12/16 12:51:32
(B A AAEITE)
JUINER HHrE 22—~ iKEENo. X0162
BLANK (Toluene}
FIDT A, (BOOTO¥SIGIGO0005D)
a8
8
90
80 -
705
60_
50
40+
30+
204
10 4 L
0 Y T T T T T T T T
2 4 § 8 10 U ' 14 16 18 min]
R~k LiR— b
F=RRIE LTI
EE: : 1. 0000

IR : 1. 0000
ISTD et LIS EFRMET 7 & 2 £ ER

L)L 1 FIDT A,

t-7 RT 54" -9 @ =& A
#  [min] [min]l  IpAxs] | [pAl | % |
1 0.666 BB S 0.0174 2.67175eb  2.51185e¢5 1. 000e2
=% 2.67175e5 2.51185e5

ok LAR— R RT wokx

#ax 2 2013/12/16 12:51:35
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TREEE S ¢ 1607

) — B oA E

WM E 4 . TYAvYCCS
2z v b &F & : GFOI

s B O OB 05(w%ATFAE T — R
oM s B OH O 2013#9A9H

SRR ERRE o A0EFRRe

WoE = H B : 2013FL0HA9H

W ®E KF ¥ : HPLCIE
¥ 5.0 ED W B R E SEEIE FH TR R 2
R IR L3 (mg/mL) HRRERZE (%)
1 0.505
kB2 0.505
3 0.505
0.5 1 0:500 0.504
mg/mL i 2 0.500 + 0.0046 0.9
3 0.500
1 0.505
THE 2 0.515
3 0.505
1 7.80
t@o o2 7.83
3 7.80
g 1 7.84 T
mefenl hig 2 7.67 40067 0.9
3 774
1 7.66
TH 2 7.71
3 7.78
HWooE & B RN REN SR T OEEEE & T 5.
& &/ O O ®F .M
1 &

RHRRAG ; 74 v 7 CC5 DT v MWD 8 455 A iR
(RERE S SR13058)

R st L& 2EM R

{LERITHHE . 2034 98 10pR
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SPATREEAER B« 1608

REMRBAR DEHE

Y B & TYAwI CCSDT y NERWBIESETERE AR
W OB #F B . SRI13058
WM E & - TVAwYCCS
7 ov b EE . GFOI
O B O OH . 05wV %A TFAE LT — A KETR
WOM e B R 2013E9H9H
SHTERBR RS - WE TRy
B OFE OFE A B 20139 H9H
W ® K ¥ . HPLCIE
OB Ok M
; — 1 5 i
iig; égf% WBMERE | TWE | MAEERE AR
= ‘ (mg/mL) HEUEfRZE (%) (%)
1 0.500
0.500
3 0.500
1 1.97
1.96
2 mg/mL 2 1.94 £0.015 0.8 98.0
3 1.96
1 7.84
7.75
8 mg/mL 2 7.67 £ 0.085 1.1 96.9
3 7.74
¥ooE OB EEEIN00~110.0%, FERNERERZER SOLLUITOHRSEEE T 5.
& F ¥ O F . H
i # . -

Bt o8 A S e i e e S K ]

(LS B ES

2013 % 9 B /o B
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SR13058

SHTRERREEE ;1615

BEEIRRAR SFERHE
7 B & L TIAv I CCEDT v N EBWAREATERAEZERE
B OB HF B . SR13058
wEBWMHE &% . TSAvYCCS
2 v bk F B : GFOI
¥ B O B 05wV %AFAELTE—RKEE
7o & B B 20134108 18 B
SRR ERIEY - HoRKEENGE
B OE £ B B : 20134108188
M ® F ¥, . HPLCIk
®OoB O M
. , 5%
2R =
oAl oED WRWERE | THE  WORERE | AR
R (mg/mlL.) +HEERE (%) (%)
1 0.505
0.5 mg/mL 2 0.492 :i:%f)%?% 1.3 99.8
3 0.500
1 1.87
1.88
2 mg/mL 2 1.89 £0.012 0.6 94.0
3 1.89
i 777
8 mg/mL 2 7.7 :1:?)'.70(27 0.2 97.0
3 7.74
fooE E O SEHEI00~110.0%, FERTEEEREN SO%LUTOEEEEE T 5.
& T ¥ ® @
;[;—%: % . —

MBI RS (LEYR SRR

(LB EE .

20034 0B 2 H

(LSRR

2013® /0 B 21 B
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i (R ORI Tk

1 AR
B A7 n~ s 7'F 7 (HPLC) &

Waters 3 A7 A

Alliance E/ XL —3 3 UV a—/b 2695 AR 4 —& — XAt

UV-VIS it 2489 AARD 4+ — & — XAt
HPLC 7 — & ALBi AL Empower 3 AT 4 — & — At
RPN GH-202 Stk =— - TR FA

2 RAEE (mR, B, KRR

T A w7 CC5 (WRWE) Lot No.GF01 bR T ¥4
3 A
RHE K RNeEghgksa~ 777 4—H AR (aE Sy v i
CAFNANLTF YR (DMSO)
WL R~ 7 | L s BRI R AR A FET
TR R=FUW HPLC H B A Rl

