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Z W

Ctj: CD (SD) ZMHES v F2HWT. N- (FI/2FN) 24 ) -7 IO
REBSCL3BHROCIzOEEGERE L, 5B, ( GEHEK : XHEH) .
60 250 & TF1000mg kg day & L. 2 S HEIMANECORS L, 1 BHOBMEKIZ.
BE. 250X C1000mg ket EBTHERL 208, (ieg kB SHTHEBEZ6ILEL,
D5, WRE. 250BXU1000ng /kiOBHEE 6 IKico VTR, 28 MRS ®2E
MkEX &1,

1. BREME2EC T, BBRYERSKERT 3RCELC—BRBOE/LIZ S S hith
=X o

2. RETRERDERSCERT 2EBA NI - 1o, BMERTIR, B5HENE
BRSO 500 B EROMB X U100 R EHOMBEEICA S hi,

3. RRETR. REAOKMA 250ug B EROBB LT 1000ng /g 5RHOMIEIC.
REEO LR 250X T1000ng kg 5B OMIC. REOHE DN 1000ng /L 58O
icdohi,

4. MBEFZHRETR. ANESoEVBOBOH00ng /iR SBO/BEICA S,

5. MEEMFNRETE, GOTHEBEDOEAN 50X T1000ng 5RO/, #

a 1/17“—n—-)b@ﬁ@b‘lOﬂOmg/kg&'—'}ﬁ@ﬁlC; EROBDH1000ng I 5B ORI
Aol

6. WHENRAECTE., ERTEROHEMA 10000 ki SBOMBREICS S h, M8
ik, REESAMIcHY 2EMRMEOBA & RHN TOmMBE/NMEOILEN 2500/ ke
BEBOEBLUI0 e, BREHORBEILA I, . BOMBENREICLBVT,
BABRCEIAHBOEER 1505 L1000 /I SHOBRICH S hi-, fhic, BIF
THHEROBDH1000n /B SBOBICA SN, HBFHREIZDOhEH-
%o



B-2812

7. L4ABHOKRFEILLY, BEALEOEMARIHFEARLI, —F. BREABKBEDOREN
1000ng /Mg S HOMBICASN A ZOHESIUEBERBEERTRLIE R LTV,
o, BRTRIERMEERABICL T 5EMRMEOHFREML 2500 R LOBRERO
HicBYohich, BERLEAONI, #->-T, VTFhoEALAEHRDOLDLEELS

hi,

ChOoDMEND, ARBICBIAN- (FI/IFIL) 9 ) -7 3 v OERER
1360mg kg day LifEEI NI,
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#

u

N— (PI)XFNL) 5 )—-NTIVvid. TVFLUTIVO—FTHY, TLFV
vTIVREM. BAEHIVREEOMITY, BEA. BE. TX7 7V FENAL U
—PEI. B LA, =51 v /8, KARFIEFS 5V EENOMES LK EEE
WTWaD, N=—(73I/xFNV) 24/ -NV7IVvOERRECBALTE, YVEXS
B, FyAo—XNARS—HROCHOMMERVARK S CICREND N A ARER
BXUWHERR B IKYa Vav Rz i2ALWAERRAGER? it TWTFhbE
HTHEILAWBBEINTNS,

4E, BEEEEEHEEROKBEICLD. N- (73 /x2FNV) 25/ -AVT7Iv%L b
NEMLLBAOREBLIHET AHNT. HRYWEEZS v ML 2 SHEREEORE L.
FORBEPLMcTHLEbic, 2BEKEL. BEORERERHOTZOREE
WET 5,

E, ARBRI (FHRAFVECRIZRBIUEBELFYB IR I25EHOFHEOH
HELEHI2RAFAFICHET 2EBRBRICO>VWT (HAEILAIE ; BREFENS
BEFAERERE. XRE 1VISELEEXERE. WERBUSENERAERERR
E#MZER) | EDS [HFEAFHHCERIBARS LURELEDECRIAEHOH
HOHEEEL*EDIHPBARCHET 3ARMERICHT 2 HE | BLU THBLEYE
KHRIABROFEICO>VWT (BAIGIENA T H; BEES NISBERETFAERERRE., X
REINISEEERBRE. (IBRBIIUSEHEXYEREXRERGED 1 (UTF
MEBEH ARSI A 0] L0)) cBBLTERBL &,
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HBME B L CHE

1. BBRYEB X UCHBREO AR

1) BRWE
BWRYWEN-— (73/)2F)0) 25/ -7 I VRHUTOMMLEE b,
Lh@Eftxh,
B oE &
gBRYEELZ : N-(FI/xFMV) x2%/)-NV73I2 (CAS Nolll-
41-1)
REAEHUAHA :  NH,-C,H,-NH-C.H,OH
oy FES
fii -3 99. 9%
i3 N HETHE, KBXUX5 /- LEBHTREBMT S,
5 F B 104, 16
. H 1. 0304
Rl =1 —38C
B = 243. 1°C
% E H% BEHEOEBRMBEOAHERE, S, BURRWUMIRILETH -

to T ENHRE NI,

RAEFE : EXERL. TE - BHRE

BB, WRINEBRBRMED > 5. W51 FRERE L L CHREWET O RRWER
BELREL. ZOMOBARBRNEI2BENAEITEN L,

2) WRKOBRS X CEES

BERRY w0 kkEENB LS. EHAK (BAKDY. RRAHAFWNET
B, oy FES ) KEELTEERBEORSE (0% (%) ) 2EMLL, &
FRENTORSHE, %KL ENAKTRENCAERLTEANL ., HBREOH
BBEALEAMAE—FELTHY., LEATOBEF 5 AMcARL, ERERLL
LT, ABE (4T KRELL,
3) WRKOLEY

D 1~20% (%) Wit. BETLIEMBLUARE WAT) - BF GBEH S 2
CERERTBAMEITEETHS GRHEN 1),
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4) BEBRBEORERZ
BEEANBLURERTEO 28, B5CHRALLESRERICOVWT, A&H
KISV —F 2y —TRELAER. BREICHT AR~ OWANTDH
D, WFhLBEBETH S I EABEI N BREFER 2. 3) .

2. HBEY

Crj: CD (SD) 2SPF3 v b (HEF+—NR e Y X-—HhKE&H) OHEEE60
PLElt 5B CHA L. M TH 1EMRE - BMLRE L 2%, REHMAER TR
RICBRELBDEI - R4 2CE BT, 6 HBRTHRICHL -, BtEHREBAOHKE
%PHIE, HET 191~219g (PHgf# - 203, 8g) « BT 154~183g (4 : 166, 6g) TH Y.
WThOBYORELEHEELNRUARTS - o

Bz, R - DL hoEEEMEBIC X VBI%, HOUNE (MHL BRS04
D4 HED ORBREESVTEIMEL, SROFHEFENRIIHEHELESE LS5, 2V Ea
— S ERAVWT T oy VEBESIUREAMBEOMAY (Toy /JEBETLELRHE
L. BRBELBIXUCBENOMEEKESEEBERCHOYNTR) KL ERICHONIT I,
BAJROABEYI, BREMBHOEBICRER I/,
2 RBRFEE RO BEXICBIIEEHES 6 0JLTHh - 7oh%, HEICIIMEHES 6 2 /LA

AXhitc,

3. WEEH

Bz, BEE23+:3C. HUHEES 02 0%, #KEK1EBERY2:-b11~13M@E.
FRUALE L 2 WM CERTH~F®RTH) ORFE (6015%) T. SBRNMAY -
(V190X D3S0X HiT0mm : Y= Fxo =7 ) v 7/HRett) 1EF-SIEL,
EHEE (RHREECRF -1, 41> s LERTERRAN) BIUKEK (AR
BHEKEA : EBRK) EMCERSERAT Ui, 55, MShoBLmEScEL
T BALK2Dy MoV THERARRREAT €Y 5 — TR LA F =S 2 AT
Lo £/, KERICD W Ty AGHE I B U 2ok 102 % B IR A B8 19 8 4 FE AL 1
ey — BB GEAE) REEL. BohikF— s 2AFLTERZARBO KN
CLARBLTREL, |
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4. BE5R. BERLIUBHYK

BERG., 2EMBRECLTHEARY ORBESBELC L TRELL, bbb, N-—
(FI22xFN) 25/ —=NT7 I D15, 60, 2508 XT1000ng kg BEHED S v Mic 2
AEREEORE LR, 000 ' MBRERTANES0EVBOBDI I, BHRER
oMMy Sh, 50/ QUTORERCREMRIBDSILh>k, ThdD
RS, FEROREHRSEBE210000g. tgE L, UITARMNATRUET 1508 &LU60
g/ tgD SHBERE L, ChicHBEAMA. H4BEEH L, 2 SHEBERIC
BRI A (FB) KMESGILEHAV., 3ok, XWRE, hHBRSIXUSHER TR
2 8 HARE®R 2EAMGKEL -RicHIRT 28 (BIHH) CHEX6ICERAVA, RICH
BREERT,

ABR| BR5R (BB |H E B B #
(mg/kg) | BE ¥ BN 9 ES | BUK DU ES
xi OB 0 0 i3 b 1001~1006 b 1007~1012
L b 1101~1106 b 1107~1112
EHER 60 1.2 B b 2001~2006 - -
L b 2101~2106 - -
Laliih ¢ 250 5 H b 3001~3006 b 3007~3012
L b 3101~3106 § 3107~3112
BHER 1000 29 B b 4001~4006 6 4007~4012
L b 4101~4106 § 4107T~4112

5. EEBINE LT — V~NDORR

FEEBAIE. ARBIONBYEEREE DI TiTo /e ¥ AEY - VRE. BRERC
LRBAF LY —VSRNIVICRBES. BR5ER. BER. &, BWES. HEESDH
JUHIRBEEHEL. FRU I

