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B USRS ILEU: Food Supplement
Directive, Annex I)
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28 U—RYTYAUMIERETIEERE 430,
Food

ERTILOEEHIAN(EU::
Supplement Directive, Annex II)

A, Vitamins
1. VITAMIN A
(a) retinol
(b) retinyl acetate
(c) retinyl palmitate
(d) beta—carotene
2. VITAMIN D
(a) cholecalciferol
(b) ergocalciferol
3. VITAMIN E
(a) D—alpha—tocopherol
(b) DL-alpha—tocopherol
(c) D-alpha—tocopheryl acetate
(d) DL~alpha—tocophery! acetate
(e) D-alpha—tocopheryl acid succinate
4. VITAMIN K
(2) phylloquinone (phytomenadione)
5. VITAMIN B1
{a) thiamin hydrochloride
(b) thiamin mononitrate
6. VITAMIN B2
(a) riboflavin
(b) riboflavin 5’—phosphate, sodium
7. NIACIN
(a) nicotinic acid
(b) nicotinamide
8. PANTOTHENIC ACID
(a) D-pantothenate, calcium
(b) D—pantothenate, sodium
(c) dexpanthenol
9. VITAMIN B6
(a) pyridoxine hydrochloride
(b) pyridoxine 5’ ~phosphate
10. FOLIC ACID
(a) pteroylmonoglutamic acid
11. VITAMIN B12
(a) cyanocobalamin
(b) hydroxocobalamin
12. BIOTIN
(a) D-biotin
13. VITAMIN C
(a) L-ascorbic acid
(b) sodium-L-ascorbate
(c) calcium-L~ascorbate
(d) potassium-L-ascorbate
{e) L—ascorbyl 6-palmitate

E. Minerals
calcium carbonate
calcium chloride
calcium salts of citric acid
calcium gluconate
calcium glycerophosphate
calcium lactate
calcium salts of orthophosphoric acid
calcium hydroxide
calcium oxide

magnesium acetate
magnesium carbonate
magnesium chloride
magnesium salts of citric acid
magnesium gluconate
magnesium glycerophosphate
magnesium salts of orthophosphoric
acid

magnesium lactate
magnesium hydroxide
magnesium oxide

magnesium sulphate

ferrous carbonate

ferrous citrate

ferric ammonium citrate
ferrous gluconate

ferrous fumarate

ferric sodium diphosphate
ferrous lactate

ferrous sulphate

ferric diphosphate (ferric
pyrophosphate)

ferric saccharate
elemental iron
carbonyl+electrolyticthydrogen
reduced)

cupric carbonate

cupric citrate

cupric gluconate

cupric sulphate

copper lysine complexsodium iodide

sodium iodate

potassium iodide
potassium iodate
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zine acetate
zinc chloride
zing citrate
zinc gluconate
zinc lactate
zinc oxide
zinc carbonate
zinc sulphate

manganese carbonate
manganese chloride
manganese citrate
manganese gluconate
manganese glycerophosphate
manganese sulphate

sodium bicarbonate

sodium carbonate

sodium chloride

sodium citrate

sodium gluconate

sodium lactate

sodium hydroxide

sodium salts of orthophosphoric acid

potassium bicarbonate

potassium carbonate

potassium chloride

potassium citrate

potassium gluconate

potassium glycerophosphate

potassium lactate

potassium hydroxide

potassium salts of orthophosphoric acid

sodium selenate
sodium hydrogen selenite

sodium selenite

chromium (III) chloride

3-1-2. 815
1) 8iE
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PARNUTS (2L Tld B4 1T, 73
B, B E DRy S AN RS, BT
TYV— I CEBR O DRBI SN TV,

T—RY YA GRRS, PARNUTS %
BOT R MICE A SN DA E - [REMRHE
FRICEET 21428, 2006 fERICEFRINTE,
— AR AR R OV T BFSA (22 AR5
RORTAG S RS, 2010 4EICITRBEED
FFARABIAMEEN AT ETHD,
3) BlEFREREHIE

TR YA MESIIIEIE A S 2B
FTHREZROD, FFUANEE DRI
ER T Db DEREEY ROV TEN
M ENIRON & B 2~ DWW E BN A 5
BIZEDLILTEY, FEMEEMICBWTYR
TEBROINELFMD L ARREEI LT
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T AHRAESE T 2T 5 (RASFF: Rapid Alert
System on Food and Feed) D Ry NV —27 %38
CCaniE E - BEE I mEENns (B 1),

(1) Rapid Alert System on Food and Feed
(Article 50-52)

