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£33

48], 2~decyltetradecanol DIEHEENM D KIEFHREBZEEHEBIOREIENE., 2D NNCATEEE IR T 58
BRIUVHERORBT LRI TEELRANTIILZENLLT, REBREESERLNC AR LS
HRBREAEIENARTA N> TER L, FHRWE LN Era ICEEAFL T, 0, 62.5, 250 725
UNZ 1000 mg/kg DHET, FFELHMERES 12 [LD Crl:CD(SD) Ty MIsR#IRE 0 & 5- Ui,

HEV 42 ARG L-BICEIRL. MO ECAT 2 BRIB I UL, MESREBLTHEE 4 B
¥T 41~55 BREL, HARIIEE 4 B, BEWITHE 5 BIZHIRL, $i, HOFEREELL
T 0 BXU 1000 mg/kg DFAEICHTTAMEE(10 IT/BE) 31T, 42 BRERE L% 30 5 Bz
U7z, BIEMZREER 572012, 0 BXTY 1000 mg/kg BEDKIE 5 ICEIERELRE (VT 7 M) D&
W 5 PLid, 42 BRH G L7, 14 AAFAEL THIRL,

1. HEMWRET A

B 5T RO RRE TIX, 1000 mg/kg HEEEOMETHEMBEMERDS, REEOFEREIM CIXRED
WOBIORPFTNDL VYL BRI EORD RO LD, EHEHFEK TRHZIZZhLD
EluixElgEsnianorz,

BG4 T B MR AR Tl D 250 me/kg LA LD ERET PT NIER L, APTT IZIEREE A%
RUTZ, EIERARMIE T RFORE T, KD 1000 mg/kg T GH T PT PIERMEME AL, APTT I HER
L7z,

B S EARK T O MRELFERE T, B0 250 mg/ke UL LD ERET LDH EHES LR L,
B EARI T RFDRR AR T, D 1000 mg/kg 58 T LDH {&MED_EFEmMABEINT,

2. EFERAEMEFHFT R B IO HA R A
AFERAFHEIIROONT | HAE RSO E R 5L OEEIB oo I ol

3. EEMR

P EDfERMNS ARBSEAETICEITS 2-decyltetradecanol OB TAKER S HEDE
HHEET, BTRIFRBLOMRER R ~DEEN 250 mg/kg UL EOFREFHETROLNIIEND
62.5 mg/kg/day. M TIZRIE~DEED 1000 mg/kg W EFETHALNTZZEDD 250 mg/kg/day &H|#T
Uiz, ARRAEBEOEZEHEBIOKREREICHTHEZFEHEIL. WThOREFHICOERYE
BB L BB I B LN D725 1000 mg/kg/day EE 2 LTz,

Fio, —REEEOE(LIT 14 BEOREESRE THOHRLRD o7, RER TR TE/L
DRENBREITR>TNDIEND, BIEREZ R TR THLLE XN,
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AER B/

MERES » O AZELRT(2 BB L OB HE P RE 2 BHE), ROWNTHETIIRE MK T% 2 8H
(&5 B#:42 B, £FErEL FHM L 7o AR BCIE CIXHIR I 2@ L CREH(WE 4 BT &ER
$:41~55 HREIZ, FEATELHE (V7 T A M) ClImEL FERDEARIIZ, 2-decyltetradecanol % FHI#E O
BEL, T YN T HRER G BRI ORIE M., ROCICAETERAEBEBIOHAERDOEEIZ
RIETHEBIC OV TRALE, |

ABHALS12& GLP

ARBRIT, (FHICEWE S BERBROFTECOWT UT ACBETANTA ] (ER 23 4 3
H 31 BT, A 0331 55 7 BEAFBHEERRELRR. TR 23-03-29 BREE 5 SRFEESE
EFEERR. BIRAEFRE 110331009 SREERSREBSRBREM) ICERL ., UL E
L\RDABRE E T HRR MR I T 5% (Fak 23 4 3 A 31 BT EAF 0331 5 8 B &
EHBHEEREMFR. FEK 23-03-20 RFE 6 SRFELENEELERE. RRERE
110331010 SHREE R A REBRBREH) 28 FLTEBLI,

ETOERBIEL, (BHOTEROERICETHEEIBM 48 HF 10 A 1 B EEE 105 5. F
Bk 24 &£ 9 A 5 B —¥®IE). [ERBWOEFRE KR ORE I DN ER QBRI B+ 551 | (FRR
18 4 4 A 28 B, BEALERE 88 BIBLONEAF@BHE OFE T2 LM T 28 ERED
EHEIC R AEARIES (Fk 18426 A 1 A, BHFE 0601001 Z)&E<FL., [MEEARLIELEE
B — R RETE Y ERICETAEE(FEMR 24E 10 A 1 B, ¥ 22 £ 10 A 1 RHEEINCES
WTERLZ, ARBRICB 2B ERHEIL, REMEFTBVERZRSOFEELXT. ABSh
T3 (B EFARE S 1120249A), 7235, FKRBINT-BMERFTEDDOEFII 2D Tz,

MR ETTE

1. B

R TdhD 2-decyltetradecanol (B4, : 2-F L I~ 1=-T T T H ) — I TINTNFT =)L
CAS No. 58670-89-6, 43 T3 : CpyH5oO. 43 151 354.65, IR DRPED & D MEAHRIAR | flAi: 17~20°C,
W 271~275°C /33 mmHg., %5 :0.842 g/mL (25°C) |, > M 75:08403DOV ., i : 98.4% (GC) |
Amnex A, 1. 2-D7) i || -0 G A 201240 7 0 6 ) L emi
T BB (GERNE 3~8°C) THRE L7z, 2-DT OREEARIIRT,
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k P
-

WHRMEORZFESEIZOWTIL, ERFBITBIOERK T RICETFHETICTHRATIL AR~
NEBREL AT RS E 2N 2 3R (REBRE B M-12-023) TREZRL =,

2. B BIUEREE Fik

AARF =NV A UN—EARFHE L Z—LY 8 #ERD Sprague-Dawley (SD) % (Crl:CD(SD). SPF)
Fw e 55 TT, M 83 [CAEAL, B E (17 BHE)IDNAELZ, AWALEHDT 15 AR, RELAE
REA~OHIULDIZDERE LIz, TOMER ., B0 —REBEZEEL ARE (RE 1 B) BLOHRE
BT BICEEZRIEL, %% - B PIEBMORICROT7 =AM CHIHLE B %2R, fHE
r—UICRRE S BIUBLESERA LB — N2 8N TRl L 72, 72, MBI DWW T,
BE 3 BrbER. MEASZEELL, ANMBPOATFBIURERTHOKEIITRO®YT
Btz ek, BEHIMKT BIC2ToEmE 12 5E2~BEL,

i A7 B (20124 11 A 19 R
AR E 1k 268.4~295.2 g, Hff 182.9~211.1¢
BREWKTH 20124 12 A 3 H

BB TRFAE M 342.9~448.9 g, M 206.9~281.0 g

1z - BIEAR . o 1 41 (BIMEE S M00053) TEEABRESN., MEHE D OEESINEL M
DEN B L THRDoTz, E7o, 2 B (BI{LE S F00009 3L T* F00050) TEALVEIALRB L
IRER G BN BES T, Th S OBIIIC—AIREE, M ERBAE B IR EHBICRRERIC
BEERITTLHESNAEEIIROONeh ofc, BEVPROLNME 1 Gl 2 FlRI USRI
HEEIDEIRBRBD O 7 [EERIMNL RER TROKEL EICHFERN B L EEAMmHEICIY
B TEIT T, BT LBMIE—EDBME S LR L T, 7=V TR BN E S E1EH
L. BEDOERRZST-BP I —RICHBRESRBLOBYE S ERAL TRE 7 — NI 1=, ME®R 5
B (2012 4E 12 A 4 B)ICEHAER (FTI4MH) O 1 Fl (@& R F06068) IR\ T, VU T AIA
EIBH TR 2T fe bz (RE ) | ARSI L— IR IR, MEEIICBEMRR SRR EN
ERIL7-E8 % 1 6l (BI{EE S F00024) BHURBRRICH L2, TOMDOEES T HHEAL /- 1HEEY
7, MEE 14 T (MEEHAIDRERICIVRA LGS T0) T2 TREEMWLL, thB8IEALE,

BT RFRIRE 21.0~25.0C, FAEE 40.0~75.0 %, HREREN 15 EI/BRE., A0
12 BFRI(7 BF~19 BF) AT 12 BERA (19 By ~7 BF) AT ICER ESH BB EAN T, & BREMER T —
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(220wX270d X 190h mm)iZ 1 PL9D0 (AEMHT 2 I0) INAL . BRI (CE-2, BAZLT) LkiEAK
(REHAKEREK) 2B BIZBRSE TRB L (ZEL, a8, St a2 b N 551k
FHOBWIL, RN ESET), BT BAI2FIZOVWT, 1HR 18 ASHE 4 RETIvh
RTFAF o7 BEFEr— (350wX400d X 180h mm)iZ 1 PLFDINAEL, KB L L T IV FRF o7
(ARR=7)—r | BRTZRAZ LY —) R EHE L, AT BT OB EDIREL 22.0~25.5C, 12
BT 46.0~66.05 T o7, Fiz, A LI ETEL BBIKBL OB O ST RIT, WTh b E e
FIEEIZRBOFTAHEAN THLIZ AR LT,

3. BEHE
1) 7%

HRYEEREL., fE (MEaa i, 8ET. FH747 27, BiEE R V2K9025) 2 N2 HHE
S, 25 w/viRZ AR 72, SHIT 25 w/VREIEARIZE > THIRL . 6.25 2BHTNT 1.5625 w/ ViK%
BRPEEI R 7o, SRR RIS TR - B T (RRME 2~12°C) TIRE L, REMORIEHHNIC
AL,

2) RIEMRR

brEmaL A EAE L 1.5625 BEUN 25 w/vRIEEDTRUBIKIZOWT, B, EIEEHET (E
HHE 3~5C)1CRiT5 8 HMDEEMLHER L (REMRERFLA A 2012 £ 11 A 21 B, A%
8 H:2012 4 11 A 29 B), TOREE, KRR GAREZBLOFARE 8 B) OB EENSZ
NENRBBED 93.5~102.9%THY, FRIEEDIXLENENENFHMED 95.5~105.9%THY,
230 RBE % ORIE FHEIKT 57 % 8 A OBKRFEDOLHMEN 95.1 BE96.8%THY, Vi
b ESERNICH -7 (Annex B) .

N EBEARR

FE AR AR E 12012 48 12 A 3 B)ITOWT, 1.5625, 6.25 3L 1K 25 w/vhiEEDHBRME
EBERE L, TORE, THEEITFANBEED 98.9~101.3%THY, KR EMEDIZLHEITFNE
PAEBED 93.8~104.8% TR ELLF N IZH 72 (Annex C),

BT OWRMERE I TOLFETHEL -, BERED 1 nL ZERIZEY, TENT
WEARL ., REROFHFEANELRDICREAREAR LU, ZhbDFEHERE NIRRT (IS
BR) % LIv/VOEIETREAL, BIEARBHAKRE U, AIEARHARIL. 5 RIEORIND
n=3 CHRMLT,

REARB I OERIREE U TIORT AR N 57 4— I Z0BIEL B HERIRPHIER LI
REREAWTHRRRESO 2-DT BREZEHLE,

H A7 a7 B E S
28 KRBRAZ AR 2R (FID)
M AT I DB-5 (& 30 m, P9%% 0.32 mm, FE/E 0.25 um, J&W Scientific)

9
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Xy UY AR UL
BT HNBE HIRE FIRETEVAR - 200°C (0 43) —30°C/43—320°C (1.5 43)
1B E FARUBHA K - 200°C (0 43) —30°C/43—320°C (10 43)
HEAORERE 300°C
e HRRaREIRE 320°C
ABEAE 3.0 pL
HBHEAF R AT Yk
A =M T FEEIR TN
T —BFR 5.5 4y
VAT LOBEE M ST BRAERTIZ I E FIAZ HEESTR (19 100 pg/mL) % 3 [EAIEL ., 2-DT @

E— 7RSI IS 1o 358 — VEELL O RHE R ZE (%) &
MR UTC, AR RRED A AT, U — 7 RIEFIFM A3 £ 3.0%LA,
v — 7 mfEH A 5.0 LT,

4. BEEORERLOEEFHIE

RRBRO® G EIX, T2-Decyltetradecanol DT v HWAKIER 5 M AERE A HARER
(FiERR) | BB R R-12-015) VO RELLIZHRE LR, T72bb, 0k hyEmaiH) . 100,
300 3BL T 1000 mg/kg @ 2-DT % 8 B DOMEMES 3 ILD SD FRTvMZ 14 B, REAGEO&RE
Lic, 28, PRAER CHEALIERDERBLIOCEEIIARBRERACay M AV,

ZOFER, MERELHIZ 1000 mg/kg HFEFHITBWTH, —MRINEE, AE, MIRFERE., MIRELFR
B REPREICERYER S ICIAE IR LN 0T, Lo BB RS RERETHS
1000 mg/kg ZARREBRICBITIEABHOEEEBICHREL., LT, Atk 4 THU T, 250 mg/kg #+H A
&, 62.5 mg/kg ZIRAERITRELT,

ATERCIL, HEBM I ACED AT 2 AR, AREHIM A B L CHIMRAT A TR EEL 42 [B) | B
FXZRECAT 2 R, AECHAR AR A B L TR O E 4 B ETHEREES 41~556 [B]) , R
DRERES 2D T HE TR AT B ¢ (R 5 R 52 [E) | FERE MO KB B ETHE T 57010 5%
LI TIAMNHIEE 42 BET 1R 1EL1E7E, EH 9 K~13 BFOMH (9 B 13 /5~11 FF

SN E LTz, BEFEIT 4 mL/kg &L, HBELHEFORE B OBREEZLLICRSRELYEHL
2o 728 | SHREHICIIEA ThA M Ena e AR G LTz, REBBITMEFEET AT A ALY,
FyMNRB IR AREL LT,

ARBOBERBIUOBYESEREITRLE,

10
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2 & EE BREE RBRE RBRS5BE B§WE S
(mg/kg) W/v%  (mL/kg) i s

[ rrETz M

AR ~ a ~

pagicyicd (LK) 0 0 4 M01001~M01012*  F01001~F01012
&R ERE 2-DT 62.5  1.5625 4 MO02013~M02024  F02013~F02024
AERE 2-DT 250 6.25 4 M03025~M03036  F03025~F03036
EHEH 2-DT 1000 25 4 MO04037~M04048°  F04037~F04048

Xt FREE [ N7a o == B a
EEHm () 0 0 4 F05049~F05058
%Hﬂ%ﬁ _ _ ~ a, b
(o501 E%) 2-DT 1000 25 4 F06059~F06069

a: HEOHBEBIVEAER. MOV TS EHOBYE S OREWE 5 FlIXEEBLIZHLU-,
b: B &S F06068 133& 541 H OBKR G IZXDFHERI RGN L, BiZE 5 F06069 2B 0L7,

5. lRE L
D H& (F,)

O—fRIRREDEILE

EFNZHONTC, FRAEHRFIEER 1 B, 5B ER%OER 2 B EBELE,
QEEBLIVEREEDOEILE

BB BERBLOEREROYLEMEEDORENE 5 Flz, HEEMWIIY TS MEDEIY
FEEORENVE 5 fleR&BEREZR(EE 1 B)25 14 B, R 1 B B, —RREZREL,
QAR ERBIE

SENTONWT BRERT B, #5 8,15, 24, 30, 36 BLU 42 B (DHEHNIHE 0 B 4 BD
M), &5 49 B ETIZHEUeh o7l GRRREFIZE L) 13H% S 49 B, EEHRM PIXEE 7
BIW 14 BIZRaTV IR DM R RBIE LT o7, BRI, WIhb 13 BF~17 BFDRH
(13 BF 07 53 ~15 BF 06 59) 121757

P VL TOBERTV. F— U BROHTEICAHREBEL, (FEE LTOBEL
1T o7, VB B TIX, L, B2 BRITE. LB, BR, R, K8, /PR, ST, BRITE.
A IATEY, FRRIG, H 3B, B, HER . BEE, BT ARG, MERS . B E
B,
OHRERE

HORBEOBMBESOFH\ 5 HITE, &5 39 AICBEREHRELENHAELERL. KE
42 BRI RBLEIC B R ORI DR BB RS IR LT, S I oL CHE
EHARA TR L . 2000 B SR LIZERED 5 FIER O, #5&ERICERESRE. E 1
ERLOHEIZH TR REB RN EREL, T I NEOBMEZOFE W b5 FITIE, &5
41 BIZARESHRELEHEIEEZEML, #5 42 BIZEEHERBZICS [ EROTRIBICH 5
BREESGERELR,

BB, BE5EEEICEMRLUZERIE T, 2-DT REFOHE THIRE D K 2R EERE

11
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BERHONTT2 | B8 14 B OFFMRERBEZRICTEDENZRE L., £, REEKBIZER
L BREBERE T, 2-DT BEFHOHTEREDE (REBEI) (TR FHNRE B ENE
DO ABEFRIZREL TR RYER 5 OZE TRV B L7280, [EE 5+
DIREILXERL72h o7z,
(1) R xH 2R EB

TITATNVEIG, AR T EN, BERG . %5 AAR KK, IRIR (B% B ) )&, EnxkE
DEELHRELI,
(2) TBHIE

NEVRRIE S AT 2 RWTIBAZBIE L, SO RBIUOEEDOEBHEZENLEN
5 [ERIEL. EkmiER I ORIEEZRINT- 3 BORIED FEHEEZ KD,
(3) BREHAE

B3 EE) B E L E (SUPER-MEX, ZATH#ER) 2 VT, 20 R0 B R ESHEXEB &SI K
U5 EBSVER)ZEHAIL, HAMENL 5 S EICER L, BB REWIL. REERZBIEOERE
REHINCERL , LN B FEBRIEE AL,
OKEAE

BRI MBI DY T TN, |G 1R 5B AB) . 4.7, 14, 21, 28, 35,42 B, [E# 1.7,
14 BBIOHKRBICRIE L, MEWIRE 1.4.7.14 BLEKR 0.7, 14,20 B."HHE 0.4 HB
FOEIR BICRIEL, REZEFIIFE 21, 28, 35, 42, 49 A BL U BICBEIELE,
CEEERAE

BRI UMM OV T 7 A X, 85 1~2, 7~8, 14~15, 29~30, 35~36, 41~42 B, [E#
6~7,12~13 BIZBIEL. VTN’ S 21~22 BICHBEIE L, MBS 1~2, 7~8,
14~15 B BXOGEHR 0~1, 7~8., 14~15, 20~21 B72bUNIMHE 3~4 BIZHIEL., RIZEFNITH
5 29~30, 35~36, 41~42, 48~49 B IZHHEIELT,
DRBRE

HEM B L OB O T IAMNEERERREL, #5 37 B ORE CREHOEMESHE
56l E7z, EI{E 13 BIZBITDRE TIXEEF&fZREL,

5 37 BOBETIIY HORERIZ, [HE 13 HOBRE TII—RRECBELR TR IZEWE
Rt —VICIABEL L TFTOHEBIZOWTRELE, 72720, - BE, RBRRICIIBRERID
PRUCTEE, BRIRBALEHEAD 4~8 R DR R CEREL/ZZR T, TOMOIE B IIH 24 FEEOZERT

??O f:o
H B BIEHE 13 s
AR EE "2
pH-¥&1fn - E [ K- bR HEIRE F—ar A7 AB-4020(7— 2L A)
A==l Ay AR ) )12 N 1 Gl
IhiE SR N BRPREE
RE HE AR B —
E JEPTIE T U NVERRIEYTE SU-202 (=< BR5R)
FRNIT LAZ U RE AFERBIE B EEME S EE EA0S (2ATVNT 1)
PV LAZARE Eill = Eils
BERATBE Gl il

12
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OleAEEur k=
EFIOECOVWT, RE 3 BADEAEEEL, #oT%. REBIELUBELEI&EETI0h
B2 R EFIDBAATERZERL FEMORER. REDHERINAIETHEEZEBELL, £
7o, BT LOEHRIERER B (EESLORFHNOREHETO BEOFE) BI O 5H6%
(4 HDVNE 5 B EROMEREANSE NS ORI LB OB EEBEEICE R L, 2B,
FRIRIZ 4~5 B ORI CHEBBEIRL QO AEMWIIIE R LHIBT Lz,
O
#5515 A 16 B 05 43 KV RIBENOMERES 1 3t 1 CRIBSE -, BHIVE, BRERERL.,
BB OMEDIEAATIZARZVER U THER LTz, BRIZERODIIBAATIZER IR 7 13RS
NEEME R BRI EMEL, ZOHZMEIR 0 BEERL TRBZMEL., BRICHEB L, e
EBIIHIROKEIZEY ., FERE LR EMTE B ETO BHBLIOEORIZERLIZREL
DE., REE (KRB ZEICAV-EIE) X100, %) | (EIRE (GRS /R LT itE)
W35 X 100, %) EHEH H LT,
@4 5384 - B IR B DB
REPHERINT-260% B RS RSET, S OMERIT, TR 21 BMEY ALOGI RSN
HETEB . FRICFRICBIEL, 16 RETIZHBPZE T LEFICOWT, ZOBZEE 0 B (O
H) &LT, SRR E D E B EITBE TREREIMIC OV TITV, EEFE TR T28ic o
T, D #EO—RRERBLOERDORENLREDOH EL WL /2, Hik%IT. WERELHET
1~4 BOM., #HBEL, 5BL-2F ORI GER 0 B0 B £TO B0 %kd7,
E 5 HOBJIRRIFICINRIZOWTIEEFME T THREREE . FEIZOWTUIEREEZHZ.
ERE [ ERE/EIRFEERE) X100, W) 2E HL,
@R ML
HOFER TRIR TIIEHOBHESLE 5 4, [ 15 BRI SKR CIIEEREI
LI BN HSWTIRILE T~ 77, Fo. DHHOR 5K TEEHRTIL, BT 5 BICREHMINE
BELEEBO 5 fllc oW TREIT 7, 3T T/ MNEOR 5K TRFIR CIISBROBYE S 1N
VW 5 Bl BIE 15 BIZBITAHR TIIEIEBEICHELIZ2FIT OV TRMEIT o7z, W b A
AT 18~22 MERMER IV, MEERFRIRNLLL T D), 2), QDNEICES FEE#z TR L,
(1) MmiEZPHRER PigEEA EDTA-2K
(2) MKRFHRER FUEERA 7B NTL
(3) Mk FREM FUEERl ~ v
@B FRE
T REIZONWTUTOEBZREL, JuBEEAILL Tr7= 8T YLz AV TERERL
TS M % 4y BEL €, 7 aba BV B L OVEE(LE o b R 77 2F R ERIEL , &
DL TE BidHFEEEAIEL T EDTA-2K 2 AV CERERL 7= MK CRIEL,
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HH RIEE 5 2R
PRI ER%EK (RBC) ERIRGUR HE MR B BT E
XT-2000iV (¥ ZAyJA)

= .2k $ (WBC) PR — P AW Ta—F RN —E @k

B i BR 45 3E G Gl
MR R M Bk b 28 (RET%) Eill Gl

I f23% & (HGB) SLS~EZub ik mE

AR MEREFE (MCV) £ (HCTx1000/RBC) il

fu/MR# (PLT) BRIEGUR HIE mE

~<hr7Y>ME (HCT) Rk Ak

¥R ER a5 & 5% (HGBx1000/RBC) GRS

(MCH)
SEHTR M BRI 2 3R IR % (HGBx100/HCT) Gl

(MCHC)

EHEALE S bR 7 IAFy eEELR R 4 BB ke E R E2EE
i (APTT) CA-1000 (V27 2)
7'k /R (PT) Rk [k

OBIMEENFRE

B REMNC OV CLL T OIE E #RE U, FUEBERIEL T~ % AW CEREL 72 MR D
MmEE%BEL TRIE LT, 223, o7z 0 —ERIL AR IR REIZ B3 A8 (T3, T4 BLW
TSH) BIFE R EL THAERTE (-T0°CLAT) L2, FRIROFEFREBLVCEDOMETOREEE
DFERNE, ARG T IR RIS RITS WV SHIIT SN 720 . FRIERLVEBIE

WEEEL2D-T7,

HH B EE i A a

WEREBE (TP) bl yhE HEVSHTERE
JCA-BM6010 (B &A&EF)

TV VPR EE (rALB) BCG#: Eill=

7 Vva—A g EE (Gle) ~¥Y¥+—¥"+ G-6-PDHik Eilist

fBay 2Fo— VR EE (TC) A ATE-VAFVE Y -HMMPSE [k

NZYETA N EE (TG) GPO-HMMPSH:, 7 VR)vilEE  RE

YRR EIREE (PL) ) AR VA~ -DAOSTE =

JRIBZERIEE (BUN) V7—¥ -GODHIE, VTt EER ALk

ITF= B (cre) JaffélE [ _E

v =T WAV Y AN T F B~ T IFCCi Eill

(vy-GTP)

TV 74 A7 78—t &M (ALP) GSCCi% G

TANGE VERTI) NV AT 2T -2 VEME  IFCCE Eill=

(AST)

TI=vTI NG AT727— M (ALT)  IFCCs mE

FLER I K REESRTE % (LDH) JSCCHE#E(L i ik Eill=

IV LR EE (Ca) OCPCi#: Eill

HREYVE P EE (thil) BERIE il

)R EE (IP) 7T VR E R m_E

R+ BRI BE (TBA) BEZY A7V T EiRs

A/GH: 2+# (rALB/ (TP- rALB)) il

TN AL AV EE (Na) A4 ERBIE S HEEMESITER
EA05 (zAT/NT4-)

WAL ¥R EE (K) [k [l E

BRAABE (C) Gl Eill=
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DHRBIVBEEER

HEEMBLOY T I MNEOR G T RFHRANIEE 42 BOTRIC, B O HEITHEE
4 BDOERIZ, ZEPHERINRD T (FFREED 1 6 B & B F01005) 133% 5 52 BOE AT,
BB IO T IA MO RIEBREFNIERE 15 BIZ, T IR,

Mk, MIRE(CFERES ERHET 281320 M LE Z— /L Mo SRR T CERmL ., 2L
ADEPNIANU I SAE S — L NY ARRER T TRt B S BT,

EHNTHOWT, Il FRBRIS L O BB/, BallR., Dlg. FFiR. BHR. . B, KR BRE
&, AL REREE) B L UREE (BEREZ S L) IR, FEOERLAIE L, £z, 2FIOK, F
B, TEEK, RERK(N—F ) B TRBIOE TR, K&, FRBBIOER/ME, BIAR, O,
Fids L OV 3, APIR. B, Mok, e, 2)%. B .+ 160, =i, B, B5. . BB, T
U IBRHIIRY G REER RS LR ATSLR, BRI UNRE IR, PR, &, K. B,
KEREBLOKIRE B, BRG., LEHRE, LR, BIOREBEREL., R7FL, MBI UK
3L 15 cm ARHELLTFOEF T, [E NI 10% FHEAEE R <V FIKR 5 mL LTF2EALBIEL
THORH L CRIBEERIRIELTZ, BRBIUREE BRI 7RI EE (BRHRFE 10% %
TBEFRN<VARIR) L, ZOMOSE -FBBIT 10%  FHBERL <V IRBICEE L, 2B, K3
BHI0E BRI FHEx R OERA L,

OB ERE

FIRLIZBM OIS | EB LU 77 MEO R 58 T SR CIiat BB b N E &3 0EY
BEHBEVE 5 B, O EK TRERBR TIEOEEICOVWTHE 5 B ICREHMSITHEL TR
BRO 705 B HASRER L TV AR RE O NCE A EH O 5 I oW T, MRFERENREE
D~ThF YV (HE) BEARZERL B AR EL E L,

FIRFFICRERALN, REMNRI Cho7cBORE -8 (8) ICBL Chb AR HE ZAR%
ERIL R R BT R LT,

BB, BEHMK TRERFAIORBMABEZREICRBOC, BB ER S ORENRBIN-25
B AR 72 o T T DI EE IR T R R BI DR B R EHE Lo T,

2) HAR (F)
OHAEIRDOBIE

HE 0 BICATIREBIUE T BEEMEERNNC 2 T, MBI UNERFHOF BELBIEL, 4
R [ (ERE/EFREH) X100, %], AR HER[ (HEELRBYEREH) X100, %], HER[ (£
IR EEMES /AT AR BN 0 X 100, %] R X OV AR SR [ (HEEAE R B/ EE R $0 X 100, %1 &FE H Lz, -,
WE 0~4 BET, B, —REFBEL, £FREEECIREE MR FEREFE
[(WE 4 BOAEE/HE 0 AOLERE) X100, $]2EHLE, EFRICOVTUI, BB 0 BLY
4 BIZEBOEEZRIEL ., B LI OFHRELREHT 22010, HE 0 BREU 4 BIZ
BB (HEAE VR B/ ML IR S0 X100, %) 2B LT,
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@l

CRINEZFEOFELBERLUTHRBL, 10% PHEEERL <) SIRICEEL TREL:, &
FERIIWE 4 BIARGROFELBELTERINLIV R AR FICHUnBES IR, N
HBBEOREOFEYEE L,

6. 7 —& DFFATIE
HEOEL LB OBEE | REE, ZHRIRIZOWTIX Fisher DEZEMEBRBRELITo7- (BEX
% 5%),

R E R EREORBRBFREN LD, 7L —R2iFL7=T —#1t Mann-Whitney @ U B E
&Y, FZGMES LV — N OB FHE Fisher DEZERERO A UIREICIVARBELOMOA BERESL
1T o7 (BEKYEE 5%),

FOMDOT —&i%, BEZ LI/ NTAEHD VT litter ZEDEHEE | 1Z2REL, VT I NERND
DUVNTEDMMDFEN TR LT, £ DBR, ST O RD 2 BHOB AL, T F REZITW. FEE

SEROLNZ T NIE Student’'s—t BEZITo72, F BREIZBWTHEEENROLNI-HE 1., Aspin—
Welch BREZAT o7z, MRATOR G 3 BELL EDHEIL, 557, Bartlett DHIEIZLV RO BO—1E

I DOWTHRE (F B AKYE:5%) 1T o7z, DB — KR ThoT35810id, — iR BR O S SHT (F
BKYE5%) 21TV, BERICH BEHAROONIEHE1E., Dunnett {EICIVLEHEZITo7 (FEK
HE:5%) o — 7 WTIDDBETHED 0 ERSTHERBLOD BB R TRd oI 5E121d, Kruskal-
Wallis DNEALIRE (FEKYE 5% 21TV FHFIZE BEMAFRO LN 121X, Dunnett BLOMREE

WXV Z BB AT o7 (FEKYE: %),

FREDENTEEIHROEEEICREEZRIZTRVOHIBRERUVARTEEICHDLA
hot=Cé&

YER5EE (2012 45 12 A 4 B)ICEAER (V77 M) © 1 Fl (@ E 5 F06068) 23U\ NT, Y
VT ERBPAENRHARREL 20T e DI (BBRE) | REBIDO—HBARAE, MRS RE N2 B

IR EAERIL-B% 1 B (BIHEE S F00024)&H LTz, Z0OBME BT B F06069 L TH
FRERE (TN ITIEV ST, Fo il RIS L, 2k, BBREUBIIT LR SHE, FHExTE
DORIUT, B ANIRZ B OEEHFHITFEIHEED 205U A-TEY, —RIREE, KRE, &5,
BEERIIETRRHBEELS BVICKBLIZIEND, REBR~OREIT WL,

2013 45 01 A 14 B 18:07~18:13 L RAZEDEELEZONDEENIAEL, ZOH, BIWERHE=R
NORBASEHABICHEIT U, RIEBIZHEOFE RO 18:07~18:16 IZZEFRMMELIL L7272, ZEFHEE)
BOREA—/N—a2—MNILDRE EARALN (REIRE 25.5C, R 18:45~19:00) L. FF
BHEEZRMLZ, LU, EEICIZBRAOHATREIIELS RE ERITFFASHENENTHo T,
o, FOROEBYO—HIREZIZH ERFERICER LB Z DN RFIIRRO LR -7 2Eh
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b, REBRA~OEENTR W EHIBTLT-,
FOM, [FRTDHENTERDST-RBROEEEICEEL RIT TRV OLLIBEREL VRREEE
ATy oYiG Ny Nl | =02 Ry

AERRHE

1. &
1) —f%IREE (Table 1~Table 4, Appendix 1~Appendix 4)

MERELBIZE T B AN T — AR RELBEShiah ol
2) EEHA72 SE IR BIZR  (Table 5~Table 6, Appendix 5~Appendix 6)

B 5 OBE T, B RITEILL COBBNIH A 62.5 mg/kg W ESEEOME | HITHRE 15 Bic, #
R DRGSR B BREI DS 62.5 mg/kg REFEDRE 1 FlRL T 250 mg/kg HEFEDME 1 41
TWTFNLERE 8 BIZBIEINT, 28, BESIHITR SRIOBE TS 1000 mg/kg H5-FH DM 1 51
TROLNIZ, TOMOBLEE BTV T NOBE B ISR IIROLNT ., FERBIUHHERICH
X BRREL LR L TR0 T,

EE AR OBE TIL, MEfELDICWThOBIRE B ICREIIEOLN T, BERBIUBHER bR
FREEL LLERL TR 0T, ,
3){KE (Table 7~Table 10, Appendix 7~Appendix 10)

MERELHIZ R FRBEL 2-DT B R 5L O THREHBIAE B ZITROONeh o7,
4)188EE (Table 11~Table 14, Appendix 11~Appendix 14)

BEHRI P, HETIE, 1000 mg/kg BEFOHE 29 A OEBEEEIZH BN (p<0.05) BFHLIL
7zo METIX, 1000 mg/kg &G HDIEZREM (V75 ) TRE 35 B DOEEEEICH BRHEM
(p<0.01) RO BNz, DM TITRTBEL 2-DT KR EHLOB TRERIIAEEIROLN:
ot

EIEHAR Cid, MEREL B ITKTERBEE 2-DT R 5-# L O TERERICA BRI DLN o7z,

5) i HER A

ORIz DBREIEE i (Table 15~Table 16, Appendix 15~Appendix 16)

B EREEICEELUZBIE T, MREHICE IO oT,

@12 J7IE (Table 17~Table 19, Appendix 17~Appendix 19)

B 5 BRI EMLT-RE TiE, 1000 mg/kg #5-FHORE TRIBAR /ITH BB (p<0.05) 2372
DO, SRR X OFEREUME (7T AMEE) Tix, TREEL 2-DT K#EELOM TR (i
BIOBE) CABETROLNIh T, OLEE 14 BICRELERBLER., B (FikkR
FOBE) ICHEBEIIFROLN o7,

@B FEES BB (Table 20~Table 22, Appendix 20~Appendix 22)

B EBCBEICERLI-RE TIE, 250 mg/kg HFEFHEDOHET 0-5 43, 10-15 43, 0-20 S D B FE
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BB (KEBENE) ITH B M (Wb p<.05) BRRD LN, SR I OEREM (754
M) Tl KBREE 2-DT F R EHLOM TEREE (KEBHHRBLONL EXVEH) ICFE
ZIIROLNRD T2, B, HETHLN B FEE DML A BREFNRE TR, HBRY
B 5 OEE TV EHIETL . B R OREIZERL2h o7z,

6) RHRZE (Table 23~Table 24, Appendix 23~Appendix 24)

B EEMEBEDRAETIL, 1000 mg/kg REFHOKE 1 FITRMEIS (2+) BEIESNZ, iz, XA
W (7T AMEE) D 1000 mg/kg #EGHTIIRE, TNUL WV LABIOERAA UV ERERICEFNE
NEERBAD (W3 p<0.05) BF8H b,

EIEEARIE T RFORZE T, 1000 mg/kg BEFEDMHE | HITIREBR (+) BPBIEI LIS, 3R
L 2-DT REFMLOMICEEZIIROONT | MHELL IR E DX EL R THELITER
Nighot,
7) MK S#2 (Table 25~Table 26, Appendix 25~Appendix 26)

B 5 R T EEORZE TI, BED 250 XU 1000 mg/kg #EGHETT b BB (PT) NEE

WIERL (Z0E4 p<0.05 XU p<0.01) | {EHEALER b R T T 2AF K] (ATPP) A iERAA M %

SRUTz, i CI, 62.5 mg/kg & EBECIFPERLL RO B /2B (p<0.01) | BEERB IOV Bk
RBOFERBD (WOF b p<0.05) 23, 250 mg/kg HEFETHY L ERICEOA BRI (p<0.05) 2538
DO, FERECME (F7 T AME) Tid, 1000 mg/kg HE5FE TEHRMERARE MCV) LI R M
BRifn 2. 38 & (MCH) O B/l (F 21 p<0.05 BL U p<0.01) AFRD BT,

EEHAME T R ORZE TIX, BED 1000 mg/kg | 5FETT aba BB (PT) BMEREMZERL .
EMACER S R R TAF B (APTT) (A BRIt R (p<o 05) BFEDH BT, FEATELME (BT F A
B) CIIMEFRER RIS REEL 2-DT R 5L OMICE B EIIR DL o7,

