FRENTWAEGEOT IR RENTNS
RUYEE | QIS TR (LI, ¥gEL
Rk HRICIDEERFEZRIZON
TAFLEZREEZR T, Tz’ —FEi-ik
Ny —UEIRZTHEURITHIERBRNY,
(3) BEDEMY

@ RHOBH — YBFIEELREES
RICETIRELZTHL D 15 BERD
NICFTEDERrERIXEBREE S ENMLTRE
B2 hideban,

@ New Medical Information (E&iHE) —
UEFRIRETCHLCRICRELEEER
AEBRIIOVTEAOBREND 1 FELUN
BB 7 new medical information (F#1H
B) R TRELR2TZRLV (15 BEH
BAPY), |
N

REBE — RERBREERZRIBLIE
BRI L TREEES LT e
ERELBETIE, BEBMANLDZ A
2R ESFLEBI EEQ)BIUCR) ITH
THERICKH LU CRIFERELFHEETH5LR

T&D,

(4) BEDOHRE — AFTHETHEE
2 EESICETHHE I MedWatch DR
ZRHVTRESNDS, REIZZORRES A=
) —PTYRANAETEL, B EREB
T BHENHB,

(5) #EDOBRELER

D BE — YHHIAFELEZAFTRD
WEE 6 ERRFTDIIE,

@ @&kl

a. —ERE — YZFILRBOERITE
UT, REINTWAHMEORBEZRD 2T
AR A SYATAN

b. HEOZLEFOREE

(6) BREBSNHSEE — ERLFEE
SUCBETA|E, EHER, KOERLSAD
BREOICRHINEFEESHEL UTo
BRICHIr S5,

ON

@ B

(7) BROML—I — KEIZIHRTOH
ERZRBETTOREEL-> T, BE0OF A
THY—YFYA IR YEEOFEFRZORK

{2725 TWDERBODIORMBHRITIL TIRG
bR
(8) Preemption (%)
@ —EERE — MERUCHFBREL &
AXZY— Y TYANDBHWERSE AT AT
BE45, RKIELRDOORWEER ., S&. B
ERREEITERSE QIRblen,
@ FBEOKET
a. FAHEOHEL, HR/IZHL T AEFL
DOFERCEREEE, /4, EERLKICERFR
TABUF R T OBRE IR TAZ L%
XA NONGECAAN
b. EAFEH — &
c. EEMBEOER — AREEZ, Wi
LB R CITBROBBREICHL T, REND
AFLEHEL FRRO@ICER L HEICHE
IR CHWAZ LT3
® FEOHER

EfE B —AREESEITSN ThD 1 LN
DEETETHL(NFT57 2 2D, &
EEPEITIILT 1 %12, RERIR T
HAxFY—HTYANMEREND, KL
BHEITS N, 270 B LAPIZ HHS (Health
and Human Services) DEEIL. BEELRHEESE
SHEICEENDT —FOFMICETAHA
R ERITTHTLE,

Section 4. & DBFEEEEIETHEFIH

Section 5. FEMLFEIER VX A xHY—H 7Y
A MO AR T BHE

4-2-5. ZMfib (US [Z§515 Medical Foods
DHER)

1988 £EIZFEFDS RS, 1996 4RI FDA (2
&% Proposal rule BARINTZN, 2D
update SN TIEHT, TFE, Medical foods |
DUWTORERIORENI/, ARSI SRFIET
DARRBEPHEDLN B A (established
nutritional needs) ZXZIZ L7 GRAS 7%
ARSI T,

1) ERERECHERINLBE (T TIA

& te) M ERIC Medical food LFRETE

BHB5

2) BERE: GETREEE. K, DARE

DHRFBHBE BEUT-RERE, RS,
RNFEDOBEERNBELURE BEARH

fn, BEIRICHTARSRE, INHIT—i%

DIEFHO, A= —7 T OTC Eeif

NTRFBENTNEDT B,

3) ERELLUQIEELLERR TSN, Hi-
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RRERE DB E IR,

SMELLT GRAS R4 (B EiBiEa&ie) TR
FHIERBRNESN TR, e X
RO SR Bl THB LS TH S,

4-3. A—-FYIRBRFAEERSE Codex
Alimentarius Commission

1) I—FY9A(Codex) &l
a—-F w7 Ak, ERIZIE FAO/WHO &
FERRFHEEZES Joint FAO/WHO Codex
Alimentarius Commission (CAC) XS\, 1962
(BEFn 37) 4, EEABEEME (FAO) BL
UM R R (WHO) &<, BRES
EEERZEHICONT, BB R SERE

RETDHIZHODMMEELLUTHILE, Codex

- Alimentarius EIXT 7 BT, BRAHEE A
Code of Food Standards O E M THD, 2D
BRITER . a—T v/ ARBHEKEES L
MR, S TR ESI- BT —F v 7R
R EE Codex Standards EFEA TUNA,
a—F 7 AR R EE DT B A9,
OEBERMRZEBEOBERELOATERE
MBS ORERTHD, BANL, LR
HA. 1966 (FEFn 41)SEIZMBLTBY, BHED
IR ENH 170 E Lo TS,
aA—FyIARBBEBRERRICIT, ALE
R, BREEZED 10 OBRMERETE.
o fLBS a7 Faal—Rearz 6
DOEMOERBEBRE S, B FHEL A
OB EETICE T EBEZ RS 74— R
EBEOT VT, T7VIED 6 >OHIkFRE
LZER. G823 OTEHMEERHY, ZDHC
B TEHESRTIT RNV, 3O0EMHES
#. BlH | FAO/WHO & R& &My ER
F 47 (JECFA) . FAO/WHO/IAEA & FRI&
mBEHEMEZSE (JECFI) B LW
FAO/WHO &R EZEHEEEXEMEZLE
(JMPR) 238}, HEfiE T L T3,

1994 FEZERENZ WTO (1996 ELD3H
2h) D SPS W E (4 - s E OB R
B951E) RO TBT BE (B B oRiagks
BEZBA 2 E) Obl, BRI IR E
bDD, A—TF I AR MEBRERSNEEL
fea—F ol AR IAKEEBENREEL S
HLLTEY, GENRBERIEVEY, £ H
DOERGIESE OB ELTD AN TLRS
RNESN TS, - T ARRPERTINY
& TOFERFRRS-OHEBELE, FRNEA
ENEILICR R EEEH TRV THE
BNIEE LD HE WTO ~DRIRERE,

