JEA T AT B R A S 5 i ) 4 (K - R R SR L X 2 T R — YA = RBORIT IR 28)
SIRME TR

AAMENC I 1 D B XA il BEIZ B9 S b5

WHFEr i BRH etk ENZES & AN FERT L 2 W

Ol a=1

BTN EORIEXGHIEDH Y 728D TRFTT 5720 DSEEE & LT, AoH
ek, BAED THESERLE UTERSNDROARE FMED VA~ (BHEY
AR RO TEIREGLIEED R AT 5 LR Y EIES &Il L2V AE (RR
B UA R GEEY R B ICF#ESNIERAAREDR, KEOHIE T TIXED L 5 b
NWDRREMENH DD OVWTHRE L, ZORER., FHEY A FEKUIEEY X SO
KREORMEZBES 2 &, KETITHEYEE (FRZ OTC #) & L THRbiLd AraetkEn & -
Tmo — ., EFELIZEZEY L2WGEAIZIESICYESN, Fofh Tty Aoy ) —8 7
UA MELTHEbLNDAREMERE V., L LBEERBL TNWAXA XY —H
VA MR OZDOR G EETMDZEIXTES, XA X ) —HTF U X MNIiEY
T DHONENE EMEZHRT T 52D LW ERNRB SN, 070, KETED
i?uﬁbﬂé@ﬁ%ﬂé X, EBEG, AA =X —HT Y A b =T MY
BT 23 ESERMBY A FEBFE LT, H50 5 HHND TEICTHRDLEN
bdEEZLNT,

BRIEt
WL T [ S A R AR AT 22 A
PIIZERET [T PR S AR BIF ST A 30
WO [ 37 e o A TR T 20 2
Jeb KT ESTER R A AR SRS A
A FFEAH L EMHICHERSND DD 5,
ERRAMICERT 560 LT AOSHRBFGE T, Fond [ R IEK 3

MEFES ) & T/ A5, HAET DY FH W THREFT D720 DBEE
IEER TR RO & BT BRL LT, FESEICE T 5 X2
O EHHI ST WD 3, BIfEY % L 7B A DV TTRE T S 2
JEAEEE 32 b OO FITIRERES & A LxHME LT,
DELBIZEY T HONKBI LI W,
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B. #zF5iE

T4 FEOSHEPIE T, KEEZH
R BBIN LT,
KERMERSLF (FDA) 72 EDOAR
IO ARG 25 EIC, EEML &AM

Fo. BIEX I3 ICREE L 72 k0 22 ekl
I, A RTAVFEIZOWNTIHEL, B
ghE iz, TOE, BZAED THEHL
A& U CTHER SN ARE (M
B VAN (FEYZ M) LY Ftiﬁéuu
HIZNEERN R A FEIE O LR WER Y =3R4
ﬂmbﬁwmﬁﬁﬁ(ﬁﬁﬂ))xb
GEEY A M) | IR SNy RE
%iz\%ngﬁﬁﬁ@%ﬁ@%&f
EO XS IZWbi b WREMEN & 2 D) &
WO B TR 21T 2 72,

ZEIZLTEERERY =7 A b
T, RRICELDTRT &I LK,

C. ERRROELR
BHX3ITHE B L TKIEOHE O FkE
HaP IR LT HBEOHEY X kM
OFFEY A MIBEET L HD L LT ESE
W EIND O T THEYE YTt
=34 (botanical drugs) |, &b Tl [ %A
=y =% 77U XAt
supplement) | & OV DRy O DI LA A =
2V — %5y
'GRAS #'& (Generally recognized as safe)
DOFIEND DH, S HIT, EH L RO
FITRIR 4T 5 b0 & LT IHHEF
Medicine) | 23% %,
TNODERLEHEZTHEL KOEY
ML E LD, ERICOWVWTL, TED

( dietary

(New dietary ingredient) | .

( Complementary and Alternative

PURXOEREZLL TV D,
1. EXfH (Drug) L && (Food) DEZE
22T

KETIE, EHE A & & b IKER
=H 5 R (FDA) 23FT% L., Federal Food,
Drug, and Cosmetic Act (FD&C Act)D %
L ROBYERSNTND

<EFE>
21 U.S. Code § 321(g) -Definitions;

generally

gy (Drug) /% :

(A) AFEKEHER G AEKEAR A AN
HFRG XIFAEERREELE, HD
WIEZEN S DBMICRDOND H D ;

(B) t b XIIM OB D FIE OB, iR
B (cure) ., FEFN, ALE
L0ETPRIICENT LA AME L
Lo

(C) & b XITH DB D & O E 1T
BRI ELE2 D5 2BEM LI O

(R zbr<) ;

