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E L, TORRILAEY A quercetin
3-Orutinoside, {t&%) B: quercetin 3-O

arabinopyranoside, bt &#®% C:  (9)-
taxifolin, {t&% D: (+)-taxifolin 3-O
xylopyranoside . bt &%  E: ()-epi-

catechin, {t&% F: epicatechin- (44—
8,2 f—0—T7)-epicatechin-(43—8)-epicatec
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(+)-Taxifolin 3-O-xylopyranoside (Comp. D)

H

X 4

-15 -



OH

HO o

aw

OH

W"’OH
H

(-)-Epicatechin (Comp. E)
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X 5

HO

OH

OH
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CH;

HO

1,2-Erythro-1-(3,4,5-trimethoxyphenyl)-2-(g-D-glucopyranosyloxy)
propan-1,3-diol (Comp. I)
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§'-0-Caffeoylquinic acid methyl ester (Comp. J)

OH

GlcO
CH;
(2R)-O-[3"-Hydroxypropyl)-2'-methoxyphenyl]-3-p-D-
glucopyranosylglycerol (Comp. K)

OH

CH,

4,7 9-Trihydroxy-3,3'-dimethoxy-8-0-4'-neolignan 3'-O-
glycopyranosdie (Comp. L)

0GIc(6'-»1")Rha

2-Phenethyl rutinoside (Comp. M)

B 7

&% H: I:
1,2-erythro-1-(3,4,5-trimethoxyphenyl)-2-
( p-D-glucopyranosyloxy)propan-1,3-diol ., 1k
&% J.  5-O-caffeoylquinic acid methyl
easter, &% K. (2R)-O-[4’-hydroxy-
Ipropyl]-2’-methoxyphenyl]-3-O-4-D-glucopyr

monotropein, L& ¥

anosyl-glycerol, {54 L:4,7,9-trihydroxy-
3,3’-dimethoxy-8-0-4’-neolignan
&% M

3’-0O-gluco

pyranoside 2-phenyl-



ethylrutinoside & 41 6 ORI % RIE L7

(K4, 5. 6. 7).

XA VELLIVEBEONTLT TR A NE
EaT/bEW THE (A~G) 22\ T=
77— EEERBR2{To72, B O
RRENIEE N ORI N TS, BERITHR
FeliiLT10~15EDELEZA L,
B2 DRI N Y B AR DR E & 5 T
o BROTFER NI T =T THY,
AT = U BT LK
R A D JE D EALBRNETTH L5
ZHNTW5D, icaT—r7 v oRd %l
T Ecky, REOEE LN AHE
Bbhsdas—4ridasrh—8 L gL
NH@EZE TSN DT-o, 277 —8
ZIRET LG E OB EBE S HRD
RFRELRDLEEBEZLND,

a gy —BHEEE AL LAY
V==V T aATo T fE R, ¥4~
1-BuOH A% 5375, F A 5R BH &M
ZoR LIc D TR DR EZITV., 4
FHEH A 1T o 72,

NO,

H;CO o o No
< pieb =3
NH
7 &u,
H2-Ac-Fro-Leu-GIy-Leu-NH-&H;-@-AIa-Arg-NHz

Ei =3 No Fluorescence

NO,
Collagenase

H;CO o o
+ NO,
NH
Z ¢
H,
H2-Ac-Pro-Leu GIy-Leu-NH-éH—g—Ara-Arg-NHz

Ex=320 nm Em=405 nm

96-well plate |ZHAIREDS 100uM (2725
L oICHE LY 7R ik (DMSO)

10mM % 50uL M ONBESRVEHR 100ul 200 %

10 PRI HE L= 37°C T10 91 > F =

R—hLE, fFaX—-FLEHKIC
20uM (ZFRHE L 7o BB IR 50ul 2N,
FEE R IRIRINEAL OHOREEL 0 43 & L.
15 43,30 47, 60 53 DHOGHRE 2 ]IE L7z,
a7 F—PHEERT, BEEE 320nm,
HOEH R 405nm OHETREED B LLTF O
TR L,

Inhibition(%)=[1-(30min sample FI-Omin

sample FI/(30min control FI-Omin
control FI)]x100
Comp A B C D
ICso

64.9 | >100 |>100 |>100
(uM)
Comp E F G
ICso

>100 11.8 25.1
(uM)
#1

F1LICRGEEZHOWCEE L=&bEYm o
ICs0 #7797,

D. &%

AWFE TIEX A ~ (Vaccinium wrighti)
DME LV 7 FHR )4 NEERT H{LE
MBS EAFONT, TN HITIIRICEE ]
EHEZZ2Wb o e Ebh b, B2 a3 5
EEZOND VT ANRVEHITE LN DS
Too S BRHMEE LT EtOAc RITEH 77 D
FEEZITOLEND D LD,

7 IR A REMEZAT %5 Compound A
~G DOIBLT IR A FOEAKRTH L
Compound F % T Compound G (Z{F5#L>
a7y —EBHEEEN A LN, T TR
/A ROEAKRTHS Compound F KON
Compound G TIlX — &8 K TdH 5%
Compound G IZxtL T, =& ThH D

217 -



Compound F {Z J Y 5 RUEMEN R S 7,
IR A A R B2 TENED, PRl
B = NI K BBERLEEMEIC LD On

G SURE S Wk g IR

E. WFoE383
1. FwCHFE
7L

2. FRRKE
L

F. N0 PEFE O HIE « B ERIRIL
1. FratEUS

7L

2. EPHRE B

2L

3. ZFofh

2L

G. &3k

(1] ¥IE(EE  BiskiEwsE GEm -

462H BAEMBENTES
AR, T

RIIE)

1975,
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BT BATEHEE R SR R a (EIA - EREEEVE 27 - ABORIT e 38)

Y
ikl

BB TR

7 L=y = ORMIRIZ BT D45

W HE BlH S90  ENLERE G & A NFFE AT AL

WHFEELE

YINV=F=F VY (Vinca major) 1%, BFHN [HLEHEG L L TEHINDBSA
B EMED VRN IZEic Wb =F=F VU (Catharanthus roseus L.) KNt
AV )V=F=F VY (Vinca minor) DITFFETHY, WA TIIV 7Y A MgEE L
THHELTWDEDR, TBREORBIEX Y HITRSZETH L. AFETIE, Yr=F=F
Y IIZOWT, BARBGOIROHEBEN, BEIEWR S PA Lok, FERR T kA
W LC/MS/MS TEEZATVY, ZORER, EHESE T % yohimbine X° vincamine &
HEESNDHMDD, e RO AV V=T =TV LRIBESENDS Z L2 L0
WL, YNA=F=F VY UIFELEERLE LTI ZENEE LN EB I 6T,

Pl 7 VTHEE L TR<MbNDLF=—XI%, 7HXHET B*XF /% (Cinchona
pubescens) HIZROT VIiaA RTHY, T O/ - REZH THEHEHEL & L TR
DRIARE JEAERD U A R ICHE# SN TWD . F=—RIIT7 B F¥F 7 FLUISD Cinchona
JES° Remijia BHEM G FEAT 503, ZNOHORIIRK S THDHZ &, F/=, COVID-19 &
YIED /N T Xy 7 PN F =— 2R & L TR 24D, HRNTFEREE
S Z b, KBTI, ¥=—x%E47 2 Cinchona J& & ' Remijia JEAEY) 8 FEIC
DT, BARSRIEIEN, HEEERELZMAE L. AEORKRER, T X FITRE
B9, MEPREAIIR L CTEHELEEME L THERI ZEDREE LV EE LN,

W7 va o —EO—FETH DT 7 M UFHER juglone & UY plumbagin 13,
LR L TR o Bt mtE e A5 Z M ShTWwd. 77 bx /Ui
BIREAERT DHMIZL < HONTNDZ LD, BEAYoatHEEE2HT5F 7
R/ CFREAR juglone & U plumbagin 0 siREEE E RO BAZE 23 7278, ALBWOREEN
MS IZ XD E &SI L TWRWATRBMEDRIE S 4L, S HRDOIMFDBNETHDL LB X
L.

WoE w3
%A SRS S A AR T AR AF SR T AR SRS
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A. BFREM
GRS P[22 3K S OO TR 72 BE A -

AR, BRERSOSEEZZIT TN
2, Wb b T L— =Nl DR
BIZHOWT PO - i &itEDd T <
ENRHDH. Ko cix, finY A NE
I DRSS AVEL | B L 7= Rl B 5 2o
TEA RGN, BHHEORELT
VY, EIG E UTHIET 5 REDNE IO
TR LTz,

B. #FFHE

SIGREM DOG ARGy, AR, NS
DFAIZ SCHk, AfET— A N—
ANBIEWRINE L=, LC/MS/MS HIEIZIE
ACQUITY UPLC system (Waters £1:), LC-
HR/MS HI7E 21 Q Exactive (Thermo Fisher
1) R L7z, SR o SR T AR
OFWEZICFHEH L72ED TH 5.