8) Mk A LA (Table 27~Table 28, Appendix 27~Appendix 28)

5 HRK T EEOMRE T, B 250 3L 1000 me/ke 58 CILEEBL K B BESR (LDH) fE I
AR ES (FNFI p0.05 BLU p<0.01) BEIERSNT, /il L OFEREME (V7 7/ M) Tik
ML RERS RIS REL 2-DT FR EHEOMICE B ZITR DL 2T,

[E1FE HARIE T REDRRE T, ED 1000 mg/kg 3% 58 Toxt BARICHLEL C LDH {&E M0 _EFAE 23
R BNT, FEATEIME (P75 M) TIL. 1000 mg/kg | EBET A/G LLIZH B2 £ F- (p<0.05) 2BIEE
Sz,

0) 2B E&E (Table 29~Table 30, Appendix 29~Appendix 30)

B G HRET BORETIL, B 1000 mg/kg RS THIBOEEERIOCHEMERBICERR

B0 (Wb p<0.05) BBIERS LTz, /i Tl FREEL 2-DT F R EHLOM T T NDHEEEER
WA BEZITROONRN 0T, FEREME (VT TN TSR EERI O TFEOEEEBLIUH

M EEIZABERBL (Tt p<0.05) 23, ¥ EE £ (p<0.05) B L UFEM E & (p<0.01) . B
(p<0.01) BEUVEPEE (B RIDH . p<0.05) DFExt E BT BE/REMAFEDLNT,

[EE AR T RROMRZE TiL, BED 1000 mg/kg BEHETHBLURIF (ERDA) DM ERIZE
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BB (b p0.05) ASFRO DALz, FERELME (V77 M) Tik. Ll (p<0.01) . FFli (9<0.05)
BILOE N (p<0.05) DEEEIZH BREMITEDOLNI,
10) FIFRFT R (Table 31~Table 32, Appendix 31~Appendix 32)

OrEDR 5 AR T e BB

AT B AEIE DK IERRAY 1000 mg/kg HEHED 2 IO LN, Fo, AREED 1 FICIXATSLRR
JORED/ NP BIEINT,

OQHEDEIE R T HEER 5

STRREEFRS L 0N 1000 mg/kg REFICRFIIRDOLNN 5T,
QmikE DT B IR T BRI (FE 5 BEIR)

il B FEAR D A BERE DY 1000 mg/kg #EHED 3 FlIZFRHHNIZ,

MRE AR D B A S 1000 mg/kg TEFHED 1 HIZ, 7B REBIZMaMER 5 BEEIC 2 4,
62.5 mg/kg #HHEIZ 1 41, 250 mg/kg 12 1 B TEESNI,

@IEATECME (7T NEE) DR 5 BRI T B B A5

AT B RS A BEREAS 1000 me/kg REFED 1 HTFRDBIIZ,
OFEAZELME (V-7 7 NE) D EIE HARIHE T R B

STHRFEIS LT 1000 mg/kg B EGHICEREIIROLI 2T,

11) FRERARARFHRZ (Table 33~Table 34, Appendix 33~Appendix 34)
O DR 5 AT ke BRI

FUREAFIC, 1000 mg/kg FEHED 2 FICH ICHIRMET RO LN, 2055 1 FICITIREEE
BFEEITRDLNR D 0T,

BT, ATBEHIRE A BB I OHEE T RIS EREDKIES 1000 mg/kg HEFHD 1 HIGHIHREF
DFEGNBERS I, 3HRRED 2 100 IR BRI T MR M A B AR s

AR R, ZNRISEREASH BRI 3 B3 T0 1000 me/kg G- 4 B, FINRE BEICATHIARD
RERALASTRREIC & 1 B, ZNENBIESNIZDNRREICEIT e o7, F72, 1000 mg/kg HE5-HETIL
FRIBMEDEESE, fEFMEMBENRE 1| FHIEEINZS, WTNLIKBRENLBEOE(LThHoT, £
DA, STRREED 1 B TIEFIARAE BHEC Y S ERRE AB R S T,

PRI T, BNV E MG LU EARILEN R LV 1000 mg/ke R EHOEHITBIES
NS, MR OREICITZT 5T,

R CIY ., RE IR R RS 230 BRI 4 B L TN 1000 me/kg H5-FHIC 3 ), REAHER
HHDVIILEEENICAE T MR ERICE | PIBEIN-0, MM OREICEII 2D 0T, TOM,
1000 mg/kg #¥5HED 1 FIHFERME/MED, XtBREED 1 BIORBICGEILEN . TN EThBEIH
TN ZBERETHoT,

DB TIX, BBISUFH OB/ L3 H AR L1 1000 mg/kg B E-FEIZE 1 BlIEIEINTZH3,
R ORI 278 5Tz,

RISLARCIL, FIRRIH/ N LA R Lo RERD 1 %8 FEICY Y BRIZEH S BREAC 1 4]
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LT 1000 mg/kg I& 2 FIBIEINTH, MEEEORBREIZE T 2Tz,

Fo, MRBETITTHRREE )R ERES, FRC R ARER, Il iakimpo
ERD, BHRHBREOEENBEINT:,

ZF DO FREXNRET BRI, REARENE LB RSN ol
QLMD EHIMH TR (HE 5 AHR)

FIRRERIZ ., P RREED 2 f1, 62.5 mg/kg B 5H£D 1 6, 300 mg/kg #5-ED 14, 1000 mg/kg &
EE#0D 4 FloBIZPRMETRAROLN, 1000 me/ke TEFHED 3 HCITFmBERFNEL
FEEEN2D T,

BT BB ICREMEDULAD K REE, 62.5 mg/kg HEFBLV 1000 me/kg HEEIC, Th
i1 6, BIEIBOILR KRB L 250 mg/kg T SHDOK 1 FNTBEINZL, WTFhbI]
BEDIEACTH 0T, Fo, BEED 1 HICTIIR1TE MIEE A BB L OREE FIKENBIESNT,

PR CI. RSN E MR, RRBMEDEFEATREER LN 1000 mg/kg B EBOTNENA 1 6, /)
POZEREDS T REEIC 1 BIISLTN 1000 mg/kg RE-FHIC 2 FIBIERINZN, WFNLIKBRERENLT
HoTo, MREETIL, FINREREMEDITMIROIEI LA 1 BlicBlEINnTz,

JRig T, SIS EML BB I OB B ARILED X REERB LT 1000 mg/ke HBEHDO MBS
Nihs, MBI ORBREICIIZET T,

BTl BB ISR B FRARE D35t BREEIZ 2 38T 1000 mg/kg H5-EEZ 1 i, FE YV
NERBEPTBEOS 1 BlC, REREAMCHEEILES R 1 4 LBEBCHEEILED
1000 mg/kg EEIZ 1 fl, TN ENEEINTD, BEICIZEIT 2 ol, o, XREETII A
B ROIRPBIES N,

FERE I, REIERE A B AR 1000 mg/kg #HEBED | FUCBERESNTZN, T<RER
B ThH-oT,

LTI, D EF DM/ RS FREE CIT O EFRRIZ, 1000 mg/kg W EBE TIIELEILE
1 BIBEINT P REIITZIT R o1,

BT, MRS IR OB T RE B LU 1000 mg/kg B5-BCK 2 BlIBLESNZ, RE
WZEIX 8o Tz,

B ARRHEDZEMEDS 6 FREE RS LU0 1000 mg/kg R 5HEDA 1 Flic, KEEB BB M TS
BOE 2 HIC, TN ENBESNTIREINIET 2T,

SRRBE T, TEREICTMN BERS ., FRIRICAEZAERD, INRICINREBRIEESN,

ERUSNOMBFRERRERE AT, REARFEOE TR ES N o7,
OFEAIERME (V77 Mk O e 5 T e B R4

FIFRERIZ, 1000 mg/kg FE5HED 1 HIIZBICARMET ROBOONIZH, WEARFHEIT
DONRD T,

BRI CIE, /NP ZFIEDS iR BAIC 4 B3 KT8 1000 meg/ke FEFET 5 BIBIERS 2N, BRI D2
BT ed o7z,

20



REREF R-12-016

BRI, BRI AR B SR AR 36 BB RS X 1N 1000 mg/kg W E-REICEK 1 FlBIEEEN=28, 2B
B\ EIT IR o T, SHREED 1 FIOAIERICIEILE N BESN T,

Pl i, B E MR B L UB A BRILEN AR L O 1000 mg/kg BESEHOLHNBERS
NH3, MEEMOREIIIEI eh ol

BT, MARICIRIRMRAS DEFED R BRBEIC 1 4], 1000 mg/kg B E-REIC 3 BIBERENT-AS, S
BIUORBREIZET 2hoTz, F2, 1000 mg/kg B 5D 2 FlIZ<BEO/NAZEENR RSN,

TERATIE, I EBEEOSRTREEC 1 FlILT 1000 mg/kg FEEEC 3 6], BRI TIZAREZ A
BV RTRAEIZ 2 HlIBLT 1000 mg/kg HEFHZ 1 ], T ZNBEINN, BERBIOREIC
E3 7oz,

xtBREECIE, DIRO A LB OIHICEME/BRHELD, FE CHREENHE CHLFENEDOILIR
BEINT,

ERUAN OB FERESRBE MR, REARENE LB RSN 2 oT,

2. HLFERES]

DHESHBIOVOARELRREE (Table 35~Table 36, Appendix 35~Appendix 36)

XTEREED 141, 62.5 mg/kg WEEED 1 HlIBL VN 250 mg/kg B EEED 2 B Tid, #5-FA% I
B} 4~5 BORICEFLRLRY, T 5% O AR IFER B B3R REHCHEL T 250 mg/ke
BHETHEIZER (p<0.01) L7z, LAl 1000 mg/kg B5-F T3 5 HAR IR EINE LI EWIX

AN Y AR A ISy e

REDFER ., SR 1 (@MW ES F01005) Z RS TOEBMICBNTREIERIN, ZBET
D BEBIOEDEDFRIEEIFUC KT BEEL 2-DT FREHLOMICAEBZIIRDLNR) T,

¥z, RELZETOEY THRSER SN, KRERBLOMREBICRIREL 2-DT &R 5HLED
FICA B EITRDONeh o7,

2) HERBLOYEIRAM (Table 37, Appendix 37)

HE SR 3 X OHIR BRI X BRBEL 2-DT £ 5BEL ORIICH BAIIRH LN,

3) B L OB IRRE (Table 37, Appendix 37)

L TOEIREMITINR 21~23 BICHEL, DR EBIUEETREICAREIIRDONh o7,
4) ERE . BERBBLOEKEE (Table 37, Appendix 37)

B, BEREB LB R RICHBEL 2-DT KR EHLOMICEEZIIROONRD T,

3. HAIR

1)4&7F (Table 37, Appendix 37)
St AIRHER, HAR HAREAERBIOMITII X REEE 2-DT £ EHEOMICER

ZIIRODNRDT,
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2)fK£E (Table 38, Appendix 38)

E 0 BLY 4 BICBIDHARDEERICHREEL 2-DT {FREFLOMICEEETIR DO
Molz,
3) K4 R BZS (Table 39~Table 40, Appendix 39)

CRBKBEELSHERGHICRDLN, 250 mg/keg B EFHD 1§ (EHE 5 F03032) T

E 1 BT 16 BIOFETIRPBEINZD, BEO—REICEFIIRD LN o7, -, BT IR
WZid, B ORI IVETER AR R T- LHRIND IR (REAR) | 2V IR REPESRH B
FARIZ RO NER B BB TERD ST REE TN, FIRB P RE Th o7 T RICIIAN R FHITEIE
ST, NESREBRENTE CTHHIET RIC O W THNEREICEFIIEDb 2ol

WE 4 HOMAERIBROBER., fRBELEOEREFHOEFRIINRFVBLONMB/ERE
gD T,

EE

WERET RO ZRELRT (2 BREDIBLOREHIM F | 2O ONCHECIEABEC & T %2 @ TR 42 B .
B CIIEIR AR B L CEESHEE 4 BEOIC 41~55 AR, JERELRE (V7 T M 8E) Tl
[FARDOEARMINT 2-decyltetradecanol (2-DT) Z#E A 5L, MEHET v MO T2 K ER G F R L OEIE
PE, BN ATER A BRI OF A RORFICRIETEEBIC OV TR,

. BEw

EHREICIBVT, 1000 mg/kg HEFHDHE TR BB LIz, LivL., £ DREZENTHY,
—RRIREE, BEAZMERBIEL B REHEBRIEICIT 2-DT #EICLBEEILNAEMITBRESN T,
ISR FEREICB O TOMB I UL EHRICEFITRO LN TVRNIEND, 2-DT MR FIC
BEE RIZUTOARIREMITZR W EHIBT LT,

1000 mg/kg #&5-FEOIEAEIMETIL, FEHIATE OMERICIVARTIRHAE D 0t AL LLER U TR
B Uz, MEEIEEOM, Blig, 7EEEICEEBALNED, BBLUOBREEOE(MITENTHY,
INLDEEOREMABFRECHERIIAZIN T, FEEREOE (L MASICER LI ELLE
Z bz, £, 1000 mg/kg BEEEDORBETIIRISNREEDHEIMN AN, = 2 FRICEHELZF
BARBR Thy Ty MZEET BB LR (6 3RBR. Bii=44 L) OE R (EEEDOFHEL
2SD: 580.5+265.4 mg. B /ME~ & KME :303.9~880.5 mg; fAxI EEDFHHE+2SD: 1.172%
0.584 mg, Fx/IME~HKIE:0.632~1.800 mg/g) LLLBT 5L, 1000 mg/kg GHEDEE 7 5 2 Bl
RIS AREEE(913.1, 956.4 me)id T RAIVENICHEELZRL, 2055 1 FIDFEER(1.819 meg/g)
IIERERENC ERBST, UL, ZOREIXI<OTNTHY, FHFVD 5 FllEFERERIOHETER
EHICE R T —ZHEN ThHoTz, T, FEEBRFRE CIIRBIIBEINRD -T2 b, BisLER
EEOEIMIBREORELTHIRRMER FOFETII RV LML,
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MIRAEICFHRRE TiL, HED 250mg/kg LA DT 5-FT LDH &N L& Uz, LDH 13T, Bk
F ORI LIS FTET B0, FFEER R T 5 y -GTP, AST 8L ALT JEHEICEbIZ L, FF
BB LB OFREBRFREIZBV TS 2-DT | 5ICEBEEZ LN EMITRDON2 D T,

FRAGAEITIBUNT, 1000 mg/kg HG-REOHE | BICHE MR, FEEOIEREM CIIRERLIOR
HEMEPEM OB PR DN, —RANCHUKENBDO LIZBE . REOHAD LELICR P EMR
HIRENEMNTL0, ARR CITEMEREDOHEMITALN TR, Fi2, AR CIXRPEMRYE
PR B O BELTNBZEND | BUKBOFEETIZRK 2-DT NBIROSEERIc 282 RIE 1L
EZ b, LDH {EMD ERITBEEICER L BB 2 b7, BIROFREEMSERE TIX 2-
DT 52 LDLB X ONAEITRD bIehoT,

MRFRETIL, FED 250 mg/kg ML EDOHEEET PT BIEEL, APTT bERMBERERLIZZEDD,
2-DT AMIREEERICHE L RITTLE L LN, TOM, 551kl T ARG ELOESHBRDLN
7o, BILERBUCE DB HoNRNZE AREKFRRE(LTIIZRNIEND, HRME R 5 DORET
IR U, F7, FERSELMECIE MCV BX N MCH OF BB 05580 bz, FRiEkEk., m
BREBLIUONTM Uy MEIZELBHONRNZ &0, R E R 5 O E TRV EHIET L,

FEHARHIZ 1000 mg/kg HEHOHER I OFEAEME TEREEDHEMAE 1 B HbIIZ, —FF
BB TH DT | R E R 5L DB TIT W EHIBTL 72,

Z O, HERELHIZ —ARIREE, SEMARERBIE . FEHY ., B REDE. JIRBLUREMAR TR
EIZ 2-DT BEHITLAEE X ONAEIIRO LN -T2,

2. HHOEIE M

14 BEOEEHARME . BBREEFICER$5:EZ 2005 LDH {&MED LR MHEAH 1000 me/kg 5
HOBTRO LN, Fo, AEFRETIE PT IMERERZRL ATPP OERIBIEINT, —F5 . Rk
BT, HEHBICALNIZEILITMRELHITRO LN o7, Lo T HBRWER 5 ICLDEEZD
NAEAIIEE R % LEAICEERLRD o0, FE R TRL LU CE(LOREREEILRoT
WAZEND, EIfEME R TETHDEEZ DN,

Z DA, 1000 mg/kg W EBEDHETHERDORA DS, FERBEMETIL A/G thd E&F DE. Ik L
VDEREEOHEMBBEINSR, K. DIE. il L OBBIOREAREN R ENERESN:
Dot BN EHF I RFDO B I A LN ST LD BRRAREEE 2 DI,

3. AFERABTMERIOHAER

*TRREE, 62.5 LN 250 mg/kg B EFE T, B EBIBBZOMEEEN 4~5 BORIZEIFLRIDE)
W HbI, Fie, B 5-BIE%OFERAFEIF B DY 250 mg/kg BEHTHRIZERLZ, Lk,
1000 mg/kg 58 TIXHBEFABRITERASNE(LLI-BDIZA LT R THOHER SR ERL
RWEBNRHONTZZEND, 2-DT 1M E I BT RITIRVEHIWT U, ATELRUR. HEER, iR
B, BN, B BERER L OB RRIIERDE R 5 I LDH BTN 0T,
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HAERDOAEFHEBIMEEICKRWEREOZETIHONT | ECRITIIANRFH B IO
BEREIIEEBIN o7, F-.HF 4 BOHARIIBROBR., ARGFHEBLONTEE REI3E
BN holn,

4. EHEMEE

VI EDRERD D RRBREM TIZEITD 2-decyltetradecanol DEENMICKTT DR E R 5 HFMEDE
FHEEIT, HECIXERBI O MREEE R ~DEEN 250 mg/kg UL EOBREFHETRDLNIZIEND
62.5 mg/kg/day., M TIZBEA~DFEN 1000 mg/kg HEFETHOLNIZZ LD 250 mg/kg/day &Kt
Uiz, AR AZMEOEZESEBEBIORHERIZICTTESEERIL, WTIORSHICHIERYE
B G LB EIHLNIRD -T2 Z8H5 1000 mg/kg/day &% 2 BTz,

SE XM

1) 2-Decyltetradecanol DF v’ AWARIE®R 5B - AR AT R (FiHRER)
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Annex A

Certificate of Analysis

Product Name

Product Number
Product Brand
CAS Number
Molecular Formula
Melecular Weight

TEST

APPEARANCE

INFRARED SPECTRUM
PROTUN NMR SFECTRUM
GAS LIQUID
CHROMATOGRAPHY
QUALITY CONTROL
ACCEPTANCE DATE

I o oot
Quality Control
Mitwaukes. Wisconsin USA

2-Decyl- 1 -tetradacanol,
2T

464503

ALDRICH

B .

CH3{CH21CH(CH2)aC HafCHZOH
354 65

LOT 08403DOV RESULTS
VISCOUS COLORLESS LIQUID
CONFORMS TO STRUCTURE.
CONFORMS TO STRUCTURE.
PB4 %

APRIL 2001
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Annex B
ZEMERBRER HBES | R-12-016
# B M B : 2-Decyltetradecanol FRUER B 20124511 A 21 H
o v b F B : 08403DOV REFA A A 2012511821 H GRRER)
# RNy e = R B 20124511 H29H (FA%U#%8R)
R Sl R Wt
A B
T ot BEWE 4 ¥ oY okt P g EnoxY | mEs
(mg/mL) E5 (mg/mL) %) (%) 5 (mg/mL) (%) (%) %)
15.625 1 16.54 105.9 102.9 7 15.57 99.6 102.0 96.9
2 16.25 104.0 101.1 8 15.61 99.9 102.2 97.1
3 15.43 98.8 96.0 9 14.65 93.8 95.9 91.2
1) 16.07 102.9 A 15.27 97.8 95.1
250 4 248.3 99.3 102.8 10 247.5 99.0 105.9 102.5
5 239.9 96.0 99.3 11 223.1 89.2 95.5 92.4
6 236.5 94.6 97.9 12 230.5 92.2 98.6 95.4
S 241.5 96.6 ) 233.7 93.5 96.8

a) B RERORERE, FRRE X100 b)  BHEROAERE SEROETAERE X100 o) FRERFORIE R,/ FIE ORI ELRE X100

BT M MW B E (PR TR 1)

Z BRI R GARER B L ORREHAR) OIS EBPZNENABRED0.0~110.0%, £z, FREMEDITLS>EN TN LN TFEIE
90.0~110.0% LA THY, 7>, F[E] (FABIE ) DRIEFIMEI T 55 RE BB OREED L FRFE) DFEEH90.0%58L L5277 TH]
Mz &k S RIEOHDHMET D,
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Annex C
| #mEs R-12 - 016
2B R BRE R
W2 Bk M 'E : 2-Decyltetradecanol FAMERH ; 2012€E12H3H
S : 08403DOV HIEEHA A : 20124E12H 3H
ii-8 ® : hyEnalin
FRUEEE | RERE | TRERE &8 T2 0%
Span = :FtSEE
K S (A) (B) (o) B/A X100 B/C X 100
(mg/mL) (mg/mL) (mg/mL) (%) (%) (%)
1 15.625 15.86 15.82 101.5 101.3 100.3
2 15.98 102.3 101.0
3 15.62 100.0 98.7
4 62.5 63.82 62.82 102.1 100.5 101.6
5 63.28 101.2 100.7
6 61.36 98.2 97.7
7 250 250.6 247.1 100.2 98.9 101.4
8 258.9 103.6 104.8
9 231.9 92.8 93.8

P =) \I.;

EHEEPFARIEE D90.0~110.0%, £z, FBRIEHEDIXL2ENBENENTFHMEDI0.0~110.0%LAH

&9,
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 1-1. General conditions of male rats

Group Number of males Days of administration
and general conditions 1 2 3 4 B 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Conlrol (vehicle: corn oil) Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 02 12 12 12 12 12 12 12 12 12 12 12 12 12 1212 12 12 12 12 12 12 12 12 12 12 12 12 12
General appearance, No ab 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 62.5 mg/kg Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 §2 12 12 12 12 12 12 12 12 12 12712 12 12 §2 12 12 12 12 12 12 12 12 12 12 12 12 12
General appearance, No ab 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 250 mg/kg Number of males 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
General appearance, No ab 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 1000 mp/kg Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 32 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
General No at 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 52 12 12 12 12 12 12 12 12 12 82 12 12 32 12 12 12 12 12 12 12 12
Pre: Before Post: after
Group Number of males Days of
and general conditions 26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre
Control (vehicle: corn oil) Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 7
General No 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 7
2-DT 62.5 mgkg Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
General No 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 250 mg/kg Number ol males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 912 12 12
General app No 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 1000 mg/kg Number of males 1202 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 7
General appearance, Noabnommality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 §2 12 2 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 7
Post: after istrati

Pre: Belore
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 1-2. General conditions of male rats at the recovery period

Group Number of males Days of recovery period
and general conditions 1 2 3 4 S 6 7 & 9 10 11 12 13 14 15
Control (vehicle: corn oil) Number of males s 5 5 5 5 5 5 5 5 5 5 5 5
General appearance, Noabnormality 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
2-DT 1000 mg/kg Number of males s § 5 5 5 S5 5 5 5 5 5 5 5 5 5
General appearance, Noabnormality 5 5 S5 5 § 5 5§ 5§ 5 s 5 5 5 5 §
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 2-1. General conditions of female rats

HERE B R-12-016

Group Number of females Days of administration
and general conditions 1 2 3 4 5 6 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control (vehicle: com oil) Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 8 & 6 6 4 4 1 1 1 1 t 1 1 1 1 1 1 1 1 1
General appearance, Noabnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 8 8 6 6 4 4 1 1 1 1 1 1 1 1 1 1 1 1 1 1
2.DT 62.5 mg/kg Number of femates 1212 12 12 12 12 12 42 12 12 12 §2 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 9 9 4 4 1 1 0 0 ¢ ¢ 0 0 O 0 0 0 0 0 0 0
General appearance, No 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 9 9 4 4 1 1 0 0 0 0 ¢ 0 0 0 0 0 0 ¢ 0 0
2-DT 250 mg/kg Number of females 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 §2 12 12 12 12 12 12 12 12 12 1212 % ¢ 7 7 2 2 1 )} 1 1 1 1 1 1 1 1 1 1 1 1
General No 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 §2 12 12 12 12 12 12 12 9 9 7 7 2 2 1} 1 1 1 1 1 1 1 1 1 1 1 1 1
2-DT 1000 mg/kg Number of females 12 42 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 2 12 12 12 12 12 7 7 3 3 2 2 ¢ 0 0 O O O O O O O O O O O
General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 2 12 12 12 12 12 12 1 12 12 12 7 7 3 3 2 2 0 0 0 0O 0 o 0 6 0 0 0 o o ¢
Pre: Before admini Post: after administrati
Group Number of females Days of admini:
and general conditions 26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43 45 46 47 48 49 50

Pr¢ Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre_Post Pre Post

Number of females
General appearance, No ity

Control {vehicle: com oil)

Tt 1

1

[

1

1

1

1

1 1

1

11

1

11

1
11 1
¢ 0 0
0 0 ¢

© o|= —

1
|
0
0

[}
1
0
0

1 1 1 { 1 1 1 1 1 1 1 1 1 1 1 1 | 1 1 1 [} 1 1 1 1 1 1 1 1 1 1 i 1 1 1 1 | [} 1 1 1 1 1 |
2-DT 250 mg/kg Number of females [ ] Lttt 1 0o 0 0 0 0 o 0 0 0 0 0 O 0 0 0 0 O ¢ 0 0 0 0 0 0 © 0 ¢ ¢ 0 0 0 0 0 0 ¢ 0 0 O
General appearance, No 1 1 1 { L I 0 o 0 0 0 0 0 0 0o o0 0 o 0 0 0 0 o ¢ ¢ ¢ 0 0 0 0 O 0 0 0 0 0 0 O 0 0 0 0 0 O
Pre: Before Post: after i
Group Number of females Days of administration

and general conditions 51 52 53
Pre Post Pre Post Pre
Control (vehicle: com oil) Number of females 1 1 1 1 1
General Noat 1 11 1 1 1
Pre: Before Post: after
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 2-2. General conditions of female rats, satellite group

Group Number of females Days of administration
and general conditions 1 2 3 4 s 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control (vehicle: corn oil} Number of females 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 16 10 10 10 10 10 10 10 10
General appearance, No ab lity 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10
2-DT 1000 mg/kg Number of females 10 10 10 10 10 16 10 10 10 10 10 10 10 10 10 0 10 J0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 50 10 10 10 10 10 10 10 10 10 10 10

General appearance, No abnormality 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 16 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10
Pre: Before inistration, Post: after inistrati

Group Number of females Days of admini:
and general conditions 26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre
Control (vehicle: com oil) Number of females 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 5
General app No abnormali 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 5
2-DT 1000 mg/kg Number of females 10 10 10 10 10 10 10 10 10 10 10 10 10 §0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 5
General app No at i 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 5
Pre: Before admini: Post: after i
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 2-3. General conditions of female rats at the recovery period

Group Number of females Days of recovery period
and general conditions 1 2 3 4 5 6 7 8% 9 10 11 12 13 14 15
Control (vehicle: corn oil) Number of females 5 § s s s 5 5 5 5 5 5 5 5 5 5
General appearance, Noabnormality 5 S 5 5 5 5 5 5 5 5 5§ 5 5 5 5
2-DT 1000 mg/kg Number of females 5 § 5 5 5 5 5 5 5 5 5 5 5 5 5
General appearance, Noabnormality 5 5 S 5 S5 5 5 5 5 5 5 5§ 5 5 5
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 3. General conditions in dams during pregnancy

Group Number of females Days of pregnancy
and general conditions 0 1 2 3 4 5 6 7 8 9 10 11 12 13
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control (vehicle: corn oil) Number of females 1 o111 11 1111 11 1 o1r 11 o1 o1 1r 11 11 11 1111 11 11 11111111
General appearance, No abnormality 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 It %1 11 11 11 11 1t 11 11 11 11 11
2-DT 62.5 mg/kg Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 250 mg/kg Number of females 12 12 12 12 '12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
2-DT 1000 mg/kg Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: after administration.

Group Number of females Days of pregnancy
and general conditions 14 15 16 17 18 19 20 21 22
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control (vehicle: com oil) Number of females 1 11 11 11 11 11 1r 1111 oI1r 1 1111 11 11 4 4
General appearance, No abnormality 11 11 11 11 11 11 11 11 11 11 11 11 I1 11 it 11 4 4
2-DT 62.5 mg/kg Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 5 5
General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 5 5
2-DT 250 mg/kg Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 4 4
General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 4 4
2-DT 1000 mg/kg Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 3 3
General appearance, No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 3 3

Pre: Before administration, Post: after administration,
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 4. General conditions in dams during lactation

Group Number of females
and general conditions

Days of lactation

0

1

2

3

4

5

Pre Post Pre Post Pre Post Pre Post Pre Post Pre

Control (vehicle: corn oil) Number of females 8 g§ 11 11 11 11 11 11 11 11 1t
General appearance, No abnormality 8 g 11 11 11 11 11 11 11 11 11
2-DT 62.5 mgkg Number of females 9 9 12 12 12 12 12 12 12 12 12
General appearance, No abnormality 9 9 12 12 12 12 12 12 12 12 12
2-DT 250 mgkg Number of females 9 9 12 12 12 12 12 12 12 12 12
General appearance, No abnormality 9 9 12 12 12 12 12 12 12 12 12
2-DT 1000 mgkg Number of females g & 12 12 12 12 12 12 12 12 12
General appearance, No abnormality 8 8 12 12 12 12 12 12 12 12 12

Pre: Before administration, Post: after administration.

34

REREE R-12-016



RERE 5 R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 5. Detailed clinical observations of male rats

Initial number

Findings Group of Pre-treatment Days of treatment Days of recovery a

animals 8 15 24 30 36 42 7 14

[Stereotypy] Control (vehicle: corn oil) 12 0P 0 0 0 0 0 0 0 0
Rearing 2-DT 62.5 mg/kg 12 0 0 1 0 0 0 0
2-DT 250 mg/kg 12 0 0 0 0 0 0 0

2-DT 1000 mg/kg 12 0 0 0 0 0 0 0 0 0

[Touch response] Control (vehicle: corn oil) 12 0 b 0 0 0 0 0 0 0 0
Hypersensitivity (slight) 2-DT 62.5 mg/kg 12 0 1 0 0 0 0 0
2-DT 250 mg/kg 12 0 0 0 0 0 0

2-DT 1000 mg/kg 12 0 0 0 0 0 0 0 0

[Urination] Control (vehicle: corn oil) 12 2 ¢ 0 0 1 1 2 0 0 0
(frequency/30sec) 2-DT 62.5 mg/kg 12 2 1 3 1 3 4 0
2-DT 250 mg/kg 12 1 2 0 0 1 2 1

2-DT 1000 mg/kg 12 2 0 1 1 0 5 0 0 0

[Defecation] Control (vehicle: corn oil) 12 2¢ 0 0 0 0 0 0 0 0
(frequency/30sec) 2-DT 62.5 mg/kg 12 1 0 0 0 0 0 0
2-DT 250 mg/kg 12 1 0 0 0 0 0 0

2-DT 1000 mg/kg 12 2 0 0 0 0 0 0 0 0

*The recovery test was performed in 5 animals for each of the 0 and 1000 mg/kg groups.

® Values represent number of animals with the findings.
© Values represent total score of each group.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 6-1. Detailed clinical observations of female rats

ABRE S R-12-016

Initial number
Findings Group of Pre-treatment Days of treatment The lactation period
animals 8 15 24 30 36 42 49

{Stereotypy] Control (vehicle: com oil) 12 0? 0 0 0 0 0 0 M 0o m 0 an
Rearing 2-DT 62.5 mg/kg 12 0 0 0 0 0 0 0
2-DT 250 mg/kg 12 0 0 0 0 0 0 (Y] (U] 0
2-DT 1000 mg/kg 12 1 0 0 0 0 0 0

[Touch response] Control (vehicle: com oil) 12 0? 0 0 0 0 0 0 ) 0 0 an
Hypersensitivity, slight 2-DT 62.5 mg/kg 12 0 0 0 0 0 0 0
2-DT 250 me/kg 12 0 1 0 0 0 0 0 ) 0 M 0
2-DT 1000 mg/kg 12 0 0 0 0 0 0 0

{Urination] Control (vehicle: com oil) 12 1 b 0 0 0 0 0 0 M 0 () 0 (1)
(frequency/30sec) 2-DT 62.5 mg/kg 12 0 0 0 0 0 0 0
2-DT 250 mg/kg 12 0 0 0 1 0 0 0 M [ ()] 0
2-DT 1000 me/kg 12 1 1 0 0 0 0 1

[Defecation] Control (vehicle: com oil) 12 0 b 0 0 0 0 0 0 (I 0O 0 (1
(frequency/30sec) 2-DT 62.5 mg/kg 12 0 0 0 0 0 0 0
2-DT 250 mg/kg 12 0 0 0 0 0 0 0 () [V Q)] 0
2-DT 1000 mg/kg 12 0 0 0 0 0 0 0

* Values represent number of animals with the findings.

® Values represent total score of each group.

Figures in parenthese indicate number of animals.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 6-2. Detailed clinical observations of female rats, satellite group

Initial number

Findings Group of Pre-treatment Days of treatment Days of recovery *

animals 8 15 24 30 36 42 7 14

[Urination] Control (vehicle: corn oil) 10 0 b 1 0 0 1 2 3 0 0
(frequency/30sec)

2-DT 1000 mg/kg 10 0 0 0 0 0 0 0 0 0

[Defecation] Control (vehicle: corn oil) 10 0 b 0 0 0 1 0 1 0 0
(frequency/30sec)

2-DT 1000 mg/kg 10 0 0 0 0 0 0 0 0 0

® The recovery test was performed in 5 animals for each of the 0 and 1000 mg/kg groups.
® Values represent total score of each group.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 7-1. Body weights of male rats

RERE 5 R-12-016

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of males 12 12 12 12

Days of administration
1 4095 = 16.0 406.6 £ 172 4089 + 153 408.1 £ 12.5
4 4210 = 17.1 4225 + 19.7 421.0 = 16.2 4236 £ 153
7 4334 += 184 431.0 £ 225 4352 £ 176 4320 £ 23.1
14 4529 £ 29.9 4540 + 27.0 4523 = 20.7 456.7 = 20.5
21 4759 + 286 4780 + 27.3 479.5 + 18.0 479.8 + 19.9
28 4966 + 339 502.2 £ 307 503.3 = 18.0 5054 + 23.0
35 5238 = 35.6 5209 + 322 5240 £ 225 528.6 £ 249
42 5344 = 34.1 5298 + 34.0 5374 = 29.3 5363 + 28.2

Each value shows mean (g) £ S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 7-2. Body weights of male rats at the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Number of males 5 5

Days of recovery period
1 521.8 £ 20.1 5472 £ 270
7 5283 = 244 556.5 + 282
14 5295 + 26.9 561.1 = 30.9

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 8-1. Body weights of female rats

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of females 12 12 12 12

Days of administration
1 2455 + 119 2456 = 10.6 2480 + 9.2 2459 £ 9.1
4 2510 = 154 246.6 = 10.0 2523 + 11.6 253.2 + 11.7
7 256.6 = 147 251.1 £ 11.0 2575 + 92 2586 = 132
14 266.6 + 23.4 260.0 £ 14.1 2703 + 2.1 2710 £ 13.6

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 8-2. Body weights of female rats, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Number of females 10 10

Days of administration
1 246.1 + 132 2419 + 125
4 252.0 = 144 251.5 = 135
7 259.7 + 162 2548 + 145
14 271.0 + 207 2653 £ 165
21 2848 + 240 278.0 =+ 199
28 293.0 + 262 289.4 + 223
35 3020 + 275 295.9 £+ 226
42 308.6 + 26.8 2972 + 2438

Each value shows mean (g) = S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 8-3. Body weights of female rats at the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Number of females 5 5

Days of recovery period
1 2923 + 217 3119 £ 233
7 3007 = 21.8 3189 £ 231
14 3056 = 234 3182 £ 315

Each value shows mean (g) = S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 9. Body weights of dams during pregnancy

Group Control (vehicle: com oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of dams 11 12 12 12
Days of pregnancy
0 275.1 + 21.6 268.8 + 18.6 280.0 + 13.7 275.6 + 13.7
7 310.8 + 18.5 308.9 + 19.1 3152 = 11.6 311.8 £ 16.8
14 348.0 + 17.7 349.6 £ 23.5 3544 + 14.6 3475 £ 18.8
20 428.5 + 20.9 433.9 + 31.0 438.5 + 22.2 431.7 + 33.1

Each value shows mean + S.D. (g).
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Table 10. Body weights of dams during lactation

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of dams 11 12 12 12
Days of lactation
0 323.1 + 27.8 333.5 +£ 223 ' 336.8 + 16.7 3299 + 26.5
4 3394 + 21.6 344.0 + 20.2 3485 = 12.1 3416 + 11.2
Each value shows mean + S.D. (g).