RIFRCEOREEICEEL X, ZOBs L
WCROLUTHIErSI, MBI ZIIND S
STND, ZOZENDL, a—F I RO R
MEENR, HEES EIZ»yoh, B0
BRITBOBAPLLED TEERLO L
STETND, REMEICEDAHEICE-TY,
BIEFOBRNECEDT-NEDTHS,
RE. AT oI ACETIEHIZ.
http://www.codexalimentarius.net TAF A4
ThD,

2) BESSV -SRI NIT—FHTYALR
VYitamin and Mineral Food Supplements

I—F I ATIA NS 10 SELLERT, 1988
(BEF0 63) LD 16 [E5E IS B AR A RE
BIE Ry, RAIZEBWT, R OE % 0
., Food Supplements, Supplemental Foods &
BRUZ LG DS BRI ERE TR I L T8y,
ERAELEERIZSIEL T, MEEICRILE S
Z, DWTHMEEBEFEOELITHEPAL LT,
PFVAMCBETARBEREN RSN, = —
TV ATOFBPRRIN, 1991 (FERE 3)
F, FBITEHALEBIIRBWT, gL ToY
TYAMNCBET AN A RS, 2~
TOIARBEOERBERHIELEL, RAYR
FEBER L T LT,

1992 (Fk 4) FEIzBIM -5 18 [ELET
BRERRBRPIAE ST, £, 290 o7
TR RGHELTEINEN, BERRET
DRENDTOWT, DR OERN RSN,
BERELT, ZNETORNBRNERBIEL T,
AT v 73D DB IEFBER RV RE
EETIZLE2orm,

1995 (CERE ) EDFE 19 HEEHICBWLT,
ERUCIZ A FY — e TY AN TEH A
RIAL (AT 73) JELTEREN, ZOFE
. RER S OYAN, BEREELZOS
Hii, RAOMBEEPEELLCHES,
1996 (ERE 8)#E, % 20 [HLET, F (&Y
— e FFYAMIOWTEBIZERENERLN
oS, FOBE, BIZIEAN—T TIB, F0
ORI EMELEDTHRELIOLLE
G B CRHEREBmL Y, BAREELRE
LHEOREEIL, HEBHMERODRNTH
AHEHIEIRT T ONTORFEITHED D
TEREESIN, DT, eIV R TIXRT
W TYANMIBETEHARGA (AT
3)1ELTHEEN, Z2L T, BRI
2L, BIRDPDIRVBATZLL T, ATy 7 %3
MHBIZ TR LIz —InaE L,

FER . 20 1996 (FERL 8) SEDEF RN S
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(RFvT7EBIZ DL i3, B4 6 A B
P 22 Bla—FT v/ AERER (@ —~Tvs

IBITHERREHE) CTHBOBRER
ENTCLEST, fIh, ATy T 5NhHATY T3
R ZE 2T,

% 22 [E1£3(2000) R OV 23 [H=35(2001)
IZBW OBl ERESEI ED LN, UL
N5, BARREES, Bib Y FYA T, O
BYRWRBR DI OLTHD
, @b LTEBHR REBEEEZ E Dbl
EZ DO ONWTIE, RS TEITHRE T
Fo Tz,

% 25 [E14E (2003) IZ BV OB 2§18
BT, WRDDEEDFER, BEATY T
SAEE SN, FIZ 2004 EEDHE 27T B2 —F
T ABENTBWTEREINT, 2004 FEDFE 26
@7&% BHRARERTESSEBICBWT E
RBEIERSED O, BRI, LLTIZART
EH - IxTV 7—FH TV DT ART
AV HZDWT, AT T 8OEEICEY, 2005
£ 7 HD%E 28 Bla—TF v/ ARBRKRET,

—EEIED IR, EXRESNT,

CAC/GL 55-2005
V2SI IRXTN T—RYFYA D
HARG A ({5

B3 (Preamble)
WNEGUADENTEEDTEDELD AT, HER
STOREZFLLBOBEPLERTHIERH
ETHD, BRICIBEREERETHIZORSH
EENTEY, #oT, EHIL IXFAF YA
DEBWEE LN, FOBRATVADROE
BEREREIANARETHD, EFI IRXTNT—F
YTUA ML, BEORBNOOERBP AR+
DHEREBRENEHEORBIIBESLELEZS
BEI, BEOREOBRICEIL LD THS,

1. ERA (Scope)

L1 EHARTAAL, B x DREZMIET D
DIZANVDEFI R W HENMIIRTIA DT —RY
TIAMGEAINS,

1.2 EFIVBRG/EOEIRTI MMM ORM %
ETe7 —FHFYAMNIDWNTEH, EFI IRT
MZDOWTHE, BAARFA-BEREND,

1.3 EAHARTAAT, B 2.1 HTERSNF
P FYAMBERICR R EENDIE B OHE A
Ehbd,

1.4 MIBROFRCHETIREETHEE

L7~ 5% %k F 3% & 5 (CODEX STAN 146-1985)iC

-61.

1 ATARTAALER SR,
2. 7EZ (Definitions)

21 AHARTZA - DERETIEHI -IRXTL
T RYFYA MR, BARIE, EROORRET O
IR/ RIFIR TN OB FNRERCE
B, BHIL IR TF AT =R TYACME, A7
e, BERL Bk, WORE D BB B (small unit
quantity) CIERT AL TV AL ENTLOTHY,
BEORKOBETIIRL, TROEMELIIE
BOPESNTHRTH-T, REDREOHF

IS DHDTHD,
3. B4y (Composition)
3.1 BFIRCIRTNVOEBR

3.1 EFUIRTGATRITUAMNE, ER
IZEo TRBRMMEDR EAIFERASN, TO
ALEBAHT A FAO/WHO IZLDRBH BTN BE S
/TR EI R URIRTI RS,

3.1.2  EFI IRTAFEIL. REBEVIZAR
DOLOTHY, FOBPL, Gl Batk, £
TEHEL ST BB IORENDHRETHD, BT,
MEIZ DWW T, FAO/WHO, 2N EWE&IZ
13, EEREERESRMINEEELEAE, 2hb
OFE AR EENMEVE S, BERESE
3.1.3  EFIIFTAT—FFFUAMI,
EFE 311 IWERT AR TOEHI  IRTE,
B I N b0 A A b E R EEND,
3.2 EHIVRUIRINVOEHE