(D) EfoA), B)XIXOIHESILD
DORERERE LTHEMNT L2 L2 EX
L7 b ®, sections 343@)(1(B) &k O
343(r)(3), X% sections 343(r)(1)(B) & O}
343()(B)D) D xt G T H Y |
343(r) D EZHE - TEIE (claim) 4T
WOHLEMXIIH A=Y =TS Y A |
X, 7 UL U ERICE D EENREG TN T
WD EW D T OB TR TIER W,
sections 343(r)(6) (29 o TEFE MDA fiR
DR WELH (statement) 23 3T

(treatment). &

sections
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LEM, XA TZ Y —5y, XEF A =X
U—H7 VA M TV TIFRICE
DREREENTND E VI EITOHEH
T, LIS T 5 ERML TIE R,

) section 343 1L, MM Z M < &M
(misbranded food) (ZBI3 5L T,
section 343 1L 5HE H & fHE TR R =

IZOWNWTRENTWD,

#r# (New drug) |7 :

(1) =DM, EFM DL RN L FRNE
Ze WM D 7o OB ERY AR B &R R &
AT EMNZOHNWE T, 2D TN
b (A SCE) ICHeER, HERE, SUIRES
NI RETOMERBNLEN OB TH D
LIRS TR WnWh b D [E
o Z & CRr o AEFRES, T

BoBW R ER 2 & 0EEE ZER <),

7272 L, 1938 4 6 H 25 HLLRID W)
LR TH-TH, 1906 46 H 30 Hik
EORMERMEOMHAZ 2T 4Ry
b DT S EHGEFEICOW TR LR
ANBRENTVELDIZHOWTIT, ZD &
BB SN TV ARWVWERLTH- TH
B3] LixARSVbEDET 5, ; X
(=

(2) DR, I CEIT RS NS
T C O O M & B M A g
LD EDORETIZ, TOX I
(BENSHEHTHD L) ks nizd
DO, MMOFFETIX, ZOFRMETEEL
SNDRBESOIHMIC O W THEH S
Tl NNV LPLERMLOZ & (B
BB ERLS, UL OEMY =

$iih & & Lo R 2 R <) o

&y (Food) /3 :
D s XFfho@h ol - BB D 7=
WIZEH SN D8
QF 2—A 2 Hh;
BN D MOERERITMHM S D M
EERT D,

2. EXBIIHEINDHD
W/ RIS (Botanical drugs)
KE O = HE I I HE W 1 B 3R
i (Botanical drugs) & FEIEIL D & DD H
5 (E: AARGEORZFTHDL L, HE
W) & TR PEESES ) DWW I H E
bhTWwa Lo T, Z 2Tt L7,
7L, Lo TIIEmEE L L),
W FRIL. MEEE, BOE, EARREE,
FOZNGDMABEDEEEGH, B O
BOZW, 165, R, WEST T2 R
B S 28 Th 5, -EIT, ]I
(B ) R, 7Ly b, TR
T U v JFET, EAAR &L L TR
AECH D, 1272 L, FTRliEEEnene
INTND
g ST OEAL (B B BRI
) . KOVITIW % & Lo, 7o
72U, T3 D DR 70 i W i B
(] A FEFE, 7 —a2 LT = —
K ES) DB Th 250135 <,
H—0hrKExAET 5 EKTEIR
TR 2 ST AERE S RS DA
B (1 f#x DNA #4if Xix 7 v —
YHEARZ L D),
g TLRO BN E—75F (B fL
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EWE., T eX V) OF
PEZR BT, BREE LTRSS
Waas, BERE. ME. Y.
XXMt OFRAEW I X D R T A E
S5 i,

KRB ROWE (B : 327 ) ZFE)L)
XTI B S E (B Y
~ A EHEY NS AR ENTo= A b
nry) ThY, mEICKEINTY

.,

T I & — By 72 EH G & A C < BRGE
THITIE HFEE OREERZ S LI L
FDA @ Center for Drug Evaluation and
Research (CDER)IC KL 2 34l & | [ 3E 5
L COFRAZ2IT DB N b 5, Y IRIL
OTC ¥ & LTHRIEESN TN DHENEZ N
L THD, WFETIFV R T F
Veregen®, 7 17 7 = L A —)L : Mytesi™’
H5,

3. BEBICHAEIND LD

BHOBMEACEHEEN TR EOEEY
A NEFEEY AR EREKRT D AREND
b0 L LTI, —ELDIEN, ¥ A=
ZY—=HFY X MNREMICRIMEND
o (Y, &er, GRAS WE)
Wb, TNOOMELLITIZE & DT,

