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Pork Pattie %).

L=

18

A8 &2 F2 7}=A A (spot markets)ol A Frjstal i, ¥ 454 2 29 A
EA ko) 3 Fuieta ok #lY 4G HeldE AL ARG (joint venture)<
taL 9lal AviAlg Y dii= dA FolM o] Fojx|a Ut} ek AFAR| ALY IR
Ml A E olFojx o vt o=l Ale] FEHELE FFHASG BuigAtel gk A
203, 3% AE FUAT AEHAA S 7T FA IS B3 3vte HAME

F Ake] Zldi= 3 gl

el

_16_



v =9] MAF BHA=3}(State Branding) TEZI1H

nj o] Jff B A=3}(State Branding)?] A= 1930744 A& Se7HAIRE ZoF
S AR 2E T2 BASL 1980 T oA EE A FEnt 1 GANE wjHoRE=
AA, 198090 = FFHJenRE 2Ad T word AVFEAE HolWr] A =
o] Ao, 4, FA ol FAF AAdLF(New Federalism) &7} 7}
T AWARE FA 9 FAE A dS3ty] fet M(State) Ao A Aoj o, ul

Aoz zZt AR FE FAE FFHAY EAE Hxsr] g3 ABHLE FAE
BA=3E FZ2stHHollaran and Martin, 1989 ; Adelaja, Brumfield, and
Lininger, 1990).

MAR Bd=sts 2 74 39 53 F(Department of Agriculture)o] HH&dte] &%
i AR, A EYoHCalifornia/)® 948 & (wasington#iD9h 2ol HIAFIL obd A
A 2A oE) eAEHE AR Avh o Ade] 22 vl AR AR
ojFoix 11, o] Frht AF FFARERTHE F3HS MAF T2l vl 3
H=(matching fund)g& FHFES st ok AAHJ] FARLS 2 HEE 2 ZolE
Bold], AAlE Azt 5% de2RE AT 100% 285 dolMe ME Ak 97
= 0z YoMz 7FF AFH M HWZ(State Branding) TEIIFoZ de] g
FARA M “Jersey Fresh’ZTZzadz {FRE ZAA5F 714 HZo A& ol =i} Ji
9] “Arizona Grown"ZZ2I1%0] It} o]& FAHHLR AHEY et Zoh

“Jersey Fresh"ZT2a#ol 2L Au|AEo A AA3Hfresh) FwARAA A3
7 JAF}EE sted dv FAHARE FFAAL oF Y3l dF FHAIVESE TS A
Boll oiste] “Jersey Fresh"ZiE WHEt] olE AFol W 2wk A X
(awareness)E FTAA T ol At ofje}, Qlte] dapdaobll, &M, Do

2 Ao 7R Siiste] Al LA FiL et “Jersey Fresh” T=I¥2 Z}

)
i)
8
)
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F, 59 7%, Yo, TV 55 o4 F1e SHEILTE 3 wAAMN AHE2
“N X E(freshness)’E& ZZsta ot £ Tzadoze FAE A A farmers'
market), trade show % Z}€ 22d3] 5& Fda, AH|AENA &AFE(discount
coupon) @ “Jersey Fresh” 217} AR 28 #, L2E, £33 ¢Xv} 5L 58}
3 9t} 19830 A& “Jersey Fresh” B == Ao 357 @& FxF51% o4,
Bennett(1995)9] Z=AtA ol o8, wAAM &HRFe] oF 9%7to] BAEE QA 6L
JE Aoz YelWth olF FET MAFY "oz 449 Foe MR JAALRE
38%7tA FAHAIZ LR, 1994 @A A oito] 1007 @87} de AL M HAE

(State Branding) T3 o2 AT}

“Arizona Grown”olgte= Ral== Aibzpgale] s 1993yel] AlZHE| 1ot 1997
d oo zy MAFEE N g ZE2OR0 R PASFOEA MNP FIF st M B
=(State Brand)Z thr] Al&AEHAl S th BA=SE A ARALE 199749 9 B¢,
M AGA Az 29 5dEYE AU, FAwrte AFIIEAAEC] WMAA=
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(matching funding)@2l e & 24 538 E F7 At F 6%F @ejo] o2&t} o]
g dabe o] F gL FUhste] o] FFEE M AA A 5”}%319} N 2719l 4] 5RE
g8 Z 247 2Ase] 10%kg ol o2 vt =3 7)el “Arizona Grown”2 A&l &
o] AAE oY, 19968 e 58 dustd, 3%, A, S, F5, JZEA

, 9F So] 2gHAY. Edso digt ¥R ZFdaE tE Ml Bla g2 #A
= TVb} g 58 E3 FuHtE “Arizona Grown” 2315 A3 POP(Point of
Purchase) &85 F2 31 vt POP #=%2 “Arizona Grown” 217} F&3
ZF X2H, dF S 2 ZofAA Avfo Hﬁiﬂ"]o}‘_ Wi o)t of
g2 AR A T o B TR WHoRE APduddS L85
7+F rahy 7IAFA SolA FARY] Bdsd zEads "‘53 TE st &H|AL
9] QA EE Holx whgoltl.  “Arizona Grown”2 ZH2 dald =z EFdta, 5 U9
2 AN A PRy AGE) FAES ARF}ES el YEHEY FEREAE AT
Ao}, Patterson, Olofsson, Richards, and Sass (1999)¢] Z =213 H7jo] &fs}d,
“Arizona Grown”& AE2HE b AJFsIAE Xdor, FREJAE AL FFe 1A
A Egk Ao R eyt o] ¢} éo A3 7} & 2L T2 dite] A&
Az Fa #E 5o FEIF EXE 3R £ Aoz FHAY. wAE o] ¢
stH, dwbd oz Fa %}%O] 232 wgd, dFFH o] M(threshold)®] FAH7}t
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Ao -9 A5, %ﬁi}%%ifaﬂﬂ 1995 % ZAbol 93l AFBA= 3ME
2 Aok 2y @A dEA TOO0&x 2 OO=A, i &

AE3] vlotgo] A ka FAMGA | W FAERA=9
J3zAte] WEW R A=sE 2167001 AT FAFAE L
ARZHg e TR 9 /&zhﬂ_%ﬂ_':_ A& Ag d(19953d), o ostH 1497, &A1&
1 = BASASGIEE(19993)e] o)etw 13971¢] BA=7F Ath

e B }(1995Lﬂ>oﬂ olgt® 15671, R A=ASA=5(2000)

ade 9o AR BRoIBeIN 2AE AolmE YN obdlel AA ek, 4

y
A4

Aol Zgk B A= deis AFE] dobEx vt B Ak wEA of

Nz+e ZARAREA 199793 19880 AFAKFITZANF ST HAAG AFEAL

Z #ojHo] AAz FuF Ho] dv HAS, AH|ATE FFoA £ Ho] & BIE=

2 FAHo R AL A3}, 3§99 F$ 240~3037/M8] BA=TF a HA L] B 291
] A

~375709] BAEs} 9l RoR et (QEASLNEGAE (A 5 EA
FAAGZAR A, (2] B A R EAAEEAR A ),
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2. 1I=9 J1s4 A@E(functional foods)df 40| ¥EM(dietary
supplement)dl O Ji=4 BJ| Ak £Y

“n)Z& 71%4 4 ZE(functional foods)¥} 2]o] ®F A (dietary supplement)®] 7]
54 BAE U A EAA(FDA) 2 1 9 AY7IFAA rtgn. d3%
Z ¥ A(Health Claim)®} % %A E A (Nutrient Content Claim) 2 F&/71%
7% B A (Structure/Function Claim)e] Al 7FA] FE o2 ro] #edta gt}

FAAZANN A7) sAES kA EH Ao|HFAZ FES HES U
o ] 3

4

2A AL dA BE AFA 7154 FAVE Jbestth 1990858 Ao -

AR A7 de BA AF) F3 AAAxE BAE FEste] AR 14744

ARz BAGZE © 2OES, AUEF AF ¢ 189 A AF o AL
A

, A

AHEA A% %)S’Jr 77K 9] ARA(ZARARI} BE
3 ALY EAES st on ARREEA(Health Claim)et Y& TFEA
(Nutrient Content Claim) 2 F%/71%7 2 %A (Structure/Function Claim)® T+
w3t #efsta Ao

El

» 7|54 ®A|(labeling claim) M|7}x] 4
HZr 2k = 7 A (Health claim)
ME MEME Mo|EsH Y2 WEEHTL = W Y
Ej2| Aol CcHE EA|

DX/ A ZEEA|{Structure/Function claim)
HZ A= L 7150 0ojXl= FEof CHE EAl

& ok A 8188 H Al (Nutrient content claim)
HEBe AL U HojdEof ChE ;A

<AI7 A 9] 7154 EA AX>

7}. 9% Al (Nutrient Content Claim)

o] of &~ 8+2F ¥ Al (Nutrient content claims)®= Pl AF et A A (FDA)O] 23]
Aorg Al 2 w4 (Nutrition Labeling and Education Act, NLEA)ZHE dlell A
AE At FDAE B¥sHA £ FFHOR AF £ ooﬂ%“é-‘vﬂ—"] T 7lEst
gt o] EAE ER BAS diaA E2(free), HF2(ow), ‘F2(high) &9
2 AFgsle] o R ATE Aedtgdy, ‘B Bl(more), ‘AAaTHreduced),

‘7HH &(light) €918 AMEste AT H]M—O}Oq FAISHA o Q)
EAdoz AAE Ve, dY Fx ’S%ao DRV (Dai y reference value)

]
49 A3 719 ROI
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o %A T 7 - 493 AdHZFDaily values, DV)J—} H| 2l
« EA EAE TFEA F&(Free) - GUYEE] ol HAA €9 AU A9 &
AR & A= of AME71%

x)

o SH2(Low) - 9449 HAAAZN vluste] GdRo] HHsA HA EUe 2
ol AH7Hs

« ¥ £ YE(Good source/excellent source) — @Y HAAHHA A F=27
A 7NG8ta, g2 $59 FS4ES T A= A FA AR IS

2) B¢ HEE vuste] Me

« 423 (Reduced), ¥ B-(more), 7HH(light) — #3124 F(reference food) & &
FE dYd FaAd Aolds Hludte] AT

O
o,
M

3) I o] U4 BN

AE EE AF gid AEE us SdFd Fe AAE .

o A7) E&(Healthy) - 1 819 ot d%i 343 AAsto A&

« A" (Lean and Extra Lean) - &%, 7o, FAHE, T8 8 59 A9
S A=sted AT

| mmmaE  oF B 059 0jst 17T BAE BIEY 44t B 059 0f3t

| goan gegeg (E5 HA 1211 FRIA0IM EAE M AAE 59 059 0%
L ERAN BRlreg ho DA ST °9 918
|
|

we 39 & HE UHY ofsH(2et H= M Yol Fcie, 50g 0|32 Hrh
{ow) Ax, FQe): 3 g T 100 g 0|3, AY22 He| Uzao| 30%E 5714 REB #}
gagsie  HolE Mg 4= §EucHE 4G 25% 0|2 XY
(Reduced/less)  ¥Z= B2 ‘FxYlow fat)'ol Old $£ AR
_% BAY: MR R low fatye] R FATR WF MUCH ABIS
100% 2X|%: AFES WEA “FX|Y(Fat Free)o|0{0f Bet.
a4 "Light™-$i0 H.
40| uzA(dietary supplements): W2e| EAE $7] A 5 40 w2a] T 1 ol o AK
9A g

<A(fat)o] oA)>

FAdrgFaAE HIZod 22, AW, LAY, Fd2HE, YEEFE, T, H]E]r
9, F71E, AF4d, dude) #stq FIHA F grsE(R R AaE
C }4 FDA 8|71 A X 84, 101] A A7 FA H 9,1
111, 20049 B2 AF AxIAEF FH7]FELS FDAC gzl B 94
Ao} erstEe] #3 ‘EAHEADS FHIR R(free), F2(ow), ‘F
%_E(good source), ‘¢ =& Y= (excellent source) EA HUAE A&}
t}. FDAE | 2 HYAM2 HAE Fo|t}.

o
b

<1>LI
oft
Fe
>
ol

o

32 rlo B lo o ¢
U?‘J
FH

Y AP HAFL AT 9A G JYa T= AF PR F¢, AF



TEHE d%h ¢S BAGE AL 2A0E Bk 2 o2, 13 A Fe
mg'e] BAE AF hde] A8F & Aok 2t % e FH wme
Qo $AY Bt 5 ¥ 4 glon, 1 a4, 18 AF

& B7h @ & gk BACT ol BE BAMES WEA 5

onl o ot WE =2
_l
g2
)

ol&d FAEL 2AE9 oji gutAd FAL Aubzu| A

E % 101.13, 101.54-101.69(6)°1 A #FAeth FFLTZFEA N AT F7F
A &7xHE v Zrh

(a) 30gelste] AFHHAZ] £
AFele 50g0] Aok 7HAE L 3

(h) ‘“EA AR B3 g ARE HAQ’ Zo] 7|AY FAFAE M, XA
W, FEA2HE, YEFS %ol 77k 13g, 4g, 60mg, 480mge 2AHUE Al
AN RIE0] 1 Aolel BEE AWel 97 = AR B o)ie] ErE F Yx
bl Wal FoAE 7122 5 3

3k goFu Al 2 wSH (Nutrition Labeling and Education Act, NLEA)o| A&
FFATFFA A ALEEHE £o]7F FDAOA 37td &olol A Aol U=
ALE AQens AEF A YL TFIEAIE AHEEA XSeE il Yt
oy g AL “AAW’, “nAFA", ‘FIZY2HE"H T {9 o8& AN
W7o vtEojRtt FDAE FUYLTFHFHFEA7F A3 29 d F U=E 74 &
A3l Ut e Foltk

AYATETAE YeiA HmEHE FadE(reference food)> F 7HA 7]
Agatojor st AA, 2 FFY AEFL UEde FELE PEHASHA 7HA A

A B AFT FAEIAY vla A E 5Ye AETolojoF g

FFLGFEA ) Ao

- Y Zr2E(CALORIE FREE) : 13& 3 57272 o] A5

« # Z2g(LOW CALORIE) : 13% 3 40Z =22 o3}l A

. Zr2g Z2A(REDUCED/FEWER CALORIE) : AET} v, 28
7t A28 35%0% BiE FS

« T A¥(SUGAR FREE) : 13]% 9 30| 0.5g ©l3}<l 7

- A% 7+4(REDUCED/LESS SUGAR) : Y AEF34 H]ﬂ, iﬂl 7}
z]_/;\j;} 35%o]zd- 71/\5] o—r

« T UEE(SODIUM FREE) : 13 &

UEFo] 5mg 8t B¢
« A YEFLOW SODIUM) : 13% 9 HYEF 140mg ol;}od %]
« F XHKHFAT FREE) : 18% 3 A %o] 0.5g ©| o}°

« A ALOW FAT) : 13]% T XH}o] 3g olstdd

oﬂ, oft

._42_



« T ¥ 3AHH(SATURATED FAT FREE) : 18% 93 X¥3A4o] 0.5¢
o]3el 7

« aaﬂ*Eﬂi(CHOLESTEROL FREE) @ 13 & 3 Fa&EHE0]
2mg ©]3Ql 73

« A F9Y2HEZ(LOW CHOLESTEROL) : 13|% 3 Z#2HE0|
20mg ©]3skql 47

—{o

ole} T HA|HoR 7]—%—3 ZZN7)H8E &
J 9 AE ARE AT 4 AT T¢ A4 T 9 45

Ao)H o FAsEF AT A}%sﬂo]: gt} &1 iR RA|E
Al 2ER7E AAFHA BolEe] Folg BN F UES

of 3t}

theo AEFo A7) SAE UL TFEA N AEE F Ade Bojoltd
o “¥E2(high in)”, “FX¥3Hrich in)”, “"-F+ £ Y= (excellent

source of)”; AEF 13 A3 Al dLAALHZFDV)Y 20%0]7d=

R i B [ L 2 [

“Zo AE(good source)”, “Tfr(contains)”, “AlF(provide)”; A|E

13 A5 A 99 LLAAAAZTOVI 10~19%E FHhshes
3ol AHE-
o ‘O Zo(more)’, “Z7t9(added)”; EHI 7o A}E

FDA JFAol 28t FYAaTHHEA
AT ALgE F )

AAAAHFDV)7F Al A& g

s

Y. F+2/7)%5 7 ZF A (Structure/Function Claim)

FZ/71% 7 ZF A (Structure/function claim)= A% £9 E4, 9449 715
T %2 w9 9wl 74, JIsd 9FE A= Aol HFA(food
SUDD lement)oll el FAE = Y} o] FEL ¥ Fo W3}, FA Ex 759
SRy a2 7leAe 7ol FHE Aol @eith gy old EAES EAH

FA 712 Fa k. dE S0, LHEL E

O

TE A #E ol ggk Y&& x =]

%‘3_ e TAIEE Lo} FrV:s E4e FF/7) 54 ZE A (structure/function
2 = AdSs =d F e 7= %

F9 FHRAE 44, Aoy
s} @

773 ZEA 0 #A3 B A thE o v



cholesterol levels)
o A7 #H9o 7% A (Maintains healthy lung function)

« AAAQ W] &3 (Provides relief of occasional constipation)

¢

>

o AFFAE 5719F A& A (Suppresses appetite to aid weight loss)

« HY97]% X (Supports the immune system)

o A3ES e dAFH £28 H3H(Relief of occasional heartburn or acid
indigestion)

o dAAQ BEAZ A3k (For relief of occasional sleeplessness)

« AL RZ(Arouses sexual desire)

« 71998 Z7HImproves memory)

« AF =7}(Improves strength)

4

+ 43} ZZ(Promote digestion)

+ gy Fdl(Boosts stamina)

« YAFZTTO dubd F4S 93k A8(For common symptoms of PMS)
o #H7A F4E A3 AHE-(For hot flashes)

« U &3o] == (Helps you relax)

o 28 0% wEe 37] 73] =8 (Helps enhance muscle tone or size)
« 2EY 2~ 43 (Relieves stress)

o 982 A7} Ao =8(Helps promote urinary tract health)

« Y

A A (Maintains intestinal flora)
slof WE &2 & 93k A& (For hair loss associated with aging)

2] (Prevents wrinkles)

b
R

oft ml

3 28E% 23 (For relief of muscle pain after exercise)
of A=A theel HF Ue AL oW = X E(To treat or prevent

nocturnal leg muscle cramps)

o Mo N

FZ/NSAZEAN #3|A FDAY AF A AZ(premarket approval, PMA)<
a3t &l kA% FDAE AFE/Ho|BZFA| AZHAZE AMEA oA 249
A7t 9= AA 7}8F dolHE U=H A 7T FAE T A EA] A
Ao 7]z AMd IRE IS AL

‘FDAE ©] AF BAE BrletA &%

dto 2olx gettete ¥4 £T7E Y

28 FERIFAZEANE stz e AEL, dES ZFT
AFEA 309 ol FDA] Al #ljof o},
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IR/ UEEA

a2 247t ojyo) EES ME YYsA =AF = Fadd. g8

| MRAE T AVE HUAUL. H82
3g0 4yI2 Y@ e sy
EEFAL AU 598 ZHE + Uk Beuxols

<FZ/71% 7 2 XA (Structure/function claim)?] o>

t}. AF7}ZFEA(Health Claim)

AR ZF AN (Health Claim)e 29 FAAEQE, AF TAMEE £ 49
BEANT A, AABHode] Aa@A diste BAT ¢ Aot AAdAEEA
o] 2714 Fa3 FAeAE FTANEY AW, AQBH|No|tt, TR/ EAZE
Ao} g, 173715 ZA T WE=Al FDAY 5R1E& Wotof gt} FDA= E/\] o 7}
37 B3AE 78T TAE uReE & HJES £yt FDAE thy 7HAE
7NEOR ARBZTANE FAE st Aoz 3|73

1) #FaeA ghelo) 9t A7}7FZFEA(Claims based on significant scientific

agreement)

FHYs FHotd dAF A8 FHE A, dYTA L wZFYP(Nutrition
Labeling and Education Act, NLEA)®} FUH ZA 213 uF YA (the Dietary
Supplement Health and Education Act, DSHEA)o| Q& A&, AFAE, 2o
BEA AR A9Ag s, A7 e #A dig BAE &I FDAE
SR Bty A A8 E AR o] FAEAAESN FHe #A9 HI3ds 2
Ast7] 93] FskA del(significant scientific agreement, SSA) 7] &S ©]&-3ld
ol ARBFEZIANES AHORE Frignt
7atA gte JES Adte #AFLS v 2

» Identifying data for review
(HEXIRO| he AH) Health Claims

» Performing reliable measurements
(M= U= 5YYHe| +YR)

» Evaluating individual studies 1
(PN Aol B ?B m«gﬂ% 2

= Evaluating the totality of the evidence C Tiow 3
(2AHRLEO ChE SHH W7D e ;’w

» Assessing significant scientific agreement ey 4

(&gt ab=ty grolof e FIh

SEER DI EN

._45_



O : FYAS A A7
7t BHE 32

ol - apE | (SSA,
significant seientific
agreement standard)
o] FetklEs HEE=
HA| ALE HEAME
HiE351o FDA2| 57}

e - ASHE/AE2
MNE2 523171 43
5oL, FDA9| J1E
of Felel= S8
SYx=7t gl 3%
LA F/ Ho|2SH|

FDAS| X2 o|& 'Zof
SEE g7 oot A8

ts

2ol :

CH4t: 0|2 MY = 37
st sa ¥ ol
ME/EYT BAS
aE st 20| 2HE
Sof BAE I8

AlFEO] FDAO ER
810] 1209 O|U| FDA
o] HE XA|E HIX|

Ha:

o|=
o

%8 3¢ M87%s

<YYuA 2 w8 #7tE EA|(NLEA Authorized Health claim)®] o>

617t W claim
et o) 100 Z2 CLOIA 910 ZHBH ALMTU M| HHE a0l A
e Shise e RO BORE gHRAUE For
Rt ot XKL of ol o glpaue Eut}
HEEL 2EUS UEEAS THY| YHReg Bl
ZefA W, ZAAHEL MEHOIE 02 290] WAL EofA Y % TAAHE He
sysmyT| 9w MAE OjARR| fIHRAE OIr).
NBHS S TF WY O ANE 0l R0I0] BANED AU 27 22, Y, Y7 B
ot oto] el So HXWALS ofn F0| & YEeg FoItt
- e %o YR AAE 04007 2ol ket Mo Zet Qi of
SEMEEESe OIE BT iR Bort
AAPAOIO] AT HER RO ROl AEE WWs| Uk 3
Ger2a X AIE ZHHCE 0| MEO| ZURZA ABED U FUB0OS F
Aol gEeclg Eott

<NLEA #7}9 ARZZEA 9 ¢

2) A9 7)1#e] Az 9t ARFZEA(Claims based on authoritative

statement)

AR7IHe AES 7R & BAEA, 1997d FDA dAH3HH(The FDA
Modernization Act, FDAMA)< wv|= AF, I HE A U(The National Institutes
of Health, NIE), Z¥Ex| 49 AE(The Centers for Disease Control, CDC)<}
Ze Aol AER/AW FAE IR A TAE Fo AUUEEANE
&astgth 18y FDA A3l (FDAMA)IA = o] BZ Ao oleist F A<
B33t o] BAl= FDAVE old IFHRE, AHSAALA
7139 A&S 7122 uid, FDAC B13te] 1209 ool HE=xAE ¥
7 % AF AHgol JhssiH
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#7b we 54|
ETE AE3 AEYe 9Y, 53 ¢ ‘

WE2 1889 od, XES
iﬂBI ‘E%fiﬂ%xll
aXajH S3t sxof of# Mot 2459 HH

3K, EYAELE, EMAX|'Y3 4FEY AE

<3 FDAMA AAFFZRA (2007)>
3) ZAR AZ}7}FE A (Qualified health claims)

ZAE A7 ZFA)(Qualified health claims)® TAY¢SIE g A8|x 27
AR 2ol (The Consumer Health Information for Better Nutrition Initiative of
FDA (2003)1 oA FAEAT AFAE/AWIY 2L a7 ASHALH,
FDAS] 7|50 B@HE FEF THAR gl 259 4t AF e 2o B

SAE AT AN AFAZEIANY AHEE FAATY. 20T AAAEREANE
FDA Atds¢l< wholof 0}”:1 sty o] 7]3(SSA standard)E TEde FF
o] ZA7 SrEA AYgrigtr G EF(disclaimer)E FA|sF] ARk E 2 2

o] BF Al A& = Ut

87t we B
wasny £ MBS 2458 #RT.
w48} uiErD o £ HISE UIER € /S HE CB BRI
dngeNTE  OlEE EE #30|2 OZE, HOER BE, AL, §
CEE 2 = azola 55
QW3 s BUEN W £ HES W3 FUCIEEANLNE HRUCE
#
ulefels) B Y £ MBE UEiD BG, B12 J2|(ES) AUE RRHLL
o HAEABAS o qme sw4 saw zaneaMYE waw

<ZAYR AZRFFZ R A (Qualified health claim)9] ¢>

u]Z FDAE &78E 277 % ¥ A (authorized health claims)olA QFAFEo] A
kA go](SSA)ol we] 93t V|Fo® ARAGEEAE JAIA Fte U
SF(grading)g Aste AZFTZEA A A H(health claim report card)E

[e]
=
TFHAG. 1 FFLE G 2ot

sha $9(SSA)7EOl TR AS
53 FA7 dov ARH A} 12 A



LT AR ey A AAT o, S Relm MARY B
$ FRAH 7124 FA @

AdumrHoe ARZZFAE FHHae} BAF Jvh 2y AHHLY] AE
& SAA = L=t =3 ?*_01% A3} AEFAAEY] BAE Yehdir] o8l
AAY} ~dAE EEHmay) EE ~ZAEZ EEH(might) & A3}t FDAO
A 5AT BE ARBZIANT AHAL SHA Aol ofd Ut o= Algo]
7bs5tth. o] A FDAO] 93t AR AZR}ZF A (Qualified health claims)o] ¥
374U SSA, FDAMASY 7]&d] §Hals FASLS RE AF LA ol o] B
Aol ALgol JMEdtth FMH R, ARAZFEAV E AFLS L A ¢l
o] Wl=Al 9 AHA MFHHE 10% & 67F FFa(MENIA, HERIC, FE,
Zrg, 9Md T Ao]df) oS st glojoF gt SRR Aol REA =
olfl gFxzo] HAHEY

Z. w39 7 FiE 89 1%

Mg A9 FNBe QRAFY 49 Ao TS BEl, 59 BT

t 2aEe B YWAFY J5AL BASGE 9Fs FF EA, AAPH 2
7 BA, A%%E B F ste BAC B 93 ol ol 4= /)5
4e B3 B 5 A 7154 FABE AL BE ASE Ynss LEAE W
8 FAFIH, o GAE ARAET} Tol A9 Al A BN F E T 4

_'QI_
YES FASD Aok,
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3. AL NHP(Natural Health Product)ol 0%t BAIAT B4

ZEs I

“ZIJcte d2 Fldthhealth Canada)?] ## 3dto] AA A7} AE(Natural
Health Product)®] EAIE 371 2] Wt ¥F A H(monograph)ell 93 37}
(compendium PLA)¢+ 7/1'83 3]7} (non-compendium PLA)SZ Yo ##g

1996 ¥ &~ Fl}th(Health Canada)s A77]) %54
AE st A= sted =gk 1998W A Fo

EAl(Nutraceuticals/functional and health claims) B3-S WE3}al 25
=3
=2

Z/71% 2 Hal@dA FEA (structure/function and risk-reduction claims)

dfoF i AEMIE AEHAAA L BotE XA Gkt

AZxzoe AR} TIEAES A Lol v]=9 Nutrition Labeling and Education
Act(NLEA) 7]l 98 375 H7E AT & Avvts ZA 9 A Fo o5

(Food and Drug Regulations)2 7§AsIA 21F2] AZ7ISHAE AAF
Zpeta Q5EteE AAE 2EA Ao

o7

A M= et E(food)} A A7} A= (Natural Health Product)E 3

AsA FEshar gle AA A7 AlF(Natural Health Product)o]l @ -2yt
Aol HEAYG FANGE AoEZHA 17 S, AW °ﬂm Ag FHOoE Brjs=

AT B AutlAE D JFolN) AF Bz BAl) NF 7

ARG

A
A A7 AF(Natural Health Product)ol] tish A A A== Ao dist HE

o]

1 & 74 8o e,

7} AUt 2pd A7 Al E(Natural Health Product)

1) A9 A7} A)E(Natural Health Product)

Ayt A 2 17 AF(Natural Health Product)o]l@ $-guyete] 2o] Bz

Aleh FrAbskAI R ejeRFow EREA o ‘Ad 37 AlEFWHNatural

Health

Products Regulations)‘® E21(Schedule 1)°o] 7]AFHo] A= SHH HEo=2H

_E

S 2~ = 5 A~ o) =
EAY FE dn EFF] FAL F Uk BASL 29

Z 87X = UHolA dd, gE19 olo]H L
T, AEF, BHHolF 5224 FE0] ofd g

B8 TUOT. BE2E IR FEAN AL 22E] 5T 292
o [e]

(=
off.
Orr‘

o) AR o = HE
T 53] vpA 2 28] ofo]ol A&

/\1‘3

of

el FH‘

g,

o]y

=

TS



1 Alg s MY 27 IR 27 SY0F £ 588 220 ofdA

2 B 10§ Qe HOE HEo A58 TE B2 21, 8% 10f 9= 72Xl 24 22
otzfiel HlElgIF

3 BlQEL QAL LOJA, HE |MEa1g), E|ofal, HIEFAl A, HJE}IBG, H{EFRIBL2, HEFRIC, H|E}RID
H|EIRIE

4 o} 0| &= A

5 e XS4

6 o5 2004 SMX|2| B E Hrol BoedE

7 o =

8 S oist & Atz (probiotics)

E 21 (Schedule 1)>

w3 7t AZEL AFo| EA817] Ao A Futhhealth Canada)®l B7HE
wolol 3t A7 71% FA] AH(Health claim application)o] WolEoi x| &2
FNbthhealth Canada)ol A= A=) gl <15 W S (product licence number)E
Bojsta AF FAE 378l A F A U2 AEES #d, #5T m=
o] JIFWMTE F3 Fgstx AU

A& #E] (post-market management)E & W% 7|54 A WEE& BlgoR
O UE AR wet gAEE ZEste] AWAA FA AEFL 393 vtk g A
AES ANgst #ad golHE 24 AEE AAFESE st YT

2) EN 89 £F

Aucte] =29 AZ%S #AstE AR He 2 Afyth(health Canada)dl A+
At A7} AlE(Natural Health Product)d HAIE AA fde wel &R
(monograph)ol] 93k 37} 413 (compendium product licence application)®} 71E
A 37} A3 (non-compendium product licence application)22 &F3F3L 2

.

HEH AZ 7|5 BA

» EHE (Monographs)olf (HE T 4| (Traditional use c¢laim)
cHHEX HT 7|5 EA
H7IE sl 2HARE HEEHOZ HE (non-traditional use ¢claim)
2 Zg gioo, EEYE(Monogragh)oj
HE HES A ASS UHE &= US. . ?P.‘i‘g B2E4d, ’%’51‘87} BEARR &

<AHA A7 A E(Natural Health Product) 9 7>
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=3 A% Az B Bx FEd mE oER 22 A A 8o ez

XA 9 A9 AHE- G A
Therapeutic Aol  FAoL X5t AW ‘BHEA AT ax
claims 2 AA 9] o], Folo] ¢zl A
(A9 AE HA) | g e M
Risk reduction oetd AR 54 24 Lo AREE
claims Wy fde] i AAE ZoEEe Yg e
(AHYAAAEA) | gz gdasre gz £ | ZAa9 Aol oy
Aol FA A& F=
Qo g AE
Structure/ A%S  FAStE Y ¥ o) A7 A
function claims Aol gEe] A7 Fx2u 7]%Ee
(72 2 75 EA) | A EF& FE AETH
ZEld g3 gt A=

Gz £zl e B>

T2 2 7% BACAA A" F de AF AReEs 9ud, AR, d3E,
k8]

35, £H]E(sorbitol), ¥YE(mannitol), AF & E(xylitol), FZL, o]+, o}y
A HER 2 oy AR =ow Fr AE Yo HE 2 uyE AEY &
I 2 ggS Egsir,

& H JlF 39 =
2 J)5Aee 24, 38 %
E2ZA(Schedule Aol HAH

g £ glith, = A(Schedule A 2F 2z}

N

)
of gtk UAl, 2F &LHE fEdte & WESGME ¢ HF, 24 WA
FF AR AAVE AFE dEBIFAAE & Eh dE B0, ‘vRT A7 we A
ol &g FE ZFY FL dHHE HEHAT ‘FHe T Wl Aoje
das Fetk = 38HA F=v

et AW A8 ¥A(Therapeutic claims)= Al# 9% AldH(Food and
Drugs Act)o] mel g8k AZFoe] Alge Fsla k. AW IJE, AR, T4
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HZ(Quality
assurance)
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7k
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gk olm] I #AAC) Wi A3ty K57 FEI 57HA
EFY 18Y, ZEd 05T,
A8, 3 2 QA ¢ T¢I o] obd ¢ okF(drugs),
Z 29 777 AE(Natural health product)?] AZR7]5FEAl] Abgo] 7153ttt
£3] +84 Holdfet A¥aA 23 ’&t‘r%ﬂr?ﬂ]t A k3] 7Hgeneric health
claim), 708 AT 8 7Hproduct-specific health claim) EFol 93] JqPtgror
WA AWk oke] g AR5 EA(claim)e #EH 2A BFELE doR9)
=9 x A¢ & Hojgtal g

A F 7x e 37 WES AP AR D AR &3 AL Jd
ozRE Y SPAA 7|FA FrF 2 F Atk AR FEHer F
#eAd ZAAEYG TR Al A o4 AX7b glojof str] A
3k 3%, A7, dd g Zd2 E?ﬂis_ﬂr. T3 7EHoR F2x v
(Health Canada)®] ¥ E(regulation)ol] E&HAAA= ¢k At

4FEHET A¥ont
2 2e2HE% AEBA
3r
=3

A% 7% EAHealth claim)7t Mol A& AFL bdsiol 3k HFe o

o2 Hojgltke A oA AL FASE 7154 ERE TAY
S = MY ol ANFl ol B dF AR EA WA AN WA A
A%k 4AWE SE TP ook Bk

Ol

4) A4 A7} AE(Natural Health Product)®) AE53 AR 7]% JEAl(Traditional
Use claims)/¥] AE3F A% 715 FA|(Non-traditional Use claims)

AUtk ARe oA AF A7 2ol 174 715 FA(health claim)?] H4&
dAFoE A THA = :rL-v—a"’ S B g olyel A FHel wek NEA I}
A a3 9 kE(drugs), = A9 A% AFENatural Health Product)®] 2$ %3
A7 71% FEA(traditional use claim)¢t HIAETAH A 7% EA(non-
traditional use claim)@ TFE3lo] AEH T QWEH WZF 2o] QO Z AR
Fo] gd AEl ozt 583 37t AEE nEEAH.