Vi, /AH/:E’%)

H

C. IR REUESR
1. YN=F=FITDTNVIaA RERIIC
Bi4 oE

A DR R, T IR ES R )
5, YN=F=F Y UEEEORNT A
nA NEEPFEAT D EHEE ST,
reserpine, strictamine, vincamone 73 & FE#)
FY O E AT DI EW O BB 1347
ERT, RYICYNLV=F=F VY UICERE
NRNDD, EH L TODHE ST
RN OHWREE Lo T2, ZDTD,
SIRITIERR A R & U T AR B RS D
SINTISLELTS &35 2 BT,

2. Y= F=F YR, R—)VT )Vl
2A{ FEE

2-1. LC/MS/MS EBIEDHESL

10 FEOT Vv A RO (ajimaline,
ajimalicine, reserpine, serpentine, vinblastine
sulfate, vincristine sulfate, vindesine sulfate,
vindolin vinpocetine
hydrochloride) % %52, LC/MS/MS % Fu>
reoatriEa Rt L, Sk w7 v
2 A RERDTO DTSRI ENL LT,

yohimbine

2-2. AR DOT VI nA FER
ENREZSELVEBA LY L =F=F V7
DORER T BRI G, 1], 2%, BEZERIL,
LCMSMS 12X W 7 vhaA REEER L.
ZORER, 2B NLEELK S TH D
yohimbine & vincamine & HEE S5 B —2
DR S, 7 ERF 6 A7) 51 ajimaline
i E—ET o v —r RSz, 3 LA
MOEEOME LTRH LR VhaA R
#E, HEPOEAIZED BT 12~40 pg/g T
HY, HHEELTHLIEAYL=F=F Y
I ROT VA NEERIRETH
ST ZEMD, YNV=F=F Y 7IFIHETIT
R HHEEMLE LTIRbND Z ey &
Ezx bl

3. Fo—REAFMEMDT NI vA RS
B+ o

P ORER, EIEILESTdH %D quinine &
quinidine Z PEAET DM, T FT/ F
LIAMZ % Cinchona J& 3 fE & Ciliosemina
pedunculata D3RE SNVTEY, WAL I[FE
OTNVIaA R EEHT D52 Enb
HOEIEM Y X NOEYMELZILRT 52 &
DEFELWEEZ B

4.  T7 X VROBREGITIEOR

-20 -



DIz, EEHERE LTLHIND
LCMS/MS Z W= s ORET 21T > 72
0, FEE RS LTY, 2{béo 7 7
T A MIZETTERARER MS B —7
ELTHRHT A Z idmtbinotz. 22
T, LC-HRMS [T L D& T- & 2 A,
[FARIZ HE# DS —E L 72 WO [M-H] & [M+2H]
D7 T T A s SBHER S, LAY OMEE
25 MS 12 X D E BT L TWR VW ATHE
MEPNRIBSTZ. MS W7 h
VHEDFEREITZL S WEIN TV LD, &
FEEROICIE, SORIBHNMNETH
HEBZH AT

D. f&am

IN=F=F Y U OEERS & ARG
2T Dl & IR A W E s T D
FER, YN=F=F Y IFELEEMLE L
T ZENEELWNEE 2 B,

Cinchona J& &% T" Remijia J&HEY) 8 FEIZRBH3~
HMEORER, T HF¥TF /% (C pubescens)
PAMZH AR Y BT XF /% (C. calisaya), ¥
7/ % (C. officinalis)y, C. robusta &
Ciliosemina pedunculata % % =— 1 PEANEY)
ELTHLERM Y R MIGHT 2 2 &8
EELWEEZ L.

FHEOE\NT T R D %@Fﬁ%
EORBNLEENDD, HEICE
FHC XD ERSITICHE Lﬂ\mﬁfﬁaﬁz’n
HY, MEREERERSIE, S 5R5HE
MULETH DL EZZ L.

E. fEEAMEER
FRlZ72 L

F. W53k

Brlz7e L

G. SHRAEEMED IR » B ERIRDL
RrizZa L

-21 -
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AT BATEHEE R E R e (EIA - RISV 27N - BORIFFE S 2€)

(Fe&) b gees i

BHX U A FOEGHICET D08, 7 L—Y — ORIRIZBIS D 0F5E

WHIEs A I SRl ESZEE SR L e AR SE T
ARE R

BIX Sy U A N OEEFIZEAT DRI DN TIE, TERTOFR A OIFFEIZIHBN T, BinfAE
BB AR D 8 72 5 53 ) BE B SEIRF I FE M S AL T2 48 E O R OB EMFE IRV T, TR
NEERN R AT O LW R D R3S &Il LW AR (R U 2~y GEEY A K)
L0 THEGERELE L THEHSNDIEAOARE (FAME) VRN (HHEY AR ~OBITH

W AR SN B ERET O 209 b, OV XYY (b T HXT), @
ARYITT7Y, @/ FTA MY (BAvay), QeAYLV=F=F Yy, @7 bTRF,
®zav hyAX, @QUrFray NUAFIIONT, KolER, ZeMEFRONEZED
By EOPWNDEREDMENECOWTRE L7z, £ & ORI HONTIE, EHELDK
AT DY —F 77N —7 (BEWG) TiHlma 1T I BROSEGR L Shie. £z, 7
L— = ORHIRICBET 2875 L LT, T rF v Y iz oW iR O @ FERER A L O
B T 24T o 7.

Oy VIO ERRIELTHRE DD -T2 49 (LEWT 32 (LEMHT VAR (FERLE
W) Thoto. EoIZ, EH MG OBMETFEEATHAE LA R, lycopodine 13 EIZE4H (LD50: 27.6
mg/kg (mouse, i.v.)) Th->7-. F£7=, lycopodine K& TN lycoctonine &, A -OGEBE) K70 & D HfX
MRAE AN RSN Q. 2, HIROT o Fo Vo RE 6 JULICOWCHHE LIS, TV
F1aARFED GC-MS & N UHPLC-HRMS S5 Rhb, oy R R ayy 4 AT
L2 TOMART Lycopodine ZEEHEESND T VI RAREDMR IS, 2, X VU H
FER & 2 BRIRDOD 1 AR TRIEEIZ Lycopodine % EHEE SNAHT Ve A RN TSz, 16>
T, YR YU, THLEVAN OB I TbD I HBI AR E R (T Y T 20 & & T 1T
AT HEEZ LN, L EORERE RS, oF /Ui, [FREYAN DL TELEYARNICE
ITTDTEN Y THLEEZ DIV,

QAR TT7VDEHKITE LT, tinocrispol A, tinotufolin F 2D Y7 /L~ 4=, higenamine,
magnoflorine, palmatine, columbamine, jatrorrhizine D7 VIR AR (FEFZLEW) 7oL DA
STV, EBIT, GARG OEMEmEEZ A L7525, higenamine, magnoflorine, palmatine (3
BRI Y ThoTe. 1o T, ARYYTTUNE, THLEVAN DB Z T IZH5 5 BIHF E M7
YT DO EE W ITZS T HEB 26N, o, WA CORMBEUC LD H O WS
bBREL, AR TTUNL, BEEVANNOIELEY AN NIBIT T H2ER R Y THLEE BN
7z

@/ FANT DEA RSy ELT, Celogentin C ZEDBRIRA~TFREERC, Celosin A~L ZEDZ%L DR
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TN ERERRE N RESNTWD. SHIT, AfiY Ot #tE & L RER, 250 LD50
1% 26.1 mg/kg (i.p. mice) THY, BIFEA Y ThHho7z. 16T, /ZAAML, WM BIED, THSEY
AN DZFEZ T DD HmBIFEE E RIS T O 2B W5 T 08E 2 bz, UL ko
ARG RS, 2T A, [FEEVAN NG TESEYANIZBATTDZENE Y THHEB R DI
-
@DeAY NV =F =FVUDE A K5 EL T, vincamine, strictamine, eburnamonine, vincine,
reserpine 72 L EIMAK D EFZ L DT N IuAR (FELZILEY) BDHRESNTWD. IHIZ, &
B OB EZ R A LIS R, 7 v e AREL CHIZEM Y, vincamine, eburnamonine
(vinburnine, vincamone) [3EIFEAH Y, reserpine (F7: 440 Y Th 7. F7=, reserpine [l ERE T
FELENTEEMEL TORRBERERRDHD. o> T, EAVLV=F=F VUL, TELEVANOE
2T\ N BISEAR TE R I S $ D 0 & & e | e N7 AR SR ST S T Do &
BUMNIHEETHEEZLN. UL EOPER RS, eXVV=F =F YR, [FREYARN 2D
[BHLEVANIBATTDZEN R Y ThDHEE 2.

AMAERERELEER, BE WG ITBWTE#HRSL, O XYy (W57 B XF), @
AR TT7Y, @) T4 Y (B4 ar), DAY L=F=F V7%, FR44E2H 25

, TRBEVARN ~ERBATS IV GEAZBERRFE 0225 55175 .