6. BEHEE KUREHM

MEBEAA PS54 0] KBEUTEOREZBR Lo, BRI, 0w 100ghED
BERBT. 1810 (FRSH~FHRIKOM) . BT7TH, BBV FEAHVT
28 HM (Gt29M) HHEOKRS Lo MBECEER (EHHAK ZRKICHREL K,
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BERBIBFOKELEBICENLL, S, HEHBR2EME L. COBKESHE
2o

7. REFE
1) —BREOEE
BREWMh G 3E. REMCHSERELURS 2BME (27 L, KE 1S
EHLBEERO 2E)  BRMMGREE LE (Fiith) . EROERE, FHER
DEEAEEL L, HEBMIE. REST 300 HBR L1,
b, BT BEMEEEEE1H, BE1~THARSSE LALER L,
2) KEAE
BEMBEORSHI I EMNEL. 20RE3BRVL4BMBTE2E, B0
BSE (CFRTS) Lk, BERMEE 1 GSHRKTORE) BXU
SEHIMEL. ZORRIALEVL AR THE2ENE Lk, £/, ANBEER
WD 7, BERTHELCHEKTHROMRAI bRRKOHEEHE L 7,
3) BMERME
BEBEEHORSHI LE. BHEA SO L HRANEL -, ©0%o RSN
SH&ZVIEAOMETEZE. 3AAVL 4 HEORMENREYH 0855l
L. 11 BREEHL -, ERBMbE. BE1E,53 02 ToRMENRS
WEL., 2O®RIB3IAS VI AEMBTEZE. 3AELVL 4 HEOREERERE
MELT. 1UE1 BRARML &, 55, BE QR - 0
4) RIE
B 5 4B S & CEESE 2 BT - o
BEHAE (R523H~25HOM) 1. RANEORERI LHOLEFHY
oW T, BIEE2HE (BE8H~11BOM) REEROLEEEMIc>VWT, @
BlCRB Yy — VAL, BA - BEEATT4RBEE, KO THHER - HHE
KFTEDO®RD 2 OWMRERRL ko REFERKOED TH 5, b, RRLI:
BUOABBRIC>WT JHUFUEE TORBLRBE, ZORICEBONL2 05
MRERCTREES X CRBONES TV . BRI 4BMORRS L2 05O
REEAHLUTHEBL o BARE. REY — VA LRET. HIHASD 1 H
OEMBERBKEEHOCTRAEL 12,
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R#EHH ol E FH OB

'H URIFLET TA [BEES—F$]
BEAHE URIFLET T7TA [BEBHE—-NE] ©
Fhutk URIFLET T7A [BRME-FE] ©
7Ry URIFLET TA [BWREBE—HFE] v
# URIFLET TA [BESE—RE] ©
EYLEY URIFLET T7A [BESE—f$] ©
YaEY ) =Sy URIFLET 7A [BESE—FE]
=k PR %%

/i SR
RE (2 4E8R) BEAME
WE BT
kR (2 4BRHR) BEERY
{ F RE B 28
a) : mini AUTION ANALYZER
MA-4210 HKBRLEFEBE—HP)
b THIEHFH GREHT ST
5) mMEFENRE

BEWRB XIUCEEHBMKTORHORKRIIIC, AL S—K (W1 6KE) Ka
SEHNEGFEYE, - TUVKBRTCHEEL, BXERISHEBEA (EDTA -
2K) #mA Bty (SB-41 : KERHABFHRIALSH) cmEE2HEML. X
TOHEHIEDWTHME L, L, 7o buor P rBMBLUERLES P o oK
T5SAFVRBIEOVWTR, 38% 72 VBF PV VLEMALBRICRNL Mk
2ELOIRE (3000rpe . 104D L, BSohklBEEHVTRHEL &

fEHEE B e A5 & B A
RIMBRE (RBC) BRERZELBRHES X104/
ANeZobEUVE (Hb) VFUAMESOE VB g/ de




HEEEB fl E F &
AT bhsYy ME (Ht) SHRMIRAR ) XRMmRK (104 /nd)

103
PHFMRER (MCV) BRUERE(RHES
FigsrfRimeaRR (MCH)

NESoEVE (3 Sd) X109
FRIMPREL (10¢/md)

FigrmiRmeaskBE (MCHC)
NESnEVER (f Sde) x102°9
AT b2 Uy ME (%)

WHARMBRE (Reticnlocyte )

Brecher#:
m/hE% (P latelet ) BRERERBES
BMmxRHk (WBC) BREREMCRHE
A MR E 5 R ' May—Gienss SRk
FotrorEUERE (PT)
say b
BHARA oy RTPSXF VM (APTT)
7oy bEY
SERRERE :
¢) 1 a-LV5—-2BHY8HBMXRT 549 —-T890
(B4 BRED
O MEAREEBHNERXEE ACL 100

(Instrumentation Laboratory)

e

%
X 104/ md
X 10?/md

%
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MEEMRAOLDHORMEFMKIC, BABKLO SRR LMEE3 05~ 18
MERTKREL %, 028 (3000rpe . 1048B) L. BohkmE2HVT
PFOHEBic>WTRELR, XL, GOT, GPT, LDH, 1—-GTPkXU
ChEI2WTRANXNY VEMALBRICERME. HOSME (3000 . 1 041D

L. BohcmfEERVTREL 2,

REHEH
GOT

GPT

LDH

v—GTP

CheE

AeP

BavRFo-—J (T. cho)

MY ETAF (TG)
Y vBEHE (PL)
BEYLEY (T. bilirubin )

mpE (Glucose)
R#ZFZEXR (BUN)

2 LF7F = (Creatinine )
+btUD L (Na)
AY 7L (K)

R (C2)
ANV L (Ca)
mRy >~ (P)
®BERHE (TP)
FNVT IV (Albunin)
A/GH (A/G)

WM E F B
UV —ratek®
UV —rated®

UV —raterk®

7 —Glu—DBMA —rsieE®
DTNB®®
Bessey — Lowryik®

CEH-COD-POD#®
GK-GPO—-POD#®
PLD-ChOD-POD®®

TVEYIVEVES
Hexokinase —G6 PD#&®
Uresse —GLDHE®
Jaffe i’

A4 VRREBEBE®
A4 VBRRBBE
A4 v BREBES
OCPCH®

YT UREY
Biuret #%*
BCG¥k®

BERBBLIUTLTI VDOEE

10 —

10/ ¢
/2
/2
/¢
i/ ¢
/2

ng.” de
ng.” ds
ng.” dg

ng. de
ng/de
wg./de
g,/ ds
nEq /¢
vEq /¢
nEq /2
ng/ de
ng./ d¢
g/ de
£/ de
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£ B AERSE
e) . HE)SW¥EE Monarch (lostrumentation Laboratory)

7) REFNRE

(1) MRBLICEEERAE

LEEHPIc VT, FMBRKORESE. ARXRREOEERLBEEL R, HW,
WRBLUBEEE2SLL2508E - MBIt VT, ANRNEEROBEEEEL 1=,
#OT, DTERTBERSDVWTHTE, BEER (WHEER) 2REL . £,
BAROKESLUENERHSERBEIILSchOoBEMEREZEH L, BB W
HHOBEREANLICRELLY, EEAHOERLEHL., AHOMETHMEL
tro XUEBYIZ, REBTAPOICHR LA, BB, AUBHCHOVWTLREER
ZRIELEN, BEF-JICLEHDBRRICIEBRL Kh -1,

B B, DB, B (REX2E0) . FR. B, ¥R, BT, B3, pi
(2) WEMEFEHIRE

LBV THUTIRT2BE - BEBML. Y VyBEH®K (1/15M. (H
TI~T.4) THULEL10%tVe) vl (BL, BRBLUN—-¥-RII3 %
FSNFZNTLFEER . 5% K<) ViK) TEHERBRELR, £/, THREMBL
EBE -HBIC>VWTS 74 yEEL, 055, IRTRIMNRBLEHERRO
CHhOoDOBE - MBIV T, PELUVEARBIEBRYEREICLE3LEX 0N
3EMNADB LB LERI VTR EL. AT MY Y ezt DV Y (HE)
REEHLTHER LI, BB, H ERE L BRTIMRBEECHRE MR
HhAaohickd, ThERETIHNTEHEHEROLEMIc>WTH, PASSH
XUV ARl EEL I, BEETE. THORBECHRYEIC X A&/
BbhiBLERICOVWT, $THRHLGHBHOBYEREL-HR. BB
BREICLAE/ANEDN D, DEARBIOVTOERLE, k7. RUEY
BPLURBHRERMLCDVWTRARCHERE(HERLE, S5k, EXBLIUR
EHRORBAC>VWTEEERE L 1=,

B B, LEHE. RABR. LB, 8%, B (REX2at) . &, &H.