AEH 7147 71% ZFA(Traditional use claim)2 53 E3}ollA] AFGEHAA 9FA
E(medicine)d] sl A& 7153 E4E AAH 5224 3717 JhssiAl g
Aolth, & W ‘T3 UFozi HAFHOE AMEHo 2. .(Traditionally
used in Chinese Medicine to-)"9} o] &F ¢l ‘ATHOE ALEEH =
(Traditionally used)' & AF&3}ojof sir}
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AT A% 7% BA H AFH A% 71% EA
(Traditional Use Claims) (Non-traditional Use Claims)

Ao AZE FA, AAA HAA A Ao AFAHoE ARG E )R] Aol o}
o] At o} = A 2 g E U A2 B0 digt ZAE EshH
Hog st QA AMEHISH A ddERg 448 AANE @
3 o2 THE H[IYOREA 2o o v AFH 1% 7% EAE REE
g2 oM E AEE ugoz uf | A 7t 2dd dag 2AAEE ¥
o APorA AMEEAZ &3 gk oofyep BRrpHo® mshA &

A A8 oF gHTt,

AR ALE FF oo HEHo = AS | AMS @2 s ch(Health Canada) @]

ok

5N

Hof £,/ Atgaob & #7194,

ZA: 504 o199 AZAA A% B4 | BA: 93 A4, FA% Bx A4,
g 27 2R AZ, 27 o139 AW | AZH AU BED £F, 9¥ A
74 A7 A2

<AFAM AFA ALg g% A7 7l BAD

H A5 A A7} 715 ZEA](Non-traditional use claim)E AEH A7} 715 FA
(traditional use claim)®Eth AFEE F9 o 2 FF9 #Fd A7 AAH
ojof gt} FA AFEL AFEY AAH Ut vERo] o3 v STAE U
o 7]1&e o2y g} A%5A Ab&(traditional use)ol] e FuEHol IS A
+ 5%H, AEZMY HUh ¥R =, Jo] T2 HE AEVIBo=E HE ZAF

Bg A A DA 0 AP 45F, 2A ARE FFAA AF L 1o
]

=
B Qe ASE 257, & 1Y PG
o )

y T
@ B3t 27 A2 AL A

5) AA A7} AE(Natural Health Product)?] ¥4 X (Monograph)

99 4% E= AF od EF F2(Monograph}® XAl AZPA}
SEA(Claim] B HRHoz Ak NFES A2 L ¢l
(monograph)el Q= sF &l UG BFEL ST F YA s

. 0]= Alo]l ¥ ZA(Natural health product)®] ¢HHA 2 #{3to] wE HES

doxe R

2 LN o
o
f

¥F AXE(Monograph)= BE2 A& olF, AFY 98 2L =4, A8 A=, A
S, ALY e de] Y3 AR, F3n 53 59 JREE XTI
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Y. 4E(Foods)d 3489+ A7} 7R A E7(Statement)

AL ol okE W (Food and Drug regulations)®] & B.01.603< 7Avit) 4 E9]
i A A E’\]ﬂ 51% M5 F7E Aed Aoz, A 7 webq 7154
A7 % ZAY wet 1 EFES A BE v 2o

1. ZH(potassium)™®} YEF(sodium)
‘T2 %LET)r e 6]'"*94 "]’EEO] x3shd
A

>,
s

Ir

>
ek
i
X
i)
rie
lo
A
o
fo
b
r o

ole} T —E——TL% Z ?T‘:‘%o] A& v AYEE, AZFAUYEF AF, 17
FHYUES AFE 4 £ FF904 JEFO] E@Qﬂ YA %2 AE T
= ye ko] VEFo] XdHoUE AFo 2d F At AL AT
2o, 3 e 71Ee ) 2% B.01.5139) HAIF AT

2. Zrs(calcium)

“Adet ZET vEY DE Z33 AT oo APt 5 A wE =
=g £88 Fu FUETZo YES 29 F Utk (HFE) TEe T2 ¥
Fdol”

o]} e EFE & EHo AFd we) nZE, ZEH vERIDY olF £
FFY, o}F =& gheko] Zr4y HEIIDE EgstE AF] 2d & dvkal HA
gtar gt e 71Ee ¥ £ B.01.5130 HAH At

3. Edll A~ XM (trans fat)?} E 3R 9 (saturated fat)

e EaAE Eds xwo] 309 AR Aol AddA Ao A4S
DN F At (A Fo)E)e X3 A W Ed2R| o] gloh”

olg} 2 E4= B2 %%0 3o nle) TIAMI EWd Aol gAY, o}
F 3o stako] XoE S o) AFEILE i

Aol o] FG AZF Aolt AR wekel AYHE FaAs)Ed
£2¢ E 4 9o
ooh e BIE Fxd PH Bt AMAAY I Ak, B, T2l AHeE
S glew @A, 855, WA, AR, Ly, AF0E Azsh BAdE Agd £
1t
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“Hol7l A AL FAAINA &+

“EA ANE AE FAANNNA e

“n) 921 A7

oj¢} T2 EFE 0.25%0]319 =T F9 B3RV TFHAE W, HFH T 30E <]
Yol #+7e] pHE 570182 530S o AR A2 + dth

o AUe 7154 F4E 2

r {
ol

Autts EAEL dukdFe] HY <t A7V dEed 78 E FHEE
Az vt 2 A9 17 AlE(Natural Health Product)
+ 7154 E BA 2 & Aok B3 4F 94F H(Food and
Drug regulations)®] %3 B.01.6039 MUt} 2Fo ARAZ BAY & 75
Eo) wetd FAHE =3 AR Bl wet 75 BAE 5 7g
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4. SE9% EAWCO (A oYW (Complementary and Alternative
Medicines) #ZAL BY

“TF9 FAARA=EE IF-FAAE A EQAT)|F(FSANZ, Food Safety Australia
New Zealand)®] @& 3ol oiA] 9EFE 4wt £F9 AdA R EA(general
level health claims)$t %3t 59 AZA R EA(medium level health claim),
agln B8 F£F9 AZ}AREA(High level health claim)® WFo] #Esti
At GuteFo] ARARFAIE FAC 7 ZAE FHEAoL Fn, 2 T
Z9 AZARAR BN E A ELAV|F(FSANZ)Y AtA 530S wolof gir}”

7}, 3F A 9 2%F(therapeutic goods) FI A=

59 A ¢ FE(therapeutic goods)S 23 2 53 #Ho] ojok 3t
o} Ad W A% = AXNE Jq, JAd, X8 e AEstAY, 284 339
Hg oL} whx]o] FtES }

7, el Al e 29 S daEsAY, 9
F2 FAL golud 9L oA 2ASAY, @Re 3

o
G AgAZE 215 FhA Aol g

1) A 9 FE(Complementary medicines)

CHA o|of&
| | | |
=2 HEH BEFS & T sELE Ct= Ot E| 2kl
ojetE 2itE ol 4fE 2EH| o= HE
| |
otg 2t . o|g
(Ayarvedic) 3],5': :i;*z FEX
ol ce o ojrE

99 ol AL 2 olFE, AE
FA, LW 9FE, olzvid ) AFo)

A A= gd 5 el

A%71s E/\li A dsh= 279 Tl
I

TZ(Level) Z7](Evidence) ¥ Al(Claims)
27 fA
aw pz | PSS g mae 73
. s a1 =
R (B Aol ohd) F4 943
s v [ AT AR A | 1% A3t
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<ZA ©E EA(Claims)>
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<FTF 7ls 239 H>

D 5 2 2%H(TGA, Therapeutic Goods Administration)

2) B 71 % AA

71 3ot

kis

H71 4
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ane)

|
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(ARTG, The Australian Register of Therapeutic Goods)
33 2 FH(TGA sl FA == dolgo]2=2 A, o] 3



2HAY 49, FFEE BE oA JHEES A4 TFUTH 528 wA E
= AolE AT ool A FESE FEN P BF JIHF FIHARTOS
%3l glofokst gt

® =F Ao oFF A A
(ARGCM, Australian Regulatory Guidelines for Complementary
Medicines)
T3 iAo E A NS EF AGH(TGA) 1A 34& AFHLe=z 7l=d)
ol Bl SEH A oFe A, AN, E&AH S FHIEF st o
w5 5F A UE A AAARGCM)S A A9 StER TAH AUt
REL> hA o EFe 55
HE2> g2Ed Ao F
HE3D M2 EFS T3 AL oAl o oF B2 Bt
HEL> FFTaY, A8 HHtE, olEvtH Y § EHXﬂ" oFF ¢4
SES giA 9 FES FAY TF A FH(TGA) A

K

EE

A4 AE dRHe TRS AAAGE FA AUGRGOUA 243 b
2 Algtel HA® AF, 4B BAE, 54,

R

B SAS] AFgol AA @
AMET2 FAE | oA tAbe] v A=

ol
-1

AR A€ Fed A L A
o}

3
T334 TF AGA A

<14 AF AE A=>
1549 Ak NEAT BaA, SUREeE, I Fu 2]l doHH|
o) A(MEDLINE) ZAF 2 QoFA, AF9 29, AETH7 BuA, WeE 1

A, BEAY(EAAR), FET A8, FEIES 5 AEE Qs 72 F

Rste]l Bb ApEel ARgRCh
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1}, A 9] k¥ (Complementary and Alternative Medicines)] 588 #4

D) AEH Age 249 B3

e = 3 X7 dHA duk $£F(General level), & 7HA7F SFEHAE F
7+ $ZE(Medium leve)E EFHH, AFH A4 ZAZE 2 FFHigh
levelo2 EFE 4 §ltf.

® 5% AFR(TGA] 58 23

@ 35 AFA(TGA)N] 5A8 AT £

® nAAAY AEHA BHole] SRAA A A ALE 1S
@ Be Yol A% $F JuAMdN B 08

2) Hetd 2A AS

o =0l FA(ligh level indications/claim)® /5 7] AsiAs TF Ao
A(TGA)l 529 o ekEolojol gt} watr] ukaFol= HEHA gfor, o}

- AW/ /A7 dH Y A B
- A/l o
- 54% we/muE 2059 AR
T 27]
(Level) (Evidence)

oAnk F3 [ AR 27 AT, BHEE AE g3 Ale AE5E
(General | TGA7} $918 4A/dF=E 59 YF(TEXT)
level) e A xS #H

T FE | FAHA jlo] T

(Medium | A

level) 203 gziol® BEAAHQ A7z RE 4L 27
7134 daA (epidemiological cohort)d} Als| A}

(case—control) AT+ T gst= st o) AE Y A7
AdozHE d& A,

71 W) e 271z AFE 3 S Al (intervention) 7t
AAY ¢= EAA QD (multiple time series)ZF-E A&

=7
=0 2=z [ A F29, EAE Ao AAAA AAreview)ol
(High ZA7 Qolof atn, 1 AFLS W (direction) 239
level) Aro)| 2 HAL §glojof &
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% o]
T9 7]

3k,
(FIch/X| B & 2I8) 2|t
xH20| 2 E)
(='8/502])

(double blind trial)o] o] ok
A
24

HA A H 2

°
o

Bt $F9|
k1l

HEY = Tfet

=
=

;§| s
Al &l
(28/Ee)

Forel
ool

5]

_04
Shot,

Aol

o) F

<A 9]%E ¥ A (Complementary Medicine claim)?] 3>

<AE BAY 2A9 4F(Product Claims and Levels of Evidence)>
kel

57}

o)

Fol, AlAl o3 A9 7]

UL £ EO| HA|
[¢)

HEN L& =ty 2A
o) e HFATYYS

25%

e Aot ohelsh Zol Hery 20 s

Fs
A

i
®r
joI

]

HEH A

J

B
a3
=<
Klo
P
(W]
i
w0l
H ﬁ—.
jor
=
w
Z0
®r
ol
w1

HET 2| 7/

(multiple time series) 12 £ &

oo
c=
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5. fEeigo MER tigHAl(health claim) Ak B4

“EUS A% A7 54T A3t 715 A 4 E(functional foods) BE F 44
E(nutraceuticals)oll AE3) s PELS oFF LEAAA &S AHo}
20109¢ EXZ AR Fo Atk old wet ARV|TAFN #F PEL & 3
o] HEo] ofd o8 HEY FEE e F I}

EUS AZ7) 4% &3 Hie BwEs Ao ddstd 77 SA4eA 3o
™, oo we} o2 Witol skl theFdt olslE LRE st Y. AT THF
of #3 oz Ao FolA 7P g AHEEHE Aode FHY JleAH AF Z2F
E9] Functional Food Science in Europe (FUFOSE)el ]3] #|¢td “Fstd o=
Aol s} L 1 ol AWIANE HAHoR AYid HAFoR, I aNprt =
HE AFoln, YukAE i AWt R JdHl aFdsE dd FEEHH, A
A& 2AAY B AW 7499 949E #RANAY dsted = ee T
2 F7elgta Ao 4

SEugte] AR sAEA Agse AF R HE AW HFEEA
(Food supplements)ol] &3 W& Az 2002/46/EC (Directive 2002/46/EC),
g ok /717} A (Nutrition & health claims made on foods)oll &3 HESQ w34
W& 1924/2006 (Regulation (EC) No 1924/2006), HIEF 3 mlulg o]2]e] &
A(Vitamins & minerals & other substances)ol gt WHWESN FHHEE
1925/2006 (Regulation (EC) No 1925/2006), $% 2% (Novel foods)ell #3g
HEol §HYWHE 258/97 (Regulation (EC) No 258/97), 54 HYo+ X
(Foods for particular nutritional uses)oll #3 WEQ A 391/321/EEC
(Directive 91/321/EEC), A% 96/5/EC (Directive 96/5/EC), AR 96/8/EC
(Directive 96/8/EC), A& 1999/21/EC ( Directive 1999/21/EC) S°|

o] FolA fEvete] UATIAFA TP e ZE A
(Nutrition & health claims made on foods)ol #g FiHo=z A7) 4 03%1&/1\_ x
Al A #a WES sl d9a FA(Nutrition claim)E oA
value)Z () AFsAY (D) T7F B 24 2 A (i) AEskA %
ofot &}, = G oUdA(nutrient)E (i) FalAY (iDF7F Be #dash JEE 2
A

l-tl
UO"

ﬂo}ﬂb} (i) TR = A& BASE Holvh A% FEAI(Health claim)s 4
E3 gEse Agnte] AaaAst S FAsE Aoid, AW das dA
EA 2 B3 A4 Aye 98¢ B3 Y F AL ®A

N O{N
=2
Rl
>
n{H
B
X
AN

ol
2
rlr
P
s
a
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FFa/A7 BAE AF B7/FC AHE ¢ doed, ARFAY 2o
U eslay] A9AE o HH, ol il B dAdS BYdeA &

=)

ohoh st 4] ATE YA FANAT & A 2ol dedg F 4

C QAES Boio] AFFAANE o B SEIL weA] Fbeh

ArshE, %, A%, ERAP, A5, £F BFE B Ak TY 4F 74

2 3 wEA Faop s Aol Hste] A4S AFselol de), HEd 4A=
Aste] Aol AFS vA F Adee EA} Bk,

ﬂJl

A (Nutrition claims)e] Z#d #3M= FHHEE  1924/20069 A&
E A&z Yot o] WELS 20063 1249 20¢ AAEHJLH 2008
19 1590 1x29 133 48L& vl FEsto] F 1070350l +HHE 107/2008<
23 FAHANCH FHEE 109/2008S 53 27/0Eo] WA HAT. A4 A
#3td EU APY93dE 39202 REH 20089 19 31971 AZAREA A
GEES AE wokony oF 44,0007 HFHUT FH2AFLXAH (European
Food Safety Authority, EFSA)2 AEE AXA 20103 149 3147HA HFESH
(Community list)S vt oA oo},

20094 14 °ii3 A EFSHA A

PR 2
SLEtgiTh ole] mEW, FHAEIEAEL

4 13y

o, o]t ﬂlobﬂt AE A, AFEEA, BA9 o7t TEEHAJUST. FH Y
LorAAH L Ak & 7F #ld (NDA panel)d ‘13% A7} FA)o] #3 7]|x AE 7]
Fo it AFdE A7 BAIE Adsta o oles AA HA2aFordAgo] A

[e)
— H
7 BAC Betel rey) Aol WEE ARE AFATFE 4TS doh

ogokriol ARTA WES 13% (Article 13 of the EC Regulation on
nutrition and health claims)e AlAe] A3} 752 wde] #sto] FdFL 2D
TREA dgo] @A Aot} 1 9ox FAHo|u FFTH 7]eo] #HAGH,
SRAHAAY AFE 22 AY F7E So)AY AFLEZRH AR 7Hed oY
5o #ogith, o] A2 ojHolole] Aoy A% = AHAFY

< XA ¥
gori ol A7} wA HES 13/5% (Article 13/5 EC Regulation on nutrition
and health claims)E AMFA A7H e #E 27 vgdats AL
A7REE doz g JNEAME e 2735k iﬂﬂ]ﬂ—ﬂ—ﬂ Aer FHAFAAA
o] 7o) e #AH AR AL JFZ s Avh. FHAFHAE S AH F
50 ool JAME HUFojoF &tr, BHFart a3 Are o Ao 5
ANLe o Zew & 5 gk ofA7R 8 FA AR, 13/56%2 FEA9 HR

et s FAI7F HoldA T

14zE AW 999 Aoy ool 4% 2 ARl BAF YEoR 20084

rlr



o

THAH ]
& #A3 7hol=Rlol E/‘l so] ot FHAFLEAA L 574 ool 2
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Atgo] AT A AR 4 5 Ak T, "~ ALY HojxE & A
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“Disease risk reduction™
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Ute] A7715AE A3 HES 1 WES Zo] v E 5 A
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= HES ggA/A7} FA A E(Nutrition & health claims made on foods)el
Bt HAEH FEEE 1924/200601t FHATS 20039 ABFEIA Hit9
Aoko] o]FA & 2006 FHHE 1924/20069 AAom 2Fo gt & AR
BRIEAC 3 HEC] APHIL U

B
ws wae 17 Mo BaFolct ]
vs wae Base 47 Jxol st
sy chaEe gMo) N E B
WEHLHA oNEEAA 7
ZE| 110 288 28 §NE St
(CBS 116.411)
ef=E WY Glols )  AdoRlE eFEE YRR 2 258 S=0f
SAE/ = NxE Bastiol e SACE A WHE HAET
WES NWEANGHOD/  EANEE Foln ME NWE WAL N2 Y FUANE £ IAS &
E/E T £o
ajoj 4 Bojye sy 7luE EECG
HIEF A HER AS AlZIOF S&& FOI OIF.S ZoIM T i £ YA AT
HIE}21 B (EJopat) Ejotal/H|E}el B1 £ Pl 47lis0] st
e - Ane 55 usAsT -

< 20099 FHAFLGAAEFSA) AAE 373 BA (5 4,18570 T <A)>

o] HE wWEd 13z dFds 7|54 A7 E A (function health claim)<
‘g wo] Eo} 2ol FAlo] #H3 Aow, ARV|eAFY A A

7S 93k 71382 FEAErAA o o duig oz wolgdd A& ¥HA

=

)
Ag Bz B7En oo Bad FHE %59 G40l FRNEFAH o)

i)

(ol

13/6%° &Fst= MEL 7|54 FAl(new function claim) &-&of A 3|0
FHAEFAA ] V&4 AEE ok 3l JAE MEHeR (EE AE3HA
FHAEAA NN AES L YT AATHE AAH UL

14200 slgsle 54 dAW/ots 43 3H 17 FA(Claims regarding disease
risk reduction and child development or health)= F82EFFAAA o3 H7}
o} o] AFH AFEE don A Pt F AMGEE AT 20089 104
FHEAEGHAA AN ok WAl FA 2T FEol FUHE AEjolth

S~

s

_67_



_ : SYARATH(EFSAIR TN AT
I AYRERE FEY X UBAE £0IF 2A% #52
| AIOIH otchaElo] BY  MIFES L= WER  4o4Set BWE0| S7 SAHE] AU HIER LU= AE
eHE @OIF 7t Boi=E 2] 7t YME AR} VEUEIX WS

| N AEyAO pIZE B
MEOISH DINS0I B o goiztg UNTEN MBS 2ul9 1T EATO YaS 247 BRLK 22

| He aaE Py g
= LGG® MAXe| 2H[9t $P3eo| 7{SiE0] ROI== 20| O T
E LGG® MAX 2T AEEHE RS 2AA7 YN §2
Elancyl Global MY =H Elancyl Global Silhouette®2| AH|7} AFOIL} M T= HXY. A
| Silhouette® 20| HAtE 7iH & 0] O YA AL YUK $EF

A= 7T BT BEAD

HA37H 8% IS HE £k 48 HE 7L 24
Kinder Chocolate® Y3 x3 oo 4Z A AZ
Docan Spray Cranberry 3z =2 AOIY PAQ) oF 7Y 4
| Melgago® 2 48 49 3+ -
| Danone SA. = o - X
ZY 4, 040 . )
| e BE. ISR O T S e #
Eye q® EIUARGAY, 0| AN, T 5AY  WEA /A
Eye q baby® SRNANAY, ool AMHEI 4, okl sBY  STNEA B
' B SRASMAY, OOIANHEN s, ZWRASTY 40 o
e STAMUBY, oORAHEA S, TUAEE gz 0 )
SEHAlAx B2 (strain PLOZ) (34%), HEb}
‘ LACTORAL S A A KISIA (33 %), HITE H2S O9EEY SXE 57 U2 57t
§71 P03 (33%)
o Shoms GafHolland, e 01218 um/AEd NOL 2y oY B2

<HHAEFAAHEFSA)Y 3 AA oA 55 (200849 8¥)>

o]9lo]| AE HZA(food supplement)o]l TEI HE, HER 2 oyFE 9 o
& EA(Vitamins & minerals & other substances)o| #3 WE, %5 A%
(novel foods)ol #E WE, 2ol 2 E(dietetic food)ol I HWE FTE= et
9 AR =AZol} 2 vHHEadY 2719 7154 A E(functional food)

F %A E(nutraceuticaoll AFL 5 ATt

gy}@,gi EUY A7 54F 38 HEL2 old71A AASHA A gor,
oF3t -"4 A8 olo] Uik BFItE vpEgo
= gAolt}.

s
o 2L
ol I
ok m
\] —4
N
3 2
x5
O_>~|_, oL
o o
M
i
—_ FUIO
o
—_ HU [
&
N -E
[‘m o2
EL

k)

o]r
o
off o g -
2
o
ke
ok

3, ABANSHE B WE AR Y= Ao
2 ® ) AR AR AR5 E
s oA #e @ Aolth. of WEE B¢ che FIYE 7|

; A7 WER Al €siE A7) 53
He Azse Hdol TAWT metd

o M
1o
2

o ol o
off do Sk mu
o

2o e
=

HH

o
i

1o
e
o
N
oMt 2 X o

_68._



AV A=7F 3L

]

<H
w

&=

)

no
vzel

o

ol

o

_69_



6. fing ¥R #i Y B

“ QRO RAVSAEL FA=FTAY #I o) SAHARAEAF(Foods for
Specific Health Use, FOSHU)# %9 %7]%2#(Foods with Nutrient Function
Claim, FNFC)2.2 E/3ch 4715 FL 74 7I€3I9, o199 AL &
BRAZFOR J/IE Yol 7|eAHE Foidsr”

7t BT e4FS HEAA

ojorE FY|SAUE | |SYRUSME | A=
(HZ|GoE R} FE%E¥ FHEsi?tE) Gk )]

N _ (] 2.5 3lOEA - —
gyusagay  ooScorel | agyeasEl
Lo

HALHE %‘3}35—7_]%3*1 OFA K|S i A|) AsRAgA
Zol7|EA A )

L E 3 AWAE Afolo] 75
FAE VRS, AFZEC HRHE LR
Folt, o] ERRASAFID AF FBI} FA
A Al o ¢}
= = = —_—

AAsE Aol =0l HE 2AF

oE
=l
=
rle
o

o

47 Aol U AFH 2Ae) 1xE AAE A
Agpolth. metd YR FERAL AERUTY TF

=
3
i
N
L
o 1
J

Lo
N
ol
rlo
&

=,
=
b
e
2 oo o
o
~d
1o
— \d
N

B
oo 3o
o
—o
i)
4 ©
=2
o
a
I
%)
o
hu
Ho
R
M
o
T& e}
o
o
o
i)
k1
off
"

N
=
ol
ol
L
)
to A,
vl

oft
=2

=

ot

kol

olr

=3

>
N
oo o
olf o,
2

Jm
oAl
b

M
rd
o,
e
]
o,
Y
o
u
(s
&
W
Y
4
[t
ox
f
oy
o
1>
ol
S
w
N
A
"

o

o
s
>
Q
N
=
ol
e 14

>,
o

i)

)
)
ol
lo,
> rlr
>

>
= o AL

2
H
o
o
A
o,
fz
o)
ofo
1>
i
2
R
2
e
ofo
n?
2
> Ho
oH ol
=2

e e ae

ot

ki T
pach
o
BN
A
.
Am
ol
g
A
ofo
DL > AL W o S op

MN

i
iy
&
my
rlo
N
N
m 4z
i
o
[
Yy
olo
>
i
Qb
)
=
f
N
Mz
rle
0
=1
i
N

ool rlr o
oﬁ B
g
A
oo
1
ot
rlo
A

. o
g
N
oo
=

> HH
ofi

fo, Qv

Y
oo
i
o
=
N
N
M\
odl,
>
)
o3

o
o
do

K

= |
o
e
r
)

L)
>
52
k
=
i —
ol

o

My 2

oo Mt o o XL o

o 1 T
o> ofy

A N
lo,

p
o A
o
O]
N
)
il
)
1o
>
)
ok

B [y~

2
(-40

oxl

ol
Suigye)
=1

)

N

=
)
o

_70_



ANZo wALEo 7t 7 A 1001E 9L A, #o AHEol FIF H2A 6
W olAS AFEn 9L A, BFY 7o) dF 2 $5E i g T A
o tiste] 371 HSsln Y& A T 7EFSE FFAACF

Hl ErQ B3 3.3 ~60 mg H EtT D 1.5 ~ 5.0 ug
o & 6l A 1.65 ~ 30 mg Wl EHDIE 24 ~ 150 mg |
bto| 2 & 14 ~ 500 pg g A 60 ~ 200 pg
blEF A 135 ~ 600 pg ot 21 ~ 15 mg
bl €O B1 0.30 ~ 25 mg 28 210 ~ 600 mg
| EtE B2 0.33 ~ 12 mg - 2.25 ~ 10 mg '
Bl EtD B6 0.3 ~ 10 mg 22 0.18 ~ 6 mg |
 HIEtmBI12 0.60 ~ 60 g oods 75 ~ 300 mg |
bl ELDI C 24 ~ 1000 mg |
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AER 56 hashd HAERI-30 / X} FHE|Z-S
. FHHE(ER) 42 Apoj2le ZU| 2l MEg-26 / CIotZ2HE-5
ZNFR(LETR 16 () eE-14
Hel(& =) 13 Atol2}E SO g AEHF-5/0|9YEE-4
MEAF(Y, S8) 12 awid SAERI-2/ Hol2[YEI0[E-2

ERRA2F9] A EAH2008'E 71E)>

_72_



>

.

37 11712 253
£RE 5 old

=
[

=

Al
ARALHE
ALAE 1174 EA7]

=

=

<

OJH o] E
AR ERuBAFS
2 QA F o] F A7}

Y. 7154 ELE !

|
o | T 3
B He R ol - ) L
B m Eru ‘Ul " E .A_.. :_o W_.u_ _.EE
b= U 11% ML_L o NINGCY w T
s iy od © | = N _ by —
E.D. 1FL — = OT.: ﬂyll o ,Wl ,UI - . m »AO O#E E_O o] 1:\_
=7 A I S o F Ee L By e s L ®
m ‘._U_._ 7 T N N . = s R o = W.ml .lI,.lc - o
ﬂ_w,_ N ‘D!dﬂ ‘ﬁlf L_L q el . On_ M_ = X© R Lt .w e =
i e M | I e B =0 o W M F oo ™ T o=
e L Ex [EeE R e |25 . I
o5 Mo e._uﬂom»lu] e . B Hoﬂ_.o = T B — © L T n°
ﬂo_eﬁl%wﬁid b iiomﬂzﬂo&r o = o Gl
R L AR | A T Sk [T
G i ii 2 ol o= =0 wrw-m [ o T ﬂfou Laﬂ B[R MHW_
Mo < oM = w [ & |7 or[X° = B ol - o ok T oo
A AXE lw ) B ) o [Ewm | Ee = B E u
= %m e 4 e ﬂ oy o . 7| = e or o ﬂo T\ = ul
I g Mﬁ 7 | i o ) P e |32 A o
W r ) T < ol = i LI b N iy
4_2%0_236%% S | — =% o w e ™ e o U E
ceyiE Eoangis i3y |SEE B LF
pw e e ol | ST i o | e W ® o |ul s
o oo T o . B maurqumol = of 0 o 4 ol
W ok or mTriL <] =0 | Ml do HH o R W W x T Mﬁ 5 7o % i e Hio dO% "
d.n_rmEo]E._ﬂ‘mﬂdux ]o_eMm_vL: ey ‘Smu.l & T 9 A ﬂ,ﬁﬂvﬂ
ol @mm%ur% o R N wOR | 2 DI [
AA,_U%]UH%Q].E._Z]M,D;%H = =
) o TR R |[E o | w T TlE Jai S
W p = B Mo ¥ HI M e drolMﬂ
G 3 e I e AN g ) i
N o S g S i G
ol|J Ivm ~ / “ULII ~X -
s HH ‘_.__n N Mw:__ Do w | = ) _
= ey ) bl w | X i
< o = 2 i e ol T I ) a ®
bl X X / ©
e, 2w |2 v e’ wo | M| | ®
XO Hip <] < o A No = = (- He |= N
- ~ 4] ~ wm o P Kz upy 7 73
o X = B - Mﬂ 5 N ar < Hio ! oo = T ok 1ﬂr_
Woa |m o Ha|oE He 5 P op o | @ %0 NG S i
C palcr i i & N ul]
SO el - o 1T Ao =0 J|J i ) oF W
=l=r % ® 5 = L w W) Hn
X i —_— iy =0 = O_E —— —
T ERT 30 A < <7
o oF X| B ,HA_I < Hel 5 A
Mo =T K o
o

- 73 -




;g—

al

FHAoz WA 5

[}
=

il

Ej ol

A2l

A

CEREDIE

A5

efol

AW

4l

°
=]

A 7}

A

=

A 2HE

°2 [&

FHAGA A

=

€]

EAS7H &

o

oln

)
N

il

—_
o

ey

T
o

Al
ol

)

LY

-

o

HASL

A2 (ol 45|

2) FUZHEAT 2 AHEE 9

H

o}

!

A Qg JfAe] o] "]

RHAN Ze g

o] t}]

O
H

| =2

E

1

(viv=ZeEn s Fal

FEA 572

pig

B
©

=

—t
o

o
N

o}

o]
ol

.

kel
H

HAdol o] HhAI g

=

5}

RAST

= HEE

el7h Eo]

M

j—

WA, JHAQ

<
H
)

Py
file)

El

A Fo A

BN E

o

H

H7A8E

A& 7 d CCME &

- %

3

ia= gt

o

_74_



BALE EAF NS RSP
‘E_ D:v‘%_ =] o :_—L_Oé_ _\—5—8— = —“E—

i _ M7 Qe AR Axtayd
B EF (2 sk MR g ARIAL L e aaee) o
N e =1 0 U H =1

o] Aol AeHs AL oy,

5) 3¢ Uelo] 5 Fe AE
FAF Yol 54 G Priag 0%
of Y& YR AL EE FBA

FetHa s BAE 7o) ek

3t 5 1= A= 28
S HEg A Fos [FA]9 dlo] HA

BA8% EAHANE AN ZI

A-RER o=t 3 N .

, gHE AYAD AD-ge] Avhol
e} wol Zolxs A9 Atk

6) BBAE AdsA 2dstcH = F AF
YA E A 2Asted =€ Fo AFeZ [dFA AAe] 2ol &
oA Aget AFoltt]a st BAE 7PTE H4FE dadgiE™, F24
=, 2dHR 52 @ HFolt
RARE FEAH 7S AAA FAE
v FE8v 9o F4E 3ot &t
I T AR(GAEYEEND S LFeHEAE S G dofolu; Azt
g of dRAo) AAzole #9 A4l obdUYTh
#o] Al Lol sy
7) Uz EC] 2 AFRI AR dHE 2dsie AF
HEEE FA 37 & FEREXRE
2 wEE 39 F5E 238 &
eoua = AR(dasdgaEDE 238}
of Aol Aol 29 A4
geol Ao o] Ak

B
e
™
lo
N,
ofr
oX
_H}].
R
Ui
r ]
i)
(ol
old

A& 3¢ MFEAAE ched 2ok o 1Yl Benbeh Zo] 3ty JNF=

AYe A% o) 6drith ARt BES WD 0% B



A Ak o] §

EICES

[e]

a2

==
=

Xk
2

IR

[e]

LY

gsu - A2

1

A

AR

1

)
il

&

r,]_o

dA) 41709

A,

3 <
™ el
Y i
o =
H E
~ =
Gy 0y

|
= G

=
;7% I
vl Mo
K 3 ,_uﬂ_l_ or
C TR

K
R ®
w &
ﬁ T
kg e

,AWL i ~ %
N
o B WH Mo
r e
o ) Ir
AR
Z, o O ,_b
T K
A ) ™ ofF
BK N oy ]
T N %ﬂ
o HT ‘_lﬂ_,l %o
Wm_v - ol
R T
R | ol
3 3 .
x Tz =
(ay oy

ERA] ek

)

Fol 7b¢ @ ot

o] AL A37F 71 Ba o F A2, B2 A4 &
o] Az sle] €

A},
Folth, 597492

[e)

=

i

°©
psd

=
=

[e]

=

A2l 80%
H A5 o FEel

714 7

=

=
[e)

.

o
i

) Al
&
1

7 9
]

=
aa

2 X

T

L —

],

2] a7)9ke] ApE st
& Anzbe] A7) o

I

4]

__IJ_
=

=
39 %7}
_76_

==
Fol 714 B, BeoZ B3

A4SF) 7HF BRAT 20004%E A3

ol

o

=

o}
i

]

=]
i

]

A
a

st A &F

5

ojt}, 3¢

o7 vy g

ok Y 3

A
R

o] ®HH B2

(3

u] o] )
2

ST

al

al
= A4, A2

t}

AA (20008 £9] EZ28 TAH 39 51.4%, F+&F 28.3%, 2FF 19.1%, 7]
1

B} 1.2%)° of
olg] ol 93t 35Foldol AXA

(o]
A

ARA, FaATN MEZE FHAT FAHES
O

Az, oh A]7]o] FA9 &F7}
AL 199937+

dFA,
2) 29 1
&0

al



A A %

M4

N Ao

7B A

lﬁﬁ

4 ’.1' Kl

W]

3]

FYA
syt B

B o

(sh-5-olgke) 32 A4)
CgFAbedel Eekis sl
AE &,

§7] o173y

|

—

§F2EAA
CeR e s MEgah
o TP AE W

AR WAL &

g Fals

i

—

s A A A
74 o 8l

ESIERVA || Bt g

DA ae ol ol Al

WAL A Aedd S

A, SRS E
X

t‘j’é ?}?‘.:O‘] "é}

&

$7) 5. 2001

A3

<YE9) Az FFo wE =ATIFE e e>

<HRA G G e
_ - Zis%
TR AR M= =TT T 5 [ 2 [ 1 ]
1008 | e 112 128| s1| o1]| ss8
1997 | 7ol 121 131 e8| o1 391
A 1908 | &7 | 18| 128| 77| 01| 389
1909 | sol| 112 25| s2| o1 380
soon | se| 13| 30| ss| 01| 388
1996 | o7 | z2| 2| 234 11| 425
1997 | o6 25| 1a1] 234| 11| 427
B 1908 | 06| 34| 138| 2e9| L] 438
1990 | 05| 82| 13| ue| 12| 449
o000 | 05| a1| 137 2m0| 11| 454
2AA
1996 | ool 02| 29| 90| s7| =207
1097 | ool 01| 25| 83| 73| 182
C 1998 | oo o1| 22| sd| 67| 176
1900 | oo o1| 19| ss| s3] 171
onon | ool o1l 17| 82| so| 181
1996 75| 146 298| s34 e8| 1000
1007 | 77| 138 207 sss| 1| 1000
7 1998 74| 1563 | 284| #410| 80| 1000
1999 | 85| 16| 27| 436| 75| 1000
soon | 60| 146| 28| 438 72| 1000
<KQE dxyd FF uE =AFFE Sdve>
3. FAE Bdce] F48E 2 AFAE
AR AE pR=o) FARE D AFAZ i HEAY SH
3, AEEA FRAAZA 3 nwr]e] BHRA=HH| st

e 2.

_77_

S TR
A HH



olX

D FA4E Bz F238 2 JASAx
BEEAE) FEA

"O02()) TOOHAW). TOOHEE), T AEAF Ex HI:=
BaolRe Ao t A5t TFF AA ZUletsE F _
A AAZE 98 &% 49 A7t 9' Aflr LHACIAE AEE FF

AFGEY oHAE F U JeBR 53] WA Ao £ FAMY T8 Tl

2L
= wAe /g 9eot Ak

TS (hRFEGES) 198997 19909 dF9 Zlo|=#(guide line)ol 2}
T AR AFaHFPAE T27] A AERBARAOIRT Y FT7 v 7)) & FE
skl stk TR & EAA G AiEst 5o Aol #Ad AR, (A
A8 TEHE A A5 AA T EAGA At A, (RHES)= 4

Fholgelol A AAFHL A= Fad de aokid vt 2ok

AR
() 2 5 BA A% 320 FA9 AA7 BHH Qe Aol B,
® =AAA7 BFslor B,
@ 4 ARPLE BHk T

® QA7 AR gojok T,

(2) 44X B BA 4% Fere] Aol WA,
O Az B3

S B3

@ g 252 AL

22 =z

O, WMo

A2 o

AR (FAE BF, £ A AT FE, AFRFA Y A
A &3} SHY7F B F&, FEHY, #4949, A &

2 AAR

FAFAN BEE B ALgsAok T
(2) Zefolz A= B Fh=, A, B8 FoAA AR BAsCF B EG 1D T

__78_



(3) ABAY 7w T& A JEsAR THedrh BAE 7] 29 2o] AE=

o 3.
(4) ZB| =} A ‘:]'% AFS BA B JEEHEY, T2HE 7))
FRFA Y FA-2ANA-AEA
Q FTHEF
@ AAAH
@ %’Q
(5) FAIY 27 e RS FHT F e AAE AvsoF .
O ddE
Q@ FBAER
6) fr%s 2 Zolg=te] dgo] adt
X]'T‘Xﬂl_. FEFEE Fotsjof g

@ FEYANA £, AE 5 933 84T ¢ 9%
U A4, ST WA SABAE S A& RIEAA AT, 12
atol GUE FLBE AT RAABIAY ALGAEA FAA o) Fehn

sAde ATHER BEFS LA oI PpRARRCRS B 2(F)%

5 o2 B RevtzATHEoIR TotEAGME, 2 BASE 27k
AEE WA 100%vt2AHER ] vhzARM RS AL EAR AT

SEEEEEES

AEAA N TASHEA ) #F FABAYTY o] A Aok o] AR 1969
d 7HE FAGERAA dold gl 178 FFEAAA(ESF EVLE EH
o] ol Efo2 FAStY #efg ARDE AVIE WA FRCM 9A-LAd
olF Zt FHEE o] AARAPE AAE 71A 1995d 108 A= FAdwFe=
e A o

%207323%9#94 TAE AEIANPLE AAPAL "RIEAEF B FBRAGA
3 (1962dA1A)0) 3 Fafgo2AE A, Jit FF A5 dvf R FFH

Al%xl, A, Aol dig wABE, AA 473tk =t

@ IRk

CRCRCE AT A=t l‘ﬂtH T ol rt}aw At A &2 A}%x}ﬂiﬂﬂ BE 2

H-_rﬁLXﬂ &}7] ﬁﬁ}oq q44 = ﬁ‘%‘ﬂ% #Xéﬂiﬂ%’%%ﬁlgl ?_]_Xo‘%

__79_



=3

b AR
FoA
~ ]—(ﬂ;(]» T} 3
Lxﬂ

83

1—7}_5

pzs
ol

TFoko] =

13 =

el

Xéﬂa}%

aL

[€)

e

0]

}Lm...mﬂ_._.; ﬂ\m_ﬂ‘m,m;dﬂ
w e X = BT
= = 6 w_ﬂ_ﬂnnMo ~
o_ao__ou = 53
—_ %Eﬂ.ﬂ OtAx_
= o X 3 o oo B .
iy < 5 £Z %
T i (01_15.1.2A1_ cﬂo ol
T L B oy & TR ° t =1
ol —_ :-LO}J:]:A = T ;
T P * R g e B -
T, o~ EWﬂnunurs < . TR
&Mgw Emwwam 5 T - B mE i
X o ! j— ,In 0
N XD ﬂﬁmmuum;w ED = g W N A
o T TR ,wr.lo qumrm o = N
mﬂﬂﬂﬂ :i,.z_.oﬂ%l,u_l WM_-;O ~ MAo LIM,* -
s o ) ol Ho 7B = X D o Wo 50 oF M@ K of "
Gl wmae T EES gt T T 3 i b
,Eg__.m‘,m:_ Mm..ﬁﬂm_mnunhm s Gy o oy W_.uwro@nr "
4 mw N = Tl Ul GG e K w = A oy T o 0 = >
X ) T ™ H B Mo & = N fo G
& i 9 Ko =5 W ) / n
1ruaEWMﬂ ,m.__lﬂAioo»ﬂA_uL_.a H gﬂ‘m.ﬂ NS Holm ,Ul‘._.m‘ml__dﬂ =
A.oﬂ%% _Lnﬂaa}l% i " L — M o
T M . = %M_MM M i W T o R = @0 < TF
ﬂ&cwﬂﬁ_ﬂﬂ ﬁOMJ-.HHMOri ) _/E-# ‘_lwwo .AluE Z_wﬂ :-LL_L 171A __01_ 5 N
T R = X = X Bo e o] T RO e
ﬂmﬂﬁ%. ﬂoﬂﬂ_ﬁmxwﬁ G u__oA N o ﬂaux_:l7m zo
Z_l (ool 1D.| 10 ozl ,_n.\,ﬂ o 0 i .AL _— OFD ] ;o.._ Z ey ﬂor T O_E
T K - — ~ A.._ t O.M .Aluﬂ ™~ ~0 ~0 Jvl_ - T R Orl —_ 5 —_
TR o 2 e Mo e T 129%1%ﬂ D
,.MHI :.L HAJ _.E i < ‘w m [N _L.\.__._..*_ n.Aro ‘_._n-u . T o_H E._ﬁ He lo MWL _ZT oﬁ = o ‘Wrm = o mﬂ
ﬁW%E._& L_Lﬂw@%@&: " o ® N T T & ﬂﬂm%ogﬂﬂﬂ s
HH_I_/a_u ‘._'Al__ﬁﬂ,.__lw] ﬂUrM,OI i ,moU_HIL_LMM ofr 5. Eo\mo,_l_or,u__/l‘._}a,l_l N
ﬂip_]h ﬂﬂxﬂc_auﬁ_. < — T <T or o _%o"_nz =
e Py — %.]‘#_ =0 T O © — — N o ! 2o X =
g.ol,ﬂﬁ_.ﬂ J_AJ7|L_1_ s o " = = or o Ol o X & W_.u _ZE‘L._ENJ o_Lu_H_A o oH o
xﬁ%.:nﬁ mHﬂoix),dl.ﬂo o & W K & W) © meoﬂeoP_uﬂ Uje
A @no_ﬁ T He ol R Tw T — 2 J| e < ® % D & o
2 R iol__fb%mo = < T = B He T mEME = A &
Woor ) 3 I o L ,_ﬁam_ < 2= ) ~ T _ . Ne i = N A
TR W ] B o Mo =] % e ™ . or T n| ojn = ™ -y
v a < blo o o) X =) o = & % o] W Jo R <
e I X o plo —~ H R o % . iy =o
du‘od%Ea ﬂm_.%u_.m }_.,mo,_oh Hlﬂo»o_ N«
C g Bk X & i 5 JEMd T
K X 2 B = O do o W o T N R
<A A ™ n { o <
@n_rm,mo oy By o 3 E tlo P - Nd L] wmr =
(IR = m o T = ,mﬁ}@
fo TWER = N g M - =
= T S = A o Fm o wl
;o,lr Ax_ﬂ_;o ‘I,ELV Eo
oA N T yj <0
@A;Llonﬂ —
_HR] - N
o .s%on%u re
_‘_,|A_I ~
il
& <