(DA7FWX%®ﬁﬁjﬁ%%‘H%WEMMHCMQHI@Eéﬁ& LT, PUEMEIEE ERy ThD
paclitaxel, &5 (2% D FHFZ IR TH 5 10-deacetylpaclitaxel, 7-epipaclitaxel, 7-epi 10-desacetyl
paclitaxel ZEDZ XYL T N7 BRI TS, DI, EA RS OEMEEEEZRAEL
ToAE R, paclitaxel X733 Y THHo7=. £/, paclitaxel |THUEMEREE SRR EUEN &K OCKETCE
LU TORRBERENDD. - T, NIINIAFK (Pseudotaxus chienii) 13, ny%EUXMO)%
R I\ N FHBIHEAR E R TS T2 0% & e | e O AT AV BESE S ITHR S T D5y
BT ETHEB 2L, o, S OWTIE, FEEVARD AL Th 00, %%EJX
FOERAL TH LML B, £ N ILDEBALIZ DOV TD o R M O WS 1T o 72, AT AR
RERBEER, NIRUAXL, BIE WG (T THR#RSI, TR TBTOEE (B - 2
ITEBE ], DHIZGEED, NIRAFZIT T rav by 2 Ll B S TR Y AN
A, F-MA T Pseudotaxus chienii DSRCHESIVZ (5F1 4 4210 A 24 B, SRR 1024
H25).
©=7 NI AX (Taxus wallichiana LC) D& AR E LT, SUEMESHE S ThD paclitaxel, S
512 10-deacetylpaclitaxel, 10-deacetylcephalomannine, taxol B (cephalomannine) %D %< D44
VI T AR INERAESIVTND. SBIT, BA K ORAMERMEEZTHE LA R, paclitaxel |3 E3E
Y CTho7z. F7o, paclitaxel IZHUEMESIREUEN K OKECTEIEMEL TORRIEENRD
5. P> T, AU NI AK (Taxus wallichiana) 1%, [FEGEV AR | DB 2 125 3BT ERCT I
FEY T DR & oW | R O\ & AVE SR SLCHE S T 0 &2 B e 1 ITR S T75E6B 261
7. E o, ALK OO OBEHIZ LY, EPNim DAL OAZ | & A R A S O LAY D TH
D, AFADLHM (BESE) IZICHEIT D paclitaxel 23 N TWDHIE, T2 OILFHEMIT Taxus
wallichiana var. wallichiana CTHHZERFALNEIRSTND, RHERE RELEEEX, Uy AF
IX, BRI WG (TR W TEmSh, aUhyARIL, HHEVAMNIBINSIL, TOMMA %, v
3y NI AX / Taxus wallichiana,/ Taxus yunnanensis ESHV, SALIE, RRZ 38, Db eSSz (5F0
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44810 H 24 B, SARTRRFE 1024 55 2 75).

Dot ravhy AX (Taxus yunnanensis) D& A k7 &L T, PLEMEREIENK > THD
paclitaxel, &5 taxusin, baccatin 111, 10-deacetyltaxol A, 10-deacetylcephalomannine %% <M
BXA LI T I RUPIRESILTND. EBIT, A ORI EATRA LR R, paclitaxel
LAY Th o7z, £z, paclitaxel IXHUEMIEEHKEUEN &K UK ECEIRMEL TORGEHE
REDRHD. #-TC, Vo ay Ny AX (Taxus yunnanensis) 1%, TFEOEVAN OE 2 FIZHH5E
IR E RIS T D2 Lot ) L OB AV SRS Y T 5 02 G e 11T T
HEEZ BN, F2, UV L ay Ny AKX (Taxus yunnanensis) DR 2, /ML, BE, R L QN2
paclitaxel EDXFH LT N A GEHTLHIENRESNTND. KA RELHEX, U
YAy ARIZAT R AR ELLIT, BFE WG IZBWTHFE#HRSI, AV M AFNHELEY AN
BINEN, VT ray A (Taxus yunnanensis) 1%, € DOMASEZ, U Fay Ny AR/ Taxus
wallichiana,/ Taxus yunnanensis & U TSI, SALIE, B 28, DSz (5Fn 4 4210 H

24 H, AL 1024 552 7).

A WFEERY

ERTOFR 2 DIFFEIZ BT, B4 EYOE
(2R 2 FR B A5y i FE B ST R 2 e S 7= R
A OBEERICB VT, TERLRIEE
HRZIEIE D LRWR Y IS & L e
BOARE UFsE) VAR GEEY A M) X
D IEGERLE LTEH SN D AE (5
MED VAR (EBEY AR ~OBITHHE
BlfEmInzmBEELT By by, A
RYIT T, R T(e BT ) HRT),
AT (BAvay), E AV L=F=F
VY, NI RTAF, ay hyAF, yrfr
ay FYRAXREF O ZORRAE A,
BAEIEEYAMISEHINTWAINLDM A I
DWT, BEHOFEBEH L m MG o & o
L, BIIEDIEEI AL L EY AN DOBITD
ATREMEIZ DWW TR 5720, REETTo72.
T, Yo x YT (BT HRART) ITOWN
T, HRENIZ DV T IB SRR A M OV 5)
WraiTo 7.

B. Wik

B AR (JFAER) D53 BUS D IR
(fe - B 5 k) 12 - C, LR B2
T, ik, BEAEELT —FRXN—AREEBE
L, MEEIToT.

1. ROAE (AR OBLEL Y - B i
K

2. BHEMSEICETLE®R

3. EOAREOEIGGEL O HIEREIZBET
DI

4. GHEMEFEOEEGELTOMAERIZEA
ERANLE

5. BRBRICBTHIE®R

6. MOAREOLZEMICBETHEH

7. BARSYEOREMCET HEH

8. FESMNEICISIT DR KRNI BT D0

C. WroEhER

FAAERERICOWTIE, AR OEE KOS 3
R ROV 4 RO R F IR OEY TH
.

(570 3 G E]

AR FRPEL O3 FEZE AZ B % a4 (1)
Ry
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RO (JFAED Oy HICRE§ % Fi4
(2) ARYYTTY

RO (JFAED D4y HICRE§ % Fi4
(3) /74 b

CFROAE (FAEY D428 BIZ R % A
(4) XY )L=F=FV 1

s TR xR Y UBERICBIT ST L
oA NEOEMESHT

(570 4 RS E]

CROIAE (FAED Oy FZE IR 5 Fid
(1) ~7 h7AX

CROIAE (FAED Oy FZE IR 5 Fid
(2) =2 b A¥

CROIAE (FAED D4y EAZE I 5 Fid
8) vrFray hyAFx

D. &%
O XY INUTZL DT N IRARRE EiLT
BY, oot EEER AL R R,
lycopodine (X B MY Tho7-. £/,
lycopodine [3FE%#, lycoctonine |FiEEN KRG/ 2L
HAR AR R MBI S AL T,
TSR LT SN D pl o AE (5Hf
ED VAN DEZFELT, BEOTRNT L ImA
R B R 7% 2 Ot ER BIHE R E R (2
YD E S Lol (T2 L R b AL CTHL
SNAHEMEFICERLCHHELEZTHEDMER
R, B B REEE IR £HD. Bk O
A 145 (lycopodine) DAMEEH T — 40 n, v
VU, TRBIEIEE RS Y T D%
BLWNTEE T EEALN. WHoT, v
XYL, GHEVANMIBATTHIENEYT
boLFEZ L.
QAR FZTINIEBOT NV IInAR P& E
NWTEY, oo atEEEEZ A LR R,
higenamine, magnoflorine, palmatine @ 3 %57 1%
BIEAE Y ThoTe. TRLERMLEL THEHASD
R AE JFMED VAN DEZTTELT, D

BRNT LA OAR | B2 305 2 O EISE
FRER S T oAt (7720, fidh
FAEETHBISN D BEMEITERL ThEL R
R YE B AR, BN B AR AR &b
%. miik O & F %57 (higenamine, magnoflorine,
palmatine ) DENEFEMET —Z D, ARV TT
DL, T BIEREE E R AR Y T Dy e E e
MNTHEE T HEZ RN, Fo, N TORM
BRI LD E b R E S ThD e
O, AR YT7UN, TFEEVAN D TEHLEY A
MICATT 2ZEM R THDHEZZ BN,

@/ T ANy D AMEEM AT LR R, 2D
LD50 1% 26.1 mg/kg (i.p. mice) THY, BIHIHY
Tholz. HHEHEGLELUTHEHINOROAE
AT BN VAR DFE 2 7 ELT, BEDORNT L
AaAR, R T%E  Z ORISR E Rk
SHR S T2 a2 te (2120, i EE
THElISN 2B EICERL THhEL R
Wtk B R EE, BhTE B R EEL RS LD, Rl
WROBMEFEMET —2 b, /7 ANIIE, EOREWY)
BARD B BB E R TS T o Gt
MNEE T HEZ BN, 65T, /T AN,
IEEVAN NS TESEY AR NIRRT T HI N
HHThHLHEEZ DI,

DX N =F =F I UNIEE DT VI AR
BENTEY, AtEHEEEZHELER, R
e AR ELTHE MY, vincamine ,
eburnamonine (vinburnine, vincamone) (3 & £ +H
% reserpine (X IEHA Y ThoTz. £z,
reserpine (FIMLFFF FFEUENTEIEHELTO
KREREN DD, [HHEHKMEL THEHASNDK
IARE JFRED VAN OF 2 HFELT, 1) #mED
RN Ve AR B R OB
FRER DAY T DRt (T720  &idh
AETHAISND B MFICERL ThExii
T HEYE B AR BV B RFEELERS),
HIT, 2) W AEIEMITH Y T E 5T
W Coh-C, PREEE EOBALEIRLELT
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KT o BRSO MESHD. RO A RS
FORMERET =200, EAYLV=F =FVYTIT,
[HLEVAN DB 2 FIZHD HEIFERRE R
\ZHR S T DR A G e ) KON AT H AU R HE G
= WAV A= AL /N N N b Ve o A oY 4
7. o T, EAYN=F =FVUIE, THEY AL
MOTEBEVANICBATTOZEN R Y ThdHE
Ezoi.