B, +2#B. =5, 0B, BB, &8, EB. maR ETR-STHB . F

B BB, TEA. FREB (EB/MZEED) | BIB. WK, BE. BlEEY ~

NE. BERY o8, BER. BERE. WE. BM LA, BB, B, PR, TE.
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B, M. ZE. BRR, ~N—F K. BRUEHN (WE - KB . KEH. B
RERE AL

8. #igtuz

BREFHO S BB LRI W T, £ Bartlett itk EROHHOY—
HOREETT - o TORR, ARIY—DBAIE—TREEIC X 5AMMFER V.
HECEBRZNED ORI, EBROABNZELVWE EICIZDunnettE:E, SHOH
BMNRITBLEICIESchelléFEE2HVT, MRBLEREHRHLOTFHEOZOREERTT -
oo NEHAE—TRHRVEAIR. Kruskal —Wsllis OMENBREZITV., BB TN
BEIEABREREOEYFEMNOEISDVT, Dunnett (BHOMABENELVEE) | ¥
foid. SchefftB (BEHORBMNREZLE) 2HVWT, HRBLRIBREHLOVIEMHEK
DEDOBRERT-Tco REZVWIFNOHUT, ARKERSBLIT1%E LY,
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HBRHR

1. BUBHE L U—BiIRE
B#%ETable 1—-1~1-3, Appendizx 1~11iRL7%,
1) ECEY
1000mg /hgB¥ 5B DRE L B (No, 4111) Y, 51 4 HOEE2RKHRIZETL
EEDO-BRBEREBRED AL M, HRTRABOFAL XU KOKE
NaohkliHhod, BEEFICLIET LML 2.
2) EEEY
BEHMBLUCEEHMEEL T, BRYERBIC X3 EMLRBAShEdh o, &
B. 10000 /g 5EHOM 1 B (No. {104 T, BRORRAENES 1 1 HREE
SRTEHREEITAGHIEN, BRFARTH - 1,

2. k&
% Fig 1. Table 2—-1, 2-—-2, Appendit 12~18KRl17,
1) B&5HmE
MHEE DI, SBRSHOKERNRBRELREARICHEREL .
2) EE R
s bic, IBREHOKERIMBHE ERRICHERE L .

3. BEE
BEEFig. 2. Table 3—-1. 3—-2., Appendix 19~25¥kx L%,
1) B5M
HETR, 506K T1000ng /5T, RE4BCHBRBEEAERECTE >, L
ML, ZORBYBHLERICHEBL k. -
BT, 1000ns/ 5B T, BE4HICXHBEEAERICTE -7, LML, 20D
B RE L FBCHEB L, |
2) EIEHM
HHEbic, BRERORERBINBHLIERCHEBL 2,
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4. RBE
% Table 4—1~4—-8, Appendiz 26~46KKRL%E,
1) B58 4 B8RS

ETE, 100/ BRSBCREQAOHEMERNNRA N,

BT, 1500 LD EORERIREAS X CREEDD ) o RS OHMER
Bonk, ¥k, REBOHEES ERM 150/ M LORSRI. REOE KM
DR B EHICA LRI,

2) EE% 2 ERE

ﬁﬁé‘.i)li'ﬁﬁﬁﬁ&:@FeﬁltmBb‘fiﬁbli%ﬂb‘éhﬁb\o 1o

5. MEFHRE
Bk@%ETable 5—1~5—4, Appendix 4 T~6 0iZRL %,
1) BERTRRE
R bic, 10000 B ERTCAES O EVBROFRIEBONS Shi,
2) BEAETHREE
BT, 200 /Dl EOBRESBHTRMBMBOBFETEMA. 10000 /iR EHT
/s L TCHNRKOBERLTE DRSS,
fEcid. BREFHELICHBELOMIcARERS ML - T,

6. MEELFHRE
iz Table 6—1~6—4., Appendix 6 1 ~T7 4iRL =,
1) BRERTHRE
BT, 250 KDl ELOBERTGOTHEBOFERIZ LA, 1000ng Lt 55
THROBERETHNA T, iz, g/ s 5SB TGP THEHOBEELRED.
150ng, /B EBRTRIVATFo—-LELUY VIEBOEREBONREShR, ©
FThoARICHELABRETRED - o |
Tz, 1000ng /g TRIVAF - LOFREBRONE S, fliic, 60B&T
250mg ki ERTHN YO LOERBEEONASH N, HRICH#L B TR
Wihotoo
2) B TRRE
HOoBRBEHTR, dREBELOMICER LT,
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BTt 1000ng hid SR TMBEROERERDNS b hi,

7. HRFR
%A Table T—1. 7T—2. Appendix T5~8 BITRL %,
1) Frf

B S AR i FE T L 2 1000mg/ kgl SBEOME L B (No. 4111) TR, ABOZAL

Bk (M. ¥ 1 iw) 23 bhiids, FRIEBEAL =7 a0,
2) BERTHERA |

HRYERS MR 5 EELONBE(IRASNIEN - K,

7535, DO BB AD 250ng kel SBORE LA (No., 3002) 2. B0 RKRE
A1000ng, kg SO 1B (No, 41040 icHaShicd, WIFh bERFE & JML
foo

3) EEKTREIRA

BERMERS AT LELLNBE(RASNEN - o

nE. BEORKEANKERL 1500,/ kel SR OMES 1 (No. 1109, 3107
2B bR, BRI & L7 ‘

8. REHE
BR#E%E Table 8—-1~8—8. Appendix 89~1161RLIk, K, MmO
BHREGMACREL LY, EAEHOBERLBEHL. AHOBETHML 72,
1) BE5&TRERA
BT, I CHYEROAERETHEMNI000ng, kgD Eic, HNBEBOER
MM 1000ng. kgD REICAH SN, £/, BIFT. HYBEBBOBEBRIHEDHI000
ng/ R ERO#ICAShI,
2) HiEHTRERA
BRBT. B4EROFRTHNA 000 R EHOEICASh,

9. WEMEBFIRE

A% Table 9—1~9—4, Appendix 117~121k. TH-REMOBEES
Photo, 1~14ic/RL %o
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B
ORE
o H
2) &5
B
B

T

L&d
Kd o
VY;-

5
BB :
FrR
PR
BEBE
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#l

BB L21000ng kB SHOMELH (No 411D TR, BEABKE
BEEXARABHOMOBREKRTRIRALERCA SR EDN, LBTRRB
M. fickEEMBEHT, FETALVTHERNS M,

BT R A

MERSICEBEEIALNIEMANBTELERCA SN,

HMABKEBRO S BEN»SBEWIEE (Phote, 2, 3) 4% 25lng kit 58
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Fig.2

Food consumption of rats administered orally with N-(Aminoethyl)

ethanolamine for 28 days
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Table 1-1 Clinical signs of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Day of administration
Sex Dose Symptoms
mg/ kg 1 2 3 4 5 6 7 8 9 10 11 12 13 14
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Male 60 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 G 6 6 6 6 ] 6 6 6 6 6 6
250 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Female 60 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6- G 6 6 6 6 6
250 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 11 11 11 10
Excoriation 0 0 0 0 0 0 0 0 0 0 1 1 1 1
Dead 0 0 0 0 0 0 0 0 0 0 0 0 0 12l

a) : Died of

intubation error.



Clinical signs of rats administered orally with N-{Aminoethyl) ethanolamine for 28 days
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Table 1-2
Day of administration

Sex Dose Symptoms
mg/kg 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Male 60 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
250 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Female 60 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
2560 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 No. of animals 11 11 11 11 11 11 11 11 11 11 11 11 11 11 i1
No abnormality 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10
Excoriation 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1




Table 1-3 Clinical signs of rats administered orally with N-(Aminocethyl) ethanolamine for 28 days

and followed by a recovery period for 14 days
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Day of recovery

Sex Dose Symptoms
mg/kg 1 2 3 4 5 6 7 8 9 10 11 12 13 14
0 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Male 250 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6
1000 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6
0 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Female 250 No. of animals 6 6 6 6 6 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6 6 6 6 6 6
1000 No. of animals 5 5 5 5 5 5 5 5 5 5 5 5 5 5
No abnormality 5 b 5 5 5 B 5 5 5 5 5 5 5 5
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Table 2-1 Body weight of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Day of administration
Sex Dose Gain
mg/ kg 1 4 8 11 18 18 22 25 29 1-29
0 No. 12 12 12 12 12 12 12 12 12 12
Mean 204 230 267 294 329 351 378 397 423 220
S.D. 8 11 13 16 19 21 24 25 27 23
Male 60 No. 6 6 6 6 6 6 6 6 6 6
Mean 205 232 273 300 340 366 399 416 446 242
S.D. 7 9 14 - 14 19 23 28 25 30 27
250 No. 12 12 12 12 12 12 12 12 12 12
Mean 203 226 263 290 325 348 377 395 421 218
S.D. 8 8 11 12 17 22 24 28 29 25
1000 No. 12 12 12 12 12 12 12 12 12 12
Mean 204 226 262 290 327 348 377 393 420 216
S.D. 8 9 13 14 15 18 16 17 19 16
0 No. 12 12 12 12 12 12 12 12 12 12
Mean 168 178 190 203 216 226 237 240 2563 85
S.D. 5 7 10 11 12 14 16 17 19 17
Female 60 No. 6 6 [ 6 ] 6 6 6 6 6
Mean 168 178 192 208 223 236 247 253 266 98
S.D. 8 14 17 17 20 25 23 30 30 23
250 No. 12 12 12 12 12 12 12 12 12 12
Mean 165 173 185 199 218 222 237 244 255 90
S.D. 6 7 6 7 7 7 7 9 10 10
1000 No. 12 12 12 12 113 11 11 11 11 11
Mean 166 174 188 199 212 224 234 241 251 85
S.D. 7 8 9 12 12 15 16 14 14 10
Unit : g

No significant difference in any treated groups from control group.
a) : One female died of intubation error on day 14 of administration.
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Table 2-2 Body weight of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days
Day of recovery
Sex Dose Gain
mg/kg 1 3 7 10 14 1-14
0 No. 6 6 6 6 6 6
Mean 430 444 466 479 500 70
S.D. 38 40 36 38 42 14
Male 250 No. 6 6 6 6 6 6
Mean 429 439 463 475 496 66
S.D. 36 36 36 36 39 8
1000 No. 6 6 6 6 6 6
Mean 415 426 453 469 491 77
S.D. 18 16 21 22 25 8
V] No. 6 6 6 6 6 6
Mean 256 257 263 271 279 23
S.D. 24 27 30 30 29 10
Female 250 No. 6 6 6 6 6 6
Mean 2556 262 270 279 288 33
S.D. ] 8 8 6 7 10
1000 No. 5 5 5 5 5} 5
Mean 258 261 271 278 291 33
S.D. 19 18 26 25 26 10
Unit : g