=3 =
ooﬂ 9)10%1\1 O];i
- 80 -

}

A
bl

3

el
‘ﬂl‘

A
a

EA



FEITl et A, ASHEDAR D LEAAA TeA 9S Bt
Qe AT o WE A E 4548 2 28 5& 24102 A2l A9
At vest 2o Awe 3 Tk AFsE Aol v

@ A 5 EAYKY) BAHEH 5o B

0 wA A% 4B B2 Adscd deld A e 4a, we
BAANAS, A% AR, ARH T AAFYHE FAHAA WYY, 2

sl el e 2ol e Aol wigHsth o HE) ek FolA
oele BEL AAA, 244 AY, B oA W delstld B

e Aol whEA s

® A 5 BANKY) BHESR S0 ANGD) FA

7y FA B3

. A9 &

ok FA 9 tE A #E A
2t FA S 2o A A
A T BAIY S B

® #A 5 EANE AL

@ EH%“J%«] w5 o

259 EHBHHL O 27 HE A SR A AFemAe] Yo =
7] gl &, X, & § EE gAsE AL FAAT 3 YiM = FF
o] zpolol| 9s) AauAtNA Fe FAZY olpAd A dAE F= 84S F
/\]ff}xl e AozRYH 54 93 ofdlA AAEHE A9 Vx7F He AF
of FFol dalAE FAse Aol At B HA, GE AR WFFO
/‘B*& ol Hi Qe A o RAXATE wRFel sl s aeda Sl
& Fe, 4%c t2u Alg@AHAME Aol7b Jeorz miFel M=

47 5 BAE AR g wEe AUE 333 kel T o] ngdsitn
Ao o MEel EEel 2PEAR) D ATIE AL Aol @At
o},

@ EH/\]— Al O_Q] /Kg}\]-x]oﬂ_q] H—LCH

g %0 AAAM SR WAE F&AS s Ro] Basi,

© ArgF#(HS) By Fol # A

o el gatel glolt ALE ASHY F vgYEHdN omd 53¢ v
A A7 A AAEAT oA FEAAE ASAN AN S, 227

o]
3 2 480 3 dAs 5 9% W7 e Aol wFAFT olsk Be B

AolA ohdafe] Aol g ome AW A3 FE o) vsn
o] A% The AR Fol Wate] As) T Aol mpgAsTh

7b Eshd(Y)E S8
U, &34 AT 5
o AtRFA e A

_81_



Folahs AtRe] U8 D Felwhgel deiAs AGH BAE) FY L AN
2o 2 94, A 5ol 92 & AET oJuP ABFe] /1FL A T
Aol Witk a2y 1 ugol R Hof Y ASdE 1AL BF ¥
A% e A, UF Sl AL A FANFE 5 A4 (54 F
7o NzR, £o 1&g B AR bsdvtn 43dn
@ WFaS A L £3 5

AAE BAGE A9, VKT FHHE AES 54 33S BolA e 2
w9t ol =2, AsA Fo A%, w4 £E PES 5 gz @ 488
594 21 FEBNGE A% FHA olTolAD Utk o] Wl A
o 23}, 4%, Wulol W] vhe AL BB 3 sk ol v,

7 I, BES(RH)T ANI® B DA

4577%) BRAEATY 5D SEATEL A Aol AF TS
ME HAsE Aol Wa)dl s dPAeoRN 99 de 43 5F TE ¥
F 5o 99e A% ¥ 2ol Aesi
g B Reld w9
e 47 5 EAY FAY P
s

el oy 4% 2 3 87,

olml AA T FEAIY 73
O HAE BN e A7 v BoAA

A3 BAEHE sk A gl e siFAtA T

A
- X =
© dFA%e EARNE ASHoZ He 4gavd F& 4A E= AFse
Aol oA +% 2 )

&N B FHAATY

(53)

A1z o] FRAAAFHCIS (Fops olgbn e FIAEF L FIEALAY
A10Z Aol FAol 71date] 4% BAlO] Be AGE ARFE Rl g8 U
Davze] 449 FEAGL REsT 4Rl T 0 FUAE 3R

_82_



ol
ol
o
(L
o
o
o
Jo
f
ol
rlr
P
o
I
2
o
u
ok
ui

[

g9

A2z o] tofll A A&, o] A gor olfH= BMBEWHWEHE AN A&

2 A7E S 2o o] relA AR & iRkl diste] A &S

ﬁ*“ﬂ‘}h At (R0 A 4EE AMEE L ‘QH ZH|zte] thste] A &S dfs)
= AL o0& AYOlA = AMge Ede BT

(D2 EAALD)

=131

A3z AR AP EAEC] oA W A% dAAE AT AgY 48}
o A% BAG BE TR AATFIARFH()S AGFHelea Pl A

2 BAAEE ol8atd Thg ARS 9RENE Ry 47 TROE P B
sof gt}

- A8 F 2 B9 8% Sog AggAor A3 AL

FAEFTAZ 23 uHia7])e] BA=S

BA=grt APHa Jriets AL 2HRY SHoA BE &R AR BAH
o] & Moz 7 Y& A ARE HEF7] fjFo] LBjAE dedk B
= omAZ F{Eta v Aol AAoth BAn ojuA s vHABHAFAA wi¢
FA8 "HulolA Rk A5 o] BP=TF AFstn e AR FolAe B AR 9
o] FEAESE ERItedH e ©A onAToRE BEFEStL U § Zo| E9

53 A&7 Zo] AHomRY B A o] A G I gl
A FEIEHE Hate dFEedAe FAAES 22 FRHANFEAZ N ZEA
H o 23 BIA=3Z A2 P Y7ty F4o 23t Hi=3

FAESAE AFuA

aHlAghe WAL dolAHRAAYE AaEe Jn Ll M= IH
3o AR dukielAl & de BAzoly. Ly HLTF ouR 4
718 wabe AT disid e HEs] Aol A dnh drHoEE B
ahibe] R4S 1 ZamolA vSd Harlz gl v 19654 7HA = av|
29 §4L& 2AWOR FEI] EFHO Jn BHIAY FAE s HskA @



gy AFe] AR A e wte Aol =Rg mEk Wi HHE By
gk oobd T2 oAM= T3] UE F A HATh £ oAbl dEME A

A awael &g FES ARE AFste] ok £ ¢ Stk ol F7
A A o & A -5 TaMd,, TTHRZ, Bhe oFoR

o
HE AHE FF AAL AN D &0hH Aol wdie] Ae) ugzw
A%71E vkt AR A= AHdoltk.

149 $87Fqe A 54L& (HHRF, otk AL EHHA o]
AEE WAL Bade) SRY SLAGE AATE A B G853 B2
AFsn st Aolth AN AVIRE AF FoIA HAA§FS AASn
T Ao aste sheds FAe aMa Hase oud Fs} Faw

A ZE =0

o]d7 2 wFo2RE 1983de] TawHnr] 7EFY 3,y (o5t A
7t APHAT 2ARZAE BASAAREET, MAATddsE2HATS, @
= *]91 AU, MASE AR, Kl 3L RASREA8E TS
g, S8 ols], BEAs), Coop-1Hl, Audel A4t #%, vl aA
%xﬂi T35 Sl

A 3719 HAFAH

<z 7] A sEH} 2FE>

ARABEE | Sam sEan Q9 el S

4 2 3 9

u) & 24 T = ek &=
o | I I
7} Al vt & 3 A B =3

Fod e oed 2o
@ 3G AL vE 2aE =9 W, wHAde A3 o muddteR) 4
ge AL At A FAEHREE EYH.

B9 AARE 25 1719 Aol FelFel 23R Do
of et 28, TaFA@N AFENADE AA e,
14 B8 2RE A58 H2IAMIAREADC] S71H% ol B(EH

_84_.



® dEASE5FANAo] HAF FFol G2} AFQo] TuMA ), o =L
Ay,

® A Aoy, —H )z g,

@ AF9e wao) et YelHe FoAA T nr] FH, & wrH

d9o Ao R g mEP (AT FA, & FE AAMBE

E5 ol e mHlAnr7F AASA AFHA AS7HE AAbste AoRA B
HEA =7 M2 AX o] vk EUHAREE BAADA, A5HF "’Hﬂ ARt
Ao gdol 4 15 EUHE AAste] Fo3o] Bastal gk &, fute] T

g A0 WAFS YoRE 593 AARA @2 Y ﬂrunw Fjol 7o)
S Qe Aol WAlth A&7 WH) AN 5TIANY D Fob
o ome 2ed A9AE olRAg £ Ak

DAY EHE ARESIY, NS Dol FAE ATl $He} gow
A AGEA, S5, BAEAAN A3 E& FA7590 9UA0] S Ao
o 2 @AlA Belgel AL olRolAm ol Ae MFoR EFARF] o]Fo)

A U,

ol¢o} T2 mM|Har|e FHTY-HFo] RAXHLE o|FoXA H AL Y3

o ZA7} v $ A}, E3] AREZF-FE-aH 9 7 dACdA BREAAE] F93

o] B&old] 2FHQ TS H Aol uMH LI FHAERFS 7HedsiAl & A
A&

ok, olH @ gEolA W HPA HAHL & 4 AUk

tlo

FAHSE FY F¢o) BA=EFH

W] Bdese ande) Ha7] AdgAe] we At AT 2
A7) defd e aniAtel] iz AH AR {FA S 7}X1 ol ﬂv} o2 5
Ack BdHoZE 1994'd A7) FA

dejdol 29140l a & o), AX AT 4F w0 FF
THEHAES Al ok 28y FEFrs 98 1,300 A

HAE 1 FA g FFAAZ ZHlEe] AR ¥ Ao] Ande] Ho FA

2

W az], = FH9 Tuwik, Taeu =, gax EHY31 Har)d dist
o ¢ £ FARSE dFe Ao AFAtn & 5 Atk ol L u]oA
Fado] BEZ & Au|xo] i ﬁfr]s:zm% \a A R oh:}. oz o9 e
AFBRE oJEA YA Te] dAse] 2 AU F2 FAA7t Hu Ak 2



] &AL

& oA &F oL o Fag "Hreprl Hol 4 Rojn o
ARFTAME FF AAD U 53] F¢H, 2SS4

E ] 4 ZEZ AASAL Atk EUdA S 2nAke] AlF
dozx HJF7H APHD =
Abdde), ¢HdAd, FEEES =
719 tiate] Artel A vj7bx o) BE o

=

RCR =

ki
N
N

| _\|l_4 B

H
of\
=
[
o
»
do,
s
ek
19
2
o
£
I

ox O Rl o N

o)
MOk ot of o op

Y
)
il
i)
18
B
v it
il
ke
p'L
e
o

.
i
e
of\
lo,
B
=
=3
=
ox
K

o
u
P'L
K
X0
0
o
vy

d oo f X
e
c
(]
o
>
s
X
=

fo
kel
ol
lo,
el
v}
flo
tol
=
el
2
>
fuj
2
av
Px
il
tol
=
gl
2
X
=
_l:{o

e e
2
)
of\
ol

O
o
)
o
2
o
o
ol

=
4
poi
o
f
ol\
i)

Ir
lo,
=)
2,
>
S

ol

2R
off Ho

N
-

RIS o
. o
o

Ol
o
S
o
kY
%

flo
8
ru
o)

we
ol

71o] digt aud} 2 2HHA A
arch FF Z+ X)X an@H g HAFFo] o]Fox
- A

MR A -

¥

o

1

i)

\[ L

ﬁ.‘

k
Hx
flo
)

Hode =2

Lo A
il

>

b

i

°

f

N

d

?N

o, 2
:Emiﬁlr
rTSHE
FO[‘

% i)

rlr
N
N
2
o

oo s

Is)
Zol A, =EEA, §5, &HY 7} dAE o= A
g7y A &H)7F A or Wojx e §
e 2 e gt & & do. #2 2
*e AF AFHAY BRd=se= E L
g zA3ke] g4 (leadership)g 771 B@dt=7F 838 &40t

of o T
‘:p[«
Ly
2

i o o 3o
5
2

X,
.—ﬂrzi
N
L =

_86_



A2 A T 7T FAE #E 24

ZUYAR = 7|54 L 2 2AEL &, HX, & MEF, $ =
gt A&, 94, ¢ HEHY A5 DA 24 623 F UFH FY 58 £99
5170(82%) F4+gol 54 ARy % AaFAE & AFE M e £F A
7 9ol BAGE A4 T A S Bz A7t AYeH, eF

lo
.
o
ﬂ-llﬂl

Fol A% A9 o Alxﬂ7 FAE FAG FoiFae Al Bdrh 2AME 18F9 ¢
e ERARY TS eAEY vude ZFZR3E AFo] Bgern, AN 17F2
dafe A% 4, Xo A7 BAG V)5S BV AlFo] Bk
| 2= ETFAE
— A 3¢ =7 A %]_ A Hza =7 -?_]‘
= AA AL &
R - L
_ g Qlak A7k AH2
Gl
Eﬂ-z}\}._‘_‘_
N oju] At
& .
oo = At AA ZhA L) A
o 2234 S
o9
ik
g H.e ujj o} H¥E 9
ok =57+ ApEA
AR S E
< A S
gh$- Aoz A
7 22l 7
SR
o OH—C,’— o]:/\g% A 32
- HEAtE
| Aol o
A} o) A A
2 | e + ] |
. Aoz
6]—_?_
oA =228 |07 A vlsx
s A | 4 (mg/g) | 59 whd
==
e EDNE]
el N
40
G (&Y ATAD
715 2
e NETES
g3
EEA HEAEE
gho. WA AR AR
g
£ =4 FEAlE
e

_87_



_88...

Y
1+ 44 T o4 =
Tor - T Ho TP =
H R B 4 Ha < ™
G L} ~ RO Ho
T W ~ T o £
e ke < Ho for N o
RO s T TN =
™ o i T W mr e
e o oSS ™
Q] olp N~ #o ou T GRS to  djo R -
b W — B W 3 V‘_ o = wﬁ = ) fr o W e mm mud M W)
T zﬁﬁ %Iﬂ:uf. F oo W D g B @%M Mm Sy _Aan,a_,om_x %wl.
o H e kL™ ORT X GO - B oo KW o —
_.c"_ M m._M ﬂ_l j— ,M o Uuu Nﬂn_m — oy ,zrl ‘H_|o 1LI1_| ~ . X0 _xT.c _E o Ay ~ ,% 17_.0 1 MA_I_ ~ - ,UI
il IR . o ®IF X B N ORI e o wn ) w K’ A WO e
=< S i B R ) H YT me B H N, TR [ TWPTEFST T
" W || o R T RN XA I R I ST R O T e I I V- L L T
wr KMo || Be mh|of o M T oNe| T T O AR T MU AT R |FEE TR PR
> 3
&0 = a
N S = X
T
W £y i
T AR = A w
~ U W E
L © = Qﬂ —~ =< a3 —_— —_— _z_.o
CORIE i 5 e o -1 B >k AL B ) TOE RN W FE
™o o (e o (7Y m woa R E W R N T U W E TR e
4 me N Re|od B We e A PR o or N o o) T An o mm o
~N L Tm Y




A== 37
Az gmopst

J

s
hos}

I

AT

o
o T
T o=
™ TR
" TR
w B ook

<

A

=0

]
o

TR

w713 A

o]
.

mg

mg
(681H)

mo
™

=

® o A}

o}o]
1E0kA)

i

g

TR

il

g

el

I

® Yoo

Mo M i
o %o

2l

A

..89._.

AR




o
my e .
= o Bl R X
i b w Rl R e
il 3 & ~ o owr
< W T o iy
~ = H ™ RO = A
Cl iy I i w &
™ = T e T "
ofF iy o
- T o omw @ Fe T =
o il PTHERx NTp mazh B zo
o ey B ol s BAR = ok = = T D o= dr
N ] N EY it oo D N T & N N <] =
= L Sl [ W TR T, o = = X ol
T om (T T RTT g n_cuatwa KO T S = W T O iy
w Mo B ORE Ao L K I T I R eI T | T P B A =
5o o 2 T eE T AT ARLT AETRTMBEIA® 3N ® T oo o w
o T O%F @ |[RME o) ofm R OE R OM R Nl T OO® T ONe AR T wr
N S - - S S I R 2 mr |eihrr |emn
‘,Alo_u H — (@)} Qnu_ — 40 — PM ol B ﬂ 1o = ﬂ;o _I ﬂ o _! ﬂ
HE DS 8 s IR E S8y S| < TEATTE R|E T A R|®E R
» W T o = g |2 |3 [ ~ s &
T e E [FJ A R A PN z L g Lo s
=2 N |ufE - F | & [T eelw el & = 2 B2 B84 | s
of & W =|W rin Weowl = @ FE R~ Gl - T ST S|
< = Dlay & 2 o Ho — = Hp
o T mr i w97 BE + W wr N R A
~ W U ol B P OmR|IT o0 m..ﬁ Ho o T e \/ T % m o T T T = m
W (pERETEE e PR IS o T e e lw T Al A

o N Fo wE

__90_




T
-
B
Hia
w0 e
3 s
wlr !
W N K s S ® % o
TH T g T 8 & Hom (M i
o % = w T = |Z~5 [ w
~ A,m»o. E"_,ﬂlrm_vﬂﬂdh MT ~ o on LEOT
R R R o< o T 5" o o PN
I .,u_ﬁ_u.g BAE B ZL 1_/r o_a 1_711_ Yy m = Er - ﬂ‘ma ™~ o~ 1uwt m__T
3 R GG I S Gy [ o W © w
R N i R N (Y I - I o I ®r
0 of of T K| WX oon AT W A o =W W R ke B ook o owe =
= —
=9 - =
[aN] O w m
o0 N = ~*
e &3}
A N L o B
W T o W oF Ty
S ,AL (@] m ﬂ H_W ‘m
- @
i N O ) o o = W P W s
RO P N rCACEY G g | xR | |w| wmEe |¥ow
i of ™ O A &r B oF o) T 8N BRI B | o e B e E R

o8 N Ho mE

_91_.




I

—

=

e

aa%

o __oL nH
"R W
=R

N
w
+
il
2

e

R
Hooow
fwo 2
_‘Innlvﬂnﬂ
%o o) T T
B e H ®=
w5

N < &
B! o%

2713

pu—

el

T

mroo

—_

A %,lgL@

PR e fw

G
N ol T
br o =

~ o nE

E}‘\:]-,

[e)

_92_

4718

HIEIRIE 4Rt
BAA Gl A

4mg
o}

H B} E

ofol g
o] 1




_ —_ —_—
o ol ol < ° 9| ool £
T T k3 _ vallan =3 — OW
L ENTEIR g | o X s o TN
Jom R e IR NHT X = PRSI
T B e R RO 5 T " " AT PR T oR — o o
o X oo o i o FozEzswd AW 4 £ T eE
m N H oo oW R TR R OW R R YRR TR R T o I W W R
Bl "R MR R U R ik Ho TR N TR o T W R o 3 T oF W W
—_~
o H L & W\_
1 B B w4 o T J W oo W
IS R oF BT o T T o 3 @ e

o N

_93_.



DHA 2 1A SDHA
o
7}
i e e Wl A
Tola A
SR, el Bes
L =1 0
A= | AAE 4T§ﬁ
A
GG =g T
Al o] At
282 27 ,
1}E] ez o A7HA A2k
o z2A A= R
i N =T,
A | =R =22
¥ TEF
/
2
2 MERIA 140 ug | o eae 10
o lgATHfr
JA+el 2} IGF,
e A1t
o}o]
WA =R
T
2452 | 0.35%
57H ol A
6 _g—g—]ul—ﬁ.
SES =
TN 2= @
e e OS;E% ol
N R 270mg Abo o}
A Aakol Abopd
A7} A,
E%E 5g ]_,L]E% :I_’—LO Z]—




— O_L of . S R ]m - HT_ HT_
% w2 L R 3 oF T ok % LN T o
e TH e E T g P Topm| W ox®H X o B
— oS A g < iy T b S = A i o= o
) ] GRS ) — W I o ) =<0 %R o TR o= <] o N H 5 I el oy i o & o
o | BT ED LT LT B M T A e o T g o 2
= W T T P T o mokE | M| T B o ™E S NI op o 2
FEE | P TART ALY (RET EeE| T wmERT| FRET R R B Z 5
Kol | Wb REmsHYRTD [Pl W@l | NFTWT NN N7
£ S &
= 50 & & 3 8
i o —~ g| & € e % o S S &
oF oF O O o O {n oF
T8 70 = T B = 0 6 0
) o oy o 0y oy = < T
c c = T of T K RK ca
<] &
o) n) o
~ BN X B NJ o
K < = W N ez

oF ® Hr o of T Wi

_95_




M X ko ™ o 2 Ho

o) %,
2o 9
FE BF, ok
$59 G

anagTae

ol 4%

120 spol = 3.2¢ | AR F(WHO

80 . = 1 21% 7F A sk
A g 42120/80
mmHg 7] 7H Y o},

T ol A E o

%3 o | e %ﬂ_?45ﬂﬂ

22 ¢] 3 A7
nhal 2= et

gz |[zzazg 0025 e

aaa | zz= o 874+ HE

i B ulebRle] 3 3

gFEE

_96_.




— m
. 0 -
X0 M N . s ol A B ok
ol o oE = < :
T o o) oF o lo o T < o in o
TR # L ow Fewd | caes Bod |00
w 2 = W H D T W - A g Bl T R ERNT |y KR R
= i e %Aﬂé Bogn e o T [ WP o R R omp ook T A ool ™
T oz o I Rl T T [T E Y PpE W d =  |Fw g N
op Mo oF GG WRRKE T T oo E Ty m R & EPPERT QT
® F R R of ® J4 mr SF R R T U M op T W | oR[Re HIW M ER YR S~ DR W T B
£ R
oo B 2 — R < o o
N ™ — © o — & E
ofF WO oF S)
o TN —
gl = | = % %
T B| o <= ® ) £
A oF = oF < o oo of m° oF
g T K T A o T T o d  ® | o
G of T W Hl N ok T oE X T ok %o

_97_




4o E} ®

T
T :y o b, T @ W
B ok o N ) R = i
e ®a G BT i LB of AT op
Pl TR TS P B ) o R IO e
S IR Bl S 7 T N oo AR o o o — T o |
%o ko R oF o Up R OB W R W W e R = B w ) E A R w
TR TR oF TR K WE T PR £3 Mo R M SN AU MD R R | B oR )
b0 o0 o0 bo
g E 60 & % w g E
o~ o o o~ oL N e 2 s
S w N — — N — — D o
o)
3 =
% e | 7 <o 4o % T
o Ry = N N N X X
3 % bl 4o o =
oy R = g Alm ok 20
e T ° M R ok »

Q
T
A
=
/

[e)
o
o]
-3
100

ml

]

_98_




_99_

oF — -
= oF ) = .
A TS r EE FE 4
Y 9 0L g%a 2 - Ho oF T = oF oF wo © SR
,DIHT_ W oWﬂLoW%oﬂLNﬁ oF O o K = ©°F ﬂm‘_ﬂ_w_ﬂmuﬂn.m.‘_ m_lptmﬂ.,mﬁ;o;u.ﬂoﬁ
z FrpTldpn T Gl < B TN - BE s ENE®AT N
L ok ro o = o T d N - | NN T T — s
T Ap R o T TR N NN WY FT
W 3% 2k oA KPR T T T WX W WA o E_Ea_amr%efgﬂ%wiﬂ%?%
Mo R P W KT W OH N T X T MO e T EM AN BN S E RN
a0 00 00
%g o0 rmg 4m m nm 50
N = o 2 o . = S 00
[V — N faN] o wo S oo B =
Ul G
Ao mo 0 e A o COGY W= &
X X R ] T Y T z
oF
o T {p WO T An -
GG T R F | WE W E o T ok
FOER ok o T X o [T M o T P oF
8 -
o_H,ﬂAdEW/oToTlm




_ oy gy R OM y S =5 )
T i (- o . M_w T N o of
- e o A HZT CN I e 4 T T o A mm < 1o ) L
2T ok AR i R T AN STHET W E -R
A RN R N W < <o R T o
R — T oo ew i TR TR o oF S~ x, B i
o I o = S oo o o o K o .. e W N X oo KN ® B oo .
WO o W oo ool B AR o BK W R T o N R s o - T B oF 20 ® B oF oF T A g
CINCEINS B TRHEINEER T ®HST WA o) T Mo o B Ar A oF MUk KR
joli} joli] joli}
E £ = 50 mo
mb To ) S & - ob an%
Lo o = — — © o o0 NN N
ge i
™ I ~ X
™ o { 4 o) o T S A
o S o o e ok of * o W
o3 g oSl <
odn B o oF W W oF o T M of
T X T K ok T AR ok T - B ok
Ol
oF T HR - o o 2 E

- 100 -



A7}

2% DHAZF

o
b o a1
— i < )
< T
Es B a o
oy w B o
™ EY " H
g 60
0 5B ap g w [ © -
o0 o wf = = g - c w| & | o © < N
g o S| S — N N - 3| = | @ S — —
— —_— [ap)
< m ale | < A
G GEAN T I = R = | =
W o I I I S ) W W N W] P
o = £ £ T ' T |m m| @ o 3
woE B =
M X W oF B S o ok
| — = oF

100 | ®E}

ml

B oo

-

- 101 -




2. e SNE Jisd BAl W 81 AF

YE A AN NE5AHE F4EE FAES &F, Taf7t FE oFNeH, & 7t
F7F 2 HE ol 2AE vl o3t ofFEZEE X I 13F9
YE ZTA-FANA Fo3 ERRALEAFY AFHI|(vtDE AFol £33
b REEolgler, 1 9 ‘Ca+td AAYW ¢F 5 F¥ITHF
At gbH Z2AHE 13709 & 7HE +
of Vel de AU gskoy, EA AREY £%S #AVEE AEE Fastn AT

o} 3 ‘

i
1o
o
o

w3 O FAE ‘9rlolw QAW IV} o] GYr|FAFLR NHFHE & UHERE
AAT}.
T ouacy Srd AE %2
=1 AEH | g%
L.bulgar
;;‘;203 #7154 : LBS1
TN T 109 7] 100 | 2t 5o weE
Crzbel |0 (A [ AdAEe BRaE
oh P oy | z2sm, we g9
S.therm . o 1=
. %55 A S
ophilus1
131#
3| 7FEA] ¢ Aol
ol =&l Akt w5l
LA+ o R (A ZEDHEDL. A S
GEAlel) |, | A GHAleDYIT e
V7 =N | YIT9029 o1 9029)9] A Y=, (T;;
5 = s = z.0 o “aly =70
(—/1’\—‘—?——7‘ (/Dﬂ( O])b]' = ﬂ'e EE]_’ E.Zj
Al 2D g g ganA, |
_IQr , fe]
HE) ;g'\,H_O,] %76—"% . ' wir Py i P ANIEER
A (3% 5 ¢ ol 121 B
A Adsta, oo} gag | T
B A=Y oh
/
Q
A
= 7 EA B | 23
B AT 2botx) FA 7He 7%
F 12 ( 140 | §FAM T 7 P xF R | AE
GG! e | 97 | GFFERAF2)GEH | (53
AZ2)G | ol [ Aol wet v | Bd
Gtk oto] £ H& £
S8 Yymigs S
ZaNA AR

- 102 -




M X ko ~ o 2 Ho

TR B
SMEE I ERSEE
AEsE AEQU

SI7HEA) 1 Ao}
ol Zedle

L.77&A w7
ARy v R(AZED
(FHAl o)) 7%
YIT tR(L. 77 24 GHAODYL | |
Ik 150 | T 9029)9] o
(CFF2E) AN | gAQez, T2 B | 7
(v m &( ’ w7
sea e 38
A 2 € g
) @A, il P
a7e Adeta, wel |
FEHE AU
SI7FEA] ¢ AobA
e |20 | Bo) maes 4
7
== AL v R (A ZED %L
7 =N
RE BR(L. 2 4 GRAloDYD | °
a7 Ao T 9029)9] o
(st°b YIT o5 | gAdow, 2o we |0
’ . B2
9029 oy | EHL YE de N
(oo &( |o)a |#E2AA, ;I)
SEA) a4 AMsta, mel |7
) FeHE Ayt
kA A Fhe
W 3 O] 224t
54 Bag 4F
|7 A o]
CE 2R H]}iiﬁ]; QF2EE Aot e
_ vl N ¥y A2H3e
CRLEESH I e
A foll 13T 2ol
Z7bel, Ao BHL
skl ek,
o] el s HelatA
el
HIEFIEE
PN Garsagol me | 54
S o
chree) |wgac | 207 | T TR e
20T g | AaERE A7, %
Axel ARHAE | AE
e gUar du

- 1038 -




R ot X Ha
o N L H g T
ny 11T o}/ 1o - =
& o = )
z 2 MWL_ = o S ) aﬁw K =
h 2 X Ll‘o|,‘|q:]L| .N_umqmma of Ot,m._w ﬂ,dﬂmﬂa_a o B - ) o}
A X R o N - B I e g e T oW
T oo PR o8 5 T D TR e T WM o= w o = -~ Y
- R L LR PR R R T o o TEORT LGP mWT
— W =T T oh — o o T o B o o Mo N — <~ T
[ SN m _H_ N = )ﬁ ~ _ﬂ_ OT 1a_wE Le] Z_O _al/E O_.._ _mo ,I.% Z_ﬂ. 3 m ﬂL - c._o n.IAU .Ml
- B oo e " T oWy Fo < Hle o ﬂz_yatiﬂmi
RY QT XM R N ApoE TR TR T T A " W™ R AL TR R W o
TR AR PCTE K BTN O BT W W S AN R oo WK RE R O W R oY u
B3R X & ol 5y
— o] [N 1] —~ 3 o 3
3 = A = =
S g5 = n” B
L 5 & 5
— O O Z o f g
~ i
A W N =
r/al \V..A‘mﬂ) ,_#%A_l ‘,._mamwo
= = 4 ¥s B MR
v B ® € X W M T RO R

g T Wa ~ ok o ok = Hp o~ oF ok

- 104 -




|
BAEL T H o)
BTN ols] ol XE AL,
” A7o] 27HE= A | 9
PR, obduyrh, 19 71
(240 AA7NFHe A%
Be ) AAFA L
o] A& AW,
EY LA, I ¥Ee 9 A
A=A o8 | T
] e =%
R o o) A
i"_’f HACCPAI == oa |,
fo | o) BolAw qedch |
A
E
/
o 2 50.0
5 %
S S a
Ll AMS 65% =9,
(UﬂO]Z] Olj/\ O] 5010]—/5‘141:]'
oA} 30.0
%
Yl7he) 2 (e+ Bz o)
Z715-BB5 = e e
. N A&
%ﬂ?mw}q%
: 4 ERANEARAL.
7}
T
E
vEDLY
s 9| 7hel 2] A g
[e)
gro] zlo)7} ey,
SHukelr)) .
> HEIFIE | 10.0 | #2719 o<

- 105 -



(7

N
-

St ol

avlepekal AL+ 109 719
@A A N RS =E] )
=)

e Ad GAl, 2,

(£FH2 o
—1}—(11'3“0’] }Jv%}‘é

= w3

(M%j b ALEE 9o 718

3 el A,

o)) A

HoIp

(wa | WIEIE 100 | pae Age A

E}v}an) M& | DHA %3}, HEvE

- VA )} o g_]l_o

(&9] 7A@ | DHA 260 | 733, el 2ol
T gro] ch=cH
o] =
ZZg Aol S
a5l , Al

Hi 2 I °r | e, A

5 59 v}

(R g N
oA 5 ekt el
Zol7} HalA A
WAz} Fopd AT
Ayt
e 249
sgUTE BUF
Fol &3h= ofd A

MO 4 aEd

(o= G 3.3m | At R4S

tUyrE) |[HERE |[g~9. | 353 Ho] ¥

(2l Omg | A AUt

=) A T Wl = AE]EA
AFE 59 9o
He FuEddy g
7bA 4y th

- 106 -




oo N2

El& 5 @R

DEF
3 %
(BN &% 196
Efviil HEIRIE
(2 Wels =
149
A=)
RN
R
(27t 3.3m | HIE}IYIE 1
$A = HEIWE |g~9. | Amda} wig
Ehvtan) omg | AT ¥
(%2 A
A=)
Ao
R 227 (B 5
=3 3e Zlo)
32— ¥ 57 sl 297}
(22% gHith w3k &
1.3m
Bebi) | o= Eq0 AxUY.
(ao= £ = go=a 549
A=) A7 = B4t
lguche, ohdlstn
=EAE g
H E}RIES
ks Ao uhE
Ao A
Alst 2 BE X 7],
AxZze] AFFAE
bHRNB BT 9%2 94
T g Ee guos o
- =] = = m [ele]
(bhobe | o] 10m | HHS A4 g0l |
Q. 22v] 7] g et A |-
%2 A FAHE AL o
2 obdc,
2 AEe SHRAS
NEHE eI,
FAwER o
MEZALS e AL
ohgut}

- 107 -




3. I H4EY Jisd BAl W ¥1 &9

3] 754 A FAEL HEH 8F 2 ¢ JIER, TR KAEJY. R AEE
T3 FAEY A ERAAE TS AR, 1 FHE vy ZF PAFL AN
t}. 2 99 ‘DHA OMEGA-3 $#'9 5 AAZ3 2 X759 SHE I3 AFE
o] gt}

> ST .
HA= - AE F1 AR (AR
natural -natural plant sterols®] X3,
plant 2% FY2HE Z2E EF
sterols —okzx o] EPA, DHA, 2.H7}37}
A1x0}7d71-0 Lot Eg]]/\a]io]
1% lowfat | w713 3omg | Lo o

. =
s A8 HegY Bt 4D
(Smart s

=2, AR (ZE275g,
batance) wudagut ool
HIELTIR 170% =
Z+4:(355¢), @A (10g) X g
- 224, A FHI FF
A
-@e Y2y Sy FRgoR
vl e}YID 25% )
AAgo] 3L AAAF
-Jduke-G-nt} theko
o | Fat free milk FH2HE | 1% 2+45(500g) %3, H|EMY) A, DS
A (Lactaid) AR
- -100% FEXFZ 23 IS4
= 74 00ml
/ a " 5 m —8—0]_
o -AeAd, 53 A
_'Qr
DHA
PEEGRSS 9, 4%, £ 7 @
organic -
~]Ef¥ D #7}
H O
zvhole milk o713 32mg ez
THE
_‘—O]:.%]_E 07 - O 0
ORGANIC T o= ‘IT]O TTr
COW)
o DHA - S AYEE 38%
OMEGA-3 o
. 9—‘]1 7 3 =N
oreanic 2 -y, AR oA =S F
Reduced fat A4 30% _ g A D A7t
milk2% o
(THE H]E}E‘l A - ;q g Ei"
- Zo)lZ 07]1.; [ele)
ORGANIC )ebe) D L L

- 108 -




COW)

507 - ©53tEy A9 24
Light&Fit 3 . . .
(DANNON) (diabetic friendly)
Z2855% | 45 - dulk AR g F=ERT
e kcal |2%85%, Z=2d 55%
- L. CASEI o] "985
DanActive Z7t A7)
L. CASEI . .
(DANNON) - Z=2E 7t 49k At AF
B2th 50% &+
e}
o
Al
=
/ Aol lg
Q
7N Fiber One | °H=E - BA, Aol f FhE
= (Yoplait) AFaF ==
Bl e A
HEH D
73
_— . - % v|7}3¢} DHA A o]
Kids 7 Tt 22 F
1 — [e]
(Yoplait) e A OE]lg_T o]?o] JJ__—F;EE Bt}
A daFs 259 =9
HEYl D
o713 100 - 99 7}37F 100mg &,
mg H ety E A7t
Grade A .
ot - gk A ®Ho} Z3A o]
7} ?Egéé Large HEtY] E 25% 25% e
5 ND' - 2¢ 200mcg T+
5 | LANDS - qEAEw 99 gl 8
T -
el ae=  |40m |- 94, z2EA ¥2%, 57
A
= | sovmilk - 573
Teym R “117}4 9% ek v,
+r | natural g )
; =39R A, ALA 2.7 713,
| (Silk)

- 109 -




- 110 -

Jo
]_/I —
T o _M]u
o = oy
a_.Lq.0| N
O o o _
< =0 o
H1_7.1_ N r
2 g o T
o e ) =0
LN D E
~ g H - c
1 =
o] %o W R <
OxE _
Q
S| =
LO o0
. i
o™ mrﬂ 2 @)
~ < T = Y
) 5 ol I
o @) © = = KU
2 =
= >
2 A S
Z T O - Sm)
EEEE t 2z
n Eo0ond g = &
bR ok of o




4. 5% JHEY J1sy BAl W 81 o8

5o A% FAE W 2 ABFOIA YR Il £ FUESO A%l )5
AL FadtE AHE B £ dath 2AME AFSS vuy EFAE digh A8 2
gefo] ZF ®r|Ho] o, Ed AdHe AF T A FXE A FAT Al
Zo R AHog =yt

2 EFAE

o 489 | w3

ou 73 330
Omegad 17} e
DHA Egg
Far rid

op | (FAFM Pride) | s 270msg

7t

& 6 natural

0" 416 |- AAe A Aol
rain e S L _
fs B85 |21 == |mg, |4014 2 100% AA =B

n Abs Pt | 67T Mol Az %
suesn 10u | - o] AAE Tale
Farms)

gD Oug |~ GMELE W
Zr4 APS MAEr] Hg
e Ay 125mg | MIEFRIDA 7} A,
vt FAFMN L, F20|E
armala
NEY E AZE AEXA(FR),EFY,
27 3.0mg | =z e s Qe
- AAFAE A A9
ﬁL;Hahq
H j; l.4g
‘IQI’ =T
A | elivde eman  |1gg |- RFRFO ®L 28
X g -

= | (Yoplait) o Fod GAE aAE

é e 147mg

71 HES, 3.6

= 2HES c

o3|
’ g 19 1. axw1.3% 23d9e
vaatia /min__|_ oyygs g SEepdel s
(Parmalat) B 1% 15
B in | GG
T | 19
GG /min
vaalia o713 = —A A2 93t o},
<L ) m - B}
VANILLA 2| gz anshy A, A,

- 111 -



_ EETELACveis s an
£ 3
i
< .
HO
oF m_w 1 z
O_E ;OD ) mw 1_,_A|
G ki W oy o
) TR _
W B ﬁ op Bo " of ‘mo
— m w0 o i "
I o T o Ho
®OH W T - N M_ﬁ js
ol oF @ A~ | _
o oD
E| & g | o S| @ r . S y o P
—|lOo|—]|O| —~ — ™ — (@) — — — B &)
7| % M
hia TIE | B T
=la| |0 | 2 7 _
NEEEE m& il (R R ok i o o uk
T|lAa|lo|™| = T o e oxn = = o o8
=
[ >
= N ~ H —~
TS =2 w Z g s
Mnu m > S H w [ M Gl
ol £82¢ £ o g O
oF ® Hp o~ of T W

= 112 —




r.l

e) et

A

A

1. 2 9 Yl Hiaw B AU Jisd SUEY JSE A A7

(A3 N3 % u8)

7h A A7V AE dEEBEY 47

AA 7154 FAE, T& S5 BEF Mol ARH v FolA 9
Zol YEo] MAE FAEo|u, et FAETFE Aol A9 frd
ojth, FAEE AFo W] &, Unt AEH PEEHE FHs 7V
B dpoaE o529 AAH #es A% dLHA AL 2R I
AadEe $A 3o 71 AFHTE vl E4st], 715 FideEs A
2 #Ys] A 22 H FEE =95, 79 FAEThEARN R
TAER S8 #E M E Agstaa do