3.2.1 EFIIRFGAT-FYTUAMNIEE
NBBREH RO/ XIIRTNDOHEF I L 5H
321 R EREOR/IMEIL, FAO/WHO {21553
FTEED 15 %,

3.22  EFIIRXIAT—FITUAMIEE
NAREFN RO/ IIRTNORER CLDH
B EREORKER, L TOEEZEELT
RE,

(@ BENRIAZFEICESEFIVRUIF
TAORE FRE, BEISL, BROMERER
IR DR DEY,




b) BEILERTEEXIL IXTFAOIEE

U,

2E. R B EREOR KEZEDDICEL, 4
HEEORBITEE (reference intake values) %
BRLTRESND, ZMANT, BREZ RO BIC
BEL . ZFBFTEH (reference intake values) %
¥ . PRI(Population Reference Intake) <
RDA(Recommended Daily Allowance)D Ao E-3<
ARETIEFR,

4, 1% (Packaging)

4.1 B HAEN, REMICREEShAEE
lZE1dk,

42 AEFRERDTARE. BT ERA
BT B OB LB, 2 —F v/ 2 ER
SREHHC DN TEEZED AL, 20K

AT,
5. %7 (Labeling)

51  EFNLIRTANT—RHTFYANDOER
.- F s A0 B AR FEREE
(Codex-Stan 1~1985, Rev 1-1991) & (*— %3434
FAHTART AL (CAC/GL 1-1979) 1215,

52  BROEWKIL, [7—FFFUA L, &
ENDRBRODIEL . LT HIL /IXFADME
AERRTD,

53  EXI IRTAOEHBITHRECER,
ERTDRAIL, 73— T I REERRATARTA
IR,

54  EFL IRXTLOESHERT. MR 1 gy
SRR S0 TRR, TSN OBEE, —E
BHI-OTHERTE,

5.5 EXI IRFVACEET AR T 5
BRRETDI—F oI ATARFGA BT S
FrEBIT 5882 FR,

56  fERAKE(RE HE BEOBERSEM
ENZOWTHRTR,

57  RARIAHBRE~OHELLT, #E—
AEREBLEL CTERLAVISEERR LT
HTR57u,

5.8 HEYTIANL, BEONRBLUTHEA
THIENHEDEERR A0 RBL TSR
Y,

59 FRR EBHERFLOFHOFED

JEINENEZAIRETBRES BEEXBE TN
T id i bipu,

3) EETRAEZER Health Claims

a—F P AR AR R
DEgami, bEbl, 1990 ERFID ., FHEFR
Nutrition Labeling HARZA L DBNEFESE
WKEENTRY, BERBRRRICONTHZ
D—EELCHEBBASN, LLieds,
B, FEAEOERE (Fica—oy GEE) .
ERERILELELTRYEARBEFSDT, 46
ST, BEEAR MBI - EM LT s,
FKEBDEFARROTARSGAL DI O
BEED O, FEREL T, 1997 (FRL 9)4E,
KRB RR, MBEFAR TR O E RS
RER AP RICERIREN B2 &1 o7,

Z D, 2003 F 5 A% 31 BRI EEE
BNWTIRB R OMEFEMAFROMERICE
5 A58t Guidelines for Use of Nutrition and
Health Claims ] E L TAT 78D A B2 &N
B RIE T ADa—F v/ ARBEREI
BT, RFESHOBAGHICERIESEE2 S0
5{4: COU\T%%T%‘%&LT%W%%&%

T2 ZDT28, 2004 FEDE 32 FFHREHLE
%’C@ﬁﬁ%&fioto SE T, %%WJ
W NZDTARTG A0, BRDFERE, 1TH
HRICEVBELINDBEICH - TL, BiE
(CRITDRER ORFRRERAOMH A
T HHD T B, These guidelines relate to the
use of TDEK, 2003 4F 5 A 31 FIFIHEES
REICR W TR E R OEEERFE ROFERIC
B99 2558t Guidelines for Use of Nutrition and
Health Claims] L L TAT 78D E BN EN
7o, [F4E 7 AOa—Fy/ARRE ﬁ/i:\??-
BN, Ffa#to@EARBEICERRE LS
BHIZ O THREBAR 5 &L'Cz’%kﬁ*é’bitbl
2Tz, ZD72 . 2004 D 32 FFREE
mCOBNELR -, BRETIL. %%E‘J
WL ZDHART AT, BREDFRE, 1TH
éﬁ%ui@ﬁ\%kéﬂéf}%’% ZHoTHE, BiR

kbj’é%%&iﬁ@%?ﬁﬁ%n‘@{f}ﬁ e ]
TBHHDTHD, These guidelines relate to the
use of nutrition and health claims in food
labeling and, where required by the authorities
having jurisdiction, in advertising. |&L T, [&
EDEESBREITBW TR, SR ahi-,

CAC/GL 23-1997, Rev. 1-2004
Guidelines for Use of Nutrition and Health Claims
FERCERBERPARTOERICETS
HARGA
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Hi3X (Preamble)

BERAR R, A TERZES, BokE
B REEEL-BHL, ZOEBEZERHTHLOT
iR bRV, BEBFARTRIR. EUTHS
BB IOEMT R, HEEDEELRE
EETRBIRTHDOBMBDR, ELVVEEEY
BEEL, -, HEFICHI IR EAREFTOX
B hidebin, BEEFARRAEESD
RITBHPEE X — T EZDEBICONTES
Z— L idienian, T —RREERTARNT A
*(CAC/GL 1-1979 Rev. 1-1991) | CHEET5“F
BEZAR ISR R,

#HH Scope)
1. ZOHARFA M, BEORRLE, BREICR
DY RBIZLVBBELINDIGE R TE, BB
Bl 5B R MERBRAKZROERIZBET LD
THb,
2. ZOHARTA 0%, & TORBICERAENS,
3. LG R ARMAICH T 2REBE R B ERRART
i3, BIET 5 Codex 2RV IS EORBNHRT
HABESNRWRY, P,

