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1. mB4
A T—L
Neotame
Methyl N-(3,3-dimethylbutyl)-L-a-aspartyl-L-phenylalaninate
CAS &S : 165450-17-9

2. BEX, 2FXARUVIFE

B

ﬁ%:_l'—t C20H30N205
SF= 378.46

4. BERUHENETORERANKR



RAT—LIE TRNLT—LEN-TLEILET S LEITKY oML
| SRIFRAFALIRFUFEROHEETHS, TOHKEHHE, &

AT 5EMmDERCREAHEMICE > TRE SN EHED 7, 000~13, 000 %,
| FRIULTF—LO 30~60 fETHELBESATINS,

KRIE, KRB, A—R FSUTED 19 AEULETERFMPE L THIK
RUTL—N—#EBROBMTHEASA TS, BMISELTIE, RBAICH
TREAVEDHONTNEECHTHS. FAO/WHOSRERARINYE
FIX%# (JECFA) TI&, 2003 £ 6 AIRE&MFHEATHI TS,

| 5. BREMME L TOEHRR U
(1) HkE
AT —LOHKEZWHESHEERETTMLE Vo 24 T—LDEREE (2.
4, 9, 20, 40 ppm) DKBZRZAHL. BREREICI Y HLROR S Z5F@ L .
FEDHKEZ5Z 5WEKBFIREE (HEEMERE : %SE)THR LT,
TOREE, A A T—LOEEICHT SR ESMERMKEE L TR 1ITRL
fzo COIAPIERIENS, HEB8WRERMLHEE (8%SE) 25X 51 A T—LDE
ElX 10.3ppm ThHo71=,
Fle. RAT—LEMBEOHKREZLELHER (F1). 24 T—LOHEK
EILRbEEDH 7,000~13,000 fETH > 1=,

HEKE (%SE)

20 30 40

T —LEE (ppm)

K1 +FT—LORESFMHRERR
®  EAE. — : ERER. —  95%{EERA
SR -



Rmax 15.1

HBRE (6SE) =— 1641 T 9.18x1/0+1

Rmax : IR AHERE (%SE) . UK: RRHK®D 12 #5 2 5iRE (ppm). C: iRE (ppm)

F£1 RAT—LEMEOHKELESE

HOKE (%SE) HORER (M8 747 —L)
3 13181
4 12092
5 11002
6 9913
! 8824
8 7734
9 6645

(2) BEH
FAT—LOREHIZOVWTIE., EHRGFHERQ25°CHHxIEE 60%. 260 &)
[THEWNT. 260 8B ZEL TR, S=EFDATEEEHTIELEALEZIITIEDH N
o2,
F. FFT—LOERPTDEFZZSNF=LOREHEICEHT 2HRE TN
THE L= 5 UTISRTEEY TH oz, FAF=LIIFFZRANF=L

75 ]S

—

~ 0

1) FANILT—LEDREMDLLE
DV-BLEMH
1% 3 )LD (1%BERA. pHE.5) [CRAT—L (25 ppm). F=F=ET R/N)LT—
Ly (500 ppm) F#KAFEML., HEILE. 142°CT 8 D UHT RE % 1T o 1=,
UHT LEBRIZDOHHEKBOEFEFBEL. SILVITHEITSH UHT LEBLARFT T—
DEEMIZRIZFTTHEZRT LIz, TOHER. UHT LEBEZOIRFT T—LDORE
| 7EEIF 91.0%. T R/ULT— Ll 69.0%T 8> 1>,

|1UHT:ifn—lum%‘§i,£ FHFEEATR. BPFHBEEZ DT -ERABSERBEEIC
FUYEKR—ZOEMNMNG—HAOET—HULZRUATRET 2HE)



| RIS, =YL FRETERISHSNT, 85°CT 40 BRID HTSTULE# O %
FT—L (25ppm) ETFTR/N)LT—L (525 ppm) DREMZHE LIz, TDHE
R, AT T—LOBEFRIL 87%THY. 7RA/NILT—LOZERFR(L 89.5%T
| o5,
Fto, A TO—F—F2HHZBEHTEPOMBECONT, RFF—L (35
ppm) ETF RNLT—L ($92,700 ppm) ZFHELIEZ A, RAT—LDER
| RIE851%THY . 7R/LT—LOBEEE593%TH o=,