31. ¥4 =%V —H%FVU 2} (Dietary
supplement)
KETIIBEORFLMTT D2RME
LT, FD&C Act 2T DSHEA (Dietary
Supplement Health and Education Act
of 1994) O b & XA =X Y —HTF U R
> b (Dietary supplement) | 23K Dif v

FEFRINTND

SA T LY =BT X T
BHEOMEELHNET IR T KOT A
x % U —pksr (dietar
Z1OULEERT LD
Aerr;

BIxT;
CN—T7 X IZZ D OFEY) |

D)7 2 /., (BE)REREAENS TS 2
ETHEFEMTETLIHATE F3EHT
HEATHEY —E ; kY
EFE(A),(B),(C),D),(E) D fidn ., .
HEREC Sy . I X2 6 oA

ingredient : DI

A xTHEY—HT7Y A M, B
M+ 2EMGICmz T 44 =x ) —%F
U A MK L7z DSHEA D%/
Hanzs, #A4 =2 —H7U 2 hoil
R L RTEER 1T, — B R & R
2, BHAICEIZ2VHOREALTND
(adulterated) #fh, & L CiFEROMH
BEZBRMIED L) R ARERERE L
(misbranding) 8 % l7e L CiT7z 672
WEEDHBN TS, - THEEHRIX, A
SR L XD ELTWD R DRk
& FRIRIT VDS B E L O B A 7
LRGN MR T OEN DD, XA
= HZ Y —H7 Y X FORGEIZIE FDA IZ
L DRBANIL T2 VA, IRFEH 30 H LN
\Z FDA ~D Ak b Tngd, &6
BRI A = Z V=T U A R T
bOLEEYR LTI B2,
ALY =BT YR NOREMED
MEARITEICRR LMY FELZOEETH
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V. FDA [ZEHRE D & 9 7% 2R
T2 TRV b 0 IZELH Lo BGiE &
LTTFREzEhL T\,

1) ‘Ao — A2 5@ T3 5

2) AT HYV—=HT VA FOREHR
% (i@Fr : DS CGMP rule) (2% %
HH % &S CHRUG o GEE B4 23
95 (21 CFR part 111 ; 21 CFR part
117, subpart B)

3) FEABIEHERATFRORERY
ik L CEEBOHE &R 72 ks &
AIRBICZ T 5

4) M SN D RS R R 2 LT S

EFED B 4) 12OV Tk, FDA 134 A
THY)—=HT YA NMEHLTEVY
DELTKREDH T TND,

a) T CICARMIE DN KEO TS
(ZAFAE L TV D oo/ RE 2 AL B9 28
17z <fE S

b) 1994 4 10 A 15 H XY H Al DI &
LTCOMERERD DS O ZfE S

c) 19944 10 A 15 A XY bAflc DI &
L COEHER RN A A =2
—h%%) (new dietary ingredient: NDI)
e o)

d — Wit RO LD

( generally recognized as
GRAS) WHE %1k >

safe:

3-2. FHFA =%V —p4 (New dietary
ingredient)

FDA 34 A =X ) —H% 7 U A bDOL
EPEHEIRIZ B W T RTE TR 72 K 9 12K
FEELEL L0 B S D MBSO Oy &

HELTWD, ZAUCEES 2 DOAFED
b & clliZ¥T 5 THHI A2 —ksy
(New dietary ingredient: NDI) | @il £
T b, NDIE, 21 U.S.C. Sec. 350b IZ
BWT, IDSHEA 23EfT S iz 1994 4
10 H 15 H XY HENKEANTDI & LT
IRFE STV o el EM B & &
# I DI 2 EFTLRIIKIED 75 HAllE
TIZ FDA ~OEMNALETH S, b Ll
w7 < k7 S N7 A 121X adulterated
ERpSERERD, 2721, 1994 4
10 A 15 HURHZHX A =& U —H% 7V X
YRELTHRENTWEZEDIDOARXY X
MIFELRWE®, NDI 125543 50
TG - IRGEEF D E S LR T
X722 59, NDI TRWIZ L ZFEH T 512
X, 1994 410 A 15 H X V@O DI & L
TOMEMH - IRFERE, S HICYRRTE ST
We b Dl DR —MEEZ EMEIZRT Z N
TEHMRMWE CETR A LR TNIE R D
R, L Ly b KETTTY Tk NDI
O T IR AT AN A IS B S IR X T
WD EWIEENRH Y, D7) FDA I
RO EZ B E LT 2022 4 5 A
WZVBRERTIE S 2 DN FEEDREITON
IRATEE 242 TE 5 L 210 T 2 8ITH
BICEAT A X AR EREL TS,

3-3. GRAS & (Generally recognized
as safe)