2% (Definitions)
BEMAER RO, BREWRZOHRS LEE
DOELYER~ RRL, BRTHETOER, &
IR IIRObLOBEENS,

@ RBRBEMFFT (Nutrient Function
Claims)
ERORE, BERVCEERBEICBIIARER
DOEBEYREENCERT 52K

@ FBFBESIOBEFFZR (Other Function
Claims)
CGRERDIL O /B, B TRBRODLL
S OBEEIC BT AR ERAER)
BAEFBILBWT, BRHEITZORS OFER,
EEOEREEERITEYELICE LS, BED
HRZRSERICETHERTHY, BRE~OF AL
(positive) EMk . BSBBEO N E. . BEODHE
(modifying) X ITHERFZ I T 28R,

@ FERYAZ{EHFET (Reduction of Disease Risk
Claims)

BEBIBWC, BRSRRIIFORSOBERE, &
FRELV X EREE I B 3 R OHELT (BIE) DU R
JOBROBLYETRTETR,
FRVAZOER ST, BRs i EECEE TS
REBOET (BE) OFERIRIEZFEIZHRE TS
& BBIEEOVAZBERBDY, b0 R0
—DODYATEROBETHE, L FLLEDREE
BRENDEEBROLR, URAZER B RIZELT
. B EEEAV. LoV ERICLERL.
REE, WERENTHRREBRELRVLISICLE
sy,

BRERFERTOBM SN (Health Claims)

(EFELRErOEL)
1. 2 TORERAZTIILL T O2o00ESIcLD
BREhARTTRSR 0y,
1) RBEFOEBOBFZ AR (accepted)
ENTOABELEEORICETLESR, BV
2) EFRORBROEFENEH R VITIELR
(accepted) ENTWAREHLEFOBMRIZEEDS.,
WG ORI T ER,
2. BEBREZTIL., BRFHORBNERICESE,
ZOHT, HEEFTROANERTEELDBDY
BRI ANLN TV AR AFGIZ LD EEEA
FTHDILF R ~ICEL TORT IR
WV, BIZRHEERMEIRL, FLORMRBARSREK
. REShART T bRy,
3. BERARAL. BROBFIAEIZRWT
BHON, HOEETARBNRELOTRITIE
B,
4, EEEMARRAEATARBIR, ToEIIBW
T, ERYVAZE ALY, BECERERHD
B ROFTRORF I NZT VIR HTH-T
b, TOBFLBRERERLZY. ROEEEHEY
BRSO ERRFOROE 1L | BOHRBERHL
BIVRTHIE R,
5. HHRBERID, FRTEEBEEESBES
. EREOEBL A BEER SR ERTIRE
SN HIEPLETHS,
6. BESARERLTIHAICE, [FHAKSOE
FRITHEETBEN T N—7) | TERERET
BlEDOYUTAEROERERC, BI2ES. 6
DIATAZANEEERICE T 5158 RS
ANTn—)~DBERE | TR RELERE)
[BAFEICBITAYSAMOE A (BB a4

EOHFOBEEE I SRESLETHS,

4) Health Claims 123145 Convincing
Evidence, Probable Evidence, Possible
Evidence, Insufficient Evidence MEE

(1) THP2MIROMBEIZEEYS WHO @
B A

WHO DT R %, SRELBMEEBO TSI
TAHEMWRESE | (Technical Report on Diet,
Nutrition and the Prevention of Chronic
Diseases)' Tld, B FHIFEHLOREEZ KD T
EEARLTWD, Zhid, B REe
BRWTODHBTEEIZE SN THER, &
FAZIC I | AFAIRE CEE/2 Bt BRI R
RBROBREEDDIIBEEIN TS,

(2) FE=RLEE#A (Convincing Evidence)

R SR OEEIL T, BEBLER LD
BRI —BMHRHY, RAEMFRA LT WNIT R
IWb D, AFARERFEIIT 072 OR
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BRICEDWCERY, 2T pTmE 88w
DIFD BEITIGC, DRO—BHERTIC
T4y Ta B IR, R LB I IR
T B REE R R BV E D, 20
BRI, £ FERNCZ SO THHLER
D,

(3) EHEETY (Probable Evidence) &%
IR SGERCHoTRBLERLDOHE
FRIZDRDO—BEMERHDMR, AF o REREE
WA +5372 AR DD TBh, Fiz

(4) TIEEED&HBEEH (Possible Evidence)
F & U THREFIXBRRER R L UNRNTRIRZE
Dt RAZESFEL, R/ BELHIT
VB BREE R BB . BIENFSE 13 IkRE
TEZABIR T LB IR BE PR RABR & 7], FEERAF
B LOERECTORRR LY, BEHFFELL
SMCEE DS FEHUE. BT b0 TH D,
RN eBREEMT DI ELIIEL< D
BERBRBRSLEIZR DN, ZOBRLEY
FENCEE R LD THEUNERD B,

IIREEDHY lioé“bkbf:%ﬁﬁﬁ’é%fm RS
D, FERLO A EIL, BEPRBER (WF2R) R A
4455, AFTREZR ERER B (BF5E) A+
53 YT NEBOIITR A4y, A —T T RAR
T DNT N THD, BE . EERENFEIL
DEMITBHD, ZZTh, LEOBERIL, 4
YN YL O THALENH B,

(5) F+47E#R (Insufficient Evidence)
RELEBEOBBRIREBENZEL D
FIUBREL SN DI R 57, BF0
BREVBR DT R B3 < FEHL, E/EA BT
LB BREERRER S D AFE L 5 DEFilasss
A EBNIELI R, TOREELRERY
HAHT A, SOICEIRT YA Ik
HEBRFENAMEL EN5,

WHO FRAMEWORK ON “STRENGTH OF SCIENTIFIC EVIDENCE”

10. The WHO Technical Report on Diet, Nutrition and the Prevention of Chronic Diseases” provided
criteria to describe the strength of scientific evidence. They were based on the criteria used by the
World Cancer Research Fund. but have been meodified by the Expert Consultation to include the
results of controlled trials where relevant and available.

CONVINCING EVIDENCE. Evidence based on epidemiological studies showing
consistent associations between exposure and disease. with little or no evidence to the
contrary. The available evidence is based on a substantial munber of studies including
prospective observational studies and where relevant. randomized controlled trials of
sufficient size. duration and quality showing consistent effects. The association
should be biologically plausible.

