[ @3 -4

FATF—LOL-TIZLT IS UEEYTHDHEDEEREICONT

1. BE

FRNNULTF—LIZDOVTIK, 2z bUoREBICHT HFERESL LT, LI-7z=
W75 tEYMTHAERRIINEELEDORRERZE DI TWRECETHD (T
RAUE21F—DH), FAT—LIETRANILTF—LOELIEEYMTHY ., FX/IILTF—LA
ERBRDRTROBERICTONTIX, R A T—LHAADORBEEZEBLESI B FNANLENET S L
TREGRABEEEALSN D, &>T. YZRBEFFNMYBEICEVTERIT S, 4

EHICEALTHEZRINF1OBEYEELTLS,

B ELSMOEER
B # % = 2 ¥ o s
COOH o
H —
s S LKVL oz
A S TI=Y
(NC-00723) HoN
\\1::::] L-Phe o
o]
COOH o COOH o
N-B3-TAFILT H H
FL)-L-a-F AN %N%N\)&OH HZN/(H/N;Q}\OCH3
H H T AT~ L H
IWFIL-L-7z=1L © 0
© O
(APM)
(NC-00751) SR B BT O EE SRR
AENTOEENRGE
2. BHTO NL-DxzZ)7S5=>) IZBTHFTF
BEENSDBERIILUTOREY
A T—LA FANILTF—L
 E WEHL HEHY
EU IBERT (H®Etd) HEHY
F—XF+SUYTF HEIL PBEHY

*Federal Register / Vol. 67, No. 131 / Tuesday, July 9, 2002 / Ruies and Regulations



3. RATF—LHSDL-DZATSUHEERE (BEREREZETHE P20 22H8)
Rz, ZATF—bBT_NTT7 2= VT T2 VICEBRIND ERELLEES. BRREHR
EWELEICLE—AHEBERENDS, DARCRIT S 7 2=AT = OMERREY
BHTBE, AT 1.68 mg/t F/B (0.034 mg/kg AE/H) . 1~6 5T 1.55 mg/t I/
B (0.098mg/kg KE/R) &7V, 7x=/A7 b REBEOERALE® (1~35T 40
~20 mg/kg KE/H. 38ELL LT 35~15 mg/kg KE/H) D 0. T%LATIZHEET D,

BB, CITES ERRERAE "EbLICLA-—BHETERE) FRRPOREES
THFAT—LICEEHRABEZRELTELHLTWLS,

4. 2FF—LOL-TIZILTSZo~DNHE
DEKRTORBAIR (BLREZEITEHEPS [LH) 238
A TF—LEEDER LS. B5% 12EMED -G 3-CAFILIFL) L-a
SPRINWFI-L-TzZ L7 S5=> (LT TNC-00751)) ORPHEEIIREED
23.81%[% L. %54 06 BSRIHEMD NC-00751 DEhiE R (XX 5B D 52. 5%ITEL
TWB EhD. RAT—LOTEHRBEMILNC-00751 THD.,

QEBESDTONEY RliF24ER)
A T — L 200ppm DIEEEFL (pH3. 2. 20°C. 26 BARIRFF) [TH LT NC-00751 {3 40.
Sppm THY . L-TJxz =75 =iE. 1. Oppm THo7=,
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DL-TIZLFS=UOERERZX IS FUREBEFOENERED 0. T TICHES
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21CFR 172.804 Aspartame. d (2)

The label of any food containing the additive shall bear, either on the

principal display panel or on the information panel, the following statement:
PHENYLKETONURICS: CONTAINS PHENYLALANINE

[EV]

Directive 96/83/EC of the European Par|iament and of the Council of 19 December
1996 Article 5

2. The labelling of a table-top sweetener containing
polyols and/or aspartame must bear the following warnings:

— aspartame: ‘contains a source of phenylalanine’
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543 7z TS VEREBIRETAER
(A& 54-6]

FAT—ABIEBEL T 2NV T S 2K T3M BEORESSETTRIZONT S
ZURBERLEW PV RS, R AT ABRR KT 2 INVT S OEREHEINS

BURJREETEHEEASNG. EBITITET AR, FAF—ANLTI =N
SZURERENS (Tabb. FFRIEETEXFTTF—ADBUENRT 2 oNT SZUE
BIND) LEETB L. KETBITD 60 kg RAD 90 N—E &1 NRAT—AHEE—HE
BE 0.1mghkg FE/R) HOREINDI T oNT I ORBEN 264 ng/ B TH S, KE
KBWTREAVERENSER TS 7 2207 S0 0—BERER 25~10 /B TH D, 34
TAOBREPSHEESNZ TN SSUAORERE. BRE¥AOREOEENSOS
BELHRTHLEMETSS. £t FE 20 g 0727 bUREROTIZNT 5=
>—BERE. 04~06 yATHS. 20 kg 1BD 90 N—E 1 RFF—LERER 017
mghkg FE/HTHY. FHEINZ T 2207 S UBMERER 1.50 mg/B &ix5. o
Bl 7T bYRERDT 22T 52— BERED 04% T THS. TOhEICE
J&. XKE DA 3. FFF—AKDWT L 727 I kAR SO EOERIINER
WL TW5,