5E

RASFF X, &ML EEHRIET A0 DOF B
D—2LL T, BhENRERILEETREICT
BIEHDU AT AELT 1979 FEITBAZIN, B
IN B 5 (178/2002/EC) Tt &2 sl %
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mEEEEAFAETAIRNT IV RT AL
LD THRESNTZ,
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a. Bt FAEHIER T e~ DEEEEY
ATBEUTEE MEEZOYRZICET
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T EHEBMEBEERICBRETIERELZEA
Do
b. EINEBRIIZOEHE Alert (FIUR/2E
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Eianic BRSNS —R) 23, News (RERE
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— LTS, HEISUTC, BhEE = E,
E B ~DBAHIT), HHROTEAVLERAN
BEHO@Y (Ta—Fr—h),

c. HEEEHE~OBEMIFMBEOELTE
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d. MBEEMNICBITAIAZERONEFIE

ROEEAM FFERE I HOWTIL, BRREAEE
EOLLADFIZIM BIHEAAENTED,
EU —O HFER2EITED BTV,

W, Article 53-57 (FEH HHE, fEREH) I,
FEEERARICRMNEBLNERIIZIC
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HELTWS, RASFF (XA EHMImETa—
Fo— R LIZRT,

Ry FT—7 « U= DOEHRE
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I
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REERE, JEHEENENETED BT

51(2006 FEBIE) , /— L7 — X2 THL,

TIREE=F — B9 A5 L B g R
LNDBENRHD, FICBIMNAERIETIE. &
HEFITHL, RSB ORTGEN TN —B
ROV TBBRATREME (F—H B U5 0) 25k

RTDIEEERLTND,
3-1-8. TR

7N TYUAMES TIETERE A 25%0R
'9“5_&:73‘:‘%%?%{1‘ THITHS,

o B A Food Supplement” %3233 %

- RSB REOT ARER PR DL
- —H#ERELRE
© — BHEREIEL B LW IO
TOEEWRERR
c BEORBELTHEALRNWIEEZREUY:
AR
- FHROFEDORIPRNEZAIGETHLE
FEUNNT BHIEE MR
< BSTPORBABBEDREE T IS
DEHE
+ Reference Value & 5D 5EE

7RV FUAMESITIE, EEROEE
FRARFR N T AFEMIL & T TR,
EARPNZEE VA MRS RIRF TR ET5
ZEDEHRE 0TS,

KRB R OBEMFZORICEL X, 7—F
FFVACNMIBELT, 2 CoRMBICERSh
DFHBIEL T 2006 FERIZARENT, SHRFEMR
TEARIZONTIEEDEEN RS, ERRY
AIERR T E ST RBERFAF RIC OV TR,
SR BT T AR AR LS
+453THBHH BEFSA W L5FEHmA Thh b T
EThD, M, BT RETHEAIT. S8/
SEBDBEBSHL TS,

3-2. XE
3-2-1. HATHY—GTYAVIRS DR
SHREROROLOMESE
1) REICBUDIEREMY (Food
Additives) , GRAS (Generally Recognized as
Safe)iE .. FHEA A THI—GTYALES
(New Dietary Ingredient, NDD) DZ£H5BL
FE2EOEE

21CFR § 170.3 Definition BV TLLF
DINTHELTEY, REFdZieettlit,
UZWENRFEOEASEOLETRHEEMD

RN EE | GEMRREESEEL > TY R OR
FREIE S THB SNAZEEERTS 1L T
WD, BIZEDHIENIL, BT (B
W) BDINE B2 ELORH
(GRAS) I 5L LT3,

(i) Safe or safety means that there is a
reasonable cortainty in the minds of competent
scientists that the substance is not harmful
under the intended condition of use. It is
impossible in the present state of scientific
knowledge to establish with complete certainty
the absolute harmlessness of the use of any
substance. Safety may be determined by
scientific procedures or by general recognition
of safety. In determining safety, the following
factors shall be considered:

(1) The probable consumption of the substance
and of any substance formed in or on food
because of its use.

(2) The cumulative effect of the substance in
the diet, taking into account any chemically or
pharmacologically related substance or
substances in such diet,

(3) The safety factors which, in the opinion of
experts qualified by scientific training and
experience to evaluate the safety of food and
food ingredients, are generally recognized as
appropriate.

2) BERENSORSEEMBELTRDS
nNHEERE

1958 £ T & &0 ¥ 0 ¥ 2 IE ¥ (Food
Additives Amendment) 2SHEITE472, Dk
B, RREMG O &L SEDIEA %
B ITRD, FDA OB H O &4
THLDTHD, ZOYWIEE T, BN
FHERHDI NP ozt DITE 2L LR
THEHZRLRN, LN NbWwEF T =—44TE
(Delaney proviso)& & A TV, AR IELEICS

T. I —RiczZ2tBHNIPWE
(Substances Generally Recognized As Safe,
GRAS W'E) 1LV o T I —NF- IR ES
#1172, GRAS WE D EMIIAMIEEFIND
DEMOEREEPHDEL LT, FO%k
SHEPFERICERSN TWAZETHS, L
T30 C, ZORERTD GRAS WE TRt
RRE ARSI T,