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 11-1. Food consumption of male rats

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of males 12 12 12 12

Days of administration
1 27.1 £ 20 278 + 3.1 29.0 £ 3.1 286 £ 4.4
7 265 £ 21 244 + 26 274 = 2.7 273 £ 2.7
14 242 = 22 238 £ 25 250 £ 3.0 266 £ 2.0
29 26.1 £ 23 239 £ 23 266 £ 24 291 £ 33 %
35 245 = 24 237 £ 26 243 + 23 260 £ 26
41 256 = 34 227 + 54 248 + 47 252 £ 56

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Table 11-2. Food consumption of male rats at the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Number of males 5 5
Days of recovery period
6 285 + 24 294 + 1.8
12 276 + 3.3 287 = 2.2
Each value shows mean (g) + S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 12-1. Food consumption of female rats

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of females 12 12 12 12

Days of administration
1 18.1 =+ 19 165 + 3.2 165 =+ 3.5 196 £ 2.7
7 180 £ 3.5 168 + 3.5 174 = 33 190 £ 3.2
14 172 £ 29 176 £ 22 18.1 = 22 193 = 3.1

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 12-2. Food consumption of female rats, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Number of females 10 10
Days of administration
1 190 = 23 164 = 49
7 190 + 25 209 + 1.8
14 189 + 25 184 =+ 3.0
21 198 + 3.0 199 =+ 29
29 19.1 £ 2.6 18.1 = 25
35 164 £+ 2.6 198 £ 2.4 **
41 184 =+ 2.1 177 £ 22

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Table 12-3. Food consumption of female rats at the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Number of females 5 5
Days of recovery period
6 19.7 £ 07 203 + 4.1
12 194 + 30 219 + 26
Each value shows mean (g) + S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 13. Food consumption in dams during pregnancy

REREF R-12-016

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of dams 11 12 12 12
Days of pregnancy
0 185+ 1.6 202 + 24 188 + 3.6 207 £ 39
7 243 + 1.9 249 + 21 245 + 36 243 + 23
14 234 + 22 247 + 3.1 246 + 2.8 250 = 2.2
20 208 + 3.9 216 + 1.9 21.1 £+ 3.5 21.5 & 6.7

Each value shows mean + S.D. (g).
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Table 14. Food consumption in dams during lactation

Group Control (vehicle: com oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of dams 11 12 12 12
Days of lactation

3 385 £72 42,5 £ 6.0 40.3 + 8.0 421 £57
Each value shows mean + S.D. (g).

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 15. Functional findings of male rats at the last week of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Male
Number of animals 5 5 5 5
Righting reflex 100 100 100 100
Visual placing 100 100 100 100
Pupillary reflex 100 100 100 100
Startle reaction 100 100 100 100
Preyer's reaction 100 100 100 100
Withdrawal reflex 100 100 100 100
Eyelid reflex 100 100 100 100

Values represent % of animals showing normal responses.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 16. Functional findings of female rats at the last week of the dosing period

Group Control (vehicle: com oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Female, dam
Number of animals 5 5 5 5
Righting reflex 100 100 100 100
Visual placing 100 100 100 100
Pupillary reflex 100 100 100 100
Startle reaction 100 100 100 100
Preyer’s reaction 100 100 100 100
Withdrawal reflex 100 100 100 100
Eyelid reflex 100 100 100 100

Female, satelite group

Number of animals 5 5

Righting reflex 100 100
Visual placing 100 100
Pupillary reflex 100 100
Startle reaction 100 100
Preyer’s reaction 100 100
Withdrawal reflex 100 100
Eyelid reflex 100 100

Values represent % of animals showing normal responses.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 17. Assessment of grip strength of male rats

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of males 5 5 5 5

Administration period
Forelimb 1.195 £ 0.052 1.186 £ 0.062 1.185 =+ 0.073 1.081 £ 0.050 *

Hindlimb 0.570 = 0.072 0.528 = 0.060 0.619 = 0.050 0.580 = 0.059

Recovery period
Forelimb 1.157 £ 0.045 1.159 + 0.044

Hindlimb 0.544 = 0.081 0.548 + 0.059

Each value shows mean (kg) £S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 18. Assessment of grip strength of female rats at the last week of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of females 5 5 5 5
Forelimb 1.144 £ 0.011 1.194 £ 0.059 1.204 £ 0.073 1.213 £ 0.025
Hindlimb 0.511 £ 0.054 0.443 + 0.051 0.437 + 0.038 0479 £ 0.077

Each value shows mean (kg) +S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 19. Assessment of grip strength of female rats at the last week of the dosing period, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Number of females 5 5
Forelimb 1.144 = 0.081 1.174 + 0.055
Hindlimb 0458 + 0.055 0.490 £ 0.064

Each value shows mean (kg) +S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 20. Motor activity of male rats at the last week of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of males 5 5 5 5
Ambulation (counts)
Smin 1075 + 169 1163 £ 53 1342 + 185 * 1083 = 159
10min 944 + 192 1049 = 102 1227 + 256 998 + 114
15min 875 = 135 872 = 80 1192 = 247 * 946 + 101
20min 772 = 272 856 + 167 971 = 285 886 + 162
Total 3667 + 680 . 3941 = 201 4733 + 839 * 3913 + 329
Rearing (counts)
Smin 36 £ 10 44 £ 15 43 + 11 34 = 12
10min 27 = 17 29 + 8 28 =+ 7 31 % 7
15min 26 £ 11 24 + 6 26 =+ 2 25 =+ 4
20min 22 + 17 20 = 7 18 + 6 22 + 6
Total 111 % 35 117 £ 26 116 + 11 112 + 15

Each value shows mean+S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 21. Motor activity of female rats at the last week of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of females 5 5 5 5
Ambulation (counts)
Smin 1058 £ 125 1163 + 97 1243 + 399 1056 £ 141
10min 889 + 151 857 £ 179 996 + 179 856 = 224
15min 586 = 109 646 + 278 795 + 237 687 + 89
20min 574 £ 117 572 = 377 542 £ 409 433 + 164
Total 3106 = 416 3238 + 814 3577 £+ 1131 3032 + 494
Rearing (counts)
Smin 29 % 2 42 £ 23 28 = 10 31 = 9
10min 25 % 9 18 £ 13 21 = 11 23 £ 13
15min 7 % 3 15 £ 10 11 % 9 12 = 10
20min 8 % 3 12 % 9 5 £ 6 9 £+ 14
Total 69 = 14 87 = 38 65 £ 23 75 £ 42

Each value shows mean+S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 22. Motor activity of female rats at the last week of the dosing period, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Number of females 5 5
Ambulation (counts)
Smin 1124 = 215 1197 = 80
10min 1066 + 228 1163 + 93
15min 964 + 254 1117 = 53
20min 870 + 329 1088 + 80
Total 4024 + 937 4564 + 186
Rearing (counts)
Smin 37 + 7 33 * 7
10min 34 £ 13 31 £ 13
15min 29 £ 16 28 + 9
20min 22 * 8 27 % 10
Total 122 + 36 118 = 26

Each value shows mean+S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 23-1. Urinalysis in male rats

Quality”
Number o i e o

Group of males Color Turbidity pH Protein Glucose Ketone Bilirubin Occult blood Urobilinogen
Light yellow Yellow - + 65 70 75 80 - + + 2+ - - + + - - 2+ + + 2+
Control (vehicle: com oil) 5 4 1 5 0 1 3 1 0 0o 0 4 1 S 0 2 3 5 5 0 3 1 1
2-DT 62.5 mg/kg 5 5 0 5 0 2 2 1 0 0 0 4 1 5 0 2 3 5 5 0 2 3 0
2-DT 250 mg/kg 5 3 2 5 0 2 2 1] 1 0 0 2 3 5 0 1 4 5 5 ] 2 3 0
2-DT 1000 mg/kg 5 5 0 4 1 4 1 0 0 0 0 2 3 5 0 1 4 5 4 1 1 3 1

Urinary sediments” “ o o
rine Specific i
@ Number  Redblood ~ Whiteblood _ e Epithelial e P Hectrolyte, density Blectrolyte, B volume
oup of males cells cells sts Cysta cells volume gravity (mEq/L) (mEq/24 hr)
- - - - + - (mL/24hr) Na K Cl Na K Cl

Control (vehicle: com oil) 5 5 5 5 1 4 5 18.0 1.050 90.4 1733 97.0 1.25 2.62 1.33

+84 +0.027 +65.5 +75.4 +65.4 +0.45 +0.23 +0.45

2-DT 62.5 mg/kg 5 5 5 S 1 4 5 179 1.042 67.0 158.8 76.4 1.16 278 1.33

+4.0 +0.014 +379 +49.4 +484 +0.61 +0.78 +0.77

2-DT 250 mg/kg 5 5 5 5 2 3 5 12.6 1.065 1184 2269 1359 1.42 2717 1.62

+3.9 0,015 +23.1 +32.5 +32.9 0,14 +0.42 +0.22

2-DT 1000 mg/kg 5 5 5 5 1 4 5 11.5 1.071 1274 2143 1402 1.38 2.39 1.51

+2.8 +0.022 +51.1 +52.8 +63.4 +0.50 0.54 +0.68

Significantly different fromthe control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative

Protein, -:negative; +: 10=and < 30 mg/dL; +: 30=and < 100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; +: 5<and < 10 mg/dL; +: 10=<and < 40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative; 2+: 0.20=and < 1.00 mg/dL

Urobilinogen, £: normal; +: 2.0=<and <4.0 mg/dL; 2+: 4.0=and < 8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

a), values represent as number of animals

b), values represent as mean + S.D. 60



Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 23-2. Urinalysis in male rats of the recovery period

REREE R-12-016

Number Quality”
Group of males Color Turbidity pH Protein Glucose Ketone Bilirubin  Occult blood  Urobilinogen
Light yellow - + 65 70 75 80 90 - + 2+ - + + - - + + 2+
Control (vehicle: com oil}) 5 5 5 0 0 3 1 0 1 0 3 2 0 2 3 5 5 1 3 1
2-DT 1000 mg/kg 5 5 4 1 1 1 2 1 0 1 1 3 2 0 3 5 5 2 2 1
Urinary sediments” ) o
Uri Specifi i
ron Number  Redblood  White blood Casts Crustals Epithelial lﬂneb) Pec'l 1; Electrolyte, density Electrolyte, gross volume
P of males cells cells 4 cells volume gravity (mEq/L) (mEq/24 hr)
- - - - + - + (mL/24hr) Na K Cl Na K Cl
Control (vehicle: corn oil) 5 5 5 5 0 5 5 0 16.2 1.063 91.9 203.6 116.2 1.42 3.20 1.79
+5.1 +0.015 +26.3 +35.4 +31.0 +0.35 +0.65 +0.31
2-DT 1000 mg/kg 5 5 5 S 1 4 4 1 16.6 1.065 94.5 197.7 100.6 1.47 3.21 1.66
+7.7 +0.018 +34.6 +38.1 +54.8 +0.52 +1.21 +0.82

Significantly different from the control group (*: P<0.05, **: P<0.01).
Turbidity, - negative ; +: slight

Protein, -: negative; +: 10=and <30 mg/dL; +: 30=and < 100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; +: 5=<and < 10 mg/dL; +: 10=and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal; +: 2.0 Sand <4.0 mg/dL; 2+: 4.0=and <8.0 mg/dL
Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

a), values represent as number of animals

b), values represent as mean + S.D.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 24-1. Urinalysis in female rats, satellite group

Quality”
Number T 3 e "
Group of females Color Turbidity pH Protein Glucose Ketone Bilirubin Occult blood Urobilinogen
Light yellow Yellow - 6.0 6.5 70 75 80 - + + 2+ - EY - + + - - £+ 2+
Control (vehicle: com oil) 5 4 i 5 0 2 2 1 0 I 2 1 1 5 0 3 1 I 5 5 3 1 1
2-DT 1000 mg/kg 5 2 3 5 1 2 0 1 1 0 1 1 3 3 2 1 1 3 5 5 1 301
Urinary sediments 2
Urine Specific ity b)
o Number Red blood White blood Casts st Epithelial 5 P! e Electrolyte, density Electrolyte, gross volume
up of females cells cells rystals cells volume gravity (mEq/L) (mEq/24 hr)
. - - - + - (mL/24hr) Na K Cl Na K Cl
Control (vehicle: com oil) 5 5 5 5 1 4 5 10.7 1.055 95.8 191.1 122.9 0.96 1.96 1.21
+34 +0.016 +31.0 +40.1 +44.4 +0.23 +0.31 +0.28
2-DT 1000 mg/kg 5 5 5 5 3 2 S 5.8% 1.073 107.1 192.6 91.0 0.57* 1.10* 0.57*
27 +0.020 +27.8 +199 +319 +0.18 +0.52 +0.38

Significantly different from the control group (*: P<0.05, **: P<0.01).
Turbidity, - negative

Protein, -: negative; £: 10 =< and <30 mg/dL; +: 30=<and <100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative; #: 30= and < 70 mg/dL

Ketone, -: negative; #: 5= and < 10 mg/dL; + 10=and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, #: normal ; +: 2.0=and <4.0 mg/dL; 2+: 4.0=and <8.0 mg/dL
Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +:a few

a), values represent as number of animals

b), values represent as mean £S.D.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 24-2. Urinalysis in female rats of the recovery period

Number Quality”
Group of fomales Color Turbidity pH Protein Glucose Ketone Bilirubin Occult blood  Urobilinogen
Light yellow - 6.0 6.5 7.0 7.5 80 - + - + - - + +
Control (vehicle: com oil) 5 5 5 1 0 2 2 0 2 2 5 4 5 5 3 2
2-DT 1000 mg/kg 5 5 5 0 1 2 1 1 2 2 5 4 5 5 4 1
Urinary sediments®
Urine Specific ) b)
Gro Number Red blood White blood Cast Crvstals Epithelial Hame? b Electrolyte, 7Cﬂ51ty Electrolyte, g/r;:; volume
up of females cells cells asts Tysta cells volume gravity (mEq/L) (mEq "
- - - - + - (mL/24hr) Na K Cl Na K [e]
Control (vehicle: com oil) 5 5 5 5 1 4 5 15.4 1.053 99.1 208.7 126.1 1.45 3.09 1.81
+4.6 +0.014 %230 +39.5 +37.9 +0.17 +0.49 +0.21
2-DT 1000 mg/kg 5 5 5 5 2 3 5 16.0 1.045 792 168.3 100.3 1.22 2.62 1.52
+3.6 +0.019 +31.1 +69.4 +56.8 +0.38 +0.96 +0.71

Significantly different from the control group (*: P<0.05, **: P<0.01).
Turbidity, -: negative

Protein, -: negative; +: 10=< and <30 mg/dL; +: 30=< and < 100 mg/dL
Glucose, -: negative

Ketone, -: negative; £: 5=and < 10 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, £: normal; +: 2.0<and <4.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed
Crystals and Epithelial cells, -: not observed; +: a few

a), values represent as number of animals

b), values represent as mean + S.D.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 25-1. Hematological findings of male rats at the end of the dosing period

RERE S R-12-016

Group Control (vehicle: comn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of males 5 5 5 5
RBC (X 10Yu L) 829 + 24 800 + 68 842 + 82 826 + 38
Hemoglobin (g/dL) 152 £+ 06 147 £ 12 154 + 12 149 = 0.8
Hematocrit (%) 433 + 13 422 £ 27 438 + 25 429 = 26
MCYV (fL) 522 £ 1.6 529 £ 20 523 £ 238 520 £ 1.5
MCH (pg) 183 £ 0.6 183 £ 04 183 = 0.6 181 £ 04
MCHC (g/dL) 351 £ 05 347 £ 0.8 350 £ 10 348 = 0.5
Platelet(X104/uL) 119.0 £ 13.2 1000 £ 7.9 1045 = 16.6 1023 = 179
PT (sec) 153 £ 1.1 159 + 44 217 £ 38 240 £ 2.8 **
APTT (sec) 246 + 1.8 236 = 33 279 + 33 280 + 29
WBC (X10¥ L) 102.6 + 31.4 936 + 224 878 + 146 822 + 13.1
Differental leukocyte count (%)
Neutrophil 175 £ 7.8 180 = 8.0 204 £ 33 243 £ 105
Eosinophil 1.8 + 0.9 1.5 £ 07 1.6 £ 05 1.7 £ 04
Basophil 0.1 £ 00 00 = 0.1 00 £ 00 0.0 £ 00
Monocyte 46 + 08 38 £ 13 43 £ 05 46 = 07
Lymphocyte 759 £ 86 767 £ 9.2 736 £ 39 69.3 £ 11.1
Reticulocyte count (%) 291 + 048 415 £ 281 333 = 061 359 £ 1.28

Each value shows mean+S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 25-2. Hematological findings of male rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Number of males 5 5
RBC (X10% u L) 861 + 35 840 £ 57
Hemoglobin (g/dL) 154 = 0.6 152 + 09
Hematocrit (%) 431 = 1.1 434 £ 19
MCV (fL) 501 + 1.9 51.7 = 1.9
MCH (pg) 178 = 0.5 18.1 + 04
MCHC (g/dL) 356 = 0.6 350 £ 0.7
Platelet (X 10%/ 1 L) 1146 + 6.7 109.9 + 59
PT (sec) 141 =+ 1.8 195 = 5.6
APTT (sec) 21,1 =+ 2.0 254 £ 25
WBC (X 10% L) 872 + 19.0 78.7 £ 208
Differental leukocyte count (%)
Neutrophil 192 + 42 169 + 6.0
Eosinophil 23 + 09 20 £ 07
Basophil 00 = 0.0 00 £+ 00
Monocyte 42 + 0.5 35 £ 0.7
Lymphocyte 743 £ 43 776 £ 7.1
Reticulocyte count (%) 314 + 0.88 2.82 + 042

Each value shows mean=+S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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HERE 5 R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 26-1. Hematological findings of female rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of females 5 5 5 5
RBC (X 109 1 L) 671 =+ 53 636 + 46 665 + 32 672 £ 42
Hemoglobin (g/dL) 131 = 07 125 = 07 129 + 07 132 + 04
Hematocrit (%) 387 £ 16 373 £ 13 39.0 £ 21 399 £ 1.2
MCV (fL) 57.8 + 2.7 589 = 3.0 58.7 £+ 09 595 £ 3.0
MCH (pg) 196 £ 0.6 19.7 = 0.7 194 £ 0.2 196 £ 0.8
MCHC (g/dL) 339 + 06 35 = 07 331 + 04 331 = 04
Platelet (X 10% 1 L) 138.0 = 25.0 1108 =+ 6.8 1073 £ 7.1 106.6 = 8.7
PT (sec) 127 + 0.3 126 £+ 07 126 £+ 05 122 £ 0.7
APTT (sec) 199 £ 09 202 £+ 09 202 = 1.5 197 + 1.2
WBC (X 10% L) : 105.0 + 223 923 + 229 1049 + 314 88.5 + 2438

Differental leukocyte count (%)

Neutrophil 270 £ 45 40.1 £ 83 ** 358 = 49 299 £ 1.8
Eosinophil 12 £+ 06 06 £ 02 09 £ 04 07 £ 05
Basophil 0.0 £ 0.1 00 £ 00 0.0 = 0.0 00 = 0.1
Monocyte 39 £+ 1.0 24 + 08 * 40 £ 02 34 £ 08
Lymphocyte 678 + 38 569 + B85 * 592 £ 5.0 * 659 + 13
Reticulocyte count (%) 847 £ 255 9.18 = 3.70 816 £ 1.22 936 = 3.19

Each value shows mean+S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 26-2. Hematological findings of female rats at the end of the dosing period, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Number of females 5 5
RBC (X 10%/x L) 778 + 32 812 + 51
Hemoglobin (g/dL) 148 + 06 146 =+ 07
Hematocrit (%) 417 £ 1.2 412 £ 1.6
MCV (L) 536 + 0.7 509 = 1.7 *
MCH (pg) 190 £ 03 18.0 £ 0.4 **
MCHC (g/dL) 354 = 0.8 354 £ 04
Platelet (X 10% 1z L) 1105 £ 34 1119 + 134
PT (see) 117 = 07 119 £ 02
APTT (sec) 196 + 2.5 214 + 28
WBC(XIOZ/,uL) 620 = 119 51.8 £ 10.8

Differental leukocyte count (%)

Neutrophil 135 £+ 2.8 130 = 4.7
Eosinophil 1.8 + 07 1.9 + 04
Basophil 00 = 0.0 00 = 00
Monocyte 28 =+ 09 31 £ 09
Lymphocyte 819 = 3.1 820 £ 5.6
Reticulocyte count (%) 360 £ 1.26 302 + 0.19

Each value shows mean+S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 26-3. Hematological findings of female rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Number of females 5 5
RBC (X10% 1 L) 802 + 44 836 + 39
Hemoglobin (g/dL) 150 £+ 0.5 155 £ 09
Hematocrit (%) 424 + 1.0 436 £ 23
MCV (fL) . 530 + 2.7 521 + 29
MCH (pg) 187 £ 0.9 185 £ 1.0
MCHC (g/dL) 353 = 0.6 355 + 0.7
Platelet (X 10 u L) 1079 = 11.3 1104 = 17.3
PT (sec) 115 £ 05 115 + 04
APTT (sec) 181 £ 1.1 192 + 21
WBC (X107 1 L) 643 + 13.1 65.1 + 221

Differental leukocyte count (%)

Neutrophil 154 £+ 75 167 £+ 8.6
Eosinophil 14 + 02 14 + 08
Basophil 00 =+ 00 00 £ 0.0
Monocyte 28 + 0.8 33 £ 23
Lymphocyte 804 = 79 786 £ 93
Reticulocyte count (%) 335 + 0.51 294 + 0.54

Each value shows meantS.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 27-1. Biochemical findings of male rats at the end of the dosing period

RERE 3 R-12-016

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mgkg
Number of males 5 5 5 S
Total protein g/dL 58 + 0.1 56 = 0.2 56 = 04 55 + 03
Albumin g/dL 38 + 0.1 3.7 £ 0.1 38 + 02 37 £ 02
AlG 194 + 0.13 2.00 + 0.12 205 + 0.13 213 + 013
Glucose mg/dL 142 + 8 146 + 18 140 = 19 143 + 11
Total cholesterol mg/dL 55 £ 11 59 £ 16 49 + 9 44 + 15
Triglyceride mg/dL 46 = 29 26 £ 5 47 + 22 34 £ 19
Phospholipid mg/dL 89 + 12 87 + 16 84 + 15 77 £ 17
AST U/L 56 £ 5 64 + 23 57 + 4 80 + 46
ALT U/L 26 £ 3 32 + 17 28 = 3 58 + 65
y-GTP U/L 00 00 0 +£0 00
LDH U/L 175 + 34 211 = 24 282 + 89 345 + 63 **
Bile acid pmol/L 11.0 £ 2.7 127 = 7.0 124 + 52 146 + 68
BUN mg/dL 15 + 2 13 £1 13 =1 14 £ 2
Creatinine mg/dL 05 £ 0.0 0.5 £ 0.1 0.5 = 0.1 04 + 0.1
Total bilirubin mg/dL 0.05 + 0.00 0.05 = 0.01 0.05 + 0.01 0.05 + 0.01
ALP u/L 296 + 58 362 + 88 374 £ 23 382 + 42
Inorganic phosphorus mg/dL 54 £ 04 58 + 04 60 £ 03 56 + 02
Ca mg/dL 95 + 0.1 9.6 + 02 95 + 04 93 + 02
Na mEq/L 144 + 0.9 1444 + 0.8 1445 + 0.7 143.8 + 12
K mEg/L 3.64 + 0.18 3.74 = 0.12 375 + 0.16 375 & 0.16
Cl mEq/L 106.8 + 1.6 107.3 + 09 107.7 = 1.2 108.1 + 0.8

Each value shows mean + S.D.

Significantly different from the control group (*: P<0.0S, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 27-2. Biochemical findings of male rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mgkg
Number of males 5 5

Total protein g/dL 56 = 0.1 55 = 03
Albumin g/dL 36 £ 0.2 35 + 0.2
A/G 1.75 £+ 0.12 1.80 + 0.12
Glucose mg/dL 149 + 11 140 + 12
Total cholesterol mg/dL 54 £ 7 53 + 8
Trigly ceride mg/dL 47 = 16 33 +£ 13
Phospholipid mg/dL 91 £ 7 83 = 8
AST U/L 61 £+ 12 58 £ 5
ALT U/L 26 = 3 24 = 2
vy-GTP U/L 00 0 £0
LDH U/L 82 £ 31 171 = 156
Bile acid umol/L 200 + 173 9.0 + 43
BUN mg/dL 15 £ 2 14 =1
Creatinine mg/dL 05 = 0.1 04 = 0.1
Total bilirubin mg/dL 0.05 = 0.01 0.04 = 0.00
ALP U/L 226 £ 34 220 + 32
Inorganic phosphorus mg/dL 62 = 04 62 + 04
Ca mg/dL 94 £ 02 96 + 0.2
Na mEq/L 1447 £ 1.6 1454 = 1.1
K mEq/L 3.79 + 0.21 3.90 £ 0.30
Cl mEq/L 1079 + 04 1089 + 1.1

Each value shows mean = S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 28-1. Biochemical findings of female rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mgkg 2-DT 250 mgkg 2-DT 1000 mg/kg
Number of females 5 5 5 5

Total protein g/dL 58 + 02 60 = 03 58 + 03 58 + 03
Albumin g/dL 4.0 + 0.2 4.0 + 0.2 39 + 0.2 40 £ 0.1
A/G 220 = 0.12 205 + 0.15 2.11 + 0.16 231 + 0.25
Glucose mg/dL 125 + 15 119 + 19 126 + 10 138 = 10
Total cholesterol mg/dL 60 + 3 60 + 16 55 = 7 60 = 12
Trigly ceride mg/dL 36 £ 12 25 £ 9 29 + 10 43 + 14
Phospholipid mg/dL 111 = 7 115 + 18 106 + 14 114 + 16
AST u/L 121 + 68 180 + 135 99 + 12 87 = 17
ALT U/L 47 = 15 65 + 18 45 + 4 41 + 5
v-GTP U/L 0 £0 0 +£0 00 0 £1
LDH U/L 137 £ 59 175 + 48 211 + 24 199 + 80
Bile acid umol/L 154 + 33 177 + 7.7 158 + 4.1 182 + 20.0
BUN mg/dL 15 £ 2 13 £ 2 13 & 2 16 = 3
Creatinine mg/dL 05 + 0.1 05 = 0.0 05 = 0.1 06 + 0.1
Total bilirubin mg/dL 0.05 + 0.0l 0.06 = 0.01 0.06 + 0.02 0.06 + 001
ALP U/L 138 + 27 198 + 67 182 + 60 197 £ 99
Inorganic phosphorus mg/dL 6.0 = 0.6 6.1 £ 0.6 64 = 05 63 + 038
Ca mg/dL 98 + 03 10.1 + 04 97 + 0.2 97 + 04
Na mEg/L 1426 + 0.8 143.0 + 14 1426 £ 1.5 1437 = 1.1
K mEq/L 3.84 + 0.09 352 + 036 367 + 0.18 385 = 0.50
Cl mEqg/L 108.5 + 0.9 108.8 + 1.7 107.8 + 0.5 109.0 + 3.1

Each value shows mean + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 28-2. Biochemical findings of female rats at the end of the dosing period, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mgkg
Number of females 5 5

Total protein g/dL 60 £ 05 6.0 = 0.6
Albumin g/dL 41 % 03 42 £ 04
A/G 223 + 0.21 241 + 031
Glucose mg/dL 133 + 17 127 + 22
Total cholesterol mg/dL 67 £ 9 67 £ 3
Trigly ceride mg/dL 17 £ 6 14 £ 7
Phospholipid mg/dL 117 = 14 119 =+ 9
AST U/L 71 + 21 57 + 7
ALT U/L 31 + 16 24 + 8
v-GTP U/L 0+£0 00
LDH u/L 73 £ 9 77 + 19
Bile acid pumol/L 104 = 6.2 16.0 £ 73
BUN mg/dL 15 £ 2 16 = 1
Creatinine mg/dL 0.7 = 0.1 06 = 0.1
Total bilirubin mg/dL 006 + 0.02 0.06 £ 001
ALP U/L 165 £ 39 206 + 52
Inorganic phosphorus mg/dL 48 £ 1.0 56 + 0.7
Ca mg/dL 96 £ 0.5 10.1 £ 04
Na mEq/L 1446 + 0.9 143.1 + 14
K mEq/L 344 + 023 3.68 + 0.37
Cl mEq/L 1085 + 14 107.8 £ 1.5

Each value shows mean = S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 28-3. Biochemical findings of female rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mgkg
Number of females 5 5

Total protein g/dL 6.1 = 03 62 £ 0.5
Albumin g/dL 4.1 £ 0.2 43 = 04
A/G 2.08 £ 0.14 226 = 0.11 *
Glucose mg/dL 137 + 15 156 + 16
Total cholesterol mg/dL 76 £ 7 83 £ 18
Trigly ceride . mg/dL 16 £ 4 17 £ 4
Phospholipid mg/dL 135 + 12 140 + 26
AST UL 53 £ 5 61 = 15
ALT U/L 21 + 3 27 + 13
y-GTP UL 0 %0 00
LDH U/L 64 + 23 101 + 43
Bile acid pmol/L 264 = 134 152 + 5.2
BUN mg/dL 15 £ 1 14 + 2
Creatinine mg/dL 0.5 £ 0.1 0.5 = 0.1
Total bilirubin mg/dL 0.09 + 0.03 0.07 + 0.02
ALP U/L 151 + 35 138 + 30
Inorganic phosphorus mg/dL 65 = 0.6 6.0 = 0.6
Ca mg/dL 9.6 £ 03 97 £ 05
Na mEq/L 1444 £ 0.8 144.1 + 0.7
K mEq/L 370 = 026 372 £ 0.23
Cl mEq/L 106.0 = 0.9 107.1 £ 1.9

Each value shows mean + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 29-1. Organ weights of male rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of males 7 12 12 7
Body weight ® 5225 x  40.1 509.5 = 333 513.0 = 241 507.9 £ 256
Brain (mg) 20624 = 933 20255 + 743 20358 + 622 20275 + 609
(mg/g) 3,958 + 0192 3.991 + 0.298 3976 + 0217 4003 + 0.290
Thymus (mg) 2869 + 576 237.1 + 513 2748 = 834 3193 = 909
(mg/g) 0.553 % 0.120 0469 = 0.112 0536 = 0.159 0.636 + 0.209
Heart (mg) 14766 + 189.1 1488.9 = 1898 14728 + 1148 15223 + 1132
(mg/g) 2.824 + 0258 2918 = 0.255 2874 = 0231 2999 + 0.201
Liver (mg) 142629 + 17812 142350 + 19499 145489 = 17773 13854.1 + 1406.1
(mg/g) 27275 + 2435 27.879 = 2.611 28.286 + 2476 27242 = 1876
Kidney (R) (mg) 15869 + 2549 16948 + 156.5 17123 = 179.7 16429 + 1056
(mg/g) 3.028 + 0336 3326 + 0202 3340 = 0.335 3242 £ 0269
Kidney (L) (mg) 16229 = 2565 16409 + 1487 16948 = 1367 16537 + 1502
(mg/g) 3.096 = 0325 3219 + 0.180 3308 = 0270 3263 = 0342
Kidney (mg) 3209.8 + 5065 33357 £ 2959 3407.1 + 313.0 3296.6 + 2419
(mg/g) 6.123 + 0649 6.545 + 0.355 6.647 + 0.597 6505 = 0.588
Spleen (mg) 8241 + 763 8784 = 156.1 856.5 +  83.1 7994 + 122.0
(mg/g) 1.586 + 0.198 1.724 = 0278 1671 = 0.156 1572 + 0.208
Testis (R) (mg) 16954 + 1413 1706.7 = 1556 16503 + 845 16924 + 1518
(mg/g) 3253 = 0271 3361 £ 0355 3224 = 0229 3338 = 0335
Testis (L) (mg) 16937 + 1553 17023 + 1351 16438 = 826 16925 + 1192
(mg/g) 3249 + 0282 3352 = 0324 3212 £ 0233 3339 % 0284
Testis (mg)  3389.1 + 2948 3409.0 = 2885 32941 = 1610 33849 £ 269.0
(mg/g) 6.502 + 0.549 6713 £ 0.675 6436 + 0454 6.677 + 0.613
Epididymis (R) (mg) 6250 = 576 653.9 = 520 639.6 = 515 6334 + 402
(mg/g) 1200 = 0.127 1288 + 0.125 1250 = 0.126 1250 + 0.099
Epididymis (L) (mg) 6110 =  69.1 6420 = 621 6504 + 505 633.8 + 408
(mg/g) 1.175 £ 0.163 1.264 £ 0.139 1273 £ 0137 1251 = 0.110
Epididymis (mg) 12360 + 1221 12959 = 1061 12900 + 986 1267.1 + 683
(mg/g) 2376 & 0284 2552 = 0250 2523 = 0.258 2500 = 0.189

Each value shows mean = S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 29-1(continued). Organ weights of male rats at the end of the dosing period

Group Control (vehicle: com oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of malcs 7 12 12 7
Body weight (2 5225 + 40.1 509.5 =+ 333 513.0 + 241 5079 * 256
Prostate, ventral (mg) 5837 + 1068 6266 + 1344 612.1 £+ 139.0 7856 * 1154 *
(mg/g) 1.117 +  0.190 1236 + 0284 1200 = 0.29 1.546 + 0208 *
Seminal vesicles (mg) 15142 4 3521 17109 = 2152 18443 + 2498 1786.0 + 398.0
(mg/g) 2.883 + 0559 3364 = 0411 3613 +  0.582 3531 + 0.848
Thyroid gland (mg) 187 + 43 188 =+ 43 18.7 + 2.8 203 « 44
(mg/g) 0.036 + 0.007 0.037 = 0.009 0036 + 0.005 0.040 + 0.008
Adrenal gland (R) (mg) 282 =+ 33 255 = 38 27.1 % 44 266 =+ 74
(mg/g) 0.054 + 0.005 0.056 = 0.009 0.053 + 0.008 0.052 + 0.014
Adrenal gland (L) (mg) 29.1 * 39 273 + 4.1 280 = 43 283 =+ 6.8
(mg/g) 0.056 + 0.006 0.054 + 0.008 0.055 + 0.008 0.055 + 0.013
Adrenal gland (mg) 573 & 6.9 528 + 7.6 55.1 + 8.6 548 = 14.0
(mg/g) 0.110 += 0010 0.104 + 0.016 0.108 + 0016 0.108 + 0.026

Each value shows mean + 8.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 29-2. Organ weights of male rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Number of males 5 5
Body weight (®) 5046 = 259 5370 £ 290
Brain (mg) 20624 =  64.7 20373 + 1170
(mg/g) 409 + 0252 3794 + 0087 *
Thymus (mg) 3049 = 722 280.1 =® 56.4
(mg/g) 0610 = 0.164 0524 = 0.120
Heart (mg) 14590 =  96.9 14802 + 725
(mg/g) 2891 = 0.139 2760 + 0.136
Liver (mg) 132105 = 1100.7 135478 = 10802
(mg/g) 26166 = 1414 25235 + 1.666
Kidney (R) (mg) 1570.1 =  92.3 1591.8 = 1405
(mg/g) 3113 = 0153 2972 % 0317
Kidney (L) (mg) 1556.6 +  89.8 1587.7 = 1390
(mg/g) 3.088 = 0.177 2962 + 0289
Kidney (mg) 31266 + 1727 31795 = 2776
(mg/g) 6201 =+ 0312 5934 = 0.604
Spleen (mg) 8203 = 146.1 8415 =+ 46.7
(mg/g) 1630 & 0324 1572 = 0146
Testis (R) (mg) 16852 = 138.6 16104 + 1289
(mg/g) 3342 & 0.262 3014 £ 0370
Testis (L) (mg) 1678.5 = 155.0 16088 = 1115
(mg/g) 3327 = 0.269 3010 + 0341
Testis (mg) 33637 = 292.1 32192 + 2383
(mg/g) 6.669 + 0.526 6023 + 0.708
Epididymis (R) (mg) 6687 +  90.1 6359 + 234
(mg/g) 1322+ 0.134 1.189 = 0.104
Epididymis (L) (mg) 6592 £  66.0 6380 + 189
(mg/g) 1305 + 0.091 1192 = 0.090
Epididymis (mg) 13279 = 156.0 12739 + 405
(mg/g) 2627 = 0.224 2381 = 0.193

Each value shows mean £ S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 29-2(continued). Organ weights of male rats at the end of the recovery period