No significant difference in any treated groups from control group.
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Table 3-1 Food consumption of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Day of administration
Sex Dose
mg/ kg 1 4 8 11 15 18 22 25 29
0 No 12 12 12 12 12 12 12 12 12
Mean 25.8 28.2 30.7 30.4 32.9 31.2 32.9 31.6 34.1
S.D. 2.0 1.4 1.9 1.7 2.0 2.0 2.2 2.8 2.2
Male 60 No. 6 6 6 6 6 6 6 6 6
Mean 256.5 27.6 31.3 31.5 35.0 33.7 35.7 32.7 36.1
S.D. 2.2 2.3 3.4 2.0 2.9 3.2 3.5 2.0 2.9
250 No. 12 12 12 12 12 12 12 12 12
Mean 26.3 26.3% 29.5 29.8 32.3 31.8 33.6 32.0 34.1
S.D. 1.8 1.9 2.3 2.1 2.9 3.5 3.1 2.6 2.9
1000 No. 12 12 12 12 12 12 12 12 12
Mean 26.3 25 . 4%% 29.9 30.3 33.0 32.2 33.6 31.0 33.9
S.D. 2.0 1.6 1.9 1.4 2.1 2.9 2.8 1.8 2.9
0 No. 12 12 12 12 12 12 12 12 12
Mean 21.7 22.1 22.6 22.2 23.6 23.3 24.8 21.4 24,2
S.D. 2.0 1.5 2.1 1.9 2.2 3.3 3.4 4.4 5.2
Female 60 No. 6 6 6 6 6 6 6 6 6
Mean 21.3 21.7 22.7 22.4 24.0 23.0 24.6 22.6 26.2
S.D. 2.5 3.6 3.3 3.4 3.9 4.2 4.9 5.1 4.5
250 No. 12 12 12 i2 12 12 12 12 12
Mean 19.9 20.8 21.6 21.0 23.6 22.8 24.4 23.2 24.4
S.D. 1.8 2.0 1.3 1.6 1.7 2.3 2.0 2.6 2.4
1000 No. 12 12 12 12 118 11 11 11 11
Mean 20.1 19.6% 21.5 21.3 22.3 22.3 24.1 22.6 23.8
S.D. 2.9 2.0 1.7 1.9 2.2 2.2 2.4 2.1 2.5
Unit : g/rat/day
Significantly different from control (*:p<0.05, %%:p<0.01)

a) : One female died of

intubation error on day 14 of administration.
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Table 3-2 Food consumption of rats administered orally with N-(Aminoethyl) ethanclamine for 28 days
and followed by a recovery period for 14 days

Day of recovery

Sex Dose
mg/kg 3 7 10 14
0 No. 6 6 6 6
Mean 32.56 33.8 30.9 33.2
S.D. 2.3 2.0 2.7 2.7
Male 250 No. 6 6 6 6
Mean 32.2 34.0 30.8 33.3
S.D. 2.9 3.7 3.2 3.8
1000 No. 6 6 6 6
Mean 33.5 36.4 33.4 35.4
S.D. 1.7 2.3 2.8 2.6
0 No. 6 6 6 6
Mean 23.0 23.4 22.1 23.9
S.D. 3.7 2.8 1.9 2.0
Female 250 No. 6 6 6 6
Mean 24.3 25.4 23.4 25.0
S.D. 2.7 9 1.4 2.5
1000 No. 5 S 5 5
Mean 256.2 26.1 23.8 25.7
S.D. 1.9 2.9 2.0 2.3

Unit : g/rat/day
No significant difference in any treated groups from control group.
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Table 4-1 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
1) 2) 3
pH Protein Ketone body Glucose
Sex Dose No.
mg/ kg 5.0 5.6 6,0 6.5 7.07.56 8.0 8.5 9.0 - - + o+ 4+t - - + 44 A+ e+ — = 4+ ++ e+
0 6 0 0 0 0 0 0 0 ) 6 1 4 1 0 0 Q 6 0 0 0 O (4} 6 0 0 0 O 0
Male 60 6 0 0 0 0 0 0 0 3 3 0O 5 1 0 0 0 6 ¢ 0 0 0 0 6 0 0 O O 0
250 6 0 0 0 0 0 0 0 1 5 0 3 3 0 0 0 6 0 0 0 O 0 6 0 0 0 0 0
1000 6 0 0 0 0 0 0 0 0 6 0 0 1 1 0 4 6 0 0 0 O 0 6 0 0 0 O 0
0 6 V] 0 ] V] (4] 0 1 2 3 5 1 0 0 0 0 6 0 0 0 O 0 6 0 0 0 O 0
Female 60 6 0 0 0 0 0 0 0 4 2 4 2 0 0 O 0 6 0 0 0 O 0 6 0 0 0 O [¢]
250 6 0 0 0 0 0 0 0 2 4 0O 2 4 0 O 0 6 0 0 0 O 0 6 0 0 0 O 0
1000 6 0 0 0 0 (4] 0 0 o) 6 o 0 0 ¢ o 6 6 0 0 0 O 0 4 2 0 0 0 0
1) - 1 0 - 56 mg/dl +- : 10 - 20 mg/dl + : 30 - 70 mg/dl ++ : 100 - 200 mg/4dl +++ : 250 -~ 400 mg/dl ++++ 1 >400 mg/dl
2) - 3 0 mg/dl +- : 5 mg/dl + 10 - 20 mg/dl ++ : 30 - 45 mg/dl +++ : 60 - 80 mg/dl ++++ 1 >80 mg/dl

3) - : 0 - 10 mg/dl +- : 30 - 50 mg/dl + 1 70 - 100 mg/dl ++ : 150 - 200 mg/dl +++ : 300 - 500 mg/dl +++4+ 1 21000 mg/dl
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Table 4-2 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
4) 5) 6) 7)
Occult blood Bilirubin Urobilinogen Color
Sex Dose No.
mg/kg - - + ++ FEt - - + ++ 4+ F+AE + - + ++ +4++ 4+ LY Y DY
0 6 8 0 1 0 O 6 0 0 0 0 Q 6 0 0 0 0 1 5 0
Male 60 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 0 0 0 6 0
250 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0 0 0 0 6 0
1000 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 0 0 0O 6 O
0 6 5 0 1 o0 © 6 0 0 0 O 0 6 0 0 O 0 0 6 O
Female 60 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0 O 0 0 6 O
250 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0 0 0 0 6 0
1000 . 6 6 0 0 0 0 6 0 0 0 O 0 5 1 0 O 0 0O 6 0
4) - 0 mg/dl +- : 0.03 mg/dl + : 0.06 - 0.1 mg/dl ++ : 0.2 - 0.5 mg/dl +++ : 21.0 mg/dl
5) - 0 mg/dl +~ ¢ 0.2 mg/dl + : 0,6 - 1.0 mg/dl ++ : 2,0 - 4.0 mg/dl ++4+ 3 6.0 = 10.0 mg/dl ++++ : >10.0 mg/dl
6) +~- : 0.2 - 1.0 mg/dl + : 2.0 - 3.0 mg/dl ++ : 4.0 - 6.0 mg/dl +++ : 8.0 - 12.0 mg/dl ++++ : >12.0 mg/dl
7) LY : Light yellow Y : Yellow DY : Dark yellow
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Table 4-3 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days

URINE SEDIMENT

CRYSTALLIZATION
RBC WBC SEC SREC Cast PS CO
Sex Dose No.
mg/kg - - + ++ +++ - %= + 4+ -+ + ++ ++4 - - + 4 b R + - - + ++ +++ - 4= + o+ ++4
0 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0O O 6 0 0 0 O 6 0 O 6 0 0 0 O 6 0 0 0 O
Male 60 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 0 6 0 0 0 O 6 0 0 5 1 0 0 © 6 0 0 O O
250 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O 6 0 0 0 O 6 0 O 6 0 0 0 O 6 0 0 O 0
1000 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0 0 6 0 0 0 O 6 0 O 6 0 0 0 O 6 0 0 0 0
4] 6 6 0 0 0 O 6 0 0 0 0 O 6 0 0 O 6 0 0 0 0 6 0 O 6 0 0 0 O 6 0 0 0 O
Female 60 6 6 0 0 0 o 6 0 0 O 0 0 5 1 0 0O 5 1 0 0 0 6 0 O 5 1 0 0 O 6 0 0 0 O
250 6 6 0 0 0 O 6 0 0 O 0 0 6 0 0 O 6 0 0 0 O 6 0 O 4 1 1 0 O 6 0 0 0 O
1000 6 6 0 0 O O 6 0 0 0 O 0O 6 0 0 O 6 0 0 0 O 6 0 0 2 11 2 0O 6 0 0 O 0
SEC : Squamous Epithelial Cell - : Negative
SREC : Small Round Epithelial Cell +- ¢ Slight
PS : Phosphate Salts + : Mild
co : Calcium Oxalate ++ { Moderate