AT HY =7 Y A ML AR
MboE LT, BiAEHD e IZYTD
GRAS —fic e L@BO LD | WE
»é& %, GRAS #)'E (21CFR 170-186) I%,
1958 R AR B4 D IEHROSUE

-47 -



LEBIZERSNTZ,GRAS L LTHEES
N5iE, B LUEASRECBSNT, O
B P FEICL > TLEETHLERDD
ho8%a, @ 1958 4 1 H 1 ALIEIICA
SRS S TE R BRAE U
TRETHDEBRDOLNDEGEITHEY L
RIFERBRW, 2L ZETHD L
D HAL DI B R 22 I & AR R A+
ITVCHE AT BRI & B RMRIC D B
SE LS RMEINY OFE B L [F %
DOFFRIRAMA KD B 5, GRAS MEIC
XL RD HLD X 5 72 IRFER]
DFBFNIHLEZ2 0,

GRAS O Ffi 13,1958 /76 FDA 73
GRAS (24T 2 O 0% 7kl LU CRERES
5 EWH X (GRAS Affirmation) TIT
STWe, £D%, 1997 4 A 17 HIZ
BflEE LT, FEFHHDLN) GRAS Th
5HZ & AR L C FDA (@& L, FDA 23
TNEFMT D LS A (GRAS
notification) 23 A S 4L, A SN AE
\Z FDA BNEFRZ B LI ThRITIX,
GRAS % ' L L T GRAS Notice
Inventory [ZUNH S D Z & L7 o7,

4. FBMAREER (Complementary and
Alternative Medicine)

KETIE, EROEREITRRD, &F
S E RN WA 2 G el e UR IR
# ( Complementary and Alternative
Medicine: CAM) OFIHDEAL TV D, i
KOEREENHT 200 THiEEWR ], 1€
ROERICRD D00 UERER] & Sh
TWb,

CAM JIEIZIE. FRLO K 9 kel

TAV—NHD
AWTFHIE B2 IR T,
T4 - B kR ORI FrE O R
LRE
TRVEX IR LA R F oy TIRE
BRYE, Rk vy h—v A e
T T4y, VTV YaY—
HARER IR, N F T 1 — Ky
7 IR, I, K%, £ A—,
BlEM: (Fihe L)

HRERE S AT A (B D AP HUIR DR
HEYERE) © 7 — 2 =& G
hEE, FF 2oy —3K
CAM FRIEITIE, EF AL ALBE AL, B2
HOLNTEMLIIEET 206 BHHY
W20 U C FD&C Act I ARAg A F¥EE
(Public Health Service Act) 723 H S i

%, BEFRLD B TEMTRIHE] L FEER

L7 AV —IZiX, Y. Bl kosht

W, e2 Iy, IxT BiEE, 7

fe, o RIE, TR AT 4 T AT

RN FT 4 7 A ERE, EREMER MR

ENREENTEHY, EHEML, L&, &

XiFFA =2 Y=Y FY A L LTD

EHHAEH S5,

5. R K OB DRBEIZOVT
5-1. B
KETIE, 1938 470 b BLfE £ TIZRR AT
ENTEENOMBERRBRTCELT —X
~X—Z [Drugs@FDA| A S TEY
Apple & Android O 7 7'V & R Tz
fftxhTWD, 207 —FX—R|TiF, WL
IO FEIE, %IEFE, 2 < OB EY
A WO OTC FD eI 3K & %I
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B o EHmAINE STV D

ZDfth, OTC %O)ﬁ%ﬁﬁk TOYUARMY
NN TS, ZELELS, ZO%DORE
FERIIFAHTHL Z L ICEEDRLET
H5,

F 2. EEYXEEM (National
Library of Medicine) 23 #&ft L T\ %
MedlinePlus T/—7 K7 U 2> |k
BT 5T —FR_XR—2E AL TEY. %
ZTOTCH L LTRAISNTWEHN—T
WZOWTIZ ZDOENHEE L bR
TWTEEILR D,

» RBALEECHETL T -
%‘:

https://www.fda.gov/drugs/development-

approval-process-drugs/drug-approvals-

and-databases

» Drugs@FDA: FDA-Approved Drugs

https://www.accessdata.fda.gov/scripts/c

der/daf/index.cfm

»  OTC FEDOBEF#HY A b
(7272 Ldn
03/06/2015)

: Content current as of

https://www.fda.gov/about-fda/center-

drug-evaluation-and-research-

cder/over-counter-otc-related-federal-

register-notices-ingredient-references-

and-other-regulatory

¢ Listing of OTC Active Ingredients
(updated 4/9/2010)
Sorted Alphabetically by
Ingredient (PDF)

https://www.fda.gov/media/757
50/download

Sorted Alphabetically by
Monograph/Category (PDF)
https://www.fda.gov/media/757
58/download