Group Control (vehicle: com oil) 2-DT 1000 mg/kg
Number of malcs 5 5
Body weight (®) 5046 + 259 5370 = 290
Prostate, ventral (mg) 7351 = 2019 6823 + 1481
(mg/g) 1451 = 0375 1278 + 0316
Scminal vesicles (mg) 16473 £ 390.6 15877 + 2380
(mg/g) 3260 += 0.757 2960 + 0.435
Thyroid gland {mg) 172+ 4.5 200 £ 49
(mg/g) 0.034 + 0.009 0.037 + 0.010
Adrenal gland (R) (mg) 236 + 3.1 233 =+ 2.1
(mg/g) 0.047 + 0.007 0.043 + 0.003
Adrenal gland (L) (mg) 254 + 22 29 + 1.6
(mg/g) 0.051 + 0.005 0.043 = 0.003 *
Adrenal glands (mg) 490 = 4.7 462 = 36
(mg/g) 0.097 + 0.011 0.086 + 0.006

Each valuc shows mean £ S.D.
Significantly diffcrent from the contro! group (*: P<0.05, **; P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 30-1. Organ weights of female rats at the end of the dosing period

Group Control (vechicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of females 11 12 12 12
Body weight &) 3101 = 14.7 3162 19.4 3180 =+ 12.5 3137 £ 122
Brain (mg) 19322 =+ 59.1 1921.7 + 71.1 18972 =+ 54.0 1909.9 =+ 79.5
(mg/g) 6240 * 0283 6.093 + 0.334 5975 = 0304 6091 + 0212
Thymus (mg) 2024 + 49.5 2288 = 57.6 2121 £ 683 2453 74.8
(mg/g) 0.651 * 0.151 0720 £+ 0.165 0663 * 0205 0781 = 0242
Heart (mg) 978.8 = 91.7 10148 = 82.0 10226 = 62.9 1018.7 + 63.4
(mg/g) 3155 = 0.219 3209 = 0146 3217 £ 0173 3.253 = 0255
Liver (mg) 99753 = 1075.1 102721 = 611.0 99299 + 8346 100639 = 7978
(mg/g) 32167 x 3132 32525 & 1.632 31229 + 2355 32134 + 2994
Kidney (R) (mg) 9683 + 1027 10859 + 161.8 10028 + 752 10169 + 932
(mg/g) 3.124 = 0317 3423 + 0329 3153 = 0.191 3253 + 0383
Kidney (L) (mg) 959.3 + 108.7 1069.5 + 199.0 9797 % 85.6 10019 + 74.0
(mg/g) 3095 + 0329 3366 + 0427 3083 = 0253 3203 + 0319
Kidney (mg) 19276 + 2053 21554 = 360.2 19825 + 1507 20188 + 1635
(mg/g) 6219 + 0.626 6788 + 0.752 6236 * 0412 6.455 = 0.693
Spleen (mg) 696.1 = 101.8 7174 = 1265 6777 £ 1058 756.6 £ 1345
(mg/g) 2249 % 0359 2269 £ 0377 2132 £ 0330 2409 £ 0403
Ovary (R) (mg) 51.0 6.0 55.0 = 7.7 555 % 7.1 539 1.1
(mg/g) 0164 = 0017 0.174 + 0,024 0.175 * 0.025 0172 + 0035
Ovary (L) (mg) 497 £ 100 53.9 £ 83 568 = 105 507 £ 67
(mg/g) 0160 + 0029 0.171 = 0026 0.179 £ 0.035 0.162 = 0023
Ovary (mg) 100.7 % 13.8 109.0 = 10.1 1122 % 14.4 1047 = 134
(m/g) 0324 + 0038 0345 + 0031 0354 + 0.050 0334 + 0044
Uterus (mg) 6027 = 748 611.0 =+ 81.8 5685 + 818 6269 =+ 76.5
(mg/g) 1949 + 0273 1933 + 0230 1786 + 0234 1999 + 0229
Thyroid gland (mg) 129 = 49 153 = 28 138 = 24 149 + 36
(mg/g) 0041 = 0014 0.049 £ 0.009 0.044 = 0.007 0048 + 0012
Adrenal gland (R) (mg) 347 +£ 6.7 36.6 £ 6.9 358 5.1 384 = 8.0
(mg/g) 0112 + 0020 0.116 + 0.025 0.113 + 0016 0.123 + 0.025
Adrenal gland (L) (mg) 358 £ 67 392 £ 717 384 + 58 398 £ 85
(mg/g) 0115 = 0019 0.125 = 0027 0.121 + 0.018 0.127 +* 0.026
Adrenal gland (mg) 704 13.0 759 14.2 743 = 10.7 782 = 15.7
(mg/g) 0227 + 0038 0241 % 0.050 0234 = 0033 0249 £ 0.049

Each valuc shows mean + S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 30-2. Organ weights of female rats at the end of the dosing period, satellite group

Group Control (vehicle: comn oil) 2-DT 1000 mg/kg
Number of females 5 s
Body weight ® 3048 * 265 2607 + 210 *
Brain (mg) 18197 = 638 19182 + 466 *
(mg/g) 5991 + 0.328 7.150 £ 0619
Thymus (mg) 3108 + 219 2740 +* 75.6
(mg/g) 1025 + 0114 1012 + 0255
Heart {mg) 908.6 =+ 58.0 8753 =+ 67.7
{mg/g) 2980 £ 0.192 3253 = 0228
Liver (mg) 75751 = 7544 7036.0 + 357.3
(mg/g) 24848 + 1.222 26214 + 2366
Kidney (R) (mg) 8923 70.4 8732 76.6
(mg/g) 2929 = 0.064 3.238 £ 0122 +
Kidney (L) (mg) 8652 =+ 85.1 862.7 76.6
(mg/g) 2840 £ 0.177 3200 £ 0161 **
Kidney (mg) 17575 + 1421 17359 + 1516
(mg/g) 5769 = 0.141 6.438 + 0272 **
Spleen (mg) 5429 + 87.1 5386 + 316
(mg/g) 1788 x 0310 2001 + 0.082
Ovary (R) {mg) 425 & 6.8 486 = 3.8
(mg/g) 0.139 = 0.018 0.181 & 0021 *
Ovary (L) (mg) 479 = 109 394 5.0
(mg/g) 0157 & 0.032 0.147 = 0.022
Ovary (mg) 904 = 16.3 88.1 = 85
(mg/g) 0296 + 0.044 0328 + 0042
Uterus (mg) 9469 = 362.8 4641 + 388 *
(mg/g) 3171 = 1.303 1736 = 0265 *
Thyroid gland (mg) 129 =+ 5.1 114 =% 35
(mg/g) 0.042 = 0.014 0.043 = 0.015
Adrenal gland (R) (mg) 335 + 72 309 =+ 31
(mg/g) 0109 = 0.017 0.115 = 0008
Adrenal gland (L) {mg) 369 + 6.0 316 % 4.0
(mg/g) 0120 = 0.013 0117 + 0014
Adrenal gland (mg) 703 =+ 13.1 625 = 6.6
(mg/g) 0230 * 0.030 0.232 = 0.020

Each value shows mcan £ 8.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 30-3. Organ weights of female rats at the end of the recovery period

Group Control (vehicle: com oil) 2-DT 1000 mg/kg
Number of females 5 S
Body weight (g) 2840 = 20.7 3018 =+ 247
Brain (mg) 18775 = 11.8 1933.8 + 103.7
(mg/g) 6.643 = 0.535 6437 + 0.565
Thymus (mg) 2199 =+ 45.0 269.1 + 1065
(mg/g) 0.782 * 0.191 0.877 + 0.281
Heart {mg) 8252 =+ 514 927.1 % 432 **
(mg/g) 2916 = 0121 3.088 « 0.289
Liver (mg) 68427 + 2022 74833 + 5741 *
(mglg) 24215 = 2113 24813 = 0810
Kidney (R) (mg) 8295 =+ 66.5 9226 % 366 *
(mg/g) 2932 = 0.290 3.074 = 0284
Kidney (L) (mg) 8169 = 720 9058 + 302 *
(mg/g) 2887 + 0.298 3.015 = 0238
Kidnoy (mg) 16464 * 1376 18284 +  63.7 *
(mg/g) 5819 + 0.585 6.089 + 0518
Spleen (mg) 5401 48.5 593.0 + 1218
{mg/g) 1.908 + 0.188 1953 = 0.265
Ovary (R) (mg) 451 = 132 412 % 8.1
(mg/g) 0.160 = 0.048 0.137 = 0.028
Ovary (L) (mg) 398 = 34 432 = 10.0
(mg/g) 0.141 = 0019 0.143 = 0.027
Ovary (mg) 849 = 13.2 844 =+ 16.6
{mg/g) 0300 + 0.054 0.280 = 0.050
Uterus (mg) 7148 = 380.0 5503 + 2168
(mg/g) 2513 = 1.281 1.802 = 0.591
Thyroid gland (mg) 171 % 4.6 135 + 24
(mg/g) 0060 = 0.015 0.045 + 0.009
Adrenal gland (R) (mg) 271 & 45 250 = 42
(mglg) 0.096 = 0015 0.083 = 0012
Adrenal gland (L) (mg) 285 = 43 27.1 % 4.8
(mg/g) 0100 = 0.013 0.090 = 0.011
Adrenal gland {mg) 556 8.6 522 88
(mg/g) 0.196 = 0028 0.172 = 0.021

Each value shows mean # S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 31-1. Macroscopic findings of male rats at the end of the dosing period

RHErE S R-12-016

Group Control (vehicle: corn oil) 2-DT 62.5 mgkg 2-DT 250 mg/kg 2-DT 1000 mgkg

Findings Grade - P - P - P - P
Forestomach ‘

Edematous, mucosa 7 0 12 0 12 0 5 2
Prostate

Small 6 1 12 0 12 0 7 0
Seminal vesicle

Small 6 1 12 0 12 0 7 0

Notes) - :No abnormal changes P : Non-graded change
Numerals represent the number of animals.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 31-2. Macroscopic findings of male rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg
Findings Grade - P - P

All organs and tissues

Notes) -:No abnormal changes P : Non-graded change
Numerals represent the number of animals.

82



AR E S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 32-1. Macroscopic findings of female rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mgkg 2-DT 1000 mg/kg
Findings Grade - P - P - P - P
Forestomach
Edematous, mucosa 11 0 12 0 12 0 9 3
Glandular stomach
Dark colored spot, mucosa 11 0 12 0 12 0 11 1
Recessed area, mucosa, dark 9 2 11 1 11 1 12 0

Notes) - :No abnormal changes P : Non-graded change
Numerals represent the number of animals.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 32-2. Macroscopic findings of female rats at the end of the dosing period, satellite group

Group Control (vehicle: corn oil) 2-DT 1000 mgkg
Findings Grade - P - P
Forestomach
Edematous, mucosa . 5 0 4 1
Notes) -:No abnormal changes P : Non-graded change

Numerals represent the number of animals.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 32-3. Macroscopic findings of female rats at the end of the recovery period

Group Control (vehicle: corn oil) 2-DT 1000 mgkg
Findings Grade - P - P

All organs and tissues

Notes) -:No abnormal changes P : Non-graded change
Numerals represent the number of animals.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 33. Histopathological findings of male rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Findings Grade - + + 2+ 3+ P NE - E3 + 2+ 3+ P NE
Brain 5 7 5 7
Spinal cord 5 7 5 7
Pituitary gland 5 7 5 7
Submandibular gland

Cellular infiltration, lymphocyte, interstitial 4 1 0 0 0 7 5 0 0 0 0 7
Sublingual gland 5 7 5 7
Lymph node, submandibular 5 7 5 7
Thyroid gand

Ectopic thy mic tissue 4 1 7 5 0 7
Parathyroid gland 4 8 5 7
Thymus 5 7 5 7
Heart

Degeneration/fibrosis, my ocardial a) 4 1 0 0 0 7 4 1 0 0 0 7
Trachea 5 7 5 7
Lung

Accumulation, foam ccll, alveolus 3 2 0 0 0 7 5 [} 0 0 0 7
Bronchus 5 7 5 7
Liver

Cellular infiltration, lymphocyte, peripportal 4 1 4] 0 0 7 5 0 0 0 0 7

Fatty change, hepatocyte, periportal 4 1 0 0 0 7 4 1 0 0 0 7

Hematop oicsis, extramedullary 5 0 [ 0 0 7 4 1 0 0 0 7

Microgranuloma 2 3 0 0 [ 7 1 3 1 0 0 7

Necrosis, focal 5 0 0 0 [ 7 4 0 1 0 0 7
Pancreas 5 7 5 7
Stomach

Celtular infiltration, Tear cell, 3 2 0 [ 0 7 5 0 0 0 0 7

Edema, lamina propria/ submucosa, forestomach 5 0 0 0 7 4 1 0 0 0 7
Duodenum 5 7 5 7

Notes) -: No abnormal changes =: Very slight + : Slight 2+: Moderate 3+: Marked

P : Non-graded change NE: Not cxamined a) right ventricle
Numerals represent the number of animals. 8 6

Not significantly different from control.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 33(continued). Histopathological findings of male rats at the end of the dosing period

Group Control (vehicle: com oil) 2-DT 1000 mg/kg

Findings Grade - + + 2+ 3+ P NE - + + 2+ 3+ P NE
Jejunum 5 7 5 7
lleom 5 7 5 7
Cecum 5 7 5 7
Colon 5 7 5 7
Rectum 5 7 5 7
Lymph node, mesenteric 5 7 5 7
Spleen

Deposit, pigment, brown 0 3 2 0 0 7 0 4 1 0 0 7

Hematopoicsis, extramedullary 0 1 4 [} 0 7 0 2 1 2 0 7
Kidney

Basophilic tubule, cortex 1 4 0 0 0 7 2 3 0 0 0 7

Cast, hyalin, cortico-medullary junction/papilla 4 1 0 0 0 7 4 1 ) 0 0 7

Eosinophilic body 5 0 0 0 0 7 4 1 ] ] 0 7

Mineralization, cortex 4 1 0 0 0 7 5 0 [ [} [1] 7
Urinary bladder 5 7 5 7
Adrenal gland 5 7 5 7
Testis 5 7 5 7
Epididy mis 5 7 5 7
Prostate

Cellular infiltration, lymphocyte, interstitial 4 1 0 0 0 7 3 2 0 ] 0 7
Seminal vesicle 5 7 5 7
Coagulating gland 5 7 5 7
Eyeball H 7 5 7
Harderian gland 5 7 5 7
Sciatic nerve 5 7 5 7
Skeletal muscle

Degeneration, muscle fiber, myogenic 4 1 0 0 0 7 5 0 0 0 [1] 7
Femur 5 7 5 7
Marrow, femur S 7 5 7

Notes) - : No abnormal changes +: Very slight +: Slight 2+: Moderate 3+: Marked

P : Non-graded change NE: Not examined
Numerals represent the number of animals.
Not significantly different from control.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 34-1. Histopathological findings of female rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 1000 mgkg

Findings Grade - %+ + 2+ 3+ P NE - £ + 2+ 3+ P NE
Brain 5 7 5 7
Spinal cord 5 7 5 7
Pituitary gland

Remnant, Rathke's pouch 4 7 5 7
Submandibular gland 5 7 5 7
Sublingual gland 5 7 s 7
Lymph node, submandibular 5 7 5 7
Thyroid gland

Ultimobranchial rest 3 7 5 7
Parathyroid gland 4 8 5 7
Thymus 5 7 5 7
Heart

Degeneration/fibrosis, my ocardial 4 1 0 0 O 7 4 1 0 0 © 7
Trachea 5 7 5 7
Lung

Accumulation, foam cell, alvcolus 3 2 0 0 O 7 3 2 0 0 0 7
Bronchus 5 7 5 7
Liver

Fatty change, hepatocyte, periportal 4 1 0 0 O 7 5 0 0 0 0 7

Hematopoicsis, extramedullary 4 1 0 0 0 7 4 1 0 0 © 7

Microgranuloma 4 1 0 0 0 7 3 2 0 0 o0 7

Necrosis, focal 4 1 0 0 O 7 4 1 0 0 O 7
Pancreas 5 7 5 7
Stomach

Dilatation, lumen, fundic gland, focal, glandular stomach s 1 0 0 O 6 7 0 0 0 O 5

Edema, lamina propria/ submucosa, forestomach 5 1 0 0 0 6 7 0 0 0 O 5

Erosion, focal, glandular stomach 5 1 0 0 O 6 6 I 0 0 O 5
Duodenum 5 7 5 7
Jejunum 5 7 5 7

Notes) - : No abnormal changes +: Very slight +: Slight 2+: Moderate 3+: Marked

P : Non-graded change NE: Not examined
Numerals represent the number of animals.
Not significantly different from control.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 34-1(continued). Histopathological findings of female rats at the end of the dosing period

Group Control (vehicle: corn oil) 2-DT 1000 mg/kg

Findings Grade - % + 2+ 3+ P NE - &£ + 2+ 3+ P NE
lieum 5 7 5 7
Cecum 5 7 5 7
Colon 5 7 5 7
Rectum 5 7 5 7
Lymph node, mesenteric 5 7 5 7
Spleen

Deposit, pigment, brown 0 2 3 0 0 7 ¢ 3 2 0 0 7

Hematopoiesis, extramedullary 00 2 3 0 7 ¢ ¢ 2 3 0 7
Kidney

Basophilic tubule, cortex 311 0 0 7 4 1 0 0 O 7

Cellular infiltration, lymphocytc, inerstitial 4 1 0 0 O 7 4 1 0 0 O 7

Dilatation, pelvis, unilatcral 4 0 1 0 0 7 5 0 0 0 O 7

M ineralization, cortex-medullary junction/ papilla 4 1 0 0 O 7 4 1 0 0 0 7
Urinary bladder

Cellular infiltration, inflammatory, lamina propria 5 0 0 0 0 7 4 1 0 0 0 7
Adrenal gland 5 7 5 7
Ovary

Cyst, follicular 4 1 0 0 O 7 5 0 0 0 0 7
Uterus 5 7 5 7
Vagina 5 7 5 7
Eycball 5 7 5 7
Harderian gland 5 7 5 7
Sciatic nerve 5 7 5 7
Skeletal muscle

Degencration, muscle fiber, myogenic 4 1 0 0 O 7 4 1 0 0 O 7
Femur 5 7 5 7
Marrow, femur

Hcematopoicsis, increased 3 2 0 0 0 7 3 2 0 0 7

Notes) -:No abnormal changes +: Very slight +: Slight 2+: Moderate 3+: Marked

P : Non-graded change NE: Not examined
Numerals represent the number of animals.
Not significantly different from control.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 34-2. Histopathological findings of female rats at the end of the dosing period, satellite group

Group Control (vehicle: com oil) 2-DT 1000 mgkg

Findings Grade - * + 2+ 3+ P NE - + + 2+ 3+ P NE
Brain 5 5 5 5
Spinal cord 5 5 5 5
Pituitary gland

Remnant, Rathke's pouch 4 1 5 2 3 5
Submandibular gland 5 5 5 5
Sublingual gland 5 5 5 5
Lymph node, submandibular 5 5 5 s
Thyroid gland

Ultimobranchial rest 3 2 5 4 1 5
Parathyroid gland 5 5 5 5
Thymus 5 5 5 s
Heart

D ion/fibrosis, my ocardial 4 1 0 0 0 S 5 0 0 0 0 5
Trachea 5 5 5 5
Lung

Accumulation, foam cell, alveolus 4 1 0 0 0 5 2 3 0 0 ¢} 5

M icrogranuloma 5 0 0 0 0 5 3 2 0 0 0 5
Bronchus 5 5 5 5
Liver

M icrogranuloma 1 4 0 0 0 5 0 5 0 0 0 5
Pancreas 5 5 5 5
Stomach 5 5 5 5
Duodenum 5 s 5 5

Notes) -:No abnormal changes +: Very slight + : Slight 2+: Moderate 3+: Marked

P : Non-graded change NE: Not examined '
Numerals represent the number of animals. 90
Not significantly different from control.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 34-2(continued). Histopathological findings of female rats at the end of the dosing period, satellite group

Group Control (vehicle: cor oil) 2-DT 1000 mgkg

Findings Grade -+ + 2+ 3+ P NE - + + 2+ 3+ P.NE
Jejunum 5 5 5 5
Tleum 5 5 5 5
Cecum 5 5 5 5
Colon 5 5 5 5
Rectum 5 5 5 5
Lymph node, mesenteric 5 5 5 5
Spleen

Deposit, pigment, brown 0 1 4 0 0 5 0 3 2 0 0 5

Hematopoiesis, extramedullary 0 3 2 0 0 5 0 2 3 0 0 5
Kidney

Basophilic tubule, cortex 4 1 0 0 0 5 4 1 0 0 0 5

M ineralization, papilla 4 1 0 0 0 5 5 0 0 0 0 5
Urinary bladder 5 5 5 5
Adrenal gland 5 5 5 5
Ovary 5 5 5 5
Uterus

Dilatation, lumen 2 0 3 0 0 5 5 0 0 0 0 5
Vagina 5 5 5 5
Eyebalt 5 5 5 5
Harderian gland 5 5 S 5
Sciatic nerve 5 5 5 5
Skeletal muscle 5 5 5 5
Femur 5 5 5 5
Marrow, femur 5 5 5 5

Notes) -:No abnormal changes +: Very slight + : Slight 2+: Moderate 3+: Marked

P : Non-graded change NE: Not examined
Numerals represent the number of animals. 9 1
Not significantly different from control.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 35. Results of observations about estrous cycle

Dose Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg

Number of animals examined 12 12 12 12

Pre-treatment period

Number of animals showing type of cycle

4-day cycle 10 9 6 It
4-5-day cycle 1 1 2 0
5-day cycle 1 2 4 1
Mean length of estrous cycle in days; Mean+S.D. (N) 41 £ 03 (12) 42 + 04 (12) 44 £ 05 (12) 4.1 £ 03 (12)

Treatment period

Number of animals showing each type of cycle

4-day cycle 10 8 4 11
4-5-day cycle 1 0 2 1
S-day cycle 0 3 4 0
Irregular cycle 1 1 2 0
Mean length of estrous cycle in days; Mean+S.D. (N) 40 = 02 (12) 43 = 0.5 (12) 47 £ 0.7 **(12) 40 =+ 01 (12)
Frequency of animals that show abnormal estrous cycles after the treatment 1 /12 1 /712 2 /12 0 /12
Mean times of vaginal estrus during mating period; Mean+S.D. (N) 1.0 £ 00 (11 1.0 £ 00 (12) 1.0 £ 0.0 (12) 1.0 £ 0.0 (12)

Significantly different from the control group (*: p<0.05, **: p<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 36. Results of observations about reproductive performance

Dose Control (vehicle: corn oil)  2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of mated pairs [A] 12 12 12 12
Number of copulated pairs [B] 11 12 12 12
Copulation index [(B/A)>X100,%] 91.7 100.0 100.0 100.0
Number of fertile males [C] 11 12 12 12
Fertility index [(C/B)>100,%] 100.0 100.0 100.0 100.0

Pairing days until copulation
; Mean+S.D.(N) 24 = 1.3 (11) 22 + 09 (12) 33 £+ 3.5 (12) 20 £ 1.1 (12)

Significantly different from the control group (*: p<0.05, **: p<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 37. Observation of offspring (F)

Group Control (vehicle: com oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Numbcr of dams 11 12 12 12
Gestation length (days)

Mcan + S.D. per dam 221+ 03 222 + 04 221+ 05 219+ 05
Number of corpora lutca

Total 172 192 197 198

Mean + S.D. per dam 156 £ 1.9 160 £ 23 164 = 24 165 = 2.3
Number of implantation scars

Total 169 190 192 194

Mean % 8.D. per dam 154+ 1.8 158 £ 22 160 £ 2.5 162 = 24
Implantation index (%) 984 = 37 99.0 £ 2.4 973+ 4.2 979 = 3.1
Delivery index (dams,%) b 100.0 100.0 100.0 100.0
Number of offspring at birth

Total 156 176 182 174

Mean + S.D. per dam 142+ 14 147 £ 23 152 25 145 £ 3.6
Number of live offspring at birth

Male 79 9 77 104

Female 73 81 104 69

Total 152 171 181 173

Mean % S.D. per dam 138+ 1.7 143+ 23 151 27 144 £ 36
Sex ratio ©

Mean % S.D. per dam 0.52 £ 0.20 0.53 £ 0.12 043 + 0.14 0.59 £ 0.15
Number of dead offspring

Total 4 5 1 1

Mean % S.D. per dam 04 £ 0.7 04+ 1.0 01+ 03 01 03
Delivery index (offspring) @

Mcan% x S.D. per dam 928 + 8.1 927 £ 6.6 948 £ 4.4 89.5 £ 17.1
Birth index ©

Mcan% # S.D. per dam 90.5 = 10.2 90.1 £+ 7.4 941 £ 42 889 = 17.0
Live birth index ?

Mcan% + 8.D. per dam 974 £ 49 973+ 63 992+ 26 994 £ 2.0
Number of offspring on day 4

Male 78 89 69 103

Female 73 80 96 68
Sex ratio @

Mean % S.D. per dam 0.52 £ 0.20 0.53 £ 0.11 043 + 0.14 an 0.60 * 0.15
Viability index ¥

Mean% + S.D. per dam 993 £ 23 99.0 £ 2.5 92.2 £ 272 989 £ 2.5
Number of external abnormalitics ™ 0 0 0 0

Mcan%  8.D. per dam 0.0 £ 0.0 0.0 = 0.0 00 00 0.0+ 0.0

Significantly different from the control group (*: P<0.05, **: P<0.01).

a): (Number of implantation scars/Number of corpora lutea)»100.

b): (Number of dams with live offspring/number of pregnant dams)>100.

¢): Number of male offspring/(number of male offspring + number of female offspring).

d): (Number of offspring at birth/Number of implantation scars)»100.
¢): (Number of live offspring at birth/number of implantation scars)* 100.
f): (Number of live offspring at birth/number of offspring at birth)»100.

£): (Number of live offspring 4 days after birth/number of live offspring at birth)>100.
h): Number of external abnormalities in live offspring at birth.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 38. Body weights of offspring (F;) before weaning

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Number of dams 11 12 12 12
Male
Days after birth
0 70 £ 0.6 67 £ 0.6 6.6 = 0.7 66 = 0.5
4 109 + 1.2 109 £+ 1.3 107 £ 1.2 (11) 10.5 + 1.5
Number of dams 11 12 12 12
Female
Days after birth
0 65 £ 0.6 65 £ 0.6 62 =+ 0.7 62 + 05
4 105 £ 1.3 109 £ 1.1 100 £ 1.6 10.1 £ 1.3

Each value shows mean + S.D. per dam. (g).
Figures in parentheses indicate number of dams.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 39. General conditions in offspring (F;) before weaning

Group Number of offspring - Days after birth
and general conditions 0 1 2 3 4
Control (vehicle: com oil) Number of offspring 152 152 152 152 151

General appearance, No abnormality 152 152 152 151 151
General appearance, Death 1

2-DT 62.5 mg/kg Number of offspring 171 171 170 170 169
General appearance, No abnormality 171 170 170 169 169
General appearance, Death 1 1

2-DT 250 mg/kg Number of offspring 181 181 165 165 165
General appearance, No abnormality 181 165 165 165 165
General appearance, Death 16

2-DT 1000 mg/kg Number of offspring 173 173 173 172 172
General appearance, No abnormality 173 173 172 172 171

General appearance, Death

1

1
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Table 40. Morphological observations of offspring (F)

Group Control (vehicle: corn oil) 2-DT 62.5 mg/kg 2-DT 250 mg/kg 2-DT 1000 mg/kg
Dead offspring
Number of dead offspring * 5 7 17 3
Number of missing offspring 0 1 11 0
Number of dead offspring examined ” 52 6 6 3.
Number of dead offspring with external changes 0 0 0 0
Number of dead offspring with visceral changes 0 0 0 0
Live offspring
Number of live offspring examined (postnatal day 0) 152 171 181 173
Number of live offsping with external changes 0 0 0 0
Number of live offspring examined (postnatal day 4) 151 169 165 171
Number of live offspring with external changes 0 0 0 0
Number of live offspring with visceral changes 0 0 0 0

Significantly different from the control group (*: p<0.05, **: p<0.01)
a)including missing offspring
R parenthesis indicates the number of offspring not examined bacause of their autolysis.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 1-1-1. General conditions of male rats

Control {vchicle: corn oil)
Male No. Days of administration
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Prc Post Prc Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Prc Post Prc Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
M01001 e
M01002 L T T T S
MO01003 L e oo e o e o e oo e oo e e e e e e e e e e e e e e e s e e e e e e e e e e e e e e e e e
M01004 E T e T T S
M01005 L e T T T T S
M01006 L T T T T T T S
M01007 L e T T e S S S TS S
M01008 L T T T S S N TS ST S S
MO01009 L T S T T T T T S S S
MO1010 - - - - - - - - - - - - - - - - - - . - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
MO1011 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - . - - - - - - - - - - - - - - -
M01012 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Numberofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before admini: ion, Post: after admini ion. (Continued)
-: General appearance, No abnormality.

Control (vehicle: com oil)
Male No. Day s of administration
26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Prc Post Prc Post Prc Post Prc Post Pre Post Prc Post Prc Post Pre Post Prc Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Prc
MO1001 S e
M01002 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M01003 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M01004 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M01005 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
MO01006 e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M01007 e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
MO01008 s e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
MO01009 C e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
MO01010 C e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
MO1011 S e e e e o e o e e e e e e e e e e e e e e e e e e e e e e e
MO1012 T T T T
Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 11z 12 12 7
- 12 12 12 12 12 02 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 7
Pre: Before administration, Post: after administration,
-: General ap pearance, No abnormality .

98



HBRE R R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 1-1-2. General conditions of male rats

2-DT 62.5 mg/kg
Male No. Days of administration
1 2 3 4 5 6 7 8 9 10 ii 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Prc Post Pre Post Prc Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Prc Post
M02013 - - - - - - - - aa———\\Y— -
M02014 T S T T T e T T
M02015 S o e o e o e o e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M02016 S e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e s e e e
M02017 T T S T R T SR
M02018 L T e T T T S S
M02019 L T T N T
M02020 e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M02021 S oo e e e e e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M02022 S e oo e e e o e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M02023 S e e e e o e e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M02024 T T
Numberofmales 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: aficr administration. (Continued)
-: General appearance, No abnormality.

2-DT 62.5 mpkg
Male No. Days of administration
26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Pre Post Prc Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Pre Post Prc Post Prc Post Pre Post Pre Post Prc Post Pre
M02013 - - - - - - - - - - - - - - - - - - - - - - - . - - - - - - - - - - -
M02014 .
M02015 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02016 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02017 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02018 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02019 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02020 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02021 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02022 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02023 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M02024 S S T T T T
Number of males 12 12 12 12 12 12 12 12 12 12 2 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 12 12 12 12 12§12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: after administration.

-2 General appearance, No abnormality.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 1-1-3. General conditions of male rats

2-DT 250 mg/kg

REAE = R-12-016

Malc No.

Days of admini:

1 2 3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

%

25

Prc Post Prc Post Prc Post Prc Post Pre Post Pre Post Prc Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Prc Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

M03025 - - - -
M03026 e e
M03027 e e e
M03028 e e
M03029 e e
M03030 S e
MO03031 e - oo
M03032 e e
M03033 S e e
M03034 e e
M03035 e e e e
M03036 - - - .- -

Number of males
- 12 12 12 12 12 12 12

12

12

12

12

12

12

12

12

12

12

12

12

12

12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

12

12

12 12
12 12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12 12
1212

Pre: Before administration, Post: after administration.
-: Genceral appearance, No abnormality.

2-DT 250 mpkg

Male No.

Days of administration

26 27 28

29

30

31

32

33

34

35

36

37

38

39

40

3]

42

3

Prc Post Pre Post Prc Post

Prc Post

Pr¢ Post Prc Post Pre Post Pre Post

Pre Post Pre Post

Pr¢ Post

Prec Post Prc Post Pre Post Prc Post Prc Post Prc Post

Pre

MO03025 - - - - - -
MO03026 - - - - - -
M03027 - - - - - -
M03028 - - - - - -
M03029 - - - - - -
M03030 - - - - - -
M03031 - - - - - -
M03032 - - . - - -
M03033 - - - - - -
M03034 - - - - - -
MO03035 - - - - - -
M03036 - - - - - -

Numberofmales 12 12 12 12 12 12
- 12 12 12 12 12 12

Pre: Beforc administration, Post: after administration.
-2 General ap pearance, No abnormality.
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RERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 1-1-4. General conditions of male rats

2-DT 1000 mg/kg
Male No. Days of administration
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Pre Post Prc Post Prc Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post
M04037 L e e e
M04038 R T e T S S S
M04039 T T T S
MO04040 S o e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M04041 L T T T
M04042 S e e L e e e e o e e e oL e e e e e e e e e e e e e e e e e e e e e e e e e
M04043 S e e e o e e el e e e e L e e e e e e e e e e e e e e e e e e e e e e e e e e e e
M04044 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04045 - - - - - - - - - - - - - - - - - - - - . - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04046 L T e T T
M04047 T T S S T TR
M04048 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Numberofmales 12 12 12 12 {2 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: after administration. {Continued)
-: General appearance, No abnormality.

2-DT 1000 mg/kg
Male No. Days of administration
26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Prc Post Prc Post Prc Post Prc Post Prc Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc
M04037 JS
M04038 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04039 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04040 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04041 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04042 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04043 T
M 04044 - - - - . - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04045 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04046 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04047 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
M04048 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 1z 1z 12 12 12 12 7
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 7
Pre: Before administration, Post: after administration.
- General ap pearance, No abnormality.
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HERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 1-2-1. General conditions of male rats at the recovery period

Control (vehicle: corn oil)
Male No. Days of recovery period
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
MO01008 - - - - - - - - - - - - _ N -
MO01009 - - - - - - - - - - - - - ..
MO1010 - - - - - - - - - - - - T
M01011 - - - - - - - - - - - - - -
MO01012 - - - - - - - -
Number of males
- 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5

w
W
(91
(9]
w
W
(&)}
(%}
(%}
W
(9}
W
w
[0}
W

-: General appearance, No abnormality.

2-DT 1000 mg/kg
Male No. Days of recovery period
, 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
M04044 - - - - - - - - - - - - - - -
M04045 - - - - - - - - - - - - - - -
M04046 - - - - - - - - - - - - - - -
M04047 - - - - - - - - - - - - - - -
M04048 - - - - - - - - - - - -
Numberofmales 5 5 5 S5 5 5 5 5§ S5 5 5 5 5 5 5
- 5 5 5 5 5 5 5 5 S5 5 5 5 5 5 5

-: General appearance, No abnormality.
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AHERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 2-1-1. General conditions of female rats

Control (vehicle: corn oil)

Female No.

Days of administration

1 2 3 4 s 6 7 8

9

10

11 12 13

14

15

16

17

18

19 20 21 22

23

24 25

Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

Pre Post

Pre Post

Pre Post Pre Post Pre Post

Pre Post

Pre Post

Pre Post

Pre  Post

Pre Post

Pre Post

Pre Post Pre Post Pre Post

Pre Post

Pre Post Pre Post

FO1001 - - - - - - - - - - - - - - T
FO1002 T
FO1003 B
FO1004 F
FO1005 e e o e e o e e e
FO1006 E T
F01007 S e e e e e oo
FO1008 F
F01009 e e e e e o e
Fololo S e e e e
Folo11 e
F01012 - - -

12
12

12 12
12 12

Number of females 2 12 12
- 12 12 12 12

12
12

i2
12

12
12

12
12

12
12

12
12

i2
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

Py
Fy

Pre: Before Post: after
-: General appearance, No abnormality.

Control {vehicle: corn 0il)

(Continued)

Female No.

Days of

26 27 28 29 30 31 32 33

34

35

36 37 38

39

30

41

az

43

44 45 15 47

48

49 50

Pre  Post

Pre  Post

Pre Post Pre  Post

Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

Pre_Post
FO1005 - - - - - - - -

Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

Pre_Post Pre Post Pre Post Pre Post

Number of females 1 1 1 1 1 1 1 i 1 1 1 1 1 1 1 1

- 1 1 1 1 1 )] 1 1 1 1 1 1 1 1 1 1
Pre: Before Post: after i
- General appearance, No abnormality.

Control (vehicle: com oil)
Female No, Days of'
51 52 53
Pre_Post Pre Post Pre
FO1005 - - 5

Numberof fomakes 1 1 1 1 1
. | I S N N

Pre: Before Post: after

-+ General app carance, No abnormality.
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HErE = R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 2-1-2. General conditions of female rats

2-DT 62.5 mg/kg
Female No. Days of
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Posl Pre Post Pre Post Pre Post

F02013
F02014
F02015
F02016
Fo2017
F02018
F02019
F02020
F02021
F02022
F02023
F02024 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Numberof females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 9 9 4 4 i 1 0 0 0 0 [ [ [] 0 0 0 [ [ [] 0
12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 i2 12 12 12 12 12 12 12 12 12 12 12 12 12 12 9 9 4 4 1 1 0 0 0 0 0 [ 0 0 0 0 0 0 0 0
Pre: Before i ion, Post: afier ini ion (Continued)
-: General appearance, No abnormality.
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RERE = R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 2-1-3. General conditions of female rats

2-DT 250 mg/kg
Female No. Days of administration
1 2 3 4 H 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
F03025 - - - - - - - - - """ " "-="—---"—°">=FF-"~==""="=" " "®*"F ' F'"=“="“"(F"”"™
F03026 C e e e e e e Lo e e e e e e e e e e e e e e
F03027 e e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e
F03028 S e e e e e e e e e e e e e e e e e e e e e e
21
F03030 - - - - - - . - - - .- - - e - - - - - - - L B
F03031 S oo e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
F03032 S e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
F03033 S e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
F03034 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
FO3035 s e e oo e e e e L e e e e e e e e e e e e e
F03036 - e e - - - -
Numberof females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 ¢ 9 7 7 2 2 1 1 1 1 1 1 1 1 1 1 1 1 1 1
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 42 12 12 12 12 12 12 12 12 12 12 12
Pre: Before ini ion, Post: after ini i (Conlinued)
-: General appearance, No abnomality.