HAZBT 22T TF—ADRAIC BT 2EE—IERE. 384 ng/B (& 54.0). Kh 1~6 . .
RRICBTHEE—AERE 354 mg/H (542 5. LREFARKSERICRBID RN
B RAF—ANRTTI 2o T S BRI N RA R REL T2 oV T 5= DS
BREHETBE. RAKBWTIL 1.68 mg/B (0.034 mg/kg KE/R) . 1~6 RITICBWTH 1.55
mg/B (0.098 mgkg AE/H) THB., BEICBIFBTxAyr F U REBEOT T 2NT I
VEDROBRR. 1~3BIET 40~20 mgkg 4E/H. 3BLET35~15 mgke KB/ THD
5“’Z#T—Aoﬁi—ﬁﬁﬂélD%ﬁéht7:_w77“/®§miﬁ:&Eﬁﬁi‘
D 0T%ETIHEET 5.

D7 )7 5= 0fERERER. ﬁE’uﬂP@P}‘ﬁ%‘?‘&T ft‘ﬁ‘i“"i\liﬁ%&i‘ 2B
DD, FAF—LNETT2INT STURSBENS LN SERICHET D ARLRR LK
ELTWS, Lo T 337 —ABRDT =7 5= 8RB, AEEELVEDT
HixlizdEEILSNS.

HEXD, 2FF—AQERHEI 727 I 0BNER. AROREICEETS 7
INT SZUDEBEEBRLTKE SRV EMS, XFF—AZ2HEKEELTERTBZ &1
BERTBT7 N7 S OBENENER. 2L TRSEER<. L7275
{ELEYZERVBORRRIBGERNEELZSNS.,

FAT—LDOEETHY, EFHkB CHBT7ANNF—AICR, B, L7227 S5=
y{hé%%ﬁb‘éoi%ﬁ:ﬁ%ﬁﬁﬁBrh‘cw%, 1981 FEIT 7 AN T—A08KE FDA oW
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TRASERE, TANNWTF—ARBET 572207 5= OBENERBOHNEEL A
WENEDIL, TAISINT—AD 9 /85— &1 L BRE. 34 mgkg EE/ATHoit. TD
TANNT—ABECT N T S oREREINS (RO ATRICETET X/ OVF—
LAORIS6ENT 2 ZNVT SZUREREND) LRETDE, 9—E T NT XN T—
LEE—HEREN SR ENBTANNTF—LEED 7 2207 S22 0—HERREIT 60
kg BRAICBNT 1,142 mg/ATH Y, 20kg BICBWTH 380 mg/A &25, ZOBINEIET7 x=
Wr e VRERDZ N7 S —RERED 63~95% BN THIEMNS, KE A I
L7z V7 S B TH IR INESDEORENNETH B LG L.

ZTDE. KE FDA L. 99 /5—E> 1 VERRIIFIFRIE > EDROHEREDERICETS
SEREMENE L, BETH 90 X—E 7 VBB HMEEL L TAWTNS, 1984
NG 1992 FREEENET ANVF—LO EHBREIETL 90 N—E> 1 VEREIZ
1.6~30mg/kg fRE/ATH Y. 3 1981 £ DHPFIZ AW ST 99 N—k > ¥ JVERED 105
DLUTTH . AR, TANNTF—ARNET I 2N TS ORERINZ ERETS &,
WN—EFANT ANNVT—LEE—HERR (BRA 3mgkg KE/H. 2~5818 5mgkgtk
B/R) BOERINDTANNF—AEROT ==L T S=rO—HAERER. 60 kg RAK
BT mg/HTHY, 20kg RICBW T 56 mg/H &725, ZOMMER. 7x=br b
RERD7 2NV 7 5= —RAERED 9~14%BI1ICH YT 3,
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BHEECEHI I 5. BEMLRRFRMET (pH3. 2, 20°C, 8 BERERE) KBV TA LY

