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#ERED Crj:CD(SD)IGS F & RIT 2000 mg/kg D C.I. B/ A hAf T — 53 2 EERAOFE L
T4 HMBEL, ToEMHERHFEL. UTOREEZB,
1. FECHIE. MRS bICRD bhiahot,
2. —fIREETIX, MERED 2000 mg/kg B CTHBYENET L VSN L EZ LN L2 RAEDR
BN,
3. REHER THL. MERED 2000 mg/kg BFCRIRH L OMICEIRO DN 0T,
4. %‘J*ﬁf&i\ MERED 2000 mg/kg BEICEFERTRIIR D bh o7,
PEDZEEY, CLESRAV A xu— 53 27 v MCEERAIERS LEHEICEEBED
FKHLRNI ERFHER S, ARBREMT TO LD MEiZ 2000 mg/kg LETH 5 LHEE SNz,
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lﬂﬁﬁ@ er!CD(SD)IGS Z < M2 2000 mg/kg @ C. 1. v A hAxza— 53 %é@ﬁm%{%ﬂb
T RMESEL. TOBEER L. |

MR L OT5E

. #EYME
BEEEME 1T Ti0,. Sby0, NiO 2R E T2 C. 1. BT A hA =12 — 53 (CAS No. :8007-18-9,
oy hES: . BEEE : 100%. 1BHLE ) T SFEIT 260,32, AT