++4 1 Severe
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Table 4-4 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Water Urine S.G.
Sex Dose No. intake volume
mg/ kg ml/rat/24hrs ml/24hrs
0 6 Mean 45 14.8 1.062
: S.D. 14 6.9 0.024
Male 60 6 Mean 45 17.0 1.060
S.D. 6 5.8 0.011
250 6 Mean 46 14.7 1.069
S.D. 9 7.5 0.016
1000 6 Mean 49 13.4 1.070
S.D. 12 7.0 0.023
0 6 Mean 33 11.4 1.0563
S.D. 6 5.1 0.011
Female 60 6 Mecan 32 9.6 - 1.073
S.D. 7 4.4 0.011
250 6 Mean 34 7.8 1.081%
S.D. 11 3.8 0.025
1000 6 Mean 39 4.5% 1.100%%
S.D. 9 1.1 0.024

Significantly different from control (#:p<0.05, %%:p<0.01)
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Table 4-5 Urinalysis of rats administered orally with N-(Amincethyl) ethanolamine for 28 days
and followed by & recovery period for 14 days
1) 2) 3)
pH Protein Ketone body Glucose
Sex Dose No.
mg/ kg 5.0 6.6 6.0 6.5 7.0 7.5 8.0 8.5 9.0 - +- + ++ +++ ++ 4+ - 4= + ++ +++ b+t - +- + ++ +++ S
0 6 0 0 0 0 1 5 1 3 1 1 0 0 6 0 0 O 0O 0 6 0 0 0 O 0
Male 250 6 0 0 0 0 1 5 1 3 1 1 o 0 6 0 0 0 0 0 6 0 0 0 0 0
1000 6 0 0 0 0 1 5 0 1 5 0 O 0 6 0 0 0 0 0 6 0 0 0 0 0
0 6 0 0 0 0 1 3 2 2 2 0 0 0 6 0 0 0 O 0 6 0 0 0 O 0
Female 250 6 0 0 0 2 1 0 2 3 0 0 1 0 5 0 1 0 0 Q 6 0 0 0 O 0
1000 5 0 1 1 1 0 1 0O 2 3 0 0 0 3 1.1 0 o 0 5 0 0 0 0 0
1) - 0 - 5 mg/dl +- 10 -~ 20 mg/dl + 30 - 70 mg/dl ++ 1 100 - 200 mg/dl +++ : 250 - 400 mg/dl ++++ 1 >400 mg/dl
2) - : 0 mg/dl +- 1 5 mg/dl + 110 - 20 mg/dl ++ 1 30 -~ 45 mg/dl +++ 1 60 -~ 80 mg/dl ++++ 1 >80 mg/dl
kD] - 0 - 10 mg/dl +- 30 - 50 mg/d} + 70 - 100 mg/d1l ++ 1 150 - 200 mg/dl +++ : 300 - 500 mg/dl ++++ 1 21000 mg/dl
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Table 4-6 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days

4) 5) 6) 7)
Occult blood Bilirubin Urobilinogen Color
Sex Dose No.
mg/kg - 4= + 4+ +++ - 4~ + ++ FH+ F+++ - + o+ e+t LY Y DY
0 6 5 0 0 1 O 6 0 0 0 O 0 5 1 0 0 0 0 6 0
Male 250 6 4 0 2 0 O 6 0 0 0 0 4} 6 0 0 O 0 o 6 0
1000 6 4. 1 1 0 0 6 0 0 0 0 0 6 0 0 O 0 0 6 0
0 6 6 0 0 0 0 6 0 0 0 O 0 6 0 0 O 0 0O 6 0
Female 250 6 6 0 0 0 O 6 0 0 0 O 0 5 1 0 0 0 0 6 0
1000 5 5 0 0 0 O 5 0 0 0 O 0 5 0 0 0 0 0 5 0
4) - 0 mg/dl +- : 0.03 mg/dl + 1 0.06 - 0.1 mg/dl ++ : 0.2 - 0.5 mg/dl +++ 2 21.0 mg/dl
5) - 0 mg/dl +- : 0.2 mg/dl + 1 0.5 - 1.0 mg/dl ++ 1 2.0 - 4.0 mg/dl +++ : 6.0 - 10.0 mg/dl ++++ : >10.0 mg/dl
6) +- : 0.2 - 1.0 mg/dl + : 2,0 - 3.0 mg/dl  ++ : 4.0 ~ 6.0 mg/dl +++ : 8.0 - 12,0 mg/dl ++++ ; >12.0 mg/dl

7) LY : Light yellow Y : Yellow DY : Dark yellow
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Table 4-7 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days

URINE SEDIMENT

CRYSTALLIZATION
RBC WBC SEC SREC Cast PS CO
Sex Dose No.
mg/kg - 4+~ + 4+ 44 - 4= + ++ +++ - +- + ++ +++ - +- + 4+ +++ - 4~ + - +- + ++ +++ - o+~ + +4 +++
Q 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0O 0 6 0 0 0 O 5 0 O 5 1 0 0 0 6 0 0 0 O
Male 250 6 6 0 0 0 O 6 0 0 0 O ¢ 6 0 0 © 6 0 0 0 O 6 0 0 6 0 0 0 O 6 0 0 0 O
1000 6 6 0 0 0 O 6 0 0 O O 0O 6 0 0 0 6 0 ¢ 0 0 6 0 0 3 3 0 0 O 6 0 0 0 O
0 6 6 0 0 0 O 6 0 0 0 O 0O 6 0 0 O 6 0 0 0 O 6 0 O 3 2 1 0 O 6 0 0 0 0O
Female 250 6 6 0 ¢ 0 O 6 0 0 0 O 0O 6 0 0 © 6 0 0 0 o0 6 0 O 3 3 0 0 O 6 0 0 0 O
1000 5 5 0 0 0 O 5 0 0 0 o 0O 5 0 0 o 5 0 0 0 o0 5 0 0 5 0 0 0 O 5 0 0 0 O
SEC : Squamous Epithelial Cell - ¢ Negative
SREC : Small Round Epithelial Cell +- 1 Slight
PS : Phosphate Salts + : Mild
Cco : Calcium Oxalate ++ ! Moderate

+++ ¢ Severe
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Table 4-8 Urinalysis of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days

Water Urine 5.G.
Sex Dose No. intake volume
mg/kg ml/rat/24hrs ml/24hrs

0 6 Mean 44 15.6 1.068

S.D. 12 8.3 0.021

Male 250 6 Mean 43 13.8 1.070

S.D. 4 4.7 0.018

1000 6 Mean 40 12.0 1.075

S.D. 6 6.5 0.016

0 6 Mean 34 7.0 1.065

S.D. 7 2.9 0.013

Female 250 6 Mean 41 9.3 1.068

S.D. 16 7.5 0.027

1000 5 Mean 35 6.7 1.082

S.D. 6 2.4 0.022

No significant difference in any treated groups from control group.
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Table 5-1 Hematological findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Dose No. loecyte let
mg/kg X10Ymm? g/dl % wl pg % %o X10Ymm3 sec. sec.
0 6 Mean 779 15.8 46 69.5 20.2 34.0 23 113.4 12.2 19.0
S.D. 12 0.3 1 1.6 0.6 0.5 4 3.9 0.7 1.5
Male 60 6 Mean 773 15.7 46 59.9 20.3 33.9 24 123.2 11.4 17.3
S.D. 25 0.3 2 2.2 0.7 0.5 5 14.8 0.5 2.1
250 6 Mean 780 16.0 48 60.8 20.5 33.7 26 115.0 12.7 18.0
S.D. 31 0.3 2 2.2 0.5 0.7 3 7.0 1.5 1.7
1000 6 Mean 755 14, 9% 44 58.5 19.8 33.9 28 123.6 11.6 17.4
S.D. 43 0.7 2 1.4 0.3 0.7 7 14.3 0.6 1.5
0 G Mean 758 15.9 45 59.6 21.0 35.2 18 113.1 10.7 13.6
S.D. 26 0.3 1 1.4 0.6 0.6 5 10.9 0.3 0.7
Female 60 6 Mean 740 15.5 44 59.5 21.0 35.2 18 110.7 11.3 13.9
S.D. 50 0.4 1 2.9 1.1 0.4 6 9.6 0.5 1.5
250 6 Mean 725 15.2 43 59.9 21.1 35.1 18 113.6 10.7 13.1
S.D. 63 0.9 3 1.7 0.7 0.4 S 8.5 0.6 1.3
1000 6 Mean 724 14.8% 43 58.7 20.5 35.0 22 122.8 10.9 14.0
S.D. 33 0.7 2 1.6 0.7 0.2 6 15.1 0.4 0.6

Significantly different from control (%:p<0.05, %*:p<0.01)
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Table 5-2 Hematological findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
WBC Differential leukocyte counts (%)
Sex Dose No.
mg/ ke X10¥mm® Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 82 86.1 0.0 12.9 0.8 0.0 0.3 0.0
S.D. 24 2.3 0.0 1.6 1.1 0.0 0.4 0.0
Male 60 6 Mean 113 86.3 0.0 13.4 0.3 0.0 0.0 0.0
S.D. 48 3.8 0.0 4.0 0.4 0.0 0.0 0.0
250 6 Mean 92 86.1 0.0 12.9 1.0 0.0 0.0 0.0
S.D. 27 5.4 0.0 5.2 0.5 0.0 0.0 0.0
1000 6 Mean 103 88.1 0.0 11.3 0.7 0.0 0.0 0.0
S.D. 31 4.8 0.0 4.4 0.5 0.0 0.0 0.0
0 6 Mean 71 86.3 0.1 12.3 1.8 0.0 0.0 0.0
S.D. 10 6.9 0.2 6.6 0.8 0.0 0.0 0.0
Female 60 6 Mean 69 86.4 0.0 12.6 0.9 0.0 0.1 0.0
S.D. 17 3.7 0.0 4.3 1.0 0.0 0.2 0.0
250 6 Mean 51 86.6 0.0 11.5 1.7 0.0 0.3 0.0
5.D. 11 2.9 0.0 2.5 1.1 0.0 0.3 0.0
1000 6 Mean 86 86.4 0.0 12.6 1.0 0.0 0.0 0.0
S.D. 24 7.9 0.0 7.7 1.3 0.0 0.0 0.0

