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3. XA T—LHLDL-TZILTS5UHEENRE (BEREEZETEE P20 238)
RIZ, FAT—ERTRCT 2= VT T ICEBREND BT LGS, EREER
T VELEICLE - BHEERENS, DREICB T 7 2=V T 7= OHERRES
BT HE, AT 1.68 mg/t F/H (0.034 mg/kg {AH/H) . 1~6 5% T 1.55 mg/t k/
H (0.098mg/kg fAE/H) L720, 7=/ FRIEBHEOBEHZE " (1~3 5% T 40
~20 mg/kg K/ H. 3Ll T 35~15 mg/kg (KE/H) @ 0. %L FIZHIYS 3 %,
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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 fol lowing statement:
PHENYLKETONURICS: CONTAINS PHENYLALANINE

(EU]

Directive 96/83/EC of the European Parliament 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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FAT—AEEBEL 7 =V T =28 720 BEOREEHETTRIZCNT S
SUERERELEWN TV IEhS, R TLAERK KT 2 VT ST OBRERENT
BYRVIEETESEBLONG. ERIIIBI D AR, XAF—LRETT =27
SUREREND (Thrhb. HFRICETEXFFT—LADPUERT = ZNT FTE
BIND) EEETHE, KECBITD 60 kg RAD W0 /N—E &4 WX T—AMEE—HE
WE (0.Imgke fE/H) ASBEEINZ 7T IV ORERE 264 mg B THS3, ¥E
KBWTREAVEENSERT 37 x )T 52 00—AERER 25~10gATH D, X4
FAOEREPSEEINZ T ZNT S UAORERI. READHEOEENS O
BRLEETOLERETSS. Fir. FE 20 07zl r P UREROIxZNT S
—BERER 04~06 yATH 2. 20 kg 1BD 90 /I~ F 1 N4 TF—hBERER 017
mghkg EE/ATH Y. FPRENZ 72N T7 5V BIHERER 150 mg/H £72%. ZORIM
Bl 72205 b YRERD T 22T S22 —REBRED 04% LT THS. TOhBIE
S, ¥E DA . XFF—AKDWT L7 =7 5o A aDE0ERRBER
WEHETL T3,

BAIBU 23T T—AORACBT 2#EE-0BRE, 3.8¢ mgB (& 541). BEF 1~6 . |
BREBTIEE-HERR 154 mgH (F542 256, LREARCEKCEC 2N
W, FAF—ARETT o7 SV BRINEEEEEEL 7o)V 7 S oo DEiE
BEZHETS & BACBWTR 163 mg/H (0.034 mykg E/H) . 1~6 RRICBW TR 155
mg/B (0.098 mefkg KE/B) THB., BRKBEB Tzl FYREBEO 7 =LT 5=
YEBEOHRY., 1~3RET 40~20 mg/lkg 5E/H. 3RUET 35~15 mphke KE/ATSH Y
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TFN)L-B-T AN FN]L-T 2= LT F=r 1-AF LT AT/ (NC-00764) .
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TABLE IlIA
Concentrations of NC-00723 and Its Degradation Products® Detected in pH 3.2 Mock Cola Beverage
at 20 and 30 °C™ [ppm (ng/mL)]

Report: NP96-001

20°C
Timepoint | NG-00723 | NC-00751 | NC-00777"' | NC-00764 | NC-00779" | NC-00754 | NC-00769 | L-PM" | L-Phe” [RRT0.36"|RTT0.38" |RRT0.50"
(weeks)
0.0 156 ~ - - - - - - -
1.0 194 24 = = = = = = = = = =
20 191 47 10 = - = = = - = - -
40 181 110 14 15 - - - = - - - -
6.0 178 126 1.5 1.7 - - = = - = = =
80 175 144 16 19 - - = = = - - =
10.0 159 236 1.5 41 16 14 20 1.0 - = - -
12.0 60 89 1.4 39 1.9 1.3 18 1.0 = = = -
16.0 53 276 1.2 4.6 21 16 25 1.1 - — — —
18.0 46 309 13 5.4 25 21 3.6 1.2 — - - -
260 128 405 1.2 18 34 31 86 18 1.0 = = =
30°C
Timepoint | NC-00723 | NC-00751 | NC-00777"" | NC-00764 | NC-00778" | NC-00754 | NC-00769| L-PM' | L-Phe' |RRT 0.36"'|RRT 0.38" | RRT 0.50"
(weeks)
0.0 196 = - - - = - = - = - -
10 189 4.4 = = = o - - - - = =
20 184 85 15 11 = = = = = = = =
40 171 159 15 27 1.4 14 — — - - - -
60 158 20 16 42 2.2 19 24 14 = = - -
8.0 146 215 14 58 28 25 46 17 11 = - =
10.0 137 35 1.4 6.9 29 3.2 7.0 20 1.4 - - =
12.0 128 M8 1.2 79 a7 43 9.9 24 1.8 - - =
16.0 113 39.1 12 9.7 44 55 15.2 27 21 - - -
18.0 100 398 - 105 47 6.7 20.0 29 26 1.1 - =
26.0 740 415 - 124 5.7 9.1 353 34 47 20 - -