FDA L2 F miTofe¢t (Guidance for
Industry: Summary Table of Recommended
Toxicological Testing for Additives Used in
Food) IZE VX, BN RHEEICLAFEMIC
BRLUTHRELINAIRBROBEET., I8 WHE
DALFEED AT IV —BLOHE T R BB
EOBFEND Concern Levels LT Low(l),
Intermediate(Il) . High(ll) 124U TEHEL
TS (REDER -HER),
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. Reconuuended Toxicological Testing Sununary Table for Additives Used in Food

Concera Levels
Toxicity Testz (31
low  Intermediaie High
@ m iiv]
frere ¢ joxiciny weats X X X
Short-tenm oy studles with redens e Kae X
b hegnic rdrite sindies with rede g Xe Eue
Subvhronts toxiciry studies swith non-rodenys Xe Kae
Gne vear toxii i3y srudies with nea- redenis X*
ityfcarct Soity studies with rodent -
Cricinegermicity studies with o ¥
incloding in uiero exp phas I
Reproduciion studies Xe Xe
Developmental foxdeiny studics b.c e
Mathalt oh
ard Xb Xb
xh
Itnantal 1; protrrseco turchs seudy
Tt sedirsead b aovibskde sty or tanareny
Inchdmy covam: for smgions ) 6wl samanesan g 1 vh =
I¥. Concern Levels (CL)as Related to Human Exposure and Chemical Struciure
High
1809 ppb
500 ppb —
250 ppb —
CL
Cupulative Concern
Human L Level
Exposure®

Ll

Sh ppb

25 ppb
12 ppb

- eL

CL1

| ¢crt j Low
Low Intermediate High
Texicological Toxicological Toxicological
Potential Potential Potential
(Btructure  (Structure  (Structure

Category A) CategoryB) Category C)

Crunivics oAt sX59 W X opessed a2 paat o3 Wln g eqvee ket B nanze et B hpdn tief Ik Ao by conrtpuynof adlonn;
Counarnnef 35 B mumy paza 1 g boid wazght pos Aave duale ¥ 20 armumypilpdaids dut

3) GRAS (Generally Recognized as Safe) ¥
BEOZESHEE

GRAS (Generally Recognized as Safe) #'&
DL HFHIIZ- OV T, 21CFR § 170.30 12
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%U\T BRI OGS LFRBROR 287
feE (@), HDVE19584E 1 A 1 B LLET
é:@éﬁ ERDHDHEHAHITIE GRAS &3
((@@) &L, O o7 L, BRI
ERBROHD, FEBOEMRICLS R
(the views of experts qualified by scientific
training and experiences) (Z£&MEFHHDT-%
DEMENSFZN)IZE SN TORBENBLE
T3,
EbiZ, FHIE DX R LI BRET —Z o
T, BN FTEMOEE LENICL BH
B EFERBORRD LTS (b)),

(i) Safe or safety means_that there is a reasonable
certainty in the minds of competent scientists that
the substance is not harmful under the initended
condition of use. It is impossible in the present state
of scientific knowledge to establish with complete
certainty the absolute harmlessness of the use of any
substance. Safety may be determined by scientific
procedures or by general recognition of safety. In
determining safety, the following factors shall be
considered:

(1) The probable consumption of the substance and of
any substance formed in or on food because of its
use,

(2) The cumulative effect of the substance in the diet,
taking into  account any chemically or
pharmacologically related substance or substances in
such diet.

(3) The safety factors which, in the opinion of experts
qualified by scientific training and experience to
evaluate the safety of food and food ingredients, are
generally recognized as appropriate.

725, GRAS FRRLEGBI-RIE A= HY—F
TYAMIHERTES, 1958 £ELAED FDA

DEFMIZLA GRAS 3REF(GRAS Affirmation)
{ZhNZ. FDA IX 1997 454 8 17 BIZ GRAS J&
Hifll B (GRAS Notification) ({EE) 2 AL,
B CEREEIZ L5 GRAS (Self determined GRAS
HDBUMI Self affirmed GRAS) &Il EEA- &I & Lix,

4) BEA ATy~ T YA (NDD B
DREHFm

FAZBZY—HTFYRA - HE Ik
(DSHEA) AT OFHARSIT W TIRE
AT HY—P 7Y AR5y (NDI) ELTDH
FBREATV, FDA [ZLA R &M mARD O
%, DSHEA LI (1994 4) \ZBEICHBIC i@
LW S 2D TR B ER 2,
Grandfathered substance ¢ U CHENEDHL
LT3,

19944210 A 15 B EARMIC AR EL CHRGESE

BOBOEANE, A ZY—HTYA L
TORRFED 75 BETETIZLA T ORI
L ERERIELT NDI 52TV, M
NDI DL DT ZZ A NERH D,

» WERBEDEDORKEDOT T, YEmona
BREOMBZ2MERET T DI R AR
-« AR bRt R - REEE RS
TORE "HAOMR, B FE, EREl
HboZ ORI, FR, TOMBER LD
EEEHESE,