I
©
<
“
~
~

2-DT 250 mykg

Female No. Days of administration

26 27 28 29 10 31 2 33 34 35 36 37 38 39 40 41 42 43 44 45 46 47 48 49 50
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

F03029 - - - - - N

Number of females 1 1 1 1 ] 1 0 0 [] 0 0 [ 0 0 0 0 0 [ [ [ o o [) [ 0 0 0 0 0 0 0 0 0 0 0 [ [ [ 0 0 0 0 [ [ 0 [ 0 0 0 [
- 1 1 1 1 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 o o [ 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 o 0 0 0 0 0 [ 0 0 0 0 0 ]

Pre: Before administration. Post: after
-: General appearance, No abnormality.
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RERE 5 R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 2-1-4. General conditions of female rats

2-DT 1000 mp/kg
Female No. Days of
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

F04037

F04038

F04039

F04040

F04041

F04042

F04043

F04044

F04045

F04046

F04047 -

FO4048 = = - .o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
Number of females | 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 1R o1 iz 12 12 12 12 12 12 12 12 32 7 7 3 3 2 2 0 0 0 0 0 [ [ [ 0 0 0 0 [ [

12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 2 12 12 912 92 12 12 12 12 12 7 7 3 3 2 2 0 0 0 0 0 0 ] 0 0 0 0 0 0 0

Pre: Before inistration, Post: after ini i {Continued)
-: General appearance, No abnomality.
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RERE 5 R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 2-2-1. General conditions of female rats, satellite group

Control (vehicle: comn oil)
Female No. Days of’
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 13 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
F05049 - - - - - - - - - "--""", N
F05050 S oo e oo e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
FO5051 ...,
FO5052 F e e
F05053 S oo o e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
F05055 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - . - - - - - - - - - - - - -
FO05056 S e e oo e e o e e e e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
F05057 S e e o e e e e oo e e oL e e e e e e e e e e e e e e e e e e e
FOS058 - - - - -
Number of females 10 10 10 0 10 10 10 10 10 10 0 10 10 10 10 10 10 10 0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 1 10 10
- 10 10 10 10 10 10 10 10 10 ¢ 10 10 W 10 10 10 10 10 10 10 10 16 10 10 10 10 10 190 10 10 10 10 0 10 10 10 10 10 10 10 10 10 10 10 6 10 10 10 10 10
Pre: Before ini; ion, Post: after ini i (Conlinued)}
-: General appearance, No abnormality.

Control (vehicle: com oil)
Female No. Days of admini
26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre
F05049 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F05050 - L - - - - - - - .- . - - - - - - - - - - - - - - - - - - - -
F05051 e e e e e e e e o e e e e e e e e e e e e e e e e e e e e e e e e
F05052 T
FO5053 T
F05054 e
F05055 T
F05056 S e e e oo e e e e e e e e e e e e e e e e e e e e e e e e
F05057 S e e e e e oo e e e e e L e e e e e e e e e e e e e e e e e e
F05058 - - - - - - -
Number of females 10 10 10 10 10 10 10 10 16 10 106 10 0 10 10 10 10 10 10 10 10 10 16 {0 10 10 10 10 10 10 10 10 10 10 5
- 10 10 10 10 10 10 10 10 10 10 10 10 10 10 0 10 10 10 10 10 10 10 10 10 16 10 10 10 10 10 10 16 10 10 5
Pre: Before administration, Post: after i
-: General appearance, No abnormality.
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RERE 5 R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 2-2-2. General conditions of female rats, satellite group
2-DT 1000 me/kg

Female No. Days of:
1 2 3 4 5 6 7 8 9 10 1 12 13 14 15 16 17 13 19 20 2] 2 23 24 25

Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
FO6059 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - N N - - - - - - - - - - - - M
F06060 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
FO6061 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
FO6062 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F06063 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - . - -
FO6064 e
FO6065 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - .
F06066 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F06067 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F06069 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

Numberof females 10 10 10 10 10 10 10 10 10 10 0 10 10 10 10 110 1 110 110 110 110 10 10 10 ¢ 10 10 w0 10 10 10 10 10 0 10 10 16 10 0 10 10 10 10 10 1@ 10 10 10 10 10

- 10 10 10 10 0 10 10 10 10 10 10 10 10 10 10 10 10 16 0 10 0 10 10 0 10 10 10 10 0 0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10

Pre: Before administration, Post: after administrati (Continued)

-: General appearance, No abnormality.

2-DT 1000 mg/kg
Female No. Days of
26 27 28 29 30 3 32 33 34 35 36 37 33 39 40 41 42 43
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre
FOG059 - - - - - - - - - - T < T = - - - - - - - - -
F05060 E T T T ST
F05061 F T e S T T
FO6062 T
F06063 T
FO6064 T T T N
F06065 - - - - - . - - - - - - - - - - - - - - - - - - - - - - - - - -
FO6066 E e e T T T
FO6067 F T TP S S S
F06069 - - - - - - -
Numberoffemales 16 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 16 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 5
- ) 10 10 10 10 10 10 10 10 10 10 10 10 10 (0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 5
Pre: Before administration, Post: after i
-: General appearance, No abnormality.
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- Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 2-3-1. General conditions of female rats at the recovery period

Control (vehicle: corn oil)
Female No. Days of recovery period
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
F05054 - - - - - - - - - - - - - - -
F05055 - - - - - - - - - - - - - - -
F05056 - - - - - - - - - - - - - - -
F05057 - - - - - - - - - - - - - - -
F05058 - - - - - - - - - - - - -
Number offemales 5 5 S5 5 5 5 S 5 5 5 5 5 5 5 5§
- 5 5 5 S5 5 5 5 5 5 5 5 5 5 5 5§

-: General appearance, No abnormality.

2-DT 1000 mg/kg
Female No. Days of recovery period
1 2 3 4 S5 6 7 8 9 10 11 12 13 14 15
F06064 - - - - S G T - - -
F06065 - - - - e T T
F06066 A S
F06067 S T T T - - - - - -
F06069 - - - - - - - - - - - - - - -
Number of females 5 5 5 5 5 5 5 5 5 5 5 S5 § 5 5
- 5 5 5 5 5 5 5 5 5 5 5 5 5 5

-: General appearance, No abnormality.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 3-1. General conditions in dams during pregnancy

Control (vehicle: corn oil)
Female No. Days of pregnancy
0 1 2 3 4 5 6 7 8 9 10 11 12 13
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
F01001 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F01002 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F01003 S e oo e Lo e L e e e e e e e e e e e e e e
F01004 S e e e e e e e e e e e e e e e e e e
F01006 S e e e e e e e e e e e e e e e e e e e e
F01007 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
FO1008 S e oo e e oo e e e e e e e e e e e e e e e e e
F01009 e
F01010 S .o oo o Lo e e e e e e e e e e e e e e e e e e
FO1011 e e o e e e e e e e e e e e e e e e e e e e e
F01012 T S S
Number of females 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
- 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
Pre: Before administration, Post: after administration. (Continued)
-: General appearance, No abnormality.

Control (vehicle: com oil)
Female No. Days of pregnancy
14 i5 16 17 18 19 20 21 22
Prc Post Prc Post Prc Post Prc Post Prc Post Prc Post Prc Post Prc Post Prc Post
F01001 - - - - - - - - . . N - N . N N
F01002 - - - - - - - - - - - - - - - .
F01003 - - - - - - - - - . - - - - - -
F01004 - - e oo oo e e e e e e
F01006 - - - - - - - - - - - - - - . . - -
F01007 - - - - - - - - - - - - - - - - - -
F01008 - - - - - - - - - - - - - - - -
F01009 - - - - - - - - - . - - - - . .
F01010 - - - - - - - - - . . - - - - - . N
F01011 - - - - - - - - - - - - - - . - - -
F01012 - - - - - - - - - - - - - - - -
Number of females 11 11 11 11 11 11 11 11 1t 11 11 11 11 11 11 11
- ) O T B U O B S S L I S S R P L R R L R YR P R b 4 4
Prc: Before administration, Post: after administration.
-: General appearance, No abnormality.

~
~
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 3-2. General conditions in dams during pregnancy

2-DT 62.5 mg/kg
Female No. Days of pregnancy
0 1 2 3 4 5 6 7 8 9 10 11 12 13
Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Prc Post Pre Post Prc Post Pre Post Pre Post Prc Post
F02013 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02014 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02015 - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02016 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02017 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02018 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02019 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02020 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02021 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02022 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02023 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F02024 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Beforc administration, Post: after administration. (Continucd)
-: General appcarance, No abnormality.

2-DT 62.5 mg/kg
Female No. Days of pregnancy
14 15 16 17 18 19 20 21 22
Prc Post Prc Post Pre Post Prc Post Pre Post Pre Post Prc Post Pre Post Pre Post
F02013 - - - - - - - - - - - - - - - -
F02014 - - - - - - - - - - - - - - - - - -
F02015 - - - - - - - - - - - - - - - -
F02016 - - - - - - - - - - - - - - - -
F02017 - - - - - - - - - - - - - - - - - -
F02018 - - - - - - - - - - - - - - - -
F02019 - - - - - - - - - - - - - - - - - -
F02020 - - - - - - - - - - - - - - - -
F02021 - - - - - - - - - - - - - - - - - -
F02022 - - - - - - - - - - - - - - - -
F02023 - - - - - - - - - - - - - - - -
F02024 - - - - - - - - - - - - - - - - - -
Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 5 5
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 S5 5
Pre: Before administration, Post: after administration.
-: General appearance, No abnormality.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 3-3. General conditions in dams during pregnancy

2-DT 250 mg/kg
Female No. Days of pregnancy
0 1 2 3 4 5 6 7 8 9 10 11 12 13
Prc Post Prc_Post Prc Post Prc Post Pre Post Prc Post Prc Post Pre Post Pre¢ Post Pre Post Prc Post Prc Post Pre Post Pre Post
F03025 - - - - - - - - - - - - - - - - - - - - - - - - - .
F03026 - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03027 - - - - - - - - - - - - - - - - - - - - - - - - - - .
F03028 - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03029 - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03030 - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03031 - - - - - - - - - - - - - - - - - - - - - - - - - - . -
F03032 - - - - - - - - - - - - - - - - - - - - - - - . - - - -
F03033 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03034 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03035 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F03036 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: aftcr administration. (Continued)
-: General appearance, No abnormality.

2-DT 250 mg/kg
Female No. Days of pregnancy
14 15 16 17 18 19 20 21 22
Prc Post Prc Post Prc Post Pre Post Prc Post Pre Post Prc Post Pre Post Pre Post

F03025 - - - - - - - - - - - - - - - - - -

F03026 - - - - - - - - - - - - - - - -

F03027 - - - - - - - - - - - - - - - -

F03028 - - - - - - - - - - - - - - - -

F03029 - - - - - - - - - - - - - - - - - -

F03030 - - - - - - - - - - - - - - - -

F03031 - - - - - - - - - - - - - - - -

F03032 - - - - - - - - - - - - - - - -

F03033 - - - - - - - - - - - - - - - - - -

F03034 - - - - - - - - - - - - - - - -

F03035 - - - - - - - - - - - - - - - -

F03036 - - - - - - - - - - - - - - - - - -
Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 4 4

- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 4 4

Pre: Before administration, Post: after administration.
-: General appearance, No abnormality.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 3-4. General conditions in dams during pregnancy

2-DT 1000 mg/kg
Female No. Days of pregnancy
0 1 2 3 4 5 6 7 8 9 10 11 12 13
Prc Post Prc Post Pre Post Prc Post Pre Post Pre Post Pre Post Prc Post Pre Post Pre¢ Post Pre Post Pre Post Pre Post Prc Post
F04037 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04038 - - - - - - - - - - - - - - - - - - - - - - - - - - . -
F04039 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04040 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04041 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04042 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04043 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04044 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04045 S e e . e e e e e e e e e e e e e e e e e e e e e e e
F04046 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04047 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
F04048 - - - - - - - - - - - - - - - - - - - - - - - - - - - -
Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: after administration. (Continued)
-: General appcarance, No abnormality.

2-DT 1000 mg/kg
Female No. Days of pregnancy
14 15 16 17 18 19 20 21 22
Prc Post Pre Post Prc Post Prc Post Pre Post Pre Post Pre Post Pre Post Pre Post

F04037 - - - - - - - - - - - - - - - -

F04038 - - - - - - - - - - - - - - - -

F04039 - - - - - - - - - - - - - - - -

F04040 - - - - - - - - - - - - - - - -

F04041 - - - - - - - - - - - - - - - -

F04042 - - - - - - - - - - - - - - - -

F04043 - - - - - - - - - - - - - - - - - -

F04044 - - - - - - - - - - - - - - - -

F04045 - - - - - - - - - - - - - - - -

F04046 - - - - - - - - - - - - - - - - - -

F04047 - - - - - - - - - - - - - - - -

F04048 - - - - - - - - - - - - - - - - -
Number of females 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 3 3

- 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 3 3

Prc: Before administration, Post: after administration.
-: General appearance, No abnormality.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 4-1. General conditions in dams during lactation

Control (vehicle: corn oil)
Female No. Days of lactation
0 1 2 3 4 5
Pre Post Pre Post Pre Post Pre Post Pre Post Pre
F01001 - - - - - - - - - - -
F01002 - - - - - - - - - - -
F01003 - - - - - - - - - - -
F01004 - - - - - - - - - - -
F01006 - - - - - - - - - - -
F01007 # # - - - - - - - - -
F01008 - - - - - - - - - - -
F01009 - -
F01010 # # - - - - - - - - -
FO01011 # #
F01012 - - - - - - - - - - -
Number of females 8 8 11 11 1 11 11 11 11 11 11
- 8 8 1m 11 11 1t 11 11 11 11 11
Pre: Before administration, Post: after administration.
-: General appearance, No abnormality.
#, Animal was administered to dosing formulation before delivery, and no abnormality was
observed on day 0 of lactation.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 4-2. General conditions in dams during lactation

2-DT 62.5 mg/kg
Female No. Days of lactation
0 1 2 3 4 5
Pre Post Pre Post Pre Post Pre Post Pre Post Pre
F02013 - - - - - - - - - - -
F02014 # # - - - - - - - - -
F02015 - - - - - - - - - - -
F02016 - - - - - - - - - - -
F02017 # # - - - - - - - - -
F02018 - - - - - - - - - - -
F02019 - - - - - - - - - - -
F02020 - - - - - - - - - - -
F02021 - - - - - - - - - - -
F02022
F02023 -
F02024 # -
Number of females 9 12 12 12 12 12 12 12 12 12
- 9 9 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: after administration.
-: General appearance, No abnormality.
#, Animal was administered to dosing formulation before delivery, and no abnormality was
observed on day 0 of lactation.

Ol
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 4-3. General conditions in dams during lactation

2-DT 250 mg/kg
Female No. Days of lactation
0 1 2 3 4 5
Pre Post Pre Post Pre Post Pre Post Pre Post Pre
F03025 - - - - - - - - - - -
F03026 - - - - - - - - - - -
F03027 - - - - - - - - - - -
F03028 - - - - - - - - - - -
F03029 # # - - - - - - - - -
F03030 - - - - - - - - - - -
F03031 - - - - - - - - - - -
F03032 - -
F03033 # # - - - - - - - - -
F03034 # #
F03035 - - - - - - - - - - -
F03036 - - - -
Number of females 9 9 12 12 12 12 12 12 12 12 12
- 9 9 12 12 12 12 12 12 12 12 12
Pre: Before administration, Post: after administration.
-: General appearance, No abnormality.
#, Animal was administered to dosing formulation before delivery, and no abnormality was
observed on day 0 of lactation.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 4-4. General conditions in dams during lactation

2-DT 1000 mg/kg

Female No.

Days of lactation

0

1

2

3

4

5

Pre Post

Pre Post Pre Post

Pre Post

Pre Post

Pre

F04037
F04038
F04039
F04040
F04041
F04042
F04043
F04044
F04045
F04046
F04047
F04048

#

] I

HH

#

] b |

H

Number of females

#
8

8

oIt v

8

12
12

12
12

12
12

Pre: Before administration, Post: after administration.

-: General appearance, No abnormality.

#, Animal was administered to dosing formulation before delivery, and no abnormality was

observed on day 0 of lactation.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 5-1. Detailed clinical observations of male rats

Control (vchicle: corn oil)

Open-ficld obscrvations

Malc No. Stereotypy Touch response Urination Defecation

Pre® T8 TI5 T24 T30 T36 T42 R7° R14 Pre T8 TI5 T24 T30 T36 T42 R7 Rl4 Pre T8 TI5 T24 T30 T36 T42 R7 Rl4 Pre T8 TI15 T24 T30 T36 T42 R7 Rl4
MO01001 2 2 2 2 2 2 2 2 2 2 2 2 2 2 O 0 0 0 0 o0 O o 0 0 0 0 0 O
M01002 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 0 o 0o 0 0 0o 0 o0 ©
M01003 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ¢ 0 0 0 0 0 0 0o 0 0 0 0 0 O
MO01004 2 2 2 2 2 2 2 2 2 2 2 2 2 2 1 0 0 0 0 0 O 1 0 0 0 0 0 0
MO1005 2 02 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 0 O o 0 0 0 0 0 O
MO01006 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 o0 O O 0 0 0 0 o0 O
M01007 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 0 O o 0 0 0 0 o0 O
M01008 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0o o0 1! 1 1 0 o0 O o 0 0 0 0 O O o0 0
M01009 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 O 0 0 o0 O o 0 0 0 0 0 0 0 O
MO01010 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 1 0 0 ¢ 0o t 0 0 O 1 06 0 0o 0 0 0 0 O
MO1011 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 6o 6 0 0 0 ¢ o0 0 O o 0 ¢ 0 0 0O 0 0 O
MO01012 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 o0 0O O 0 0 o0 O o 0 0 0 0 0 0 o0 O
Total 3:0 3:0 3:0 3:0 3:0 3:0 30 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 2 0 0 1 1 2 0 0 O 2 0 0 0 o0 0 0 0 O
™N) (12) (12) (12) (12) (12) (12) (12) (5) (5) (12) (12) (12) (12) (12) (12) (12) (5) (5) (12) (12) (12) (12) (12) (12) (12) (5) (5) (12) (12) (12) (12) (12) (12) (12) (5) (5)
: pre-trcatment; b day 8 of treatment; © day 7 of recovery
Stercotypy [ 2, not observed; 3, rearing]
Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30scc ]
Defecation [ frequency/30scc ]
Except the above findings, there were no cl in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing

from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and c) Open-ficld observations (posture, exploration, pilocrection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 5-2. Detailed clinical observations of male rats

2-DT 62.5 mgkg

Open-ficld obscrvations

Male No. Stereotypy Touch response Urination Defecation
PrcaTSb TIS T24 T30 T36 T42 Pre T8 TI5 T24 T30 T36 T42 Pre T8 TI1S T24 T30 T36 T42 Pre T8 TI5 T24 T30 T36 T42

M02013
M02014
M02015
M02016
M02017
M02018
M02019
M02020
M02021
M02022
M02023
M02024

NN RN NNNN DN
NN NN NN NN N NN
NN NN WR NN NDNNN
NONNN NN NN NN NN
NNNNRRN NN RNR
NRNN RN NN NNRNND NN
NN RN D NN NDRDNDND NN
NRNNNRNNNNN DR
NRNRDORED NN NN
NONON R DRNN N NN NR
NONN NN N NN NN NN
NORNNNNN NN NN RN
NRNNRNNNND NN
NN NN NN RNNNNNN
0O 0O 0 C O O O O N OO
S O 0O 0 0O 0O 0 0 O -~ O O
coc o ~00 -0 0o o -
O — o o0 0o o000 o oo
C o 0000000 ~ — —
c o oo oo oo oo N
cC o o oo 0 o000 oo O
S - 0 0O 0O 0 0O o 0 o O O
oo oo oo o000 oo
oo oo oc o o000 oo
cC o oo ocCc o006 o O
©C o 00 oCc O o0 o oc oo
O O 0O 0 O O O o o0 o0 o o
O O O O O O 0O 0O o o O

Total score 3:0 3:0 3:1 3:0 3:0 3:0 3:0 3:0 3:1 3:0 3:0 3:0 3:0 3:0 2 1 3 i 3 4 0 1 0 0 0 0 0 O
™) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12)

2 pre-treatment; b day 8 of trcatment; ¢ day 7 of recovery
Stereotypy [ 2, not observed; 3, rcaring]

Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30scc ]

Defecation [ frequency/30scc }

Except the above findings, there were no changes in all animals; a) Cage-side observation (posturc in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing
from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membrancs color, lacrimation, exophthalmos, pupillary size, salivation), and c¢) Open-field observations (posture, exploration, piloercction, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 5-3. Detailed clinical observations of male rats

2-DT 250 mg/kg

Open-ficld obscrvations

Male No. Stercotypy Touch response Urination Defecation

Prc” st T15 T24 T30 T36 T42 Pre T8 TI15 T24 T30 T36 T42 Pre T8 TI5 T24 T30 T36 T42 Pre T8 TI5 T24 T30 T36 T42
M03025 2 2 2 2 2 2 2 2 2 2 2 2 2 2 6o 0 0o 0 1 I 0 c 0 0 0 0 0 O
M03026 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 1 6 0 0 0 0 o 0 0 0 0 0 O
M03027 2 2 2 2 2 2 2 2 2 2 2 2 2 2 1 0o 0 0 0 0 © 0o 0 0 0 0 0 O
M03028 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O 0 0 0 0 o0 O 1 06 0 ¢ 0 0 O
M03029 2 2 2 2 2 2 2 2 2 2 2 2 2 2 O 0 0 0 0 o0 O o 0 0 0o o0 0 O
M03030 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 1 0 0 0 1 1 0o 0 0 0 o0 0 O
M03031 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 0 0 o 0 0 0 O0 0 O
M03032 2 2 2 2 2 2 2 2 2 2 2 2 2 2 6 0 0 0 0 0 O o 0 0 0 0 0 0
M03033 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 ¢ 0 0 0 O 0o 0 0 o0 0 o0 O
M03034 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0 0 o0 O o 0 o0 0 0 0 O
M03035 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 o0 O o 0 o0 0o 0o 0 O
M03036 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 0 0 o 0 0 0 O0 0 O
Total score 3:0 3:0 3:0 3:0 3:0 3:0 30 3:0 3:0 3:0 3:0 3:0 3:0 3:0 1 2 0o 0 1 2 1 1 0 0 0 0 0 O
™) (12) (12) (12) (12) (12) (12) (1) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12)

2 pre-treatment; b day 8 of trcatment; ¢ day 7 of recovery
Stercotypy [ 2, not observed; 3, rearing]

Touch responsc [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30scc ]

Defecation [ frequency/30scc ]

Except the above findings, there were no changes in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing
from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and c) Open-ficld observations (posture, exploration, piloerection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 5-4. Detailed clinical observations of male rats

2-DT 1000 mg/kg

Open-ficld observations

Male No. Stercotypy Touch response Urination Defecation

Pre® T8h TI5 T24 T30 T36 T42 R7° R14 Pre T8 TI5 T24 T30 T36 T42 R7 R4 Pre T8 TI15 T24 T30 T36 T42 R7 Rl4 Pre T8 TI5 T24 T30 T36 T42 R7 Rl4
M04037 2 02 2 2 2 2 2 2 2 2 2 2 2 2 1 0 0 0 0 0 O 1 0 0 0 O 0 O
M04038 2 2 2 2 2 2 2 2 2 2 2 2 2 2 6o 0 0 0 0 1 0 0o 0 0 0 O0 0 0
M04039 2 02 2 2 2 2 2 2 2 2 2 2 2 2 ¢ 0 0 0 0 0 0 o 0 0 0 0 o0 O
M04040 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0 0 2 0 o 0 0 0 0 0 O
M04041 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 o 1 0 0 O 0o 0 0 0 0 0 o0
MO04042 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0 0 o0 O o 0 0 0 0 0 0
M04043 2 2 2 2 2 2 2 2 2 2 2 2 2 2 1 0 0 0 0 2 0 1 0 0 0 0 0 O
M04044 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 0 0 0 O o 0 0 0 0 O 0 0 O
M04045 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 6 0 0 0 0 0 0 0 O o 0 0 0 0 O 0 o0 O
MO04046 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 6 0o o 0 0 O 0 o0 O c 0 0 0 0 0 0 0 O
M04047 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o o 1 0 0O O 0 o0 O o 0 0 0 0 0 0 0 O
M04048 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 O 0 0 O 0 0 0 o0 O 0o 0 0 0 0 O 0 0 O
Total score ©3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 2 0 1 1 0 5 0 o0 O 2 0 0 0 0 0 0 0 0
™) (12) (12) (12) (12) (12) (12) (12) (5) (5) (12) (12) (12) (12) (12) (12) (12) ) (5) (12) (12) (12) (12) (12) (12) (12) (5) (5) (12) (12) (12) (12) (12) (12) (12) (5) )

¢ pre-treatment; b day 8 of treatment; € day 7 of recovery
Stercotypy [ 2, not observed; 3, rearing]

Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30scc ]

Defecation [ frequency/30scc ]

Except the above findings, therc were no changes in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing
from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and ¢) Open-field observations (posture, cxploration, piloerection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 6-1-1. Detailed clinical observations of female rats

Control {vehicle: com oil)

Open-field observations

FemaleNo.  Stercotypy Touch response Urination Defecation

pre” T8 b TI5S T24 T30 T36 T42 T49 L° Pre T8 TI5S T24 T30 T36 T42 T49 L Pre T8 TI15 T24 T30 T36 T42 T49 L Pre T8 TI5 T24 T30 T36 T42 T49 L
FO1001 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 o0 0 0 O 0 0o 0 ¢ 0 0 0 0
F01002 2 2 2 2 2 2 2 2 2 2 2 2 2 2 1 0 0 0 0 0 [ 0 0 0 0 0 0 0
F01003 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 0 0 0 0 0 0 ¢ 0 0
Fo1004 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 o o0 0 0 0 o 0 o0 o 0 O 0
FO1005 2 2 2 2 2 2 2 2 2 02 2 2 2 2 2 2 ¢ 0 0 0o 0 0 o0 O ¢ o 0 0 0 o0 0 ©
FO1006 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ¢ 0 o0 o 0 0 0 ¢ 0 0 0 o0 0 0
F01007 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 [ 0 0 0 0 0 0 0 0 0 0
F01008 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 06 o 0 0 o 0 o 0 o0 o 0 0 [
F01009 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 0 ] 0 0 0 0 0 0 0
F01010 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 o0 0o 0 0 0 o 0 o0 o0 0 O 0
FO1011 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 0 0 0 0 0 0 0 [} 0
Fo1012 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ] 0 0 0 0 0 0 0 0 0 0 0 0 0
Totalscore  3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 30 3:0 30 3:0 30 30 30 30 1 0 0 0 ¢ o 0 90 0 0 [R] 0 0 0 0 o 0
™ 12y (12) (12) (12 (12 4 O O ay (12 1 (12 (1 1y 12 © O ay (12 (1 (2 12 42 0 @ @ Ay 12 (2 12y 12y (2 (12 O O ay
2 pre-treatment; b day 8 of treatment; ® Jactation period
Stercotypy [ 2, not observed; 3, rearing]
Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30sec ]
Defecation [ frequency/30sec ]
Except the above findings, there were no changes in all animals; a) Cage-side obscrvation (p inh ge, | activity in h v ization, tremor, convulsion), b) Observations made while handling (behavior while removing

from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membmnes color, lacrimation, exophthalmos, pupillary size, salwauon), and c) Open-ficld observations (posture, exploration, piloerection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, ithd I reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 6-1-2. Detailed clinical observations of female rats

2-DT 62.5 mg/kg

Open-field observations ©
Female No.  Stereotypy Touch response Urination Defecation

PreaTSb T15 T24 T30 T36 L° Pre T8 TI15 T24 T30 T36 L Pre T8 TI15 T24 T30 T36 L Pre T8 TI15 T24 T30 T36 L
F02013 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 0 O 0o ¢ 0 0 0 0 O
F02014 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O ¢ 0 0 0 0 0 0 0 ¢ 0 0 0 O
F02015 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O 0 0 0 0 0 0 O 0 0 0 0 0 0
F02016 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0o 0 0 O 0O 0 0 ¢ 0 0 0
F02017 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O 0 0 0o 0 0 O 0o 0 0 0 0 0 0
F02018 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0o 0 0 O 0o 0 0 0 0 O O
F02019 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ¢ 0 0 0 0 0 O o 0 0 0 0 0 O
F02020 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 ¢ 0 ¢ 0 0 0 0O ¢ 0 0 0 0 O
F02021 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 0 0 0O 0 ¢ 0 0 0 O
F02022 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O 0 0 0 0 0 0 0O 0 0 0 0 o0 O
F02023 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0 0 0 o0 0o 0 0 0 0 0 O
F02024 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0 0 0 O o 0 0 o0 0 0 O
Total score  3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:03:0 3:0 3:0 3:0 3:0 3:0 6 0 0 0 0 0 O ¢ 0 0 0 0 0 ¢
™) (12) (12) (12) (12) (12) (1) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) 12) (12) (12) (12) (12) (12)
: pre-tr b day 8 of © lactation period
Stereotypy [ 2, not observed; 3, rearing]
Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30sec ]
Defecation [ frequency/30sec ]
Except the above findings, there were no changes in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing

from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and ¢) Open-field observations (posture, exploration, piloerection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 6-1-3. Detailed clinical observations of female rats

2-DT 250 mg/kg
Open-field observations
Female No.  Stereotypy Touch response Urination Defecation

PreaTSb TI5 T24 T30 T36 T42 T49 L° Pre T8 TI15 T24 T30 T36 T42 T49 L Pre T8 TIS T24 T30 T36 T42 T49 L Pre T8 TI5 T24 T30 T36 T42 T49 L

F03025
F03026
F03027
F03028
F03029
F03030
F03031
F03032
F03033
F03034
F03035
F03036

NN RN NNNDNRONNDN
NN NN NNDNRDNNDN
RNNRNNR DD NN NN
RN NNNN NN DN
RN NN NDNNND N
NN NN RNNRNNNNDN
NORNRNN RN R RN NN N
RN NN NNNNRNNDNN
NN NNDRDNNDND®GNDN
RN R RNNDRNNDNNNN
NNRN NN RNNNRNNRN
WRNNNNRNNNN NN
NN NN NNNDNNNNN
MDD NNRNNNRLDNNN
oo o0 00O Cc oo C O
[= R~ R— A = - - I - - - -]
Lol R A = 2 — 2~ = R - B — I I
cC o000~ 000000
cCoocoo0co0oCcooCc oo oo
R A I - I A - - IE - IR -
C O 00 o000 oo 0O
o I A - A - - TR YR~}
cCooc oo coCc oo oo
CcC o oo oCcCOoO0 0o Cc oo
C o0 000000000 Q
[ A A - I AR - - - -T - -
cCOoO 00000 o000 O
C O Cc 000 O 000 o O

Total score  3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:1 3:0 3:0 3:0 3:0 3:0 3:0 3:0 00 0 1 0 0 0 0 0 00 0 0 0 0 0 0 O
™) (12 12 12 12 (12) (1) ) @) (1Y (12) 12) (12) 12) (12) (1) () ) (Y (12) (12) (12) (12) (12) (12) (1) () (2) (12) (12) (12) 12) (12) 12y (1) ) 02)

b . .
2 pre-treatment;  day 8 of treatment; € lactation period
Stereotypy [ 2, not observed; 3, rearing)

Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30sec ]
Defecation [ frequency/30sec ]

Except the above findings, there were no changes in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing
from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and c) Open-field observations (posture, exploration, piloerection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 6-1-4. Detailed clinical observations of female rats

2-DT 1000 mg/kg
Open-field observations

Female No.  Stereotypy Touch response Urination Defecation

l"l'eﬂTSb T15 T24 T30 T36 L° Pre T8 TI15 T24 T30 T36 L Pre T8 TI15 T24 T30 T36 L Pre T8 TI5 T24 T30 T36 L
F04037 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ¢ 0 0 0 0 O0 O ¢ ¢ 0 0 0 0 O
F04038 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ¢ ¢ ¢ 0 0 0 1 O ¢ 0 0 0 0 0
F04039 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O 0 0 0 0 0 0O O 0 0 0 0 0 0
F04040 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0 0 O © 0O 0 0 ¢ 0 o0 O
F04041 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 o0 o0 0 O 0o 0 0 0 0 0 0
F04042 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0 0 0 0o 0 0 O 0o 0 0 o0 0 0 O
F04043 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0o 0 0 0o 0 0 O ¢ 0 0 0 0 0 O
F04044 3 2 2 2 2 2 2 2 2 2 2 2 2 2 0 1 0 0 0 0 O 0 0 0 0 0 o0 0
F04045 2 2 2 2 2 2 2 2 2 2 2 2 2 2 ¢ 0 0 0 0 0 O 6 0 ¢ 0 0 0 O
F04046 2 2 2 2 2 2 2 2 2 2 2 2 2 2 1 0o 0 0 0 0 0 0O 0 0 0 0 o0 0
F04047 2 2 2 2 2 2 2 2 2 2 2 2 2 2 o 0 0 0 0 0 O o 0 0 0 0 0 O
F04048 2 2 2 2 2 2 2 2 2 2 2 2 2 2 0O 0 0 o o0 0 0 o 0 0 0 0 0 O
Total score  3:1 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 3:0 1 1 0 0o 0 0 1 0o 0 0 0 0 O O
™) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12) (12 (12) (12) (12) (12)
: pre-tr ° day 8 of © Jactation period
Stereotypy [ 2, not observed; 3, rearing]
Touch response [ 2, normal; 3, hypersensitivity (slight) ]
Urination [ frequency/30sec ]
Defecation [ {requency/30sec ]
Except the above findings, there were no ck in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling (behavior while removing

from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and c) Open-field observations (posture, exploration, piloerection, palpebral opening, tremor,
convulsion, respiratory rate, gait, bizarre behavior, straub tail, grooming, vocalization, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 6-2-1. Detailed clinical observations of female rats, satellite group

Control (vehicle: com oil)

Open-field observations 9

Female No. Urination Defecation

PreaTXb T15 T24 T30 T36 T42 R7° Rl4 Pre T8 TI5 T24 T30 T36 T42 R7 RIl4
F05049 6o 0 0 0 0 1 0 0o 0 0 0 0 0 0
F05050 6o 0 0 0 0 0 O o 0 0 o 0 06 O
F05051 0o ¢ 0 o0 1 1 2 0o 0o 0o o 0 0 O
F05052 o 0 0 0 0 0 O 0O 0 0 0 0 0 O
F05053 0o 0o 0 0 0 0 O 0 0 0 0 0 0 O
F05054 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
F05055 6 0 0 0 0 0 0 0 O 6 ¢ ¢ 0 0O 0 0 0 0
F05056 ¢ 0 0 0 0 0 0 0 O o 0 0 0 0 0 0 0 0
F05057 o ¢ 0 0 0 o0 1 0 0 o 0 0 0 0 0 0 0 O
F05058 o 1 0o 0 0 0 0 0 O o 0 0 0O O 0 0 0 ¢
Total score 0 1 0o o 1 2 3 0 0 o 0 0 0 O 0 o0 0 O
N) (10) (10) (10) (10) (10} (10) (10) () (5) (10) (10) (10) (10) (10) (10) (10) (5) (5)

? pre-treatment; b day 8 of treatment; ¢ day 7 of recovery
Urination [ frequency/30sec ]
Defecation [ frequency/30sec ]

Except the above findings, there were no changes in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling
(behavior while removing from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and ¢) Open-field observations (posture,
exploration, piloerection, palpebral opening, tremor, convulsion, respiratory rate, gait, stereotypy, bizarre behavior, straub tail, grooming, vocalization, touch response, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 6-2-2. Detailed clinical observations of female rats, satellite group
2-DT 1000 mg/kg

Open-field observations °

Female No. Urination Defecation

PreaTBb T15 T24 T30 T36 T42 R7° R14 Pre T8 TI15 T24 T30 T36 T42 R7 Rl4
F06059 o 0 o 0 0 0 O o 0 0 0 0 0 o0
F06060 o 0 o0 0 1 0 0 o 0 0o o0 0 0 O
F06061 o 0 0 0 0 0 0 ¢ 0 0 0 0 0 o0
F06062 6o 0 o0 0 0 0 O o 0 0 o0 0 0 O
F06063 o 0 0 0 0 0 O o 0 0 o0 0 0 O
F06064 o 0o 0o 0 0 0 0 0 O o 0 0 o O O O 0 O
F06065 o o o0 o0 0 0O 1 0 O o 0 0 0 O 0 0 o0 O
F06066 o 0 o0 0O O 0 0 0 O o 0 0 0 0 0 0 o0 O
F06067 o 0 0 0 O o0 0 0 O ¢ 0 0o 0 O 0 0 o0 O
F06069 o 0 0 0 0 0 0 0 O o 0 0 0 O o0 0 o0 O
Total score 0o 0 0 O 1 0 1 (] o 0 0o o0 O O o0 o0 O
™) (10) (10) (10) (10) (10) (10) (10) (5) (%) (10) (10) (10) (10) (10) (10) (10) (5) (9

b
@ pre-treatment; day 8 of treatment; ¢ day 7 of recovery
Urination [ frequency/30sec ]
Defecation [ frequency/30sec ]