GOI M AX (Pseudotaxus chienii) 1%, e
LC, FUEMEIESG Sy Cho Y T v
~U paclitaxel 233 £AVTIRY, VLA
L7-fE 5, paclitaxel X733 Y ThoT. F
paclitaxel (ZHUEMENEEHEE L CEN K OCKET
EHMELTOKRBERENPHD. [HOEHMEL
THE SN2 AE URAED YA 03B % J5 &

LT, 1) @\HOBRNT LIaAR, FhZ 7%

Z D E B EEAE E RIS T D E B T
(72720, &S AR s THIH S LD i LR K]
LTz s T B R, Bt B R E
FxRQ), SBIT, DA EAVEELITHY TS
% B e T o T, R AR EOBLEND
EHGLELUTRGIT 20BN DMEDD. Tl
WOEH B EDBIEFET — 26, NIy
AFX(L, THESEV AN DB Z T IZHD 5B 3G
TERATVAR S T DR 2 B e | O A
IS TR E BTN YE T 583
bl £z, »~7 MU AF ( Pseudotaxus
chienii) DENLITOWTI, FEEVANDOERNL T
BB, HEHLEVANDTNL CTHOME R -4, %
NENDOIALZ DN T DRGSR F O WA
M7

®=a7 Ny AKX (Taxus wallichiana) VX, 5rELT,
PUEMEIES R ThDZ T o RO T L~
paclitaxel 233 FALTHY, GEEMELH AL
B, paclitaxel T FHEEMH Y ThHho72. £72
paclitaxel [ ZHUEMEFEIKE L CEN LK UKET
EIMELTORRBEREN DD, [REOEHEMEL
T SNDE D AE R ED YA 0F 2 T5&

LT, D)FEEOBNT A IuAR, Ttk 5%
Z O EBIFEFE E RIS T D S T
(72720 B A AEE CTRRISND RS E IR R
L CHEAa TSN B R, Bk A R E
AR, SBIT, D) FHAEEMITHEY TS
5y E B e T C, IR E EOBLEND
EH G E U TR T2 EMER DM EDH S, i
WOEF K FEOBNERFENET —200, avby
AXX, THLEVAN OZEZ FITHDFHEIHEE
ERRTAI S T2 E e O 5 A
VS8 STt e Y5 W e 7 N L R/ e R Ve
.

@2 Fray by AX (Taxus yunnanensis) 1%, %
SELT, GUBMERE Ay ThHDHZ ALY
T /L paclitaxel 238 £ TEHY, atkEMEx
FAT U745 R, paclitaxel 37530 Y THHo7-. £
7= paclitaxel IZHUNENREE R U CTEN K UK E
TEREM (B, LHEEHN) ELTORRBE
b5, TRLEEMLEL T AN AE
(FAMED VAN DF 2 J7ELT, 1) DR WT
NIaAR BEF R0 E EOMEBIEEE
TS T oAt (727121 RS E
ETHBIESNARMEICER L CHELEZT
TP B 85 B B R E S 2 PR, b1,
2) WL AV ESE ST Y T D02 5 T Th
>7C, PrRfdfEE EOBLEDEI S E U TR
HLBEMENRHLIMEDD. IR OEH T EDRA
MR T —20 D, v ravhy AR, T6HS
EUAN D 2 I5\ % T BIFRER T o3 (AR 2
TR H A Lo ) e UM B AU R S T FE Y
TOM BTN E T HEB AL

E. #im

O F Y TNUIZLDT N AIRARPE N T
BYO, Koot Eteil AL o,
lycopodine (X Bl MY Th o7, £/,
lycopodine (FJ&##, lycoctonine (FiEEN G0
AR ER S BIE STV, 16T, o
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YONE, THEBEVAN OB 2 F512H5 1 #BIH
FRERM TS T O BT RS T 58
FHailz U EORER RS, i Vuig,
MFEEYAN NG TELEY AN ITBATT 52 LM
X ThHHEEZ LN QAR Y TT7INITHE
BOTNIRARNPEENTIY, iy DA
% P A L7245 5, higenamine, magnoflorine,
palmatine @ 3 RMLBIFEAA Y ThHhoT-. Fo,
WS COARY YT 7 B EUC L DR S E
BERE SN TS, UL EOFRERE RS, AR
VIT7UN, BEEVAR NI EY AN AT
THIENEY THLEE DN, @/FT AN D
SWERIEAZ A LSRR, 2RO LD50 (3 26.1
mg/kg (ip. mice) THY, BIHFH Y ThH-o7=. LA
FORMERRDD, I TANX, [FREVAN DD
TEOEVAMNIZBATTHIENZ Y THDHEER
bz, WAV )V =F =F Y 7|Z|L vincamine,
strictamine, eburnamonine, vincine, reserpine 72
CEEMEDE GO TNVAInAR (GEHR
{bEW) B EFNTEHEY, AtEEEERAE LI
BTNV IaAAREL TEIEKFEY, vincamine,
eburnamonine (vinburnine, vincamone) |33 fH
Y reserpine (@ IHEHAY ThHoT. £,
reserpine | IMLJERE FHEELENTEIEHELTD

FKRERENDD. 1o T, EAV L =F =F I3,

[OEVAN DB X 2D 5B E R
\ZH Y T DR A G e ) RO A58 AU R 3 5
WY T a2 E WIS T08ERAB
7z

AR EEREX, OV XYy (v
FIRART), QARYITT7Y, @/ FA b
7 (kAT ay), Qe AV L=F=F 2V 7I,
TR 442 25 B, THEBEYAR ~EBITSH
7o CGRRAERGIRIE 0225 H5175).

(® Pseudotaxus chienii D& A K7L T, FLk
PRI R ) Cdh D paclitaxel, SHIZZ D HHk%k
KR C&5 10-deacetylpaclitaxel ZEDHFH Al
TIARUNEENTEY, BAMRD O EELE

AL, paclitaxel |27 FEAHY THho7z. &
72, paclitaxel |THUEEVERERSE L UEIN K OCKE
TEIHEMELTORRBERENRDD. E->T, ~Ih
7 AX ( Pseudotaxus chienii) 1%, [BEHEED AR
DEZ T D 5B R E R ITH S DAk
AT KONV AR SR Y 9B Rk
DEBFULMNTEYTLHEZEZONT. Fo, N7
"7 2% ( Pseudotaxus chienii) DEALIZDWNT
(X, HEEVARDEAL THLHO0M, BHLIEDARD
AL Td M B - 3, £ NE D EBALIT DWNTD
A0 B SE D WA XD o T AT AR %
BEEEX, NTRYAXIL, EIGLOMS REIC
4o —% 77 —7 (B3 WG) 2B\ T
TS, EALEO X TBATOEE B - %
ITELE ], DHMIETEE]), ~NIhTAF I
FrayhyAFLhlin B ELTREX YA
F# S, FMhA T Pseudotaxus chienii H3iC
WS- (BFI44E 10 A 24 B, HAEBDRRSE 1024
2 5).
®=a " A (Taxus wallichiana) D& B GrEL
T, PUEMEL SN THD paclitaxel, SHIZ%
DIERRIRD S LT VRN E TR,
GRS OBRVEREZHA LR, paclitaxel
TR Y Tho7o. £z, paclitaxel [THTEME
AL U EPN M OUKE CEHE L &L TOKGE
FENDDH. o T, 2V MY AFX (Taxus
wallichiana) 1%, |FEHEV AN DB X H ITHD
BEIFEEERTITHY TR EE W &
O AVEIELIT Y T D& BT ]I
MU THEZ LN F, BEHIZIY, BN
LG AZ | & A G FE & ah O AL 2308 T
BHY, AFADLH (FEHE) IZPLET % paclitaxel
WEFENTNDZE, F-F0RKFEMIL Taxus
wallichiana var. wallichiana ToHIENALINE
2o TVD, ARER R ELHEZ, AV T AF
X, EIEGORSAREICET 2T —F 771
—7 (BRI WG IZBWTHF#ESN, Ay AF
1T, EHEVAMIBINEIL, ZOMA %L, v
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Fray v AX S Taxus wallichiana / Taxus
yunnanensis ESAL, LI, B -BE, DA ESH
7Z(BFn 4410 H 24 A, SRR 1024 55 2
7).

DU rFrav sy AX (Taxus yunnanensis) O
AL T, UEMEREREIER S THD
paclitaxel, SHIZE DIHZR DO ZFH T L
NUBEENTEY, &AM O Rl wE Mz
EUTAESR, paclitaxel [E7FHEARY ThoTo. Fiz,
paclitaxel |ZHUEMENEEHE S UEN & OUK[ETREE
EELELTORBERENDD. E-T, vorFra
7 R AKX (Taxus yunnanensis) 1%, TBEHEUAR |
DEZ T D # B G E RIS S T 5/
3% e ) RO R AU IR ST AR 2 3 D pk
DEGTLMITHEETHEEZLN. SHIZ, ¥
Ay AX (Taxus yunnanensis) OREFZ, /)N
B, 3, RE OV paclitaxel ZF D447
DTN EHETAIERRES LTV R
AR RELEER, Vo rayhyAXIE, 2
TR AF LEGIZEEK GO ARG T 5T —
FTTN—T (BRI WO IZB O THF#ESH, =
VAR PESEYAMIBMSH, VT Ay
N7 A (Taxus yunnanensis) 1%, =DM EIZ, ¥
VFrav Ny AX ) Taxus wallichiana / Taxus
yunnanensis &L TSIV, FIALIE, # - BE,

DR ESIZ (BRI 4410 A 24 H, SR RRFE
1024 552 7).