| @2)5eRemt it
FAT—LETRNILT—LIZDOWNT, A= L FOFEETIE (40°C. 6 BFfE)
CHEITEAREMZHEL-ECAH, REIEDPORT T —LOERFED 87.9%
| THY. FRIULT—LOBEEE56%TH =Y,

| @smERENs

A=)+ % 8 BEABRELIZEE, XA T—L, FANILT—LEDBIC
BLIERONT, REMERIFTH-1=%,

A4 IO—45—%% 25°C, HHXEE 60%RH-T5 HEREL-EE, RAT—
LOBEELM6%THY . TRIILT—LOBEFEL 9% TH--4,

2) BRREROREN
KBBRDRAT—LOREMIE pH LBEEDOFEEZZTDH, 24 T—LIF
pH3 M5 55 DEFE TLHEMRFEZH, pH3I LT, 55 UL, RWEBRENSL A
BIEEMKNEEZFPTAHD Y pHAS ITE TSR A T—LOEREMIE,
25°CT#9 30 38R, 40°CT#145 H, 80°CTHI 40 BB ThH o1=. Fi=. pH7IZH
(T2 EHAF, 25°CTH 2 B, 40°CTH 3 H. 80°CTH 4K TH o7,

3) REEERFPDOREN L HKROERFEL
FAT—LZEFITppmHmEMLI-0—53 4 TOREEEHEZFRE L (pH$53.2),
Ch#E 25+2°CT 26 BREFEL. REHAMPORFTT—LESDELLZATET
&2, BERBREICKY HKOREHELETMLLE ",

8 ERIEDEFEEIL 12.20pm (FEAE D 72%) .26 BERIE D EFEE L 5.90pm
(E35%) Thot=. FTf-. HEIZ 22 BEIchf-oTH#FIn: (RAFT—L4
BRE=INEHED 41% THo12),

F 1=, REEERFI(200ppm) % 20°C 8 ERIRE L THE L= fWIE. N-[N-(3, 3-

| 2 HTST : BRENMREE (AUS44TH. BDHHEBE L D - EHE X S B EEH
BREEEICSVYVEREt-EUELET—EMLULERET SHIEK)

| -10-



DAFILITFIL) L-a-FRINILFIL]-L-T T ZJ)LFT 5= (NC-00751).
N-[N-B, 3 AFINTFIV)-L-B-FRINILFILI-L-TT I TS5V 1-*2F
JJZTRTIL (NC-00764) . N-[N-(3,3- DA FITFIJL)-L-FR/NLF I K]-L-7
IZIITSZY 1-AFIITATIL (NC-00777) B N-[N-(3,3-SAFITF
JV-L-ZR/INULFIKR]-L-ZxZ)LF7S5=> (NC-00779) THo1=,

4) IRXBHFTOREE L HEOEHEL

PRAT—L% 8 ppm RN LI STHERM (pH3.2) ZEAR L., ch# 25+2°CIC
T26 BEERELE, CORF. REHRETORAT T —LOSEZLZAEL. H
KDELZEERERETELE Y,

8 BEMFEDEFEE(L 6.14ppm (FHIED 77%). 26 EREZROEGFEEE
4.090pm ([E52%) FTHEADL., FBEII31IBLHEFINT, F-. 26 BRR
BROHIDEETIE. BBEED 1% A EERABLAHKTREEHELE, B
BRIZK 25 B E THFE SN,

5) Fa— A HLBOREN L HEDEREEL
PAT—LFE250ppm AmMLf=Fa—A4 U HLZRAE L, 25+2°C, BRIEE
60+5% T 26 BRERFL. 0. 4. 8. 16, 26 EBEDFa1—A VHLPDRA T—
LEEZAEL. ABICHKOELZERRETTMLE? (X2),
260 AEDORAFT—LDERFEEIVHAED 43%THY . Fa—A 2 HLFD
PAT—LOFFEAF 21.3BLHETFINT-, 26 ARRFRDEEREIZS L
T, 830%DEEBEEN TR G HEAH D L FIBT LI,

x2 0~26 AMREFROF1—A VHLPDRA T —LEEDEREIL

08 458 88 16 38 26 &
#AF—L (ppm) 242.7" 222.2" 192.0" 149.9% 103.5%
2t F—LBEE (%) | 100 92 79 62 43