Except the above findings, there were no changes in all animals; a) Cage-side observation (posture in home-cage, locomoter activity in home-cage, vocalization, tremor, convulsion), b) Observations made while handling
(behavior while removing from cage, handling behavir, heart beats, body temperature, fur, skin/mucous membranes color, lacrimation, exophthalmos, pupillary size, salivation), and ¢) Open-field observations (posture,
exploration, piloerection, palpebral opening, tremor, convulsion, respiratory rate, gait, stereotypy, bizatre behavior, straub tail, grooming, vocalization, touch response, withdrawal reflex, pinna reflex).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 7-1-1. Body weights of male rats

Control (vehicle: corn oil)

Male No. Days of administration
1 4 7 14 21 28 35 42
M01001 417.5 426.9 444.0 470.7 501.2 529.9 568.5 574.8
MO01002 4152 418.0 423.0 430.4 438.2 468.1 475.6 481.1
M01003 409.5 420.3 432.0 455.4 477.1 498.1 516.3 523.5
M01004 415.8 430.6 438.9 474.0 509.5 539.9 558.6 558.9
MO01005 4227 4341 4413 453.2 473.7 502.7 521.0 537.3
MO01006 437.8 448 4 463.0 493.6 510.3 516.3 562.4 540.8
MO01007 4247 442.8 460.0 498.2 516.1 539.6 5771 603.5
M01008 3943 406.9 4253 454.0 477.9 508.2 528.0 550.4
MO01009 384.9 393.1 400.5 418.0 4349 461.7 485.3 507.5
M01010 408.1 4252 441.0 457.0 470.0 494.8 5142 5245
M01011 390.6 404.8 414.0 396.0 450.7 429.0 492.1 508.8
M01012 392.5 400.8 417.9 433.7 450.8 470.9 486.3 501.9
Number of males 12 12 12 12 12 12 12 12
Mean 409.5 421.0 4334 452.9 475.9 496.6 523.8 5344
S.D. 16.0 17.1 18.4 29.9 28.6 33.9 35.6 34.1
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 7-1-2. Body weights of male rats

2-DT 62.5 mg/kg

Male No. Days of administration
1 4 7 14 21 28 35 42
M02013 405.5 422.1 414.6 448.3 482.4 506.4 527.5 527.5
M02014 372.6 384.1 384.6 396.5 420.3 443.9 463.0 4722
M02015 408.1 429.1 439.0 466.3 486.8 513.9 543.4 541.0
M02016 384.7 399.9 4094 433.7 461.9 486.5 509.1 512.9
M02017 409.0 4222 438.5 448.6 458.1 479.7 491.1 503.4
MO02018 425.0 4444 446.7 468.3 506.4 532.3 544.2 526.3
M02019 4213 439.6 458.8 492.9 509.9 545.3 568.1 589.6
M02020 3993 409.7 420.4 439.5 464.5 483.0 495.8 509.7
M02021 391.5 403.8 416.9 433.0 453.7 470.0 4884 500.0
M02022 4189 437.7 4457 475.3 500.6 522.5 544.7 560.9
M02023 430.9 448.5 462.1 489.7 510.0 541.0 559.0 578.4
M02024 412.3 428.6 435.7 456.1 481.5 501.3 515.9 536.0
Number of males 12 12 12 12 12 12 12 12
Mean 406.6 422.5 431.0 454.0 478.0 502.2 520.9 529.8
S.D. 17.2 19.7 22.5 27.0 27.3 30.7 322 34.0
Significance NS NS NS NS NS NS NS NS
Statistical method AN AN AN AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 7-1-3. Body weights of male rats

2-DT 250 mg/kg

Male No. Days of administration
1 4 7 14 21 28 35 42
M03025 408.8 420.1 437.8 459.1 486.6 5124 528.4 535.1
M03026 416.2 431.0 4428 446.3 467.9 489.5 502.0 506.1
M03027 407.9 424 4 434.5 461.3 488.6 513.0 536.0 555.0
MO03028 4255 439.0 452.8 482.1 503.7 522.4 549.3 544.4
M03029 429.9 441.9 460.2 480.8 490.3 498.2 507.1 516.7
M03030 390.0 390.3 398.2 412.8 440.9 466.4 477.0 471.6
M03031 416.4 4315 446.6 469.3 491.8 507.7 527.8 548.4
M03032 378.1 398.9 418.0 438.1 452.2 478.2 503.0 523.1
M03033 396.6 411.9 427.8 451.2 482.3 508.0 532.6 547.3
MO03034 400.5 409.0 4229 456.6 481.1 518.4 550.7 579.2
MO03035 423.6 436.0 453.6 425.1 493.2 526.4 546.6 567.0
MO03036 413.1 4184 427.1 445.0 475.7 499.5 527.5 554.6
Number of males 12 12 12 12 12 12 12 12
Mean 408.9 421.0 4352 4523 479.5 503.3 524.0 5374
S.D. 15.3 16.2 17.6 20.7 18.0 18.0 22.5 29.3
Significance NS NS NS NS NS NS NS NS
Statistical method AN AN AN AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 7-1-4. Body weights of male rats

2-DT 1000 mg/kg

Male No. Days of administration
1 4 7 14 21 28 35 42
M04037 386.2 398.2 375.6 422.8 451.3 467.8 499.2 512.1
M04038 398.9 4133 417.8 441.0 467.7 488.0 508.3 510.3
M04039 420.5 439.6 455.9 487.5 509.6 542.4 564.3 575.5
MO04040 404.2 431.0 443.0 473.1 501.0 528.8 552.2 544.8
M04041 409.5 417.5 431.6 460.9 485.2 519.6 5442 5524
M04042 428.8 442.9 449.1 469.6 488.8 513.1 539.5 528.9
M04043 398.6 403.5 414.5 4253 445.1 475.5 495.7 514.0
M04044 4074 4314 436.7 454.9 481.1 503.9 508.1 525.5
M04045 416.1 437.1 452.6 476.2 490.9 511.7 534.1 560.9
MO04046 408.0 4247 4423 466.0 488.6 516.1 539.1 550.2
MO04047 395.3 406.6 414.5 438.8 458.4 479.0 500.2 4853
M04048 423.1 436.9 449.9 464.6 489.5 519.1 558.3 575.6
Number of males 12 12 12 12 12 12 12 12
Mean 408.1 423.6 432.0 456.7 479.8 505.4 528.6 536.3
S.D. 12.5 15.3 23.1 20.5 19.9 23.0 24.9 28.2
Significance NS NS NS NS NS NS NS NS
Statistical method AN AN AN AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 7-2-1. Body weights of male rats at the recovery period

Control (vehicle: corn oil)

Male No. Days of recovery period
1 7 14
MO01008 553.6 568.5 568.1
MO01009 514.7 5149 510.8
MO01010 527.7 529.2 5429
MO01011 5113 524.7 525.7
MO01012 501.6 504.3 500.1
Number of males 5 5 5
Mean 521.8 528.3 529.5
S.D. 20.1 24.4 26.9
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 7-2-2. Body weights of male rats at the recovery period

2-DT 1000 mg/kg

Male No. Days of recovery period
1 7 14
M04044 529.4 540.8 524.5
MO04045 563.6 568.1 577.2
M04046 546.7 558.3 565.6
M04047 514.0 520.1 537.0
M04048 582.1 595.0 601.4
Number of males 5 5 5
Mean 547.2 556.5 561.1
S.D. 27.0 28.2 30.9
Significance NS NS NS
Statistical method TT TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01

NS: Not significantly different from the control group.

TT: Analysis by Student's t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-1-1. Body weights of female rats

Control (vehicle: corn oil)

Female No. Days of administration
1 4 7 14 21 28 35 42 49
F01001 226.4 241.1 249.1 247.0
F01002 2454 256.9 256.4 271.0
F01003 249.7 255.4 266.1 271.7
F01004 235.9 235.7 245.1 252.7
F01005 248.7 248.4 248.1 258.3 281.3 316.1 315.7 304.2 313.2
F01006 261.4 276.1 283.2 319.0
F01007 244.7 252.6 260.3 263.5
F01008 257.6 262.8 260.8 287.0
F01009 246.7 2393 248.7 236.3
F01010 228.3 227.5 238.6 2512
F01011 2375 240.6 240.7 248.6
F01012 263.3 276.1 282.0 293.0
Number of females 12 12 12 12
Mean 245.5 251.0 256.6 266.6
S.D. 11.9 15.4 14.7 234
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-1-2. Body weights of female rats

2-DT 62.5 mg/kg

Female No. Days of administration
1 4 7 14 21 28 35 42 49
F02013 250.1 255.6 2535 274.6
F02014 248.6 2497 249.8 251.9
F02015 259.5 252.6 257.6 261.9
F02016 2404 237.6 2337 231.7
F02017 249.3 246.9 259.8 268.9
F02018 229.6 229.8 238.4 248.3
F02019 2334 230.5 238.9 252.6
F02020 256.5 249.2 266.4 272.0
F02021 260.1 262.6 267.0 273.9
F02022 248.8 255.3 2554 277.4
F02023 238.8 243.7 2424 246.5
F02024 232.1 246.2 250.3 260.3
Number of females 12 12 12 12
Mean 245.6 246.6 251.1 260.0
S.D. 10.6 10.0 11.0 14.1
Significance NS NS NS NS - - - -—- -
Statistical method AN AN AN AN NA NA NA NA NA

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).

NA: Not analyzed.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-1-3. Body weights of female rats

2-DT 250 mg/kg

Female No. Days of administration
1 4 7 14 21 28 35 42 49
F03025 250.5 264.0 264.7 286.9
F03026 238.9 245.5 246.5 262.0
F03027 243.5 238.8 255.2 261.2
F03028 2417 2449 250.5 264.9
F03029 249.5 251.1 259.8 274.8 297.3 309.2
F03030 250.8 255.5 259.6 261.7
F03031 230.1 236.6 2432 252.4
F03032 255.1 257.3 259.9 274.1
F03033 250.2 252.1 258.2 276.7
F03034 2535 263.1 261.2 271.9
F03035 2447 242.5 2522 261.9
F03036 266.9 275.9 278.5 294.9
Number of females 12 12 12 12
Mean 248.0 252.3 2575 270.3
S.D. 9.2 11.6 9.2 12.1
Significance NS NS NS NS - - - - -
Statistical method AN AN AN AN NA NA NA NA NA

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).

NA: Not analyzed.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-1-4. Body weights of female rats

2-DT 1000 mg/kg

Female No. Days of administration
1 4 7 14 21 28 35 42 49
F04037 240.0 240.7 249.8 261.7
F04038 253.8 2544 267.1 281.5
F04039 249.9 261.2 258.3 276.7
F04040 225.9 238.7 238.7 254.0
F04041 2444 246.0 2529 262.3
F04042 236.0 2433 239.6 254.0
F04043 253.6 268.7 273.6 281.0
F04044 245.6 244.6 258.4 263.7
F04045 259.0 2722 280.6 3004
F04046 249.0 264.7 2723 281.3
F04047 252.5 259.1 262.2 269.0
F04048 2414 244.5 249.9 266.0
Number of females 12 12 12 12
Mean 2459 253.2 258.6 271.0
S.D. 9.1 11.7 13.2 13.6
Significance NS NS NS NS - - - - ---
Statistical method AN AN AN AN NA NA NA NA NA

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).

NA: Not analyzed.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-2-1. Body weights of female rats, satellite group

Control (vehicle: corn oil)

Female No. Days of administration
1 4 7 14 21 28 35 42
F05049 262.3 267.7 276.9 295.2 311.2 3235 3294 340.7
F05050 236.9 243.8 254.5 267.4 273.3 284.9 300.1 306.1
F05051 267.0 279.0 2843 302.8 3304 345.9 356.5 358.9
F05052 246.8 248.9 260.4 274.1 284.8 289.1 298.6 304.9
F05053 2577 258.0 269.2 2774 288.8 288.5 304.2 308.7
F05054 223.2 226.6 226.1 225.5 238.9 246.4 249.2 257.2
F05055 240.7 250.2 254.1 260.6 278.2 281.4 289.6 296.8
F05056 236.5 243.0 246.8 266.0 2824 288.1 294.1 306.5
F05057 244.9 256.8 263.0 271.3 274.3 288.8 293.9 298.5
F05058 244.5 246.0 261.9 269.8 285.6 293.1 304.0 307.3
Number of females 10 10 10 10 10 10 10 10
Mean 246.1 2520 259.7 271.0 284.8 293.0 302.0 308.6
S.D. 13.2 14.4 16.2 20.7 24.0 26.2 27.5 26.8
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-2-2. Body weights of female rats, satellite group

2-DT 1000 mg/kg

Female No. Days of administration
1 4 7 14 21 28 35 42
F06059 248.1 257.8 264.0 276.8 279.7 298.0 300.4 302.0
F06060 230.8 243.7 249.8 263.9 269.0 2854 296.5 296.3
F06061 234.8 239.7 2414 2429 254.8 263.1 267.6 263.6
F06062 242.8 256.7 268.5 274.5 278.0 289.7 299.0 301.3
F06063 226.8 231.8 227.6 2334 248.0 256.9 261.7 255.7
F06064 248.5 254.1 255.5 272.1 282.5 296.2 295.4 301.9
F06065 256.6 260.3 2573 275.8 296.5 303.8 310.1 320.4
F06066 229.3 240.5 250.6 259.5 271.9 279.4 289.4 293.7
F06067 236.9 251.3 253.0 266.0 281.4 284.4 294.2 294.2
F06069 264.7 279.5 280.3 288.3 318.2 337.0 344.2 342.6
Number of females 10 10 10 10 10 10 10 10
Mean 241.9 251.5 254.8 2653 278.0 2894 295.9 297.2
S.D. 12.5 13.5 14.5 16.5 19.9 22.3 22.6 24.8
Significance NS NS NS NS NS NS NS NS
Statistical method TT TT TT TT TT TT TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

TT: Analysis by Student's t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 8-3-1. Body weights of female rats at the recovery period

Control (vehicle: corn oil)

Female No. Days of recovery period
1 7 14
F05054 254.1 262.9 264.3
F05055 2974 306.2 314.6
F05056 302.3 317.3 318.5
F05057 299.7 304.0 310.6
F05058 307.9 3133 320.1
Number of females 5 5 5
Mean 2923 300.7 305.6
S.D. 21.7 21.8 23.4
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 8-3-2. Body weights of female rats at the recovery period

2-DT 1000 mg/kg

Female No. Days of recovery period
1 7 14
F06064 3014 3104 306.6
F06065 3136 330.2 333.7
F06066 297.9 299.6 299.7
F06067 294.8 300.5 285.7
F06069 351.6 353.9 365.1
Number of females 5 5 5
Mean 3119 3189 318.2
S.D. 233 23.1 3L.5
Significance NS NS NS
Statistical method TT TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

TT: Analysis by Student's t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 9-1. Body weights of dams during pregnancy

Contro] (vehicle: corn oil)

Dam No. Days of pregnancy
0 7 14 20
F01001 2727 313.8 3524 442.9
F01002 286.6 327.1 359.1 434.3
F01003 268.6 305.0 339.7 411.7
F01004 256.2 292.1 332.8 422.8
F01006 3152 342.1 3713 451.8
F01007 274.1 307.6 347.0 423.9
F01008 298.7 3325 380.7 468.2
F01009 241.9 2874 3243 405.3
F01010 256.9 292.1 3333 411.7
FO1011 261.2 295.5 332.1 401.2
F01012 293.6 323.7 3554 439.5
Number of dams 11 11 11 11
Mean 275.1 310.8 348.0 428.5
S.D. 21.6 18.5 17.7 20.9
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 9-2. Body weights of dams during pregnancy

2-DT 62.5 mg/kg

Dam No. Days of pregnancy
0 7 14 20
F02013 282.0 315.7 353.9 443.6
F02014 274.9 323.1 361.0 444.8
F02015 268.2 312.4 358.7 441.7
F02016 234.8 288.3 332.1 435.6
F02017 282.6 308.3 341.8 419.9
F02018 238.6 269.5 304.5 377.5
F02019 254.6 295.5 330.2 401.4
F02020 2749 311.9 347.0 427.7
F02021 298.1 348.1 404.0 505.7
F02022 283.9 314.9 353.0 418.0
F02023 265.4 307.5 358.1 453.8
F02024 267.9 311.4 351.0 437.2
Number of dams 12 12 12 12
Mean 268.8 308.9 349.6 433.9
S.D. 18.6 19.1 23.5 31.0
Significance NS NS NS NS
Statistical method AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01)
NS: Not significantly different from the control group.
AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 9-3. Body weights of dams during pregnancy

2-DT 250 mg/kg

Dam No. Days of pregnancy
0 7 14 20
F03025 282.7 324.7 369.0 439.9
F03026 269.8 309.6 358.3 438.6
F03027 284.9 328.4 378.7 474.3
F03028 2727 310.2 351.2 454.4
F03029 305.7 317.6 3434 406.2
F03030 276.7 313.1 350.1 450.1
F03031 263.1 292.8 330.3 408.3
F03032 288.2 3194 347.2 4274
F03033 275.9 319.0 365.1 443.8
F03034 281.8 318.2 358.3 455.6
F03035 259.0 297.2 3334 407.0
F03036 299.4 331.7 367.5 456.9
Number of dams 12 12 12 12
Mean 280.0 315.2 3544 438.5
S.D. 13.7 11.6 14.6 22.2
Significance NS NS NS NS
Statistical method AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01)
NS: Not significantly different from the control group.
AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 9-4. Body weights of dams during pregnancy

2-DT 1000 mg/kg

Dam No. Days of pregnancy
0 7 14 20
F04037 266.0 298.8 3332 405.1
F04038 283.8 3243 356.4 4383
F04039 264.6 318.0 354.5 446.2
F04040 258.9 290.6 331.5 426.5
F04041 264.0 303.1 3345 428.6
F04042 270.9 300.7 332.7 420.8
F04043 285.4 3225 3574 443.1
F04044 260.9 295.1 330.3 3949
F04045 297.6 343.0 384.1 491.8
F04046 294.6 334.2 378.1 483.1
F04047 289.3 314.3 3448 426.3
F04048 271.3 297.0 332.1 375.1
Number of dams 12 12 12 12
Mean 275.6 311.8 347.5 431.7
S.D. 13.7 16.8 18.8 33.1
Significance NS NS NS NS
Statistical method AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01)
NS: Not significantly different’ from the control group.
AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 10-1. Body weights of dams during lactation

Control (vehicle: corn oil)

Dam No. Days of lactation
0 4
F01001 3423 3464
F01002 340.1 346.8
F01003 3374 3395
F01004 3044 3183
F01006 3334  368.8
F01007 341.5 3376
F01008 3458  381.1
F01009 3319  320.1
F01010 250.6 315.1
FO1011 309.7 316.7
F01012 316.7 3427
Number of dams 11 11
Mean 323.1 3394
S.D. 27.8 21.6
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 10-2. Body weights of dams during lactation

2-DT 62.5 mg/kg

Dam No. Days of lactation
0 4
F02013 3552  368.5
F02014 340.8  332.0
F02015 338.1 3531
F02016 319.9 3382
F02017 331.8  336.1
F02018 298.1  309.7
F02019 3094 3344
F02020 3241 3241
F02021 3763 387.0
F02022 339.1 3494
F02023 313.3 347.0
F02024 3564 348.9
Number of dams 12 12
Mean 3335 3440
S.D. 22.3 20.2
Significance NS NS
Statistical method AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 10-3. Body weights of dams during lactation

2-DT 250 mg/kg

Dam No. Days of lactation
0 4
F03025 3273 3538
F03026 3448 3515
F03027 351.7 368.9
F03028 3113 342.1
F03029 3439 3416
F03030 330.5 3456
F03031 3284 3293
F03032 328.1 3314
F03033 3674  367.5
F03034 359.9 3473
F03035 3263 3542
F03036 321.9 348.4
Number of dams 12 12
Mean 336.8 348.5
S.D. 16.7 12.1
Significance NS NS
Statistical method AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 10-4. Body weights of dams during lactation

2-DT 1000 mg/ke

Dam No. Days of lactation
0 4
F04037 317.8  328.2
F04038 330.6 3503
F04039 353.6 3357
F04040 2914 3295
F04041 329.7 3429
F04042 308.7 349.0
F04043 359.8  357.0
F04044 310.7 3309
F04045 382.9 363.5
F04046 3024 3394
F04047 3255 3373
F04048 3454 3359
Number of dams 12 12
Mean 329.9 341.6
S.D. 26.5 11.2
Significance NS NS
Statistical method AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 11-1-1. Food consumption of male rats

Control (vehicle: corn oil)

Male No. Days of administration
1 7 14 29 35 41
MO01001 22.0 27.3 24.8 27.6 26.5 273
MO01002 29.2 23.1 20.5 213 20.5 22.6
MO01003 274 25.7 23.8 24.8 233 25.2
M01004 26.6 26.3 21.8 25.8 24.1 23.6
MO01005 24.8 252 249 26.5 28.1 27.9
MO01006 28.8 29.2 26.2 284 . 245 17.9
MO01007 284 28.5 28.1 29.8 27.3 322
MO01008 27.1 304 25.8 26.7 22.8 24.9
M01009 26.8 255 22.1 26.1 24.8 26.7
MO01010 28.4 26.9 228 232 23.1 26.7
MO01011 28.6 24.8 26.2 274 273 26.2
M01012 27.6 25.1 23.7 25.3 21.8 26.2
Number of males 12 12 12 12 12 12
Mean 27.1 26.5 242 26.1 24.5 25.6
S.D. 2.0 2.1 2.2 2.3 2.4 3.4
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 11-1-2. Food consumption of male rats

2-DT 62.5 mg/kg

Male No. Days of administration
1 7 14 29 35 41
M02013 323 27.7 23.1 22.9 20.8 17.5
M02014 213 19.1 19.3 19.1 18.0 20.5
MO02015 26.8 23.0 23.1 22.7 23.0 21.4
MO02016 26.5 25.8 22.8 25.1 24.7 25.5
MO02017 29.9 24.0 23.1 24.1 26.1 21.3
M02018 28.2 235 23.0 21.6 25.1 9.4
M02019 30.6 23.0 28.0 26.1 25.8 27.4
M02020 26.0 24.8 233 23.6 21.1 21.7
M02021 25.1 233 21.7 223 22.6 23.6
MO02022 29.4 22.8 24.6 27.1 26.1 28.4
M02023 26.3 27.7 24.8 25.6 26.3 28.0
M02024 31.0 28.4 28.2 26.0 24.4 27.2
Number of males 12 12 12 12 12 12
Mean 27.8 244 23.8 239 237 22.7
S.D. 3.1 2.6 2.5 2.3 2.6 5.4
Significance NS NS NS NS NS NS
Statistical method AN DU DU DU AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
DU: Analysis by Dunnett's test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 11-1-3. Food consumption of male rats

2-DT 250 mg/kg

Male No. Days of administration
1 7 14 29 35 41
M03025 28.7 22.8 21.6 23.8 233 26.3
M03026 30.6 26.0 20.2 26.3 213 24.4
M03027 26.1 26.2 24.1 27.6 22.8 26.5
M03028 28.0 302 26.3 30.8 28.0 26.6
M03029 31.7 274 25.0 29.8 23.0 25.6
MO03030 254 24,7 23.7 232 21.5 10.7
M03031 29.0 29.9 27.8 251 25.7 29.6
MO03032 30.0 29.8 24 4 27.2 27.1 24.5
M03033 29.3 30.6 26.7 244 24.8 25.2
MO03034 249 26.9 25.1 27.6 27.3 28.8
MO03035 364 30.1 31.9 28.6 249 24.3
M03036 27.3 23.9 23.6 24.5 22.4 24.5
Number of males 12 12 12 12 12 12
Mean 29.0 274 25.0 26.6 243 24.8
S.D. 3.1 2.7 3.0 2.4 2.3 4.7
Significance NS NS NS NS NS NS
Statistical method AN DU DU DU AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
DU: Analysis by Dunnett's test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 11-1-4. Food consumption of male rats

2-DT 1000 mg/kg

Male No. Days of administration
1 7 14 29 35 41
M04037 18.1 22.6 254 26.9 24.9 27.8
M04038 30.5 26.7 24.8 27.6 224 26.6
MO04039 304 29.9 28.7 283 28.1 28.0
M04040 34.8 313 24.8 322 24.7 243
M04041 294 26.8 28.1 345 28.3 28.7
M04042 279 27.8 294 304 25.7 17.1
M04043 244 244 25.0 274 22.8 23.8
MO04044 29.2 26.0 243 26.3 22.5 27.1
MO04045 342 29.1 254 312 29.9 31.3
M04046 29.0 274 29.3 27.9 26.3 242
M04047 259 24.2 255 22.8 27.8 11.9
M04048 29.1 30.9 28.2 33.3 28.5 31.0
Number of males 12 12 12 12 12 12
Mean 28.6 273 26.6 29.1 26.0 25.2
S.D. 4.4 2.7 2.0 33 2.6 5.6
Significance NS NS NS * NS NS
Statistical method AN DU DU DU AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).
DU: Analysis by Dunnett's test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 11-2-1. Food consumption of male rats at the recovery period

Control (vehicle: corn oil)

Male No. Days of recovery period
6 12
MO01008 31.6 254
MO01009 272 23.1
MO01010 202 312
M01011 29.1 29.6
M01012 25.2 28.8
Number of males 5 5
Mean 28.5 27.6
S.D. 24 3.3
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 11-2-2. Food consumption of male rats at the recovery period

2-DT 1000 mg/kg

Male No. Days of recovery period
6 12
M04044 29.1 27.8
MO04045 29.6 254
M04046 27.9 292
M04047 28.0 29.7
M04048 323 31.3
Number of males 5 5
Mean 294 28.7
S.D. 1.8 2.2
Significance NS NS
Statistical method TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

TT: Analysis by Student's t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-1-1. Food consumption of female rats

Control (vehicle: com oil)

Female No. Days of administration
1 7 14 29 35 41 48
F01001 16.9 20.3 17.1
F01002 13.6 19.1 18.5
F01003 20.6 16.2 21.0
F01004 19.5 13.5 17.2
F01005 17.9 204 14.2 25.9 18.2 11.3 18.6
F01006 18.3 21.1 16.7
F01007 20.4 20.2 17.2
F01008 17.9 219 17.5
F01009 17.7 10.8 14.6
F01010 19.0 14.8 18.2
F01011 16.9 18.1 11.5
F01012 18.6 199 22.5
Number of females 12 12 12
Mean 18.1 18.0 17.2
S.D. 1.9 35 29
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-1-2. Food consumption of female rats

2-DT 62.5 mg/kg
Female No. Days of administration
1 7 14 29 35 41 48
F02013 16.2 21.1 19.4
F02014 12.0 19.9 16.7
F02015 21.0 14.0 17.8
F02016 15.2 12.7 15.3
F02017 19.6 16.8 21.7
F02018 18.7 12.7 15.4
F02019 19.7 133 18.1
F02020 15.6 13.0 18.6
F02021 12.0 214 18.7
F02022 12.7 19.9 18.5
F02023 19.3 18.8 13.3
F02024 16.3 18.0 17.6
Number of females 12 12 12
Mean 16.5 16.8 17.6
S.D. 32 35 22
Significance NS NS NS -—- - - -
Statistical method DU AN AN NA NA NA NA

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

DU: Analysis by Dunnett's test.
AN: Analysis by variance (one-way layout).

NA: Not analyzed.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-1-3. Food consumption of female rats

2-DT 250 mgkg
Female No. Days of administration
1 7 14 29 35 41 48
F03025 14.9 22.8 16.5
F03026 16.5 13.7 18.0
F03027 20.1 17.9 18.9
F03028 12.5 12.1 19.5
F03029 18.8 18.8 14.7
F03030 11.0 18.6 17.4
F03031 12.9 17.9 15.2
F03032 19.1 17.8 20.9
F03033 15.5 16.3 21.6
F03034 14.4 22.6 18.0
F03035 20.2 13.0 16.2
F03036 22.1 17.2 20.3
Number of females 12 12 12
Mean 16.5 17.4 18.1
S.D. 35 33 22
Significance NS NS NS - - - ---
Statistical method DU AN AN NA NA NA NA

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

DU: Analysis by Dunnett's test.
AN: Analysis by variance (one-way layout).

NA: Not analyzed.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-1-4. Food consumption of female rats

2-DT 1000 mgkg

Female No. Days of administration
1 7 14 29 35 41 48
F04037 18.9 14.0 17.7
F04038 232 154 20.8
F04039 16.5 21.0 17.5
F04040 16.8 18.1 15.8
F04041 20.7 16.9 17.8
F04042 18.3 17.7 16.2
F04043 20.2 21.0 21.0
F04044 19.3 15.5 19.2
F04045 25.6 229 232
F04046 20.6 22.8 23.6
F04047 16.6 23.5 23.3
F04048 18.2 194 15.0
Number of females 12 12 12
Mean 19.6 19.0 19.3
S.D. 2.7 32 3.1
Significance NS NS NS -—- - - -
Statistical method DU AN AN NA NA NA NA

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

DU: Analysis by Dunnett's test.
AN: Analysis by variance (one-way lay out).

NA: Not analyzed.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-2-1. Food consumption of female rats, satellite group

Control (vehicle: corn o0il)

Female No. Days of administration
1 7 14 21 29 35 41
F05049 204 19.7 21.4 23.6 21.2 13.9 21.2
F05050 20.8 16.5 20.1 21.3 21.7 16.1 20.1
F05051 17.1 233 19.9 19.6 15.7 214 17.1
F05052 19.2 15.6 19.7 20.0 18.1 139 17.6
F05053 223 18.1 214 23.8 19.7 12.3 204
F05054 143 17.6 15.4 14.2 17.1 159 17.6
F05055 17.1 19.7 18.1 15.9 14.4 16.3 14.3
F05056 20.7 20.5 13.6 204 21.4 16.9 19.7
F05057 18.7 22.1 19.9 18.8 21.5 184 194
F05058 19.8 16.8 19.2 20.8 19.9 18.4 17.0
Number of females 10 10 10 10 10 10 10
Mean 19.0 19.0 18.9 19.8 19.1 16.4 184
S.D. 2.3 2.5 2.5 3.0 2.6 2.6 2.1
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-2-2. Food consumption of female rats, satellite group

2-DT 1000 mg/kg

Female No. Days of administration
1 7 14 21 29 35 41
F06059 17.2 20.0 18.3 19.9 19.7 19.8 17.5
F06060 209 19.4 21.0 227 19.8 19.7 19.6
F06061 16.2 21.0 19.6 15.9 14.0 18.3 12.9
F06062 11.6 20.8 19.0 20.3 18.7 20.4 17.6
F06063 12.4 19.6 17.6 13.8 14.0 18.8 18.4
F06064 21.0 20.6 16.8 21.2 18.0 16.4 19.3
F06065 6.6 215 13.4 224 20.5 20.8 20.7
F06066 19.6 19.2 20.2 19.9 19.2 17.4 17.0
F06067 213 22.0 14.5 22.2 20.8 21.1 18.1
F06069 17.0 25.2 23.5 21.1 16.4 25.1 15.7
Number of females 10 10 10 10 10 10 10
Mean 16.4 20.9 18.4 19.9 18.1 19.8 17.7
S.D. 4.9 1.8 3.0 2.9 2.5 2.4 2.2
Significance NS NS NS NS NS **x NS
Statistical method AW TT TT TT TT TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

AW: Analysis by Aspin-Welch t-test.
TT: Analysis by Student's t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 12-3-1. Food consumption of female rats at the recovery period

Control (vehicle: corn oil)

Female No. Days of recovery period
6 12
F05054 20.1 18.4
F05055 19.4 20.1
F05056 20.6 14.9
F05057 18.8 22.8
F05058 19.8 20.9
Number of females 5 5
Mean 19.7 19.4
S.D. 0.7 3.0
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 12-3-2. Food consumption of female rats at the recovery period

2-DT 1000 mg/kg

Female No. Days of recovery period
6 12
F06064 18.8 19.0
F06065 24.5 19.5
F06066 17.3 22.3
F06067 16.1 24.0
F06069 25.0 24.6
Number of females 5 5
Mean 20.3 21.9
S.D. 4.1 2.6
Significance NS NS
Statistical method AW TT

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.
AW: Analysis by Aspin-Welch t-test.

TT: Analysis by Student's t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 13-1. Food consumption in dams during pregnancy

Control (vehicle: corn oil)

Dam No. Days of pregnancy
0 7 14 20
F01001 215 258 217 229
F01002 18.7 245 20.1 17.2
F01003 18.2 234 24.8 23.0
F01004 179 253 227 146
F01006 178 238 234 192
F01007 190 221 264 185
F01008 19.1 268 257 212
F01009 163 214 263 235
F01010 171 264 239 195
F01011 173 260 212 294
F01012 209 223 212 193
Number of dams 11 11 11 11
Mean 18.5 243 234 20.8
S.D. 1.6 1.9 2.2 3.9
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 13-2. Food consumption in dams during pregnancy

2-DT 62.5 mg/kg
Dam No. Days of pregnancy
0 7 14 20
F02013 18.7 218 255 233
F02014 234 282 19.5 19.9
F02015 21.3 259 243 221
F02016 172 232 287 239
F02017 205 264 246 209
F02018 158 230 243 233
F(02019 18.8 232 238 19.1
F02020 19.7 239 19.6 216
F02021 239 274 27.0 232
F02022 190 240 229 229
F02023 224  25.1 29.3 17.8
F02024 21.1 272 271 20.6
Number of dams 12 12 12 12
Mean 202 249 247 216
S.D. 2.4 2.1 3.1 1.9
Significance NS NS NS NS
Statistical method KwW AN AN KwW

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.
KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance {one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 13-3. Food consumption in dams during pregnancy

2-DT 250 mg/kg

Dam No. Days of pregnancy
0 7 14 20
F03025 156 272 252 231
F03026 184 244 262 17.1
F03027 219 279 294 252
F03028 255 224 262 13.8
F03029 15.9 19.7 19.4 19.0
F03030 184  23.0 230 19.1
F03031 13.9 182 223 205
F03032 230 246 223 256
F03033 147 2938 249 223
F03034 18.3 277 266 238
F03035 18.0 221 222 202
F03036 22.1 275 270 229
Number of dams 12 12 12 12
Mean 18.8 245 246 21.1
S.D. 3.6 3.6 2.8 3.5
Significance NS NS NS NS
Statistical method KW AN AN KwW

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.
KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 13-4. Food consumption in dams during pregnancy

2-DT 1000 mg/kg

Dam No. Days of pregnancy
0 7 14 20
F04037 189 234 235 265
F04038 22.1 245 245 187
F04039 235 277 243 253
F04040 106 225 231 15.3
F04041 227 274 259 257
F04042 180 210 245 251
F04043 19.9  23.1 240 213
F04044 200 229 234 246
F04045 228 262 30.1 264
F04046 255 271 288 185
F04047 245 228 233 268
F04048 204 224 244 4.1
Number of dams 12 12 12 12
Mean 207 243 250 215
S.D. 3.9 2.3 2.2 6.7
Significance NS NS NS NS
Statistical method KW AN AN KW

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.
KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 14-1. Food consumption in dams during lactation

Control (vehicle: corn oil)

Dam No. Days of lactation
3
F01001 349
F01002 30.6
F01003 372
F01004 44.1
F01006 455
F01007 31.0
F01008 53.7
F01009 352
F01010 37.2
FO1011 32.0
F01012 42.0
Number of dams 11
Mean 38.5
S.D. 7.2
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 14-2. Food consumption in dams during lactation

2-DT 62.5 mg/kg

Dam No. Days of lactation
3
F02013 458
F02014 355
F02015 448
F02016 46.5
F02017 37.7
F02018 31.8
F02019 44 4
F02020 472
F02021 45.7
F02022 353
F02023 523
F02024 42.5
Number of dams 12
Mean 425
S.D. 6.0
Significance NS
Statistical method AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.
AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 14-3. Food consumption in dams during lactation

2-DT 250 mg/kg

Dam No. Days of lactation
3
F03025 433
F03026 433
F03027 42.6
F03028 534
F03029 35.1
F03030 39.1
F03031 41.8
F03032 194
F03033 38.6
F03034 40.6
F03035 39.8
F03036 46.3
Number of dams 12
Mean 40.3
S.D. 8.0
Significance NS
Statistical method AN

Significantly different from the control group (*: P<0.0S, **: P<0.01).