BT, N-IN-(3,3-U AF AL TFN)-L-a-T A ULFL]-L-7 2 =17 5 => (NC-00751) .
N-IN-B,3-FCAFATFN)-L-B-T A SNVNFA-L-T 2= T F= 1-AF LT AT )L
(NC-00764) . N-[N~(B, 3~ AFNTFN)-L-T AXNVLF I R]-L-T == /LT 5= 1-X
FLTZZFT N (NC-00777) BROX N-[N-(3,3-T AFNTFN)-L-T R NVF I F]-L-7 ==
N7 F= (NC-00779) DFHTH oz, 7272 L. N-IN-(3,3-P AF LT FN)-L-B-T &%
NFN]L-T 2= T F7=2 1-AF LT AT/ (NC-00764) . N-[N-(3,3-C A F /LT F
M)-L-TANNVNF I R]-L-T=2=AT 7= 1-AF )z 2T (NC-00777) KO}
N=IN-B,3-RAFANTFNAN)-L-T ANV F I Fl-L-7 2= T Z =" (NC-00779) 1@ &E
DERSEET TIHBRERAUT TH 5,

Report: NP96-001
TABLE A
Concentrations of NC-00723 and its Degradation Products® Detected in pH 3.2 Mock Cola Beverage
at 20 and 30 °C" [ppm (ug/mL)]

20°C
Timepolnt | NC-00723 | NC-00761 | NC-00777"" | NC-00784 INC-00778""| NC-00754 | NC-00763] L-PM™ | L-Pre' |RRT0.38"|RTT0.38" [RRT 0.50"
{weeks)
0.0 196 — ~ - - - - - - - = =
190 194 21 = = - = = - - = = =
20 191 47 10 £ - - . = e - . -
381 1 1 = o 2 s - - oo -
8 178 26 1.5 1.7 - - - — = = = ~
B 175 44 1.8 19 _ —~ ~ — = = = -
g [ 15 23, 5 4 = = = =
2. 150 23 4 39 = = = =
X 153 FiZ 2 LY. = = = Z
18] 148 30 3 5.4 28 2. X k — = = =
260 125 405 12 28 a4 at a6 18 19 - - —
ec
NC-00723 | NC-00751 | NC-00777"' | NC-00764 | NC-00779"* | NC-00754] NC-00789] L-PM™ | L-Phe'® |RRT 0,36"|RRT 038" | RRT 050"
(weeks)
00 156 -~ - - ~ ~ - = - - = =
18 180 44 = = = = = = = - =
28 184 85 15 1% = = = - = - = —
40 171 158 i5 27 14 11 = - = = - -
50 158 290 18 42 22. 1.8 24 14 P = - -
46 43 5 2! 4 Vi 11 = - =
3 3 4 6. I 3 7 20 4 - - -
28 3, 2 7. 7 4. X 24 8 ~ - -
X 13 38. 2 3. 44 5, 152 27 2. . - =
180 100 B8 = 108 47 8.7 20 28 28 14 = -
260 740 a5 - 124 5.7 9.1 3 34 47 20 - -

Twenty-Six Week Stability Study Of NC-00723 In Mock Beverages
Study Number NP96-001 & Y
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RYHRERR (25°C/ HxHEE60%, 260 BHE (6 F/) ) . MEHE (40C FExHE
BE75%. 52 @) . WEHRR CLREMRR., BREMRR) 21Tz, A7 —LHK
X, MNEERER (40°C MERHBET5%) T26 BRRFRICBESNI-CHOELLZRE, &
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#315 XA TF-LADREREBRE-EXR EHREAR »
RERE : R4 T — L, RESH 1 25C/60%RH. DEBRE : BEH SR (BR)

R - =8 (%)
FFT—A NC-00751%2 MEER
Dy b &S
- 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK |96NK | 96NK | 96NK | 96NK
006-8 | 007-8 | 008-8 | 006-8 | 007-8 | 008-8 | 006-8 | 007-8 |008-8| 006-8 | 007-8 | 008-8
M GEED) . '
0 Fwp | CWP | FWP | 1003 | 100.3 | 100.3 | <0.1 | <0.1 | <0.1 | 100.3 | 100.3 | 100.3
2 FWP | CWP | FWP | 101.1 { 100.9 | 100.1 | <0.1 { <0.1 | <0.1§101.1 ] 100.9 | 100.1
4 FWP | CWP | FWP | 1014 | 100.7 | 99.9 | <0.1 | <0.1 | <0.1|101.4 [100.7 | 99.9
14 FWP | CWP | FWP | 100.1 | 100.6 | 99.9 | <0.1 | <0.1 | <0.1 | 100.0 | 100.6 | 99.9
26 FWP | CWP | FWP | 100.6 | 99.9 {100.1| 0.1 | <0.1 |<0.1|100.6 | 100.0 | 100.1
39 FWP | CWP | FWP | 101.0 | 100.8 {100.8| 0.1 | <0.1] 0.1 {1010 100.9 | 100.9
52 FWP | CWP | FWP | 100.4 | 100.1 | 100.2]| 0.1 | <0.1| 0.2 |100.4 | 100.2 | 100.4
78 FWP | CWP | FWP | 99.9 | 1009} 99.7 | 0.2 | <0.1} 03 | 99.9 | 101.1 | 100.0
104 FWP | CWP | FWP [100.6 | 99.6 | 99.9 | 02 | 0.1 | 03 |100.7{ 99.8 | 100.2
156 FWP |[FWP*'| FWP | 100.8 | 100.4 | 1002{ 0.3 | 0.2 | 0.5 {101.0 | 100.7 [ 100.7
208 FwP |CWP*'| FWP | 100,7 | 100.0 | 99.7 | 0.4 | 0.2 | 0.6 | 100.9 | 100.4 | 100.3
260 FWP | CWP | FWP [100.4 | 99.9 | 99.7 | 0.4 | 0.2 | 0.8 | 100.6 | 100.3 | 100.5