- 113 -

g 7l5dNE AAHAZAE N ojfE MolExN)/ EHPHANE HAVISAE
% (Functional (Natural (Complement 7| 58AE (Food wit
Foods) / heaith -ary (Functional Health
AlO|EHZA| product) medicine) Foods) Claims)
(Dietary
Supplements)
YL T HEYE UsteZ g Al JSHHZE FYZISME  DAF ULV
HA| (Monograph) (General Al (“Function” (Foods with sz
(Nutrient claim) health claim) Nutrient
content claim) Function
Claims)
T Fx7sTz HEH EU4ZT A NE227|84
2 BA| HZHmA| (Medium HAHA
(Structure/ (Traditional claim) {“New
Function health claim) function”
Claim) health claim)
HZAZAZ=BA HHEEF E24T EA AWz 9 EHEUE gl
(Health claim) ZHZEA| (Highlevel  OfsMEMA  AE 2|4 E
(NLEA (Non- claim) A8 (Foods for
Authorized traditional ("Disease risk  Specified
fupktied. health claim) reduction”  Hegith
development
or haalth
claim®)
o| D|FAEe|F HALCE SEFHME  FEAZMHM =FUL-IH Al ZO|oFOtHAN
= OIMH(FDA)  (Health AMZOMMI|T  H(EFSA)
° Canada) (ANZTPA)

79 754 AE B ¥EY BE>

2~ g

ol o Mooz

oMt 2 ot

(DU
|

—}



NeA AFe A9A w9 EF= 4 @3A%, & /MR T4 53
yele] Ay AR7|5AES Zo) AAFY FE5H oo WiF J|FS T3, AV
UG AEL BT AAE AANA 43 764 5SS BHE F UES T A
olt}y, oo s Fa Aol T URAEHA(Health claim) ol NLEA 3 7}e]
3 ARZZEA, Nyt EFAH(Monograph), &9 @475 2FFoods
with Nutrient Function Claim), =59 4w3d +F9 HEA(General level) 5 ©]

= T
o, < eV g3 NE JISAES AAS e Aotk

o]

Y =W NG

@A 2z

weh, e vEe] AEAAY AT EFH Zol IAF AFEA

9 N5HE AFVE & JYES A%e YA Yo BE Yo

ol oItk o]E WHE F O AA3 $3UE £A5A Bew gk
o 7154 AF B galel 91 e oE 2otk

<H 5> <EF>
I. 9%E FEA(Nutrient claim) 1. 9] o%F&(Therapeutic Goods) ## ™
a. B134, A9 2. WA JF
b. 3% dg ®A ..
mew eere ] (Complementary medicine)2] 7 ¢
c. 48 AW
A FEYE EA oS Tl S
e. "free", "low" ¥A] 7FE 3.1 5 AF 9 krAH(TGA)

f. gdds Bl &g 49

h, 4998 uy] 72 YL 4

j. “light”, “reduced”, “less”,
“more” ¥ A7) &

k. "modified"AF& o A|

n. GFEA 7}

EEEES
3.2 £F 94E5SH(ARTG)
L RE 0|obES) HolEjuo]
3.3 £F tjA)el OFE 414 A(ARGCM)
L oA Qo] 7l RAY

0. FARY AFANE AR WY -
41 PJ2E 5231 § A=
qQ E’ix‘“‘:H)E} ‘1] o T
ol obgol 21
. A7}7AFH A (Health claim) 4.2 AA =74
a. A9
b. 7} 5. A 2] 2}F (Complementar
c. EFFAL Qg 2z ) = D y
d. dutAE ) ARRZEA EA medicines)®] F¥
e. A7} = 4 6. tlAle]FE e ¥, T71 2 ®BA
f. o] A8 aF2AE A&stA 4 6.1 =Hztz 9 &
K Q%A o8, a2
g A%
6.2 #de) 5
m, AATFZ=/715FA 5o "ol wE dyt

(structure/functional calaim)
f. 78 AANTE/NGES F¢ A2
r. QUAE Ax} A7) #H FF

(General), S 3HMedium),
E2(High)FEe £F/

6.3 Z Tl nhE EAI9]

- 114 -

27 32




<AV

I.AF 9 oE &3 {7
(Food and Drug Regulation)

PART A : 55

PART B : 4%

18H(division 1) :

A1 5e] ARkA 79

g0l 2 ol 39

AE F7, g, ARl 2 FIAMG}
2hillo] F3tsjojo s R

+4° X1]17]"”((21\/113)

Ant AE FA

3 W —E‘ Al(Nutrient labeling), &% 59
®27] B2 7F

77375 E A (Health claim)

(Z 7o gk A% FeEnE A

2~28%(division 2~28)

7 AEEE A

PART C : ¥

o]eFE ¥ 7} (licence number)
PART D : HgH, vdj&, ofnx4t
PART E : 3&/

PART G : &2 %F

PART ] : FAISE

0. AAA7AEH

(Natural Health Products Regulations)
Ao 2 &/ H8

PART 1 : AIE9 37}

FA&E#E W
217
HE7|7k
nEA 2 53
$430 g 22
o) Abe

H7h9) 74 84
F7h8 A

PR Aw

JPRH % Aol A

2=~ 3]

e

HA 47

AzLol digt JR
% Wy, ne
YRAR A9 B3

HAEA =

PART 2 : A|Z4 3

A%y % e, 43

FA A

FET

7k 74 2z

AE5S 9¢ 2%, 7Y

s7hel = B A, 99 A2 2 AR

PART 3 : $FA=7]F (GOOD
MANUFACTURING PRACTICES)
= A A

SFAZNEY EF

AA 2 duef] g 71E 2 AA
@)zt dgatel i A4 g
A AA R AD AA B

EZ] oﬂ EHH}. E_Z

A w2

PART 4 : 9434% @4 7(CLINICAL
TRIALS INVOLVING HUMAN)

gole Ao

EAY A Y

AF A, 231
Q1 Z=Htw
PART 5 : 94t3 AFSHGENERAL)

37] w5 Ao nzﬂ-;]‘— A ﬁhﬁ ol :LZ]
AgEel Ug 4

Fd, 5 A7kl it dA

w4l g A}

Bl 4§

PART 6 : o|3 713 R A2 A%
(AMENDMENTS, TRANSITIONAL
PROVISIONS AND COMING INTO

FORCE)
AAH Agst AR WY AF

- 115 -




<HFHATH>

1. A A Directive) 2002/46/EC -
2] o)} Z A (Food supplement)
(Article 1): A& t”-‘?f]
(Article 2): ‘3“ 01 27
3% (Article 3): %O] f%'.%—
Z (Article 4): AF4-7F53k nepdl,
5714 3

1z

s

T
{

_4

52 (Article 5): U, 4 AFF
6% (Article 6): EA] +4 Atdt
7% (Article 7): 3EA] FX Alsh
8% (Article 8): &2k 1 Alg}
9% (Article 9): 23 EA
10% (Article 10): =71 FA| Q7
o5
112 (Article 11): 1% 38 A A%
12Z (Article 12): 9&A WA A #3
14% (Article 14): EFSA] 33
152 (Article 15): ¥ Al&l A7)
16" (Article 16): ¥ 7244
Z (Article 17): EU ﬂ?ﬁoﬂ Eiesls

2 vﬁ'ﬂg 1924/2006 (Regulation (EC) No
1924/2006) - U4 2 A7 ®EA](Nutrition
& Health claims)

1% (Chapterl): A& 2 A9

12 (Article 1) HAlA 9] o]

27 (Article 2): 2z} 4o]9] A9

27 (Chapter 2): 43 %

3% (Article 3): I’Lfloﬂ gl Ak 43
42 (Article 4): 4% 2 2% & ] 27
5% (Article 5): ¥ut ’. Z71

6% (Article 6): EAIZ 93 ¥st3 &
7% (Article 7): AdAR

3% (Chapter 3): 9 IA

8% (Article 8): 58 XA 27

9Z (Article 9): M| }EA]

17 (Chapter 4): 71734

102 (Article 10): 59 3A &7

113 (Article 11): OIOF gof, alo] A&
127 (Article 12): AlgtE)= 7178 FA
13% (Article 13): AW YT 04 2 ofF
Ay = 2170 BRG] ek A A
142 (Art1clo 14): AW9gega % obs
A2 8l 7 e e A7) A

15% (Article 15): 37} A4

16, 17% (Article 16, 17): 37} )3
J 2~ /)\]»7)]

19% (Art1cle 19): 3 71e] 44, v 2,

% 3

5% (Chapter 5):

202 (Article 20)1

217% (Article 21):

227 (Article 22)1 T

23z (Article 23): <

247 (Article 24): 71 O‘jl l :‘E*] g
FA 84

25% (Article 25): 9|93 A

263 (Article 26): R EHH

277 (Article 27):

Z (Article 28): 3% &
29% (Article 29): ¥ A&

3. $89E 1925/2006 (Regulation (EC)

No 1925/2006)
- HEd, ¥714

1% (Chapter 1): RAA 2 Ao

1% (Article 1): 1214 <] o] f

Z (Article 2): 7} 8019

(Chapter 2): ¥]g}¥] 2
(Article 3): HIE}IRI

A g Ak, S|
(Article 4): B]E
(Article 5):
(Article 6):
(Article 7): A %

2}

2
33

DJ
E

)wO

BB BB

~1 Gy O =

3%
L

8

pu
L~

(Article 8): &4 =
4%
97-
10%
11%
124

(Article 9):
(Article 10): A&
(Article 11):
(Article 12): &A]

132 (Article 13):

142 (Article 14):

152 (Article 15):
162 (Article 16):

172 (Article 17):

187 (Article 18):

=2
#*A A

37}

(Chapter 4): 93], %2
] i

ar

49

W 7] —/q

7714 A7}l

37149 A%

(Chapter 3): T} ‘3-5)9] A7t

At =4

3ol A g
9

=] 71].

7 )
A48 A4

e

#4871 7%
W87

4. $9HE 258/97 (Regulation (EC) No

258/97) - % 4 FNovel food)
12 (Article 1) WHAIA o]& 9 Ao
27 (Article 2): HE 2] |44 Apg)
3% (Article 3): HXA] A3

47 (Article 4): Fulla} 2AZF A5
5% (Article 5): 21% & 20 7] &t
6% (Article 6): A& AF 98 AR
7% (Article 7): #7F A&

8% (Article 8): ’\U]/(]- & 35‘_
9% (Article 9): 0 74bA) 25141 £ (GMO)
10Z (Article 10): AH X%

11 (Article 11): il}"?)} A

12% (Article 12): 57} AKX 27
13% (Article 13): H7}

14% (Article 14, 15): ¥ 28 A7)

5. A% (Directive) 91/321/EEC

~ o] A¥(Dietary food)

12~ (Article 1):
2% (Article 2):
3% (Article 3): v'j:*r' )
42 (Article 4): ¥ B
52 (Article 5): ¥4 A&

e /ﬂ]ﬁ ol % A2
= (o), (¥ A&

W % A
A}8k

s 2

Dl

- 116 -




X PEN

7715 E #d HE

(45717 2008.3.21 HE A|8941% ]

A% %3
o] el 27, A%

7 goj5e) Aol

A% 94

dd9 7 L AME
d499 37t
Fdge Au
FEAZ=A A
A7%71%5 %9
d437t T A
FdAY EFALY

d49 A

FABAY 47 ug

A% % R 4% BA-%2 F
% 2 A

48 59 9%

54 EA el Aol

EA7Z

#9349 HAHL FA

A7715HFe S gg %

A4y AN
E9-AAHFA B B
AFHERRA) 9%

=
9%

A5H S50 SAEAZINE 5
$5AR SN EF A2NE

A7 s E R AR $5F

A6 vl 59 34
A3 AR5 4F) Bl o 2

1A i A7 AEY B0 T
B3
BAZE i A7) SAEFY w S F

)

A7 D771 FAANUS R SALH
A7 AFA AN 43 22 A
SAdd A%

A8 ARAFR AL T BHAA
XA

#H 7 A&

Ao ArmE

R M B

FE AxAA

FRAAANA L&A S

H 23]

HA4F AE 5ol v A%

A9 1

& HEFHY #A
TARZE I
T AF 7IE

A9 99948

A10%4 43
B33 ool U@ A NF

- 17 -




<g9&>

1. BANSHF

B 7% AFEARY 4

FENFAF EA O B ) F

ERARALAE obAAd L gite] HAL

A=t

i 2 FAF AR 4 ol @ 4F

2%, H7ME 59 73 1

AY A 7FE

A&, AA(LPT 549 AEHHT ofd 4

Fo Aol He E2d9 XA F AL 71

A digk A3

FAAAEAE D QA AT Alxo] #g

E}\]

rojerd awvads TUEEE)IA e

oA, AFolgtn AAHX= AHAE £F

(A=), o AT

ERARAZAT A4 - Frlol @ A

Eﬁiﬂ%*‘nﬂl T A=
HETAFHEAEI dBE T $5F

2. 544x%x 4%

EEgE AF A7

4775 (Aol JEF FE

Y477 2R FHME ZHE THE

=88k AE HF

58w 4Fo) EAH7}

G AM W} AAFA AR AH

E94E 4 F9] FAIF7}

#4§ SHEE AFY BAHY A7

F4 SREE 4F F 37k 170 Qe

HEe AN AT

Fobg 2ARFY BANL AT

E5q A Fol glol dashd Bhel 2%

Bk A7

?%

g AE EAHT AR
=S WGAE FPAT

N R

*—‘.A}Zlﬁt"% Al E o A
Hloln] F= 2|3

SHEENE A4 54

3. YA 7E

FUYBEANF

FREANE 5o AT

AHAIZIFO BAHH Y AL F
ABAF U G AR FA A=
(JsD)¢] #H=A

JFEAINZE o A7 oo
GBI
JREA7IF A% AH

PEREICE 2L

b

285 4

¥

tlo

’

1

- 118 -




W} vt FAEY 74 £7] 2 AR

D 7184 €59 ¥4 8%

EAFE T

TAvrs

IEFEE

oM

FoaN e

[\ [ i P Y Y e el e el e e ST ESSI

550
A
o =X
SEFHMIE
Srdaarispta
A
AR EAY
HA LN BAE SAMEHE
HAHE 100%E =548l = =9
EEEEICEEED a3 251>137.5kcal/100g
SARE ¢ AF
HALT|BAE SAM
R LIED) A Et? E 14/2.09mg(6.841)
54 7164 BENAE
B= 7154
gatat g, wspiAol F2 vERIESG U53d7)
cR3EA :
o E3 Ay
vl Seluf st g, 4Rl an
By 3 TP MY7sdg s

<)
ol AbgAto] 23d 9tk 1 9o E mbe, 2

ERRR S
Sz, 22Eg 5 A%ol 03 ¢H 4FL ARR Ao DI £43)
£ AEEE 54e 25 ESS QUsn g BA=S S s s
o) Ao :

=
o O F dYE AT 4 AH, £ ARAHeR I 1 7T
ST\

- 119 -



Alg A& ®A,

}

9
pud

B A

AL

.
)

o
i

—~
o

A

o

1

o} 1 7)

[e]

+r

Ein

A AdEol

%
[6]

o 7

[e]

=5

=

[e)

7]

=2

el

o]

Hr

£3

i=N

o] AU 5

L=
[s)

It FelxA

)

b,

fie)

o

A A7 2

gk

o

2) 71

ok
o
J.AuO

Jo

AR

=0

v

55§14

DHA

oF
M

Q
)
=
2]
TO
Jo
K
il

gl

f
.

5 v Er)

. W A7, wigel, DHA, &3t8 &4, #71%, =

£

Gl
ok |ok-| & || o | XL [
o-[me[mo|ul| = "IN
Al leglice imyl imy Ll o=y
NicYcI El e EXES

oF

w| [+
i L_L
Nia M oy
W o
ol (R |o
oF-|me|ze| =0 |7 H |~
|| [ |55 = |
||| |BR X
=
N o
® oy
<] [ok|ok| T |X ok [k
T [ok-| o= |7 [k [ok
Hn | ok | oM | 5 |lnt [ ofm | o
ol | | = |He k| X [

e 71 EAZE 7P wel Hal v EE
te 24 AA

==

22 Q7] Wielth AaEa s 177849 7]

A

=

)%

©

- 120 -

o gleh gEe) $f A HA



J9ee BE, el AAY, BEA, 287} EHE $HE F
$42 4 2 Bolgn Yo, ALSFANE AN, TEAR 5
54¢ Bastd BAETY A25E 2ES A%l Bt U

gozx ¥ A3 @ ez Holn AW, Zge mFHJG
] 5

£ AASA FL AR FBAN

ZAE == 4 N
] 10
ZAr 7
4l 1
+71% 1
H]E}g 1
SAHE )
Hie 2 75 ZAES

A £ 3| A B = o
dOPTEE 2 A7 BT FE
A 891 Aot A E Aol ~e 9] 5714 & Az
Nt = 7] &0} o] Zfr¥e
=gz FE 7| =% TOAFE B
T o] Q CREs
kS Ao BRI
B3 g AGAbfo] Atolr A7y

H(}:LE]] E}'H@% Z}-‘q% T ﬂ'] El'-l o}'
Sl Zrol = A A &3 Ak

o
ry
k1
%)
>.
)
fll
lo
P
o
L
flo
L
o
v
Hi
2o
4
[y
m
1o
o
i,
N,
0%,
M)
et
(2
Fo{-
Ho

- 121 -



N

R

3l =

A A H 7],
1} X 2] 7}

N

o
5

FakAL

]

4) 715 A29 A%

=

10

=<0

<H

—

i

ol
<
of
s
el
TO

o

wr

U

ST7t3, EaE

9]

1

e
oF
;OU
h

jpuze]

1

rve)

il

S
=

Aot g

s

20mg

A7} AlRnE Fo

3}

i

EA?

4mga
4mga

A~

st

HI g RIE(9 2 8 7h)

5

=

I

0

o

ol

ol
iz

jsel

0

i

]

9

H
o ®717F & o

&

E ook edri3y EaNE, 7184 5 A

o ARAAE 7]

=z =
.

==

=

¢, 7

g"

}od
o
9z mo] Atk wep 7}

5

1

)

].

5

A, B

=

E=1

o]

1
)

Z A Fart Bol LH|AR
A A

o A},

o}

I
—t—

tel A2

S
- 122 -

F9= 94

F Aoz AAAT



9] 7 AN BEo WAl T FANENFIN FUES J5HE 2
2o Gl A FRA Gk Ao QAL 2A W A FFe2 Y
% Atk

54 Agae 2 AR FAsP FEHE A
238 0 B4 HES $H¥D T S

2480 A4 BH/AAZAL Foha 2RtE A
2480 AR 5@Y AR/ADE Adn Fse A

o =

d9 4 JHA FEE BY, ARYEFE G2 FHNFR] ZE 5o )
$49E ¢ 5 A B o W ¥F& WY B UoI4 AFsn wIE
dop & Aoz ARI, A WA $59 A% H%y 2A) 98 75AE 7}
A3 woE oFgel ew, tE 754 AEHE AUHE Folok gum
ngse] Atk

getd B AFAME 2B s5AS Rojge] glo] B4, A, IA F=
g maz ASHE Hejstn, o8 AARo= AFsn At WP =
Astad Bk EG Azt 539 s1%4 2489 ¥A 2 FA WAL AF
o} 312} f&:}.

- 123 -




_'[__'L

==
AL

2= AA
Agozn 7]

[e]

L

o}

o F3ol

€
3

o

[s]

L

sl 2AHA op

5

7]

L
j

A glol FPU ALE

T A6xAL

o Al e

3
i

1

HE, A15%
L7<4 =]
3

1
_o,] fe]
o|t},
A1
A5x4

i

i
H

R

of

A%
].

1

B
R

It Al
o A

b
o ohstol

A15% (8

‘I1sd SME ' HEYE AAR AR A

2.

=

o

¢

o
el

juny

ol

yilg
0
I
u)
[}

s

)

%

&

o

~

A7, 378 o]

%

]_O

<]

5k A

Sie. e A
G q7] W], BRI EAE BHA

P
T

Aol M 2xdo] A3t

1

AR NA = 37

=
S}

sk 7)o
5ol %5

2/3 ol7ol F2])el

1.

)

)

o Aol 9
T 4A AH
A% g4l o

735l

j
T

5

5,

]

1
T
-

dA o] A= oAM= FHol

7o

A2
o4

J—

=

& nusy] AsA d9AT s B

Hjo

o
=

%

1] 5@7HA] FaA7| S & F

=

2]

120 sl 2zt =

)
T

ol
=

2ol Asf w3k MEIE

2

Lol

l

—_
o

ofpy

5 7154

- 124 -

2 <)

o,
7_'3



% 3812 o 7AE 45T o A g, Az ES 74 HETel o]
Hol Az Aoletthd, MAFAL $AH02 HgFe AL 2

s

Fl

a2 2489 7154 E AFee Ao R 1N Y
g0l mE Aoz BT dustd FAEY 7|e4E
59 7154€ AFsE Ao ohd, FAE AA Y JFAHE UFdE AoV A
2ol e YEAIE 5& AT SHSE, 3 F4E0] ME Jv8e o
F 97 wWEolth. wakd 2 dFdAe AR, 74 FAEE 9FE §o9
87] 915 JAZRAEE 243 slu AEHo ok A5 HAE dAs &

i

-]

o

3 AR W B AR §F JIEFE AAEL
A9, FAE U E4 AES AT F A AA A3,
3 59, 279 208E AWAROZ 7154 Fol o
gl ol= EA L Hlo g ZiZto F3W JEA I;l- £ 9] :'?{-a g 9
(A5)4te ANSte] TAS st o)) We A5 BAEE AFHES AAT
FozH pw Aol

T3t AAZ, 7154 SAEE AF L Houre F ZZto] T g AFE
AE aFsjof & Aoty dE AY EAHARALAFY vlaE FA=FAAA
AR5k g A EA wiaE AR HHA{EE e, Pmel AR EEA
(Health claim)®] A$¢E A, B, C, D 5% g Ho ¥o] 1 59 & EAHR

7] BHEE sto] AUy SFE wudEF Ntk wEtd 2 AFelAds BT
A7} Z B A (Health claim)9] 7359 4E9 FAxFAHY EE]] ol=ul A}g9)
FAL A3 233 5FE vlIE VS0 AF ®7] e ALe= -ﬁ'—;q]E F
o] -39 ®7-F1E FHEE HEHHF T Aojnt o] E EO}OC] =
3 AE wart sbEsl FoEA anAe AlFY 718 AR EF

T A& Aot

mlo i
N OIH
© o

- 125 -



2 QAT E o) FHshe]
& % qlnh

H A%& 9% JANHERE 2

Bk o,

e o] AZAEE niHen A

EEREEE

54 FAHER A5 Fosy] AP JNRAREE B4 AEH ook
A2 PAE AR ool 2ol FHEe) A A¥E BHAD, 7154

sEs AR Y8 2AZ wet 7h v, Y A FF T StHE e AES
e EAEE Qe ALE Ath A 5F 099 I 5FL B F9E 7
T FAER QAR Fon, A7t FF9 FAEL ot 4 Zo] AEE
olof she FWARY Tt WAES 2ES dh AF 754 FUERAY UAF
2 wodd JEHoE i FYARE AF, AAhe RE 9¥oz It
Lzugo 7542 |y
So6t7| 9lst A=/ > 2
HE0| etz
Yy
27158 882 2 [N
Zofop @ 7j2E & > o
g EHER
Y* Y¥ V»L
3. 32 o EH4 4. Za2o| M 23 5. ZA20| Z4X|E 2
2 grg ol 2| EA 0 9| 7|5440] BAIE 2 21540 TAE
SeroteTR 7|E=0f Barot=oR M LT
N Y N vl N vl
- L} 7t
> I}

<7154 FAEY AF H

F7F Az Bt AA>

ZrEEr RN TERE

HEiedREE

3 RIS E MEE
o BEN YR TEY Be Rsn TEEE =E SUEY

TRT GHTH HAR

R S

DLTEH H AN G RAEETT

S FNE

gr= *ci“_l =4
HEsEHa Ao

A= §%'§§.§ =g B

TE TR R AL it HH R A
’ YA HE BT
CUEITEBSOHED AL GET oAt ;%_ 7j_‘?\] AlwE
Edngnst JRETmegsesia

gzg.;qg AL EA-2 O

<SS MmEjoitse &

HErisge =T 88

HoE erg 3 an

& AET
4 EP i%"%“ PElSE g
T;;; EMa T:

ERH QETHE

DEE SH AV Y B/ EETE Sgs R

BEEHERBD ¢

HEgnzxas

<A EHolof st

- 126 -

9 A= A



W 7154 FAES A3, 14 2 IR

Z WA 74, 72 L AR@DE A F, 98 0ol 54 429 @
§ 712%L AN, FHE 0 54 Y3} EA-FI FeE A Z3e ),
49 & WAs TG 85, A9 FAEL AAAFeE J15H o o
3E ¥ ¥ES B,

<t 55 7154 AE §f S E>

TR : 2AE U 53 AE9 §Fe] VIEX o L A4, ¥ V1EFE A
At AEAA 1Y qoA #7)-9F =S 7

74 1 (@) S AFAE FHEY 7154 R FAL ok go ;AR
A EFE A
(1) A4 28l Aax) g 7HAH oln) o)Azt felok &
(2) &% : EAIFS] 80 ~ 150%
(3) hAFE &4
) 2
(1) 84 : 26 A3 go)g 7AAm ojml-o) A7t glolok &
(2) ¥+ BAF) 80 ~ 150%
(3) W(mg/kg): 3.0 ol
(4) NFEE 54

AR : (}) 7 AFse FAEY 71FAL ol To] AR
AA]) HIERE A
(D) 7154 WE : S48 U 39S 37
(2) 49 M3=F: 210~1,000ug RE
AA) Zhg
(D) 7154 WL S4E O 39S 27
(2) 949 HdH% : 210~800mg

- 127 -



<Y FF  AA A3 2 AGYE A" F4A4EDS

4 0 BuEe] YA Ast] AARY A% L AZINE FA-2FeTE
A0 A5E A%, Ao WY WA 75HE E7)9F HES

T3 (W) 534 A3 SAEY AA F3 € A3H FA-2E9 4L
o9} Zro] ILA|FT.
dAD EFHE C)
(1) A7 : o]u]-o]H7} Qlojof
(2) vlE C &5F @ EAIHY 80 ~ 150%
(3) NFAT &4

1A 1 (W) 7 AP FAEY 7|5AHL ot Fo] AT
dAD =& E C)
(D 7154 W&
Oh 2gz7 JA4H 715HAN =&
h 29 FFo =%
(th FalitAzsReE HNEE Bosted F2 3549
(2) 49 A& : ¥ER C 30 ~ 1,000mg

- 128 -



Ol 5% : 2999 g2 BP0z d= FUAE>

T4 2AEY AFHZ Astd FY9 AFE Aa-dwste AT, AP HY ¢t
A 7]5AL B7)-9F FEE F

F3 (D) 53 AgEE FAE] AWAY Fa-odde T4 opHg 2o
IA BT,
dr) EHZE-EHFF)
(1) A : olm-o]F 7} §lojof &
(2) &+ EAF 80 ~ 150%
(3) H(mg/kg) : 3.0 oJsH($-ZE, HAE 5 &
4) I T @ =4

olN

oX,
U
oy
tlo

S
>
of
L
ol
o

AR : O 57 AFee FAEY 7|TAHL ot Zol AR FTH
AqA) =& (FEE-2t8F)
(1) 7154 H&
(7h wek Ao} FAo] A
Wb AAF 25 7% fFA 2.
(th) A=A ge
A

) AHd7] o] 3 AEHS FASIHA SES
Zas AFEE 5 %4*1“1’*34 AES #A2AE F Ue
(2) 49 HAx=: Zg 210 ~ 800mg

- 129 -



54 BNEE 93 $IUE ¥, 2429 SF B AFEAE ohae 1)
oz FAE Fol I

A4 ®A T AP THE UEE AF EAE A

39 £7)-F3E SIS YER .

LN 7|2

ot/ g A/ g2 g/
S
< =

<THEE 7164 FAE FERVY o>

- 130 -



3. 7= S4EY JEUE AR FUPIIB N A0t
7} FA4HE 71549 35EA =9
(D) 22Fe F9] & B/ AA
ZAE7FEAE Y [(EDD R 2008.2.29 HE A|88523.] Al 2x(H )

1o “F1E7e dig Aol JvA FNBS TPNA FUEATAUEOR
A5 FHEL B T 5 AT dvh WA 139 WEL,

‘ZyEolT Fe A% EREAFHETALNBEHNTELITES %
X 238 THh
o Wgoz 1 4 WAE FArh

10Fe] 7154 22870 Fe| 2 4L 17o) wap Adste] FNB TF
A7 = @) depd 103 U8,
“71%54 ERBolg §e BAE Yol A% 3 E$L FE 5N A
a

459 Z4E
2) AA7|# %38 2 ARFUE 44, 2AYTHE Qo] YFH FVE
3) B4 4B 7EA o FHE FNE

o Wgom MM

(2) 71548 FAES AFA= 7™
£ AdFs %’45}01 E‘Oi 5}% Cal G »«1 Xﬂ m%

A% 7154 FHE2AY AFL W 959 154 HWE 9F 2 3%
A>E AR ANEE 58 SITARL o1, AFhE FYARE AE, YApL
= AL 9902 @) ojd] W

D el dgshs 508 AW gadds 502 gt vy Fue
2) Wl e Fuge AP A 4.2 BHw e N84 FUE
3) ‘el AP FuBe 54 AR BHY S T

= A4 @

Hy
o>
o
rlo
L
i
o
i,
=g
ol
=y
)
ey
r o
of\
T
%4‘
(lrd
g
cr
)

Z7te] 539 7154 2

- 131 -



3 FWNSHE 4849 AAY ALF

FAE7FFAEY AHTE [(EDERAA 2008.12.31 SHTAHETH A5635]
[HE14] AABA-FAF1ZE 1A o sk BA 9 Fuo ¥ (Ab2x2A2% #™)

2% 79 449 A $IE 59 FuEE § O AR LR
D] QalA ALF A 7154 FATE 2A SANEY BHE AFHE
S5, 4% 799 2% 2 aRIAA 44, 249 F 5, 197 I9A
A2 2 dge TR0 it J} RO BRY + At

£

FENE A2 W OY & UBoIE EA U

A « ZBAHRO| 7| EA S|7F7|E U BF BEMNV|E OfH
ox| =% « MA 2|@e) TE U HBYERS KX.=F BA 2H
SX = < BA H717|E 2 27 BAZ|E ohE

sto SR SBYR R BAM U

« SL4E U BYYR2 7S oif

<1549 FTEE QA4 BE 71T FAEY BEF P>

FAIL] oAl ZA A=
TN 2D oy e ok
o oawn =aE 2t (High level} S A= HA

‘oo oog BUNE £ UK

A 718 29 X HARK [ EH HP AL MY LTS v 24
‘009t F) Fok U sa Invivo 9| HEA HA
‘008 oool 88 F + AUk (Medium level) e e

‘00f oog} 20| HLL AR 7| oj M2 wHALR H|A|

SaYEYYT =3 HEX 43 2 HA
‘0 09} o omg/mi O} 2R (General level) AYZISNESH B2,
T AZHAESH ME WA

e FAE 2R

- 132 -



U FAE7EAHEY AT A2EEQD

oy B Al

0%

Hre o o X

ZHEIENY
(ENY BT 2008.229 ¥HE X|8852%]

FMHE7ISH2Y ABRH

H2zx=Fg2l) o] oM AM8stE 802 Hol= CHEat
ZHCh<74™ 2001.12.31, 2004.1.29, 2006.3.24, 2008.2.29>
1. "7pEv0|2l e A-TKPL 5 MYE EEEh o[t
Zohef x| (MR SHE WEX|E EESCL 0|5t ZChH-EH-24E,
JIEf MB88 5oz st SEEAM ti8YYo| Hils
SES YUsth

2. "HME"O|E g2

MR EYK-ARNETARIIZE-RIISE
SiCt.

3. "4 g o|gt B2
XYSUE 7IEl RES
392, "=xtgro|2t #§2 TOH(EEHCIHQA 2ER
H3sl= BLE =Esict ojst ZChE ]
Mot [ME == 228 EEPCHS] =
E= WSS oM BEH BYE S
AMEE HIISIR| ofL|Et HE TECE

4. "Agel g2 o ==
Ho=z Sle H{MEL 2
"l gEtrolgt B2 ME8 FXo
SYSMAELRYO| Hot 2
6. "U{"at &2 URE
Ystct.

7. "M K73 Eolgt &2 HIIE ZHoR st=
HRAANXFHOIUF HXNESFHERE, 7IE MR
SIgE slof 712 HozM [HEHYO| Wil HS
YtCt.

8. "{R7t3E"olzt #
2R MXULKRE
2 =2 sof 7128t
c}.

[}
A}
ok
o
mio

v oo

© g of
m§ ot
N
ol
o
k-]
]
oot
rlo
re
=
Tujny
]
e H
m My
o
L
o o
2 nr
N
Ok
ro

2. "&METOlE BE
QIIBEYNBEN 7|

10. 7154 H4E0|2 B
EBE FE 7I548E BRI
Yeict 7154 FMEBL OS
@ 7=y £ g0l IS
H7158 =H s A0

(2 MH7IHe Ze U HPBYEHE |FRZHECHE HO|
USE HMUE

() §d 482 7IEN oY Rt

11 "EYEole e EATUST-SNET

N T oF o

A
MEIIENEY Gt

HOOZ 7|58 HitES AFE M

|
. HA|2FO| 80 ~ 150%
mg/kg) : 3.0 O[SH B,

—

tEIE)

- 133




% : (7h S30l sHYstE HiE | 71582 ofzfet Zo| Uit
AA) =s(#E )

D) 758 U8

(7F) WL X0

D=
=053

(Ch Farsel g no) e
(@) HE7| OOl MW RET AL NATS SAGHUN FEY UES YHHY BE B0BTUM WS 2

(2) YU MdF ¥ Z+4 210 ~ 800mg
2o AN Zsle| W LM §X-=H FLAEoR 7, 73 A A¥2 O
7 ZU4EQ YF 2 Asto] MH|7I®e Za % HAY ct
548 BI95 o= 8 &
4 (b S20fl siFste HuEo MM Zae| W HZME] §X|-=He| FZ2 ot ZO| TAIBCE

(1) g4 : 0l

(2) HIEIDI C B2 : EAIZ2| 80 ~ 150%

@) tgde 58

2% : (Lh S=0ll siEsts S4ES| 7582 of2fet Zol it
HAD =SHIED O

(Ch RHLUL2ZREH NEE BESot=0 2 S588

() 4 M3 : BEHY C 30 ~ 1,000mg
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W 2. %A F/TE INEAZR/AR}E ¥7) #E HE - T
§101.9 Nutrition labeling of food (2&2] dUY4a E7|%)

(a) Nutrition information relating to food shall be provided for all products
intended for human consumption and offered for sale unless an exemption is
provided for the product in paragraph (j) of this section.

(1) When food is in package form, the required nutrition labeling information
shall appear on the label in the format specified in this section,

(2) When food is not in package form, the required nutrition labeling
information shall be displayed clearly at the point of purchase (e.g., on a
counter card, sign, tag affixed to the product, or some other appropriate
device). Alternatively, the required information may be placed in a booklet,
looseleaf binder, or other appropriate format that is available at the point of
purchase.

(3) Solicitation of requests for nutrition information by a statement “For

”

nutrition information write to on the label or in the labeling or
advertising for a food, or providing such information in a direct written
reply to a solicited or unsolicited request, does not subject the label or the
labeling of a food exempted under paragraph (j) of this section to the
requirements of this section if the reply to the request conforms to the
requirements of this section.

(4) If any vitamin or mineral is added to a food so that a single serving
provides 50 percent or more of the Reference Daily Intake (RDI) for the
age group for which the product is intended, as specified in paragraph
(c)(8)(iv) of this section, of any one of the added vitamins or minerals,
unless such addition is permitted or required in other regulations, e.g., a
standard of identity or nutritional quality guideline, or is otherwise
exempted by the Commissioner, the food shall be considered a food for

special dietary use within the meaning of §105.3(a)(1)(iii) of this chapter.

§101.36— Nutrition labeling of dietary supplements (2]o]|R.ZFAe] FF4L: F7|H)
(a) The label of a dietary supplement that is offered for sale shall bear

nutrition labeling in accordance with this regulation unless an exemption is
provided for the product in paragraph (h) of this section.

(b) The declaration of nutrition information on the label and in labeling shall
contain the following information, using the subheadings and the format
specified in paragraph (e) of this section.

(1) Serving size. (i) The subheading “Serving Size” shall be placed under

the heading “Supplement Facts” and aligned on the left side of the nutrition
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label. The serving size shall be determined in accordance with §§101.9(b)
and 101.12(b), Table 2. Serving size for dietary supplements shall be
expressed using a term that is appropriate for the form of the supplement,
such as “tablets,” “capsules,” “packets,” or “teaspoonfuls.”

(i) The subheading “Servings Per Container” shall be placed under the
subheading “Serving Size” and aligned on the left side of the nutrition label,
except that this information need not be provided when it is stated in the
net quantity of contents declaration.

(2) Information on dietary ingredients that have a Reference Daily Intake
(RDI) or a Daily Reference Value (DRV) as established in §101.9(c) and
their subcomponents (hereinafter referred to as “(b)(2)-dietary ingredients”).
(i) The (b)(2)-dietary ingredients to be declared, that is, total calories,
calories from fat, total fat, saturated fat, trans fat, cholesterol, sodium, total
carbohydrate, dietary fiber, sugars, protein, vitamin A, vitamin C, calcium
and iron, shall be declared when they are present in a dietary supplement
in quantitative amounts by weight that exceed the amount that can be
declared as zero in nutrition labeling of foods in accordance with §101.9(c).
Calories from saturated fat and polyunsaturated fat, monounsaturated fat,
soluble fiber, insoluble fiber, sugar alcohol, and other carbohydrate may be
declared, but they shall be declared when a claim is made about them. Any
other vitamins or minerals listed in §101.9(c)(8)(iv) or (c)(9) may be
declared, but they shall be declared when they are added to the product for
purposes of supplementation, or when a claim is made about them. Any
(b)(2)—-dietary ingredients that are not present, or that are present in
amounts that can be declared as zero in §101.9(c), shall not be declared
(e.g., amounts corresponding to less than 2 percent of the RDI for vitamins
and minerals). Protein shall not be declared on labels of products that,
other than ingredients added solely for technological reasons, contain only

individual amino acids.

§101.60 — Nutrient content claims for the calorie content of foods (2]¥9] JU4
g X7-Z=E §)

(b) Calorie content claims. (1) The terms “calorie free,” “free of calories,”

“no calories,” “zero calories,” “without calories,” “trivial source of
calories,” “negligible source of calories,” or “dietarily insignificant source of
calories” may be used on the label or in the labeling of foods, provided
that:

(i) The food contains less than 5 calories per reference amount customarily
consumed and per labeled serving.

(i) As required in §101.13(e)(2), if the food meets this condition without the
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§101.

benefit of special processing, alteration, formulation, or reformulation to
lower the caloric content, it is labeled to disclose that calories are not
usually present in the food (e.g., “cider vinegar, a calorie free food”).