OTC Active Ingredients (Excel)
https://www.fda.gov/media/783
28/download

» National Library of Medicine,
MedlinePlus
Herbs and Supplements
https://medlineplus.gov/druginfo/herb All.
html#S
(B S h TV D /=T OHIZIE, ik o
CAM #iEOIIZHEST L 7= NIH © NCCIH
DAL TN N—T MM D7 7 7 b
VI =AND IR RTHRSBDh
H5)

5-2. XA =&V —%F Y A FKRNDI
KETIE, ENAAAASEET (NTH) 2384
ATZY =V TV A DT &R
TE LT —F_N—= ALK sy - ik
BT 777 hy—bEABRL, £
FDA 73 1995 4F 7> & BLfE £ ¢ NDI il 40
ZWNE L2V A MEABRLTWD,
KETHESNTWAE A =X Y —
TV A RNEFAZH Y —Sy & MR
WCHELZZVRETED VA MR =7
P A MIR<, TRLCHERT D Z L3 AlRE
BRHDIE—HIZTERNWI LITEET A
X ThHDH, o T, KEMHITIE, TS
ZNBR AL TR WL R0 R ) O A TE 3 AR
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https://www.fda.gov/drugs/development-approval-process-drugs/drug-approvals-and-databases
https://www.fda.gov/drugs/development-approval-process-drugs/drug-approvals-and-databases
https://www.fda.gov/drugs/development-approval-process-drugs/drug-approvals-and-databases
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/media/75750/download
https://www.fda.gov/media/75750/download
https://www.fda.gov/media/75758/download
https://www.fda.gov/media/75758/download
https://www.fda.gov/media/78328/download
https://www.fda.gov/media/78328/download
https://medlineplus.gov/druginfo/herb_All.html#S
https://medlineplus.gov/druginfo/herb_All.html#S

ESINDZLZ2AMLTEILERD D,

» Dietary Supplement Label Database
(DSLD)
https://dsld.od.nih.gov/

KE NIH 23 EE L TWDH T —H_X— X,
KETHREINTNDAXAZ Y —H
U AL MUEGOBL 1R T RN EL S
NTWos, 2023 4 2 A 16 HE R T,
156,957 O 7 ~ /L Z f# 5% Al 6E, [Products

[Brands] lIngredients| & ALE 1UIZHR 3R
TX 5 IC/ > T 5, On Market &

Off Market ®EE&EHH & 5,

»  Dietary Supplement Fact Sheets
https://ods.od.nih.gov/factsheets/list-all/

NIH @® ODS ( Office of Dietary
Supplements) 23 iEE L T\ 5, fREM2R
AT —=H T YA hORGeH &
WET27 727 For— 2L TV 5,
777 b= MIHBRE AT & ERIEE
BTN E D,

»  Dictionary of Dietary Supplement Terms

https://ods.od.nih.gov/HealthInformatio

n/dictionary.aspx
AT Y —HFY x> ko AGE
£, MED A,

)

» NDI fiflgaims v A b

https://www.fda.gov/Food/DietarySuppl

yue—RT5Z2LEHTEDH, 202342 A
9 HWf AT 1167 4, NDI @& 1T - 7= F
¥(FIZMT - FDAORIZELHECTE S

(—EROF 1 FNFEH S 7z NDI A
Ke5#E 7V v+ D)

5-3. GRAS ¥'g

GRAS WEIZTF# D 3 2DV A T —
B RX—ATHERTHZENTESH, 72720,
— IR ETH D ERD HILD (GRAS)
ECOWMEEFNET D Z LIEBENTIE
RNWE LT R, avay, B, N—F%
TR L — TNEIVEET NI T LD X
D IR R IR B S AT IZ DN T, D E
M- iz TofEHIX GRAS Thd L
HEF STV D,

v

21 CFR 182 - Substances GRAS in food
https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-B/part-182
ARSRIEIZ T, W IERGE R E (GMP) (21
W .GRAS A TR ENTHETHEMN S
Bl —RMWICLRETH L RO LN
TEMERTREINTWD, BlZIE, A1 A
. BREE. BHROENLOBITWHE.
B-OHEHH, RER R EDINES TV D,

» 21 CFR 184 - Substances Affirmed as
GRAS in Food
https://www.ecfr.gov/current/title-