720 BTN GRAS DA LB |
ABICLEEEREDLATIZWNR2U,
21CFR § 190.6 Requirement for premarket
notification = NDI OZ&E&HEIZEHAEE I
IEIRDINTHESL TN,

HHETAEREZEDO T T, B2 ThHHE
DIEBRRYIZHERE (will reasonably be expected
to be safe) TXAHMPWDEHZRDTEY, %
DFEHUZ DWW TIXHFFEF OHIBTICcE R
TND, LD S, BEFENBOZ M
TOREMDBEZ FREATHHILIZITE
D07, 6o T, GRAS DEANEITHDHL
T, B NDHZBWTHLEIR S AL DLE
ZBHRETHAI,

§ 190.6 0b)(4)

The history of use or other evidence of safety
establishing that the dietary ingredient, when
used under the conditions recommended or
suggested in the labeling of the dietary
supplement, will reasonably be expected to be
safe, including any citation to published
articles or other evidence that is the basis on
which the distributor or manufacturer of the
new dietary supplement will reasonably be
expected to be safe. Any reference to published
information offered in support of the
notification shall be accompanied by reprints or
photostatic copies of such references. If any
part of the material submitted is in a foreign
language, it shall be accompanied by an
accurate and complete English translation; and

BILEETIZ NDI BEBIC LRSS T
AU ARERI-DOIIH 400 B4 ThB,

7233, 1997 £ 10 A 15 BUBRNCBRELT
RFEFRDH T4y B2 1958 ELI%E
@ GRAS WEZIX., FRFL A=) —HT7YR
%4y (New Dietary Ingredient, NDI) i
EOWAZZIT20N, BeEMERRne
L/“C GRAS HIEZRIFAL CWBRS 135, &

TR B ©RREE GRAS (1997 ELIE) 3%
A2 TWAMN, FDA 1ZF b0 Z MR
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Wi e<BEE LTV,

3-2-2. Good Manufacturing Practice, GMP
GMP 1T EZFEITSATURNODS, GMP (ot
9% FDA OIEEIIETKRTL., B, OMB

(Office of Management and Budget){Z$&H &1,

BRI E R o COBIRILTH D,

3-2-3. BifEREBE VAT L HRERE/
Bl ERE

FAxZY)—FTYUA MBI OFER T S
IR HHEBEERBIEN, KEHES LT
2006 4E 12 A 6 B (v a KEEDEL 12
A 22 H)WRENT, ZOEEIIBEELBE
RARRELEZEEICE, BHRE2REFBLTVHS
RIZFOHEESY FDA [THETARELE
THDTHY, BRTHOIZBEERBRE L AT
LR LT85, AREEPEITEN T
1 FERITR T A= ZY—PTY AN H
ENB, fiEo T, RIBEBHEITS N, 270
B LA HHS (Health and Human Services)
ORBEIX, EERAERSBEICEENSGT
—FOFMETAETARGA L BRITTHL
LEEN TN,

3-2~4. SR, BHBEOT—4~A—X

ODS 13X US TIRFESN TNBE A=FZY—H
FUARDT~D DB {bi it ¢HY, i
$72< Proposal T FE, RTIZOWNTH
DB Lz BEH Th s,
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4. EU BRUE OEFIERS
4-1. EU
4-1-1. EU 88
EUBBIc>WTE21277,
1) BRJHEE B £ (European Commission)
ER-BERORE, BROBIT, BEB#1T5
ITECATHRE, BB L - T 26 BBLIRIC
SIS, BREESFIIAREA, HEE
BRELICHER - HEERERR
(DGSANCO) DEEE Tz D,

2) E3{EEE £ (European Council)
EU DIZ{EEBIER D& & B R B, o
A EOMFERONRICIVERIND,

3) ErlEE% (European Parliament)

. EE~OBREZEHIEES O KLFERR,
EU FHEOER, BINEBE A N—D{EmE

AREITORERM - B AV EEE, g

TBHINBRIC IR S, BU DR

BB EDES FHRRO LT

5,

4) BRlERREr (European Food Safety
Authority, EFSA)

EFSA @ 8if & Scientific Committee for
Food(SCPIIMINZE B & O E chH -7
D5, B3 DDY RS E BB ORI A ST
Lz AZSRmEBI S LT, 2002 SEDBEMN B 5
HRICESERSIENn-,

EFSA DIviarii, ORAHO&ZEMEIZE
PHETOEE I T AR E 2124t
QOEWESICETE - BRI 5,
OREZ KRR T2 DBTERY AT D
Br. @QBELS>-OHBVAZO B OfF
BRAEROBMEBSZBELEHER. ©
HEEHELORGER2MEICEDLAIR/a3 a2
r—alBEEITTBRILETHD, BEREDOUR
TR ZITODIR R B OBEMFIZ LB RS
NB8 DD RFNT, FDIEEL EFSA F%
RICEV X 263, £ EEEBLIX
EFSA TEBIOFEEELM, TRAA YY) —T 35—
F..0 EFSA {EER B NCET 57200
BERFAEOREER-L TS,