F. WFgE3es
1. FE¥FEER
L
2. FE gk
L

G. FIHI EEMEDD HHRE - B ERtR TL
L
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JRAE T AT B E R F BRI (R - RSV 27 ) - ABORITFE 4 3)

(&) o fadtgeeis i

AEAMENZ I 1T D X I3 il BE I B9 D W5

WHoEoy A BRE et ESZES SR AR TR e D

Ui 3]
TBEORHX ﬂf®%@ﬁ%&@fﬁﬁ?ét@®%%gﬂkbfii“ﬁﬁ
FETIE, BAEO TESEIEL L L TERShOROAE () U AL (FEY 2

R) 1 RO TESREAZhRERN R 2 FEI1E 5 LW R Y l:;%eu%&#uﬂfﬁuoab\ﬁ%\zlig (A48
UZA R GEEY AR ICGRE SRR OARE (CUF, B E32) 28, BU, B4,
F—=ARNZ VT KE, IR =AOHIETTIEED L S IHbiv s gt & 2 D h»
IZOWTHAE Lz, TORER., EELFIEZEOS & EU Tl —T7 R, ﬁ%ﬁ@if%
2 TN VARE A= 8 Z U T CIIMEESES, KETIIEYE (Rl OTC %K) |
VIR TITHREEE, EHE3E, RV U A R E LTINS AR H -T2, 7272
L\ —HEHZITHE CETEHEMN E L TRDIL T D DB EEBNCHERT D20 ENH >

o — . EIREITEEY L2 WA, w¢h®lﬁﬁf%ﬁm DI, L
L HFIZIEEES ERMOHFIZHNGNTHWA LD LB Y, @, &imiEY X Mb
RT = R=ANEHIN T\ RN, 2O X577 L—y—r (B ITAD L
DDOFNZOWTITEMICHIET 50T LW EeE X iz, £ KETIE, #14x
ZY—HT Y AR LTINS ATREMERE o7, L LBE @ L TWD XA
THZ Y=Y T YA MR OEDORFICONTEETEMDZ EIETET, A/
—H T Y A MY T D OGN A EMECHETT 2 DI LW &R STz,
TR NZONTH, BRMOFEE b7 T VA NEFRTHHDORH -T2
N, EDFEMEHZOW T FTRE 2 R EZEFEE ChIITT —F X—ATHRTE 5
HLOD, ZOMDON—TFHLZOWFEICID Z LT AR TH -7,

IS YAE]

AL ENZERS R AT AT R R
A (] 3715 S 5t i e 2RI JE AT 2 A 1 AT
Fb kT ENTERSR AT S A
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A. HFEEH
ERARAICERT 260 L LT
[EH & T/ b5, BBET

FERTEREEO L & RAIIR

EEOL EHFISNTWD R, BN %

JEHELE 45 6 OO HIIRER S & A

DELLIZEET HONXABLIZL VY,
HLITMAIHEHEINL DR H 5,

A BFTE Cik, RS E OB 3 X oy il B

DY Faed TR T 270055 E

BhE LT, #SEICEBIT 2 BEX3ITH

LB A O W TR E T 5 2
EHEHEE LT,

B. Bt 5E

EU, ¥, A=A 7 VU7, KH,
U RN EFRERGITERIR LT,
ZEONSBE O NEGE & 5%12,
G & A D EFR, B ICEE L
TR e Bl I, T A R T A ZHIZDOWN
THEL, MEZE D, TOB,
MEO THELHERME L THEH SN D
SARE (FMED UA R (FEY X))
KON TEHESBIREN R AT S Lz
R0 EES AL &I L 22 W R ARE (B
B UR N GEEY X BN ICRR#ESh
O ARE (LR, MBS T 2) 2k E
Z. ENORFEAEOERO S & TIEE
D EDNTHEDILD ATREVED B D DHr &N
)RR THREZIT 5 72,
SEICLTEER KR OY = 7 A NI,
BRBICE LD TRT I &IT L,

C. MERERVOEL
1. EU
BEREOHEY A FROIEEY X M
BEHOENEEZEZ DD B DL LT B
i ClE T oy— 7 E3E 5 (herbal medicinal
products) , B TITHTHLE G (novel food) |
7 — RH% 7Y Ak (food supplement) , £
Z I v IR T NVEOR(L R (addition of
vitamins and minerals) OlERH > 7=,
AETI, ZNDDOESE & EOME A
R, EFITOWTL, JRXXDEFREZFL L
72 (LLF. 2 TOERIZHOWTIHER),

1-1. EZF (medicinal products) & &%

(food) DEFRITHOWT

EU IZB VT, & MZTHW D EFEM,

(medicinal products) L3 & L T Directive
2001/83/EC & Regulation (EC) No 726/2004
W2 LV HHE STV b, Regulation (BAI)
. EU THE— Lzl hz b o, —J5
Directive (F§47) (%, N E O EEERERIIC
XL CHRE S AL IR NI HE & & S L
TCEMNIERORERZ RO LD TH 5, E
NI DN TIE, ERROMRAN & FEF Ol
HZ < ORET LB LEL . FRE D
T HETDIODHA X ANAFES
NTW5 (EU OERGEHAT A b 25 H),

[EEHE S 1%, Directive 2001/83/EC O

Article 1 [ZBWTRDO LI IZERSNT
B, ZOMMABOF T, N—T Z T E}
L L72 b ORFERNC T~— 7 3K i (herbal
medicinal products) | & L THIE ST
Do

-32-



<EFEZ>

s (medicinal products) & /3 :

a) t MTBITDEWEOEEIL T O
DR ERETOME., H o0
BOMAHPEDEDZ L THD,

b)  FEPRFHY . S0 PR U OER &
T 5 Z LI Lo T, AR
g, EE, IIEMT 5 HBT,
b D WVILEFRZKA1T ) HRYT, &
MIHER I HEEG SN D TREED H
LWHE. B D WVIIWEOMAEDED
ZEThDb,

—J. Bdh (food) 1%, &k} (feed) &
& 41T Regulation (EC) No 178/2002 D %, &
HESNRTWb, ZoMANT EU Ti

[General Food Law (LA R, GFL) | & FEIE
NTEY BN T 2 —BFEA L LT
DZEHEEDTND FFIZESNZT R
7 ORI FRIRRALL EEE OF| O
i (BRSSO =B ORI . &
FEZITL 2 BARE O BUSCEOER A~
DB « LR - FL—F BV T 472
EDFEH. VA7 FHIO T2 D OB R L%
2B (EFSA) DAL, fEfgEH & LTo
BRmMkis s 25 4 (RASFF) ODOIEE,

[ dh ] 1. Regulation (EC) No 178/2002
D Article 2 IZBWTKROEY EFKINT
WD,

<EFH>
ZORAIOBHOTZS ., Bdr (food, X
/2 foodstuff) E/d. NI, FEI7e T,
KIMTTHDZIZhPb LT, B RO
TEINT L. H50IERO0TERT L4

HAICHEEISNOIWE T DO Z EKRT
Do
BAIZIE, EORE GBSO EL O
BECTREMIERIIMZBND  KLED,
L, Fa—A VAR OMENE TN
%, Directive 98/83/EC @ Article 6 |ZE 5%
S TW5DH KL 91T, Directives 80/778/EEC
& 98/83/EC D E:Z&He H Z & 72 { 5
L7=K%EEte,
2L, BRIZUTIEEERR Y
a) ik}
b) b FHEERAE L TCHBICHT DI
SN D D EFRWIZAEX -8
¢ IHERTDHEY)
d) Council Directives 65/65/EEC K O}
92/73/EEC D EFE O N O EHK M
e) Council Directives 76/768/EEC O &
& DO FPHN OALHE N
f)  Council Directives 89/622/EEC ® &
FOFPANOI21E Z RO E Z 8L,
g) 1961 40 BRFEIEI T 2 [EH B — 5540
& 1971 O ARE PRI B 5 [EE# e
#9 D T 25 O PH PN 0 R FE S0 A i
3K
h) W LG E
i) Regulation (EU) 2017/745 OEFHRD
HIPAN T O EFE

1-2. EXMDIRTEAR Fe &

EUIZBWTE M DOEIELIT, BRINRE
FHEsk (EEA) oM¥E (BU M¥EE, 7
A ATV R VeToryvafr, /vy
=—) LWINERS (EC). BRMESK T
(EMA) BT 531y hU—27 Db &
M—ShiflEC > THEl S TED
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< D RGEATR D Fife & DI AULE L dn D
A A TS CTROBEY RIS TWD,
1) s

(centralised procedure)
2) FHHEFERES K

(mutual recognition procedure)
3) A S

(decentralised procedure)
4) FEOFEETICL LK

(national procedure)

1) kg

EU & EEA O&TOMBENZI T DM
xE —FfHETARTLHFRETH D,
Regulation (EC) No 726/2004 @ Annex (70
WS NI EHEITRE S T 5 E S DR
A MET HHEEL T P RFEEST -
THRRHFEE 2 N EH ST (EMA) (212
HLARTE R 20, BB S ICHFEE
Btz b L, EMA ot MAERMNEES

(CHMP) 23 FHARIICEHI L TRIS 2 & &
W (K210 B, TOEIEZ S LIZ EC
PIRFED PR ZRET D, 1T L A EDOHFTH
W, ZOFXDOFRE ZHE 2 TRRBEN
TV, =T, T TITKRB SN TN D ¥
3£ (reference medicinal product) ® ¥ = % U
v 7 B OE R, oA Ui
7. Directive 2001/83/EC ® & & | & [H
DOFFEBETICE D FhtE TEKRBIND AT
REMEDS E VY,