1700°C. HEiT 4.1 ~ 4.5 DEROHMKRTREVIRRW, C 1. B Ay bAxa— 53 33k
K[BABICAN., BEET (EEEHE 4~9C) ICRFE L. #HBMEY 71 LT, kitn
v MZOWTH 1 g 2B L, RBRERORERFEICRE Lk, RBRHMTOWEBRMEOR
MOV T BREBRDELZ AV TREREETH D B DT EATV VR
2 L7~ (Appendix 1~3) ,
2. HEYE
SEMEICIE, 1% INVAa—RF MY ULAKEREZER LI, 1% Aa—2AF U DA
KEEHKIL, prra—AF rY oA (0y FEE 9813, I AMEKNEHE) 2BFEL, BX
ERHHREEK (0 v MBS 1 95Bl, Y/ URIERASH) CERBL. HRYEORERS LT
HBEORSRE LTHEA L,
3. BEHROBARE S ULESH
(DFREBOAR
BERC, R E L& THER, BREL. 200 mg/nl OREICZS X 1%H LA
r—AF b T AKBKICHRE L, WERITHERE. EXARBEARICANERPICEREIC
Wiz, BEERMEITREALS L LT,
Q) B EHEDOLERT
BWEZHEL 5T 10 BE T 200 mg/nl ORBRIZOVWTREMRO DN EITo72ER, =R T
zéﬁﬁ\@ﬁf7aﬁ®iﬁﬁﬁﬁ%én1méoit\uxumxivwmmymwﬁﬁw
AN TH— M ARER S (Appendix 4) .
B EZ VD 200 mg/nl ORI SV THBHE OBE S O LR, BERIFED
BED 90~110%DEENTH S Z & 2 HEE L7z (Appendix 5) ,
PLEDSHTIE. ATPVVTERE L7,
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4. BEA*E
(1) #AB%k
RBRIZIE, BEEFr—L 2 - UN—BREH EARERV 7 —4£EED SD %7 v b (SPR,
Crji:CD(SDYIGS) 2V, 7 v MIZOBORRTEEAVWON TWI2EMETH Y, HIf
RHRCOEABRBRNREBETHDIZENDLIORMERE LT,
WEEZ N2 13 8% 2000 25 A 24 HiIZ 4 B CTHA L7, ZAROBY OKEFREHIT,
HET 76~88 g, WET 72~79 g CTh-oTo,
(2) H®ER XUEIL
FAB., I OV THRER L UEHLM A s A L, — kB2 1B 1 EBETH L L
biz, BEHES 2 BT, BREB IR S, B E2EIXHbnieh o7,
(3) BT
BER JOBULIRS T %, RELE A RSN -2 10 ITRE LT, 5 B TRERICHEL
7o BEBIUHULHIMOKTAH R5F1E) OFEICESOTBLEEAMBEIC L b &5
OFEENRE 2D LD TN T 2T -T2, Th b OB OEESRIT, # T 138~152
g, MET 125~136 ¢ THY . FHUEE (b 145.0 g, #E 129.4 g) D E20%LUNTH -1, B
EH AN BTN LR LT,
@) BB ITr—Y ok
Bk, T =L U CREICE 2. BEENET R0k, B -V, BY
TENTEREICES T LES s, RRESBLIVHYES AR L., &7 —VORIEICE
R U, BATRIIMNECANT LET LD, RBRES. RBRERSLIUCHYWESZHT L.
K — P ORIMEICER LT,
(5) BEE
1) FERE
B EIREE 2343°C (SRR 22~24°C) | WE 55+10% (EJIFEH 51~58%) . #X
B4 10~15 Bl /FefE], FRBARER) 12 Befl] (FFRT 8 BRAUT. & S BRI O ALRH) 08
FEE (306 BE) THE Lk, BWREEORES LOEEYEBER LS, BHOR
RICEEBYRITITLEEZOND LD RREHEE» O OBRRIIVBO bh o7z,
2) HEBMBLUEE HE
MR 7 7 7 v FREBBEMKR 7 — 7 (300WX 410D X 200H, -mm) 2, BEB L UEIHE
BRI 1 28, BoT®iT 1 BRE L, F—V8 X OYEERRIHES T RIC 1 E,
Z LA 2 ERSREEOL O L B L, BEKEBOKEEIZE 1 BERK L, 8%
FEENOERBIOERESIE. 1B 1 HoHETER L, BHRESFCHEL L, ER
REEEB IV I vRREEELY | BB TREER L,
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3) fkk
F Y = I NVEBTERRESHR v BB ETER, CRF-1 2, @RBGIHRE AW TH
HICERES T, 2L, ®REJD 17~18 B L B EHN 4 BREIIRE L2 » o,
RBRCEBFEBP?RETBNODZELDED 5 WVIREHOEEL, FA LRy b
(000302) DOEPEHIDWTHHT Lz, HRWEOHITIMEEAREAREROT 7 —ITk
W, BEMREI RS R E N TN BN TR o, SITEE b A AR AR
SV OBEREFIEEICHER Lz, SWORBR. WThoBRBICLHFAEEELBEZ
HEEEED beds o7 (Appendix 6, T) o
4) BOEHK
FLRTIAREKE, BEHEKEEZ BV TEBRICERSEE,
RRICEZEFRITTENOD ZTERMEOHEL, 200045 4 A 12 BB X T 200047
19 RICRBIZ B L THOW Lz, H8E B AEARASHICB W TT R o, DWEB LFF
REEMEIRCEDRZEHRFRFTOZERIEFIEECHEL L, DFORR. WTHhOIEE
CHHREEBELEZ EITBH N2 h o7 (Appendix 8, 9) o
(6) FABRFEDOHERL
RERBOBRE L OEEOBHE S % Table 11Z7R7,
C.I. ¥7 A A xu— 53 2000 mg/kg B2 O NT 1% HA A @ —2F b U 7 LAKERD
HEBRETONBHOZ2HEZRE L,
(N HEBEMEORE
1) REBORE
WEBIZCI /AR xzu— 53 OF v MBI 28R OREFMHBROLDOD
FHRBR VORI ESOTRE L, FHERTIZ2000mg/kg DC.I. BT A b xH
— 53 R HERER 3TCO Crj:CD(SD)IGS T v MZ 1 ERORE LR, FELBRDLN2H
SF 8, OECD REREN A K5 A 2 (401) TEDH bR THWABRBEETH S 2000 ng/kg %
BEL. HRMEOBETH S 1% WA u—AF M ULAKBROLEHRET HXREE
T,
2) |5
C.I. ¥ZRAvhAxu— 53 At MIBROMCEBINSFRERELZEREL, 17~18 K
D%, BY VT EAVTERNICRHNIC 1 BRAORE L, REEK 4FMBE LR
RCHEELHER L,
BEREIT10 nl/kg & L, BEBORSHEEIIRE R OKECESNTER LK,
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(8) BE, HEBIUREER
1) —ReRBE g

EHNTOVT, BOAETE, SMEL. TSRS BR5ROE) ORSEENDRER
IR ETIER L TEEL, BE5% 2M»D 6 REME TN 1 BEEMERETEHE L, &
GRIAPL 14 BOFBAETIE, 1B IEEE L, EEFRBDOLNLHEIL. £ OER
2ONTERDOREBRE L UVEAPBE I N BRI 2 R& LT,