YRR TANEEEE

BEREEs
EU Council

BRRE-LEEE
MBERR+RMNERESER

ER-PEICET B
sEiE BusiER

/s e EnRE

N HERIR BT OO FiE

i

{TIREES 373 - TR RS
BMERS FRBE B S
. . B .
European Commission < European Parliament
274 RESTEEEREERR e 785%

EHEH 1 i HERHRE
YR PR A e

BRHEREEF
European Food Safety Authority
(EFSA)

E2 EU#EOLLS
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4-1-2. ZHOEH

EU OIESITII T E4EENHY, BHFIE
REAHEANCTROII BN BHS, EU
EACTHRREINEFICHL, EU @S E
IEEDEFEELHERUCGER 72BN
HY, THICETHENERAREORER
ETEYLENROREE THD,

1) Regulation (GEEI)

I E 2 EICEEENRER 2 RETD
ER T, BENE~O@EAOLE 2 BB
ENEO—EEL TRHSND,

2) Directive (%)

BREOLOITENME B2 MEE
DENEICHBIAEN TR LD, £
DIz EWRE~OBERMMELT 1 FRE
ORTHREFITEDAEN TS,

3) Decision (3R5E)

FrEOMBECHE AU TRHEIN,E
BRI RN ERETS,

4) Opinion (J& B ) - Recommendation (§)%)

ERSH R ) Q7R EBHR R T ARG A %,

4-1-3. EAERE DR

1) BRMERE

(1) EXA#H: 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) BE: APEBIRTLIZENEENICT
RSB T _ATOWE - WP RMELTER
ah, HERUMITABRCERMICAERIC
mzohsmEbEEND,

(3) R£lE: AROREMEIIKHT2FERNIX
LT DBV THD, BELETHBNOHDE
D, EEErOBRISE SRS OIRSE
1EEZALNT, BU BB AL TGIebian,
ZREOFBIHEEERROa T ia
UVBOWIAERE, T, BEORBREER
T5, EhOBEE~DEBICOWTIL, AE
P, WIRA~DFE, BFEEMN. FRWE.
REETRELSOEEMALELSN
T,

(4) EREZFORE: ARFEHIN
&L, BEEOLTOBRICBNT, B
BN EREICL o TEDONI-E A2
TeL TSI ERARFEL | GEBR L2202 67
W, B, FEORENOEEETOLTD

WRRIZH T AN —T YT 42RO BS,
(5) BREEH A5 L (Rapid Alert System
for Food and Feed, RASFF) : & &-CfBHT
LA OREAERREEMTHD0M
BE, RNEES, BN EESTF2aE T
BRI NT—T AT A, BEEEVRIRED
84, MEEIZEOVRZICETA2EME
#HIATHOLABENRECOBBIZOWT EHD
KRN EBSIZHETIHEBELED, BRME
BRIIZ0EHE Alert (R DITEALE
MPLE e — X)) | Information (EU _ETHETIZ
HERREN T2 —R) 23, News (BRRMERITED
— i fE8) 12U, RASFF Ry b —2rkdt
B35, LWEIRUT, EEE =E, EEE
B~D@BHBIT, HEBEE~OBAIEME
EOBETEETD,

2) J—R¥FYiorES

(1) EXAF: Directive 2002/46/EC of
the European Parliament and of the Council of
10 June 2002 on the approximation of the laws
of the Member States relating to food
supplements)

(2) ®BE: A7, be—F, S84, A,
WAL Bk, Fey7EoBRELD, BED
BELMATIOOT, REREZRHEL-LD
TEHIV IRXTN, TI/B, N—T ROF
DY - BEYWEEE S, —ELEIEIC
BEREARMREEREIN TV,

(3) B43w-3RIL:

@ REOFLTYRMER: v43 13 BER
VR FT)/0 15 B (ANNEX D) 122V v TH#Y 100
FEIHDOLE M (ANNEX T ) WU RRE L TASR
SNTEY, ENOEERLET7—NFFYAS
MU O BU AN COFERFRH LI TN,
28, BT URE I A ORIEWELL
T ALY 4L TIAMIE I T3, B,
2002 4E 7 A PABTIZ EU TR LU THEAER
DBEDRATITOVTH 400 BEOLE WS
2007 4E 2 BizAREINnz, 2ok
2009 FETEFIEL TIRBEARH O TEY,
ZOMICR e MEEREL, 7 —FP7UA
VMU ~OERBFEODILSE ANNEX 12
EEns,

@ LB. TREORRE: B4y
AL TCERTAE X IRXTLD LR
EROTREORERELEMTONTNWE,
LRRME - TIRIEDRR B HFIRIZH T 258kt
23 2006 4E 6 AICAREN, 3 ARD/TVy
AR NATELNT, XYy Ia A MNEs
TAREINTEY, RMNEESICBWTHIE
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LR T bRan e iR

ERRETHTHD,

(4) BR22 SRISIBHOES . &3,
IRINLA D DBHI DR HEEIZ SN,

2007 4 7 A ETIEKINBE R UM BES
WHEZERREHINETETHY, N—T D
BREHIRBIZRDETRIN TN,

(5) #HiE: BRHEEARCETAESTR
FESNT- BU BRI HEILL CTBZE, EU TFE
DONTHRNEEIIERMNEBSNEREL.