4 FEOME CATORGTHE, #WHHZ0HE L TER)
4.1 TBEIME
T h= kUL 350 mL [ZZEBEUK 650 mL ZANZ THAICRA Lz, SRZIESIRICRTL,
3 HLAPN (BE AR : 4 BRILAP) WA L7
42 = MY T TR ORI
DMSO | mL {[ZFEEIA 100 mL Z 12 CHoo iRt Lz, RS ITERICRAEL, 3 HBA
(REFAIARR - 4 JBRILAP) (A L7z

5 AR OPFRS LOWIE
HERYIE DK 0.02 g ZHEH1IZ &Y, DMSO 2N X CIEMEIZ 40 mL & L7o (BRI 1, Y
500 pg/mL). EEHERGR 1 O 4 mL Z1EMEIZ®R Y, DMSO Z M2 TIEMIZ 20 mL & L= (FEHER
2, #9100 pg/mL). FEHEEE 2 O | mL ZEMCEY, BEMAEZ ML CTEMIZ 10mL & L7
(FEAEEAHR, #9 10 pg/mL). BEHEIAR 1, fEMEIRHL 2 3 L OMBEYRSIR OB 1 B & Lz, i
WWRD HPLC ~DVEAIL 3 & L, 2= M 7T NERAT T 4 [ERILLN GRERERT © 24 BERRILA
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W) (ZHIE L7
6 FEHAR ORI JOWIE
ERTROBRBUREE, B—ERBRIGRTEO L - - FREAI»HE 38 GHos), BT
Herda BRI ENE O P BAHE D 3 88 Le, ABHAR ORI 1 slic>& 1 @& L. #Ap
WO HPLC ~OiFEATA 1B E L, A— b o777 NRTET 4 KFIBILLA (BUERFE] @ 26 HFHE]
LAY (il L7z,
6.1 AEHATE (0.5 mg/mL FHELT)
0.5 mg/mL AL | mL ZEUL L, DMSO ZMNx CTIEAEIZ SmL & L7z, Z O | mL &£
ML, BEHZ N2 CIEMZ 10mL & L= (9 10 pg/mL).
6.2 FEHAWR (2 mg/mL FHiR)
2 mg/mL FABHE 0.5 mL ZERIL L, DMSO # 1A CIEAEIZ 10mL & L7z, ZOWH 1 mL %
FRELL, BEEEINX TIEfMIZ 10mL & L7 (59 10 pg/mL).
6.3 FURMEHE (8 mg/mL FHRHK)
8 mg/mL FHELK 0.5 mL #£HL L, DMSO # M4 CTIEfEIZ 40mL & L7z, Z O 1 mL %
BRILL, BEMEEZMA CIEMEIZ 10mL & L7z (59 10 pg/mL).

7 HPLC %A
IR : Ascentis™ C18, 5 um, 4.6 mmID X250 mm, Sigma-Aldrich Co.
BEHE 7B RN=MUA 7 ZEEK (35 65)
A — b7 TR - DMSO / FEIHE (1 : 100)
Vel IV EATR : DMSO/ %#htH (1 : 100)
i : 1 mL/min
TR : 278 nm
BT LIRE : 40°C
TEAE 210 ul
F— h YT TEIE il
Gy T AR D124y

8 VAT hEETEER
BIER Z S ATEERIR 240K U 6 FVEA LTz, #BRME O ' — 7 hifgE L OMRFFRFF 2D
WS E R 7 2 SR O 72
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9 #t

Empower 3 % W CIEUEZSRFE DO T V' A v 7 CC5 O B — 7 [hifl & B s BAER L 72 i B
£ FREHEIR OBRERRIEZ R, LLFOR K Y IR OWBRWEIRIE, WHRIEIRE DY
fitl, PEMERRE, FHXRMEMERE A R 7. IR HSRRBII A AR R .

BRBRMEL RS (mg/mL) = [ E 2B (ng/mL) X A IRERZEL] / 1000

ZiBIZRIL ;0.5 mg/mL FHELE ; 50, 2 mg/mL iHELE ; 200, 8 mg/mL FHHLE ; 800
FH R MR 22(%) = (YR A4/ 1) X 100
AR (%) = (WERY B IR VM / SRR ORISR L) X 100

10 Ao g
WAL TUTORRBMEE Uiz, FEMH, 2R L O ZE 2 KO 5 5513
MBI AL, FHMEE FRE L A CHrEL, SRR A ED 15 N oMy, FEXHREER A2/
BRUTS L izFns L,

HE (D FRMA
MEHE (g NS 40 (RFFOREHLD HiEK)
PRt (99) NEORLA T 3 AL
V-7 (wW ) B
PEVERIIE RS, RURHA IR, AT 3 HMT
HIEREE, BB E R (REVEA IR L AR Ve B OFF e 1 0 B 34T
(ug/mL F 72X mg/mL) PLEOEFG & 72 BG5S LUT S L& Pk
FAL TR E LTD)
THE (%) INEOREL NEE 1AL

11 e e

(1) #B)—PEaRER  FHHERIREZED 5.0%UL TO%Ra 2@ & L.

(2) PREETEERAER « SR 90.0 ~ 110.0%, FHFEEERAD 5.0% LU FOLa % & L.

(3) AT ATEOMEER - AHXREMZED 20%L TOEGEREE Lz, KRBT, =2
R BT D AEXAELER 2278 0.1~0.2%, PREFIFRIICIS T DM R ER 2D 0.0%TH Y, »
THHHELEATH -7,
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