21/chapter-I/subchapter-B/part-184

ements/NewDietarylngredientsNotifica
tionProcess/ucmb534510.htm

1995 2L EUEE T NDI % %
BT, ERETZIELT A NLTHE Y

FDAIZ XY GRAS TH % Z & et
MIZWE WE T & TR SO B B e
WD BTN D,
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https://dsld.od.nih.gov/
https://ods.od.nih.gov/factsheets/list-all/
https://ods.od.nih.gov/HealthInformation/dictionary.aspx
https://ods.od.nih.gov/HealthInformation/dictionary.aspx
https://www.fda.gov/Food/DietarySupplements/NewDietaryIngredientsNotificationProcess/ucm534510.htm
https://www.fda.gov/Food/DietarySupplements/NewDietaryIngredientsNotificationProcess/ucm534510.htm
https://www.fda.gov/Food/DietarySupplements/NewDietaryIngredientsNotificationProcess/ucm534510.htm
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-182
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-182
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-184
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-184

»  GRAS Notice Inventory
https://www.cfsanappsexternal.fda.gov/
scripts/fdec/?set=GRASNotices

B & 72 0 . FDA 23] GRAS i
% 2T HL o 72 1998 LI R ICFE HH S 47
GRAS BHI O Z AL TV D, —FR
BT ELT A NTHE Y yr— T 5
Z L b A[AE, 2023 4F 1 H 30 HIFAR T 1077
ERZESN TS, FDA 23R[AIE D@
MbH SN TR T TICERELZLD
WZOWTIEHZEEZME T 5,

5-4. Z DOt
1) CAM jEi:
»  Herbs at a Glance

https://www.nccih.nih.gov/health/herbsa

taglance

NIH o [E e ettt o 2 —

(National Center for complementary
and Integrative Health: NCCIH) 7%=
LTWb, FFED N—TMEWIZ DN T,
— A FHEAERORRIL, EER T BRSO
L KD FELWERIEZR & oA Z
BT 2R R 777 by — =X,

2) ‘MY
» 21CFR 172 Food Additives Permitted for
Direct Addition to Food for Human

Consumption
https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-B/part-172

b FOMEIRT 5 BAICEERNT 5 Z
EDRRD BN TV DRI

» 21CFR 173 Secondary Direct Food

Additives Permitted in Food for Human

Consumption
https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-B/part-173
BAOMIEEZR I 5 2 & 2350
DHILTW DRI (F] & nER)

» 21CFR 180 Food Additives permitted in
food or in contact with food on an interim
basis pending additional study

https://www.ecfr.gov/current/title-

21/chapter-I/subchapter-B/part-180
RPN RER TR WD’
uuﬁbﬂ%%’ﬁuu&*ﬁ?&# TL L TCOERN
HERNZFE D B TR Y B ORERH
LWWETRIZ K o TRRATAN ALIE & 5 AT RE
PR Db D,

3) AHEk
» 21CFR 74 Listing of Color Additives
Subject to Certification
https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-A/part-74
RAEDXI R L 7R D8 Gk X b

» 21CFR 82 Listing of Certified
Provisionally  Listed Colors and
Specifications

https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-A/part-82

RIESNE EMICBR RSN A AR &
Hitko U 2 b

4) WIMEEIEME
» 21CFR 189 Substances prohibited from
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https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices
https://www.nccih.nih.gov/health/herbsataglance
https://www.nccih.nih.gov/health/herbsataglance
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-172
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-172
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-173
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-173
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-180
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-180
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-82
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-82

use in human food
https://www.ecfr.gov/current/title-

21/chapter-I/subchapter-B/part-189

D. #Em
EREOFEY A FROIFEY X I
ROk S AT R ARE A K E o i EE o FkE
HICETEDO LD ETDH L HBIZIE LT
RIS I B MICZY T D EEZDBILD,
PRI OIRHESC T B 7 & OBhEEh 4 3w\
ERAHHNTONIZERLETHY . EI
OTC % (FrichEm3E) & LTHbir T
L AEEMED S m VY, TN LIAMT DWW TIE, B
ZHL BMICTESNS, Z L TRMHDOF
THH A HZ Y =BT 2 FELTH
bR HAREENE W EHEHI S D8, A
THEY—HF Y A MY T D DN
D% IEREZRINT 5 0138 Ly, = OB
L, XA =&Y —H%7 Y X MNIRnR (3-
13, 3-2HH) OBYVFEHLTRVWHEON
HEISNLTEBY, TAb05EH GRAS )
BIZHOWTIE 53 TR LIEESESR
Inventory THEFRT 5 Z LN TX 503, DI
ELTHEHEINTWDONENE EMEIC
HDHZENTERVNDLTHD, 1995 4F
LIRED NDI 22\ ik 5-2 TH TR L7z
THRATEE Y A N CHER TE 508, £ LL
A DI & L COfE HEZ 5 5 O3 FRpIZ 8
LW, KETHREBELTWSH A =X ) —
AU S N
HOVBZFIZTEHN, 2 TORY @Wﬁ%
HEIZEIT WD 00, iRz
FEE O SNFEE L TV DD 5EAITIY
HEINTND EEBE I W, ZRLSMC
—EMELTHEHAINL TS BDIZD