FWP : BE&RK. CWP : HOS2BEH%. 1 BEBEENIEBNTHI-OEMONUELIET S, T
2L, BYEIZTEHME, “2: NC-00751 : N-[N-3,3- P AFINTFIN-L- a-FANNFIVIL- T2 ZNVF 5=

£3.16 XA TF—LOREUERBRAE—EX (BEHRFHAR -0EBREOEE)
BRERE : 2F5—LA (Ov FBS : 96NK006-8). BRESRMEF : 25C/60%RH

K5 A (B RUIFL L (BH)
REHM GBR) P &8 (%) ik a8 (%)
24 F—I |NC-00751%! %% F— LA |NC-00751%?

0 FWP 100.3 <0.1 FWP 100.3 <0.1
2 FWP 101.1 <0.1 FWP 100.2 <0.1
4 FWP 101.4 <0.1 FWP 101.1 <0.1
14 FWP 100.0 <0.1 FWP 100.1 <0.1
26 FWP 100.6 <0.1 FWP 100.6 <0.1
39 FWP 101.0 <0.1 FWP 1014 <0.1
52 FWP 100.4 <0.1 FWP 100.5 <0.1
78 FWP 99.9 <0.1 FWP 100.2 <0.1
104 FWP 100.6 0.1 FWP 100.8 0.1
156 FWP 100.8 0.2 FWP 100.8 0.2
208 FWP 100.7 0.2 FWP 100.4 0.2
260 FWP 100.4 0.2 FWP 100.4 0.2

FWP : BE#H%K. ¥1: NC-00751 : N-IN-B,3- PAFNTFN) L a-7 RANNVFNL- 7 2 2NT 5=
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£3.17 RFT-LOEXERBBAE-ER (IERR)
BRI - 33T A REERN : 40C/75%RE, OEBE : BRAET 5K (B

- 28 (%)
. FFT— 1 NC-00751%! YWERER
O b &5 _ )
e 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK
it cap | 006-8 007-8 | 008-8 | 006-8 | 007-8 | 008-8 | 006-8 | 007-8 | 008-8 | 006-8 {007-8 [ 008-8
0 FwP | cwP | FWP | 100.3 | 100.3 | 100.3 | <0.1 | <0.1 | <0.1 | 100.3 | 100.3 | 100.3
2 Fwp | cwP | FWP | 100.5 | 100.4 | 100.7 | <0.1 | <0.1 | <0.1 | 100.5 | 100.4 | 100.7
4 FWP | CWP | FWP | 101.0 | 100.7 | 1006 | <0.1 | 03 | <0.1 | 101.0 | 100.7| 100.6
14 |FWP|CWP|FWP |100.0] 998 [ 994 | 02 | 04 | 04 |1003|1002] 99.8
26 FyP| CyP | FYP |1000] 991 [ 992 | 03 | 09 | 09 |1003 {1000 100.1
39 FYP| CYP | FYP | 998 | 990 | 982 | 07 | 15 | 1.9 | 1005 |100.5| 100.1
52 FYP | cyP | FYP | 990 { 975 | 962 | 12 | 2.4 | 35 1002} 99.9 | 99.7
FWP : EIEMIK. CWP: ROHBEBHE. FYP : BARE. CYP: HOHREMK. KEITHE,

#1: NC-00751 : N-[N-33-FAFNTFIN)L-a- T ASNF VLT 2 ZNTF 7=

#1318 RFF—LAOREHHBRE-KR WEAR- oS
Rl 245 —4 (Oy &S : 96NK006-8) . HR7FSRM : 30C,
ARHE  BEH SR v—1 (#H) :

KRR > T HRBHBY TN (FAIED)
SR8 (ux-h) =B (%) R (%)
R MR
FFF—Ah [ NC-00751 * F3FF—L4 | NC00751%*!
0 FWP 100.2 <0.1 FWP 100.2 <0.1
138 (1,100 77) FWP 100.6 <0.1 . FWP 100.4 <0.1
238 (2,200 77) FWP 100.1 <0.1 FWP 100.1 <0.1
FWP : HERIIK

#1: NC-00751 : N{N-GB,3-FAFINTFINL- -7 A)NWVFIVL-T =2 ZVT 7=

-66-
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