(2) The terms “low calorie,” “few calories,” “contains a small amount of
calories,” “low source of calories,” or “low in calories” may be used on the
label or in labeling of foods, except meal products as defined in §101.13(1)
and main dish products as defined in §101.13(m), provided that:

()(A) The food has a reference amount customarily consumed greater than
30 grams (g) or greater than 2 tablespoons and does not provide more than
40 calories per reference amount customarily consumed; or

(B) The food has a reference amount customarily consumed of 30 g or less
or 2 tablespoons or less and does not provide more than 40 calories per
reference amount customarily consumed and, except for sugar substitutes,
per 50 g (for dehydrated foods that must be reconstituted before typical
consumption with water or a diluent containing an insignificant amount, as
defined in §101.9(f)(1), of all nutrients per reference amount customarily
consumed, the per 50 g criterion refers to the “as prepared” form).

(i) If a food meets these conditions without the benefit of special
processing, alteration, formulation, or reformulation to vary the -caloric
content, it is labeled to clearly refer to all foods of its type and not merely
to the particular brand to which the label attaches (e.g., “celery, a low

calorie food”).

13 - Nutrient content claims—general principles (3%4 3% #7]-9vtdle])

(m) For purposes of making a claim, a “main dish product” shall be defined
as a food that:

(1) Makes a major contribution to a meal by

(1) Weighing at least 6 oz per labeled serving; and

(ii) Containing not less than 40 g of food, or combinations of foods, from
each of at least two of the following four food groups, except as noted in
paragraph (m)(1)GD(E) of this section.

(A) Bread, cereal, rice, and pasta group;

(B) Fruits and vegetables group;

(C) Milk, yogurt, and cheese group;

(D) Meat, poultry, fish, dry beans, eggs, and nuts groups; except that:

(E) These foods shall not be sauces (except for foods in the above four
food groups that are in the sauces) gravies, condiments, relishes, pickles,
olives, jams, jellies, syrups, breadings, or garnishes; and

(2) Is represented as, or is in a form commonly understood to be, a main

dish (e.g, not a beverage or a dessert). Such representations may be made

- 209 -



either by statements, photographs, or vignettes.

§101.105()- Declaration of net quantity of contents when exempt

(i) The declaration shall be In letters and numerals in a type size
established in relationship to the area of the principal display panel of the
package and shall be uniform for all packages of substantially the same size
by complying with the following type specifications:

(1) Not less than one-sixteenth inch in height on packages the principal
display panel of which has an area of 5 square inches or less.

(2) Not less than one-eighth inch in height on packages the principal
display panel of which has an area of more than 5 but not more than 25
square inches.

(3) Not less than three-sixteenths inch in height on packages the principal
display panel of which has an area of more than 25 but not more than 100
square inches.

(4) Not less than one-fourth inch in height on packages the principal
display panel of which has an area of more than 100 square inches, except
not less thanl/2inch in height if the area is more than 400 square inches.
Where the declaration is blown, embossed, or molded on a glass or plastic
surface rather than by printing, typing, or coloring, the lettering sizes
specified in paragraphs (h)(1) through (4) of this section shall be increased

by one-sixteenth of an inch.

§101.54- Nutrient content claims for "good source". "high", "more", and "high
potency" (%4 F H719 AgH

(a) General requirements. Except as provided in paragraph (e) of this

section, a claim about the level of a nutrient in a food in relation to the
Reference Daily Intake (RDI) established for that nutrient in §101.9(c)(8)(iv)
or Daily Reference Value (DRV) established for that nutrient in §101.9(c)(9),
(excluding total carbohydrates) may only be made on the label or in
labeling of the food if:

(1) The claim uses one of the terms defined in this section in accordance
with the definition for that term;

(2) The claim is made in accordance with the general requirements for
nutrient content claims in §101.13; and

(3) The food for which the claim is made is labeled in accordance with
§101.9, §101.10, or §101.36, as applicable.

(b) “High” claims. (1) The terms “high,” “rich in,” or “excellent source of”
may be used on the label and in the labeling of foods, except meal
products as defined in §101.13(1) and main dish p roducts as defined in
§101.13(m), provided that the food contains 20 percent or more of the RDI
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or the DRV per reference amount customarily consumed.

(2) The terms defined in paragraph (b)(1) of this section may be used on
the label and in the labeling of meal products as defined in §101.13(1) and
main dish products as defined in §101.13(m), provided that:

(i) The product contains a food that meets the definition of “high” in
paragraph (b)(1) of this section; and

(i) The label or labeling clearly identifies the food that is the subject of
the claim (e.g., the serving of broccoli in this product is high in vitamin C).
(c) “Good Source” claims. (1) The terms “good source,” “contains,” or
“provides” may be used on the label and in the labeling of foods, except
meal products as defined in §101.13(1) and main dish products as defined in
§101.13(m), provided that the food contains 10 to 19 percent of the RDI or
the DRV per reference amount customarily consumed.

(2) The terms defined in paragraph (c)(1) of this section may be used on
the label and in the labeling of meal products as defined in §101.13(1) and
main dish products as defined in 101.13(m), provided that:

(i) The product contains a food that meets the definition of “good source”
in paragraph (c)(1) of this section; and

(ii) The label or labeling clearly identifies the food that is the subject of
the claim (e.g., the serving of sweet potatoes in this product is a “good
source” of fiber).

(d) “Fiber” claims. (1) If a nutrient content claim is made with respect to
the level of dietary fiber, that is, that the product is high in fiber, a good
source of fiber, or that the food contains “more” fiber, and the food is not
“low” in total fat as defined in §101.62(b)(2) or, in the case of a meal
product, as defined in §101.13(1), or main dish product, as defined in
§101.13(m), is not “low” in total fat as defined in §101.62(b)(3), then the
label shall disclose the level of total fat per labeled serving.

(2) The disclosure shall appear in immediate proximity to such claim, be In
a type size no less than one-half the size of the claim and precede any
disclosure statement required under §101.13(h) (e.g., “contains | x amount ]
of total fat per serving. See nutrition information for fat content”).

(e) “More” claims. (1) A relative claim using the terms “more,” “fortified,”
“enriched,” “added,” “extra,” and “plus” may be used on the label or in
labeling of foods to describe the level of protein, vitamins, minerals, dietary
fiber, or potassium, except as limited by §101.13(j)(1)(i) and except meal
products as defined in §101.13() and main dish products as defined in
§101.13(m), provided that:

(i) The food contains at least 10 percent more of the RDI for vitamins or

minerals or of the DRV for protein, dietary fiber, or potassium (expressed
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as a percent of the Daily Value) per reference amount customarily
consumed than an appropriate reference food; and

(ii)) Where the claim is based on a nutrient that has been added to the food,
that fortification is in accordance with the policy on fortification of foods in
§104.20 of this chapter; and

(iii) As required in §101.13(G)(2) for relative claims:

(A) The identity of the reference food and the percentage (or fraction) that
the nutrient is greater relative to the RDI or DRV are declared in immediate
proximity to the most prominent such claim (e.g., “contains 10 percent more
of the Daily Value for fiber than white bread”); and

(B) Quantitative information comparing the level of the nutrient in the
product per labeled serving with that of the reference food that it replaces
(e.g., “Fiber content of white bread is 1 gram (g) per serving; (this product)
3.5 g per serving”’) is declared adjacent to the most prominent claim or to
the nutrition label, except that if the nutrition label is on the information
panel, the quantitative information may be located elsewhere on the
information panel in accordance with §101.2.

(f) “High potency” claims. (1)(i) The term “high potency” may be used on
the label or in the labeling of foods to describe individual vitamins or
minerals that are present at 100 percent or more of the RDI per reference
amount customarily consumed.

(ii) When the term “high potency” is used to describe individual vitamins or
minerals in a product that contains other nutrients or dietary ingredients,
the label or labeling shall clearly identify which vitamin or mineral is
described by the term “high potency” (e.g., “Botanical ‘X’ with high potency
vitamin E”).

(2) The term “high potency” may be used on the label or in the labeling of
a multiingredient food product to describe the product if the product
contains 100 percent or more of the RDI for at least two-—thirds of the
vitamins and minerals that are listed in §101.9(c)(8)(iv) and that are present
in the product at 2 percent or more of the RDI (e.g., “High potency
multivitamin, multimineral dietary supplement tablets”).

(g) Nutrient content claims using the term “antioxidant.” A nutrient content
claim that characterizes the level of antioxidant nutrients present in a food
may be used on the label or in the labeling of that food when:

(1) An RDI has been established for each of the nutrients;

(2) The nutrients that are the subject of the claim have recognized
antioxidant activity; that is, when there exists scientific evidence that,
following absorption from the gastrointestinal tract, the substance

participates In physiological, bilochemical, or cellular processes that
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inactivate free radicals or prevent free radical-initiated chemical reactions;
§101.62

(a) General requirements. A claim about the level of fat, fatty acid, and

cholesterol in a food may only be made on the label or in the labeling of

foods if:

(1) The claim uses one of the terms defined in this section in accordance

with the definition for that term;

(2) The claim is made in accordance with the general requirements for

nutrient content claims in §101.13;

(3) The food for which the claim is made is labeled in accordance with

§101.9, §101.10, or §101.36, as applicable; and

(4) For dietary supplements, claims for fat, saturated fat, and cholesterol

may not be made on products that meet the criteria in §101.60(b)(1) or

(b)(2) for “calorie free” or “low calorie” claims.

(b) Fat content claims. (1) The terms “fat free,” “free of fat,” “no fat,”

“zero fat,” “without fat,” “negligible source of fat,” or “dietarily insignificant

source of fat” or, in the case of milk products, “skim” may be used on the

label or in labeling of foods, provided that:

(i) The food contains less than 0.5 gram (g) of fat per reference amount

customarily consumed and per labeled serving or, in the case of a meal

product or main dish product, less than 0.5 g of fat per labeled serving;

and

(ii) The food contains no added ingredient that is a fat or is generally

understood by consumers to contain fat unless the listing of the ingredient

in the ingredient statement is followed by an asterisk that refers to the

statement below the list of ingredients, which states “adds a trivial amount

of fat,” “adds a negligible amount of fat,” or “adds a dietarily insignificant

amount of fat;” and

(iii) As required in §101.13(e)(2), if the food meets these conditions without

the benefit of special processing, alteration, formulation, or reformulation to

lower fat content, it is labeled to disclose that fat is not usually present in

the food (e.g., “broccoli, a fat free food”).

(2) The terms “low fat,” “low in fat,” “contains a small amount of fat,” “low

source of fat,” or “little fat” may be used on the label or in labeling of

foods, except meal products as defined in §101.13() and main dish products

as defined in §101.13(m), provided that:

(c) Fatty acid content claims. The label or labeling of foods that bear

claims with respect to the level of saturated fat shall disclose the level of

total fat and cholesterol in the food in immediate proximity to such claim

each time the claim is made and in type that shall be no less than one-half
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the size of the type used for the claim with respect to the level of
saturated fat. Declaration of cholesterol content may be omitted when the
food contains less than 2 milligrams (mg) of cholesterol per reference
amount customarily consumed or in the case of a meal or main dish product
less than 2 mg of cholesterol per labeled serving. Declaration of total fat
may be omitted with the term defined in paragraph (c)(1) of this section
when the food contains less than 0.5 g of total fat per reference amount
customarily consumed or, in the case of a meal product or a main dish
product, when the product contains less than 0.5 g of total fat per labeled
serving. The declaration of total fat may be omitted with the terms defined
in paragraphs (c)(2) through (c)(5) of this section when the food contains 3
g or less of total fat per reference amount customarily consumed or in the
case of a meal product or a main dish product, when the product contains 3
g or less of total fat per 100 g and not more than 30 percent calories from
fat.

(1) The terms “saturated fat free,” “free of saturated fat,” “no saturated
fat,” “zero saturated fat,” “without saturated fat,” “trivial source of

” £«

saturated fat,” “negligible source of saturated fat,” or “dietarily insignificant
source of saturated fat” may be used on the label or in the labeling of
foods, provided that:

(i) The food contains less than 0.5 g of saturated fat and less than 0.5 g
trans fatty acid per reference amount customarily consumed and per labeled
serving, or in the case of a meal product or main dish product, less than
0.5 g of saturated fat and less than 0.5 g trans fatty acid per labeled
serving; and

(ii)) The food contains no ingredient that is generally understood by
consumers to contain saturated fat unless the listing of the ingredient in the
ingredient statement is followed by an asterisk that refers to the statement
below the list of ingredients which states, “adds a trivial amount of

b2

saturated fat,” “adds a negligible amount of saturated fat,” or “adds a
dietarily insignificant amount of saturated fat;” and

(iii) As required in §101.13(e)(2), if the food meets these conditions without
the benefit of special processing, alteration, formulation, or reformulation to
lower saturated fat content, it is labeled to disclose that saturated fat is not
usually present in the food.

” “

(2) The terms “low in saturated fat,” “low saturated fat,” “contains a small

amount of saturated fat,” “low source of saturated fat,” or “a little
saturated fat” may be used on the label or in the labeling of foods, except
meal products as defined in §101.13(1) and main dish products as defined in

§101.13(m), provided that:
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(i) The food contains 1 g or less of saturated fatty acids per reference
amount customarily consumed and not more than 15 percent of calories
from saturated fatty acids; and

(i) If a food meets these conditions without benefit of special processing,
alteration, formulation, or reformulation to lower saturated fat content, it is
labeled to clearly refer to all foods of its type and not merely to the
particular brand to which the label attaches (e.g., “raspberries, a low
saturated fat food”).

(d) Cholesterol content claims. (1) The terms “cholesterol free,” “free of

»
’

“without cholesterol,” “no cholesterol

bR ” ”
? ? )

cholesterol,” “zero cholesterol

“trivial source of cholesterol,” “negligible source of cholesterol,” or

”

“dietarily insignificant source of cholesterol” may be used on the label or in
the labeling of foods, provided that:

(1) For foods that contain 13 g or less of total fat per reference amount
customarily consumed, per labeled serving, and per 50 g if the reference
amount customarily consumed is 30 g or less or 2 tablespoons or less (for
dehydrated foods that must be reconstituted before typical consumption with
water or a diluent containing an insignificant amount, as defined in
§101.9(f)(1), of all nutrients per reference amount customarily consumed,
the per 50-g criterion refers to the “as prepared” form), or, in the case of
meal products, 26.0 g or less total fat per labeled serving, or, in the case
of main dish products, 19.5 g or less total fat per labeled serving:

(A) The food contains less than 2 mg of cholesterol per reference amount
customarily consumed and per labeling serving or, in the case of a meal
product or main dish product, less than 2 mg of cholesterol per labeled
serving; and

(B) The food contains no ingredient that is generally understood by
consumers to contain cholesterol, unless the listing of the ingredient in the
ingredient statement is followed by an asterisk that refers to the statement
below the list of ingredients, which states “adds a trivial amount of

»
>

cholesterol,” “adds a negligible amount of cholesterol,” or “adds a dietarily
insignificant amount of cholesterol;” and

(C) The food contains 2 g or less of saturated fatty acids per reference
amount customarily consumed or, in the case of a meal product or main
dish product, 2 g or less of saturated fatty acids per labeled serving; and
(D) As required in §101.13(e)(2), if the food contains less than 2 mg of
cholesterol per reference amount customarily consumed or in the case of a
meal product or main dish product, less than 2 mg of cholesterol per
labeled serving without the benefit of special processing, alteration,

formulation, or reformulation to lower cholesterol content, it is labeled to
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disclose that cholesterol is not wusually present in the food (e.g.,
“applesauce, a cholesterol-free food”).

(i) For food that contain more than 13 g of total fat per reference amount
customarily consumed, per labeling serving, or per 50 g if the reference
amount customarily consumed is 30 g or less or 2 tablespoons or less (for
dehydrated foods that must be reconstituted before typical consumption with
water or a diluent containing an insignificant amount, as defined in
§101.9(f)(1), of all nutrients per reference amount customarily consumed,
the per 50-g criterion refers to the “as prepared” form), or in the case of
a meal product, more than 26 g of total fat per labeled serving, or, in the
case of a main dish product more than 19.5 g of total fat per labeled
serving:

(A) The food contains less than 2 mg of cholesterol per reference amount
customarily consumed and per labeling serving or, in the case of a meal
product or main dish product, less than 2 mg of cholesterol per labeled
serving; and

(B) The food contains no ingredient that is generally understood by
consumers to contain cholesterol, unless the listing of the ingredient in the
ingredient statement is followed by an asterisk that refers to the statement
below the list of ingredients, which states “adds a trivial amount of
cholesterol,” “adds a negligible amount of cholesterol,” or “adds a dietarily
insignificant amount of cholesterol;” and

(C) The food contains 2 g or less of saturated fatty acids per reference
amount cutomarily consumed or, in the case of a meal product or main dish
product less than 2 g of saturated fatty acids per labeled serving; and

(D) The label or labeling discloses the level of total fat in a serving (as
declared on the label) of the food. Such disclosure shall appear in
immediate proximity to such claim preceding any disclosure statement
required under §101.13(h) in type that shall be no less than one-half the
size of the type used for such claim. If the claim appears on more than one
panel, the disclosure shall be made on each panel except for the panel that
bears nutrition labeling. If the claim appears more than once on a panel, the
disclosure shall be made in immediate proximity to the claim that is printed
in the largest type; and

§101.12 - Reference amounts customarily consumed per eating occation

(a) The general principles and factors that the Food and Drug
Administration (FDA) considered in arriving at the reference amounts
customarily consumed per eating occasion (reference amounts) which are
set forth in paragraph (b) of this section, are that:

(1) FDA calculated the reference amounts for persons 4 years of age or
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older to reflect the amount of food customarily consumed per eating
occasion by persons in this population group. These reference amounts are
based on data set forth in appropriate national food consumption surveys.
(2) FDA calculated the reference amounts for an infant or child under 4
years of age to reflect the amount of food customarily consumed per eating
occasion by infants up to 12 months of age or by children 1 through 3
years of age, respectively. These reference amounts are based on data set
forth in appropriate national food consumption surveys. Such reference
amounts are to be used only when the food is specially formulated or
processed for use by an infant or by a child under 4 years of age.

(3) An appropriate national food consumption survey includes a large sample
size representative of the demographic and socioeconomic characteristics of
the relevant population group and must be based on consumption data under
actual conditions of use.

(4) To determine the amount of food customarily consumed per eating
occasion, FDA considered the mean, median, and mode of the consumed
amount per eating occasion.

(5) When survey data were insufficient, FDA took various other sources of
information on serving sizes of food into consideration. These other sources
of information included:

(i) Serving sizes used in dietary guidance recommendations or recommended
by other authoritative systems or organizations;

(i) Serving sizes recommended in comments;

(iii) Serving sizes used by manufacturers and grocers; and

(iv) Serving sizes used by other countries.

§105.66 — Label statements relation to usefulness in reducing or maintaining body
weight (A& 23 4¥E9 #7])

(a) General requirements. Any food that purports to be or is represented

for special dietary use because of usefulness in reducing or maintaining
body weight shall bear:

(1) Nutrition labeling in conformity with §101.9, or, where applicable,
§101.36 of this chapter, unless exempt under that section; and

(2) A conspicuous statement of the basis upon which the food claims to be
of special dietary usefulness.

(b) Nonnutritive ingredients. (1) Any food subject to paragraph (a) of this
section that achieves its special dietary usefulness by use of a nonnutritive
ingredient (i.e., one not utilized in normal metabolism) shall bear on its label
a statement that it contains a nonnutritive ingredient and the percentage by

welght of the nonnutritive ingredient.
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(2) A special dietary food may contain a nonnutritive sweetener or other
ingredient only if the ingredient is safe for use in the food under the
applicable law and regulations of this chapter. Any food that achieves its
special dietary usefulness in reducing or maintaining body weight through
the use of a nonnutritive sweetener shall bear on its label the statement
required by paragraph (b)(1) of this section, but need not state the
percentage by weight of the nonnutritive sweetener. If a nutritive
sweetener(s) as well as nonnutritive sweetener(s) is added, the statement
shall indicate the presence of both types of sweetener, e.g., “Sweetened
with nutritive sweetener(s) and nonnutritive sweetener(s).”

(c) “Low calorie” foods. A food purporting to be “low calorie” must comply
with the criteria set forth for such foods in §101.60(b)(2) and (b)(3) of this
chapter.

(d) “Reduced calorie” foods and other comparative calorie claims. A food
purporting to be “reduced calorie” or otherwise containing fewer calories
than a reference food must comply with the criteria set forth for such food
in §101.60(b)(4) and (b)(5) of this chapter.

(e) Label terms suggesting usefulness as low calorie or reduced calorie
foods. (1) Except as provided in paragraphs (e)(2) and (e)(3) of this section,
and in §101.13(g)(2) of this chapter for soft drinks, a food may be labeled
with terms such as “diet,” “dietetic,” “artificially sweetened,” or “sweetened
with nonnutritive sweetener” only if the claim is not false and misleading,
and the food is labeled “low calorie” or “reduced calorie” or bears another
comparative calorie claim in compliance with part 101 of this chapter and
this section.

(2) Paragraph (e)(1) of this section shall not apply to any use of such
terms that is specifically authorized by regulation governing a particular
food, or, unless otherwise restricted by regulation, to any use of the term
“diet” that clearly shows that the food is offered solely for a dietary use
other than regulating body weight, e.g., “for low-sodium diets.”

(3) Paragraph (e)(1) of this section shall not apply to any use of such
terms on a formulated meal replacement or other food that is represented
to be of special dietary use as a whole meal, pending the issuance of a
regulation governing the use of such terms on foods.

(f) “Sugar free,” and “no added sugar.” Criteria for the use of the terms
“sugar free” and “no added sugar” are provided for in §101.60(c) of this

chapter.

§101.69(0) — Petitions for nutrient content claims (8 %4 = ¥7]9] 41%)

(o) Nothing in this section shall prohibit supplemental statements at

- 218 -



locations other than the principal display panel(s) describing in nondeceptive
terms the net quantity of contents; Provided, that such supplemental
statements of net quantity of contents shall not include any term qualifying
a unit of weight, measure, or count that tends to exaggerate the amount of
the food contained in the package; for example, “jumbo quart” and “full
gallon”. Dual or combination declarations of net quantity of contents as
provided for in paragraphs (a), (c¢), and (j) of this section (for example, a
combination of net weight plus numerical count, net contents plus dilution
directions of a concentrate, etc.) are not regarded as supplemental net

quantity statements and may be located on the principal display panel.

§101.70 - Petitions for health claims (AZ7ZZ ¥719] 43)
(a) Any interested person may petition the Food and Drug Administration

(FDA) to issue a regulation regarding a health claim. An original and one
copy of the petition shall be submitted, or the petitioner may submit an
original and a computer readable disk containing the petition. Contents of
the disk should be in a standard format, such as ASCII format. (Petitioners
interested in submitting a disk should contact the Center for Food Safety
and Applied Nutrition for details.) If any part of the material submitted is in
a foreign language, it shall be accompanied by an accurate and complete
English translation. The petition shall state the petitioner's post office
address to which any correspondence required by section 403 of the
Federal Food, Drug, and Cosmetic Act may be sent.

(b) Pertinent information may be incorporated in, and will be considered as
part of, a petition on the basis of specific reference to such information
submitted to and retained in the files of FDA. Such information may include
any findings, along with the basis of the findings, of an outside panel with
expertise in the subject area. Any reference to published information shall
be accompanied by reprints, or easily readable copies of such information.
(c) If nonclinical laboratory studies are included in a petition, the petition
shall include, with respect to each nonclinical study contained in the
petition, either a statement that the study has been conducted in compliance
with the good laboratory practice regulations as set forth in part 58 of this
chapter, or, if any such study was not conducted in compliance with such
regulations, a brief statement of the reason for the noncompliance.

(d) If clinical or other human investigations are included in a petition, the
petition shall include a statement that they were either conducted in
compliance with the requirements for institutional review set forth in part
56 of this chapter, or were not subject to such requirements in accordance
with §56.104 or §56.105, and a statement that they were conducted in
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compliance with the requirements for informed consent set forth in part 50
of this chapter.

(e) All data and information in a health claim petition are available for
public disclosure after the notice of filing of petition is issued to the
petitioner, except that clinical investigation reports, adverse reaction
reports, product experience reports, consumer complaints, and other similar
data and information shall only be available after deletion of:

(1) Names and any information that would identify the person using the
product.

(2) Names and any information that would identify any third party involved
with the report, such as a physician or hospital or other institution.

(f) Petitions for a health claim shall include the following data and be

submitted in the following form:

(Date)

Name of petitioner

Post office address

Subject of the petition

Food and Drug Administration,

Office of Nutritional Products, Labeling and Dietary Supplements (HFS-800),
5100 Paint Branch Pkwy.,

College Park, MD 20740,

The undersigned, submits this petition pursuant to section
403(r)(4) or 403(r)(5)(D) of the Federal Food, Drug, and Cosmetic Act with
respect to (statement of the substance and its health claim).

Attached hereto, and constituting a part of this petition, are the following:
A. Preliminary requirements. A complete explanation of how the substance
conforms to the requirements of §101.14(b) (21 CFR 101.14(b)). For
petitions where the subject substance is a food ingredient or a component

of a food ingredient, the petitioner should compile a comprehensive list of
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the specific ingredients that will be added to the food to supply the
substance in the food bearing the health claim. For each such ingredient
listed, the petitioner should state how the ingredient complies with the
requirements of §101.14(b)(3)(ii), e.g., that its use is generally recognized
as safe (GRAS), listed as a food additive, or authorized by a prior sanction
issued by the agency, and what the basis is for the GRAS claim, the food
additive status, or prior sanctioned status.

B. Summary of scientific data. The summary of scientific data provides the
basis upon which authorizing a health claim can be justified as providing the
health benefit. The summary must establish that, based on the totality of
publicly available scientific evidence (including evidence from well-designed
studies conducted in a manner which is consistent with generally recognized
scientific procedures and principles), there is significant scientific agreement
among experts qualified by scientific training and experience to evaluate
such claims, that the claim is supported by such evidence.

The summary shall state what public health benefit will derive from use of
the claim as proposed. If the claim is intended for a specific group within
the population, the summary shall specifically address nutritional needs of
such group and shall include scientific data showing how the claim is likely
to assist in meeting such needs.

The summary shall concentrate on the findings of appropriate review
articles, National Institutes of Health consensus development conferences,
and other appropriate resource materials. Issues addressed in the summary

shall include answers to such questions as:

1. Is there an optimum level of the particular substance to be consumed
beyond which no benefit would be expected?

2. Is there any level at which an adverse effect from the substance or from
foods containing the substance occurs for any segment of the population?

3. Are there certain populations that must receive special consideration?

4. What other nutritional or health factors (both positive and negative) are
important to consider when consuming the substance?

In addition, the summary of scientific data shall include a detailed analysis
of the potential effect of the use of the proposed claim on food
consumption, specifically any change due to significant alterations in eating
habits and corresponding changes in nutrient intake resulting from such
changes in food consumption. The latter item shall specifically address the
effect on the intake of nutrients that have beneficial and negative

conseqguences in the total diet.
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If the claim is intended for a significant subpopulation within the general
U.S. population, the analysis shall specifically address the dietary practices
of such group, and shall include data sufficient to demonstrate that the
dietary analysis is representative of such group (e.g., adolescents or the
elderly).

If appropriate, the petition shall explain the prevalence of the disease or
health-related condition in the U.S. population and the relevance of the
claim in the context of the total daily diet.

Also, the summary shall demonstrate that the substance that is the subject

of the proposed claim conforms to the definition of the term “substance” in

§101.14(a)(2)

C. Analytical data that show the amount of the substance that is present in
representative foods that would be candidates to bear the claim should be
obtained from representative samples using methods from the AOAC
INTERNATIONAL (AOAC), where available. If no AOAC method is available,
the petitioner shall submit the assay method used and data establishing the
validity of the method for assaying the substance in food. The wvalidation
data should include a statistical analysis of the analytical and product
variability.

D. Model health claim. One or more model health claims that represent
label statements that may be used on a food label or in labeling for a food
to characterize the relationship between the substance in a food to a
disease or health-related condition that is justified by the summary of
scientific data provided in section C of the petition. The model health claim

shall include:

1. A brief capsulized statement of the relevant conclusions of the summary,
and

2. A statement of how this substance helps the consumer to attain a total
dietary pattern or goal associated with the health benefit that is provided.
E. The petition shall include the following attachments:

1. Copies of any computer literature searches done by the petitioner (e.g.,
Medline).

2. Copies of articles cited in the literature searches and other information
as follows:

a. All information relied upon for the support of the health claim, including
copies of publications or other information cited in review articles and used

to perform meta—analyses.
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b. All information concerning adverse consequences to any segment of the
population (e.g., sensitivity to the substance).

c. All information pertaining to the U.S. population.

F. The petitioner is required to submit either a claim for categorical
exclusion under §25.30 or §25.32 of this chapter or an environmental

assessment under §25.40 of this chapter.

Yours very truly,

Petitioner

By

(Indicate authority)

(g) The data specified under the several lettered headings should be
submitted on separate pages or sets of pages, suitably identified. If such
data have already been submitted with an earlier application from the
petitioner or any other final petition, the present petition may incorporate it
by specific reference to the earlier petition.

(h) The petition shall include a statement signed by the person responsible
for the petition that, to the best of his/her knowledge, it is a representative
and balanced submission that includes unfavorable information as well as
favorable information, known to him/her to be pertinent to the evaluation of
the proposed health claim.

(i) The petition shall be signed by the petitioner or by his/her attorney or
agent, or (if a corporation) by an authorized official.

(j) Agency action on the petition. (1) Within 15 days of receipt of the
petition, the petitioner will be notified by letter of the date on which the
petition was received. Such notice will inform the petitioner that the petition
is undergoing agency review and that the petitioner will subsequently be
notified of the agency's decision to file for comprehensive review or deny
the petition.

(2) Within 100 days of the date of receipt of the petition, FDA will notify
the petitioner by letter that the petition has either been filed for
comprehensive review or denied. The agency will deny a petition without
reviewing the information contained in “B. Summary of Scientific Data” if
the information in “A. Preliminary Requirements” is inadequate in explaining

how the substance conforms to the requirements of §101.14(b). If the
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petition 1s denied, the notification will state the reasons therefor, including
justification of the rejection of any report from an authoritative scientific
body of the U.S. Government. If filed, the date of the notification letter
becomes the date of filing for the purposes of this regulation. If FDA does
not act within such 100 days, the petition shall be deemed to be denied
unless an extension is mutually agreed upon by FDA and the petitioner. A
petition that has been denied, or has been deemed to be denied, without
filing will not be made available to the public. A filed petition will be
available to the public to the extent provided under paragraph (e) of this
section.

(3) Within 90 days of the date of filing, FDA will by letter of notification to
the petitioner:

(i) Deny the petition, or

(i) Inform the petitioner that a proposed regulation to provide for the
requested use of the health claim will be published in theFederal Register.If
the petition is denied, the notification will state the reasons therefor,
including justification for the rejection of any report from an authoritative
scientific body of the U.S. Government. FDA will publish the proposal to
amend the regulations to provide for the requested use of the health claim
in theFederal Registerwithin 90 days of the date of filing. The proposal will
also announce the availability of the petition for public review.

(iii) If FDA does not act within 90 days of the date of filing, the petition
shall be deemed to be denied unless an extension is mutually agreed upon
by FDA and the petitioner.

(4)(1) Within 270 of the date of publication of the proposal, FDA will publish
a final rule that either authorizes use of the health claim or explains why
the agency has decided not to authorize one.

(i) For cause, FDA may extend, no more than twice, the period in which it
will publish a final rule; each such extension will be for no more than 90
days. FDA will publish a notice of each extension in theFederal
Register. The document will state the basis for the extension, the length of
the extension, and the date by which the final rule will be published, which
date shall be within 540 days of the date of receipt of the petition.

[68 FR 2534, Jan. 6, 1993; 58 FR 17097, Apr. 1, 1993, as amended at 59
FR 425, Jan. 4, 1994; 62 FR 28232, May 22, 1997; 62 FR 40599, July 29,
1997; 63 FR 26719, May 14, 1998; 63 FR 40024, July 27, 1998; 66 FR
56035, Nov. 6, 2001]
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101.93 Structure/Functional Claims (NAT+Z/7%5 &7])

(f) Permitted structure/function statements. Dietary supplement labels or
labeling may, subject to the requirements in paragraphs (a) through (e) of
this section, bear statements that describe the role of a nutrient or dietary
ingredient intended to affect the structure or function in humans or that
characterize the documented mechanism by which a nutrient or dietary
ingredient acts to maintain such structure or function, provided that such
statements are not disease claims under paragraph (g) of this section. If the
label or labeling of a product marketed as a dietary supplement bears a
disease claim as defined in paragraph (g) of this section, the product will
be subject to regulation as a drug unless the claim is an authorized health
claim for which the product qualifies.

section 403

(r) Nutrition levels and health-related claims.

(1) Except as provided in clauses (A) through (C) of subparagraph (5), if it
is a food intended for human consumption which is offered for sale and for
which a claim is made in the label or labeling of the food which expressly
or by implication—

(A) characterizes the level of any nutrient which is of the type required by
paragraph (g)(1) or (q)(2) to be in the label or labeling of the food unless
the claim is made in accordance with subparagraph (2), or

(B) characterizes the relationship of any nutrient which is of the type
required by paragraph (@)(1) or (q)(2) to be in the label or labeling of the
food to a disease or a health-related condition unless the claim is made in
accordance with subparagraph (3) or (5)(D).

A statement of the type required by paragraph (q) that appears as part of
the nutrition information required or permitted by such paragraph is not a
claim which is subject to this paragraph and a claim subject to clause (A) is
not subject to clause (B).

(2)(A) Except as provided in subparagraphs (4)(A)(i) and (4)(A)(ii)) and
clauses (A) through (C) of subparagraph (5), a claim described in
subparagraph (1)(A)—

(i) may be made only if the characterization of the level made in the claim
uses terms which are defined in regulations of the Secretary,

(i) may not state the absence of a nutrient unless—

(D) the nutrient is usually present in the food or in a food which substitutes
for the food as defined by the Secretary by regulation, or

(ID the Secretary by regulation permits such a statement on the basis of a

finding that such a statement would assist consumers in maintaining healthy
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dietary practices and the statement discloses that the nutrient is not usually
present in the food,

(iii) may not be made with respect to the level of cholesterol in the food if
the food contains, as determined by the Secretary by regulation, fat or
saturated fat in an amount which increases to persons in the general
population the risk of disease or a health related condition which is diet
related unless—

(I) the Secretary finds by regulation that the level of cholesterol is
substantially less than the level usually present in the food or in a food
which substitutes for the food and which has a significant market share, or
the Secretary by regulation permits a statement regarding the absence of
cholesterol on the basis of a finding that cholesterol is not usually present
in the food and that such a statement would assist consumers in maintaining
healthy dietary practices and the regulation requires that the statement
disclose that cholesterol is not usually present in the food, and

(I) the label or labeling of the food discloses the level of such fat or
saturated fat in immediate proximity to such claim and with appropriate
prominence which shall be no less than one-half the size of the claim with
respect to the level of cholesterol,

(iv) may not be made with respect to the level of saturated fat in the food
if the food contains cholesterol unless the label or labeling of the food
discloses the level of cholesterol in the food in immediate proximity to such
claim and with appropriate prominence which shall be no less than one-half
the size of the claim with respect to the level of saturated fat,

(v) may not state that a food is high in dietary fiber unless the food is low
in total fat as defined by the Secretary or the label or labeling discloses
the level of total fat in the food in immediate proximity to such statement
and with appropriate prominence which shall be no less than one-half the
size of the claim with respect to the level of dietary fiber, and

(vi) may not be made if the Secretary by regulation prohibits the claim
because the claim is misleading in light of the level of another nutrient in
the food.

(B) If a claim described in subparagraph (1)(A) is made with respect to a
nutrient in a food and the Secretary makes a determination that the food
contains a nutrient at a level that increases to persons in the general
population the risk of a disease or health-related condition that is diet
related, the label or labeling of such food shall contain, prominently and in
immediate proximity to such claim, the following statement: "See nutrition
information for ---- content." The blank shall identify the nutrient

assoclated with the increased disease or health-related condition risk. In
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making the determination described in this clause, the Secretary shall take
into account the significance of the food in the total daily diet.

(C) Subparagraph (2)(A) does not apply to a «claim described in
subparagraph (1)(A) and contained in the label or labeling of a food if such
claim is contained in the brand name of such food and such brand name
was in use on such food before October 25, 1989, unless the brand name
contains a term defined by the Secretary under subparagraph (2)(A)(i). Such
a claim is subject to paragraph (a).

(D) Subparagraph (2) does not apply to a claim described in subparagraph
(1)(A) which uses the term "diet" and is contained in the label or labeling
of a soft drink if (i) such claim is contained in the brand name of such soft
drink, (ii) such brand name was in use on such soft drink before October
25, 1989, and (iii) the use of the term "diet" was in conformity with section
105.66 of title 21 of the Code of Federal Regulations. Such a claim is
subject to paragraph (a).

(E) Subclauses (1) through (v) of subparagraph (2)(A) do not apply to a
statement in the label or labeling of food which describes the percentage of
vitamins and minerals in the food in relation to the amount of such vitamins
and minerals recommended for daily consumption by the Secretary.

(F) Subclause (i) clause (A) does not apply to a statement in the labeling of
a dietary supplement that characterizes the percentage level of a dietary
ingredient for which the Secretary has not established a reference daily
intake, daily recommended value, or other recommendation for daily
consumption.

() A claim of the type described in subparagraph (1)(A) for a nutrient, for
which the Secretary has not promulgated a regulation under clause (A)(D),
shall be authorized and may be made with respect to a food if—

() a scientific body of the United States Government with official
responsibility for public health protection or research directly relating to
human nutrition (such as the National Institutes of Health or the Centers for
Disease Control and Prevention) or the National Academy of Sciences or
any of its subdivisions has published an authoritative statement, which is
currently in effect, which identifies the nutrient level to which the claim
refers;

(i) a person has submitted to the Secretary, at least 120 days (during
which the Secretary may notify any person who is making a claim as
authorized by clause (C) that such person has not submitted all the
information required by such clause) before the first introduction into
interstate commerce of the food with a label containing the claim, (I) a

notice of the claim, which shall include the exact words used in the claim
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and shall include a concise description of the basis upon which such person
relied for determining that the requirements of subclause (i) have been
satisfied, (II) a copy of the statement referred to in subclause (i) upon
which such person relied in making the claim, and III) a balanced
representation of the scientific literature relating to the nutrient level to
which the claim refers;

(iii) the claim and the food for which the claim is made are in compliance
with clauses (A) and (B), and are otherwise in compliance with paragraph
(a) and section 201(n); and

(iv) the claim is stated in a manner so that the claim is an accurate
representation of the authoritative statement referred to in subclause (i) and
so that the claim enables the public to comprehend the information provided
in the claim and to understand the relative significance of such information
in the context of a total daily diet.

For purposes of this clause, a statement shall be regarded as an
authoritative statement of a scientific body described in subclause (i) only if
the statement is published by the scientific body and shall not include a
statement of an employee of the scientific body made in the individual
capacity of the employee.

(H) A claim submitted under the requirements of clause (G) may be made
until—

(i) such time as the Secretary issues a regulation—

(I) prohibiting or modifying the claim and the regulation has become
effective, or

(ID finding that the requirements of clause (G) have not been met, including
finding that the petitioner had not submitted all the information required by
such clause; or

(i1) a district court of the United States in an enforcement proceeding under
chapter III has determined that the requirements of clause (G) have not
been met.

(3)(A) Except as provided in subparagraph (5), a claim described in
subparagraph (1)(B) may only be made—

(1) if the claim meets the requirements of the regulations of the Secretary
promulgated under clause (B), and

(ii) if the food for which the claim is made does not contain, as determined
by the Secretary by regulation, any nutrient in an amount which increases
to persons in the general population the risk of a disease or health-related
condition which is diet related, taking into account the significance of the
food in the total daily diet, except that the Secretary may by regulation

permit such a claim based on a finding that such a claim would assist
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consumers in maintaining healthy dietary practices and based on a
requirement that the label contain a disclosure of the type required by
subparagraph (2)(B).