#1: A8V IKL 18 [ DEH), #2 - # b L 6 M D)

UEDC END, FAT—LEIBREPISEVNT, pHEREDEEERIT,
BEENICOBEIEIIOND. TOHREFS—EHMMERFT S EAMESNTL
Bo
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(3) it

1) BRERE
4T —L (10ppm) OBRBEAFEZEHE (8%). 7 R/ULT—L (560ppm) .

| FEARILT 7 LAY oL (900ppm) . calcium saccharin® (375ppm) DBRE 4% &
B Lz, HRMKAROKERFEZERITMEICIVEMLIZEZ A, B2
RLIE&ESIC, RAT—A4IE, TERILT 7 LAY LA calcium saccharin & b
| R, BHRRUEROBHEADEL OO Fz, FRALTF—L, FERLT7
LsF1) 7 LsA5 calcium saccharin - & W HBRDFEIRAELS . 7 RA/NILT—L ERERK
| ICHBEOBRKARCES LV SHEREER LY,

ERIKEK

ER Lk G
5 // 8% R ¥

10ppm A4 T—LAL
LS HERRK |----560ppm 7R/SILTF—LA

....... 900ppm 7RI IT7 LAY L

—--—-375ppm calcium saccharin

RIS

UR B RR ERBHR%

2 KRERMEOLER

2) JL—N—HEEHE

| FREALTIL—AYRUFRHERV A T AOHKOBELTE (0.1
~4.1ppm) TIZL—N—0DBIZHBE L-HBRICE LT, RFT—L% 1ppm KL
ERMUIBE. RAT—LERMLAEN > T-RBE LB LTI L——h#%

| LWEEHES 72,

6. BRREZ/RITHITHFHEHFRICONT
BRESERE(TRI5FEEFE B EUEFE 1 HE 1 SOREITEIE,

| * calcium saccharin (Hry AU U AL L) BEERNTHIEE. BRARGMME LTER
18FE 58 2 BfBERREEERICEM



1751831 BEEFBERBRE 0131001 BICLVEBRREZTELSHTE
RERO-RAT—LICRIBSBESZEFMOVTIE. R 17FE7AH 228,
8 A30H.¥ 184 1A 19 BRU 5 A 31 HICKH#ESh=HFMYEMRESD
BIAEZREA LITOHMERMNATR 18 £ 10 A 19 B TEAMSA TS,

I AT —LD NOAEL 1Z, 7 v b & AV T HRBGERBRICRB T 5 F R8O
XA E 2 ARHILIZ NOAEL 96. 5 mg/kg (A /H & ZE 2 b D Z £t AWED ADI
1T, R ¥A 100 & LT 1.0 mg/kg (AE/H &30 L7,

BE. EDHFMIEITREDEYTHS,

XA T — LAOXFEEBY RO S ~OFK5RERT — ¥ 25l U7 R, A
B, BIREELORED AT R, AYWEOEBRIC L 2 F 2L, aHE
B ERETH LN ARESININE & MG 7 VB Y 7+ A7 7 Z—F (ALP) @ L5
Thotle, TDOHIL, A X7 v FTROLILE ALP @ EHIZHOW T, ftho
FERIEVEIZAEE ST, 220, WEEETIRESE B THERGICLDEET
RO LN TZN, B h~DOEBEZVLT LLERIIHEETE DT TliEewn
EWVWIEEY A RIS -T2EBZ2 IR0, BERELE L, 7=72L, 1 X
13 JE IR 5508 TlE, 200 mg/kg RH/ H LA LB GHETHA LAV ALP @ |
F A FRHLZ NOAEL 59. 7 mg/kg IRE/H MG LM, RO HIETE HIZEM
M#eE L7=A X 52 MR F %538k Tl. 200 mg/kg K&/ H & HRETALP @ |
FITRDO LN T2 2 & ROARWEIITE-/ER RN LD, A X 13 R
IRAER 538 D 200 mg/kg (AE/ H R GRETA BV ALP O EFIT—@MHD L D
THY ., AL FEEIZH Tz > TIIARFRERD NOAEL (X358 L 72\ & FFAl L 7=,