PROBABLE EVIDENCE. Evidence based on epidemiological studies showing fairly
consistent associations between exposure and disease. but where there are perceived
shortcomings in the available evidence or some evidence to the conwary. which
preciudes a more definite judgement. Shortcomings in the evidence may be any of the
following: insufficient duration of trials (or studies): insufficient trials (or studies)
available: inadequate sample sizes: incomplete follow-up. Laboratory evidence is
usually supportive. Again. the association should be biologically plausible.

PoOSSIBLE EVIDENCE. Evidence based mainly on findings from case-- control and
cross-sectional studies. Insufficient randomized controlled trials. observational
studies or non-randomized controlled trials are available. Evidence based on non-
epidemiological studies. such as clinical and laboratory investigations. is supportive.
More trials are required to support the tentative associations. which should also be
biologically plausible.
INSUFFICIENT EVIDENCE. Evidence based on findings of a few studies which are
suggestive, but are insufficient to establish an association between exposure and
disease. Limited or no evidence is available from randomized controlled trials. More
well designed research is required to support the tentative associations.”
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4-4. RE.EU BIUI—FTvIRITETS
GTYA DR

1) % BI-$H17 5 Dietary Supplements DFEE
(Dietary Supplement Health and Education
Act, 1994, CFSAN 7R—L_R—3 k1))

EATH)—PTY AR
s RERFHETOIEEENELEER
RagR) T U TFTO— 233O
SEET
EHIV IRTN N—T RO O
W, 7B, RELLUTERIN TS
O, BESNTbO | BEY ., B
57, lEh L0
© B BT SRR R, KR, Y7k
eIV
c BEORMBIIRFLLTCOER, F-
EREOEMT AT LEBELRNLO
(A2 B — - HTYA THHEDR

R

A dietary supplement:

* is a product (other than tobacco) that is
intended to supplement the diet bears or
contains one or more of the following
dietary ingredients: a vitamin, a mineral, an
herb or other botanical, an amino acid, a
dietary substance for use by man to
supplement the diet by increasing the total
daily intake, or a concentrated, metabolite,
constituent, extract, or combination of
these ingredients.

+ is intended for ingestion in pill, capsule,
tablet, liquid, powder and softgel form.

+ is not represented for use as a
conventional food or as the sole item of a

meal or diet.

» is labeled as a “dietary supplement”.

2) EUIZHEITS Food Supplement DEE

.65.

(Directive 2002/46/EC on Food Supplements,
2002)

21
(@) ‘T—KHFUAN &L BEORES
MisEL ., RBEFHIEB N2 RE
FORBRIEVIZZOMOWE 2B
LI=bD T, 7B BRI EAFDOM
FRIOWRE, AN, TV T AN T
WAVZOMBELOBEORKE R U
K, B IMAE T, —ELETER
AlREAR B L TEEIND,
(b) EERLIIROLDOTHS,
() B
(i) IFRINVE

Article 2

(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 physiolegical 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:

(i) vitamins,

(ii) minerals.

3) aA—FvHRIZETS Supplement DE
£ (Quidelines for Vitamin and Mineral Food
Supplements: CAC/GL 55-2005)

2. B
2.1 BIARTALDEHETHEHI X
XFN T —RY VA ML, BARBI




I, ENBDR SO EI RO ES R
TNDRBERRBEWIZESL, 43
VeIRTNT—RYTYANL, BT E
v, SERL R, RSO BHEAT B TE
B DE57 A EN=b0THY, @E
DEBDOFRETIT 2L, ThLBEMELL
ITESOREIN-RIFETHoT, BE

capsules, tablets, powders, solutions
etc., that are designed to be taken in
measured small~unit quantities but not in
a conventional food form and whose
purpose is to supplement the intake of
vitamins and/or minerals from the normal
diet.
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2. Definitions

2.1 Vitamin and mineral food supplements
for the purpose of these guidelines derive
their nutritional relevance primarily from
the minerals and/or vitamins they
contain. Vitamin and mineral food
supplements are sources in concentrated
forms of those nutrients alone or in
combinations, marketed in forms such as
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FARl :  Regulation (EC) No 258/97 of the European Parliament and of the Council of
27 January 1997 concerning novel foods and novel food ingredients

HA ¥F4 2 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)

B NF (Novel Foods) D 2R HLRS BITARTAL T, BEELISEL T DY
EFEO-OOEREEICETIESE ¥ NF ICELT, MBS SHIBOLE M ES
(618/97/EC) P TAFEERATCNS, FRINEDTE

.66-



JEIZRENILATFTOLEBYTHS, ZZICFEHRL
DEFRY, Ui% NF & SCF DIIFR/FT 7T A
WEEL, BV S TAHIEERITV, ZORNEIT
Ko TERFENPRESIND, FERFHET
AF— KR -CHERL, BFET —#E LT+
D THHEHBENDETHEDIERT,

A LR

I NF OEHT—2ESC—RBHE
258 / 97 / EC EEIZpt~>=hFT—1t
#1735

N 4
WEE NF D SCFHSR /
HTHSAM1DIZEY LTS

v

FHOGEREGERELTS

v
FRIEAF—L (HEH) OBRERERT—5%
BZHTH

;
REEICLHHEMEER

NF: Novel Foods
SCF: Scientific Committee for Food

B NF @ 258/97/EC (NF & NF [ (B89 3%

BB IcESWhFIY—

(a). (b) BlFHEELBLEED DA

(BlsEiERHHY)

(0 FREITTHLFEELEHL-RM

Ve 1%

(d) /=, BEMLRD, TSI

Te R dh/ BEhRLSY

(&) EBHBLUBWOLDEEESNIZRI DD

25, ESEESN RS B S, 7272

L. RO EEDOVIIFETE FEILL-T

Boh, BiELTREHIERIN TER%E

BOHLERBIOERESTRL,

() BEFEHSh WAV EEE o Rzl
THRESNEEL T, ZORKE, &5/
B RS OMRCHEE I KIBRE b
AU, &M, REER. HANITEEL
BVWHEOBRIIH L TEERDLS

A
Ho

B NF ORSEFHOROHOEZNESE
EC No.258/97 {ZFE#IA TV NF &L T
BvEkbnsEHBI ORI IL. EFE IS
IZHESTWVD, ZZTCEEHRBIUSREEN
Rl D DTZDIZ, 6 7FAD NF (ZF#5
TB, INODITATEMER N ERE TR
725,
ZNHOEIE T, R LV HREIIERED
Eie, “BHEVIOEAEBLICEELRE
I B LOOREIL AT T BEEEEE
A& Te), BIUHHEEE (micro-algae) i
BLTBOIANABI T FTAIRZIINLDEE
SHoOFENTHD),