(B)Q) The Secretary shall promulgate regulations authorizing claims of the
type described in subparagraph (1)(B) only if the Secretary determines,
based on the totality of publicly available scientific evidence (including
evidence from well-designed studies conducted in a manner which is
consistent with generally recognized scientific procedures and principles),
that there is significant scientific agreement, among experts qualified by
scientific training and experience to evaluate such claims, that the claim is
supported by such evidence.

(i) A regulation described in subclause (i) shall describe—

(D the relationship between a nutrient of the type required in the label or
labeling of food by paragraph (@)(1) or (g)(2) and a disease or
health-related condition, and

(I) the significance of each such nutrient in affecting such disease or
health-related condition.

(iii) A regulation described in subclause (i) shall require such claim to be
stated in a manner so that the claim is an accurate representation of the
matters set out in subclause (ii) and so that the claim enables the public to
comprehend the information provided in the claim and to understand the
relative significance of such information in the context of a total daily diet.
(C) Notwithstanding the provisions of clauses (A)(i) and (B), a claim of the
type described in subparagraph (1)(B) which is not authorized by the
Secretary in a regulation promulgated in accordance with clause (B) shall be
authorized and may be made with respect to a food if—

(i) a scientific body of the United States Government with official
responsibility for public health protection or research directly relating to
human nutrition (such as the National Institutes of Health or the Centers for
Disease Control and Prevention) or the National Academy of Sciences or
any of its subdivisions has published an authoritative statement, which is
currently in effect, about the relationship between a nutrient and a disease
or health-related condition to which the claim refers;

(i) a person has submitted to the Secretary, at least 120 days (during
which the Secretary may notify any person who is making a claim as
authorized by clause (C) that such person has not submitted all the
information required by such clause) before the first introduction into
interstate commerce of the food with a label containing the claim, (D) a
notice of the claim, which shall include the exact words used in the claim

and shall include a concise description of the basis upon which such person
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relied for determining that the requirements of subclause (i) have been
satisfied, (II) a copy of the statement referred to in subclause (i) upon
which such person relied in making the claim, and (II) a balanced
representation of the scientific literature relating to the relationship between
a nutrient and a disease or health-related condition to which the claim
refers;

(iii) the claim and the food for which the claim is made are in compliance
with clause (A)(ii) and are otherwise in compliance with paragraph (a) and
section 201(n); and

(iv) the claim is stated in a manner so that the claim is an accurate
representation of the authoritative statement referred to in subclause (i) and
so that the claim enables the public to comprehend the information provided
in the claim and to understand the relative significance of such information
in the context of a total daily diet.

For purposes of this clause, a statement shall be regarded as an
authoritative statement of a scientific body described in subclause (i) only if
the statement is published by the scientific body and shall not include a
statement of an employee of the scientific body made in the individual
capacity of the employee.

(D) A claim submitted under the requirements of clause (C) may be made
until—

(i) such time as the Secretary issues a regulation under the standard in
clause (B)(i)—

(D) prohibiting or modifying the claim and the regulation has become
effective, or

(II) finding that the requirements of clause (C) have not been met, including
finding that the petitioner has not submitted all the information required by
such clause; or

(ii) a district court of the United States in an enforcement proceeding under
chapter III has determined that the requirements of clause (C) have not
been met.

(4)(A)1) Any person may petition the Secretary to issue a regulation under
subparagraph (2)(A)(Q) or (3)(B) relating to a claim described in
subparagraph (1)(A) or (1)(B). Not later than 100 days after the petition is
received by the Secretary, the Secretary shall issue a final decision denying
the petition or file the petition for further action by the Secretary. If the
Secretary does not act within such 100 days, the petition shall be deemed
to be denied unless an extension is mutually agreed upon by the Secretary
and the petitioner. If the Secretary denies the petition or the petition is
deemed to be denied, the petition shall not be made available to the public.
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If the Secretary files the petition, the Secretary shall deny the petition or
issue a proposed regulation to take the action requested in the petition not
later than 90 days after the date of such decision. If the Secretary does
not act within such 90 days, the petition shall be deemed to be denied
unless an extension is mutually agreed upon by the Secretary and the
petitioner. If the Secretary issues a proposed regulation, the rulemaking
shall be completed within 540 days of the date the petition is received by
the Secretary. If the Secretary does not issue a regulation within such 540
days, the Secretary shall provide the Committee on Commerce of the House
of Representatives and the Committee on Labor and Human Resources of
the Senate the reasons action on the regulation did not occur within such
540 days.

(ii) Any person may petition the Secretary for permission to use in a claim
described in subparagraph (1)(A) terms that are consistent with the terms
defined by the Secretary under subparagraph (2)(A)(i). Within 90 days of
the submission of such a petition, the Secretary shall issue a final decision
denying the petition or granting such permission.

(iii) Any person may petition the Secretary for permission to use an implied
claim described in subparagraph (1)(A) in a brand name. After publishing
notice of an opportunity to comment on the petition in the Federal Register
and making the petition available to the public, the Secretary shall grant the
petition if the Secretary finds that such claim is not misleading and is
consistent with terms defined by the Secretary under subparagraph (2)(A)().
The Secretary shall grant or deny the petition within 100 days of the date
it is submitted to the Secretary and the petition shall be considered granted
if the Secretary does not act on it within such 100 days.

(B) A petition under clause (A)(i) respecting a claim described in
subparagraph (1)(A) or (1)(B) shall include an explanation of the reasons
why the claim meets the requirements of this paragraph and a summary of
the scientific data which supports such reasons.

(C) If a petition for a regulation under subparagraph (3)(B) relies on a
report from an authoritative scientific body of the United States, the
Secretary shall consider such report and shall justify any decision rejecting
the conclusions of such report.

(5)(A) This paragraph does not apply to infant formulas subject to section
412(h) and medical foods as defined in section 5(b) of the Orphan Drug
Act.

(B) Subclauses (iii) through (v) of subparagraph (2)(A) and subparagraph
(2)(B) do not apply to food which is served in restaurants or other

establishments in which food is served for immediate human consumption or

- 231 -



which is sold for sale or use in such establishments.

(C) A subparagraph (1)(A) claim made with respect to a food which claim is
required by a standard of identity issued under section 401 shall not be
subject to subparagraph (2)(A)(1) or (2)(B).

(D) A subparagraph (1)(B) claim made with respect to a dietary supplement
of vitamins, minerals, herbs, or other similar nutritional substances shall not
be subject to subparagraph (3) but shall be subject to a procedure and
standard, respecting the validity of such claim, established by regulation of
the Secretary.

(6) For purposes of paragraph (©)(1)(B), a statement for a dietary
supplement may be made if—

(A) the statement claims a benefit related to a classical nutrient deficiency
disease and discloses the prevalence of such disease in the United States,
describes the role of a nutrient or dietary ingredient intended to affect the
structure or function in humans, characterizes the documented mechanism
by which a nutrient or dietary ingredient acts to maintain such structure or
function, or describes general well-being from consumption of a nutrient or
dietary ingredient,

(B) the manufacturer of the dietary supplement has substantiation that such
statement is truthful and not misleading, and

(C) the statement contains, prominently displayed and in boldface type, the
following: "This statement has not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or
prevent any disease."

A statement under this subparagraph may not claim to diagnose, mitigate,
treat, cure, or prevent a specific disease or class of diseases. If the
manufacturer of a dietary supplement proposes to make a statement
described in the first sentence of this subparagraph in the labeling of the
dietary supplement, the manufacturer shall notify the Secretary no later
than 30 days after the first marketing of the dietary supplement with such
statement that such a statement is being made.

(7) The Secretary may make proposed regulations issued under this
paragraph effective upon publication pending consideration of public
comment and publication of a final regulation if the Secretary determines
that such action is necessary—

(A) to enable the Secretary to review and act promptly on petitions the
Secretary determines provide for information necessary to—

(i) enable consumers to develop and maintain healthy dietary practices;

(i) enable consumers to be informed promptly and effectively of important

new knowledge regarding nutritional and health benefits of food; or
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(iii) ensure that scientifically sound nutritional and health information is
provided to consumers as soon as possible; or

(B) to enable the Secretary to act promptly to ban or modify a claim under
this paragraph.

Such proposed regulations shall be deemed final agency action for purposes

of judicial review.
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¥ 3. AE 2 ooE H(AFF3F) (Food and Drug regulation) - 1Yt}
Regulation current to April 1st, 2009

Languages

B.01.600. A statement or claim set out in column 1 of the table following
section B.01.603 that appears on the label of a food shall be

(a) in English and French; or

(b) in one of those languages, if in accordance with subsection B.01.012(3)
or (7) the information that is required by these Regulations to be shown on
the label of the food may be shown in that language only and is shown on

the label in that language.
SOR/2003-11, s. 20.

Statements or Claims

B.01.601. (1) A food with a label or advertisement that carries a statement
or claim set out in column 1 of the table following section B.01.603 is
exempt from the provisions of the Act and its Regulations with respect to
drugs, and from subsections 3(1) and (2) of the Act, if

(a) the food meets the applicable conditions set out in column 2;

(b) the label of or the advertisement for the food meets the applicable

conditions set out in column 3; and

(¢) the food is not

(1) intended solely for children under two years of age, or

(ii) a food represented for use in a very low energy diet.

(2) Subsection (1) does not apply to a food that comes within the definition
of "drug" as defined in section 2 of the Act for a reason other than the fact
that its label or advertisement carries a statement or claim referred to in

that subsection.
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(3) Subsection (1) applies even if the word "graisses"in the French version

of the statement or claim is replaced by the word "lipides".

SOR/2003-11, s. 20.

B.01.602. (1) The information required under the conditions set out iIn
column 3 of the table following section B.01.603 that appears in an
advertisement for a food that is not a prepackaged product, or in an
advertisement for a prepackaged product that is not made or placed by or

on the direction of the manufacturer of the product, shall,

(a) in the case of an advertisement, other than a radio or television

advertisement, be

(i) adjacent to, without any intervening printed, written or graphic material,
the statement or claim set out in column 1, if the statement or claim is
made only once, or the most prominent statement or claim, if the statement

or claim is made more than once, and

(ii) shown in letters of at least the same size and prominence as those of
the statement or claim,if the statement or claim is made only once, or the
most prominent statement or claim, if the statement or claim is made more

than once;

(b) in the case of a radio advertisement or the audio portion of a television
advertisement, immediately precede or follow the statement or claim set out

in column 1; or

(¢) in the case of a television advertisement, be communicated

(1) in the audio mode, if the statement or claim set out in column 1 is made
only in the audio portion of the advertisement or in both the audio and

visual portions, or

(ii) in the audio or visual mode, if the statement or claim set out in column

1 is made only in the visual portion of the advertisement.

(2) The information that is communicated in the visual mode of a television
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advertisement in accordance with subparagraph (1)(¢)(ii) shall

(a) appear concurrently with and for at least the same amount of time as the

statement or claim;

(b) be adjacent to, without any intervening printed, written or graphic
material, the statement or claim, if the statement or claim is made only
once, or the most prominent statement or claim, if the statement or claim is

made more than once; and

(¢) be shown in letters of at least the same size and prominence as those of
the statement or claim, if the statement or claim is made only once, or the
most prominent statement or claim, if the statement or claim is made more

than once.
SOR/2003-11, s. 20.

B.01.603.For greater certainty, a statement or claim set out in column 1 of
the table following this section that is made on the label of or in any
advertisement for a food may be preceded or followed by other words,
numbers, signs or symbols, but none of those shall be interposed between

the words, numbers, signs or symbols of the statement or claim.
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AZ 9 ookE ¥(HE) Food and Drugs Act ( R.S., 1985, c. F-27 )
Act current to March 11th, 2009

PART I

FOODS, DRUGS, COSMETICS AND DEVICES (3%, %%, AFAEI AR)
General

Prohibited advertising

3. (1) No person shall advertise any food, drug, cosmetic or device to the
general public as a treatment, preventative or cure for any of the diseases,

disorders or abnormal physical states referred to in Schedule A.

Prohibited label or advertisement where sale made

(2) No person shall sell any food, drug, cosmetic or device

(a) that is represented by label, or

(b) that the person advertises to the general public

as a treatment, preventative or cure for any of the diseases, disorders or

abnormal physical states referred to in Schedule A.

Unauthorized advertising of contraceptive device prohibited

(3)Except as authorized by regulation, no person shall advertise to the
general public any contraceptive device or any drug manufactured, sold or

represented for use in the prevention of conception.

R.S., 1985, c. F-27, s. 3; 1993, c. 34, s. 72(F).

Food

Prohibited sales of food

4. (1) No person shall sell an article of food that
(a) has in or on it any poisonous or harmful substance;

(p) is unfit for human consumption;
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(¢) consists in whole or in part of any filthy, putrid, disgusting, rotten,

decomposed or diseased animal or vegetable substance;
(d) is adulterated; or

(e) was manufactured, prepared, preserved, packaged or stored under

unsanitary conditions.

Exemptions

(2) A food is not adulterated for the purposes of paragraph (1)(d)

(a) by an agricultural chemical or its components or derivatives, if the sale
of the food is subject to an interim marketing authorization issued under
subsection 30.2(1) and the amount of the agricultural chemical and the
components or derivatives, singly or in any combination, in or on the food
does not exceed the maximum residue limit that is set out in the

authorization;

(b) by a veterinary drug or its metabolites, if the sale of the food is subject
to an interim marketing authorization issued under subsection 30.2(1) and the
amount of the veterinary drug and the metabolites, singly or in any
combination, in the food does not exceed the maximum residue limit that is

set out in the authorization; and

(¢) by a pest control product as defined in subsection 2(1) of the Pest
Control Products Act, chapter 28 of the Statutes of Canada, 2002, or its
components or derivatives, if the amount of the pest control product or the
componentsor derivatives in or on the food being sold does not exceed the

maximum residue limit specified under section 9 or 10 of that Act.
R.S., 1985, c. F-27, s. 4; 2005, c. 42, s. 1.

Deception, etc., regarding food

5. (1) No person shall label, package, treat, process, sell or advertise any
food in a manner that is false, misleading or deceptive or is likely to create
an erroneous impression regarding its character, value, quantity, composition,

merit or safety.

Food labelled or packaged in contravention of regulations

(2)An article of food that is not labelled or packaged as required by, or is
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labelled or packaged contrary to, the regulations shall be deemed to be

labelled or packaged contrary to subsection (1).

R.S., c. F-27, s. b.

Importation and interprovincial movement of food

6. (1) Where a standard for a food has been prescribed, no person shall
(a) import into Canada,
(b) send, convey or receive for conveyance from one province to another, or

(¢) have in possession for the purpose of sending or conveying from one

province to another

any article that is intended for sale and that is likely to be mistaken for that

food unless the article complies with the prescribed standard.

Not applicable to carriers

(2) Paragraphs (1)(b) and (¢) do not apply to an operator of a conveyance
that is used to carry an article or to a carrier of an article whose sole
concern, in respect of the article, is the conveyance of the article unless the
operator or carrier could, with reasonable diligence, have ascertained that
the conveying or receiving for conveyance of the article or the possession
of the article for the purpose of conveyance would be in contravention of

subsection (1).

Labelling, etc., of food that is imported or moved interprovincially

(3) Where a standard for a food has been prescribed, no person shall label,

package, sell or advertise any article that

(a) has been imported into Canada,
(b) has been sent or conveyed from one province to another, or

(¢) is intended to be sent or conveyed from one province to another

in such a manner that it is likely to be mistaken for that food unless the

article complies with the prescribed standard.
R.S., 1985, c. F-27, s. 6; R.S., 1985, c. 27 (3rd Supp.), s. 1.

Governor in Council may identify standard or portion thereof
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6.1 (1) The Governor in Council may, by regulation, identify a standard
prescribed for a food, or any portion of the standard, as being necessary to

prevent injury to the health of the consumer or purchaser of the food.

Where standard or portion thereof is identified

(2)Where a standard or any portion of a standard prescribed for a food is
identified by the Governor in Council pursuant to subsection (1), no person
shall label, package, sell or advertise any article in such a manner that it is
likely to be mistaken for that food unless the article complies with the

standard or portion of a standard so identified.

R.S., 1985, c¢. 27 (3rd Supp.), s. 1.

Unsanitary manufacture, etc., of food

7. No person shall manufacture, prepare, preserve, package or store for sale

any food under unsanitary conditions.

R.S., c. F-27, s. 7.

PART II

ADMINISTRATION AND ENFORCEMENT (37} 2 A1 &)
Regulations
Regulations

30. (1) The Governor in Council may make regulations for carrying the
purposes and provisions of this Act into effect, and, in particular, but without

restricting the generality of the foregoing, may make regulations

(a) declaring that any food or drug or class of food or drugs is adulterated
if any prescribed substance or class of substances is present therein or has

been added thereto or extracted or omitted therefrom;
(b) respecting

(i) the labelling and packaging and the offering, exposing and advertising for

sale of food, drugs, cosmetics and devices,

- 240 -



(i) the size, dimensions, fill and other specifications of packages of food,

drugs, cosmetics and devices,

(ii) the sale or the conditions of sale of any food, drug, cosmetic or device,

and

(iv) the use of any substance as an ingredient in any food, drug, cosmetic or

device,

to prevent the purchaser or consumer thereof from being deceived or misled
in respect of the design, construction, performance, intended use, quantity,
character, value, composition, merit or safety thereof, or to prevent injury to

the health of the purchaser or consumer;

(¢) prescribing standards of composition, strength, potency, purity, quality or

other property of any article of food, drug, cosmetic or device;

(d) respecting the importation of foods, drugs, cosmetics and devices In

order to ensure compliance with this Act and the regulations;

(e) respecting the method of manufacture, preparation, preserving, packing,
storing and testing of any food, drug, cosmetic or device in the interest of,

or for the prevention of injury to, the health of the purchaser or consumer;

() requiring persons who sell food, drugs, cosmetics or devices to maintain
such books and records as the Governor in Council considers necessary for

the proper enforcement and administration of this Act and the regulations;

(g respecting the form and manner of the Minister's indication under section
12, including the fees payable therefor, and prescribing what premises or
what processes or conditions of manufacture, including qualifications of
technical staff, shall or shall not be deemed to be suitable for the purposes

of that section;

(k) requiring manufacturers of any drugs described in Schedule E to submit
test portions of any batch of those drugs and respecting the form and
manner of the Minister’s indication under section 13, including the fees

payable therefor;
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(1) respecting the powers and duties of inspectors and analysts and the
taking of samples and the seizure, detention, forfeiture and disposition of

articles;

(/) exempting any food, drug, cosmetic or device from all or any of the

provisions of this Act and prescribing the conditions of the exemption;
(k) prescribing forms for the purposes of this Act and the regulations;

(/) providing for the analysis of food, drugs or cosmetics other than for the
purposes of this Act and prescribing a tariff of fees to be paid for that

analysis;

(11) respecting the assessment of the effect on the environment or on
humanlife and health of the release into the environment of any food, drug,
cosmetic or device, and the measures to take before importing or selling any

such food, drug, cosmetic or device;

(m) adding anything to any of the schedules, in the interest of, or for the
prevention of injury to, the health of the purchaser or consumer, or deleting

anything therefrom;

(n) respecting the distribution or the conditions of distribution of samples of

any drug;
(0) respecting

(1) the method of manufacture, preparation, preserving, packing, labelling,

storing and testing of any new drug, and

(ii) the sale or the conditions of sale of any new drug,

and defining for the purposes of this Act the expression "new drug"

(p) authorizing the advertising to the general public of contraceptive devices
and drugs manufactured, sold or represented for use in the prevention of
conception and prescribing the circumstances and conditions under which,

and the persons by whom, those devices and drugs may be so advertised;

(¢ defining "agricultural chemical", "food additive", "mineral nutrient",

"veterinary drug" and "vitamin"for the purposes of this Act; and
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(P respecting interim marketing authorizations, including applications for

authorizations.

(2) Without limitingor restricting the authority conferred by any other
provisions of this Act or any Part thereof for carrying into effect the
purposes and provisions of this Act or any Part thereof, the Governor in

Council may make such regulations governing, regulating or prohibiting

(a) the importation into Canada of any drug or class of drugs manufactured

outside Canada, or

(p) the distribution or sale in Canada, or the offering, exposing or having in
possession for sale in Canada, of any drug or class of drugs manufactured

outside Canada,

as the Governor in Council deems necessary for the protection of the public

in relation to the safety and quality of any such drug or class of drugs.

Regulations re the North American Free Trade Agreement and WTO

(3)Without limiting or restricting the authority conferred by any other
provisions of this Act or any Part thereof for carrying into effect the
purposes and provisions of this Act or any Part thereof, the Governor in
Council may make such regulations as the Governor in Council deems
necessary for the purpose of implementing, in relation to drugs, Article 1711
of the North American Free Trade Agreement or paragraph 3 of Article 39
of the Agreement on Trade-related Aspects of Intellectual Property Rights
set out in Annex 1C to the WTO Agreement.

Definitions

(4) In subsection (3),
"North American Free Trade Agreement"

«Accord de libre—échange nord-américain »

"North American Free Trade Agreement" has the meaning given to the word
"Agreement" by subsection 2(1) of the North American Free Trade

Agreement Implementation Act

"WTO Agreement"
«Accord sur I'OMC »
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"WTO Agreement" has the meaning given to the word "Agreement" by
subsection 2(1) of the World Trade Organization Agreement Implementation
Act.

Regulations to implement the General Council Decision

(5) Without limiting or restricting the authority conferred by any other
provisions of this Act or any of its Parts for carrying into effect the
purposes and provisions of this Act or any of its Parts, the Governor in
Council may make any regulations that the Governor in Council considers

necessary for the purpose of implementing the General Council Decision.
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Therapeutic Goods Acts (9%FF H(H#H))
Act No. 21 of 1990 as amended

Part 6-4—-Complementary medicines

52F Definitions

In this Part, unless the contrary intention appears:

active ingredient means the therapeutically active component in a
medicine’s final formulation that is responsible for its
physiological or pharmacological action.

complementary medicines means therapeutic goods consisting
wholly or principally of one or more designated active ingredients,
each of which has a clearly established identity and:

(a) a traditional use; or

(b) any other use prescribed in the regulations.

designated active ingredient means an active ingredient, or a kind
of active ingredient, mentioned in Schedule 14 to the Therapeutic
Goods Regulations.

traditional use, in relation to a designated active ingredient, means
use of the designated active ingredient that:

(a) is well documented, or otherwise established, according to
the accumulated experience of many traditional health care
practitioners over an extended period of time; and

(b) accords with well-established procedures of preparation,
application and dosage.

Note: An example of traditional use is use in Chinese traditional medicine.

52G Establishment and constitution of Committee

(1) There is established a committee to be known as the
Complementary Medicines Evaluation Committee.

(2) The Committee is to have the functions prescribed in the
regulations in relation to complementary medicines.

(3) The Committee is to be constituted, and to hold meetings and to

make recommendations, in accordance with the regulations.
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Therapeutic Goods Regulations 1990 (&]2kE HA A F3A))
Statutory Rules 1990 No. 394 as amended
made under the Therapeutic Goods Act 1989

Schedule 4. Therapeutic goods required to be included in the part of the
Register for listed goods

(regulation 10)
Part 1 Listable goods

%\tl(ce)r.n Therapeutic goods

1 therapeutic goods manufactured in Australia for export only
other than goods exempt under regulation 12

therapeutic devices other than devices to which:
(a) item3, 4 or 5 of Part 1 of Schedule 3 applies; or
9 (aa) Part 2 of Schedule 3 applies; or
(b) item 1, 2, 3, 4, 5, 7 or 11 of Schedule 5 applies; or
(c) item 1, 1A, 3, 4,5, 7, 8, 9, 10, 11 or 12 of
Scheduleapplies
preparations containing as their therapeutically active
ingredients only vitamins, minerals, herbal substances, a
substance mentioned in Part 5 of this Schedule or a
combination of those substances where:
(a) the preparation:
(1)is not included in a Schedule to the Poisons
Standard; and
(ii) is not of a kind required to be sterile; and
(b) the vitamins consist only of vitamins or their salts
specified in Part 2 of this Schedule; and
3 (c) the minerals consist only of minerals or their salts
specified in Part 3 of this Schedule; and
(d) the preparation:
(i) does not include a herbal substance derived from

plant material mentioned in Divisionof Partof this
Schedule; and

(i) if it contains a herbal substance derived from plant
material mentioned in an item in the table in
Division 2 of that Part—is consistent with the
qualification mentioned in column 3 of that item;
and

(A) does not include the substance in a quantity
that exceeds, for the recommended daily dose
of the preparation, the equivalent of lof the
dry herbal starting material; or

(B) is not inconsistent with the qualification
mentioned, in relation to the substance, in
column 3 of the table in that Division; and
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(e) the herbal substance is present in therapeutic goods
included in the Register for supply in Australia;

(f) if a substance mentioned in Division 2 of Part 5 is an
ingredient— the preparation is not supplied:

(1) in a form that contains the substance in excess of
the maximum amount per dosage for that form, as
mentioned in column 3 of the table in that Division;
and

(ii) without the information about daily dosage
mentioned in column 4 of the table for that
substance; and

(g) if a substance mentioned in Divisionof Partis an
ingredient— the preparation is supplied:

(i) in accordance with the qualification (if any)
mentioned in relation to the substance in that
Division; and

(i1) with a label that complies with the requirements of
the Required Advisory Statements for Medicine
Labels for that substance;

unless the indications proposed bythe sponsor of the
preparation are in the treatment of a disease, condition,
ailment or defect specified in Part 1 or 2 of Appendix 6 to
the Therapeutic Goods Advertising Code

mother tinctures

homoeopathic preparations that:

(a) consist of, or contain a dilution of, mother tincture
that:

(Dis a 1,000dilution, or a lesser dilution, of that
mother tincture; and

(i1) is not required to be sterile; and

(iidis not subject to a Schedule to the Poisons Standard
otherwise than because of a component that is
more than a 1,000dilution of a mother tincture; and

(b) do not consist of, or contain as a component, a
preparation of a herb specified in Part 4 of this
Schedule as a 1,000dilution, or a lesser dilution, of
a mother tincture

homoeopathic preparations (where each dilution is more
dilute than a one thousand fold dilution of a mother
tincture), each of which:

(a) is not required to be sterile; and

(b) according to the indications proposed by the
sponsor of the preparation, is for the treatment of
a disease, condition, ailment or defect specified in
Part 1 or 2 of Appendix 6 to the Therapeutic
Goods Advertising Code

medicated throat lozenges where the medication
consists only of volatile oils and their constituents
alone or in combination with ascorbic acid or its salts
and unless the indications proposed by the sponsor of

- 247 -



10

10A

the lozenges are in the treatment of a disease,
condition, ailment or defect specified in Partl or 2 of
Appendix 6 to the Therapeutic Goods Advertising Code

sunscreen preparations for dermal application (other
than preparations for the treatment of a disease,
condition, allment or defect specified in Part 1 or 2 of
Appendix 6 to the Therapeutic Goods Advertising
Code), if:

uncompounded medicine substances packed for retail sale:

(a) being substances that comply with a monograph of the
British Pharmacopoeia for those substances and that are
not included in a Schedule to the Poisons Standard; and

(b) where the indications proposed by the sponsor of the
substances are not in the treatment of a disease,
condition, ailment or defect specified in Part 1 or 2 of
Appendix 6 to the Therapeutic Goods Advertising Code

medicated space sprays where the medication consists only
of volatile oils and their constituents

medicines containing amino acids for therapeutic use singly
or In combination with other substances unless:

(a) the amino acids are tryptophan, arginine, D- or
D,L-phenylalanine, D- or D,L-methionine, D- or
D,L-camitine, D- or D,L-glutiamic acid or the salts
(except the hydrochloride, monoammonium, calcium,
magnesium, monosodium and monopotassium salts) of
L-glutamic acid; or

(b) the other substances are Included in Schedule 3; or

(c) the goods are included in a Schedule to the Poisons
Standard; or

(d) the goods are in a form required to be sterile; or

(e) the indications proposed by the sponsor of the goods
are in the treatment of a disease, condition, ailment or
defect specified in Part 1 or 2 of Appendix to the
Therapeutic Goods Advertising Code

medicines containing L-arginine singly or in combination with
other substances and intended for application to the skin for
a localised effect, if a warning label is attached to the
medicine stating that the medicine is to be applied only to
the skin, and not to the mucosa, vagina or rectum, unless:

(a) the medicine also contains an amino acid, other than
[.-arginine, mentioned in paragraph (a) of item 10; or

(b) the other substances are included in Schedule 3; or

(c) the goods are included in a Schedule to the Poisons
Standard; or
(d) the goods are in a form required to be sterile; or

(e) the indications proposed by the sponsor of the goods
are in the treatment of a disease, condition, ailment or
defect specified in Part 1 or 2 of Appendix 6 to the
Therapeutic Goods Advertising Code

kits (to be known as device kits) consisting:
(a) solely of therapeutic devices; or
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(b) partly of therapeutic devices and partly of medicines;

if Part 3 of the Act applies to any of the individual
therapeutic goods contained in the kit

kits (to be known as medicine kits) consisting solely of
12 medicines if Part 3 of the Act applies to any of the
individual therapeutic goods contained in the kit
intraocular lenses that are:
(a) made of poly(methyl methacrylate); and

(b) designed for placement in the posterior chamber of the
eye; and

13 (¢) monofocal; and
(d) included in the Register:

(i) after being evaluated under section 25 of the Act for
registration; or

(i1) in accordance with subsection 66 (3) of the Act; and
intraocular lenses that:

(a) are derived from a lens of a kind referred to in item
13; and

14
(b) do not differ from the lens from which they are
derived except to the extent permitted by guidelines
approved by the Secretary
15 nonendoscopes and endoscopic accessories

hospital grade disinfectants when used as recommended by

16 the manufacturer on non critical surfaces if no .claim is made
that the goods are sterilants, fungicides, sporicides,
tuberculocides or virucides

Part 2. Vitamins and their salts to which paragraph of item 3 of Part 1 of
this Schedule applies

Approved Name Synonym
Acetomenaphthone
Ascorbic acid Vitamin C

Ascorbyl palmitate, other than ascorbyl
palmitate in an oral preparation the
recommended daily dose of which contains
more than 100mg of ascorbyl palmitate

Betacarotene

Biotin Vitamin H

Calcium ascorbate

Calcium folinate
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Calcium pantothenate

Cholecalciferol Vitamin D3

Cyanocobalamin Vitamin B12
Ergocalciferol Vitamin D2

Folic acid

Hydroxocobalamin Vitamin B12

Magnesium ascorbate

Nicotinamide

Nicotinamide ascorbate

Nicotinic acid

d-Panthenol

dl-Panthenol

Pantothenic acid Vitamin B5
Phytomenadione Vitamin K1
Potassium ascorbate

Pyridoxal5— phosphate

Pyridoxine hydrochloride Vitamin B6

Retinyl acetate Vitamin A acetate
Retinyl palmitate Vitamin A palmitate
Riboflavine Vitamin B2

Riboflavine sodium phosphate

Sodium ascorbate

Sodium pantothenate

Thiamine hydrochloride Vitamin Bl
Thiamine nitrate

Thiamine phosphoric acid ester chloride

d-alpha-Tocopherol Vitamin E

dl-alpha-Tocopherol
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Tocopherols concentrate— mixed (high
alpha type)

Tocopherols concentrate— mixed (low alpha
type)

d-alpha-Tocopheryl acetate
dl-alpha-Tocopheryl alphaacetate
d-alpha—-Tocopheryl acid succinate
d-alpha-Tocopheryl lacid succinate

Vitamin A

Part 3. Minerals and their salts to which paragraph of Item 3 of Part 1 of
this Schedule applies

Name

Ammonium iron (III) citrate
Borax

Borax pentahydrate

Boric acid

Calcium amino acid chelate as a source of calcium
Calcium carbonate

Calcium citrate

Calcium gluconate

Calcium glycerophosphate
Calcium hydrogen phosphate
Calcium lactate

Calcium lactate gluconate
Calcium orotate

Calcium phosphate

Calcium phosphate— monobasic

Calcium sodium lactate

- 251 -



Calcium succinate
Calcium sulfate

Chromium (III) chloride

Colloidal anhydrous silica, other than colloidal anhydrous sil_ica
In a preparation the proposed route of administration of which
is by inhalation

Copper gluconate
Copper (II) oxide
Copper (II) sulfate
Ferric glycerophosphate
Ferric pyrophosphate
Ferrous carbonate
Ferrous chloride
Ferrous fumarate
Ferrous gluconate
Ferrous lactate

Ferrous phosphate
Ferrous succinate
Ferrous sulfate

High selenium yeast
Iron amino acid chelate as a source of iron
Iron (III) chloride
Magnesium amino acid chelate as a source of magnesium
Magnesium aspartate
Magnesium carbonate
Magnesium chloride
Magnesium citrate
Magnesium gluconate

Magnesium glycerophosphate
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Magnesium orotate

Magnesium oxide
Magnesium phosphate
Magnesium phosphate dibasic trihydrate
Magnesium sulfate
Manganese amino acid chelate as a source of manganese
Manganese aspartate
Manganese chloride
Manganese gluconate
Manganese glycerophosphate
Manganese (IV) oxide
Manganese (II) sulfate
Molybdenum trioxide
Potassium aspartate
Potassium citrate

Potassium gluconate
Potassium glycerophosphate
Potassium iodide

Potassium orotate

Potassium phosphate
Potassium sulfate
Selenocysteine

Selenomethionine

Silicon dioxide, other than silicon dioxide in a preparation the
proposed route of administration of which is by inhalation

Sodium chloride
Sodium glycerophosphate

Sodium perborate

Sodium phosphate

- 258 -



Sodium selenate

Sodium selenite

Sodium sulfate

Zinc amino acid chelate as a source of zinc
Zinc ascorbate

Zinc chloride

Zinc citrate

Zinc gluconate

Zinc oxide

Zinc succinate

Zinc sulfate

Part 4. Herbal substances to which paragraph (d) of item 3 of Part 1 of
this Schedule applies

Division 1 Plant material from which herbal substances in listable goods

must not be derived

Name

Abrus precatorius seed and root

Acorus calamus

Amanita (all or any species)
Anadenanthera peregrina
Argyreia nervosa

Aristolochia (all or any species)
Aspergillus fumigatus
Aspergillus nidulans

Aspergilius niger

Aspergillus sydowr
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Aspergillus terreus
Banisteriopsis caapi

Candida albicans

Cannabis

Catha edulis

Conocybe (all or any species)
Crotalaria (all or any species)
Cynoglossum officinale
Epidermophyton floccosum
Erythroxylum coca

Geotrichum candidum
Gymnopilus (all or any species)
Haemadictyon (all or any species)

Heliotropium (all or any species)

Ipomoea burmanni (Rivea
corymbosa)

Ipomoea hederacea

Ipomoea violacea (Ipomoea
tricolor)

Lophophora (all or any species)
Microsporum audouinni
Microsporum canis

Opuntia cylindrica

Papaver bracteatum

Papaver somniferum

Peganum harmala

Petasites (all or any species)
Piptadenia macrocarpa

Piptadenia peregrina

Psylocybe (all or any species)
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Pteridium aquilinum
Rhizopus oligosporus

Senecio (all or any species)

Sophora secundiflora

Stropharia cubensis

Strychnos gaulthieriana
Strychnos ignatii (Ignatia amara)
Symphytum (all or any species)
Trichophyton (all or any species)
Tussilago farfara

Virola sebifera

Note As to preparations containing a herbal substance derived from a herb
not approved in Australia for therapeutic use in humans, see Schedule 3,
item 2.