Twenty-Six Week Stability

Study Of NC-00723 In Mock Beverages

Study Number NP96-001 &Y
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#3.15 FAF-LAOREERBRE-EEX (RERERR _
RERE XA T — L, RIFRF 25T /60%RY, DEHRE  REH TR &)

et - 2 (%)
FAT—A NC-00751%* MERE
oy hES
N 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK |96NK| 96NK | 96NK | 96NK
006-8 | 007-8 | 008-8 | 006-8 | 007-8 | D08-8 | 006-8 | 007-8 |008-8| 006-8 | 007-8 | 008-8
M_GBED) .
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 | 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| 1000 | 100.6 | 99.9
26 FWP | CWP | FWP | 100.6 | 99.5 |100.1| 01 | <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 |101.0 | 100.9 | 1009
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 | 02 | <0.1{ 0.3 | 99.9 |101.1 | 100.0
104 FWP | CWP | FWP | 1006 | 99.6 | 99.9 | 02 | 0.1 | 0.3 |100.7| 99.8 | 100.2
156 FWP |FWP"'| FWP | 100.8 | 1004 [100.2] 03 | 02 | 0.5 | 101.0 [ 100.7 | 100.7
208 FwP |CWP"| FWP | 100.7 | 100.0 | 99.7 | 0.4 | 0.2 | 0.6 | 1009 | 100.4 | 100.3
260 FWP | CWP | FWP [ 1004 | 99.9 | 99.7 | 04 | 0.2 [ 0.8 | 100.6 | 100.3 | 100.5

FWP : B&#Hi%. CWP: ROH20845FK. M BHEESEMNERNTH 2 OEMORE LHES 545 B
L. BAEESE, *2: NC-00751 : N-[N-(3,3- T AF LT FIN)1Ls 0 F ASNFINL- T 22T 52

#316 RAT—LOTZERRSREE X (EPEFEBR-aEREOFE
BERE 2355 (Ov FES : 96NK006-8). FREFEME : 25C, 60%RH

735 XM (B BUIFL B (&)
REFHM GBR) ﬁ& =& (%) ik a8 (%)
FFAF—L | NC-00751%! FFF— A |NC00751 %!

0 FWP 100.3 <0.1 FWP 100.3 <0.1
2 FWP 101.1 <0.1 FWP 100.2 <0.1
4 FWP 1014 <0.1 FWP 101.1 <0.1
14 FWP 100.0 <0.1 FWP 100.1 <(.1
26 FWP 1006 <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
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BERE : 23 T—A. RESE  40C/ 5%y, BEEE  BE655 R (&)

X 58 (%)
ﬁ’f_k — 1 o B
. FHT— I NC-00751% A=
oy BB . .

- 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK | 96NK
ﬁm G, | 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 | 1003 | <0.1 | <01 | <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 | 100.6 | <0.1 | 01 | <0.1 | 101.0 | 100.7| 100.6
14 FWP| CWP | FWP | 1000 998 | 994 | 02 | 04 | 04 |1003[1002] 99.8
26 FYP | CYP | FYP {1000 | 99.1 | 992 | 03 | 09 | 0.9 |1003[100.0] 100.1
39 FYP | CYP | FYP | 998 | 990 | 982 | 07 | 1.5 | 1.9 |1005 |100.5( 100.1
52 FYP | CYP | FYP | 990 | 975 | 962 | 12 | 2.4 | 35 ] 1002/ 999 | 99.7

FWP : HEREBFE, Cwp: OB SHENEK. FYP: HERME. CYP: ROHSEENE. RETTHAE,
#1: NC00751 : N{N-(33-F AFINTFI)L-a-F AINFNL-F 2T I

#318 FAF—ADOREURBRE—ER FREAR-—FtoxEsE)
BERE 737 —5b (O v MES : 96NK006-8) . fREFEM : 30T,
BERE BEHF A y— 1 (#H) :

SeEEEERY TN FERERBY TN (FALIED)
ZEAM (Qux-n) s8] (%) =8 (%)
IR R
XFF—A | NC-00751 # FFF—A | NC-00751%!
0 FWP 1002 <0.1 FWP 100.2 <0.1
1i#E (1,100 77) FWP 100.6 <0.1 . FWP 1004 <0.1
238 (2,200 77) TWP 100.1 <0.1 FWP 100.1 <0.1
FWP : BE#HEE

#1: NC-00751 : NN-(3,3- P AFNTF WL .7 ANNFIL-F 2T 52