2) REAE

2FIONT, BOEELRZ 0 (REBORERD . 5% 1, 3,5, 7. I0BLW14 A

FR) 2. EFKE (FVFY TR 140TMP8-1, H—AY 7 A AHEXSH) 2 AVTH
E LT,

FERMERS LOHEENEZ U ToHERIC LI VEH L,

FEEMNE = (R5% 4 HEEKE) — (0 BEER)
FEEMmE = (KEEMNE), /(0 BEE) 1x 100
3) Hi

BER 14 BT, 2BP0RAREBELLE, =T URE T CHROLBEFE S &, 2508
B AARERRICEE L, UTORE - % 10%PHEEE L~ Y VRICEE - 1577
L7, BB, BEBIUBE EROBREIIIT 7 vz, (RS 0% ) — ik R
L7,

B (OKRbds T OVIMED | AT, BEE (B4) . Mg, O B (KREXSE) B GTE

BEORE) .+, 2B, BB (O T URESD) | BB, 6. B BE (5

H) . BREE (BEF) BIOUE (£H)

4) REAERRFRRE

FRTCL ©7AV M xzu— 53 BEOEEBLEZ b IRBHEEFTANED bh

ipoloie ), FREMBFHREIIER L o7,
5. #iEtEMA %

BE. FEEMED LOEEEMEBIZOWT Bartlett OBREERITRV., EH8ME2 42
Tlic. ERBOBEIT—TEBIBEOIETET L., RELOE OB AT Kruskal-Wallis
DREIETHN Lz, —TRBOBINTORE. HEENA ONEETT Dunnett DREE
ZRWVTKERE L OB A 1T o7, Kruskal-Wallis SO DR, BEENL b5
Bl Mann-Whitney @ U—REEZ AWV THBRE L LR BT o, 2B, SBEL OHE
REZOWTIE, BOTHBIOEERELEA L. BRE s%UT 2R EMEEL L
7o
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1. BELRRE KLU LD
FETRIES X TN LD fE % Table 2 [Z7R 7T,
FEUBiL. MRS HICFRH biehioTe, LD ik, MERE L $IZ 2000 mg/kg LETH B L
EENt, |
2. —EiKE
—RIRAE DR % Table 3. INDIVIDUAL DATA 1-1-1~1-2-2 [Z5RT,
BERIE, e DICREIRO DRI,
BE% 1 BICHEEED 2000 mg/kg HOEHI THEHAFENED b, BEH 2 B URITIE,
fERE X BICEFEIIRD bR hoT,
3. b=
KEHB% Figure 1 5L 2, Table 4 L5 72 5 ONZ INDIVIDUAL DATA 2-1-1~2-2-2
(R,
HERE & B 12 2000 mg/kg BE & MTREE L ORICERIRDO BRI T,
4, Tk
T R % Table 6, INDIVIDUAL DATA 3-1-1~3-2-2 {Z7”9,
HEOXBET, BRICAAEOFZEGRME ORI RILRNE 1 FHUCRD bR,
fHEHED 2000 mg/kg BB L OO RETIIEEFRIIR DO o,

= £

WERED Crj:CD(SD)IGS T v FiT 2000 mg/kg D C.I. 7 A hAf zu— 53 ZHEROKZE
LT 14 BREBEL. ToEEERILE,

FETHIIHERE & b bR o7, _

— R EEE T, BE5% 1 BICHBED 2000 ng/ke BOSFICERBERBOLNE, Ln
L. BILESICRERBO SN2 b, & OB LERRICRE Ui SRmE %+
K EhEbo B2 bh., BEFHERIIRVEHET L,

FEHEBTIT, ML LICHREL OMICERRD bR AN T,

PEDZEED CL EFAY hATo— 53 %5y NCEERNRE LIS CBIERE
ORBELR2NT L BNER I, BRBREM4 T TO LD, i 2000 mg/kg ELETH B LEESH
7o
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Figures
Figure 1 Body weight changes of male rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)

Figure 2 Body weight changes of female rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)