No significant difference in any treated groups from control group.
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Table 5-3 Hematological findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days
RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Dose No. locyte let
mg/ ke X 10Ymm? g/dl % u’ PE % %o X 10Ymm? sec. sec.
0 6 Mean 788 15.5 46 57.8 19.7 34.0 25 108.5 11.4 18.6
S.D. 33 0.4 1 1.8 0.7 0.3 6 4.2 0.5 1.4
Male 250 6 Mean 828% 15.8 47 56.8 19.1 33.6 24 108.2 11.8 19.1
S.D. 22 0.8 2 1.5 0.7 0.5 7 12.4 0.5 1.4
1000 6 Mean 82 8% 15.9 47 56.4 19.2 34.0 23 123.8% 11.6 17.7
S.D. 21 0.5 1 1.6 0.7 0.5 5 11.3 1.1 1.8
0 6 Mean 780 15.2 45 57.1 19.5 34.1 24 108.9 10.8 15.3
S.D. 34 0.5 2 1.6 0.6 0.5 9 11.8 0.2 1.3
Female 250 6 Mean 810 15.9 46 57.2 19.6 34.3 22 110.3 10.9 14.8
S.D. 40 0.7 2 0.7 0.5 0.4 5 8.6 0.3 1.0
1000 5 Mean 787 15.5 45 57.5 19.7 34.3 25 110.7 11.1 14.2
S.D. 16 0.5 1 1.2 0.4 0.4 6 6.1 0.3 1.4

Significantly different from control

(*x:p<0.086)
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Table 5-4 Hematological findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days

WBC Differential leukocyte counts (%)
Sex Dose No.
mg/ kg X10%mm? Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 110 83.3 0.1 15.2 1.3 0.0 0.2 0.0
S.D. 37 2.1 0.2 2.2 0.9 0.0 0.3 0.0
Male 250 6 Mean 102 84.4 0.0 14.7 0.7 0.1 0.2 0.0
S.D. 16 5.3 0.0 5.0 0.8 0.2 0.3 0.0
1000 6 Mean 165% 88.6 0.0 10.9 0.5 0.0 0.0 0.0
S.D. 31 5.3 0.0 4.8 0.8 0.0 0.0 0.0
0 6 Mean 58 81.3 0.0 17.4 1.2 0.0 0.1 0.0
S.D 15 6.9 0.0 6.5 0.6 0.0 0.2 0.0
Female 250 6 Mean 55 83.0 0.0 16.0 0.8 0.0 0.2 0.0
S.D 13 6.6 0.0 6.0 0.5 0.0 0.4 0.0
1000 5 Mean 59 83.6 0.0 14.6 1.8 0.0 0.0 0.0
S.D. 6 3.2 0.0 3.8 1.4 0.0 0.0 0.0

Significantly different from control (*:p<0.08)
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Table 6-1 Blood chemical findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
GOT GPT LDH AlP Y —GTP ChE TP Albumin A/G T.cho
Sex Dose No.
mg/kg 1U/1 1U/1 1U/1 1U/1 1U/1 1U/1 g/dl g/dl mg/dl
0 6 Mean 65 39 33 388 1.3 675 6.1 3.5 1.39 66
S.D. 8 2 7 58 0.6 654 0.4 0.1 0.18 7
Male 60 6 Mean 61 32%* 25 298 1.3 740 6.2 3.5 1.28 64
S.D. 4 4 6 41 0.6 108 0.2 0.1 0.07 12
250 6 Mean T6% 39 35 337 1.4 695 6.2 3.5 1.35 51%
S.D. 6 3 15 64 0.5 94 0.3 0.1 0.11 9
1000 6 Mean 76% 42 30 329 1.2 688 5.7 3.4 1.47 65
S.D. 9 5 10 53 0.5 58 0.4 0.1 0.23 6
0 6 Mean 67 37 34 175 1.7 2568 6.4 3.7 1.37 85
S.D. 4 4 9 46 0.9 750 0.4 0.2 0.14 20
Female 60 6 Mean 70 40 38 192 1.9 2517 6.1 3.6 1.44 72
S.D. 4 5 24 23 0.8 486 0.2 0.1 0.10 8
250 6 Mean 70 35 42 183 1.7 2935 6.3 3.6 1.39 78
S.D. 8 4 28 30 1.0 700 0.3 0.1 0.14 20
1000 6 Mean 69 34 29 170 1.5 2337 6.3 3.7 1.44 57 %
5.D. S 2 11 47 0.7 589 0.3 0.1 0.14 10

Significantly different from control (#%:p<0.05, *%:p<0.01)
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Table 6-2 Blood chemical findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days

TG PL T.bili- Glucose BUN  Crea- Na K c1 ca P
Sex Dose No. rubin tinine

mg/ kg : mg/d1 mg/dl mg/dl mg/dl mg/dl mg/dl mEq /1 mEq/1 mEq/1 mg/dl mg/d1l
0 6 Mean 110 127 0.11 141 13 0.58 142 4.5 110 9.3 8.6
S.D. 50 12 0.02 18 1 0.05 1 0.3 2 0.3 0.6
Male 60 6 Mean 114 125 0.11 138 13 0.54 142 4.5 108 9.3 8.7
S.D. 41 15 0.01 16 2 0.03 1 0.2 2 0.3 0.6
250 6 Mean 82 106%* 0.11 132 13 0.55 144 4.5 110 9.1 8.8
S.D. 33 14 0.02 13 2 0.02 1 0.2 2 0.2 0.3
1000 6 Mean 117 116 0.11 129 12 0.54 142 4.3 107x% 9.0 9.2
S.D. 50 8 0.02 10 2 0.04 1 0.2 2 0.2 0.7
0 6 Mean 58 168 0.13 115 14 0.563 140 4.9 111 9.3 7.1
S.D. 20 18 0.01 6 2 0.04 1 0.5 1 0.2 0.6
Female 60 6 Mean 45 146 0.12 120 16 0.55 140 4.9 111 9.0% 7.5
S.D. 9 11 0.01 13 1 0.04 1 0.5 1 0.1 0.3
250 6 Mean 47 150 0.13 117 14 0.54 141 4.6 112 8. 9k 7.3
S.D. 22 30 0.02 8 1 0.05 1 0.4 1 0.1 0.7
1000 6 Mean 59 141 0.13 112 .14 0.53 140 4.9 110 9.0 8.1
S.D. 20 16 0.02 13 2 0.05 1 0.4 2 0.2 0.8

Significantly different from control (*:p<0.05, *%:p<0.01)
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Table 6-3 Blood chemical findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days
GOT GPT LDH AlP v —GTP ChE TP Albumin A/G T.cho
Sex Dose No.
mg/ kg 1U/1 1U/1 14/1 TU/1 1U/1 1u/1 g/dl g/dl mp/dl
0 6 Mean 60 36 28 244 1.5 675 6.1 3.4 1.32 66
S.D. 11 2 5 36 0.3 38 0.1 0.1 0.07 8
Male 250 6 Mean 65 38 28 272 1.6 638 6.1 3.4 1.31 58
S.D. 7 9 6 65 0.4 62 0.2 0.1 0.08 8
1000 6 Mean 58 40 29 278 1.6 765 6.0 3.4 1.37 71
S.D. 16 9 7 71 0.3 149 0.4 0.1 0.15 15
0 6 Mean 70 35 24 136 1.6 2672 6.8 3.8 1.30 66
S.D. 15 7 12 20 0.4 742 0.5 0.3 0.11 10
Female 250 6 Mean 74 40 24 150 1.5 2853 6.7 3.8 1.30 70
S.D. 11 8 10 38 0.7 586 0.3 0.2 0.08 9
1000 5 Mean 64 34 21 157 1.8 3000 6.4 3.6 1.29 79
S.D. 12 5 7 37 0.3 759 0.2 0.2 0.06 17
No significant difference in any ireated groups from control group.
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Table 6-4 Blood chemical findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days
TG PL T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Dose No. rubin tinine

mg/kg mg/dl mg/dl mg/dl mg/al mg/dl mg/dl mEq/1 mEq/1 mEq/1 mg/dl mg/dl
0 6 Mean 103 133 0.17 133 14 0.68 143 4.6 111 8.8 7.7
S.D. 19 16 0.02 11 2 0.06 1 0.4 2 0.2 0.6
Male 250 6 Mean 118 117 0.16 133 14 Q.67 143 4.7 110 8.7 7.7
S.D. 33 g 0.03 19 1 0.05 1 0.2 2 0.2 0.3
1000 6 Mean 115 133 0.18 133 14 0.66 143 4.7 109 8.7 7.9
S.D. 31 22 0.02 19 2 0.09 2 0.1 2 0.2 0.5
0 6 Mean 38 153 0.13 125 14 0.62 142 5.0 114 9.2 7.1
S.D. 18 23 0.02 8 3 0.06 1 0.2 1 0.3 0.6
Female 250 6 Mean 43 1556 0.15 122 14 0.63 142 5.0 114 9.2 7.0
S.D. 14 19 0.02 7 1 0.05 1 0.4 1 0.3 0.7
1000 5 Mean 46 162 0.15 112% 13 0.60 142 4.9 114 8.9 6.7
S.D. 24 26 0.03 6 1 0.04 0 0.2 1 0.2 0.3

Significantly different from control

(k:p<0.08)
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findings of rats administered orally with N-(Aminoethyl) ethanolamine for 28 days