Regulation (EC) No 726/2004 ¢ Annex (Z
L2 L ROGEICHREET UL DT
MEHPUNETHD
® LITZIRKT D7D DHBOAF LK

SEGTre MHERMS

- b MREARAETA LA (HIV)
XF % K ME S AN A E kB
(AIDS) ;

- WA

- BERIA

- PR PER AR

- BORERBROZOMORE

BEREmREE
- A NVAMEE

o HIETILFERED ANA ATV /vy
— 7R ACHKT DERLED

® E{RTIRME. MMIIEHE. MM T
EORERFRAERL ;

& F—7y EEL (HPEEBMHEK
mn)

® R ARME TN BN S
% B 1= 3

1) FTRED, WIFhroNAFT 7 /1

V=7 b ATHEINTZERLOZ L

- fH#A 2 DNA Hifr

- BB S o LM Y 2 S e i
B R OB BT 240
BRiEE S oV B a— R 58
=+ D FE S

- AN TV R—=<KkOE /7 u—F)
/IRENTS

Z DAl LT OEH IOV TIEH R
BEHFROBEHPLATIERNE S TH
D03, WEEE L. PREA SR K D Fe
XL RERODERE R D DM HN
BV, ZOHEIEOHKIL EMA 2344 LT
W5,

o HFREESFXDOFHMENHLAEL I
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% BEFELAA D WSS AE D T2 6D DR L
Hohpkor & ateE3 5

o  EBIARIRIRAY . LY ST HEAT B T
b e b ER

& ZORAN, EU L~ TONRAELE
SZEN DERE DOFIEE & 72 D EE3E A

2) A

g aE G (HEELNEREN
HZ Y dH D) OFH XX Directive
2004/27/EC IZHE SN TW 5, h5EHE T
ROFHEEZBELARVWEELTHY N T
ALOEBUNMBAETH AR EZ 2T TWeWng
BT P REEFROFHRE N L LN
%, WEEE L. FIRFICE S O MR EIC HFE
EYEMT 5 Z LN ATRE T, BRI S IR E
OhpBRIENT 1 o EOSRENEGE
L CRHlCIRE KRR D Tt & 217 5, B
ECHARB I N EREL T, £ ofoBIRE
WCBWTHIRTENEDE I N D,

3) FHAEFEAES X

A FREE 5 XD F e = 1X Directive
2001/83/EC IZHE SN TS, 1 2D EU
R E CREICAR SN TV T, T OERKM

EREMOMEETLZ TG EIC
IMHAEFEGE DO FRE N EOND, FA
WZHiz  SREL 2o EHBERT L2
OO FEIZ @ L, & OB FEAf %17
S BT AROWEE T, OO
REZ.ZREOWREZZE L CTERO A
ol 5,

1-3. "— 7 EEH
products)

( Herbal medicinal

EU Tldt MNAEKLDO—>D5HE L
T IN—TEEN bbb, ~N—TEE
I%, 2004 £ 3 A 31 H, mfpy~— 7 E3E
WZBET 2 HE4 (Directive 2004/24/EC) |
XoT, v FNAHEHKMIZET S Directive
2001/83/EC @ Article 1 @ 30 ([ZHE iz,
DT FHe 212D TIX Regulation
(EC)No 726/2004 73 FH &4, FRIZHOW
T Directive 2001/83/EC @ Articles 54 7»
HesSNEHINTWVD
Aw7E%m&U%@%@m%ﬁ\
Directive 2001/83/EC @ Article 1 ™ 29 725
2IZBNTKDO LI IZTERINLTVD

<EFE>
Voo — 7 F 4, (Herbal medicinal
product) : B AT
ELTI DU EDON—T RO N—
TR E G, HOHNIEERLDLD
BAEMmE S TOEREM,

v IEREHI N — 7 4 (Traditional
herbal medicinal product) : 30 #-LL I
DEHERHY . Lrd BU AT
15 L EEH STV 5, iR bR
§5ES TN OP O B A

v N—T7FF (Herbal substance) : §ti¥)
DK Al D — 5 (K7 A fragmented,
Y1/ cut plants,
B, mE, #AE, RN Tl
HLEREh T D3, FEIITAERES O S
DLH D, FERlLAEZ LT
R HEET 5, ] éﬂéﬁﬁ%
X 24% (F4) CTERICERIN
Do

v oN— L (Herbal preparation) :

(active ingredients)

A7 plant parts) . 7
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N—T R K . S
fOYRNE, FBEER EDWME AT O 2
LiIZEnflEonsbo, 2l
Wi, R, Fr%, iy, =
v A A, B OINTLR
MW % & te,

N— T EHE T EMA &OINEREY R A3 T
BLTRY, OB D EMA (21T
— 7 EHFMZE S (Committee for Herbal
Medicinal Products) 723F% & S 4L, EH HBY
ORI & VT DRHECE ) 75
7 OVERR EEHYS LTS, EMA 2ME
B L 7€ /27 7 7% Community herbal
monograph & L THIH LTV 5,

N7 R O K T E 1T AR
AR ERLICEST S, 22, N
TEHELTIEEOEEL L L ToMHE
N VVREEE TR/ Y [ RY AW NIEE - T4
S>THO MHAEOFELHIMZ b &Ik
D3IODEATITHITEND,

FE3E A & L C o fl IR o 72 v A

kD A5

EUN CEIEMS, & L Cof AER S

% 85O H

(3B 3 EBIT2) M ERML L L

T O & 2 85 O S

[E%ﬁﬂ:bfoﬂﬁﬁﬁﬂbﬁuﬁ%LbV\

— 7 ERELERET HHA IR, KR
= 3K i & (R ER :ﬁ/ﬁé&ﬁwm:%é#é
FERG IR « B IR EABR D5 R O H S LB & 7
%, —Ji. BUBNIZBITAERMLE LT
OFERARE (10 4FELL EdH D Z &) o, (550
IREH G L LT oA (55 3 [E CTERM

ELT304ELL END EUSN T 15 4E8L B
HHZL) DY, HrDOEMfENTZ LT
WD AR Bt & A ORMLEZ R~
TOICHFEENH - ISR & £ 9 2 %
IR FEE T TRAT 5 2 L3R
HHNTWVWD, EC BEELTWD ERKE
MR ERS &L, T —a2 A _X—=F ¥ r
AL AESIESE SRS P N 8 SN o= I
ZAIE Fy MK 2F = (Unani),
N AR ETH D,

F o EIEHA 72 & IXBIR 2R
ZLETHY PEROERKM & RRIZEA L
Y - AT - PR TR O FEHE A
M%k@é F72 GMP, 77 —~aty

L RRpEEELICHEM I

DEFHLUHETH D,

7 A,
% HA D

1-4. ERBOBREIZONT

EMA (213, FEEWHET LT -4 %
Fyrrum—RNT&E5H0 7% A%
'Download medicine data | 2328 S L C¥s
D . EMA &% OREOFAZ B35
L7k FAEEL ESHMHERES (TR
D N"—=7EHKL (2) OF@REMiETs
Do
» Download medicine data

https://www.ema.europa.eu/en/medicines/do

wnload-medicine-data

1) European public assessment reports
(EPAR)

B 5 —fEAROTZHIZ EMA A

n?ﬁﬁ L7zt hHEES &3 ER S o

— R A Excel 77 ANV TH 72— KT

5, —HERIZITAEINIRY TF bbb
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DHLEENLTWS, ¥y rue— KL
Excel 7 7 A /MZITAEIES DO EMA FEAfl
BT 272784 b0V 7
ENTEY ., ZDV 7 TR W%
EBETx5kLko1t7oTCwWbH, Excel 77 A
NDFET s m— ROMIZ HRES AT TH
Do

2) Herbal medicines

EMA O /~—7 &3 L% B2 (Committee
on Herbal Medicinal Products : HMPC) 737
fili L7z ~—7 %M D —FFEK % Excel 7 7 A
INTH T — R T&E 5, Excel 77 A/V
(U N—T FM D EMA GO A b~
DY bRl TEY . 20 7%
THEMIEREZME TE 5, Excel 7 7 AL
DT ra— ROMIZ MBELAETH D,

1-5. BRBICHOBEINDHD

b NSRRI BCERT SR MIC, H DO
MR DAY % AN DA Z AU EIR S,
BRIz =7 EHM) TN LR T TR

an & U OB S D TREPE DS M\, £ DER,

INETICEBURNAMIEB W TREME LTO
flERE (B 23, HoTHEHM
TliE W Wo A1, — &M T
2 THHAMS) ELTHlEND, 20
fin, B ORFELMTT D HTRERS
JFUBE D B M & A ST A S Tl
TENVFICHE LG T — R Y
AU R LT, BEOBREMERIEDOT-D
CHI L2581 Db b <0 Thky
BEICEDRM ELTHIISND,
EU IZFBW TR R BB G & 72D Zh
S5OEMIZONVTRIZE LD D,

1-5-1. FHEAES (Novel food)