—J7 . IREHEMIENZOWTIX, AWE % @SREICEFEA~IM L2 slo X
% RERENY) OVELFPEOR NICER L2 BEEEO AN L o b o Ll L, &k
WAL IXFHn L e o7, 72720, 7y FEHAWE ZHREFEHBR TA LN
ZIOW O F, HEMWIZE T DA EIC OV TIE, BB EDIL R iE A 5
N, BAEROREIZRAIEEL TS Z s, KRBRORDOEAKREL>H
PERZZER & B L 72,

bz &t 247 —20 NOAEL 1%, T v b & vz A E SR
BT 5 F,RE OIRARE ZARHLIC NOAEL 96.5 mg/kg AH/H &2 6NDHZ L
e KB D ADL 1L, R84 100 & LT 1.0 mg/kg RE/H & 354 L7,

B, RoNTET =2 T L0, KWEDOGHEDZBNTEH, EERIZE -
THERE & 70 5 &9 BT LTV,
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ADI 1.0 mg/kg A8/ H

(ADT X ZEARHLE EL) TSR ER

(EhTd) A

(e 5-7515) ESHIEEEES

(NOAEL & EARMLET ) F, L&) DRI

(NOAEL) 96.5 mg/kg {KE/ H
(222550 100

7. EREDHEET
LN BRREFERDIAMERICLDEUTDEY THS,

AFT—IIE, HREE LT RBMICEASND Z EBnfEE SN D,

ek 13 AR E BOREHAMGE OB MEENERE () ¢ iz, o
Wa T X TR T —LCEESMATSEE2IREL, BRMEBREE X AT —20
WMENGHEET S L AT — 2 OHEEEEIT 3.84mg/t N/ H (K 50kg
&L TO0.0769mg/kg RE/H) L7225, [FAERIC, Fhpnl OB MEEDFERE LV |
1~6 %1% 3. 564 mg/t h/H (0.225 mg/kg RE/H) | T~145%I% 4.45 mg/ & K~/
H (0.118 mg/kg fAE/H) tHEEIND, o, 34T —LEBEUL: S 5w
NC-00777, NC-00764 K TN NC-00779 O — HBHEEEIEIX, L, 0.042 u
—~g/kg KE/H, 0.136 u—=g/kg KE/H K 0.021 p—-g/kg KE/H LHES
b,

—J7, VA FE~— v bRy FFRUT K D 8 FH B OB ER A
EHLEL, TASNNT — LT _RTCRAT—LATEIBITZHBAZIEL, &
AT A7V T — M T D3 AT —LOHWREL 40 5 T4 2 &, x4 T
— AOHEEEREIX 0. 146 mg/t R/ H (0.00292 mg/kg (KE/H) &725, [AEE
2, EEMEOKEOT Z27ULT — L DEE R R0 N—F XA NBREEZ S &
2, HBRELE 31 ELCHERIHTDLIE, XA T =20 K90 —E L F A
NAHEEEREIL, FEETO0.01 KTV0.05 mg/kg KE/H ., KETO0.04 0. 10
mg/kg IR/ H & 725,

B RFT—2IE, T U= A=A (BRHD L LT, BRx 2 BMICHE
DOIEHL L 72 VMEJREE (BIfE (4. Lppm) BAF) THEH SN D 2 & BHEE S D D35,
FTEFE LTINS EiF, HWREE LTHERAT2EE B L TELI D20
EHEE S L, FTo, BEICHWEE LTRAT =2 M SN TV D EMIZEWN
Tk, BERELCHERAT 2 Z 320w BZ2on5 2 b, Eito—BHEE
BIEICIE, e LTo—RfEEBERENCUEINL EEZIBND,
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8. XA T—LDL—TIzZ)\LT7S5=ILEYMTHELIEDIEBREIZCDOWLT
FARINWT—LIZDWTIE, Zx )7 b UREBICHT HFEMEE LT,
-7 xSVt THEIERIFCNEZELENDRTEEZHIITTLS
LCATHDS WITHRAE21F—DH)e RAT—LIFTR/NNILT—LDFEY
LEVMTHY. FRNLT—LLEHEORTOBERIZCOVWTIE, R4 T—L4
NADEBRFELESBININEVWELT I L TRELRNFELEIOND, £
ST, BEEEEZAMYPTEICEVTHEF Lz, R AT —LBNITRT L-TJx=
WP SZVICEBMENSEBELIZGE, AT LD -T2 Z)LT75=
COEREF T DT FPUOREREQEREBRED 0. 1WA TFICHET S, =
niF, REDPEBHB DTN TOEVRELGEDENDIEREDHTE L FEET
H5b. Fi-. E FTORRNBEEICEAL T, 74 T—LDOKXEBS IE KB NC-00751
ELTRPIRIFERICHMEIND L, BRITORAFTT—LOREMIZBEL
T, 9EYMELT L-TzoITSUhBEEIATVSEDD. TELEYIE
NC-00751 THAC NS, RAT—LDRIARTIL-TzZITSZUIZERESH
TERSh SaEEME TN S LY,