Tables
Table 1  Experimental design for oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) in rats (SR-9983)
Table 2  Mortality and LDso of rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)
Table 3 General appearance of rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)
Table 4  Body weight changes of male rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)
Table 5  Body weight changes of female rats in oral acute toxicity test of C.I. Pigment Yellow 5‘3 (PY53) (SR-9983)

Table 6  Gross findings of rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)
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Figure 1 Body weight changes of male rats in oral acute toxicity test of C.1. Pigment Yellow 53 (PYS53)
(SR-9983)
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Figure 2 Body weight changes of female rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PYS53)
(SR-9983)



Table 1 Experimental design for oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) in rats (SR-9983)

Concentration of

PY 53 Volume No. of animals® (Animal No.)
Group (mg/mL) (mL/kg) Male Female
Control® 0 10 5(101-105) 5(151-155)
PY 53 2000 mg/kg® 200 10 5(201-205) 5(251-255)

a: Crj:CD(SD)IGS rats were dosed orally at the age of 5 weeks.
b: Rats in the control group were treated with 1% carboxymethylcellulose sodium solution.
¢: PY 53 was suspended in 1% carboxymethylcellulose sodium solution.




Table 2 Mortality and LDs, of rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)

Distribution of dead animals

Sex Group : 0* 1-14 Mortality” LDs, value

Male Control 0 0 ’O/ 5 >2000 mg/kg
PY53 2000 mg/ke 0 0 0/5

Female Control 0 0 0/5 >2000 mg/kg
PY53 2000 mg/kg 0 0 0/5

a: Days after administration
b: No. of dead animals / no. of animals dosed



Table 3 General appearance of rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)

Days after administration

Sex Group Findings 0 1 2 3-14
Control No. of animals examined 5 5 5 5
No abnormal findings 5% 5 5 5
Male
PY53 2000 mg/kg No. of animals examined 5 5 5 5
No abnormal findings 5 0 5 5
Yellow feces 0 5 0 0
Control No. of animals examined 5 5 5
No abnormal findings 5 5 5 5
Female
PY53 2000 mg/kg No. of animals examined 5 5 5 5
No abnormal findings 5 0 5 5
Yellow feces 0 5 0 0

a: Values are no. of animals with findings.




Table & Body weight changes of male rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)

e 1 e 1 o e s 5 00 e 100 e P R B0 o S S L . s B T P P R o A0 e L e o 0 A 8 oLt o o R O S0 S B St S S 9 S S B e A g O VYt 1 A g 0 R it 00

Day after administration Body weight dain

No, of a3

Group animals 0 1 3 ] 7 10 14 Day 0-14 %
b

Control, 5 124.0 145.8 171.2 189.0 209.4 257.6 276.6 152.6  123.168

4.6 3.7 6.3 1.2 9.1 11.8 13.5 12.1 10,503

PY53 2000 mg/kg 5 125.2 145.8 170.8 189.8 211.0 240.2 279.8 15,6 123,492

5.9 7.0 8.3 8.9 10.4 11.6 15.8 11.7 7.618

a: (Body weight gain / body weight on day 0) x 100.
b: Values are means and S.D.» and expressed in gram.



Table 5 Body weight changes of female rats in oral acute toxicity test of C.I. Pigment Yellow 53 {PY53) (SR-9983)

Day after administration Body weight gain

No. of a

Group animals 0 1 3 5 7 10 16 Day 0-14 %
b

Control 5 109.0 127.8 147.4 158.6 168.0 179.4 196.0 87.0  T79.878

3.1 2.8 £.5 6.5 6.7 6.9 7.5 7.0 7.082

PYS3 2000 mg/ky 5 111.0 130.0 149.6 158.4 169.4 179.8 196.0 85.0  76.804

3.9 4.7 6.2 5.2 5.0 3.6 4.6 7.2 8.931

...................................................................

a: (Body weight gain / body weight on day 0) x 100,
b: Values are means and S.D.» and expressed in gram.




Table 6 Gross findings of rats in oral acute toxicity test of C.I. Pigment Yellow 53 (PY53) (SR-9983)

Male Female
PY53 PY53
Item Control 2000 mg/kg Control 2000 mg/kg
No. of animals examined 5 5 5 5
Organ: Findings a
Kidney: Yellowish white patch, unilateral 1 0 0 0
Dilatation, renal pelvis, unilateral 1 0 0 0

a: Values are no. of animals with findings.
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