T AT SN A

WU R E OBl EIC B EN
7o K5I MIE & FERICIEIRIE R ATRE T H
A9, TS, KETED L S ITHb
NDDOMNEDITIE, AREED 5 IHIC
FL oz, BN XML —HTY
AV M NN=TMEY D & FE S FE R
A RERELT, HOWWHHFENL T
BIZHRDOMERN DD LB LT,
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-189
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-189

<BEEE >
1. B (Drug) &&M (Food) DERITOWVT
» Drugs CEREHYA )
https://www.fda.gov/drugs
a2 7 REGNTEY | OFESCEERE# A WO HFER E 251 b,

»  Search Databases

https://www.fda.gov/industry/fda-basics-industry/search-databases
FDA ORIl % (E3G, SR L) BT 5. SESERBREIA b~ 74
> EFE (FD&C Act)
Title 21 - FOOD AND DRUGS
CHAPTER 9 - FEDERAL FOOD, DRUG, AND COSMETIC ACT
SUBCHAPTER II - DEFINITIONS
Sec. 321 - Definitions; generally
https://www.govinfo.gov/app/details/USCODE-2021-title2 /USCODE-2021-title2 1-chap9-subchapll-

sec321/context

2. ERMIHBEINGHD
W EHHEEZKS (Botanical drugs)
»  What is a Botanical Drug?

https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/what-botanical-drug

»  Botanical Drug Development Guidance for Industry (2016)
https://www.fda.gov/media/93113/download

3. BEIAHEINDHD

31. ¥4 Y —%7FY 2 (Dietary supplement)
3-2. WL A =&V —pksr (New dietary ingredient)
»  Dietary Supplements
https://www.fda.gov/food/dietary-supplements

»  Information for Industry on Dietary Supplements

https://www.fda.gov/food/dietary-supplements/information-industry-dietary-supplements

3-3. GRAS % (Generally recognized as safe)
»  Generally Recognized as Safe (GRAS)

https://www.fda.gov/food/food-ingredients-packaging/generally-recognized-safe-gras

4. fEAREER (Complementary and Alternative Medicine)
» Draft Guidance for Industry on Complementary and Alternative Medicine Products and their
Regulation by the Food and Drug Administration, FEBRUARY 2007

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/complementary-and-

alternative-medicine-products-and-their-regulation-food-and-drug-administration
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https://www.fda.gov/drugs
https://www.fda.gov/industry/fda-basics-industry/search-databases
https://www.govinfo.gov/app/details/USCODE-2021-title21/USCODE-2021-title21-chap9-subchapII-sec321/context
https://www.govinfo.gov/app/details/USCODE-2021-title21/USCODE-2021-title21-chap9-subchapII-sec321/context
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/what-botanical-drug
https://www.fda.gov/media/93113/download
https://www.fda.gov/food/dietary-supplements
https://www.fda.gov/food/dietary-supplements/information-industry-dietary-supplements
https://www.fda.gov/food/food-ingredients-packaging/generally-recognized-safe-gras
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/complementary-and-alternative-medicine-products-and-their-regulation-food-and-drug-administration
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/complementary-and-alternative-medicine-products-and-their-regulation-food-and-drug-administration

»  NIH OE A5 A%k > % — (National Center for complementary and Integrative Health:
NCCIH)
https://www.nccih.nih.gov/
RS e B PRUBR A 28 U T, fliTER - IRE R @BE O KR . AaitE, et KO
e & IR DOUEICB I 2B O T D 2 & & flid & LIcHE,

5. BB OEFEDOBBEITOWNT
5-1. EZK5H
> R LEERRIC T 57— s N2

https://www.fda.gov/drugs/development-approval-process-drugs/drug-approvals-and-

databases
»  Drugs@FDA: FDA-Approved Drugs

https://[www.accessdata.fda.gov/scripts/cder/daf/index.cfm

»  Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https!//www.accessdata.fda.gov/scripts/cder/ob/index.cfm
> OTC EOBE#EFHY 1 k

(7272 L\ : Content current as of 03/06/2015)

https://lwww.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-

related-federal-register-notices-ingredient-references-and-other-regulatory
+ Listing of OTC Active Ingredients (updated 4/9/2010)
Sorted Alphabetically by Ingredient (PDF)
https//www.fda.gov/media/75750/download
Sorted Alphabetically by Monograph/Category (PDF)
https//www.fda.gov/media/75758/download
OTC Active Ingredients (Excel)
https//www.fda.gov/media/78328/download
» National Library of Medicine, MedlinePlus