UEDZ DD, FFAT—ALICDOWTIE, L-TZxZ)ILT7S5S=ZVICET 5FE
MIEETIDLEFLZEVNE ST,

89. FREEITONT

A T—LEBREEEF 1 OFRICEDICHAMYE LTHET A EIFEL
FZABEW =EL . EEF11EFE1EOBRTEICEDE, ROBEY O EHEE (R)
EFEDHDENBELUTH D,

F-. BRRERERICKHIMEERRVEREDHE NS, ADI &
UL ZDERENT+HITEWN O, FRAREIRELLANWI EETEHIELNE
LThHdo

FEL. ZORMEBRTTEHNET ORETLLTHRELINLELZIER
BHWNEDEFTEHLENAHRETHY . TOEZBEBREREFICAMTSC &,

BE ARSI T. . ISV RAETHRBEOEREEZRESNTEST.
KEIZEWTIEGMP M3 ETHEAT S LEEEINTLNS,

(FREEE)
RE LAY

(R REE)
BB ZAIM1IDERYBREIT A ENBYUTHD, GEERMIZAIK2 .
JECFA BB E L DOXLERIFFHIDES Y L)
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(B 1)

AT AR
F T — b
Neotame
CAFNTFNAT ANV FNT 2= )V T = AF )T AT )L
CaoH3oN20s ¥ 378.46

Methyl N-(3,3-dimethylbutyl)-L-a-aspartyl-L-phenylalaninate
[165450-17-9]
& B OARWMEBEKMBE L b 0L, AT —5 (CyplyN,05) 97.0~102. 0% & & e,
M K AR A~KAROBHMRTH D,
HESREER  ARSZRIMEUL A7 MVRIEEFRORAL S U o AEEFREIZ Z D HE L, RO AR
7 MVESBRANRY ML LTS L&, F—EED L ZAIZRBROREDOWRINZFBD 5,
MESRER () heobE mﬁQ—mm/wwmf (0.25g, 7k, 50ml, fEKPHE)

(2) #ME pH 5.0~7.0 (1.0g, 7k 200ml)

(3) # Pb&LT1lpglglhT
Ahh 10.0g Z &Y, HE&EUTIAERO L S1XIC AN, B EEZINZTHEL, Relon
BLCCELLETMETIZE A LRI LIS, Bm L, BICHESm 2N, HRaIZMEL
T 450~550C TIKILT 2 £ THENT 5, WD EOME (1 —-150) 2N TEML,
HICAHEE (1 —150) 2z T1oml & L, Mk e 32, shakBRiEs 1B L 0 EBRA1T 9,

(4) BFE As;03 & L T4uglg LLF (0509, %5175, & B)

(5) N-GB3-VAFNTFN)L-a-T ANV F)-l-T7 2 =)L T T =2 15%LLF
ERIED ARERIKE T 5D, NS N-3,3-F AT NT FN)L-a-T A7)V F)-L-T = =)L T
F=v (O UORE LD FIETKGZREL THL) £0.03g #RHEICEY, TR
EFOBEE & R OWIAE U CIEMEZ 50ml &35, Z 0Ok 10ml Z EREICEY, B
BhH & AR O A N % CIEMELZ 100m] & U, FEHERUR &35, fEHERK 2, 10, 25, 50ml
ZIEFEICED , ZENENICHBENE & [Rl—F O 2 I 2 CIEMEZ 100ml & U, FE¥ER &35,
FRIE, FEHER N OMEHER R 2 = N2 25 Wl To/’ 0, ROBIESRGCkiksu~ 7T 7
A —%1T D, FEHERR K OFEYEFGR D N-(3,3-F A F IV T F L) -L-a-T A7V TF)-L-7 = =)L T