Classt
EREETFERARABROHLENESE-
EEhoDESY
ZOISRTEBEFHRBAEY . B E
EREDILBELN TORWVWEO T, B—77
{LEMEFITEDORED THHEHBIT
BERGI IO D, ZOIFAIE 2 DDV
TIGARELTHANTDIENTES,
1.1 3% NF ORI, Community (BN
R N CTREX®D
1.2 %% NF OEJEIL, Community (BN 4L
EI) N CTEERZ2

Class2
IERETFHRAREBEDESY NF(Crude
% NF)
ZOIFATEE L POH/LN TV VR
WERZ AWIRESY NF T, [REEY .
B, AT R RER s (B2 TR KL
W, B8"., 22\ ER VD BRI
REDEEY) ELTHERENTWS, 2077
AL 2 DDV T ITREUTERANTHIENTE
Do
2.1 %3 NF OEEI, Community (BRI 3
RE) N CREXHS
2.2 ¥ NF OEFIE, Community (BRI 3
[RMA) N CTREEES 2V

“ Class3-5 1118 (5 FRIRZ BB D /=&
(Rl EBEwmbHY)

Class6

GHIBZRAVCEEShE-E&
IDITFAFBERBEETHERINLTH

PO TRICLIRLBIUORMRS DAY

..67..



S, Bt EEDT D OB TRIL, flxiL,

BLWIMEA TR, AR, HrLngiE.
TR, Bk TR, UGBS G TRk
EWRx LD, TOTRRICLY, REMPR
B HEWEOL_A~DEBRLALEHE
B F B EOR bR IR NE IR
FnER S, EC No.258/97 IZHEL T, HliE&h
T- BRI NF L RpEN5,

NF & NF o2kl roRe
EC258/97 MDA 7Y —LDOES Table
LR,

Flo, & NF ITAZESSERAF—LDR
51% Table2 |Z7R 9,
7. BARRY 2 A% — A3 I~ IX~ X ZAR

7

-68.



Table 1 258/97/EC & 1F5 Novel Foods $4Uf Novel Foods ME$l & SCF @& &M HFT1)—E

] EA
258/97/EC 1 8:(2)
a b ¢ d e f
Class 1 EBEFRIEZ RHEBEOHELSE x . y
PEEEEEASOERY
Class 2 EEEFHRAREBXOESY x x
NF (Crude 7% NF)
Class 3~5 [LBEEFRBABRICHTEIITAD-HER
Class 6 | BTRIBZRAVTEEShE-ER X

NF: Nobel Foods

SCF : Scientfic Committee for Food

(a), o) BEEFHEBRZRRBEEDCDER GIREHEESY)
(0) BIREIITHERELEH LR RS

(d) /=3, BEHLRD, FESEESNRS  RRRY

() WEWMBLUBNLHESNI R IPDIeD, EXHBESNIoRSR /RS, L, BRI H D
HEFECL>TELN, BRELUTESEIERSN CEERODH IR HBLORSMITIERL

() BEEREN TV RWRE AL Lo TRESNA R T, TORE. A&/ BHRS ORR-CHEEIC KR
IRPEAEHAET, SR, RBHER . HINVIZELLARVBE ORI L TEENDIEHE,

Table 2 & NF PS5 RIZEIFGFERIEARAF—~LDATFIIA

el HSR AT HFTd)—
A 1.1 1.2 2.1 2.2 6
I | MBI NF OHE X X
I | BENFIOERL-EETELOEE X X
I | HENFOERETIEYHDOES X X 3.1~5.2 {1 X
< IV ~ VI B ETFRRL ARICHT 5 A% — ADTDER gi@?gf >
TG ADT
X | $ZNF OEBENA RS EREHR x X X x AR X
X | BEINFERSZOEROCMEBEICB T HIHR X X X
XU | M3 NF O3 EFNES X X X X
XU | #45% NF ORAEDENER X P X
XHI | B8 NF OEHS01ER x X X

Class 1 1.1 ¥43% NF OEFEIE, Community (FRNZERE) W TEBERHS
1.2 3% NF OZER i, Community (B LEE) TR0
Class 2 2.1 3% NF OEFIL. Community (B £ FE) N CRERHS
2.2 3% NF OFEUZ. Community (FRINEEFHE) W TEBRRH
Class6 FHEIBZFRVTEESW-B&

-69.



B NF OFEWNIRLESEFEORHO
EREHICHEYT 58S (618/91/EC)BIT
DEEFE@EII DT

Novel Foods DZEMEF M7 TH IR

BHERELZ FLLUT, B —Eit e,

REFMAELEZBL-ZSHEOERRD
2,

FZT, 618/97/EC LVWEAM2E 2 Fauk
NCEYEFESI AL, LTI 5, 7
B, EEEHEED RS —A XU QLMD
bR TREN 5,

H 36 BMcHToEERBICREEERE
EES i

BERRFEMCE T, B ERTRON
C HEERPERRUERTAIE, BE
AR R I DRBENR B I DL
ZXBITHIENEFBICEETHD, ZDLH
2. NF OFHIIZISVV T, REBZE LM
FREALITELE > TS, NF D528
P (Fme 2 id, = j N —8, Zo R UEHE.
HMERBROEYEN) O5L& 8L, &
R s T AORHREMEELUTHELEN
5, BMEBERRBROT P LA T, 5
BEFHIABEEEBIESPTICERETESD
BRELPERARLTRETHY, —F., HIE
HEZ, EhOBFITBWTTFRINAEEN
KT 2B THHRETHS,

HL PR FEREIEEET OB E N
X575, BERMFHIZ VSR A G
HEn2Z2RHOBER L, TRSN-EA
ENEMMERLZBICESIc /Y TS AT
DB BE R E L, EREBYOH
WEERBROTFTF A BN CEREER AL
PHLIVRD, SEMICE Y SR

BT AZENTERNEAFETA-DITIT.