Herbs and Supplements
https://medlineplus.gov/druginfo/herb_All.htmI#S

5-2. ¥4 T ZY—%FY X FKRUNDI
»  Dietary Supplement Label Database (DSLD)
https://dsld.od.nih.gov/

KE NIH 2R LTS T —2_X—Z, KETHREZEESNTWAX A =Z Y —HT7 Y A Ml
iDL+ 07 ~UERPIER STV %, 2023 452 H 16 HEFA T, 156,957 O 7 ~IL &R Al
B, [Products] [Brands| lIngredients| ZiLEAIUTHER TE HHEEIC/ > TW5, On Market
& Off Market Oitd# b H 5,

»  Dietary Supplement Fact Sheets
https://ods.od.nih.gov/factsheets/list-all/

»  Dictionary of Dietary Supplement Terms
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https://www.fda.gov/drugs/development-approval-process-drugs/drug-approvals-and-databases
https://www.fda.gov/drugs/development-approval-process-drugs/drug-approvals-and-databases
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/over-counter-otc-related-federal-register-notices-ingredient-references-and-other-regulatory
https://www.fda.gov/media/75750/download
https://www.fda.gov/media/75758/download
https://www.fda.gov/media/78328/download
https://medlineplus.gov/druginfo/herb_All.html#S
https://dsld.od.nih.gov/
https://ods.od.nih.gov/factsheets/list-all/

https://ods.od.nih.gov/HealthInformation/dictionary.aspx
» NDI fillxaifi#@% U A b : Submitted 75-Day Premarket Notifications for New Dietary Ingredients

https://www.fda.gov/Food/DietarySupplements/NewDietaryvIngredientsNotificationProcess/u
cmb534510.htm
1995 N HIMAEE TO NDIL dH A2 HETE 5,

5-3. GRAS B

» 21 CFR 182 - Substances GRAS in food
https!//www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-182
» 21 CFR 184 - Substances Affirmed as GRAS in Food
https!//www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-184

»  GRAS Notice Inventory
https!//www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices

FDA 235411 GRAS i@ %1 (GRAS notification) %5z Hito 72 1998 FFELUREIZ 2 1 S 4172 GRAS
HEOFIRZREE L TV 5D,

5-4. Z At
1) CAM ¥k
»  Herbs at a Glance
https!//www.nccih.nih.gov/health/herbsataglance
NIH & NCCIH 23&E L T\ 5, FFEDN—TCHMIZ DN T, — k4. BHFrRaL, B1em
BIEARCERE R, K VFE LWERIEZR EORARER AT MR R 777 b —F U =X,

2) EmEINY
» 21CFR 172 Food Additives Permitted for Direct Addition to Food for Human
Consumption
https://[www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-172

b RMEET 2 AnICIEEIRINT 5 2 L2350 b TV 2 =iy
»  21CFR 173 Secondary Direct Food Additives Permitted in Food for Human Consumption

https!//www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-173
RADOINTIF 72 LI 2 2 L3380 b TW D &amdsiny (B &anisR)
» 21CFR 180 Food Additives permitted in food or in contact with food on an interim basis pending

additional study
https!//www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-180
LRPERBEREME DS RTE R TR W2 O BRI R A E & L C OB ERIZFED
HNTED ., BIMORBRLH LW RIZ L > TRRAIRN AE SN D AR H 5 6 D,

3) EEE
»  21CFR 74 Listing of Color Additives Subject to Certification
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74

-55-


https://ods.od.nih.gov/HealthInformation/dictionary.aspx
https://www.fda.gov/Food/DietarySupplements/NewDietaryIngredientsNotificationProcess/ucm534510.htm
https://www.fda.gov/Food/DietarySupplements/NewDietaryIngredientsNotificationProcess/ucm534510.htm
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-182
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-184
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices
https://www.nccih.nih.gov/health/herbsataglance
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-172
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-173
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-180
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74

BREDKRIG L 72 DA AR A b
»  21CFR 82 Listing of Certified Provisionally Listed Colors and Specifications
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-82
AL S NVE ERNBR SR S T AR L BlFE D U 2 K

4) INEEIEE
»  21CFR 189 Substances prohibited from use in human food
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-189
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Federal Food, Drug, and Cosmetic Act
(FD&C Act)

|

* Qver-the-counter
* Prescription

]

J

[ Botanical drugs ]

|
e A
* Conventional food

* Dietary supplement
Dietary Supplement Health and Education Act 1994
(DSHEA)

* Food additives/ Generally Recognized as Safe (GRAS)

/Color additives

Complementary and Alternative Medicine (CAM)

X 1. KENCET D EIE & B DPEE A
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