EU TI&. 1997 4+ 1 H 27 HIZ Regulation
(EC)No0258/97 b & [ OflJE
WEE Sz, ZOHI X, 1997 4 5 A
15 A & Y HiZ EU BN THH Y4 & (significant
degree) DEARFRD 2N E D & Fi#l O£
ELTHW, 77— K7 U X R DOJFEHT
FIAT 25460 CEUBNTARME L
THRFET DT FRTORB AT EUSG 4 KD T
W5, FAT BEER RS E ORI EL T
DE FIZ X o TH L& o B3R A
MPER LT2 2 & | F 7Tt % OfEREAL A 24
Bl olZ b YEBLANTSOE & 4,
BIEIT 2015 4F 11 H 25 AICERIR, 2018 4F
1 A 1 HIZ3 % L 7= Regulation (EU)
No2015/2283 SAMBHIE L THEH S
T3,

E IS I = SN (EU)
No02015/2283 @ CHAPTER 1 ® Article 3 |Z
BWT, ROBYERESINL TS, 22T
HETREZ LT M EHIERED & -
7 LTH, EORENET D X572
T, & D VIEAG O RCIRAR & W o 72
T L7 Sa I oM, E RS
M, HIEOEPMRLERDLATHD,

Regulation

<EFHE>

P Ry 12

1997 425 H 15 H L Y A7IC EU THY &
DORBEERN 2N L a2 EARIC,
(EU) No2015/2283 @™ CHAPTER 1, Article 3
IR SNz 10 HE (FRti~x) © 9 H
I OTHYTEELIRMDZ ETH S,
G 199745 A 15 H X Y #iic,EU %

Regulation
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(i1)

(i11)

Giv)

)

(vi)

WTHRME L TXITR ST ICEH
ST WY, L WS
(structure) XILEXIZESAG S
iz or 1AE & b DR

MAY ., B, BB Oy, BB
AT 70 25 B fh

F R E . BB ST AR
N AN

W) XX E O —H ORSr, HEEY
ATERI N7 B R, 7272 L
EU N TR E L TORLRE
RERHY . RO FTHHN
7= DL

1997 4 5 H 15 H X v Az EU 4%
WTRMREICRA S TnWizs
7200 7

1997 4 5 H 15 H X v #ilic EU
NTRMEICRA SN TELT
RAEB 7200 5 TIER WA, &
DM, R, BER2VPE O
BEICEEL D25 X0 Mk
XIIHEE FOFE LWE(LEE TR
WY

B XX OOy HEEY
NAXAERRD S 72 DR fh, 72721,
1997 455 A 15 H £ W #ijic EU Ik
WNTRMEEICHHA I TR
TR 72 B 5 1A CRIE S, kN
TR E L TORERMHENH
LR D5 E TR <
iy, Y. MY, B, EEIC
SRS SN OB A EeE 3 ik A)
ARy, HBEY SO ER N DR D
A b,

(vil) 1997 4 5 A 15 H X v §ifiic EU 45

(viii)

(ix)

(x)

NTEMBEEICHHA IS TH2n
HETRETIELNLIBEMTH D,
Z ORGE TN, B OSEM,
H. EENRVYEOREIZRE
bz D XD IR T B
DELNEEELD5E
T¥F ) ~TIVTANLRDIE
i JE 7% 1X Regulation (EU)
No02015/2283 @ Article 3, 2(f) & %
R

Directive 2002/46/EC, Regulation
(EC) No 1925/2006 X I
Regulation (EU) No 609/2013 (Z
LTS EX IV, X
TN KO OE, 7272 L. IRDY;

AN
=

1997 % 5 H 15 H X v #ilic EU %
NTEMAEEICFHH I TH 2N
MG TR TIEONL GG, MiET
FRIZDOWTIE, JED vil DY
TEF /) ~TIVTANLKD, X
XETeGA

1997 % 5 H 15 H X v #ilic EU %
NTHEDLZ— 7Y A NI
MEnl-&HmT, 77— K7 YU R
Y RSO RBA~OFIHEER L
HhA, 7= RY TV A ROE
7% IX Directive EC/46/2002 @
Article 2 &

7272 L IR D b OB & i EE o i
DAL SH TV D - B2 A5
(Regulation (EC) No 1829/2003) | £ Sh% 5%
(Regulation (EC) No 1332/2008) . £ Sh¥s 0
¥ (Regulation (EC) No 1333/2008) . 7%}
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(Regulation (EC) No 1334/2008) . K O
R (Directive 2009/32/EC) ,

o DY °E DT IZ OV TH LA
fn il ORI D O E R 5 L X
WZBEICDHDE LT, EC 28 Novel
Food Catalogue] &9 M5EH A b & AR
LCW5, MR TIZZ2WAS, BifEY 0%
A TR TE ML S T 2 aTREE
MWHDLONEND I ENTEDH LT
S TWAH,

BBl S OAEGEFHEE IS OV TIXEC A
L EDOHW ORI E 722 U R 7 FH
BN B dn 22 2R RS (EFSA) 2347 -> T
%o FHESHIE X EU Of—H#AITH 5
ZEnb, MBEMEICEEA - 21T 5
N iHj}f%iﬁb\ [ PN (1 /RN ISR )
% LRI U7 5A IO EN X BEC ~i@ %0
L 7z T General Food Law DOt —7 5 —
REGE CHtim 2 EMICHIRT 5 2 &R
FEETH D,

B LR 5 D iR 5E KR O HEE Tl &

U T Id Regulation (EU) No2015/2283 @
CHAPTER I IZ7R &L TH Y . CHAPTER
I £ & 512, TSECTION I General rules

(Article 10~13) | & SECTION II Specific
rules for traditional foods from third countries
(Article 14~20) | 1253 bR TW5D, #%
# @ SECTION II I%, EU LISt E (5 =
E) CLREIHEA SN TE2EHRE M 2%
ZIZLTb DT RANCERYMZEST 52
LI EGEEEE 72 72012, Tl x
DAL DWW THRRNZED TV D, £ D
7o A< LWETHLE & & 3 = Esit &
fn & TIL, BEEIRFIC SR H S B 70 175 3 8 S

720 R E M ORFERRILIZ OV T,

0 E SR TR B HIC BT D e
FHREZ T ZENTERIZRVWE SN
TWo, 2o IBE=FIZBIT5&ME LT
EIERRE] L1, Article 14 12X D
bl ﬁ DRI BE T BT — % &, el &
HEZEO 1 7 EHIZBWTHYHED Ax
D, wAK 25 . BB BEE TRV
FTE-RBRE S &IC. FDRMDOLEM
AR TEZLA2LOLEEREINLTWVD
B & Mgl@@#ﬁm@$ =it
WL D ERITKOED
Article 10 CHTHL £ f)
a) WEEEOLE, ERT
b) HBLESOLRT,
o) HE TR
d) BT O FER A kLK
e) b FOREICLEE LD 2T R
RN & BT R R AR L
f) MBS U T, OFrE
g) %%féﬁ%%#®ﬁ$%ﬁ%%
IREHOIRE. - LIHEEICE
fif% 52 72 b LB
I3 % DSLAE
Article 14 (3 =—EH oK E )
a) WEEEOLF, FEHT
b) BRSO LART,
¢ ABHEEL DOFER 7 R AL
d) ASHEE L O R FEE
e) FoEHIZBTHIAEMELTOR
i RE R TCET — X
£ BT MR ORE FIER
REGORE -7 LIHEREICHE
f % 5.2 702 b B WA
\ZIXZ DSLRE
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Z—FKHFU A}
supplement)

EU CllBHORFELMTT 2RME L
T I Z7—FK%7Y x> h] N Directive
EC/46/2002 D % & (IR DBV EFH S LT
2

1-5-2. ( Food

<EFE>

77— 7Y X2 ; (food supplement) &

/2

a) BHEORFRLMTETHHLOT, KEH
o, TRBTH - AT L A
T 5 DMOYE DR 2 . Bk X
IFHAEDE T, ROBIRT—EE
BT2RMTHD TR, ha—
T BEA . ALA S O DA O FAEITE AR
RN IR, WRART 7 v AR
TR R, WONTHRAR - By R & &
MTEINTEL2LH5ICLEbD

RFEFE (utrients) E 1T

) BXIUH

i) IRTIVH

77— YU A NI — ARSI
BT 2EHZETT L2 L2 HlE LT,
S OIZEDFEMBHIRH Z 20T 52 & T
BEMEMR L LD & LTWD, FMEO
IH, BEX IV IR TIVHEIZOWTIEAR
T4 THIENREAISNTEY, 7— Y
T U A MEHTE S % D) Regulation
(EC)No 1170/2009 (Directive EC/46/2002 O
EMAD @ Annex I -MNCHLE STV
Do

Annex I 7— K% 7U X bk
ZEA T2 I - IXTNVHE

Annexll 7— K% 71U X hofilig
I TE X IV I X T LA
W

AnnexIll BMICIRMTELHE4 IV
RO R T LG

J

T—=RY TR b~ODEHXI IR
Z VIE O fFE F I 2 Tl . Directive
EC/46/2002 0 Article 5 (23T, ek « By
/NEDFENEL PAFF H{EZ B4 (Standing
Committee on Plants, Animals, Food and Feed)
DFHMEEMNLTRET DL I KRD T
DM, T D DFERIL & 72 D B FFIUE
%E Dietary Reference Values ([fit %% FBREHL
& : Tolerable upper intake levels & 1¢) D7
fifiZ EFSA 23 FfiH T v | Bl R Tl
R /RO BRI g TR ST
AN