HFRMEHOIVITEEEEARRIL. Sl
BITD, BEICIREMIBITS, TN B L,
RBFBRIC LB RERENS,

I AL = RTAT o TR RS B8
KRR 7 — & ORI MRRIL, 22
I B O TR AV SIL TV A ESA%
BILOBEWEEEEE NF [ZHWAZRIzk
LTHELIDLDERAD,

B 3.7 EEBIcBTAEREN
JRBIAYIZ NF IZ8 U CEME S Bk &
NHTEE, r—ANLlr— A TERBENDY

BERHD, BEREHT 224370
MBI DEFRETHEIC, 3 DD FUAN
Ezbh5,

(D EHERZEREPRBESELTEIT AR
LIV CELDETIZRIETH AL T
DT ARV, ZN U EORBITSLE
TRV,

2) B—BHNIPEDBEEDERMEERT,
NF 4B RE CHAHEFETEDr—R|T
BT, KM EZ2 35 TOBICIICh
LOFHEIBFICE SR Y TTEETRETH
2o
(3) ESICHRRERIICH 7R RSN
FETERW—RIZBWTiE, NF £6&HA 0
HEERRFOREMY, BUITHELED
Wl RBEN-BHERNT S o—F2HNT
FHE L2 b,

b UARTERY e BT U4 72 [ i
WIRETERTIIE, NF ORIEHE, (L2
& BIOWE L EAR E D mET C
ER. BESR, —BROREFICBWWTE
FENTHAERICE ST RO HAE
B, fFICVRI OBHAERICH T HIRED T
REME, TREBOMEEIZ SN THLERELS
TiEZebian, SHIZKEERATFHRISNhS
2h, SHICKBERBERR T s S 20300
BmLird,

B RAF—L X NF [CBH2EE2W
#

FRAF— AL, NF 25HET D7D 0B
BEENES - NEEBL TS, 20T
A OMHEIE, + oSN EEHTE5 R
SR, FE TERVERETETLNTEY,
T2, HEIRREEN -2 RB T
Oy LARERENG,

b L. EHRER RIS L TR %
HERIEATERNE S & —ANA—2D
FHEIEIC SV e B2 O L, AT OE
RIS U TR LRI AU b0,

— TN EEN T E— DRSO F

BENHDEME

— AN = ADBRER T S —F IR
WT, REIEERERIEE, TRFEHRER,
EIEBIUMETEERBREZE D in vitro
BIWin vivo EHERER

=T NX—PEDRERIEIZ S A RBR

.7(}-



R CEAME MR RHEIIRRD
BROMERSOBESN ) — VT —X
4y, HBVE, B FEARAEYM»LE
BN-HRORBAEEMORE TN TL,
NF 2FI0NIteLA, ZDEEYRORT DI
W ARBRICBETHIEN TED, VKD
MO — AT BWTIE, EREWICSTT 50
T REBFHNEROLEF OB
T ANTBIOI, BEMEFEN T HEHEY
a7 S —F R EEIND,

BESNIALEBEOIEEAL X, SCF
Report No. 10 [IZIR_RHNTHOBRERRI L 4
HEEM F B Lo T AR EFRIC R
T ENLDREMETANTES, ZOTE
13, RSB MRBR T IEOFERIL, BeFgial
EFFIZ > CERAESNAZEEERL TV,
“hii, oL REERRE, £ TOHEY
RN RH T A—F DB REE R o
o TomEICBI A EU R EBERRRE S A
TG, SHIZ, BECBREEZE R LUILIEER
EHAHIT., BMORBRICIY, £H, b
¥ RT 4R BN/ BRE, EREE
BE. B HFME, BL O RER MR EEORE
EMEE T, £ TO— KRB FHITE
HHE2RFTTRETHD,

R E R B L THa I R%E TR
W T EE A AR NF i, BEFHICER
SINAEEIEFELERRT 0/ T ANE
REhd, —EENC, ZOT vl T AR
&y, HERELRBFHAYEOREZE
BT AL REREZ DT ETCO 1o
EEICBITS 90 BFRBRARBREEH_&ET
D, THHOHIRICEY, BARbFEOEME
RO EMERT DO ROMERNERINDD
HLNEN (B, 6 2D,

EREMHEORREMEIC OV TIIHRENHE
TdD, [HND in vitro ZREMERER, —
RO EERFMERZRAETLHDITSL
BETHD, FREEESHRTO in vitro ZBH
FEMERBRICBW T NF RFDRSOREE
Wik 588, RBMRSHRBRMAEwIZ
ST AR EIC LY, BREM LI ERE
RO FRHBBEICER T B LR
W, BARBR T, 2 THOBICRITARE
2, BB EOBRORELRETHINE
BHLHr—AbHHH LI, EHIZ, 184
EMRBR/BEREERBIILENBLALRY,
FUAX—HEO ARG E-RE T HHER
BB,

.71.



A L E

LY NF OEIRT—4%28E —LfEsm L
258 / 97 / EC &I HE»1=-HFT)—LETS

l

LBENF D SCFISR / HTHSAOIDIZEIYHTS

l

FENCERGRERELTS

l

BRIEAF—LHEE) OSBEERT—45EETD

|

BHEEE ISR HELl LR

NF: Novel Foods

SCF:‘ Scientific Committee for Food

-72.



I UENFOBRIE

LENFOREDE LB BSIZON
T.EUEZECSH5RERS . R
EPBFUEERITOVTOETL
SIEENELONEM?

No

Yes

7

%
FORWERIE. BENFOEERYT
— JWZBWTEH TIEEDH?

No

v

BMERZIEL. RF—LI [TH
THFMTS

Yes

7
LENF(TR)®ES T, JEsnit
DEFETHHIEE BT HEILE
B (EhioE. pERLEEES
L)Y MRHBDHN?

No

v

BMEREUINEL, REF—LI 125>
TEHMET S

Yes

A4

AE—L] &Y+ 2EHERAED
ni=

A4

_73-

HEBEERL. BEXAST—LL ZH#
ST 5




I HENFICERL-HETEFOBSE

UENFIIREREN
HBHH?