BIRT2E CIIEBEBESHIE T b 02
95, MBEICHD LB BRI
ha,

(8) FT|R: —BAHFREQ01/13/EC)
IV D, NTVARDENT-AETCIEED
RERPERCERWEWVI LIRS RE 5 2
DENTIEEEEIN TS, HElE | AERER
RBULETHD,

(7) Ha47: MEBEIL20034E7 A 31 HET
WABSICEILT 2550, FENOERZR
BEEEITV, 2003428 A 1| BbAESICHE
MU= OMBERNOFEZZD, 2005 4
8 A 1 BUMEAESIC LSS ObE
BEEIEEI TS,

3) /—AYLo7—ZHE

(1) ERXL%: Regulation (EC) No 258/97
of the European Parliament and of the Council
of 27 January 1997 concerning novel foods and
novel food ingredient

(2) BE: SPHROBITURNCEREL
TEUWRESTBIZBEASN TR > Te B
BT R SRS/ — L7 — X EESN
Do [BAEY ., B, BENORRD. TS
HES =BG MY | TS
SRESNI R DR B L RAPR MRS 1SR
®ELIeD, (AL, BB EEILL
DRLNICLDRREVERBRYH 56 DILED
na, BRENY. 71— N— RS
BOWEE THEISHL TOWELOLN LS TH
Bo “IEKHFICHEAN"LIE, — BRI EZTH
AFENRTRTHLILEERLTERY, /A%
EORONTERVIEOHRTAFETCELEESE
WRIESTEBEASN TWB LRV, /—
NN T —ADFELTI, Frizleskietk, 58
ErHTHEDHMEYO. BHIMALIOE
B RETH BB Lo Thibin-&
. O TREIN TV DD R HET
HD,

(3) FFEEE: 199745 H 15 HLARNIZEU
TRHECERAESNL TR0 RRHBNIE
BT, BREFHMIE ST 2T EeD

TRV,
(4) EAFEFIE:
@ BMMEEI BMNEREOHYEIZ/—
AT — R E T DN ERER
@ ®FETHEUMEEERRL, )~
—XHFEHARTA L (TREB ) 1> THE
WL EmERN
@ MEBENOEFA R I LD —KEHE
— RS EELRNER SICER
® BMEBLIIEMBAEICEYE, 60 B
] EU I ENSDZ A MR (= 56
DT BAITBHEITSR U TERSA I2X5
i)
® BMEBERICIYERRT

{BL., HEETORMBEWVITR SRS, 5L
43 SREAN. RH, AR, THRRTHMSIR
ABIZBN TSRO R MEFEICRAE TH
HZENEESBIC LRI IE, —kaT
il LR o RARREINS, ZOBE,
FEMICRE THHEDOEMBBE DO MEE
TN EESICBETD,
(8) J|K: Fzw. A2, FEFHER
EWZDNT 2008 SEETICAH A DOBIETE
Thd,
(6) BEHARSA 8% /—NT7—X
HETITOBRICLEREEMT —&0, 70
BT DHARTGA L BATREN TS,
EXAH: Commission Recommendation of
29 July 1997 concerning the scientific aspects
and the presentation of information necessary
to support applications for the placing on the
market of novel foods and novel food
ingredients and the preparation of initial
assessment reports under Regulation (EC) No
258/97 of the European Parliament and of the
Council (97/618/EC),
RN T = R TR ARG A
(97/618/EC)

GMO B D/—AT7—X -5 (NF)YDE
A HEBICERSNSHERER
@ #HE ) RBO
@ FETOERIZES NFICRIFTHED
@ NF OFRHIZEET BEEE"History” {HEH )
NF fERIC kB HERERE ‘
® NF A ZORHEODBEDREBERES
(EU BATEEICREZENHLIEEOH)
Xx)
RIS HFHRD

BRI RSO FEENRISEERTRD DI
RVEE L, B e b TORBRPSLE, R
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WET, BHREBIMO-) LG HEE TS
VORBERDONDAEE L H D,