Table 7-1 Gross pathological
Sex Organs Dose (mg/kg) 0 60 250 1000
Findings No. of animals 6 6 6 6
Male Heart
W¥hite spot 0 [} 1 0
Female External appearance
0 0 0 1

Excoriation
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Table 7-2 Gross pathological findings of rats administered orally with N-(Aminoethyl) ethanclamine for 28 days
and followed by a recovery period for 14 days
Dose (mg/kg) 0 250 1000
Oorgans Alive Alive Alive Dead
Findings No. of animals 6 6 5 1
Female Intra-thoracic cavity
Retention of bloody pleural fluid 0 0 ¢} 1
Liver
Diaphragmatic hernia 0 (4} 0 1
Esophagus
Rupture by intubation 0 0 0 1
Stomach
Dark red spot in glandular stomach 1 1 0 0

No lesion were found in males.
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Table 8-1 Absolute and rerative organ weights of male rats administered orally with N-(Aminoethyl) elhanolamine for 28 days
Body Brain Thymus Heart Lung Liver Spleen Kidney Kidney Kidney
Dose weight (R) (¢59) (R+L)
mg/kg g g/ g% mg/mg g/gx% g/ 8% g/ 8% g/ g% g/ &% g/g% g/8%
0 No. 6 6 6 6 6 6 6 6 6 6
Mean 389 2.06 535 1.31 1.31 12.80 0.69 1.40 1.41 2.80
S.D. 13 0.05 117 0.12 0.09 1.56 0.09 0.09 0.09 0.18
Absolute 60 No. 6 6 6 6 6 6 6 6 6 6
Mean 412 2.03 590 1.32 1.36 13.91 0.80 1.47 1.48 2.95
S.D. 28 0.09 92 0.0% 0.05 1.27 0.13 0.06 0.09 0.14
250 No. 6 6 6 6 6 6 6 6 6 6
Mean 385 2.04 567 1.31 1.25 12.78 0.67 1.50 1.47 2.97
S.D. 27 0.06 40 0.04 0.05 2.01 0.06 0.07 0.12 0.18
1000 - No. 6 6 6 6 6 6 6 _ 6 6 6
Mean 394 2.04 593 1.39 1.33 12.96 0.69 1.60%% 1.59 3.19%x%
S.D. 13 0.08 163 0.07 0.06 0.86 0.07 0.12 0.13 0.25
0 No. 6 6 6 G 6 6 6 6 6
Mean 0.53 137 0.34 0.34 3.29 0.18 0.36 0.36 0.72
S.D. 0.02 27 0.03 0.02 0.30 0.02 0.02 0.02 0.04
Relative 60 No. 6 6 6 6 6 6 6 6 6
Mean 0.50 143 0.32 0.33 3.38 0.20 0.36 0.36 0.72
$.D. 0.03 21 0.01 0.03 0.13 0.03 0.02 0.02 0.03
250 No. 6 6 6 6 6 6 6 6 6
Mean 0.53 148 0.34 0.33 3.30 0.18 0.39% 0.38 0.78
S.D. 0.05 16 0.02 0.02 0.29 0.03 0.03 0.02 0.04
1000 No. 6 6 6 6 6 6 6 6 6
Mean 0.52 150 Q.35 0.34 3.29 0.18 0. 41 %% 0.41 %% 0.81x%x%
S.D. 0.02 38 0.01 0.01 0.15 0.02 0.02 0.03 0.04

Significantly different from contrdl (¥:p<0.05, *%:p<0.01)
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Table 8-2 Absolute and rerative organ weights of male rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Adrenal Adrenal Adrenal Testis Testis Testis
Dose (R) (e5)) (R+L) (R) (¢ 9] (R+L)
mg/Kg mg/mg mg/ mg% mg/ mg g/ g% 8/ 8% g/ 8%
0 No. 6 6 6 6 6 6
Mean 33 36 69 1.64 1.65 3.29
S.D. 4 3 6 0.09 0.09 0.18
Absolute 60 No. 6 6 6 6 6 6
Mean 31 34 65 1.56 1.59 3.14
S.D. 4 5 8 - 0.09 0.09 0.16
250 No. 6 6 6 6 6 6
Mean 31 33 64 1.55 1.53 3.08
S.D. 4 15} 9 0.08 0.05 0.12
1000 No. 6 6 6 6 6 6
Mean 27 31 58 1.61 1.62 3.22
S.D. 3 4 7 0.18 0.16 0.34.
0 No. 6 6 6 6 6 6
Mean 9 9 18 0.42 0.43 0.85
S.D. 1 1 2 0.03 0.02 0.05
Relative 60 No. 6 6 6 6 6 6
Mean 7 8 16 0.38 0.39 0.76
S.D. 1 1 2 0.03 0.03 0.056
250 No. 6 6 6 6 6 6
Mean 8 8 17 0.40 0.40 0.80
S.D. 1 1 2 0.05 0.04 0.08
1000 No. 6 6 6 6 6 6
Mean 7 8 15% 0.41 0.41 0.82
S.D. 1 1 1 0.04 0.04 0.08

Significantly different from control (*:p<0.05)
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Table 8-3 Absolute and rerative organ weights of female rats administered orally with N-(Aminoethyl) ethanclamine for 28 days
Body Brain Thymus Heart Lung Liver Spleen Kidney Kidney Kidney
Dose weight (R) (L) (R+L)
mg/kg g g/ g% mg/ mg% g/ g% g/ g% g/8% g/g% g/ g% &/ g% g/ g%
0 No. 6 6 6 6 6 6 6 6 6 6
Mean 237 1.90 416 0.86 1.04 7.15 0.47 0.92 0.95 1.87
S.D. 11 0.05 60 0.08 0.05 0.63 0.06 0.085 0.07 0.12
Absolute 60 No. 6 6 6 6 6 6 6 6 6 6
Mean 248 1.91 476 0.90 1.09 7.18 0.49 0.95 0.95 1.90
S.D. 27 0.07 100 0.10 0.11 1.20 0.06 0.13 0.15 0.28
250 No. 6 6 6 6 6 6 6 6 6 6
Mean 238 1.94 427 0.93 1.07 7.40 0.52 0.97 0.97 1.94
S.D. 7 0.07 85 0.09 0.06 0.82 0.05 0.05 0.07 0.12
1000 No. 6 6 6 6 6 6 6 6 6 6
Mean 234 1.94 441 0.90 1.086 7.48 0.48 1.07% 1.05 2.12
S.D. 11 0.12 86 0.08 0.07 0.83 0.04 0.08 0.12 0.20
0 No. 6 6 6 6 6 6 6 6 6
Mean 0.80 175 0.36 0.44 3.01 0.20 0.39 0.40 0.79
S.D. 0.03 19 0.02 0.02 0.16 0.02 0.03 0.03 0.05
Relative 60 No. 6 6 6 6 6 6 6 6 6
Mean 0.78 191 0.36 0.44 2.88 0.20 .~ 0.38 0.38 0.77
S.D. 0.06 25 0.02 0.01 0.23 0.02 0.04 0.04 0.07
250 No. 6 [ 6 6 6 6 6 6 6
Mean 0.81 180 0,39 0.45 3.11 0.22 0.41 0.41 0.82
S.D. 0.03 39 0.03 0.02 0.27 0.02 0.02 0.02 0.04
1000 No. 6 6 6 6 6 6 6 6 6
Mean 0.83 189 0.39 0.45 3.19 0.21 0.46%% 0.45% 0.91%%
S.D. 0.05 37 0.02 0.04 0.27 0.02 0.02 0.04 0.05

Significantly different from control (#*:p<0.05, #*%:p<0.01)
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Table 8-4 Absolute and rerative organ weights of female rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Adrenal Adrenal Adrenal Ovary Ovary Ovary
Dose (R) (¢%) (R+L) (R) (L) (R+L)
mg/kg mg/mg¥% mg/mg% mg/mg% mg/ mg% mg/ mg% mg/ mg%
0 No. 6 6 6 6 6 6
Mean 37 39 75 49.8 47.6 97.4
S.D 4 5 8 10.8 7.4 16.5
Absolute 60 No. 6 6 6 6 6 6
Mean 36 39 75 42.5 44.9 87.4
S.D. 7 8 15 3.9 9.1 10.8
250 No. 6 6 6 6 6 6
Mean 38 42 80 46.4 46.2 92.6
S.D. 5 6 11 7.4 10.8 14.3
1000 No.. 6 6 6 6 6 6
Mean 36 39 75 46.1 43.0 89.1
S.D 7 8 15 7.0 11.3 16.8
0 No. 6 6 6 6 6 6
Mean 16 16 32 20.9 20.0 41.0
S.D. 2 2 3 4.1 2.5 5.8
Relative 60 No. 6 6 6 6 6 6
Mean 15 16 31 17.2 18.2 35.4
S.D. 3 4 7 1.4 4.2 4.9
250 No. 6 6 6 6 6 6
Mean 16 18 34 19.6 19.5 39.1
S.D. 3 3 5 3.5 4.7 6.6
1000 No. 6 6 6 6 6 6
Mean 16 17 32 19.7 18.3 38.1
S.D. 3 3 6 2.9 4.6 6.7

No significant difference in any treated groups from control group.
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Table 8-5 Absolute and rerative organ weights of male rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days

Body Brain Thymus Heart Lung Liver Spleen Kidney Kidney Kidney

Dose weight (R) L) (R+L)
mg/kg g g/g% mg/ mg% g/8% g/&% g/ g% 8/8% g/ g% g/8% g/8%
0 No. 6 6 6 6 6 6 6 6 6 6
Mean 465 2.04 436 1.49 1.42 13.88 0.74 1.55 1.59 3.14