NS: Not significantly different from the control group.
AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 14-4. Food consumption in dams during lactation

2-DT 1000 mg/kg

Dam No. Days of lactation
3
F04037 40.5
F04038 39.0
F04039 32.8
F04040 51.6
F04041 42.1
F04042 50.1
F04043 43.9
F04044 42.6
F04045 45.1
F04046 45.6
F04047 364
F04048 35.1
Number of dams 12
Mean 42.1
S.D. 5.7
Significance NS
Statistical method AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.
AN: Analysis by variance (one-way layout).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 15-1. Functional findings of male rats at the end of the dosing period

Control (vehicle: com oil)

Male

Male No. Righting reflex Visual placing Pupillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
M01001 2 2 2 2 + + +
M01002 2 2 2 2 + + +
M01003 2 2 2 2 + + +
M01004 2 2 2 2 + + +
M01005 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or-+, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 15-2. Functional findings of male rats at the end of the dosing period

2-DT 62.5 mg/kg

Male
Male No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer’s reaction Withdrawal reflex Eyelid reflex
M02013 2 2 2 2 + + +
MO02014 2 2 2 2 + + +
M02015 2 2 2 2 + + +
M02016 2 2 2 2 + + +
M02017 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or -+, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 15-3. Functional findings of male rats at the end of the dosing period

2-DT 250 mg/kg

Male
Male No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
M03025 2 2 2 2 + + +
M03026 2 2 2 2 + + +
MO03027 2 2 2 2 + + +
MO03028 2 2 2 2 + + +
M03029 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or +, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 15-4. Functional findings of male rats at the end of the dosing period

2-DT 1000 mg/kg

Male

Male No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
M04037 2 2 2 2 + + +
M04038 2 2 2 2 + + +
M04039 2 2 2 2 + + +
M04040 2 2 2 2 + + +
M04041 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or -+, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 16-1. Functional findings of female rats at the end of the dosing period

Control (vehicle: corn oil)

Female, dam

Female No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
F01001 2 2 2 2 + + +
F01003 2 2 2 2 + + +
F01004 2 2 2 2 + + +
F01007 2 2 2 2 + + +
F01012 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or -+, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 16-2. Functional findings of female rats at the end of the dosing period

2-DT 62.5 mg/kg

Female, dam
Female No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
F02013 2 2 2 2 + + +
F02014 2 2 2 2 + + +
F02015 2 2 2 2 + + +
F02016 2 2 2 2 + + +
F02018 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or +, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 16-3. Functional findings of female rats at the end of the dosing period

2-DT 250 mg/kg

Female, dam
Female No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
F03026 2 2 2 2 + + +
F03027 2 2 2 2 + + +
F03028 2 2 2 2 + + +
F03030 2 2 2 2 + + +
F03035 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or +, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 16-4. Functional findings of female rats at the end of the dosing period

2-DT 1000 mg/kg

Female, dam

Female No. Righting reflex Visual placing Pupillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
F04037 2 2 2 2 + + +
F04038 2 2 2 2 + + +
F04040 2 2 2 2 + + +
F04043 2 2 2 2 + + +
F04047 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or +, normal

179



AERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 16-5. Functional findings of female rats at the end of the dosing period

Control (vehicle: com oil)

Female, satelite group

Female No. Righting reflex Visual placing Papillary reflex Startle reaction Preyer's reaction Withdrawal reflex Eyelid reflex
F05049 2 2 2 2 + + +
F05050 2 2 2 2 + + +
F05051 2 2 2 2 + + +
F05052 2 2 2 2 + + +
F05053 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +5

2 or +, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 16-6. Functional findings of female rats at the end of the dosing period

2-DT 1000 mg/kg

Female, satelite group

Female No. Righting reflex Visual placing Papillary reflex Startle reaction . Preyer's reaction Withdrawal reflex Eyelid reflex
F06059 2 2 2 2 + + +
F06060 2 2 2 2 + + +
F06061 2 2 2 2 + + +
F06062 2 2 2 2 + + +
F06063 2 2 2 2 + + +
Total 2:5 2:5 2:5 2:5 +5 +5 +:5

2 or +, normal
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 17-1. Assessment of grip strength of male rats

Control (vehicle: corn oil)

Male at the administration period

Male No. Administration period
Forelimb Hindlimb
kg) kg)
M01001 1.240 0.652
M01002 1.236 0.591
M01003 1.196 0.521
MO01004 1.190 0.612
MO01005 1111 0.474
Number of males 5 5
Mean 1.195 0.570
S.D. 0.052 0.072
Significantly different from the control group (*: P<0.05, **: P<0.01).
2-DT 62.5 mg/kg
Male at the administration period .
Male No. Administration period
Forelimb Hindlimb
(kg) kg
M02013 1.247 0.455
M02014 1.254 0476
M02015 1.167 0.595
M02016 1.112 0.540
M02017 1.152 0572
Number of males 5 5
Mean 1.186 0.528
S.D. 0.062 0.060
Significantly different from the control group (*: P<0.05, **: P<0.01).

2-DT 250 mg/kg
Male at the administration period
Male No. Administration period
Forelimb Hindlimb
(kg) (kg)
M03025 1.140 0.676
M03026 1.164 0.542
M03027 1.286 0.645
M03028 1.104 0.620
M03029 1.230 0.613
Number of males 5 S
Mean 1.185 0.619
S.D. 0.073 0.050
Significantly different from the control group (*: P<0.05, **: P<0.01).
2-DT 1000 mg/kg
Male at the administration period
Male No. Administration period
Forelimb Hindlimb
kg) (kg)
M04037 1.009 0.489
MO04038 1.103 0.594
MO04039 1.084 0.633
M04040 1.144 0.557
M04041 1.063 0.626
Number of males 5 5
Mean 1.081 * 0.580
S.D. 0.050 0.059

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 17-2. Assessment of grip strength of male rats

Control (vehicle: corn oil)

Male at the recovery period

Male No. Recovery period
Forelimb Hindlimb
(kg) (kg)

MO01008 1.191 0.553
MO01009 1.112 0.404
MO01010 1.218 0.569
MO01011 1.136 0.587
MO01012 1.127 0.606
Number of males 5 5
Mean 1.157 0.544
S.D. 0.045 0.081

Significantly different from the control group (*: P<0.05, **: P<0.01).

2-DT 1000 mg/kg

Male at the recovery period

RERE B R-12-016

Male No. Recovery period
Forelimb Hindlimb
(kg) (kg)

M04044 1.173 0.613
M04045 1.133 0.564
M04046 1.125 0.577
M04047 1.134 0.457
M04048 1.231 0.531
Number of males 5 5
Mean 1.159 0.548
S.D. 0.044 0.059
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RERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 18. Assessment of grip strength of female rats

Control (vehicle: corn oil) 2-DT 250 mg/kg
Female No. Administration period Female No. Administration period
Forelimb Hindlimb Forelimb Hindlimb
(k) (kg) kg) kg)
F01001 1144 0.489 F03026 1217 0390
F01003 1.162 0.475 F03027 1.130 0.471
F01004 1.140 0.570 F03028 1.126 0414
F01007 1.144 0.568 F03030 1.274 0.479
FO1012 1.131 0.455 F03035 1.272 0.429
Number of females 5 5 Number of females 5 5
Mean 1.144 0.511 Mean 1.204 0.437
S.D. 0.011 0.054 S.D. 0.073 0.038
Significantly different from the control group (*: P<0.05, **; P<0.01). Significantly different from the control group (*: P<0.05, **: P<0.01).
2-DT 62.5 mg/kg 2-DT 1000 mg/kg
Female No. Administration period Female No. Administration period
Forelimb Hindlimb Forelimb Hindlimb
(kg) (kg) (kg) (kg)
F02013 1.160 0.388 F04037 1218 0.568
F02014 1.261 0.476 F04038 1.244 0.468
F02015 1.252 0.454 F04040 1.177 0.392
F02016 1.167 0.392 F04043 1.203 0.547
F02018 1.131 0.504 F04047 1.224 0.421
Number of females 5 5 Number of females 5 5
Mean 1.194 0.443 Mean 1.213 0.479
S.D. 0.059 0.051 S.D. 0.025 0.077
Significantly different from the control group (*: P<0.05, **: P<0.01). Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 19. Assessment of grip strength of female rats, satellite group

Control (vehiclé: corn oil) 2-DT 1000 mg/kg
Female No. Administration period Female No. Administration period

Forelimb Hindlimb Forelimb Hindlimb

(kg) (kg) (kg) (kg)

F05049 1.201 0.468 F06059 1.107 0.553
F05050 1.119 0.457 F06060 1.221 0.397
F05051 1.254 0.538 F06061 1.190 0.495
F05052 1.065 0.387 F06062 1.225 0.459
F05053 1.079 0.439 F06063 1.125 0.544
Number of females 5 5 Number of females 5 5
Mean 1.144 0.458 Mean 1.174 0.490
S.D. 0.081 0.055 S.D. 0.055 0.064
Significantly different from the control group (*: P<0.05, **: P<0.01). Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 20-1. Motor activity of male rats

Control (vehicle: corn oil)

REREE R-12-016

Male No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
MO01001 1216 1120 885 1161 4382 21 29 29 51 130
MO01002 1094 995 946 942 3977 34 21 14 19 88
MO01003 1151 1081 983 612 3827 49 55 44 16 164
M01004 1131 882 918 649 3580 36 19 20 9 84
MO01005 784 643 643 497 2567 40 12 23 15 90
Number of males 5 5 5 5 5 5 5 5 5 5
Mean 1075 944 875 772 3667 36 27 26 22 111
S.D. 169 192 135 272 680 10 17 11 17 35
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 20-2. Motor activity of male rats
2-DT 62.5 mg/kg

Male No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total 5min 10min 15min 20min Total
M02013 1220 1097 889 869 4075 46 33 32 26 137
M02014 1197 1069 969 785 4020 49 31 24 9 113
MO02015 1182 923 854 851 3810 63 38 28 20 149
MO02016 1124 974 899 660 3657 39 18 19 17 93
M02017 1092 1181 751 1117 4141 23 26 17 26 92
Number of males 5 5 5 5 5 5 5 5 5 5
Mean 1163 1049 872 856 3941 44 29 24 20 117
S.D. 53 102 80 167 201 15 8 6 7 26

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 20-3. Motor activity of male rats

2-DT 250 mg/kg

HBREZ R-12-016

Male No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
MO03025 1646 1585 1485 1386 6102 27 30 24 20 101
MO03026 1169 1084 997 964 4214 38 29 25 24 116
M03027 1277 1297 1407 966 4947 43 16 29 22 110
M03028 1245 901 923 959 4028 54 29 26 18 127
M03029 1374 1270 1148 580 4372 53 36 27 8 124
Number of males 5 5 5 5 5 5 5 5 5 5
Mean 1342 * 1227 1192 * 971 4733 * 43 28 26 18 116
S.D. 185 256 247 285 839 11 7 2 6 11

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 20-4. Motor activity of male rats

2-DT 1000 mg/kg

Male No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
M04037 1228 1029 779 798 3834 34 31 24 15 104
M04038 1031 929 965 696 3621 31 33 30 19 113
M04039 894 886 1055 831 3666 23 19 29 22 93
M04040 1267 1180 972 1014 4433 54 34 19 26 133
M04041 994 966 960 1091 4011 28 36 24 30 118
Number of males 5 5 5 5 5 5 5 5 5 5
Mean 1083 998 946 886 3913 34 31 25 22 112
S.D. 159 114 101 162 329 12 7 4 6 15

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 21-1. Motor activity of female rats

Control (vehicle: corn oil)

RERE S R-12-016

Female No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
F01001 864 659 648 411 2582 27 25 7 6 65
F01003 1021 811 414 530 2776 28 11 51
F01004 1112 976 543 560 3191 32 35 10 11 88
F01007 1097 983 643 715 3438 30 29 10 78
F01012 1195 1014 680 654 3543 27 26 2 8 63
Number of females 5 5 5 5 5 5 5 5 5 5
Mean 1058 889 586 574 3106 29 25 69
S.D. 125 151 109 117 416 2 9 3 3 14
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 21-2. Motor activity of female rats

2-DT 62.5 mg/kg

Female No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
F02013 1191 778 259 63 2291 74 12 4 0 90
F02014 1201 1066 990 741 3998 47 21 25 17 110
F02015 1151 833 540 752 3276 23 14 15 22 74
F02016 1266 995 819 995 4075 50 39 26 15 130
F02018 1005 614 623 309 2551 16 3 7 4 30
Number of females 5 5 5 5 5 5 5 5 5 5
Mean 1163 857 646 572 3238 42 18 15 12 87
S.D. 97 179 278 377 814 23 13 10 9 38

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 21-3. Motor activity of female rats

2-DT 250 mg/kg

HERE 5 R-12-016

Female No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
F03026 1412 1010 686 403 3511 44 16 2 64
F03027 868 959 717 541 3085 29 40 23 101
F03028 1850 1290 1208 1186 5534 17 15 9 42
F03030 946 817 756 523 3042 21 20 18 13 72
F03035 1139 905 610 57 2711 30 14 3 0 47
Number of females 5 5 5 5 5 5 5 5 5 5
Mean 1243 996 795 542 3577 28 21 11 5 65
S.D. 399 179 237 409 1131 10 11 9 6 23

Significantly different from the control group (*: P<0.05, **: P<(.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 21-4. Motor activity of female rats

2-DT 1000 mg/kg

RERE S R-12-016

Female No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
F04037 858 803 720 489 2870 34 35 21 11 101
F04038 997 532 585 230 2344 22 9 1 32
F04040 1064 1020 622 314 3020 24 16 3 43
F04043 1235 1110 695 651 3691 44 38 17 34 133
F04047 1127 814 814 480 3235 31 15 20 2 68
Number of females 5 5 5 5 5 5 5 5 5 5
Mean 1056 856 687 433 3032 31 23 12 9 75
S.D. 141 224 89 164 494 9 13 10 14 42

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 22-1. Motor activity of female rats, satellite group

Control (vehicle: corn oil)

RERE 5 R-12-016

Female No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total Smin 10min 15min 20min Total
F05049 1153 1213 849 601 3816 30 44 21 15 110
F05050 1034 872 738 910 3554 35 17 9 18 79
F05051 1311 1168 1284 1233 4996 33 28 44 31 136
F05052 803 777 762 473 2815 39 31 24 18 112
F05053 1320 1300 1187 1133 4940 47 51 47 30 175
Number of females 5 5 5 5 5 5 S 5 5 5
Mean 1124 1066 964 870 4024 37 34 29 22 122
S.D. 215 228 254 329 937 7 13 16 8 36
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 22-2. Motor activity of female rats, satellite group
2-DT 1000 mg/kg

Female No. Administration period
Ambulation (counts) Rearing (counts)

Smin 10min 15min 20min Total 5min 10min 15min 20min Total
F06059 1231 1100 1074 978 4383 29 22 22 20 93
F06060 1190 1125 1092 1192 4599 34 22 28 40 124
F06061 1312 1195 1182 1051 4740 44 30 38 29 141
F06062 1147 1310 1166 1118 4741 25 53 37 29 144
F06063 1105 1084 1069 1101 4359 32 26 16 15 89
Number of females 5 5 5 5 5 5 5 5 5 5
Mean 1197 1163 1117 1088 4564 33 31 28 27 118
S.D. 80 93 53 80 186 7 13 9 10 26

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 23-1-1. Urinalysis in male rats
Control (vehicle: corn oil)

Quality Urinary sediments
Male No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Oceult Urobilinogen Red blood - White blood Casts  Crystals Epithelial
blood cells cells cells
M01001 Light yellow - 7.5 + - + - - + - - - + -
M01002 Yellow - 7.0 2+ - + - - 2+ - - - + -
MO01003 Light yellow - 7.0 + - + - - + - - - + -
M01004 Light yellow - 6.5 + - + - - + - - - - -
M01005 Light yellow - 7.0 + - + - - + - - - + -
. . Electrolyte, density Electrolyte, gross volume
Male No. Urr‘:l‘i /‘;‘;tme Specific (mEg/L) (mEq/24 hr)
( ) ey TG K al Na K cl
MO01001 12.8 1.066 96.4 233.9§ 110.8 1.23 2.99 1.42
M01002 12.7 1.064 97.5 201.9 121.5 1.24 2.56 1.54
M01003 27.6 1.022 304 96.3§ 30.6 0.84 2.66 0.84
M01004 10.3 1.078 192.5 245.5§ 186.9 1.98 2.53 1.93
MO01005 26.6 1.021 352 89.0§ 35.3 0.94 2.37 0.94
Number of males 5 5 5 5 5 5 5 5
Mean 18.0 1.050 90.4 173.3 97.0 125 2.62 1.33
+S.D. 8.4 0.027 65.5 75.4 65.4 0.45 0.23 0.45

Turbidity, -: negative

Protein, -: negative; +: 10 =and <30 mg/dL; +: 30=and <100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; +: 5=and<10 mg/dL; +: 10=and <40 mg/dL

Bilirubin, -; negative

Occult blood, -: negative; 2+: 0.20=and < 1.00 mg/dL

Urobilinogen, +: normal; +: 2.0=and <4.0 mg/dL; 2+: 4.0=and<8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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HERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 23-1-2. Urinalysis in male rats

2-DT 62.5 mg/kg
Quality Urinary sediments
Male No. Color Turbidity pH Protein Glucose Ketone Bilirubin Ol Urobilinogen Red blood  White blood Crystals Epithelial
blood cells cells cells
M02013 Light yellow - 7.0 2 N ¥ - - ¥ - - - T -
M02014 Light yellow - 7.0 + - + - - + - - - + -
M02015 Light yellow - 7.5 + - + - - * . - - & -
MO02016 Light yellow - 6.5 + - + - - + - - - - -
M02017 Light yellow - 6.5 + - + - - + - - - + -
. . Electrolyte, density Electrolyte, gross volume
Male No. U”“E/‘;T}‘l’me Specific (mEq/L) (mEq/24 h)
(mL24hr)  gravity T, K al Na K cl
M02013 11.8 1.065 108.3 227.0§ 129.7 1.28 2.68 1.53
M02014 21.6 1.034 63.6 149.8§ 72.0 1.37 3.24 1.56
MO02015 20.8 1.032 43.9 135.5 54.6 0.91 2.82 1.14
M02016 16.0 1.034 18.5§ 97.0 95b 030 1.55  0.15
M02017 19.5 1.044 100.6 184.9 116.1 1.96 3.61 2.26
Number of males 5 5 5 5 5 5 5 5
Mean 17.9 1.042 67.0 158.8 76.4 1.16 2.78 1.33
+S.D. 4.0 0.014 37.9 49.4 48.4 0.61 0.78 0.77

Significantly different from the control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative

Protein, -: negative; +: 10=and <30 mg/dL; +: 30 =and < 100 mg/dL; 2+: 100=and <300 mg/dL

Glucose, -: negative

Ketone, -: negative; +: 5=and <10 mg/dL; +: 10=and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative; 2+: 0.20=and<1.00 mg/dL

Urobilinogen, +: normal; +: 2.0=and<4.0 mg/dL; 2+: 4.0=and < 8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was catried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.

b, The re-measurement was carried out after mixing the specimen with standard solution because the first measured value exceeded the lower limit of quantitation range.
The re-measured value was employed as the measured value for the specimen.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 23-1-3. Urinalysis in male rats
2-DT 250 mg/kg

Quality Urinary sediments
Male No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Oceult Urobilinogen Red blood  White blood Casts  Crystals Epithelial
blood cells cells cells
MO03025 Light yellow - 7.0 2+ - + - - + - N _ + N
M03026 Light yellow - 7.0 + - + - - + - - - - -
M03027 Light yellow - 8.0 + - + - - + - - - + -
M03028 Yellow - 6.5 2+ - + - - + - - - + -
M03029 Yellow - 6.5 2+ - + - - + - - - - -
. . Electrolyte, density Electrolyte, gross volume
Male No. Urine Vzll‘:me Specific (mEq/L) (mEq/24 hr)
(mL24h)  gravity — g, K cl Na K cl
M03025 10.1 1.077 128.8 258.9§ 171.6 1.30 2.61 1.73
M03026 12.1 1.070 132.9 245.5§ 153.9 1.61 2.97 1.86
M03027 19.4 1.039 79.2 174.2§ 88.0 1.54 3.38 1.71
M03028 11.1 1.068 116.1 233.9§ 118.3 1.29 2.60 1.31
M03029 10.2 1.070 135.1 222.1 147.5 1.38 2.27 1.50
Number of males ) 5 5 5 5 5 5 5 5
Mean 12.6 1.065 118.4 226.9 135.9 1.42 2.77 1.62
+S.D. 3.9 0.015 23.1 32,5 32.9 0.14 042 022

Significantly different from the control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative

Protein, -: negative; +: 10=and<30 mg/dL; +: 30 =and <100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; +: 5=and <10 mg/dL; +: 10=and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative; 2+: 0.20=and <1.00 mg/dL

Urobilinogen, +: normal; +: 2.0=and<4.0 mg/dL; 2+: 4.0= and<8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 23-1-4. Urinalysis in male rats
2-DT 1000 mg/kg

Quality Urinary sediments
Male No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Occult Urobilinogen Red blood - White blood Casts  Crystals Epithelial
blood cells cells cells
M04037 Light yellow + 6.5 + - + - - + - - - - -
M04038 Light yellow - 7.0 + - + - - + - - - + _
M04039 Light yellow - 6.5 2+ - + - 2+ + - - - + .
M04040 Light yellow - 6.5 2+ - + - - + - - - + -
M04041 Light vellow - 6.5 2+ - + - - 2+ - - - + .
. . Electrolyte, density Electrolyte, gross volume
Male No. Ur::]ed/\;il;:rme Specx'ﬁc (mEq/L) (mEq/24 hr)
( ) gaviy g K al Na K al
M04037 12.0 1.069 99.9 212.6 128.2 1.20 2.55 1.54
M04038 15.3 1.036 50.5 127.6§ 36.8 0.77 1.95 0.56
M04039 124 1.075 167.8 246.6§ 164.4 2.08 3.06 2.04
M04040 7.9 1.084 152.2 220.0 146.1 1.20 1.74 1.15
M04041 10.0 1.092 166.4 264.7§ 2254 1.66 2.65 2.25
Number of males 5 5 5 5 5 5 5 5
Mean 11.5 1.071 1274 214.3 140.2 1.38 2.39 1.51
+S.D. 2.8 0.022 51.1 52.8 68.4 0.50 0.54 0.68

Significantly different from the control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative

Protein, -: negative; +: 10=and <30 mg/dL; +: 30=and < 100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; : 5=and <10 mg/dL; +: 10 =and <40 mg/dL

Bilirubin, -: negative )

Occult blood, -: negative; 2+: 0.20=and <1.00 mg/dL

Urobilinogen, +: normal; +: 2.0 =and<4.0 mg/dL; 2+: 4.0=and < 8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 23-2-1. Urinalysis in male rats of the recovery period

Control (vehicle: corn oil)

Quality Urinary sediments
Male No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Oceult Urobilinogen Red blood  White blood Casts  Crystals Epithelial
blood cells cells cells
MO01008 Light yellow - 7.0 2+ - + - - + - - - + R
M01009 Light yellow - 7.0 2+ - + - - 2+ - - - + -
M01010 Light yellow - 7.5 + - + - - + - - - + -
MO1011 Light yellow - 7.0 + - + - - + - - - + -
MO01012 Light vellow - 9.0 + - + - - + - - - + _
. . Electrolyte, density Electrolyte, gross volume
Male No. Urmz /\;c:‘l]:xme Spe01.ﬁc (mEq/L) (mEq/24hr)
(ml/24hr) — gravity — K cl Na K Cl
M01008 12.8 1.077 125.2 255.3§ 160.0 1.60 3.27 2.05
MO01009 11.2 1.079 88.8 213.9 120.1 0.99 2.40 1.35
MO01010 23.6 1.043 51.9 159.1§ 72.9 1.22 3.75 1.72
MO1011 19.3 1.059 98.3 201.6§ 110.0 1.90 3.89 2.12
M01012 14.3 1.058 95.5 188.1 117.9 1.37 2.69 1.69
Number of males 5 5 5 S 5 5 5 5
Mean 16.2 1.063 91.9 203.6 116.2 1.42 3.20 1.79
+S.D. 5.1 0.015 26.3 35.4 31.0 0.35 0.65 0.31

Turbidity, -: negative ; +: slight

Protein, -: negative; +: 10=and <30 mg/dL; +: 30=and < 100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; +: 5=and <10 mg/dL; +: 10 = and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal; +: 2.0=and<4.0 mg/dL; 2+: 4.0=and<8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 23-2-2. Urinalysis in male rats of the recovery period

2-DT 1000 mg/kg
Quality Urinary sediments
Male No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Oceult Urobilinogen Red blood - White blood Casts  Crystals Epithelial
blood cells cells cells
M04044 Light yellow + 7.5 2+ - + - - + - N _ T N
M04045 Light yellow - 7.0 2+ - + - - 2+ - - - + -
MO04046 Light yellow - 6.5 2+ - + - - + - - - + +
M04047 Light yellow - 7.5 - - - - - + - - - - - -
M04048 Light vellow - 8.0 + - - - - + - - - + -
. . Electrolyte, density Electrolyte, gross volume
Male No Urine /"°1}‘1‘rme Specific (mEg/L) (mEg/24 hr)
(ml/24hr) — gravity —; K al Na K al
M04044 8.0 1.075 72.1 163.4§ 29.1 0.58 1.31 0.23
MO04045 13.4 1.079 1426  238.8 164.5 1.91 320 2.20
M04046 13.8 1.080 1154 238.4§ 1459 1.59 3.29 2.01
M04047 28.1 1.039 56.4 165.1§ 76.4 1.58 4.64 2.15
M04048 19.8 1.052 86.0 182.6 87.3 1.70 3.62 1.73
Number of males 5 5 5 5 5 5 5 5
Mean 16.6 1.065 94.5 197.7 100.6 1.47 3.21 1.66
+S.D. 7.7 0.018 34.6 38.1 54.8 0.52 1.21 0.82

Significantly different from the control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative ; +: slight

Protein, -: negative; +: 10=and <30 mg/dL; +: 30 =and <100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; +: 5=and<10 mg/dL; +: 10 =and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal; +: 2.0=and<4.0 mg/dL; 2+: 4.0=and<8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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HERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 24-1-1. Urinalysis in female rats, satellite group

Control (vehicle: corn oil)

Quality Urinary sediments
Female No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Occult Urobilinogen Red blood - White blood Casts  Crystals Epithelial
blood cells cells cells
F05049 Yellow - 6.5 2+ - + - - 2+ - - - + -
F05050 Light yellow - 6.5 + - - - - + - - - * -
F05051 Light yellow - 7.0 + - - - - + - - - - -
F05052 Light yellow - 7.0 + - + - - + - - - + -
F05053 Light yellow - 7.5 - - - - - + - - - + -
. . Electrolyte, density Electrolyte, gross volume
Female No. UE;’E /‘;‘;l;‘g’e S;Z:f;c (mEg/L) (mEq/24 hr)
Na K Cl Na K Cl
F05049 6.9 1.075 104.4 210.0 164.8 0.72 1.45 1.14
F05050 114 1.053 92.6 182.3 125.0 1.06 2.08 1.43
F05051 9.2 1.059 117.9 213.1§ 123.3 1.08 1.96 1.13
F05052 10.1 1.060 120.1 225.1§ 1512 1.21 2.27 1.53
F05053 16.1 1.030 44.1 125.2§ 50.0 0.71 2.02 0.81
Number of females 5 5 5 S 5 5 5 5
Mean 10.7 1.055 95.8 191.1 122.9 0.96 1.96 1.21
+S.D. 3.4 0.016 31.0 40.1 44.4 0.23 0.31 0.28

Turbidity, -: negative

Protein, -: negative; +: 10 =and <30 mg/dL; +: 30 =and <100 mg/dL; 2+: 100=and <300 mg/dL

Glucose, -: negative; +: 30=and <70 mg/dL

Ketone, -: negative; : 5 =and <10 mg/dL; +: 10=and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal ; +: 2.0=and <4.0 mg/dL ; 2+: 4.0=and <8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 24-1-2. Urinalysis in female rats, satellite group
2-DT 1000 mg/kg

Quality Urinary sediments
Female No. Color Turbidity pH Protein  Glucose Ketone Bilirubin O°UIt Urobilinogen Red blood - White blood Casts  Crystals Epithelial
blood cells cells cells
F06059 Yellow - 6.5 2+ + + - - 2+ - - - - -
F06060 Yellow - 6.0 2+ - + - - + - - - - -
F06061 Light yellow - 7.5 + - + - - + - - - + -
F06062 Yellow - 6.5 2+ + + - - + - - - + -
F06063 Light vellow - 8.0 + - - - - + - - - - .
. . Electrolyte, density Electrolyte, gross volume
Female No. UZ:;‘E/‘;T}:’:)“C Specific (mEg/L) (mEq/24 h)
gravity ™ Na K Cl Na K Cl
F06059 2.8 1.098 130.2 208.7§ 46.4 0.36 0.58 0.13
F06060 35 1.090 126.4 185.7§ 77.6 0.44 0.65 0.27
F06061 8.6 1.051 92.5 167.6 88.9 0.80 1.44 0.76
F06062 8.3 1.061 65.1 216.7 127.8 0.54 1.80 1.06
F06063 5.7 1.063 1214 184.1 114.1 0.69 1.05 0.65
Number of females 5 5 5 5 5 5 5 5
Mean 5.8* 1.073 107.1 192.6 91.0 0.57* 1.10* 0.57*
+S.D. 2.7 0.020 27.8 19.9 31.9 0.18 0.52 0.38

Significantly different from the control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative

Protein, -: negative; +: 10=and <30 mg/dL; +: 30 =and < 100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative; +: 30 =and <70 mg/dL

Ketone, -: negative; +: 5§ <and <10 mg/dL; +: 10 =and <40 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal ; +: 2.0 =and <4.0 mg/dL ; 2+: 4.0=and <8.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 24-2-1. Urinalysis in female rats of the recovery period

Control (vehicle: corn oil)

Quality Urinary sediments
Female No. Color Turbidity pH Protein  Glucose Ketone Bilirubin Oceult Urobilinogen Red blood - White blood Casts” Crystalsb) Epithelial
blood cells” cells? cells”
F05054 Light yellow - 7.0 + - - R - + - R - T _
F05055 Light yellow - 7.0 + - + - - + - - - + -
F05056 Light yellow = - 6.0 - - - - - + - - - * -
F05057 Light yellow - 7.5 - - - - - + - - - . -
F05058 Light yellow - 7.5 + - - - - + - - - + -
. . Electrolyte, density Electrolyte, gross volume
Female No. U““;/‘;‘::;me Specific (mEg/L) (mEq/24 hr)
(ml/24br)  gravity —; K Cl Na K Cl
F05054 13.6 1.059 109.5 231.2 139.7 1.49 3.14 1.90
F05055 11.3 1.072 130.5 259.3§ 179.1 1.47 2.93 2.02
F05056 22.7 1.034 68.2 155.5§ 75.1 1.55 3.53 1.70
F05057 17.0 1.049 93.0 207.1§ 1145 1.58 3.52 1.95
F05058 12.3 1.051 942 190.4 122.1 1.16 234 1.50
Number of females 5 5 5 5 5 5 5 5
Mean 154 1.053 99.1 208.7 126.1 1.45 3.09 1.81
+S.D. 4.6 0.014 23.0 39.5 37.9 0.17 0.49 0.21

Turbidity, -: negative

Protein, -: negative; +: 10 =and <30 mg/dL; +: 30 =and <100 mg/dL; 2+: 100 =and <300 mg/dL

Glucose, -: negative

Ketone, -: negative; +: 5<=and <10 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal; +: 2.0 =and< 4.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 24-2-2. Urinalysis in female rats of the recovery period

2-DT 1000 mg/kg

Quality Urinary sediments
Female No. Lo . . 1. Occult - Red blood White blood a Epithelial
Color Turbidity pH Protein  Glucose Ketone Bilirubin blood Urobilinogen el celle? Casts® Crystalsb) I:;e]]sh)
F06064 Light yellow - 7.0 - - - - - £ - - - - N
F06065 Light yellow - 6.5 - - - - - + - - - - -
F06066 Light yellow - 75 + - - - - + - - - + -
F06067 Light yellow - 8.0 + - - - - + - - - + -
F06069 Light vellow - 7.0 + - + - - + - - - + -
. . Electrolyte, density Electrolyte, gross volume
Female No. Urmz /‘;T}l:me Spec1.ﬁc (mEg/L) (mEq/24 hr)
(ml2sh)  gravity —g; K al Na K ai
F06064 19.0 1.033 54.2 149.4§ 67.5 1.03 2.84 1.28
F06065 203 1.041 77.7 171.3§ 103.1 1.58 3.48 2.09
F06066 14.3 1.055 105.2 208.1§ 1353 1.50 2.98 1.93
F06067 152 1.024 43.5 64.1§ 25.0 0.66 0.97 0.38
F06069 114 1.071 1153 248.6§ 170.6 1.31 2.83 1.94
Number of females 5 5 5 5 5 5 5 5
Mean 16.0 1.045 79.2 168.3 100.3 1.22 2.62 1.52
+S.D. 3.6 0.019 31.1 69.4 56.8 0.38 0.96 0.71

Significantly different from the control group (*: P<0.05, **: P<0.01).