@ HEDATEROW

EMEHERID

a. EHELAEREOEZEHESENRDL
NRNEAIE, LTFTORAMIOWTEREL
T IERR SN E,

b. NF OFERILFRODOHEINDIE
L

c. T—ANA—RT, ERIFME, £
P EERE, BEBEMEEE T in vitro/in
vivo M RERE BRI K

d. 7Tv X —HEREr
(FRLTEEZETERERLORENR
ZHNBOLAGNEEIX, Dadéd 90 B
HEBRABE,)

* KT AT AU~ X ~XIDIZ DT, 85
DEMEREEFEDT —Z It > TR EFHRZ
B Rl X5 Decision Tree CHIETH) 2358
EINTOWDS, LELRFET —F T8
SEFIRRL, BRI U,

4) BwlaasAa

(1) EFL%H: Regulation (EC) No
1925/2006 of The European Parliament and of
the Council of 20 December 2006 on the
addition of vitamins and minerals and of certain
other substances to foods

(2) BE: REOMIPLHRFICIVKDN
EBOEE, ARG ~OREMAM, B
BRICEENAU LOEERL- MR THHE
BICE#I, IRTN, EOMDRE, LB
HIZIREE T ARSEHMUI-BH THD,
(3) EREE: FEHRRREIIVEIRT
M7 —RY VA NMES Annex [ZINESN

7ZHDERILTHS, KM TOR G, 1.2%2L0 k-

DT Na—VEE LR BICIIHFRML TR
20, REST ERRMEEE L CHRMLTT
ASYIAN

(4) Rk BHUERROESTHESH
7= BU HMEIZHERL 35, EU TEDDIVTU VR
WIEATL, ERESEN R L0 E AT
2o

5) BHIERBRMPARNUTS: Foods for
particular nutritional purpose)i&$

(1) ERXEWK:

@ —#ERBAI: Council Directive of 3 May
1989 on the approximation of the laws of the
Member States relating to foodstuffs intended

for particular nutritional uses (89/398/EEC)
@ ERFFERSY AR Commission
Directive 2001/15/EC of 15 February 2001 on
substances that may be added for specific
nutritional purposes in foods for particular
nutritional uses

(2) H#Y: PARNUTS OB 7FIV— R,
RSSO 7L — LT — IR EDI-
D

Tia

(3) HAFFY—:

@ ALEARELRUHA A

@ AHRECNRROITAMI AR
U —R/

® #HEL Pe— VARSI —RE TRV
XF—HIRAER

R A

® AR—Yv AGEERERER
BERAEE AR EDRBEE AR,
(4) ERAFTHEORE:. &LARnpE
EOESCHESI- BU BB, BU T
ED B TNRWIES L, EEBERE SRS
Ho0% T, B ECHD LY BRI
FRiEns,

6) FIERUEEEFERRHAR

(1) EZXAT: Regulation (EC) No
1924/2006 of the European Parliament and of
the Council of 20 December 2006 on Nutrition
and Health Claims Made on Foods)

(2) E: 20034 7 HIZHEIIL, 2006 4
10 A 12 BIZ Buropean Council(BRJHFREL)
TEIREN-14. 2006 42 12 A 30 BIZE#IC
INTRENT, TBITHIX 2007427 H 1 B ThHD,
AN BN TIRFESIDRGE DT~
KRB VRS, EEEOEEFEHIELT
fTlebboihd, ETDRBERRE P~V ARZL
— AL CEAENS, ZAFEBNTIREITIC
RTIL—b(BFARTR) NEEND, ~IVARY
VA2 oWTIEAHE 3 ERTRYT47UR
FMAERR T D FE ROT AT VAMIE T
7o ORERIEHEIT BFSA ML, Ok
RICESHWTHRNEBRSPERIELT
T
(3) L& (Article 2):

@ F—FHTYrsb: Directive
2002/45/EC I LA EICHEL D,

@ 3% (nutrient) 1 Directive
90/496/EEC @ Annex {ZBWTHEIILTH
DRBRRG FNIE Rk, R8RS . &
HeE, FRID A EFI IRTAERT,

@ D% HE (other substances) : ZRESRY
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FTARENER A TORERUAD
WEEET,

AWADL—Ly: ~VART— ATEE
DEMFEELIEHELERHORSD—
DEEMDREEDFICFEET HEHKIZONT
WAL FTITREL TR TR ETDY
1/*‘»’/\_%?%3“3‘0

® EBVRAVEERER: BEOELBEE-
ERBELEERORSD—2F BT
LIS T ADEFROFREE K OEITICHRDY
RIEHBEIARFSEAZLE2FEHL, 0%
RBRUEIIRRTHANAIL— %181,
(4) F#R:

@ ZIE3%5R (Nutrition claims) 1 KT R
— KRR EREREFFRIEND 24 THE DS
L— LR ABA D Amex IZRENTWE
. (Article 8), ZIEIUTROHNDEAZTET-
FTEIZED, TNBEDERRMHFROLND, Kk
#ZE, A—0REITIV—RICBIT 56
nH TORFRETHD, /-, LITER W
TRAXF—EZDNTTHZERRD LR T
5(Article 9),