S.D. 40 0.06 98 0.19 0.06 1.67 0.10 0.20 0.21 0.40

Absolute 250 No. 6 6 6 6 6 6 6 6 6 6
Mean 462 2.11 542 1.47 1.41 14.34 0.76 1.60 1.63 3.23

S.D. 37 0.06 80 0.14 0.11 1.19 0.11 0.06 0.07 0.10

1000 No. 6 6 6 6 6 6 6 6 6 6
Mean 455 2.08 582 1.45 1.46 14.36 0.89 1.61 1.64 3.256

S.D. 25 0.07 169 0.10 0.07 1.97 0.12 0.16 0.18 0.33

0 No. 6 6 6 G 6 6 6 6 6
Mean 0.44 94 0.32 0.31 2.98 0.16 0.33 0.34 0.67

S.D. 0.03 19 0.03 0.01 0.15 0.01 0.02 0.02 0.03

Relative 250 No. 6 6 6 6 6 6 6 6 6
Mean 0.46 118 0.32 0.31 3.10 0.17 0.35 0.35 0.70

S.D. 0.04 19 0.03 0.02 0.15 0.02 0.03 0.03 0.05

1000 No. 6 6 6 6 6 6 6 6 6
Mean 0.46 128 0.32 0.32 3.15 0.19%% 0.35 0.36 0.71

S.D. 0.03 35 0.03 0.01 0.32 0.02 0.02 0.03 0.05

Significantly different from control (#%:p<0.01)
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Absolute and rerative organ weights of male rats administered orally with N-(Aminoethyl) ethanolamine for 28 days

and followed by a recovery period for 14 days

B-2812

Adrenal Adrenal Adrenal Testis Testis Testis
Dose (R) L (R+L) (R) (L) (R+L)
mg/kg mg/mg% mg/mg% mg/mg% g/e% g/e% g/g%
0 No. 6 6 6 6 6 6
Mean 33 34 67 1.56 1.65 3.10
S.D. 4 4 8 0.08 0.09 0.16
Absolute 250 No. 6 6 6 6 6 6
Mean 31 32 62 1.63 1.63 3.25
S.D. 5 4 9 0.10 0.10 0.20
1000 No. 6 6 6 6 6 6
Mean 32 34 65 1.67 1.64 3.31
5.D. 3 4 7 0.09 0.05 0.13
0 No. 6 6 6 6 6 6
Mean 7 7 14 0.34 0.33 0.67
S.D. 1 1 2 0.03 0.02 0.05
Relative 250 No. 6 6 6 6 6 6
Mean 7 7 14 0.35 0.35 0.71
5.D. 1 1 2 0.04 0.04 0.07
1000 No. 6 6 6 6 6 6
Mean 7 7 14 0.37 0.36 0.73
S.D. 1 1 2 0.03 0.03 0.06
No significant difference in any treated groups from control group.
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Table 8-7 Absolute and rerative organ weights of female rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
and followed by a recovery period for 14 days

Body Brain Thymus Heart Lung Liver Spleen Kidney Kidney Kidney

Dose weight (R) (L) (R+L)
mg/kg g g/g% mg/mgs% &g/8% g/g% g/ g% g/ 8% g/ &% &/g% g/ g%
0 No. 6 6 6 6 6 6 6 6 6 6
Mean 260 1.92 362 0.98 1.07 7.61 0.48 0.96 1.01 1.97

S.D. 27 0.06 81 0.14 0.07 0.90 0.06 0.06 0.09 0.15

Absolute 250 No. 6 6 6 6 6 6 6 6 6 6
Mean 267 1.99 388 0.96 1.11 7.62 0.49 1.01 0.99 2.00

S.D. 8 0.04 103 0.05 0.05 0.63 0.05 0.07 0.09 0.16

1000 No. 5 5 5 5 5 5 5 5 5 5
Mean 267 1.94 392 1.01 1.12 7.76 0.57 1.06 1.08 2.14

S.D. 26 0.04 76 0.07 0.12 0.96 0.09 0.09 0.10 0.19

0 No. ’ 6 6 6 6 6 6 6 6 6
Mean 0.75 140 0.38 0.42 2.93 0.19 0.37 0.39 0.77

S.D. 0.08 28 0.03 0.04 0.17 0.02 0.03 0.03 0.07

Relative 250 No. 6 6 6 6 6 6 6 6 6
Mean 0.786 146 0.36 0.42 2.85 0.19 0.38 0.37 0.75

S.D. 0.03 38 0.02 0.03 0.19 0.02 0.02 0.03 0.05

1000 No. 5 5 5 5 5 5 5 5 . 5
Mean 0.73 149 0.38 0.42 2.90 0.21 0.40 0.41 0.80

S.D. 0.09 32 0.03 0.03 0.12 0.02 0.04 0.04 0.08

No significant difference in any treated groups from control group.



Table 8-8

Absolute and rerative organ weights of female rats administered orally with N-(Aminoethyl) ethanolamine for 28 days

and followed by a recovery period for 14 days

B-2812

Adrenal Adrenal Adrenal Ovary Ovary Ovary

Dose (R) L (R+L)D (R) (L) (R+L)
mg/ kg mg/mg% mg/mg mg/mg mg/mg% mg/mg% mg/mg%
0 No. 6 6 6 6 6 6
Mean 36 40 75 52.3 46.1 98.4

S.D. 4 3 7 7.9 3.0 7.1

Absolute 250 No. 6 6 6 6 6 6
Mean 39 44 82 50.8 48.1 98.9

S.D. 5 6 11 8.1 9.3 15.8

1000 No. 5 5 5 5 5 5
' Mean 38 39 77 44.1 43.0 87.2
S.D. 5 6 12 9.7 10.0 16.5

0 No. 6 6 6 6 6
Mean 14 15 29 20.5 17.9 38.4

S.D. 3 3 5 4.7 2.0 6.1

Relative 250 No. 6 6 6 6 6 6
Mean 15 16 31 19.0 18.0 37.1

5.D. 2 2 4 3.0 3.7 6.0

1000 No. 5 5 5 5 5 5
Mean 14 15 29 16.5 16.0 32.5

S.D. 3 3 6 2.8 3.0 4.4

No significant difference

in any treated groups from control group.
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Table 9-1 Histopathological findings of male rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Organs Dose (mg/kg) 0 60 250 1000
No. of animals 6 6 6 6

-findings Grade 0 2 3 4 PTE 0 1 2 3 4 PTE 0 1 2 3 4 PTE 0 1 2 3 4 PTE
Heart

-myocarditis / focal 6 6 1 1 6 6
Stomach

-thickening / mucosa / limiting ridge 6 6 6 3 3 6 6 6
Cecunm

-cellular infiltration / mucosa 5 1 6 4 2 6
Liver

-microgranuloma 5 6 6 6
Kidney

~-swelling / proximal tubule / cortico-medullary

junction 6 6 6 6 3 3 [ 6 6
-amphophilic body / proximal tubule /

cortico-medullary junction 6 6 6 6 5 1 6 3 21 6
-basophilic change / proximal tubule / focal 6 6 5 1 6 4 2 6 6 6
Urinary bladder

-hyperplasia / transitional cell / simple 5 6 6 6
Prostate

-inflammation 5 6 6 6
0 : No remarkable changes 1 ¢ Slight 2 Mild 3 : Moderate 4 : Severe P : Present a) TE : Total Examined

a): "Present" is used when grading of severity was not done,

such as case in the neoplastic lesion.
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Table 9-2 Histopathological findings of female rats administered orally with N-(Aminoethyl) ethanolamine for 28 days
Organs Dose (mg/kg) 0 60 250 1000
No. of animals 6 6 6 6

~-findings Grade 01 2 3 4 PTE 01 2 3 4 PTE 0 1 2 3 4 PTE 0 1 2 3 4 PTE
Stomach

~-thickening / mucosa / limiting ridge 6 6 6 6 5 1 6 6 6
Cecum

-cellular infiltration / mucosa 6 6 - 5 1 6
Rectum .

~-cellular infiltration / mucosa 6 6 5 1 6
Liver

-microgranuloma 6 6 5 1 6
Spleen

-hematopoiesis / extramedullary / increased 6 6 5 1 6
Kidney

-gwelling / proximal tubule / cortico-medullary

junction 6 6 6 6 6 6 4 2 6

-amphophilic body / proximal tubule /

cortico-medullary junction 6 6 6 6 6 6 3 3 6

-basophilic change / proximal tubule / focal 5 1 6 5 1 6 5 1 6 6 6
Femur (Bone marrow)

~-hematopoiesis / increased 6 6 5 1 6
Other gross lesion :

-Excoriation : ulcer 1 1
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate 4 : Severe P : Present a) TE : Total Examined

a): "Present" is used when grading of severity was not done, such as case in the neoplastic lesion.



Table 9-3 Histopathological findings of male rats administered orally with N-(Aminoethyl!) ethanolamine for 28 days

and followed by a recovery period for 14 days

B-2812

Organs Dose (mg/kg) 0 250 1000
No. of animals 6 6 6
-findings Grade 0 1 2 3 4 PTE 0 1 2 3 4 PTE 0 1 2 3 4 PTE
Stomach
-thickening / mucosa / limiting ridge 6 6 6 5 1 6
Kidney
-basophilic change / proximal tubule /
cortico-medullary junction 6 4 2 6 1 5 6
-basophilic change / proximal tubule / focal 5 1 6 6 5 1 6
0 : No remarkable changes 1 : Slight 2 Mild 3 Moderate 4 : Severe P : Present a) TE : Total Examined

a): "Present" is used when grading of severity

was not done,

such as case

in the neoplastic lesion.
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