Turbidity, -: negative

Protein, -: negative; +: 10=and <30 mg/dL; +: 30=and < 100 mg/dL; 2+: 100=and <300 mg/dL
Glucose, -: negative

Ketone, -: negative; =: 5=and <10 mg/dL

Bilirubin, -: negative

Occult blood, -: negative

Urobilinogen, +: normal; +: 2.0=and <4.0 mg/dL

Red blood cells, White blood cells and Casts, -: not observed

Crystals and Epithelial cells, -: not observed; +: a few

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit. The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 25-1-1. Hematological findings of male rats at the end of the dosing period

Control (vehicle: corn oil)

Male No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL) (g/dL) (%) (fL) (pg) (g/dL) (X10%uL) (sec) (sec)
MO01001 806 15.5 443 55.0 19.2 35.0 132.0 13.7 23.1
M01002 868 16.1 449 51.7 18.5 359 122.2 14.7 23.8
MO01003 817 14.5 42.0 514 17.7 345 99.0 15.8 23.9
M01004 832 14.9 42.6 51.2 17.9 35.0 1284 15.7 27.6
M01005 823 15.0 42.5 51.6 18.2 353 113.6 16.7 24.6
Number of males 5 5 5 5 5 5 5 5 5
Mean 829 152 433 52.2 18.3 35.1 119.0 15.3 24.6
S.D. 24 0.6 1.3 1.6 0.6 0.5 13.2 1.1 1.8
Male No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%/ L) (%) (%) (%) (%) (%) (%)

M01001 90.7 18.2 1.2 0.1 5.1 75.4 343

M01002 156.5 13.7 1.5 0.1 35 81.2 2.38

MO01003 101.4 13.1 0.9 0.1 4.0 81.9 3.10

M01004 76.9 11.9 2.9 0.0 5.2 80.0 241

MO01005 87.4 30.8 2.6 0.1 53 61.2 3.22

Number of males 5 5 5 5 5 5 5

Mean 102.6 17.5 1.8 0.1 4.6 75.9 291

S.D. 314 7.8 0.9 0.0 0.8 8.6 0.48

§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit.
The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 25-1-2. Hematological findings of male rats at the end of the dosing period

2-DT 62.5 mg/kg

Male No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (f) (pg) (g/dL)  (X10%uL)  (sec) (sec)
M02013 866 16.3 46.0 53.1 18.8 354 88.7 23.5 292
M02014 818 14.9 431 52.7 18.2 34.6 106.5 13.9 23.0
MO02015 788 14.2 41.1 52.2 18.0 34.5 96.1 16.0 22.8
MO02016 689 12.9 38.6 56.0 18.7 334 101.1 12.4 20.8
M02017 837 15.0 422 50.4 17.9 355 107.8 13.7 22.0
Number of males 5 5 5 5 5 5 5 5 5
Mean 800 14.7 42.2 52.9 18.3 34.7 100.0 159 23.6
S.D. 68 1.2 2.7 2.0 0.4 0.8 7.9 44 33
Male No. WBC NEUT ° EOSI BASO MONO LYMPH RET
(X 10% L) (%) (%) (%) (%) (%) (%)

MO02013 122.8 9.6 14 0.1 2.7 86.2 2.81

M02014 101.2 19.2 2.5 0.0 25 75.8 3.33

MO02015 101.4 15.5 04 0.1 4.5 79.5 2.64

MO02016 75.3 14.7 1.5 0.0 3.6 80.2 9.16

MO02017 67.1 31.0 1.6 0.0 5.7 61.7 2.83

Number of males 5 5 5 5 5 5 5

Mean 93.6 18.0 1.5 0.0 3.8 76.7 4.15

S.D. 224 8.0 0.7 0.1 1.3 9.2 2.81

Significantly different from the control group (*: P<0.05, **: P<0.01).
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RERE S R-12-016

Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 25-1-3. Hematological findings of male rats at the end of the dosing period

2-DT 250 mg/kg

Male No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (fL) (rg) (g/dL)  (X10%uL)  (sec) (sec)
MO03025 859 16.0 46.2 53.8 18.6 34.6 115.8 22.5 30.6
M03026 867 159 448 51.7 18.3 35.5 93.5 25.1 28.8
M03027 759 13.8 40.6 53.5 18.2 34.0 96.8 16.7 24.9
M03028 959 16.7 45.7 477 17.4 36.5 127.9 253 31.1
MO03029 767 14.5 419 54.6 18.9 34.6 88.6 18.7 24.0
Number of males 5 5 5 5 5 5 5 5 5
Mean 842 154 43.8 52.3 18.3 35.0 104.5 21.7 * 27.9
S.D. 82 1.2 2.5 2.8 0.6 1.0 16.6 38 33
Male No. WBC NEUT EOSI BASO MONO LYMPH RET
(X107 uL) (%) (%) (%) (%) %) (%)

M03025 106.8 16.0 0.8 0.0 4.1 79.1 3.48

MO03026 88.1 23.6 1.6 0.0 5.1 69.7 2.97

MO03027 69.5 22.9 2.0 0.0 43 70.8 433

M03028 95.9 17.8 1.9 0.1 42 76.0 2.82

M03029 78.5 21.9 1.9 0.0 3.8 72.4 3.03

Number of males 5 5 5 5 5 5 5

Mean 87.8 20.4 1.6 0.0 43 73.6 3.33

S.D. 14.6 33 0.5 0.0 0.5 39 0.61

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 25-1-4. Hematological findings of male rats at the end of the dosing period

2-DT 1000 mg/kg

Male No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%YuL)  (g/dL) (%) (fL) (pg) (g/dL)  (X10%uL)  (sec) (sec)
M04037 860 15.6 447 52.0 18.1 34.9 99.2 21.7 27.1
MO04038 795 14.6 41.1 51.7 18.4 35.5 99.0 21.0 234
M04039 775 13.8 40.1 51.7 17.8 344 133.2 28.0 31.0
M04040 853 15.9 46.3 543 18.6 343 91.9 24.5 29.6
MO04041 847 14.8 42.5 50.2 17.5 34.8 88.1 249 28.9
Number of males 5 5 5 5 5 5 5 5 5
Mean 826 14.9 429 52.0 18.1 34.8 102.3 240 ** 28.0
S.D. 38 0.8 2.6 1.5 0.4 0.5 17.9 2.8 2.9
Male No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%pL) (%) (%) (%) (%) (%) (%)

MO04037 95.5 15.3 1.6 0.0 49 78.2 2.46

M04038 90.8 15.6 1.3 0.0 4.4 78.7 3.46

M04039 72.7 19.3 1.5 0.0 4.0 75.2 5.75

MO04040 64.5 36.1 2.2 0.0 3.9 57.8 3.42

M04041 87.6 354 2.1 0.0 5.7 56.8 2.86

Number of males 5 5 5 5 5 5 5

Mean 82.2 243 1.7 0.0 4.6 69.3 3.59

S.D. 13.1 10.5 04 0.0 0.7 11.1 1.28

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 25-2-1. Hematological findings of male rats at the end of the recovery period

Control (vehicle: corn oil)

Male No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (fL) (pg) (gdLl)  (X10YuL)  (sec) (sec)
MO01008 890 15.5 431 48.4 17.4 36.0 122.0 13.8 21.5
MO01009 839 14.6 41.6 49.6 17.4 35.1 1054 12.8 20.5
MO1010 866 15.5 42.8 494 17.9 36.2 119.9 13.3 18.3
MO01011 898 16.1 447 49.8 17.9 36.0 113.9 13.4 23.8
MO01012 813 15.1 434 534 18.6 34.8 111.6 17.2 21.5
Number of males 5 5 5 5 5 5 5 5 5
Mean 861 154 43.1 50.1 17.8 35.6 114.6 14.1 21.1
S.D. 35 0.6 1.1 1.9 0.5 0.6 6.7 1.8 2.0
Male No. WBC NEUT EOSI BASO MONO LYMPH RET
(X107 pL) (%) (%) (%) (%) (%) (%)
MO01008 98.9 13.9 1.9 0.1 4.7 79.4 434
M01009 66.9 20.1 2.4 0.0 43 : 73.2 1.89
MO01010 68.5 19.5 3.8 0.0 4.4 72.3 2.97
MO1011 110.3 25.2 1.6 0.0 43 68.9 341
MO01012 91.2 17.1 1.6 0.0 34 77.9 3.07
Number of males 5 5 5 5 5 5 5
Mean 87.2 19.2 2.3 0.0 42 74.3 3.14
S.D. 19.0 42 0.9 0.0 0.5 43 0.88
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 25-2-2. Hematological findings of male rats at the end of the recovery period

2-DT 1000 mg/kg

Male No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dl) (%) (L) (r2) (gdl)  (X10%uL)  (sec) (sec)
M04044 889 158 449 50.5 17.8 35.2 120.3 18.7 26.3
M04045 780 14.6 429 55.0 18.7 34.0 107.8 28.7 28.6
MO04046 794 14.2 40.7 51.3 17.9 34.9 107.8 18.4 24.7
MO04047 908 16.3 45.6 50.2 18.0 35.7 105.9 13.6 21.8
M04048 829 15.1 42.7 51.5 18.2 354 107.6 18.1 25.6
Number of males 5 5 5 5 5 5 5 5 5
Mean 840 15.2 434 51.7 18.1 35.0 109.9 19.5 254 *
S.D. 57 0.9 1.9 1.9 04 0.7 59 5.6 2.5
Male No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%uL) (%) (%) (%) (%) (%) (%)
M04044 82.2 19.5 2.9 0.0 3.9 73.7 2.43
M04045 84.6 11.6 1.3 0.0 4.0 83.1 2.84
M04046 106.1 9.4 1.3 0.0 2.2 87.1 2.52
M04047 71.3 20.9 1.8 0.0 3.8 73.5 3.49
M04048 49.1 23.0 2.6 0.0 3.7 70.7 2.84
Number of males 5 5 5 5 5 5 5
Mean 78.7 16.9 2.0 0.0 35 717.6 2.82
S.D. 20.8 6.0 0.7 0.0 0.7 7.1 0.42

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 26-1-1. Hematological findings of female rats at the end of the dosing period

Control (vehicle: corn oil)

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10Y%uL) (g/dL) (%) (fL) (pg) (g/dl) (X 10% L) (sec) (sec)
F01001 626 12.7 38.3 61.2 20.3 33.2 161.6 12.9 19.1
F01003 759 14.2 40.8 53.8 18.7 348 133.7 124 19.4
F01004 675 13.5 39.8 59.0 20.0 339 99.9 13.2 214
F01007 656 12.9 379 57.8 19.7 34.0 159.5 12.6 19.9
F01012 638 123 36.6 57.4 19.3 336 135.5 124 19.7
Number of females 5 5 5 5 5 5 5 5 5
Mean 671 13.1 38.7 57.8 19.6 339 138.0 12.7 19.9
S.D. 53 0.7 1.6 2.7 0.6 0.6 25.0 03 0.9
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%pL) (%) (%) (%) (%) (%) (%)

F01001 125.6 25.6 0.8 0.1 33 70.2 12.33

F01003 111.2 26.3 1.2 0.1 2.9 69.5 6.31

F01004 66.9 22.7 2.1 0.0 4.8 70.4 6.86

F01007 107.7 25.7 14 0.0 52 67.7 7.04

F01012 113.5 347 0.7 0.0 32 61.4 9.81

Number of females 5 5 5 5 5 5 5

Mean 105.0 27.0 1.2 0.0 39 67.8 8.47

S.D. 223 4.5 0.6 0.1 1.0 3.8 2.55
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 26-1-2. Hematological findings of female rats at the end of the dosing period

2-DT 62.5 mg/kg

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (fL) (pg) (g/dL)  (X10%uL)  (sec) (sec)
F02013 665 12.7 37.1 55.8 19.1 34.2 109.9 11.6 21.1
F02014 577 12.1 36.7 63.6 21.0 33.0 114.6 13.1 20.3
F02015 665 12.9 38.0 57.1 19.4 339 117.7 12.8 19.8
F02016 676 13.3 39.2 58.0 19.7 339 111.9 12.2 18.9
F02018 597 11.6 357 59.8 19.4 32.5 99.8 13.2 21.0
Number of females 5 5 5 5 5 5 5 5 5
Mean 636 12.5 373 58.9 19.7 335 110.8 12.6 20.2
S.D. 46 0.7 1.3 3.0 0.7 0.7 6.8 0.7 0.9
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%uLl) (%) (%) (%) (%) (%) (%)

F02013 1293 50.9 0.6 0.0 2.1 46.4 6.72

F02014 76.4 32.1 0.9 0.0 2.6 64.4 15.01

F02015 82.4 37.8 0.6 0.0 2.7 58.9 7.61

F02016 99.4 46.6 0.5 0.0 32 49.7 5.97

F02018 74.0 333 0.4 0.0 1.2 65.1 10.60

Number of females 5 5 5 5 5 5 5

Mean 923 40.1 ** 0.6 0.0 24 * 56.9 * 9.18

S.D. 229 8.3 0.2 0.0 0.8 8.5 3.70

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 26-1-3. Hematological findings of female rats at the end of the dosing period
2-DT 250 mg/kg

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (fL) (rg) (gdl)  (X10%uL)  (sec) ~_(sec)
F03026 635 12.4 37.0 58.3 19.5 335 108.4 12.1 19.7
F03027 668 12.8 39.0 584 19.2 32.8 113.5 12.7 21.1
F03028 700 13.6 40.6 58.0 194 33.5 954 12.2 19.4
F03030 629 12.1 36.9 58.7 19.2 32.8 107.5 13.1 22.3
F03035 691 13.7 41.6 60.2 19.8 329 111.7 13.1 18.6
Number of females 5 5 5 5 5 5 5 5 5
Mean 665 12.9 39.0 58.7 194 33.1 107.3 12.6 20.2
S.D. 32 0.7 2.1 0.9 0.2 0.4 7.1 0.5 1.5
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%uL) (%) %) %) %) %) (%)

F03026 94.1 33.8 0.7 0.0 38 61.7 9.88

F03027 141.8 43.7 1.4 0.1 3.8 51.0 7.24

F03028 133.7 34.6 04 0.0 39 61.1 8.99

F03030 85.5 36.6 0.8 0.0 42 58.4 7.08

F03035 69.5 30.5 1.3 0.0 42 64.0 7.63

Number of females 5 5 5 5 5 5 5

Mean 104.9 35.8 0.9 0.0 4.0 592 * 8.16

S.D. 314 49 04 0.0 0.2 5.0 1.22

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 26-1-4. Hematological findings of female rats at the end of the dosing period

2-DT 1000 mgkg

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (gdL) (%) (1) (p®) (@A)  (X10YuD) (o))  (seq)
F04037 730 13.6 40.6 55.6 18.6 335 104.3 12.8 19.0
F04038 669 13.5 413 61.7 20.2 32.7 95.0 12.7 21.8
F04040 612 12.6 38.7 63.2 20.6 32,6 115.0 11.2 194
F04043 665 12.8 38.7 58.2 19.2 33.1 1155 11.7 19.3
F04047 683 134 40.1 58.7 19.6 33.4 103.1 12.6 18.9
Number of females 5 5 5 5 5 5 5 5 5
Mean 672 13.2 39.9 59.5 19.6 33.1 106.6 12.2 19.7
S.D. 42 04 1.2 3.0 0.8 0.4 8.7 0.7 1.2
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10% L) (%) (%) (%) (%) (%) (%)

F04037 71.8 30.2 0.3 0.0 35 66.0 6.98

F04038 60.1 30.9 0.7 0.0 23 66.1 11.42

F04040 84.1 31.2 0.2 0.0 3.7 64.9 13.74

F04043 121.1 30.5 14 0.1 33 64.7 8.61

F04047 1054 26.8 0.7 0.1 44 68.0 6.03

Number of females 5 5 5 5 5 5 5

Mean 88.5 299 0.7 0.0 34 65.9 9.36

S.D. 24.8 1.8 0.5 0.1 0.8 1.3 3.19

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 26-2-1. Hematological findings of female rats at the end of the dosing period, satellite group

Control (vehicle: com oil)

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dLl) (%) (fL) (pg) (g/dL)  (X10YuL)  (sec) (sec)
F05049 797 15.1 42.1 52.8 18.9 359 109.8 11.0 164
F05050 739 13.8 40.2 54.4 18.7 34.3 107.1 11.3 19.1
F05051 821 154 435 53.0 18.8 354 111.2 12.8 23.5
F05052 764 14.5 413 54.1 19.0 35.1 108.4 12.1 194
F05053 769 15.0 41.2 53.6 19.5 36.4 116.0 114 19.8
Number of females 5 5 5 5 5 5 5 5 5
Mean 778 14.8 41.7 53.6 19.0 354 110.5 11.7 19.6
S.D. 32 0.6 1.2 0.7 03 0.8 34 0.7 2.5
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10% L) (%) (%) (%) (%) (%) (%)

F05049 61.5 11.9 2.3 0.0 34 824 5.82

F05050 81.6 18.1 1.0 0.1 2.7 78.1 2.98

F05051 57.4 13.5 24 0.0 4.0 80.1 2.83

F05052 60.3 134 2.2 0.0 2.0 82.4 3.39

F05053 49.3 10.6 1.2 0.0 1.8 86.4 2.96

Number of females 5 5 5 5 5 5 5

Mean 62.0 13.5 1.8 0.0 2.8 81.9 3.60

S.D. 11.9 2.8 0.7 0.0 0.9 3.1 1.26
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 26-2-2. Hematological findings of female rats at the end of the dosing period, satellite group

2-DT 1000 mg/kg

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (fL) (pg) (gdl)  (X10%uL)  (sec) (sec)
F06059 844 15.2 42.8 50.7 18.0 35.5 1294 11.8 20.5 §
F06060 743 13.7 39.1 52.6 18.4 35.0 114.8 11.6 19.5
F06061 781 14.1 399 51.1 18.1 353 114.4 11.9 21.5
F06062 872 15.1 42.0 48.2 17.3 36.0 108.7 11.9 19.2 §
F06063 818 15.0 424 51.8 18.3 354 923 12.1 26.1
Number of females 5 5 5 5 5 5 5 5 5
Mean 812 14.6 41.2 50.9 * 18.0 ** 354 111.9 11.9 21.4
S.D. 51 0.7 1.6 1.7 0.4 04 134 0.2 2.8
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%ul) (%) (%) (%) (%) (%) (%)
F06059 63.8 18.7 2.2 0.0 3.6 75.5 2.82
F06060 38.3 8.3 1.6 0.0 3.7 86.4 3.14
F06061 60.2 9.8 i.5 0.0 2.0 86.7 3.28
F06062 434 17.3 2.5 0.0 3.9 76.3 2.97
F06063 53.3 11.0 1.7 0.0 2.3 85.0 2.90
Number of females 5 5 5 5 5 5 5
Mean 51.8 13.0 1.9 0.0 3.1 82.0 3.02
S.D. 10.8 4.7 0.4 0.0 0.9 5.6 0.19

Significantly different from the control group (*: P<0.05, **: P<0.01).
§, The re-measurement was carried out because the difference between two measured values exceeded the permissible limit.
The re-measured values were employed as the data.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 26-3-1. Hematological findings of female rats at the end of the recovery period

Control (vehicle: corn oil)

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%pL)  (gdl) (%) (fL) (g (@dL)  (X10%uL)  (sec) (sec)
F05054 804 14.5 42.0 52.2 18.0 345 110.0 11.3 17.8
F05055 802 14.9 42.4 52.9 18.6 35.1 106.9 11.0 184
F05056 762 15.4 434 57.0 20.2 35.5 101.3 11.5 19.8
F05057 769 144 41.0 533 18.7 35.1 95.7 114 16.7
F05058 874 15.6 432 494 17.8 36.1 125.5 124 17.8
Number of females 5 5 5 5 5 5 5 5 5
Mean 802 15.0 424 53.0 18.7 353 107.9 11.5 18.1
S.D. 44 0.5 1.0 2.7 0.9 0.6 11.3 0.5 1.1
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X107pL) (%) (%) (%) (%) (%) (%)
F05054 61.0 12.6 1.5 0.0 34 82.5 3.36
F05055 534 231 1.5 0.0 2.2 73.2 3.33
F05056 61.3 237 1.5 0.0 3.8 71.0 2.96
F05057 87.0 8.8 1.1 0.0 2.9 87.2 2.90
F05058 59.0 8.6 14 0.0 1.9 88.1 4.19
Number of females 5 5 5 5 S 5 5
Mean 64.3 154 14 0.0 2.8 80.4 3.35
S.D. 13.1 7.5 0.2 0.0 0.8 7.9 0.51
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 26-3-2. Hematological findings of female rats at the end of the recovery period

2-DT 1000 mg/kg

Female No. RBC HGB HCT MCV MCH MCHC PLT PT APTT
(X10%uL)  (g/dL) (%) (fL) (rg) (g/dl)  (X10%uL)  (sec) (sec)
F06064 810 14.8 43.0 53.1 18.3 34.4 118.7 11.6 16.7
F06065 852 15.1 42.5 499 17.7 35.5 118.2 12.0 19.2
F06066 781 15.2 42.4 54.3 19.5 35.8 129.4 11.5 19.9
F06067 872 15.3 422 48.4 17.5 36.3 86.3 11.4 22.2
F06069 867 17.0 - 477 55.0 19.6 35.6 99.4 10.9 18.1
Number of females 5 5 5 5 5 5 5 5 5
Mean 836 15.5 43.6 52.1 18.5 355 110.4 11.5 19.2
S.D. 39 0.9 2.3 2.9 1.0 0.7 17.3 04 2.1
Female No. WBC NEUT EOSI BASO MONO LYMPH RET
(X10%/uL) (%) (%) (%) (%) (%) (%)

F06064 438 14.2 0.9 0.0 34 81.5 2.81

F06065 724 29.5 2.3 0.0 2.9 65.3 2.92

F06066 92.2 5.9 1.1 0.0 2.0 91.0 3.23

F06067 409 15.1 2.0 0.0 7.1 75.8 2.14

F06069 76.0 19.0 0.5 0.0 1.3 79.2 3.58

Number of females 5 5 5 5 5 5 5

Mean 65.1 16.7 1.4 0.0 33 78.6 2.94

S.D. 22.1 86 . 0.8 0.0 23 9.3 0.54

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 27-1-1. Biochemical findings of male rats at the end of the dosing period

Control (vehicle: com oil)

Male No. Total protein ~ Albumin A/G Glucose Total cholesterol — Trigly ceride Phospholipid AST ALT v-GTP LDH Bile acid BUN  Creatinine Total bilirubin ALP
g/dL gdL myg/dL mg/dL mg/dL mg/dL U/L U/L UL U/L pmol/L mg/dL mg/dL mg/dL U/L
M01001 58 3.8 1.90 143 49 28 80 63 30 0 226 104 13 0.5 0.05 283
M01002 58 38 1.90 153 58 43 90 55 25 0 147 82 16 0.5 0.05 373
M01003 5.7 39 2.17 130 72 43 105 60 26 0 140 153 13 0.5 0.05 332
MO01004 57 3.7 1.85 142 45 23 74 51 23 0 182 94 14 04 0.05 225
M01005 5.8 3.8 1.90 142 50 95 96 51 26 0 180 11.5 17 0.5 0.06 266
Number of males 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.8 3.8 1.94 142 55 46 89 56 26 0 175 11.0 15 0.5 0.05 296
S.D. 0.1 0.1 0.13 8 11 29 12 5 3 0 34 27 2 0.0 0.00 58

Control (vehicle: corn oil)

Male No. Inorganic phosphorus  Ca Na K Cl
mg/dL mg/dL mEq/L mEqg/L mEg/L
M01001 6.0 9.6 144.5 3.85 108.1
M01002 5.0 9.6 1439 3.65 107.5
M01003 5.1 9.4 145.1 3.64 107.8
MO01004 53 9.4 143.7 3.70 106.7
MO01005 5.7 9.6 142.7 3.35 104.1
Number of males 5 5 5 5 5
Mean 5.4 9.5 144 3.64 106.8
S.D. 0.4 0.1 0.9 0.18 1.6
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 27-1-2. Biochemical findings of male rats at the end of the dosing period

2-DT 62.5 mgkg
Male No. Total protein ~ Albumin AlG Glucose Total cholesterol  Trigly ceride Phospholipid AST ALT y-GTP LDH Bile acid BUN  Creatinine Total bilirubin ALP
g/dL g/dL mg/dL mg/dL mg/dL mg/dL U/L U/L UL U/L pmol/L mg/dL mg/dL mg/dL U/L
M02013 54 3.7 2.18 174 38 29 68 80 29 0 192 9.7 13 0.5 0.06 455
M02014 5.5 3.6 1.89 149 53 21 78 44 21 0 241 6.5 15 0.4 0.04 360
M02015 5.6 3.7 1.95 143 55 25 83 52 22 0 190 7.6 13 0.5 0.05 424
M02016 55 3.7 2.06 126 80 24 104 49 25 i} 233 23.1 11 0.4 0.05 226
M02017 5.8 3.8 1.90 139 71 33 104 97 62 0 199 16.6 14 0.5 0.06 345
Number of males 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.6 37 2.00 146 59 26 87 64 32 0 211 127 13 0.5 0.05 362
S.D. 0.2 0.1 0.12 18 16 5 16 23 17 0 24 7.0 1 0.1 0.01 88
Significance NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS
Statistical method KW AN AN AN AN KW AN KwW KW AN DU AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).

DU: Analysis by Dunnett's test.

2-DT 62.5 mg/kg

Male No. Inorganic phosphorus  Ca Na K Cl
mg/dL mg/dL mEq/L mEq/L mEq/L
M02013 55 9.4 143.8 3.68 108.5
M02014 5.8 9.3 143.5 3.56 107.5
M02015 6.1 9.6 144.7 3.85 107.8
M02016 6.1 9.7 145.5 3.77 106.3
M02017 5.3 9.8 144.6 3.82 106.5
Number of males 5 5 5 5 5
Mean 5.8 9.6 1444 3.74 107.3
S.D. 0.4 0.2 0.8 0.12 0.9
Significance NS NS NS NS NS
Statistical method AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).

DU: Analysis by Dunnett's test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 27-1-3. Biochemical findings of male rats at the end of the dosing period

2-DT 250 mgkg
Male No. Total protein ~ Albumin A/G Glucose Total cholesterol — Trigly ceride Phospholipid AST ALT y-GTP LDH Bile acid BUN  Creatinine Total bilirubin ALP
g/dL g/dL mg/dL mg/dL mg/dL mg/dL U/L U/L U/L U/L pumol/L mg/dL mg/dL mg/dL U/L
M03025 59 3.9 1.95 168 58 74 95 60 25 0 374 176 13 0.5 0.07 387
M03026 54 3.6 2.00 148 48 41 82 53 30 0 198 143 13 0.5 0.05 399
M03027 53 36 2.12 131 42 38 77 53 25 0 336 82 12 0.4 0.04 340
M03028 6.2 4.1 1.95 130 58 63 101 62 32 0 325 16.1 14 0.5 0.05 382
M03029 52 3.6 2.25 121 40 17 64 55 27 0 176 56 14 04 0.05 364
Number of males 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.6 3.8 2.05 140 49 47 84 57 28 0 282 124 13 0.5 0.05 374
S.D. 0.4 0.2 0.13 19 9 22 15 4 3 0 89 5.2 1 0.1 0.01 23
Significance NS NS NS NS NS NS NS NS NS NS * NS NS NS NS NS
Statistical method Kw AN AN AN AN KW AN KwW KW AN DU AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).

DU: Analysis by Dunnett's test.

2-DT 250 mg/kg

Male No. Inorganic phosphorus  Ca Na K Cl
mg/dL mg/dL mEg/L mEqg/L mEgq/L
M03025 6.0 9.6 143.3 3.62 106.0
M03026 5.9 8.9 144.8 3.59 107.5
M03027 5.6 9.3 145.0 3.79 109.0
M03028 6.0 10.1 144.6 4.00 107.3
M03029 6.5 9.4 144.9 3.77 108.6
Number of males 5 5 S 5 5
Mean 6.0 9.5 144.5 3.75 107.7
S.D. 03 0.4 0.7 0.16 1.2
Significance NS NS NS NS NS
Statistical method AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).

DU: Analysis by Dunnett's test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats
Appendix 27-1-4. Biochemical findings of male rats at the end of the dosing period

2-DT 1000 mg/kg

Male No. Total protein Albumin A/G Glucose Total cholesterol Triglyceride  Phospholipid AST ALT v-GTP LDH Bileacid  BUN Creatinine Total bilirubin ~ ALP
g/dL g/dL mg/dL mg/dL mg/dL mg/dL U/L U/L U/L U/L pmol/L.  mg/dL  mg/dL mg/dL U/L
M04037 5.5 3.8 224 137 31 27 63 67 33 0 367 129 14 0.4 0.06 378
M04038 52 3.6 225 137 67 38 99 62 29 0 243 12.3 16 0.5 0.04 413
M04039 5.7 39 2.17 163 50 64 91 55 25 0 393 72 15 0.5 0.04 436
M04040 5.9 3.9 1.95 138 40 16 70 55 28 0 395 25.6 12 0.4 0.06 350
M04041 5.2 3.5 2.06 138 33 23 64 163 175 # 1 328 14.9 15 0.4 0.06 334
Number of males 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.5 3.7 2.13 143 C 44 34 77 80 58 0 345 14.6 14 0.4 0.05 382
S.D. 0.3 0.2 0.13 11 15 19 17 46 65 0 63 6.8 2 0.1 0.01 42
Significance NS NS NS NS NS NS NS NS NS NS ok NS NS NS NS NS
Statistical method KwW AN AN AN AN KW AN KW KwW AN DU AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).

NS: Not significantly different from the control group.

KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).

DU: Analysis by Dunnett's test.

#, The first measured value was out of the control values stated in the standard operating procedures. One re-measurement was carried out, and the difference between the values in two measurements
was not more than 10% of the lower value. The first measured value was employed as the measured value for the specimen.

2-DT 1000 mg/kg

Male No. Inorganic phosphorus  Ca Na K Ci
mg/dL mg/dL mEq/L mEq/L mEq/L
M04037 5.8 93 143.8 3.94 107.9
M04038 5.3 9.0 143.1 3.60 107.3
M04039 58 9.4 142.8 3.91 107.8
M04040 5.6 9.5 145.8 3.63 109.5
M04041 5.7 9.2 143.7 3.65 107.8
Number of males 5 5 5 5 5
Mean 5.6 9.3 143.8 3.75 108.1
S.D. 0.2 0.2 1.2 0.16 0.8
Significance NS NS NS NS NS
Statistical method AN AN AN AN AN

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

KW: Analysis by Kruskal-Wallis' test (one-way layout).

AN: Analysis by variance (one-way layout).

DU: Analysis by Dunnett's test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 27-2-1. Biochemical findings of male rats at the end of the recovery period

Control (vehicle: com oil)

Male No. Total protein ~ Albumin A/G Glucose Total cholesterol  Trigly ceride Phospholipid AST ALT y-GTP LDH Bile acid BUN  Creatinine Total bilirubin ALP
g/dL g/dL mg/dL mg/dL mg/dL -~ mgdL UL U/L UL UL umoVL  mg/dL  mgdL mg/dL UL
M01008 54 33 1.57 139 59 44 91 52 22 0 89 7.8 14 0.4 0.03 269
MO01009 5.7 37 1.85 151 44 76 91 57 23 0 44 6.7 14 0.4 0.06 238
M01010 5.5 35 1.75 168 53 36 84 82 27 0 129 49.0 13 0.6 0.06 241
MO1011 5.7 3.6 1.71 143 62 38 102 57 29 0 73 15.4 17 0.4 0.06 183
MO01012 5.7 3.7 1.85 144 52 43 89 59 27 0 73 21.3 15 0.5 0.05 201
Number of males 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.6 3.6 1.75 149 54 47 91 61 26 [} 82 20.0 15 0.5 0.05 226
S.D. 0.1 0.2 0.12 11 7 16 7 12 3 0 31 17.3 2 0.1 0.01 34

Control (vehicle: corn oil)

Male No. Inorganic phosphorus  Ca Na K Cl
mg/dL mg/dL mEq/L mEqg/L mEq/L
M01008 5.7 93 1423 3.97 108.2
M01009 6.0 9.5 144.0 4.04 107.4
M01010 6.1 9.3 146.4 3.69 108.5
M01011 6.5 9.4 1452 3.55 107.7
MO01012 6.7 9.7 145.8 3.69 107.9
Number of males 5 5 5 5 5
Mean 6.2 9.4 1447 3.79 107.9
S.D. 0.4 0.2 1.6 0.21 0.4
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 27-2-2. Biochemical findings of male rats at the end of the recovery period
2.DT 1000 mgkg

Male No. Total protein ~ Albumin A/G Glucose Total cholesterol  Trigly ceride Phospholipid AST ALT v-GTP LDH Bile acid BUN Creatinine Total bilirubin ALP
g/dL g/dL mg/dL mg/dL mg/dL mg/dL U/L U/L U/L U/L pumol/L mg/dL mg/dL mg/dL U/L
M04044 5.8 3.7 1.76 140 57 18 80 53 25 0 45 9.1 13 0.5 0.04 237
M04045 5.2 34 1.89 160 43 49 78 62 22 0 74 6.1 14 0.4 0.04 177
M04046 5.1 32 1.68 131 48 33 77 55 22 0 344 42 15 0.4 0.04 194
M04047 5.7 3.6 1.71 129 64 42 96 55 25 0 52 153 14 04 0.04 241
M04048 5.6 3.7 1.95 141 52 22 86 64 24 0 338 10.5 16 0.5 0.04 250
Number of males 5 5 s 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.5 35 1.80 140 53 33 83 58 24 0 171 9.0 14 0.4 0.04 220
S.D. 0.3 0.2 0.12 12 8 13 8 5 2 0 156 4.3 1 0.1 0.00 32
Significance NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS
Statistical method TT TT TT TT TT TT TT TT TT TT AW AW TT TT TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

TT: Analysis by Student's t-test.

AW: Analysis by Aspin-Welch t-test.

2-DT 1000 mg/kg

Male No. Inorganic phosphorus ~ Ca Na K Cl
mg/dL mg/dL mEq/L mEq/L mEq/L
M04044 5.7 9.7 144.2 435 109.2
M04045 6.0 9.3 144.6 3.65 109.0
M04046 6.5 9.7 147.1 3.70 110.4
M04047 6.4 9.5 145.4 4.06 108.5
M04048 6.6 9.6 145.6 3.73 107.3
Number of males 5 5 5 5 5
Mean 6.2 9.6 145.4 3.90 108.9
S.D. 0.4 0.2 1.1 0.30 1.1
Significance NS NS NS NS NS
Statistical method TT TT TT TT TT

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

TT: Analysis by Student's t-test.

AW: Analysis by Aspin-Welch t-test.
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Combined repeat dose and reproductive/developmental toxicity screening test of 2-Decyltetradecanol by oral administration in rats

Appendix 28-1-1. Biochemical findings of female rats at the end of the dosing period

Control (vehicle: corn oil)
Female No. Total protein Albumin A/G Glucose Total cholesterol Triglyceride Phospholipid ~ AST ALT v-GTP LDH Bile acid BUN Creatinine Total bilirubin ~ ALP

g/dL g/dL mg/dL mg/dL mg/dL mg/dL U/L U/L U/L U/L pumol/L mg/dL.  mg/dL mg/dL U/L

F01001 5.6 3.8 2.11 105 61 28 111 97 41 0 183 17.8 14 0.5 0.05 147
F01003 5.6 38 2.11 120 56 24 100 240 73 0 201 15.6 17 0.6 0.05 182
F01004 5.6 3.8 2.11 118 64 33 113 75 36 0 60 9.7 17 0.5 0.04 118
F01007 6.0 42 2.33 142 61 39 114 80 38 0 148 16.0 12 0.5 0.06 130
F01012 6.0 4.2 2.33 139 58 54 118 115 49 0 94 17.8 13 0.6 0.06 115
Number of females 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5
Mean 58 4.0 2.20 125 60 36 111 121 47 1} 137 15.4 15 0.5 0.05 138

S.D. 0.2 0.2 0.12 15 3 12 7 68 15 0 59 33 2 0.1 0.01 27

Control (vehicle: corn oil)

Female No. Inorganic phosphorus ~ Ca Na K Cl
mg/dL mg/dL mEq/L mEq/L mEq/L
F01001 6.8 9.6 142.7 3.82 108.1
F01003 5.7 10.1 143.2 393 110.0
F01004 6.3 9.5 141.3 3.94 108.0
F01007 6.0 10.0 142.2 3.78 108.0
F01012 5.3 9.7 143.4 3.74 108.5
Number of females 5 5 5 5 5
Mean 6.0 9.8 142.6 3.84 108.5
S.D. 0.6 0.3 0.8 0.09 0.9
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Appendix 28-1-2. Biochemical findings of female rats at the end of the dosing period

2-DT 62.5 mg/kg
Female No. Total protein  Albumin A/G Glucose Total cholesterol Triglyceride  Phospholipid AST ALT v-GTP LDH Bile acid BUN  Creatinine Total bilirubin ~ ALP

g/dL g/dL mg/dL mg/dL mg/dL mg/dL UL UL UL UL  umol/L mgdL mg/dL mg/dL UL
F02013 6.3 4.3 2.15 130 43 21 96 101 59 0 215 18.9 14 0.6 0.06 240
F02014 6.0 4.1 2.16 108 86 28 142 90 64 0 181 11.2 10 0.5 0.08 157
F02015 5.6 3.8 2.11 100 55 22 107 222 70 0 217 16.8 15 0.5 0.04 144
F02016 5.9 3.8 1.81 147 57 16 106 86 42 0 165 11.4 13 0.5 0.05 154
F02018 6.3 4.2 2.00 109 60 40 123 400 91 0 99 30.1 14 0.5 0.06 297

Number of females 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5 5

Mecan 6.0 4.0 2.05 119 60 25 115 180 65 0 175 17.7 13 0.5 0.06 198

S.D. 0.3 0.2 0.15 19 16 9 18 135 18 0 48 7.7 2 0.0 0.01 67

Significance NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS
Statistical mecthod AN AN AN AN KwW AN AN KW KW AN AN KW AN AN AN AN

Significantly differcnt from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly diffcrent from the control group.

AN: Analysis by variance (onc-way layout).

KW: Analysis by Kruskal-Wallis' test (one-way layout).

2-DT 62.5 mg/kg

Female No. Inorganic phosphorus  Ca Na K Cl
mg/dL mg/dL mEqg/L mEqg/L mEq/L
F02013 6.2 10.6 142.4 3.42 107.1
F02014 5.7 10.0 141.3 4.02 108.3
F02015 6.3 10.0 142.8 372 110.7
F02016 54 9.7 143.4 3.34 107.4
F02018 7.0 10.4 145.2 3.09 110.6
Number of females 5 5 5 5 5
Mean 6.1 10.1 143.0 3.52 108.8
S.D. 0.6 0.4 1.4 0.36 1.7
Significance NS NS NS NS NS
Statistical method AN AN AN KW KW

Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.

AN: Analysis by variance (one-way layout).

KW: Analysis by Kruskal-Wallis' test (one-way layout).
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Appendix 28-1-3. Biochemical findings of female rats at the end of the dosing period

2-DT 250 mg/kg
Female No. Total protein ~ Albumin A/G Glucose Total cholesterol — Triglyceride Phospholipid AST ALT y-GTP LDH Bile acid BUN  Creatinine Total bilirubin ALP
g/dL gdL mg/dL mg/dL mgdL mg/dL U/L U/L U/L U/L pmol/L mg/dL mg/dL mg/dL U/L
F03026 5.6 38 2.11 126 60 34 114 89 41 0 203 17.7 14 0.6 0.07 137
F03027 6.3 43 2.15 128 59 33 121 95 43 4] 236 12.7 13 0.5 0.06 134
F03028 57 37 1.85 140 59 29 103 107 51 1 212 107 11 05 0.05 176
F03030 5.8 4.0 222 120 53 36 107 88 49 0 229 20.9 12 0.5 0.08 283
F03035 5.5 3.8 2.24 114 44 11 83 117 43 0 174 17.2 15 0.6 0.04 178
Number of females 5 5 5 N 5 5 5 5 5 5 5 5 5 5 5 5
Mean 5.8 39 2.11 126 55 29 106 99 45 0 211 15.8 13 0.5 0.06 182
S.D. 0.3 0.2 0.16 10 7 10 14 12 4 0 24 4.1 2 0.1 0.02 60
Significance NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS NS
Statistical method AN AN AN AN KW AN AN Kw KW AN AN KW AN AN AN AN
Significantly different from the control group (*: P<0.05, **: P<0.01).
NS: Not significantly different from the control group.
AN: Analysis by variance (onc-way layout).
KW: Analysis by Kruskal-Wallis' test (onc-way layout).
2-DT 250 mg/kg
Female No. Inorganic phosphorus  Ca Na K Cl
mg/dL mg/dL mEq/L mEqg/L mEq/L
F03026 6.2 9.9 142.7 3.70 107.9
F03027 6.5 9.8 141.2 3.49 107.6
F03028 7.1 9.5 143