@ ~NIARGL L

a. BEHURAVEEERUAODALRAIL—
Ls (Health Claims other than those referring
to the reduction of disease risk) (Article13) :
5233 (nutrient) F2 13O E (other
substance) D~NVAZL —LELTE R TED
B, (a) B, BiE, KOFEOBREICS
I 5%E (b) LERAY (psychological) & UMT
B EE 958488 (behavioral functions) . (¢) A
U7 (&) | hEa ha—)v, SLERRO
BOR, WlEROEM, AR,LEIRT =X
F—DIET ({BL . Directive 96/8/EC %142
ELRWEFAL > TRY, REK T ORE
(B) ROBIHIZ W TERTAHOITELS
TS (Article 12)), ZBOZ L —A0E,
FIRDOERTT 47 YA (Community lists) Z4%
I ARE L DOLDTRITFIITRBRN,
2B TUDDFRRITIROEMETH T L2
BdH5,

© —RICRDONIRERN T —FICE SR
iR

© FHREBRF LI o CHo I ER AT
oD THD, T, Fi-liARSNT-H 21
T E TSROV A E A
2008 4E 1 A 31 BETIRIHTAZLIZ2-T
BY,BRMEBELIT 201041 A 31 BETIZ,
RO B ZRETHILIZR>TNS,

b. #EHYRAYIEEE R (Reduction of
disease risk claims) (Article14) : ZHYRY

BRI, ABH D Articles 15-18 IZHLE
S TNBFIEL S (EE Community list &
WS D72 OB I iz r L —2mfdE A
THRITRDONDEMGERI- L BAE
HA3TBZERTES, BIZTNVFERE VRS
FAREICEL I — A b A ERIT
BEOIAZRTFEHL, ZDHIHD—D>DY R
IRFEEZDBIECIST BLTLE BV
REHZBHEIIRO2N ) EVIRBRBRANRET
HD,

c. FHOBELIEEICETHER: 51
DIER T, FHORELEFEICETER
WDOWTOHEIZ A>TV, EFSA 257
BEDT A AT v ar T, SR EENRH-T-
BEIEBREHHL QOKEESIZ L TH o7,

4-2. 3H

4-2-1. B/

1) BB RESFT Food and Drug
Administration (FDA)

B E#4 Department of Health and
Human Services (HHS) IZF%ES47z 12 #455
D—2, Bih, BEL, BFHERE, RS
DOERE LR THIELEL., HEE
DEFRZHRETIELZHNELC, £ENT
ST ZEMERBROIE, BAORE -BE,
BEMETET DO OHH., FHEmze/d
#1795, FDAD R SIZEE 3D H X 83,
—fE&A. BRI, HACCP, GMP, B
FHESH AATEY B BEIUOThLO5E
Biagt, BRIZBEEL TS,

R332 http://www.fda.gov/

2) REEREREERAREEYS— Center
for Food Safety and Applied Nutrition
(CFSAN)

KEBREEST FDA)ZHEERTH 6 o
DR H— 2DDTTAAD—D, BiH{k
HEROREMECHIEREREHEMRTHILIC
0, BROBEEZRETHIILZBHELT,
BRI, IBRWE, AT /P —E
HERBEOVAZFMMETIEEDIZ, TRDHOSE
EHERRFHRICOWTOEH 2 ER1T,

AR~ http://www.cfsan.fda.gov/

3) HALE)—YTYAVNEG Office of
Dietary Supplements (ODS)

[ 32 5 &£ BF 98 BT National Institute of
Health (NIH:HHS PNOO#EE, 27 BFFERT- &
Z—THERR) IRV THF A=Y —HFYR
UMIFRHMELUT-BERE, 1994 EOX A ZY—H
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TYA bR - BB (DSHEA) IZ& - T,
MR TAE, ZLTEBHEBED
R ICEb AR A LT A= F)—
Y FYANPESLOR A R HEE T 5T
L1Z BAYE LT NIH RIZERALFRD LI,

4-2-2. EHEOEE

SRETH 1990 FEICREITSNIRERRE
#H¥E Nutrition, Labeling and Education Act
(NLEA) IZ&Lo TR S&ICEEMHART
Health Claims #&RT5ZEAFBDHLIL, K
VT 1994 4E 10 AF A ZY—F T VA B
& BE % Dietary Supplement, Health, and
Education Act (DSHEA) MfE{TENie, 2D
B o T, TNETHBICHBEL T
BRI R RETDEVY) Grandfather #llfE
B HERL, INEDORSERTHIXATH
Y—HP7YA ML, FEFEHE 30 H LANICRFRA
% FDA IZEHAZ L > THE S /HRek
7~ Structure/Function Claims %) C35E
THZERAREI T, ZOHA . £,
CEELLLCEREMEEIEORIERFD
TEBMELINTWE, —F., BE&EHE
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