No

¥

ERCZOHES S
(BE) A S A
HHM?

Yes

AE—LI [T&Y-+4
HEHRABLNT-

ARFE—LI (&Y +4
STt E Y (Wi

A=A {T&Y-+5
BEREAEONT=, U
EDTE REF—LXI
TREMEHERICN
THERZEETD

Yes | AF—LH [T&YU+%9 AREF—LI [2&Y+5
Pl g EA LRt iEEmABLhE
No
FTOFHEE, BT FOHREDERIZKY
No | mishmelbsL i ELBIEMICELT
BEavEEIcKEL Yes | BIEFR. REFHE
FEFELEEH? "l KURERNERYE
ZHHETELIHERIEH
BN
No
EBIMEREIMEL, R Yes
F—Ll ZH->TEE :
flidsd HENFREEEICHRS
| TWAIEEGRET AT
EEEREE AR
No /| B
ﬁ@@l%%ﬁﬁ%%L///
FEEL. BEAF—LAI Yoo
[ZH-TEET S ,
HENFRIZEFENDID
REEENICEESRS
REH DHB
No | EFHIBREHEH [CEYFDLANLESR
& E%@?.Ekﬁgﬁiiﬁé Ef?éb‘?
m
Yes
Yes

v

RE—LI 2B TIE
+REERNELN
foo AF—LXI, XT B
KUXI THREZ W
EMEBIUEEEY
BRI T DEREST
17 Y

HEE. AEEED
BI= B KA T A
DBAGERB DM

No

7

.74-

AE—LT [2BLTIE
+aEBEENAELN
Tzo AF—LXI BLU
Xl TREERLUSE
HRERICHTAE
REFHET S




. MENFOREFELDIEDHEDERS

WENFIZ.HEW. B | No | RFy—A4LI [2&Y+%H
HEWTHEDERED P GBS ELNT
EMErsEgon-t
DH?
_ jommmmeennnneee] B e T S
Yes ;

v ; AF—LIUZ&kY+5
BELEDFDEY ; rEBRABLONT=. U
li%%gF(D%}ﬁtlf’? Yes L LUENFOERIIHE | Yes R EH3% RF—LIV,
BEFEBIEFT-T | AV Pl V.V, VI B & UV
LNBA? i ICBWCHEFERR

; WEMIET HHHE
— | No SIS %
ERLLHEMADT oo 5
SisEsMzanTLy | No | EREGHIEDHOR | - -
B P gEBRLML. A~ | 1 | AT AN ERUTS
' LI IZBVCHEES | TiEEAFELNT. U
v 2 | #oTE. RF—LIV.
= ; V. VI EBWTERETF
Y=y ﬁ;% T ; BB (XY
FlkohEYBERE E gﬁg%ﬁﬁ%ﬂm?
BERN. EFOBEIC '
AECTRHEBVIEET | ves ;
JERIEHHN? b RF—LI (T&Y+5 | !
ot )
No

! FOEHRIL, HEEL
ZOEMEILBLN ZOWEHIL. LBNFO BOFREEABDHYR
ENFROABWEIC | Y | MRemIgscp | VoS | 7ETAHMTSES
LT, FHEHS&U BIEERBLTINEA? n?
SHEERICETAE
HHHBBHHMN? No No

7 hd
N EBMEHEREL.R AF—L MZBLTIE
° | F—LI (ZH->TEE +oBEREELON
: . fis3 foe DEDDE AX—
f?ﬁ?f gﬁé’ﬁg LXI, XITHEEE, 5
P ~ HEIERETET B

.75.




IV~VIILEEFEMER
BRBAAR—LD-HERE

IX. BENFOBEEENA RS ERTGH

No

A4

HEINFORBHIZE S| Yes | RF—LIX [2&U+4
W-EREERIZBITS P BB LIT-
WL H DM
No
' A
JROMFHEATING :
HRCHLTERER | ,, | SAERTEEL. 2
FREFTHRIEHD [ T LK SHITER
Yes
3 : SEE X L ENFD
LHNFOBEAITHE ] Yes iggggsaﬁru
BICHIR T 2FEA? > 250
No Yes
4
YENFIIEEEEIC
Bhdmn? 7 iEERABLNT
Yes
7
REEINEZEEZOWD
nhidgEEeL T | N0 | ALK ZEYT5y
EAM? Pl EEA LN
No
Yes
7
REGKOFELANLIE AF—LIX [TkY45
WIhHDERDEH EEAELN
[TREFMISHMATH | Yes | RF—LX TREF
B P BRI OWTRNY

®

-76-

A—LIX ERANTE
MEHREREL. BRE
175




X. BENFEREZZFOEROCMEEEICHITHIER

TOICEEY. MEN. HEB0ER
2B ST HBENFEE. BN R
HEROERICH--HE. BE. &
. £EER. ENAETOHENF
DEFEDEMBITABREICEYTHE
BEHEM?

No

Yes

v

LENFABEICL - THRESN. B
LN, EEENELETLULY
— R BRI ERIT IEMNEN
EEZONDSTEEREBICTYER
&&H5HH?

Yes

v

BIMEREIANEL, A5 —LX [ZHo
TEEMuT5

LUEBEBEABALTNES AF—L4A
XI, XH, XHI(% 2 SR B0, EdE
B, ENENEROBRNEREE) %

P

112

No

k4

REShE=EEOWV OISR
ELTERM?

A

AEF—LX [LEY+SREREIED
ni-

.77.




HEUNFIIEFEOREL
FIELTDERES
BEMICRAETHET
EETRTIHRIEHEMN?

X1 HENFOFEESMER

Yes | AF—LX [ZkYU+4

No

7
HENFIL. BEHD
[EEZALIDEELE
ERHgEELY, BESE
DEMRHREEIZHE
EEEZRTNENSIE
FRTIHRIIH LM

v

TERAELNT:

HEWREIURZLEA

No | 2o vbmisLrz

Yes

7
LENFIEINFOEA IZ
KURBRENNREH
FABIEIIHLTHS
ESNAHEMBERNH S

2

4

P CEDLDHV?

No

v

Yes

AE—LX 2&YU+45

Yes

No

EMEREIEL. X
F—LXI 2P THEE
TR

v

R Pt DY (N

.78.

EmEHENEL. R
F—LX IZH-TEE
fiss