Division 2. Plant material from which herbal substances may be derived for

listable goods that are consistent with certain qualifications

Item  Plant material Qualification

if the herbal substance 1s derived from the
seed—the preparation does not contain the
herbal substance in a quantity that exceeds,
for the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry seed

1  Abrus cantoniensis

the preparation does not containthe herbal
Arisaema substance in a quantity that exceeds, for
2 ] the recommended daily dose of the
(all or any species) preparation, the equivalent of 1mg of the
dry herbal material

Armoracia rusticana the preparation does not contain, for its
3  (Cochlearia recommended daily dose, more than 20mg
armoracia) of volatile oil components

if the preparation is for any use other than
) external use— it does not contain the
1 Arnica herbal substance in a quantity that exceeds,
(all or any species) for the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material
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10

11

Arum maculatum

Azadirachta indica
(Neem)

Backhousia
citriodora

Brachyglottis

(all or any species)

Brassica (all or any
species)

Brunfelsia uniflora

Chenopodium
ambrosioides

Cicuta virosa

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

(a) the herbal substance is derived from
the seed in the form of cold pressed
oil; and

(b) the proposed route of administration
of the preparation containing the herbal
substance is topical; and

(c) if the preparation contains more than
1% of the herbal substance:

(1) the preparation is provided in a
container fitted with a child
resistant closure; and

(ii) label on the goods complies with the
requirements of the Required
Advisory Statements for Medicine
Labels

(a) the herbal substance is derived from
leaf oil only; and

(b) the proposed route of administration
of the preparation is topical only; and

(¢) the concentration of the herbal
substance does not exceed 10mg per g
of the preparation; and

(d) the label on the goods complies with
the requirements of the Required
Advisory Statements for Medicine
Labels

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the herbal substance is derived from the
seed— the preparation does not contain, for
its recommended daily dose, more than
20mg of allyl isothiocyanate (volatile oil
component)

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain, for its
recommended daily dose, more than 10mg
of volatile oil components

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
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13

14

15

16

17

18

19

20

21

Croton

(all or any species)

Daphne mezereum

Dryopteris filix

Echium vulgare

Euonymus
europaeus

Helleborus (all or
any species)

Hirschfeldia incana

Hydnocarpus
anthelmintica

Hypericum
perforatum

Kunzea ambigua

preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the herbal substance is derived from the
seed—the preparation does not contain, for
its recommended daily dose, more than
20mg of allyl isothiocyanate (volatile oil
component)

if the herbal substance is derived from the
seed or seed oil and the preparation is for
any use other than external use—the
preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry seed

if the preparation is not a homoeopathic
preparation and the proposed route of
administration of the preparation is oral—
the label on the goods complies with the
requirements of the Required Advisory
Statements for Medicine Labels

(a) the herbal substance is derived from
essential oils only; and
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24

25

26

A

28

29

30

Lantana camara

Lathyrus sativus

Lithospermum

(all or any species)

Lycopersicon
esculentum

Medicago sativa

Menispermum
canadense

Mentha pulegium

Monstera deliciosa

Morinda citrifolia

(b) the proposed route of administration
of the preparation is topical or by
inhalation of the vapour only; and

(c) the preparation is supplied in a
container with a restrictive flow insert;
and

(d) the label on the goods complies with
the requirements of the Required
Advisory Statements for Medicine
Labels

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the preparation contains lathyrogenic
amino acids— it does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the preparation is for any use other than
external use— it does not contain, for its
recommended daily dose, more than 10mg
of total steroidal alkaloids

the Llevel is not more than that of the
dried leaf of the plant

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

(a if the preparation is for external
use—it does not contain, for its
recommended daily dose, more than
150mg of volatile oil components; and

(b) if the preparation is for any other
use— it does not contain, for its
recommended daily dose, more than
50mg of volatile oil components

if the herbal substance is derived from the
leaf—the preparation does not contain the
herbal substance in a quantity that exceeds,
for the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry leaf

the herbal substance is fruit juice only
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34

35

the preparation does not contain the herbal

substance in a quantity that exceeds, for

. the recommended daily dose of the

(all or any species) preparation, the equivalent of 1mg of the
dry herbal material

Oenanthe

the label on the goods complies with the
Paullinia cupana requirements of the Required Advisory
Statements for Medicine Labels

the preparation does not contain, for its
Peumus boldus recommended daily dose, more than 100mg
of volatile oil components

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of Img of the
dry herbal material
(a) if the herbal substance is for oral use:
(1) it is any of the following:

(A) aqueous dispersion of whole or
peeled rhizome;
(B) aqueous extract of whole or
peeled rhizome;
(C) dried whole or peeled rhizome; and
(i1) the preparation does not contain, for
its recommended daily dose, more
than 250mg of kavalactones; and

Phytolacca decandra
(americana)

Piper methysticum

(iii) if the preparation is in the form of a
tablet or capsule— the amount of
kavalactones does not exceed
1256mg for each tablet or capsule;
and

(iv) if the preparation is in the form of a
tea bag— the amount of dried
whole or peeled rhizome does not
exceed 3g for each tea bag; and

(v) if the preparation contains more than
25mg of kavalactones per dose—
the label on the goods complies
with the requirements of the
Required Advisory Statements for
Medicine Labels;

(b) if the herbal substance is for topical
application to the rectum or vagina or
by spray to the throat— it is any of
the following:

(i) aqueous dispersion of whole or
peeled rhizome;

(i1) aqueous extract of whole or peeled
rhizome;

(iii)dried whole or peeled rhizome;

(c) if the herbal substance is not a
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38

39

40

41

42

43

44

Prunus dulcis (P,
amygdalus) var.
amara

Pseudolarix
kaempferi

Pseudowintera
colorata

Rhododendron molle

Ricinus communis

Robinia
pseudoacacia

Rohdea japonica

Santalum spicatum

Schoenocatulon
officinale (Sabadilla

substance to which paragraph (a) or
(b) applies, the herbal substance may
be:

(i) used in homeopathic preparations
more dilute than a 1 000fold
dilution of a mother tincture; or

(ii) used in a preparation for topical
application to the skin if the
preparation does not contain, for its
daily dose, more than 250mg of
kavalactones

if the herbal substance is derived from the
seed— the preparation does not contain the
herbal substance in a quantity that exceeds,
for the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry seed

if the herbal substance is derived from
plant parts other than the stem, bark or
root, or if the preparation is for any use
other than external use—the preparation
does not contain the herbal substance in a
quantity that exceeds, for the recommended
daily dose of the preparation, the equivalent
of 1mg of the dry herbal material

the herbal substance is derived from the
leaf only

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the herbal substance is the fixed oil of the
seed only

if the herbal substance is derived from
plant parts other than the leaf or
flower—the preparation does not contain
the herbal substance In a quantity that
exceeds, for the recommended daily dose
of the preparation, the equivalent of 1mg of
the dry herbal material

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

(a) the herbal substance is oil derived
from the root or stem wood only; and

(b) the proposed route of administration
of the preparation is topical or by
inhalation only

the preparation does not contain the herbal
substance in a quantity that exceeds, for
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46

47

48

49

49A

50

51

52

officinarum,
Veratrum officinale)

Semecarpus
anacardium
(Anacardium
orientale)

Sinapsis alba

Solanum

(all or any species)

Spigelia marilandica

Tamus communis

Terminalia
ferdinandiana

Teucrium (all or
any species)

Toxicodendron
radicans (Rhus
toxicodendron)

Trametes versicolor

the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the herbal substance is derived from
plant parts other than the seed—the
preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the herbal substance is derived from the
seed— the preparation does not contain, for
its recommended daily dose, more than
20mg of allyl isothiocyanate (volatile oil
component)

if the preparation is for any use other than
external use—it does not contain, for its
recommended daily dose, more than 10mg
of total steroidal alkaloids including
solanine, solaneine and solanidine

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

if the herbal substance is derived from the
fruit or root— the preparation does not
contain the herbal substance in a quantity
that exceeds, for the recommended daily
dose of the preparation, the equivalent of
1mg of the dry herbal material

the preparation contains only aqueous
extracts of the fruit flesh or fruit flesh dry

the preparation does not contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation doesnot contain the herbal
substance in a quantity that exceeds, for
the recommended daily dose of the
preparation, the equivalent of 1mg of the
dry herbal material

the preparation only contains aqueous
extracts of the hyphae, dried to powder
form
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Part 5. Substances specified for item 3 of Part 1

Division 1 Substances, not mentioned in Division 2 or 3, that may be

ingredients of preparations

Acetyllevocarnitine hydrochloride

Alfalfa (Medicago sativa— fresh leaf extract, having a
concentration ratio between 34:1 and 46:1 and Llevel not
more than fresh alfalfa leaf

Bacterial strains from the genera Lactobacillus and
Bifidobacterium, other than strains of Lactobacillus
catenaformis, Lactobacillus uli and Bifidobacterium dentium

Betahydroxybetamethylbutyric acid
Black boned chicken powder
Bromelains

Calcium betahydroxybetamethylbutyrate
Calcium hydroxycitrate

Chitosan

Chlorophyll

Choline bitartrate

Chondroitin sulfate— bovine
Chondroitin sulfate— shark

Citrus bioflavonoids extract

Conifer phytosterol complex
Demineralised fish proteoglycan extract
Dolomite

Emu oil

Fish oils

Fructose

Glucosamine hydrochloride

Glucosamine sulfate potassium chloride complex
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Glucosamine sulfate sodium chloride complex
Glucosamine sulphate

Glucose

Honey (except honey intended to be administered orally)
Hydroxyapatite

Hydroxycitric acid

Inositol

Inulin

Lecithin

Levocarnitine

Levocarnitine fumarate
Levocarnitine hydrochloride
Levocarnitine magnesium citrate
Levocarnitine tartrate

Lutein

Lycopene

Methylcellulose

Oligofructose

Oyster shell

Papain

Pectin

Phosphatidylserinesoy lecithin
Potassium hydroxycitrate
Propionyllevocarnitine hydrochloride
Propolis

Quercetin

Rlipoic acid

R, Spha lipoic acid
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Rice— hydrolysed

Royal jelly

Shark cartilage

Sodium beta

Sodium hydroxycitrate
Squalene

Starch—maize— high amylose
Streptococcus thermophilis
Tocotrienols complex— palm

Zeaxanthin

Division 2 Substances subject to dosage limit
Subdivision 1 Interpretation

1. A reference in column 3 of the table to a maximum amount per dosage
form in relation to a substance mentioned in column 2 is a reference to the
maximum amount of the substance that can be present in the particular
dosage form mentioned in column 3 in relation to a preparation containing

the substance.

2. A reference in column 4 of the table to a maximum daily dose in
relation to a substance mentioned in column 2 is a reference to the daily
maximum intake of the substance, in all dosage forms containing the

substance.

3. A reference in this Division to a dosage form of a substance mentioned
in column 2 of the table:

(a) is a reference to the form in which a preparation containing the
substance is sold, or otherwise distributed (for example, as a tablet or
capsule); and

(b) is not a reference to other chemical compounds in which the

substance mentioned in column 2 may occur.
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Subdivision 2 Maximum amounts and daily doses of specified substances

Maximum amount per

Maximum daily dose

ftem  Substance dosage form (all dosage forms)

1A Borax 3 mg of boron

1B Borax 3 mg of boron
pentahydrate g

1C Boric acid

1 Chromium
nicotinate

9 Chromium
picolinate

3 High chromium
yeast

4 Cupric citrate

Molybdenum

trioxide

High

5 molybdenum
yeast

4A

6 Sodium
perborate

7 Sugar cane wax
alcohols

8 Ubidecarenone

3 mg of boron

50 mg of
chromium

50 mg of
chromium

50 mg of
chromium

750 mg of copper

125 mg of
molybdenum

62.5 mg of
molybdenum

3 mg of boron

12 mg

150

Division 3 Substances requiring a label with an advisory statement

10.

Activated charcoal.

Ademetionine in the form of sulphate salts, tosylate salts or mixed

© ®© N o s w

sulphate and tosylate salts.

Bovine colostrum powder.

Bovine lactoferrin.

Calcium sodium caseinate.

Creatine.

Creatine monohydrate.

Creatine phosphate.

Honey (for oral administration).

(S)Adenosylmethionine in the form of sulphate salts, tosylate salts or

mixed sulphate and tosylate salts.
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11.
12.
13.
14.
15.
16.
17.
18.

Selenium yeast— high.
Selenocysteine.
Selenomethionine.
Sodium selenate.

Sodium selenite.

Sodium sulfate, other than sodium sulfate intended for laxative use.

Sugar cane wax alcohols.

Ubidecarenone.
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CHAPTER 1

SUBJECT MATTER, SCOPE AND DEFINITIONS

Article 1

Subject matter and scope

1. This Regulation harmonises the provisions laid down by law, regulation
or administrative action in Member States which relate to nutrition and
health claims in order to ensure the effective functioning of the internal
market whilst providing a high level of consumer protection.

2. This Regulation shall apply to nufrition and health claims made in
commercial communications, whether in the labelling, presentation or
advertising of foods to be delivered as such to the final consumer.

In the case of non-prepackaged foodstuffs (including fresh products such as
fruit, vegetables or bread) put up for sale to the final consumer or to mass
caterers and foodstuffs packed at the point of sale at the request of the
purchaser or pre-packaged with a view to immediate sale, Article 7 and
Article 10(2)(a) and (b) shall not apply. National provisions may apply until
the eventual adoption of Community measures in accordance with

the procedure referred to in Article 25(2).

This Regulation shall also apply in respect of foods intended for supply to
restaurants. hospitals, schools, canteens and similar mass caterers.

3. A trade mark, brand name or fancy name appearing in the labelling,
presentation or advertising of a food which may be construed as a nutrition
or health claim may be used without undergoing the authorisation
procedures provided for in this Regulation, provided that it is accompanied
by a related nutrition or health claim in that labelling, presentation or
advertising which complies with the provisions of this Regulation.

4. For generic descriptors (denominations) which have traditionally been
used to indicate a particularity of a class of foods or beverages which
could imply an effect on human health, a derogation from paragraph 3 may
be adopted in accordance with the procedure referred to in Article 25(2),
on application by the food business operators concerned. The application
shall be sent to the national competent authority of a Member State which
will forward it to the Commission without delay. The Commission shall
adopt and make public the rules for food business operators according to
which such applications shall be made, so as to ensure that the application
is dealt with transparently and within a reasonable time.

5. This Regulation shall apply without prejudice to the following Community
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provisions:

(a) Directive 89/398/EEC and Directives adopted relating to foodstuffs for
particular nutritional uses:

(b) Council Directive 80/777/EEC of 15 July 1980 on the approximation of
the laws of the Member States relating to the exploitation and marketing of
natural mineral waters (2);

(¢) Council Directive 98/83/EC of 3 November 1998 on the quality of water
intended for human consumption (3);

(d) Directive 2002/46/EC.

Article 2

Definitions

1. For the purposes of this Regulation:

(a) the definitions of ‘food’, ‘food business operator’, ‘placing on the
market’, and ‘final consumer’ set out in Articles 2, 3(3), 3(8) and 3(18) of
Regulation (EC) No 178/2002 of the European Parliament and of the Council
of 28 January 2002 laying down the general principles and requirements of
food law, establishing the European Food Safety Authority and laying down
procedures in matters of food safety (4) shall apply;

(b) the definition of ‘food supplement’ set out in Directive 2002/

46/EC shall apply;

(c) the definitions of ‘nutrition labelling’, ‘protein’, ‘carbohydrate’, ‘sugars’,
‘fat’, ‘saturates’, ‘mono-unsaturates’, ‘polyunsaturates’, ‘fibre’set out in
Directive 90/496/EEC shall apply;

(d) the definition of ‘labelling’ set out in Article 1(3)(a) of Directive
2000/13/EC shall apply.

2. The following definitions shall also apply:

1) ‘claim’ means any message or representation, which is not mandatory
under Community or national legislation, including pictorial, graphic or
symbolic representation, in any form, which states, suggests or implies that
a food has particular characteristics;

2) ‘nutrient’ means protein, carbohydrate, fat, fibre, sodium, vitamins and
minerals listed in the Annex to Directive 90/496/EEC, and substances which
belong to or are components of one of those categories;

3) ‘other substance’ means a substance other than a nutrient that has a
nutritional or physiological effect;

4) ‘nutrition claim’ means any claim which states, suggests or implies that a
food has particular beneficial nutritional properties due to:

(a) the energy (calorific value) it

(1) provides;

(ii) provides at a reduced or increased rate; or
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(iii) does not provide; and/or

(b) the nutrients or other substances it

(i) contains;

(ii) contains in reduced or increased proportions; or

(iii) does not contain;

5) ‘health claim’ means any claim that states, suggests or implies that a
relationship exists between a food category, a food or one of its
constituents and health;

6) ‘reduction of disease risk claim’ means any health claim that states,
suggests or implies that the consumption of a food category, a food or one
of its constituents significantly reduces a risk factor in the development of
a human disease;

7) ‘Authority’ means the European Food Safety Authority established by
Regulation (EC) No 178/2002.

CHAPTER 1I

GENERAL PRINCIPLES

Article 3

General principles for all claims

Nutrition and health claims may be used in the labelling, presentation and
advertising of foods placed on the market in the Community only if they
comply with the provisions of this Regulation.

Without prejudice to Directives 2000/13/EC and 84/450/EEC,

the use of nutrition and health claims shall not:

(a) be false, ambiguous or misleading;

(b) give rise to doubt about the safety and/or the nutritional adequacy of
other foods;

(¢) encourage or condone excess consumption of a food;

(d) state, suggest or imply that a balanced and varied diet cannot provide
appropriate quantities of nutrients in general. Derogations in the case of
nutrients for which sufficient quantities cannot be provided by a balanced
and varied diet, including the conditions for their application, may be
adopted in accordance with the procedure referred to in Article 25(2),
taking into account the special conditions present in Member States;

(e) refer to changes in bodily functions which could give rise to or exploit
fear in the consumer, either textually or through pictorial, graphic or
symbolic representations.

Article 4

Conditions for the use of nutrition and health claims

1. By 19 January 2009, the Commission shall, in accordance with the
procedure referred to in Article 25(2), establish specific nutrient profiles,
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including exemptions, which food or certain categories of food must comply
with in order to bear nutrition or health claims and the conditions for the
use of nutrition or health claims for foods or categories of foods with
respect to the nutrient profiles.

The nutrient profiles for food and/or certain categories of food shall be
established taking into account in particular:

(a) the quantities of certain nutrients and other substances contained in the
food, such as fat, saturated fatty acids,

trans—fatty acids, sugars and salt/sodium;

(b) the role and importance of the food (or of categories of food) and the
contribution to the diet of the population in general or, as appropriate, of
certain risk groups including children;

(c) the overall nutritional composition of the food and the presence of
nutrients that have been scientifically recognised as having an effect on
health.

The nutrient profiles shall be based on scientific knowledge about diet and
nutrition, and their relation to health.

In setting the nutrient profiles, the Commission shall request the Authority
to provide within 12 months relevant scientific advice, focusing in particular
on:

(1) whether profiles should be set for food in general and/or categories of
food;

(ii) the choice and balance of nutrients to be taken into account;

(iii) the choice of reference quantity/basis for profiles;

(iv) the approach to the calculation of the profiles; and

(v) the feasibility and testing of a proposed system.

In setting the nutrient profiles, the Commission shall carry out consultations
with interested parties, in particular food business operators and consumer
groups.

Nutrient profiles and their conditions of use shall be updated to take into
account relevant scientific developments in accordance with the procedure
referred to in Article 25(2) and after consultation of interested parties, in
particular food business operators and consumer groups.

2. By way of derogation from paragraph 1, nutrition claims:

(a) referring to the reduction of fat, saturated fatty acids, transfatty acids,
sugars and salt/sodium shall be allowed without reference to a profile for
the specific nutrient/s for which the claim is made, provided they comply
with the conditions laid down in this Regulation;

(b) shall be allowed, where a single nutrient exceeds the nutrient profile

provided that a statement about the specific nutrient appears in close
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proximity to, on the same side and with the same prominence as the claim.
This statement shall read as follows: ‘High [+ (*)] content’.

3. Beverages containing more than 1,2 % by volume of alcohol shall not
bear health claims.

As far as nutrition claims are concerned, only nutrition claims referring to
low alcohol levels, or the reduction of the alcohol content, or the reduction
of the energy content for beverages containing more than 1,2 % by volume
of alcohol, shall be permitted.

4, In the absence of specific Community rules regarding nutrition claims
referring to low alcohol levels, or the reduction or absence of alcohol or
energy in beverages which normally contain alcohol, relevant national rules
may apply in compliance with the provisions of the Treaty.

5. Foods or categories of foods other than those referred to in paragraph
3, for which nutrition or health claims are to be restricted or prohibited,
may be determined in accordance with the procedure referred to in Article
25(2) and in the light of scientific evidence.

Article 5

General conditions

1. The use of nutrition and health claims shall only be permitted if the
following conditions are fulfilled:

(a) the presence, absence or reduced content in a food or category of food
of a nutrient or other substance in respect of which the claim is made has
been shown to have a beneficial nutritional or physiological effect, as
established by generally accepted scientific evidence;

(b) the nutrient or other substance for which the claim is made:

(1) is contained in the final product in a significant quantity as defined in
Community legislation or, where such rules do not exist, in a quantity that
will produce the nutritional or physiological effect claimed as established

by generally accepted scientific evidence; or

(i) is not present or is present in a reduced quantity that will produce the
nutritional or physiological effect claimed as established by generally
accepted scientific evidence;

(¢) where applicable, the nutrient or other substance for which the claim is
made is in a form that is available to be used by the body;

(d) the quantity of the product that can reasonably be expected to bhe
consumed provides a significant quantity of the nutrient or other substance
to which the claim relates, as defined in Community legislation or, where
such rules do not exist, a significant quantity that will produce the
nutritional or physiological effect claimed as established by generally

accepted scientific evidence;
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(e) compliance with the specific conditions set out in Chapter

II or Chapter IV as the case may be.

2. The use of nutrition and health claims shall only be permitted if the
average consumer can be expected to understand the beneficial effects as
expressed in the claim.

3. Nutrition and health claims shall refer to the food ready for consumption
in accordance with the manufacturer's instructions.

Article 6

Scientific substantiation for claims

1. Nutrition and health claims shall be based on and substantiated by
generally accepted scientific evidence.

2. A food business operator making a nutrition or health claim shall justify
the use of the claim.

3. The competent authorities of the Member States may request a food
business operator or a person placing a product

on the market to produce all relevant elements and data establishing
compliance with this Regulation.

(¥) The name of the nutrient exceeding the nutrient profile.

Article 7

Nutrition information

The obligation and the modalities for providing information pursuant to
Directive 90/496/EEC where a nutrition claim is made shall apply mutatis
mutandis where a health claim is made, with the exception of generic
advertising. However, the information to be provided shall consist of
information in Group 2 as defined in Article 4(1) of Directive 90/496/EEC.
In addition and as the case may be, the amount(s) of the substance(s) to
which a nutrition or health claim relates that does not appear in the
nutrition labelling shall also be stated in the same field of vision as the
nutrition information and be expressed in accordance with Article 6 of
Directive 90/496/EEC.

In the case of food supplements, the nutrition information shall be provided
in accordance with Article 8 of Directive 2002/46/EC.

CHAPTER 1II

NUTRITION CLAIMS

Article 8

Specific conditions

1. Nutrition claims shall only be permitted if they are listed in the Annex
and are in conformity with the conditions set out in this Regulation.

2. Amendments to the Annex shall be adopted in accordance with the
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procedure referred to in Article 25(2) and, where appropriate, after
consulting the Authority. Where appropriate, the Commission shall involve
interested parties, in particular food business operators and consumer
groups, in order to evaluate the perception and understanding of the claims
In question.

Article 9

Comparative claims

1. Without prejudice to Directive 84/450/EEC, a comparison may only be
made between foods of the same category, taking into consideration a
range of foods of that category. The difference in the quantity of a nutrient
and/or the energy value shall be stated and the comparison shall relate to
the same quantity of food.

2. Comparative nutrition claims shall compare the composition of the food in
question with a range of foods of the same category, which do not have a
composition which allows them to bear a claim, including foods of other

brands.

CHAPTER IV

HEALTH CLAIMS

Article 10

Specific conditions

1. Health claims shall be prohibited unless they comply with the general
requirements in Chapter II and the specific requirements in this Chapter and
are authorised in accordance with this Regulation and included in the lists
of authorised claims provided for in Articles 13 and 14.

9. Health claims shall only be permitted if the following information is
included in the labelling, or if no such labelling exists, in the presentation
and advertising:

(a) a statement indicating the importance of a varied and balanced diet and
a healthy lifestyle;

(b) the quantity of the food and pattern of consumption required to obtain
the claimed beneficial effect;

(¢) where appropriate, a statement addressed to persons who should avoid
using the food; and

(d) an appropriate warning for products that are likely to present a health
risk if consumed to excess.

3. Reference to general, non-specific benefits of the nutrient or food for
overall good health or health-related well-being may only be made if
accompanied by a specific health claim included in the lists provided for in
Article 13 or 14.
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4. Where appropriate, guidelines on the implementation of this Article shall
be adopted in accordance with the procedure referred to in Article 25(2)
and, if necessary, in consultation with interested parties, in particular food
business operators and consumer groups.

Article 11

National associations of medical, nutrition or dietetic professionals and
health-related charities. In the absence of specific Community rules
concerning recommendations of or endorsements by national associations of
medical, nutrition or dietetic professionals and health-related charities,
relevant national rules may apply in compliance with the provisions of the
Treaty.

Article 12

Restrictions on the use of certain health claims

The following health claims shall not be allowed:

(a) claims which suggest that health could be affected by not consuming the
food;

(b) claims which make reference to the rate or amount of weight loss;

(¢) claims which make reference to recommendations of individual doctors
or health professionals and other associations not referred to in Article 11.

Article 13

Health claims other than those referring to the reduction of disease risk
and to children's development and health

1. Health claims describing or referring to:

(a) the role of a nutrient or other substance in growth, development and the
functions of the body; or

(b) psychological and behavioural functions; or

(c) without prejudice to Directive 96/8/EC, slimming or weight control or a
reduction in the sense of hunger or an increase in the sense of satlety or
to the reduction of the available energy from the diet,

which are indicated in the list provided for in paragraph 3 may be made
without undergoing the procedures laid down In Articles 15 to 19, if they
are:

(i) based on generally accepted scientific evidence: and

(i) well understood by the average consumer.

2. Member States shall provide the Commission with lists of claims as
referred to in paragraph 1 by 31 January 2008 at the latest accompanied by
the conditions applying to them and by references to the relevant scientific
justification.

3. After consulting the Authority, the Commission shall adopt, in accordance

with the procedure referred to in Article 25(2), a Community list of
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permitted claims as referred to in paragraph 1, and all necessary conditions
for the use of these claims by. 31 January 2010 at the latest.

4. Any changes to the list referred to in paragraph 3, based on generally
accepted scientific evidence, shall be adopted in accordance with the
procedure referred to in Article 25(2), after consulting the Authority, on the
Commission's own initiative or following a request by a Member State.

5. Any additions of claims to the list referred to in paragraph 3 based on
newly developed scientific evidence and/or which include a request for the
protection of proprietary data shall be adopted following the procedure laid
down in Article 18, except claims referring to children's development and
health, which shall be authorised in accordance with the procedure laid
down in Articles 15, 16, 17 and 19.

Article 14

Reduction of disease risk claims and claims referring to children's
development and health ‘1. Notwithstanding Article 2(1)(b) of Directive
2000/13/EC, the following claims may be made where they have been
authorised in accordance with the procedure laid down in Articles 15, 16,
17 and 19 of this Regulation for inclusion in a Community list of such
permitted claims together with all the necessary conditions for the use of
these claims:

(a) reduction of disease risk claims;

(b) claims referring to children's development and health.’

9. In addition to the general requirements laid down in this Regulation and
the specific requirements of paragraph 1, for reduction of disease risk
claims the labelling or, if no such labelling exists, the presentation or
advertising shall also bear a statement indicating that the disease to which
has multiple risk factors and that altering one of these risk factors may or
may not have a beneficial effect.

Article 15

Application for authorisation

1. When reference is made to this Article, an application for authorisation
shall be submitted in accordance with the following paragraphs.

2. The application shall be sent to the national competent authority of a
Member State.

(a) The national competent authority shall:

(i) acknowledge receipt of an application in writing within 14 days of its
receipt. The acknowledgement shall state the date of receipt of the
application;

(i) inform without delay the Authority; and

(iii) make the application and any supplementary information supplied by the
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applicant available to the

Authority;

(b) The Authority shall:

(1) inform without delay the other Member States and the

Commission of the application and shall make the application and any
supplementary information supplied by the applicant available to them;

(i) make the summary of the application referred to in paragraph 3(g)
available to the public.

3. The application shall include the following:

(a) the name and address of the applicant;

(b) the nutrient or other substance, or the food or the category of food, in
respect of which the health claim is to be made and its particular
characteristics;

(c) a copy of the studies, including, where available, independent,
peer-reviewed studies, which have been carried out with regard to the
health claim and any other material which is available to demonstrate that
the health claim complies with the criteria provided for in this Regulation;
(d) where appropriate, an indication of the information which should be
regarded as proprietary accompanied by verifiable justification;

18.1.2007 EN Official Journal of the European Union L 12/11

(e) a copy of other scientific studies which are relevant to that health
claim;

(f) a proposal for the wording of the health claim for which authorisation is
sought including, as the case may be, specific conditions for use;

(g) a summary of the application.

4. The Commission, having first consulted the Authority, shall establish in
accordance with the procedure referred to in Article 25(2) implementing
rules for the application of this Article, including rules concerning the
preparation and presentation of the application.

5. The Commission, In close cooperation with the Authority, shall make
available appropriate technical guidance and tools to assist food business
operators, in particular SMEs, in the preparation and presentation of the
application for scientific assessment.

Article 16

Opinion of the Authority

1. In giving its opinion, the Authority shall respect a time limit of five
months from the date of receipt of a wvalid application. Whenever the
Authority seeks supplementary information from the applicant as provided
for in paragraph 2, such time limit shall be extended by up to two months

following the date of receipt of the requested information submitted by the
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applicant.

2. The Authority or a national competent authority through the Authority
may, where appropriate, request the applicant to supplement the particulars
accompanying the application within a specified time limit.

3. In order to prepare its opinion, the Authority shall verify:

(a) that the health claim is substantiated by scientific evidence;

(b) that the wording of the health claim complies with the criteria laid down
in this Regulation.

4. In the event of an opinion in favour of authorising the health claim, the
opinion shall include the following particulars:

(a) the name and address of the applicant;

(b) the nutrient or other substance, or the food or the category of food, in
respect of which a claim is to be made and its particular characteristics;

(¢c) a proposal for the wording of the health claim, including, as the case
may be, the specific conditions of use;

(d) where applicable, conditions or restrictions of use of the food and/or an
additional statement or warning that should accompany the health claim on
the label and in advertising.

5. The Authority shall forward its opinion to the Commission, the Member
States and the applicant, including a report describing its assessment of the
health claim and stating the reasons for its opinion and the information on
which its opinion was based.

6. The Authority, in accordance with Article 38(1) of Regulation (EC) No
178/2002, shall make its opinion public. The applicant or members of the
public may make comments to the Commission within 30 days from such
publication.

Article 17

Community authorisation

1. Within two months after receiving the opinion of the Authority, the
Commission shall submit to the Committee referred to in Article 23(2) a
draft decision on the lists of permitted health claims, taking into account
the opinion of the Authority, any relevant provisions of Community law and
other legitimate factors relevant to the matter under consideration. Where
the draft decision is not in accordance with the opinion of the Authority,
the Commission shall provide an explanation for the differences.

2. Any draft decision to amend the lists of permitted health claims shall
include the particulars referred to in Article 16(4).

3. A final decision on the application shall be adopted in accordance with
the procedure referred to in Article 25(2).

4. The Commission shall without delay inform the applicant of the decision
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taken and publish details of the decision in the Official Journal of the
European Union,

5. Health claims included in the lists provided for in Articles 13 and 14
may be used, in conformity with the conditions applying to them, by any
food business operator, if they are not restricted for use in accordance with
the provisions of Article 21.

6. The granting of authorisation shall not lessen the general civil and
criminal liability of any food business operator in respect of the food
concerned.

Article 18

Claims referred to in Article 13(5)

1. A food business operator intending to use a health claim not included in
the list provided for in Article 13(3) may apply for the inclusion of the
claim in that list.

2. The application for this inclusion shall be submitted to the national
competent authority of a Member State which shall acknowledge receipt of
the application in writing within

14 days of its receipt. The acknowledgement shall state the date of receipt
of the application. The application shall include the data provided for In
Article 15(3) and the reasons for the request.

3. The wvalid application, in line with the guidance referred to in Article
15(5), and any information supplied by the applicant shall be sent without
delay to the Authority for a scientific assessment as well as to the
Commission and the Member States for information. The Authority shall
issue its opinion within a time limit of five months from the date of receipt
of therequest. Such time limit may be extended by up to one month if the
Authority considers it necessary to seek supplementary information from the
applicant. In such a case the applicant shall submit the requested
information within 15 days from the date of receipt of the Authority's
request.

The procedure laid down in Article 16(3)(a) and (b), (56) and (6) shall apply
mutatis mutandis.

4. Where the Authority, following scientific assessment, issues an opinion in
favour of the inclusion of the claim in the list provided for in Article 13(3),
the Commission shall take a decision on the application, taking into account
the opinion of the Authority, any relevant provisions of Community law and
other legitimate factors relevant to the matter under consideration, after
having consulted the Member States and within two months of receiving the
opinion of the Authority. Where the Authority issues an opinion that does

not support the inclusion of the c¢laim in that list, a decision on the
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application shall be taken in accordance with the procedure referred to in
Article 25(2).

Article 19

Modification, suspension and revocation of authorisations

1. The applicant/user of a claim included in one of the lists provided for in
Articles 13 and 14 may apply for a modification of the relevant list. The
procedures laid down in Articles 15 to 18 shall apply mutatis mutandis.

2 On its own initiative or following a request from a Member State or from
the Commission, the Authority shall issue an opinion on whether a health
claim included in the lists provided for in Articles 13 and 14 still meets the
conditions laid down in this Regulation. It shall forthwith transmit its opinion
to the Commission, the Member States and, where relevant, to the original
applicant of the claim in question. The Authority, in accordance with Article
38(1) of Regulation (EC) No 178/2002, shall make its opinion public.

The applicant/user or a member of the public may make comments to the
Commission within 30 days of such publication.

The Commission shall examine the opinion of the Authority and any
comments received as soon as possible. If appropriate, the authorisation
shall be modified, suspended or revoked in accordance with the procedures
laid down in Articles 17 and 18.

CHAPTER V

GENERAL AND FINAL PROVISIONS

Article 20

Community Register

1. The Commission shall establish and maintain a Community Register of
nutrition and health claims made on food, hereinafter referred to as ‘the
Register’.

2. The Register shall include the following:

(a) the nutrition claims and the conditions applying to them as set out in
the Annex;

(b) restrictions adopted in accordance with Article 4(5);

(¢) the authorised health claims and the conditions applying to them
provided for in Articles 13(3) and (5), 14(1), 19(2), 21, 24(2) and 28(6) and
the national measures referred to in Article 23(3);

(d) a list of rejected health claims and the reasons for their rejection.
Health claims authorised on the basis of proprietary data shall be recorded
in a separate Annex to the Register together with the following information:
1) the date the Commission authorised the health claim and the name of the

original applicant that was granted authorisation;
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2) the fact that the Commission authorised the health claim on the basis of
proprietary data;

3) the fact that the health claim is restricted for use unless a subsequent
applicant obtains authorisation for the claim without reference to the
proprietary data of the original applicant.

3. The Register shall be made available to the public.

Article 21

Data protection

1. The scientific data and other information in the application required
under Article 15(3) may not be used for the benefit of a subsequent
applicant for a period of five years from the date of authorisation, unless
the subsequent applicant has agreed with the prior applicant that such data
and information

may be used, where:

(a) the scientific data and other information has been designated as
proprietary by the prior applicant at the time the prior application was
made; and

(b) the prior applicant had exclusive right of reference to the proprietary
data at the time the prior application was made; and

(c) the health claim could not have been authorised without the submission
of the proprietary data by the prior applicant.

2. Until the end of the five-year period specified in paragraph 1, no
subsequent applicant shall have the right to refer to data designated as
proprietary by a prior applicant unless and until the Commission takes a
decision on whether a claim could be or could have been included in the
list provided for in Article 14 or, where appropriate, Article 13 without the
submission of data designated as proprietary by the prior applicant.

Article 22

National provisions

Without prejudice to the Treaty, in particular Articles 28 and 30 thereof,
Member States may not restrict or forbid trade in or advertising of foods
which comply with this Regulation by the application of non—harmonised
national provisions governing claims made on certain foods or on foods in
general.

Article 23

Notification procedure

1. If a Member State considers it necessary to adopt new legislation, it
shall notify the Commission and the other Member States of the envisaged
measures and give the reasons justifying them.

2. The Commission shall consult the Standing Committee on the Food Chain
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and Animal Health instituted by Article 58(1) of Regulation (EC) No
178/2002 (hereinafter referred to as ‘the Committee’) if it considers such
consultation to be useful or if a Member State so requests, and shall give
an opinion on the envisaged measures.

3. The Member State concerned may take the envisaged measures six
months after the notification referred to in paragraphl, provided that the
Commission's opinion is not negative.

If the Commission's opinion is negative, it shall determine, in accordance
with the procedure referred to in Article 25(2) and before the expiry of the
period referred to in the first subparagraph of this paragraph, whether the
envisaged measures may be implemented. The Commission may require
certain amendments to be made to the envisaged measures.

Article 24

Safeguard measures

1. Where a Member State has serious grounds for considering that a claim
does not comply with this Regulation, or that the scientific substantiation
provided for in Article 6 is insufficient, that Member State may temporarily
suspend the use of that claim within its territory.

It shall inform the other Member States and the Commission and give
reasons for the suspension.

2. In accordance with the procedure referred to in Article 25 (2), a decision
shall be taken, where appropriate after obtaining an opinion from the
Authority.

The Commission may initiate this procedure on its own initiative.

3. The Member State referred to in paragraph 1 may maintain the
suspension until the decision referred to in paragraph 2 has been notified to
it.

Article 25

Committee procedure

1. The Commission shall be assisted by the Committee.

2. Where reference is made to this paragraph, Articles 5 and

7 of Decision 1999/468/EC shall apply, having regard to the provisions of
Article 8 there of. The period laid down in Article 5(6) of Decision
1999/468/EC shall be set at three months.

3. The Committee shall adopt its rules of procedure.

Article 26

Monitoring

To facilitate efficient monitoring of foods bearing nutrition or health claims,
Member States may require the manufacturer or the person placing such

foods on the market in their territory to notify the competent authority of
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that placing on the market by forwarding to it a model of the label used for
the product.

Article 27

Evaluation

By 19 January 2013 at the latest, the Commission shall submit to the
European Parliament and to the Council a report on the application of this
Regulation, in particular on the evolution of the market in foods In respect
of which nutrition or health claims are made and on the consumers'
understanding of claims, together with a proposal for amendments if
necessary.

The report shall also include an evaluation of the impact of this Regulation
on dietary choices and the potential impact on obesity and
non-communicable diseases.

Article 28

Transitional measures

1. Foods placed on the market or labelled prior to the date of application of
this Regulation which do not comply with this Regulation may be marketed
until their expiry date, but not later than 31 July 2009 With regard to the
provisions in Article

4(1), foods may be marketed until twenty—-four months following adoption of
the relevant nutrient profiles and their conditions of use.

2. Products bearing trade marks or brand names existing before 1 January
2005 which do not comply with this Regulation may continue to be
marketed until 19 January 2022 after which time the provisions of this
Regulation shall apply.

3. Nutrition claims which have been used in a Member State before 1
January 2006 in compliance with national provisions applicable to them and
which are not included in the Annex, may continue to be used until 19
January 2010 under the responsibility of food business operators and
without prejudice to the adoption of safeguard measures as referred to in
Article 24.

4. Nutrition claims in the form of pictorial, graphic or symbolic
representation, complying with the general principles of this Regulation,
which are not included in the Annex and are used according to specific
conditions and criteria elaborated by national provisions or rules, shall be
subject to the following:

(a) Member States shall communicate to the Commission, by 31 January
2008 at the latest, such nutrition claims and the national provisions or rules
applicable, accompanied by scientific data in support of such provisions or

rules;
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(b) the Commission shall, in accordance with the procedure referred to in
Article 25(2), adopt a Decision concerning the use of such claims.

Nutrition claims not authorised under this procedure may continue to be
used for twelve months following the adoption of the Decision.

5. Health claims as referred to in Article 13(1)(a) may be made from the
date of entry into force of this Regulation until the adoption of the list
referred to in Article 13(3), under the responsibility of food business
operators provided that they comply with this Regulation and with existing
national provisions applicable to them. and without prejudice to the adoption
of safeguard measures as referred to in Article 24.

6. ‘Health claims other than those referred to in Article 13(1)(a) and in
Article 14(1)(@), which have been used in compliance with national
provisions before the date of entry into force of this Regulation, shall be
subject to the following:'.

(a) health claims which have been the subject of evaluation and
authorisation in a Member State shall be authorised as follows:

(i) Member States shall communicate to the Commission, by 31 January
2008 at the latest, such claims accompanied by a report evaluating the
scientific data in support of the claim;

(i) after consulting the Authority, the Commission shall, in accordance with
the procedure referred to in Article 25

(2), adopt a Decision concerning the health claims authorised in this way.
Health claims not authorised under this procedure may continue to be used
for six months following the adoption of the Decision;

(b) health claims which have not been the subject of evaluation and
authorisation in a Member State: such claims may continue to be used
provided an application is made pursuant to this Regulation before 19
January 2008; health claims not authorised under this procedure may
continue to be used for six months after a decision is taken pursuant to
Article 17(3).

Article 29

Entry into force

This Regulation shall enter into force on the twentieth day following that of
its publication in the Official Journal of the European Union.

It shall apply from 1 July 2007.

This Regulation shall be binding in its entirety and directly applicable in all
Member States.

ANNEX
Nutrition claims and conditions applying to them LOW ENERGY
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A claim that a food is low in energy, and any claim likely to have the same
meaning for the consumer, may only be made where the product does not
contain more than 40 kcal (170 kJ)/100 g for solids or more than 20 kcal
(80 kJ)/100 ml for liquids. For table-top sweeteners the limit of 4 kcal (17
kl)/portion, with equivalent sweetening properties to 6 g of sucrose
(approximately 1 teaspoon of sucrose), applies.

ENERGY-REDUCED

A claim that a food is energy-reduced, and any claim likely to have the
same meaning for the consumer, may only be made where the energy value
is reduced by at least 30 %, with an indication of the characteristic(s)

which make(s) the food reduced in its total energy value.

Directive 2002/46/EC
Food supplement (&o] B.ZA])

(1) Article 1: H9] ALL w= o] oJokEe HaHx &o
(2) Article 20 §¢ =3

(3) Article 3: He &8

(4) Article 4: AF8-7Fs& vlEld, 7714 de. FFo8 HE
(5) Article 5: Hu), A& A=

(6) Article 6: EA &5 A%

(7) Article 7: EA 2 AFg

(8) Article 8: &= #d Al

(9) Article 9: 7}=Z EA|

(10)Article 10: =718 A QF 4§ 9%

(11D Article 11: Article 1 #H XA AgF &4

(12)Article 12: 184 &AA %A
(13)Article 13: Standing Committee on the Food Chain and Aniaml Health2]
=&

(14)Article 14: EFSA9] 13

(15)Article 15: ¥} A& A7)

(16)Article 16: ¥ Z+AA

(17)Article 17: EU 7}1=e] a3

Article 1

1. This Directive concerns food supplements marketed as foodstuffs and
presented as such. These products shall be delivered to the ultimate
consumer only in a pre—packaged form.