Fo O — 7 EHEENEL, RERAIERT D, KIZ, BIKRD N-(3,3-Y XA F /LT FIL)-L-
a-T AT N-l-T 2= VT T2 D=7 HEERE L, BER»LBRIET O N-(3,3-¥
AFNTFN)-L-a-T AT N--7 ==V T 7= O8 W (mgml) ZRD, kLD
N-(3,3-F A FNT FN)-L-a-T A/ UL FNel-T = = VT T = DERERD D,

N-(3,3-P A F I T FI)-L-o-T A/ SIVTF)-L-T = =)V T T = D&
_ kkW (Tglml) _ “5 (%)
K L 75 UE OB R ()
BRI EREOBEREEZ AT S, 2720, HEE, FG3-YAFATFI)L-a-
T AINNNTFNA-T 2=V T T = ORFFRER DK 4 31270 5 L) IS T 5,
(6) FDOMDOARML) 2.0%LLTF
TERIED AR OREHER 2 il S OFEHER & L, =i 25 pl o8&, ROEBIESRMET
WK v~ NI 7 4 —%4T9, MIRORAT — L, N-(B3-VAF LT F/)L-a-T AL
FN-L-T == VT T =2 ROEIELISN O B — 7 O FHERE Asum M OIRER O R AT — LD
V—7 g As ZHIEL, KKKV ZOMORMBOBEEZRD S, 72721, mHRE I E
X, 34T — AOREFEO 155 Tl T 5,

T DDA HA D &
- MEKYHE L T- 3 AT — AR OB HUE: (g) % Asum %100 (%)
AR L 7Bt oBREE (g) As
HRIESAE

ERIEOBRIERM 2 HER T %,

K 4 5.0%LLF (0259, EHEEE)

BEARSY 02%LLF (1g, 800C, 1M§fH)

EEE OAMNLYZREEICED, BEIHE L A-—MHROIERIZIEL L CTIEMIZS0ml & L, AR
ET 5, AR 25 ml ZEREICEY, BEIHE & M OKZ N x TIEMEIZ50ml & L, ik s
T5, BICERAARAT —24 (B2 CDARME RO HETKZREL TRL) 4 0.059
EREEICRY, BEME & AR OWICE L TEMIC 50 ml & L, SR E+5, Rk
OEfERZznZN 25 Wl T o8, IWOBERME Tk v~ 777 4 —%4T 5, BiK
OERER DA AT — 2O E—J i AT LN AsZJIEL, KRV EEZRD D,

AT — L (CyHzNOs) D&
= MARME LT EEH A AT — L2 O8EIE (9) X Ar X200 (%)




TR HR L7 Bt o PR EUE: (g) As

BB

T aRE S AN R (MIEWE 210nm)

BT LFETAA Sum ORI 7 v~ w757 4 —HA 7 XTI U b U AL

VNN NEE46mm, ES10cm D AT L A&

T LRE A5°CAHHED—EIREE

T ENH 1-~FH AR FEF R Y 78309 2K 740mlIZiENL, RU =T
FNATI38ml EN&, U EETpH & 35 ISR L%, TITKkE
MzT750ml &35, ZOWRIZTE =KL 250ml 2Nz, U
2T pH % 3.7 IZiHHET 5,

BN F AT — L OLRFEFRE A 12 21272 D K O IR T 5,

Q@ I-CAFLTFV)A-a-T ANV FNL-L-T 2= T F=
NING@3FCAFLTF ) L-a-T AN FAL]A-T =T F= %R K,
NFINQBI-TAFNTFN)-a-T ANNNVFNL]-L-T7 2= VT FT= CigHpN,0Os F & LT
FAT—=BET NIV EET TS LTHLND, RiTA~KEGOBRETH D,
R A& SRR ALY MAVRIEEF ORI Y O AEANEIC LV IIET S & X,
3,290 cm™, 3,150 cm™, 2,960 cm™, 1,690 cm™, 1,560 cm™, 750 cm™ & Tr 700 cm™ DR
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