2. This Directive shall not apply to medicinal products as defined by
Directive 2001/83/EC of the European Parliament and of the Council of 6
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November 2001 on the Community code relating to medicinal products for
human use (4).

Article 2

For the purposes of this Directive:

(a) ‘food supplements’ means foodstuffs the purpose of which is to
supplement the normal diet and which are concentrated sources of nutrients
or other substances with a nutritional or physiological effect, alone or in
combination, marketed in dose form, namely forms such as capsules,
pastilles, tablets, pills and other similar forms, sachets of powder, ampoules
of liquids, drop dispensing bottles, and other similar forms of liquids and
powders designed to be taken in measured small unit quantities;

(b) ‘nutrients’ means the following substances:

(1) vitamins,

(ii) minerals.

Article 3

Member States shall ensure that food supplements may be marketed within
the Community only if they comply with the rules laid down in this
Directive.

Article 4

1. Only vitamins and minerals listed in Annex I, in the forms listed in
Annex 1I, may be used for the manufacture of food supplements, subject to
paragraph 6.

2. The purity criteria for substances listed in Annex II shall be adopted in
accordance with the procedure referred to in Article 13(2), except where
they apply pursuant to paragraph3.

3. Purity criteria for substances listed in Annex II, specified by Community
legislation for their use in the manufacture of foodstuffs for purposes other
than those covered by this Directive, shall apply.

4. For those substances listed in Annex II for which purity criteria are not
specified by Community legislation, and until such specifications are
adopted, generally acceptable purity criteria recommended by international
bodies shall be applicable and national rules setting stricter purity criteria
may be maintained.

5. Modifications to the lists referred to in paragraph 1 shall be adopted in
accordance with the procedure referred to in Article 13(2).

6. By way of derogation from paragraph 1 and until 31 December 2009,
Member States may allow in their territory the use of vitamins and minerals
not listed in Annex I, or in forms not listed in Annex II, provided that:

(a) the substance in question is used in one or more food supplements

marketed in the Community on the date of entry into force of this
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Directive,

(b) the European Food Safety Authority has not given an unfavourable
opinion in respect of the use of that substance, or its use in that form, in
the manufacture of food supplements, on the basis of a dossier supporting
use of the substance in question to be submitted to the Commission by the
Member State not later than 12 July 2005.

7. Notwithstanding paragraph 6, Member States may, in compliance with the
rules of the Treaty, continue to apply existing national restrictions or bans
on trade in food supplements containing vitamins and minerals not included
in the list in Annex | or in the forms not listed in Annex IL

8. Not later than 12 July 2007, the Commission shall submit to the
European Parliament and the Council a report on the advisability of
establishing specific rules, including, where appropriate, positive lists, on
categories of nutrients or of substances with a nutritional or physiological
effect other than those referred to in paragraph 1, accompanied by any
proposals for amendment to this Directive which the Commission deems
necessary.

Article 5

1. Maximum amounts of vitamins and minerals present in food supplements
per daily portion of consumption as recommended by the manufacturer shall
be set, taking the following into account:

(a) upper safe levels of vitamins and minerals established by scientific risk
assessment bhased on generally accepted scientific data, taking into account,
as appropriate, the varying degrees of sensitivity of different consumer
groups,

(b) intake of vitamins and minerals from other dietary sources.

2. When the maximum levels referred to in paragraph 1 are set, due
account should also be taken of reference intakes of vitamins and minerals
for the population.

3. To ensure that significant amounts of vitamins and minerals are present
in food supplements, minimum amounts per daily portion of consumption as
recommended by the manufacturer shall be set, as appropriate.

4. The maximum and minimum amounts of vitamins and minerals referred to
in paragraphs 1, 2 and 3 shall be adopted In accordance with the procedure
referred to in Article 13(2).

Article 6

1. For the purposes of Article 5(1) of Directive 2000/13/EC, the name
under which products covered by this Directive are sold shall be ‘food
supplement’.

2. The labelling, presentation and advertising must not attribute to food
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supplements the property of preventing, treating or curing a human disease,
or refer to such properties.

3. Without prejudice to Directive 2000/13/EC, the labelling shall bear the
following particulars:

(a) the names of the categories of nutrients or substances that characterise
the product or an indication of the nature of those nutrients or substances;
(b) the portion of the product recommended for daily consumption;

(¢) a warning not to exceed the stated recommended daily dose;

(d) a statement to the effect that food supplements should not be used as a
substitute for a varied diet;

(e) a statement to the effect that the products should be stored out of the
reach of young children. 12.7.2002 EN Official Journal of the European
Communities 1. 183/53

Article 7

The labelling, presentation and advertising of food supplements shall not
include any mention stating or implying that a balanced and varied diet
cannot provide appropriate quantities of nutrients in general.

Rules for implementing this Article may be specified in accordance with the
procedure referred to in Article 13(2).

Article 8

1. The amount of the nutrients or substances with a nutritional or
physiological effect present in the product shall be declared on the labelling
in numerical form. The units to be used for vitamins and minerals shall be
those specified in Annex . Rules for implementing this paragraph may be
specified in accordance with the procedure referred to in Article 13(2).

2. The amounts of the nutrients or other substances declared shall be those
per portion of the product as recommended for daily consumption on the
labelling.

3. Information on vitamins and minerals shall also be expressed as a
percentage of the reference values mentioned, as the case may be, in the
Annex to Directive 90/496/EEC.

Article 9

1. The declared values mentioned in Article 8(1) and (2) shall be average
values based on the manufacturer’s analysis of the product. Further rules
for implementing this paragraph with regard in particular to the differences
hetween the declared values and those established in the course of official
checks shall be decided upon in accordance with the procedure referred to
in Article 13(2).

2. The percentage of the reference values for vitamins and minerals

mentioned in Article 8(3) may also be given in graphical form.
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Rules for implementing this paragraph may be adopted in accordance with
the procedure referred to in Article 13(2).

Article 10

To facilitate efficient monitoring of food supplements, Member States may
require the manufacturer or the person placing the product on the market in
their territory to notify the competent authority of that placing on the
market by forwarding it a model of the label used for the product.

Article 11

1. Without prejudice to Article 4(7), Member States shall not, for reasons
related to their composition, manufacturing specifications, presentation or
labelling, prohibit or restrict trade in products referred to in Article 1 which
comply with this Directive and, where appropriate, with Community acts
adopted in implementation of this Directive.

2. Without prejudice to the Treaty, in particular Articles 28 and 30 thereof,
paragraph 1 shall not affect national provisions which are applicable in the
absence of Community acts adopted under this Directive.

Article 12

1. Where a Member State, as a result of new information or of a
reassessment of existing information made since this Directive or one of
the implementing Community acts was adopted, has detailed grounds for
establishing that a product referred to in Article 1 endangers human health
though it complies with the said Directive or said acts, that Member State
may temporarily suspend or restrict application of the provisions in question
within its territory. It shall immediately inform the other Member States and
the Commission thereof and give reasons for its decision.

2. The Commission shall examine as soon as possible the grounds adduced
by the Member State concerned and shall consult the Member States within
the Standing Committee on the Food Chain and Animal Health, and shall
then deliver its opinion without delay and take appropriate measures.

3. If the Commission considers that amendments to this Directive or to the
implementing Community acts are necessary in order to remedy the
difficulties mentioned in paragraph 1 and to ensure the protection of human
health, it shall initiate the procedure referred to in Article 13(2) with a
view to adopting those amendments. The Member State that has adopted
safeguard measures may in that event retain them until the amendments
have been adopted.

Article 13

1. The Commission shall be assisted by the Standing Committee on the
Food Chain and Animal Health instituted by Regulation (EC) No 178/2002

(1) (hereinafter referred to as ‘the Committee’).
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9. Where reference is made to this paragraph, Articles b and 7 of Decision
1999/468/EC shall apply, having regard to the provisions of Article 8
thereof.

The period laid down in Article 5(6) of Decision 1999/468/EC shall be set
at three months.

3. The Committee shall adopt its rules of procedure.

I, 183/54 EN Official Journal of the European Communities 12.7.2002

(1) OJ L 31, 1.2.2002, p. 1.

Article 14

Provisions that may have an effect upon public health shall be adopted after
consultation with the European Food Safety Authority.

Article 15

Member States shall bring into force the laws, regulations and
administrative provisions necessary to comply with this Directive by 31 July
2003. They shall forthwith inform the Commission thereof.

Those laws, regulations and administrative provisions shall be applied in
such a way as to:

(a) permit trade in products complying with this Directive, from 1 August
2003 at the latest:

(b) prohibit trade in products which do not comply with the Directive, from
1 August 2005 at the latest. When Member States adopt these measures,
they shall contain a reference to this Directive or be accompanied by such
a reference on the occasion of their official publication. The methods of
making such reference shall be adopted by the Member States.

Article 16

This Directive shall enter into force on the day of its publication in the
Official Journal of the European Communities.

Article 17

This Directive is addressed to the Member States.

ANNEX I

Vitamins and minerals which may be used in the manufacture of food
supplements

1. Vi tamins

Vitamin A (ug RE)

Vitamin D (ug)

2. Mine rals

Calcium (mg)

Magnesium (mg)
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ANNEX II

Vitamin and mineral substances which may be used in the manufacture of
food supplements

A. Vitamins

1. VITAMIN A

(a) retinol

(b) retinyl acetate

(c) retinyl palmitate

(d) beta-carotene

2. VITAMIN D

(a) cholecalciferol

(b) ergocalciferol

B. Minerals

calcium carbonate

calcium chloride

12.7.2002 EN Official Journal of the European Communities I. 183/57

Regulation (EC) No 1925/2006
vel, F713
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(13)Article 13: 7} =9 EA A7 T4 &%
(14)Article 14: §193 A=}t

(15)Article 150 EUE

(16)Article 16: 37}

(17D)Article 17: A 87} 713

(18)Article 18: ¥ &A&A]7]

CHAPTER I

SUBJECT MATTER, SCOPE AND DEFINITIONS

Article 1

Subject matter and scope

1. This Regulation harmonises the provisions laid down by law, regulation
or administrative action in Member States which relate to the addition of
vitamins and minerals and of certain other substances to foods, with the
purpose of ensuring the effective functioning of the internal market, whilst
providing a high level of consumer protection.

2. The provisions of this Regulation regarding vitamins and minerals shall
not apply to food supplements covered by Directive 2002/46/EC.

3. This Regulation shall apply without prejudice to specific provisions laid
down in Community legislation concerning:

(a) foods for particular nutritional uses and, in the absence of specific
provisions, compositional requirements of such products rendered necessary
by the particular nutritional requirements of the persons for whom they are
intended;

(b) novel foods and novel food ingredients;

(¢) genetically modified food;

(d) food additives and flavourings;

(e) authorised oenological practices and processes.

Article 2

Definitions

For the purposes of this Regulation:

(1) ‘Authority’ means the European Food Safety Authority establishedby
Regulation (EC) No 178/2002 of the European Parliament and of the Council
of 28 January 2002 laying down the general principles and requirements of
food law, establishing the European Food Safety Authority and laying down
procedures in matters of food safety (2);

(2) ‘other substance’ means a substance other than a vitamin or

a mineral that has a nutritional or physiological effect.
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CHAPTER 1I

ADDITION OF VITAMINS AND MINERALS

Article 3

Requirements for the addition of vitamins and minerals

1. Only vitamins and/or minerals listed in Annex [, in the forms listed in
Annex II, may be added to foods, subject to the rules laid down in this
Regulation.

2. Vitamins and minerals in a form that is bio—available to the human body
may be added to foods, whether or not they are usually contained therein,
in order to take into account, in particular:

(a) a deficiency of one or more vitamins and/or minerals in the population
or specific population groups that can be demonstrated by clinical or
sub-clinical evidence of deficiency or indicated by estimated low levels of
intake of nutrients; or

(b) the potential to improve the nutritional status of the populationb or
specific population groups and/or correct possible deficiencies in dietary
intakes of vitamins or minerals due to changes in dietary habits; or

(c) evolving generally acceptable scientific knowledge on the role of
vitamins and minerals in nutrition and consequent effects on health.

3. Modifications to the lists referred to in paragraph 1 of this Article shall
be adopted in accordance with the procedure referred to in Article 14(2),
taking account of the opinion of the Authority.

Prior to making these modifications, the Commission shall carry out
consultations with interested parties, in particular food business operators
and consumer groups.

Article 4

Restrictions on the addition of vitamins and minerals

Vitamins and minerals may not be added to:

(a) unprocessed foodstuffs, including, but not limited to, fruit, vegetables,
meat, poultry and fish;

(b) beverages containing more than 1,2 % by volume of alcohol, except and
by way of derogation from Article 3(2), to products:

(1) referred to in Article 44(6) and (13) of Council Regulation(EC) No
1493/1999 of 17 May 1999 on the common organisation of the market in
wine (1); and

(1) which were marketed prior to the adoption of this Regulation; and

(iii) which have been notified to the Commission by a Member State in
accordance with Article 11, and provided that no nutrition or health claim is
made. Additional foods or categories of foods to which particular vitamins

and minerals may not be added may be determined in accordance with the
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procedure referred to in Article 14(2) in the light of scientific evidence and
taking into account their nutritional value.

Article 5

Purity criteria

1. The purity criteria for vitamin formulations and mineral substances listed
in Annex 1l shall be adopted in accordance with the procedure referred to
in Article 14(2), except where they apply pursuant to paragraph 2 of this
Article.

2. Purity criteria for vitamin formulations and mineral substances listed In
Annex 1I, specified by Community legislation for their use in the
manufzacture of foodstuffs for purposes other than those covered by this
Regulation, shall apply.

3. For those vitamin formulations and mineral substances listed in Annex Il
for which purity criteria are not specified by Community legislation, and
until such specifications are adopted, generally acceptable purity criteria
recommended by international bodies shall be applicable and national rules
setting stricter purity criteria may be maintained.

Article 6

Conditions for the addition of vitamins and minerals

1. When a vitamin or a mineral is added to foods, the total amount of the
vitamin or mineral present, for whatever purpose, in the food as sold shall
not exceed maximum amounts that shall be set in accordance with the
procedure referred to in Article 14(2). The Commission may, to this end,
submit proposals for the maximum amounts by 19 January 2009 For
concentrated and dehydrated products, the maximum amounts set shall be
those present in the foods when prepared for consumption according to the
manufacturer's instructions.

2. Any conditions restricting or prohibiting the addition of a specific vitamin
or mineral to a food or a category of foods shall be adopted in accordance
with the procedure referred to in Article 14(2).

3. The maximum amounts referred to in paragraph 1 and the conditions
referred to in paragraph 2 shall be set taking into account:

(a) upper safe levels of vitamins and minerals established by scientific risk
assessment based on generally acceptable scientific data, taking into
account, as appropriate, the varying degrees of sensitivity of different
groups of consumers; and

(b) intakes of vitamins and minerals from other dietary sources.

4. When the maximum amounts referred to in paragraph 1 and the
conditions referred to in paragraph 2 are set, due account shall also be

taken of reference intakes of vitamins and minerals for the population.
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5. When the maximum amounts referred to in paragraph 1 and the
conditions referred to in paragraph 2 are set for vitamins and minerals
whose reference intakes for the population are close to the upper safe
levels, the following shall also be taken into account, as necessary:

(a) the contribution of individual products to the overall diet of the
population in general or of sub—groups of the population;

(b) the nutrient profile of the product established as provided for by
Regulation (EC) No 1924/20086.

6. The addition of a vitamin or a mineral to a food shall result in the
presence of that vitamin or mineral in the food in at least a significant
amount where this is defined according to the Annex to Directive
90/496/EEC. The minimum amounts, including any lower amounts, by
derogation from the significant amounts mentioned above, for specific foods
or categories of foods shall be adopted in accordance with the procedure
referred to in Article 14(2).

Article 7

Labelling, presentation and advertising

1. The labelling, presentation and advertising of foods to which vitamins and
minerals have been added shall not include any mention stating or implying
that a balanced and varied diet cannot provide appropriate quantities of
nutrients. Where appropriate, a derogation concerning a specific nutrient
may be adopted in accordance with the procedure referred to in Article
14(2).

2. The labelling, presentation and advertising of foods to which vitamins and
minerals have been added shall not mislead or deceive the consumer as to
the nutritional merit of a food that may result from the addition of these
nutrients.

3. Nutrition labelling of products to which vitamins and minerals have been
added and which are covered by this Regulation shall be compulsory. The
information to be provided shall consist of that specified in Article 4(1),
Group 2 of Directive 90/ 496/EEC and of the total amounts present of the
vitamins and minerals when added to the food.

4. The labelling of products to which vitamins and minerals have been
added may bear a statement indicating such addition under the conditions
laid down in Regulation (EC) No 1924/2006.

5. This Article shall apply without prejudice to other provisions of food law
applicable to specified categories of foods.

6. Rules for implementing this Article may be specified in accordance with

the procedure referred to in Article 14(2).
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CHAPTER I

ADDITION OF CERTAIN OTHER SUBSTANCES

Article 8

Substances prohibited, restricted or under Community

scrutiny

1. The procedure provided for in this Article shall be followed where a
substance other than vitamins or minerals, or an ingredient containing a
substance other than vitamins or minerals, is added to foods or used in the
manufacture of foods under conditions that would result in the ingestion of
amounts of this substance greatly exceeding those reasonably expected to
he ingested under normal conditions of consumption of a balanced and
varied diet and/or would otherwise represent a potential risk to consumers.
2. On its own initiative or on the basis of information provided by Member
States, the Commission may take a decision, following in each case an
assessment of available information by the Authority and in accordance with
the procedure referred to in Article 14(2), to include, if necessary, the
substance or ingredient in Annex III. In particular:

(a) if a harmful effect on health has been identified, the substance and/or
the ingredient containing the substance shall:

(i) be placed in Annex I, Part A, and its addition to foods or its use in the
manufacture of foods shall be prohibited; or

(ii) be placed in Annex III, Part B, and its addition to foods or its use in
the manufacture of foods shall only be allowed under the conditions
specified therein;

(b) if the possibility of harmful effects on health is identified but scientific
uncertainty persists, the substance shall be placed in Annex IlI, Part C.

3. Community provisions applicable to specified foods may provide for
restrictions or prohibitions on the use of certain substances in addition to
those laid down in this Regulation. 30.12.2006 EN Official Journal of the
European Union L 404/31

4. Food business operators, or any other interested parties, may at any
time submit for evaluation to the Authority a file containing the scientific
data demonstrating the safety of a substance listed in Annex III, Part C,
under the conditions of its use in a food or in a category of foods and
explaining the purpose of that use. The Authority shall inform without delay
the Member States and the Commission of the submission and shall make
the file available to them.

5. Within four years from the date a substance has been listed in Annex III,
Part C, a decision shall be taken, in accordance with the procedure referred

to in Article 14(2) and taking into account the opinion of the Authority on
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any files submitted for evaluation as mentioned in paragraph 4 of this
Article, to generally allow the use of a substance listed in Annex III, Part
C, or to list it in Annex III, Part A or B, as appropriate.

6. The Commission shall establish, in accordance with the procedure
referred to in Article 14(2), implementing rules for the application of this
Article, including rules concerning the submission referred to in paragraph 4
of this Article.

CHAPTER 1V

GENERAL AND FINAL PROVISIONS

Article 9

Community Register

1. The Commission shall establish and maintain a Community Register on
the addition of vitamins and minerals and of certain other substances to
foods, hereinafter referred to as ‘the Register’.

2. The Register shall include the following:

(a) the vitamins and minerals which may be added to foods as listed in
Annex [;

(b) the vitamin formulations and mineral substances which may be added to
foods as listed in Annex II;

(¢) the maximum and minimum amounts of vitamins and minerals which may
be added to foods and any associated conditions set in accordance with
Article 6;

(d) the information regarding national provisions on the mandatory addition
of vitamins and minerals referred to in Article 11;

(e) any restrictions on the addition of vitamins and minerals as set out in
Article 4;

(f) the substances for which dossiers have been submitted as provided for
in Article 17(1)(b);

(g) information about the substances referred to in Annex Il and the
reasons for their inclusion therein;

(h) information about the substances listed in Annex I, Part C, whose use
is generally allowed as referred to in Article 8(5).

3. The Register shall be made available to the public.

Article 10

Free movement of goods

Without prejudice to the Treaty, in particular Articles 28 and 30 thereof,
Member States may not restrict or forbid trade in foods which comply with
this Regulation and Community acts adopted for its implementation by the

application of nonharmonised national provisions governing the addition of
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vitamins and minerals to foods.

Article 11

National provisions

1. By 19 July 2007, Member States shall inform the Commission

of existing national provisions on the mandatory addition of vitamins and
minerals and of products covered by the derogation

provided for in Article 4(b).

2. If a Member State, in the absence of Community provisions, considers it
necessary to adopt new legislation:

(a) on the mandatory addition of vitamins and minerals to specified foods or
categories of foods; or

(b) on the prohibition or restriction on the use of certain other substances
in the manufacture of specified foods, it shall notify the Commission in
accordance with the procedure

laid down in Article 12.

Article 12

Notification procedure

1. If a Member State considers it necessary to adopt new legislation, it
shall notify the Commission and the other Member States of the envisaged
measures and give the reasons justifying them.

2. The Commission shall consult the Committee referred to in Article 14(1),
if it considers such consultation to be useful or if a Member State so
requests, and shall give an opinion on the envisaged measures.

[, 404/32 EN Official Journal of the European Union 30.12.2006

3. The Member State concerned may take the envisaged measures only six
months after the notification referred to in paragraph 1, and provided that
the Commission's opinion is not negative. If the Commission's opinion is
negative, it shall determine, in accordance with the procedure referred to in
Article 14(2) and before the expiry of the period referred to in the first
subparagraph of this paragraph, whether the envisaged measures may be
implemented. The Commission may require certain amendments to be made
to the envisaged measures.

Article 13

Safeguard measures

1. Where a Member State has serious grounds for considering that a
product endangers human health despite complying with this Regulation, that
Member State may temporarily suspend or restrict application of the
provisions in question within its territory.

It shall immediately inform the other Member States and the Commission

thereof and give reasons for its decision.
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2. In accordance with the procedure referred to in Article 14

(2), a decision shall be taken, where appropriate after obtaining an opinion
from the Authority.

The Commission may Initiate this procedure on its own initiative.

3. The Member State referred to in paragraph 1 may maintain the
suspension or restriction until the decision referred to in paragraph 2 has
been notified to it.

Article 14

Committee procedure

1. The Commission shall be assisted by the Standing Committee on the
Food Chain and Animal Health established by Article 58(1) of Regulation
(EC) No 178/2002, hereinafter referred to as ‘the Committee’.

2. Where reference is made to this paragraph, Articles 5 and 7 of Decision
1999/468/EC shall apply, having regard to the provisions of Article 8
thereof. The period laid down in Article 5(6) of Decision 1999/468/EC shall
be set at three months.

3. The Committee shall adopt its Rules of Procedure.

Article 15

Monitoring

To facilitate efficient monitoring of foods to which vitamins and minerals
have been added, and of foods containing substances listed in Annex III,
Parts B and C, Member States may require the manufacturer or the person
placing such foods on the market in their territory to notify the competent
authority of that placing on the market by providing a model of the label
used for the product. In such cases, information on the withdrawal of the
product from the market may also be required.

Article 16

Evaluation

By 1 July 2013, the Commission shall submit to the European Parliament
and the Council a report on the effects of implementing this Regulation, in
particular concerning the evolution of the market in foods to which vitamins
and minerals have been added, their consumption, nutrient intakes for the
population and changes in dietary habits, and the addition of certain other
substances, accompanied by any proposals for amendment of this Regulation
which the Commission deems necessary. In this context Member States
shall provide the necessary relevant information to the Commission by 1
July 2012. Rules for implementing this Article shall be specified iIn
accordance with the procedure referred to in Article 14(2).

Article 17

Transitional measures
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1. By way of derogation from Article 3(1) and until 19 January 2014,
Member States may allow in their territory the use of vitamins and minerals
not listed in Annex I, or in forms not listed in Annex II, provided that:

(a) the substance in question is used for addition to foods marketed in the
Community on 19 January 2007; and 30.12.2006 EN Official Journal of the
European Union L 404/33

(b) the Authority has not given an unfavourable opinion in respect of the
use of that substance, or its use in that form, in the manufacture of food,
on the basis of a dossier nsupporting use of the substance in question to
be submitted to the Commission by the Member State not later than 19
January 2010.

2. Until 19 January 2014, Member States may, in compliance with the rules
of the Treaty, continue to apply existing national restrictions or bans on
trade in foods to which vitamins and minerals not included in the list in
Annex | or in the forms not listed in Annex II are added.

3. Member States may, in compliance with the rules of the Treaty, continue
to apply existing national provisions on maximum and minimum amounts of
vitamins and minerals listed in Annex I added to foods and on the
conditions applicable to this addition until the adoption of corresponding
Community measures in accordance with Article 6 or under other specific
Community provisions.

Article 18

Entry into force

This Regulation shall enter into force on the twentieth day following that of
its publication in the Official Journal of the European Union.

It shall apply from 1 July 2007.

Foods placed on the market or labelled prior to 1 July 2007 which do not
comply with this Regulation may be marketed until their expiry date, but
not later than 31 December 2009.

This Regulation shall be binding in its entirety and directly applicable in all

Member States.

ANNEX 1

VITAMINS AND MINERALS WHICH MAY BE ADDED TO FOODS
1. Vitamins

Niacin

Pantothenic acid....

2. Minerals

Calcium
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Magnesium.....

Regulation (EC) No 258/97
Novel food ($% &%)

(1) Article 1: AR o] 2 A9

(2) Article 2: HE2] #8855 A &= AR
(3) Article 3: &4 Azt

(4) Article 4: $ujz} AZ A FF

(5) Article 561 A1 & &87|%

(6) Article 6: A& AF 8 AW &7

(7) Article 7: =7} A&

(8) Article 8: AW} AlF HH

(9) Article 9: GMO

(10) Article 10: X X 3§

(11) Article 11: #}8 A&

(12) Article 12: &7} AH 2H
(13) Article 13: 7}

(14) Article 14, 15: ¥§ A& A]7]

Article 1

1. This Regulation concerns the placing on the market within the
Community of novel

foods or novel food ingredients.

2. This Regulation shall apply to the placing on the market within the
Community of foods and food ingredients which have not hitherto been used
for human consumption to a significant degree within the Community and
which fall under the following categories:

(a) foods and food ingredients containing or consisting of genetically
modified organisms within the meaning of Directive 90/220/EEC;

(h) foods and food ingredients produced from, but not containing, genetically
modified organisms;

(¢) foods and food ingredients with a new or intentionally modified primary
molecular structure;

(d) foods and food Ingredients consisting of or isolated from
micro-organisms, fungi or algae;

(e) foods and food ingredients consisting of or isolated from plants and food
ingredients isolated from animals, except for foods and food ingredients
obtained by traditional

propagating or breeding practices and having a history of safe food use:
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(f) foods and food ingredients to which has been applied a production
process not currently used, where that process gives rise to significant
changes in the composition or structure of the foods or food ingredients
which affect their nutritional value, metabolism or level of undesirable
substances.

3. Where necessary, it may be determined in accordance with the
procedure laid down in Article 13 whether a type of food or food ingredient
falls within the scope of paragraph 2 of this Article.

Article 2

1. This Regulation shall not apply to:

(a) food additives falling within the scope of Council Directive 89/107/EEC
of 21 December 1988 on the approximation of the laws of the Member
States concerning food additives authorized for use in foodstuffs intended
for human consumption (12);

(h) flavourings for use in foodstuffs, falling within the scope of Council
Directive 88/388/EEC of 22 June 1988 on the approximation of the laws of
the Member States relating to flavourings for use in foodstuffs and to
source materials for their production

(c) extraction solvents used in the production of foodstuffs, falling within
the scope of Council Directive 88/344/EEC of 13 June 1988 on the
approximation of the laws of the Member States on extraction solvents used
in the production of foodstuffs and food ingredients

9. The exclusions from the scope of this Regulation referred to in
paragraph 1, indents (a) to (c¢) shall only apply for so long as the safety
levels laid down in Directives 89/107/EEC, 88/388/EEC and 88/344/EEC
correspond to the safety level of this Regulation.

3. With due regard for Article 11 the Commission shall ensure that the
safety levels laid down in the above Directives, as well as in the
implementing measures for these Directives and this Regulation, correspond
to the safety level of this Regulation.

Article 3

1. Foods and food ingredients falling within the scope of this Regulation
must not:

- present a danger for the consumer,

- mislead the consumer,

- differ from foods or food ingredients which they are intended to replace
to such an extent that their normal consumption would be nutritionally
disadvantageous for the consumer.

2. For the purpose of placing the foods and food ingredients falling within

the scope of this Regulation on the market within the Community, the
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procedures laid down in Articles 4, 6, 7 and 8 shall apply on the basis of
the criteria defined in paragraph 1 of this Article and the other relevant
factors referred to in those Articles.

However, in the case of foods or food ingredients referred to in this
Regulation derived from plant varieties subject to Directives 70/457/EEC
and 70/458/EEC, the authorization decision referred to in Article 7 of this
Regulation shall be taken in accordance with the procedures provided for in
those Directives, provided they take account of the assessment principles
laid down in this Regulation and the criteria set out in paragraph 1 of this
Article, with the exception of the provisions relating to the labelling of such
foods or food ingredients, which shall be established, pursuant to Article 8,
in accordance with the procedure laid down in Article 13.

3. Paragraph 2 shall not apply to the foods and food ingredients referred to
in Article 1 (2) (b) where the genetically modified organism used in the
production of the food or food ingredient has been placed on the market in
accordance with this Regulation.

4. By way of derogation from paragraph 2, the procedure laid down in
Article o shall apply to foods or food ingredients referred to in Article 1
(2) (b), (d) and (e) which, on the basis of the scientific evidence available
and generally recognized or on the basis of an opinion delivered by one of
the competent bodies referred to in Article 4 (3), are substantially
equivalent to existing foods or food ingredients as regards their
composition, nutritional value, metabolism, intended use and the level of
undesirable substances contained therein.

Where necessary, it may be determined in accordance with the procedure
laid down In Article 13 whether a type of food or food ingredient falls
under this paragraph.

Article 4

1. The person responsible for placing on the Community market (hereinafter
'the applicant™) shall submit a request to the Member State in which the
product is to be placed on the market for the first time. At the same time,
he shall forward a copy of the request to the Commission.

2. An Initial assessment as provided for in Article 6 shall be carried out.
Following the procedure referred to in Article 6 (4), the Member State
referred to in paragraph 1 shall inform the applicant without delay:

- that he may place the food or food ingredient on the market, where the
additional

assessment referred to in Article 6 (3) is not required, and that no
reasoned objection has heen presented in accordance with Article 6 (4), or

- that, in accordance with Article 7, an authorization decision is required.

- 304 -



3. Each Member State shall notify to the Commission the name and address
of the food assessment bodies responsible in its territory for preparing the
Initial assessment reports

referred to in Article 6 (2).

4. Before the date of entry into force of this Regulation, the Commission
shall publish recommendations concerning the scientific aspects of:

- the information necessary to support an application and the presentation
of such information,

~ the preparation of the initial assessment reports provided for in Article 6.
5. Any detailed rules for implementing this Article shall be adopted in
accordance with the procedure laid down in Article 13.

Article 5

In the case of the foods or food ingredients referred to in Article 3 (4), the
applicant shall notify the Commission of the placing on the market when he
does so. Such notification shall be accompanied by the relevant details
provided for in Article 3 (4).

The Commission shall forward to Member States a copy of that notification
within 60 days and, at the request of a Member State, a copy of the said
relevant details. The Commission shall publish each year a summary of
those notifications in the 'C> series of the Official Journal of the European
Communities.

With respect to labelling, the provisions of Article & shall apply.

Article 6

1. The request referred to in Article 4 (1) shall contain the necessary
information,

including a copy of the studies which have been carried out and any other
material which is available to demonstrate that the food or food ingredient
complies with the criteria laid down in Article 3 (1), as well as an
appropriate proposal for the presentation and labelling, in accordance with
the requirements of Article 8, of the food or food ingredient. In addition,
the request shall be accompanied by a summary of the dossier.

2. Upon receipt of the request, the Member State referred to in Article 4
(1) shall ensure that an initial assessment is carried out. To that end, it
shall notify the Commission of the name of the competent food assessment
body responsible for preparing the initial assessment report, or ask the
Commission to arrange with another Member State for one of the competent
food assessment bodies referred to in Article 4 (3) to prepare such a
report. The Commission shall forward to the Member States without delay a
copy of the summary provided by the applicant and the name of the

competent body responsible
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for carrying out the initial assessment.

3. The initial assessment report shall be drawn up within a period of three
months from receipt of a request meeting the conditions laid down In
paragraph 1, in accordance with the recommendations referred to in Article
4 (4), and shall decide whether or not the food or food ingredient requires
additional assessment in accordance with Article 7.

4. The Member State concerned shall without delay forward the report of
the competent food assessment body to the Commission, which shall
forward it to the other Member States. Within a period of 60 days from the
date of circulation of the report by the Commission, a Member State or the
Commission may make comments or present a reasoned objection to the
marketing of the food or food Ingredient concerned. The comments or
objections may also concern the presentation or labelling of the food or
food ingredient.

Comments or objections shall be forwarded to the Commission, which shall
circulate them to Member States within the period of 60 days referred to in
the first subparagraph.

The applicant shall, where a Member State so requests, provide a copy of
any pertinent information appearing in the request.

Article 7

1. Where an additional assessment is required in accordance with Article 6
(3) or an objection is raised in accordance with Article 6 (4), an
authorization decision shall be taken in accordance with the procedure laid
down in Article 13.

2. The decision shall define the scope of the authorization and shall
establish, where appropriate:

- the conditions of use of the food or food ingredient,

- the designation of the food or food ingredient, and its specification,

- specific labelling requirements as referred to in Article 8.

3. The Commission shall without delay inform the applicant of the decision
taken.

Decisions shall be published in the Official Journal of the European
Communities.

Article 8

1. Without prejudice to the other requirements of Community law concerning
the labelling of foodstuffs, the following additional specific labelling
requirements shall apply to foodstuffs in order to ensure that the final
consumer is informed of:

(a) any characteristic or food property such as:

- composition,
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- nutritional value or nutritional effects,

- intended use of the food,

which renders a novel food or food ingredient no longer equivalent to an
existing food or food ingredient.

A novel food or food ingredient shall be deemed to be no longer equivalent
for the purpose of this Article if scientific assessment, based upon an
appropriate analysis of existing data, can demonstrate that the
characteristics assessed are different in comparison with a conventional
food or food ingredient, having regard to the accepted limits of natural
variations for such characteristics.

In this case, the labelling must indicate the characteristics or properties
modified, together with the method by which that characteristic or property
was obtained;

(b) the presence in the novel food or food ingredient of material which is
not present in an existing equivalent foodstuff and which may have
implications for the health of certain sections of the population;

(c) the presence in the novel food or food ingredient of material which is
not present in an existing equivalent foodstuff and which gives rise to
ethical concerns;

(d) the presence of an organism genetically modified by techniques of
genetic modification, the non—exhaustive list of which is laid down in Annex
[ A, Part 1 of

Directive 90/220/EEC.

2. In the absence of an existing equivalent food or food ingredient,
appropriate provisions shall be adopted where necessary in order to ensure
that consumers are adequately informed of the nature of the food or food
ingredient.

3. Any detailed rules for implementing this Article shall be adopted in
accordance with the procedure laid down in Article 13.

Article 9

1. Where a food or food ingredient falling within the scope of this
Regulation contains or consists of a genetically modified organism within the
meaning of Article 2 (1) and (2) of Directive 90/220/EEC, the information
required in the request for placing on the market referred to in Article 6
(1) shall be accompanied by:

- a copy of the written consent, if any, from the competent authority, to
the deliberate release of the genetically modified organisms for research
and development purposes provided for in Article 6 (4) of Directive
90/220/EEC, together with the results of the release(s) with respect to any

risk to human health and the environment;
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- the complete technical dossier supplying the relevant information
requested in Article 11 of Directive 90/220/EEC and the environmental risk
assessment based on this information, the results of any studies carried out
for the purposes of research and development or, where appropriate, the
decision authorizing the placing on the market provided for in part C of
Directive 90/220/EEC.

Articles 11 to 18 of Directive 90/220/EEC shall not apply to foods or food
ingredients which contain or consist of genetically modified organisms.

2. In the case of foods or food ingredients falling within the scope of this
Regulation containing or consisting of genetically modified organisms, the
decision referred to in Article 7 shall respect the environmental safety
requirements laid down by Directive 90/220/EEC to ensure that all
appropriate measures are taken to prevent the adverse effects on human
health and the environment which might arise from the deliberate release of
genetically modified organisms. During evaluation of requests for the placing
on the market of products containing or consisting of genetically modified
organisms, the necessary consultations shall be held by the Commission or
the Member States with the bodies set up by the Community or the
Member States in accordance with Directive 90/220/EEC.

Article 10

Detailed rules for the protection of the information provided by the
applicant shall be adopted In accordance with the procedure laid down In
Article 13.

Article 11

The Scientific Committee for Food shall be consulted on any matter falling
within the scope of this Regulation likely to have an effect on public health.
Article 12

1. Where a Member State, as a result of new information or a reassessment
of existing information, has detailed grounds for considering that the use of
a food or a food ingredient complying with this Regulation endangers human
health or the environment, that Member State may either temporarily
restrict or suspend the trade in and use of the food or food ingredient in
question in 1ts territory. It shall immediately inform the other Member
States and the Commission thereof, giving the grounds for its decision.

2. The Commission shall examine the grounds referred to in paragraph 1 as
soon as possible within the Standing Committee for Foodstuffs; it shall take
the appropriate measures in accordance with the procedure laid down in
Article 13. The Member State which took the decision referred to In
paragraph 1 may maintain it until the measures have entered into force.
Article 13
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1. Where the procedure defined in this Article is to be implemented, the
Commission shall be assisted by the Standing Committee for Foodstuffs,
hereinafter referred to as the 'Committee”.

2. Matters shall be referred to the Committee by the Chairman either on
his own Iinitiative or at the request of the representative of a Member
State.

3. The representative of the Commission shall submit to the Committee a
draft of the measures to be taken. The Committee shall deliver its opinion
on the draft within a time limit which the Chairman may lay down according
to the urgency of the matter. The opinion shall be delivered by the majority
laid down in Article 148 (2) of the Treaty in the case of decisions which
the Council is required to adopt on a proposal from the Commission. The
votes of the representatives of the Member States within the Committee
shall be weighted in the manner set out in that Article. The Chairman shall
not vote.

4. (a) The Commission shall adopt the measures envisaged if they are in
accordance with the opinion of the Committee.

(b) If the measures envisaged are not in accordance with the opinion of the
Committee, or if no opinion is delivered, the Commission shall, without
delay, submit to the Council a proposal relating to the measures to be
taken. The Council shall act by a qualified majority.

If, on the expiry of a period of three months from the date of referral to
the Council, the Council has not acted, the proposed measures shall be
adopted by the Commission.

Article 14

1. No later than five years from the date of entry into force of this
Regulation and in the light of experience gained, the Commission shall
forward to the European Parliament and to the Council a report on the
implementation of this Regulation accompanied, where appropriate, by any
suitable proposal.

2. Notwithstanding the review provided for in paragraph 1, the Commission
shall monitor the application of this Regulation and its impact on health,
consumer protection, consumer information and the functioning of the
internal market and, if necessary, will bring forward proposals at the
earliest possible date.

Article 15

This Regulation shall enter into force 90 days following its publication in
the Official Journal of the European Communities.

This Regulation shall be binding in its entirety and directly applicable in all

Member States.
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