SHhIZ, BX I IR TIVHEOMICHE
Wipksy (i, 55) LW ER 7 — F
PTVAMUMERSINDZ EHH DD,
Directive EC/46/2002 TIXZ i1 H ~DFEH
BREEFFR I TR, 2720, AR
DigNbL Dz 7 — KTV A FDOJFE
VA3 2 55 6 (I8 B R o il BE A3 Ji
MEaND72D, ZDME & 2RI DN T
TR FE KR D HEERFIC B i &1 3E
[F] L~ DG HREZ 2RO 5TV 5D,

1-5-3. LB - RO ZEBBIZE RS
EU IZBW T, BIOMEE CRESCER
FRE) kT Ao dIciRms s B
IV, IXTN, EOMOYME %
Regulation No 1925/2006 , % @ X IE ik
Regulation No 108/2008 @ %, & Hiffi] L Tu»
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Do FABHIE, —MACIE, IRINE Tz Rk
4y BEICE T (enrich) . #1L3 5 (fortify)
LWV EFEVNERINTWD, 2L, 7—
Y7V A M REORELZLELTD
S W T O & 5 (B R E RN &)
RS B2 B Bmingy -
R B SN2 T A VERETT AL O TR
IR TH D, BIMBEIZ DN TR, B
UR7FHMIZE DS ERE SN LEEED
R (upper safe level) =°, OB FH K
OEBmHBE LT b0,

B OBEERIL O DITIRM LTI W
WEIX. AT 47 VA MREIZL Y RO
Y 4y ¥ (Regulation No 1925/2006 @
Annex [-M) SN TW5, 727 L. &4
BN T2 72 E DB S 4 2% FE I S e #
HIZAH SN TWD DT, & it 5
EWHRHL (FEiX 2021 44 A 8 Affiax S
M) .
BRIZEMLTIWE X

SV IXTNVEDY A B
- Annex II EMIZHEMLTLWVWEX

NNV S2120) V-2
- Annex M BHAH~ORIMHAEEL (Part

A) - IR (B) - & (C) STV 5,

EXIEIRTALSNOHEY A K

PartA ZEIEWE .
7rxTxTEY (Aloe-emodin)
K OENZ T2 T O
% hur (Danthron) &K%
nNEEthaEToOFHEM
=EY 2 (Emodin) KUOZi %
G TORHBMS
=7 = K7 (Ephedra species)
EEREIETHZT 2 RTIN—T

- Annex I

RO,
ERrFUT T HEER
¥xw&te7 ux (Aloe species)
Y S R BT L

3 b v X (Pausinystalia
yohimbe (K. Schum.) Pierre ex
Beille) Z# Ji Bt & 9% 3 b o~

F2 R OVE O R L g

Part B Hil[E¥'E :

AR RRICFIET D T
AR ZBRLS BT AR A
HIEE H R OVNE D ORI
GEEND bT U RNERF ORI
fERG 100 g B2V &K 2 g £T
LT 5

PartC &EF oMY .

(G #m 2% 2 9 I BRAC B 3 5 o i
I 707 0kd, EU O
scrutiny HifR £ ClX &S~ A
DU TILATEE

EReXo7 v b78 UifEg
0% & 1e Rhamnus frangulaL..
Rhamnus purshiana DC.D 8} F¢
Ze JFORE & 972 B A
ERrXv7 o b7k UFEE
8% B 1> Cassia senna L.DHEX
IRELZFEE T 5 T8
ERr*v7 o b7 UFEE
¥#x &1 Rheum palmatum L.,
Rheum officinale Baillon & %
DA T Uy NORIIREE
JFURE & 3 %

1.6.EU £ &%
BHREOEEY A NROIF EY A M
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R S AT A EE 2 EU O il EE D Mt 7012
BTIEH D & EHR A ONRERN R & iR
W N—TEELOFMELE L TRRS N
THHLDOIFEREME LTHHINLG N £
AL DG E T B IS S 05 ARtk
MEWEEBEZBND, 212, N—TEHK
MOPIZIEREBELTHRESINATVS S
Db HY (] : Avenasatival. A — M),
ZNHIZHONTIEEDL H O AR TRIE, i
FEEHSN2O0CEE LT b
RN N—TERFE ML LTERBINLTWD
IEE, 14 HICRR LIe—ERNBBEIC
2%,

BhE LTI Erm<
ONICRMTHD (REOERRND D)
LBRERNEDIZHONWTIL, FHAR L
HIWr S D ATREED E D, BT DN T
%, 1-5-1 TR LIHHELICET 5
'Novel Food Catalogue ] T T 5 Z & 1T
KO, BHELTHRLOADLDN, EHIT—
AN EFTHRELOELHIZHYT DD
MERERTHI ENTE 5, 7272 L, Novel
Food Catalogue & 4= C O EEY) % {5 C =
50T TERNIZD N—TERLTH 2R
<. Novel Food Catalogue {Z % % &k A3 721
b D DN DN TIE KT A I (L
WEBbisd, F£72. 153 HISRAT L
WY BRI 5 2 &R - IR S
NTWDLHEMDRH D Z L ICEET D2 0H
N D,

2. WFHF
BNEOFEEY A FROIEEY A MZ
BIENENWEEBEZOND B D E LT, [EHK

LD TFF = F L~y 28 (natural health
products) | DHIENBH D, - RAMICTHE
SN5HE. b LERBRAY 2T EU
LRI L DI BHBiAd (novel good) | 1T
ML, FrRCHLEI S LD FTRETEDN B D
KIETIZ. ZNHDER LHIEIZONWTE
L5,

2-1. 3 (Drug) & & (Food) DERIT
2N T

AFHE T EEBMOWG &b AT H
{424 (Health Canada) 23FTE L THEY |
Food and Drugs Act (1985) (LLF. Act) @
Section2 Db & KROHEBY EHXRINTWVD,

<TEFE>

5 (Drug) (1203 -

LUF O H@& Tl 3 % 721 ik | fikoe
XIFRREINTWDIME, H D50 ITMED
BREMNEZEND

(a) B MXIZEMOFHR. EE, BE
R RREE, B DV ORERO BN, IR
. R UL TBE .,

(b) & FXITEW O EE 1 e BERE O [A]
'/, EE, B0 B, U

(c) Bfhz8IE P IIRE 3 5
RICEBT D HE

245 (Food) /3 :

Fa—ArTruEgie, b PO/
XECBHG & LT 2 7o D I BdiE | IRE
FREINDHGHLOTHY, HZEMbT A
IR SNDAREMED & D Fbf

FILE Bz, AWl (Biologic) , EXE
it (Pharmaceutical) ., FF = 7 /L~ /L Al
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&t (Natural Health Product) . @ 3 224358
IND, 26D BLAYRA L EIE G
BihE &bl
0. —FH., FFad 2/
Natural Health Products Regulations @ ¢ &
THElE TS

Z Food and Drug Regulations (Z

2-2. B3 (pharmaceutical)

71 F B DR TR AL I 12 36 W T EE FE
¥, Food and Drug Regulations C.01A.001 @
HE, HDHH Act D Schedule C X D
IR INTEbDERWIZb D, LER
nTns,

Schedule C gt M E 3K

(radiopharmaceuticals)

TS PR SRS O SIS T 5 72

AR GE AT R S T B PR AR
IVPIRDF 3
Schedule D : AW FRIRFI S A F =
# /4 (biologic drugs)

T UL — R B OISR O
%%%%*:@%éM57v»¥~
PEME . TEAFEERHY ., 7 e T
:ygzvyxb#:vgﬁﬁzDNA

DGO BAEMN O S
AT HU AW E LS 0 S ik o 331
WTELDNTZIE, Z T dF R

hee Al A A A
A—Txnr E)7a—FLPEKE
TN DOEGERKLOFHFER, B LT
Y. ~EE, vrdF—F

DIZEE T ATTEN RN L AT
SIRVATTR L TR EBREAT

X BTG GEFR OTC 3K) I KBS
Lo WTHIZONT G, g aldk KRR,
%AK#@&%%%&74ﬁyxﬂ%£
ThHhV ., WEORFBITIFFRNIC
Identification Number (DIN) ® B 5 23K 60 &
NTW5, £O72H, DIN ZF S fT5 S
TV WL TGE L &l S D, DIN &
I Ea— % TEREAIZHID Y TS
NTEY, TOFEFITRIRERITZRD,
OTC 33X, # X TR T T =
LebickrT TR
(Self-Care Products) & HIFFXANL TV 5,

Drug

Z )L~ )L R #L

23. TF 2 G~ 2B (Natural
Health Products)

HFZIZBNT, ROL I b DiF T
F a2 T~ L ABL L U CHBIE T
Do
EZ I RO R TV
- N—T L AT

- R AN
- BT EREO L) faiE (R
[ 38 )

- JunAFT 47
- TR BROMAT I RO LD
fthh o> HL i,y
T F 2 TV AR X, 2004 451 H
1 HIZH%h L 7= Natural Health Products
WXV EESNTEY 2O
MNTAF Z T B, — D EFE S & [F
LI AHBRBEAINTED  KIE
ZITBLE D 5~ 8 #7DFE B (Natural
Product Number: NPN X [¥ Homeopathic
Medicine Number: DIN-HM) 735k S 415,
TF 2 T AR OFERL, TRLO

Regulations
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WY ThH D,

<TEF>
T F =z T~ X B (Natural health

products) » /3 :
Natural Health Products Regulations @

Schedule 1 ® ' [ZHE SN T-WE. XX

Schedule 1 IZHLE & 7= B4y DIEA .

RAF N = IEHIETH Y RO XL
D IER DTG IRGE TR SN D
D,
a) b MO, EESCHEARED
BTG OFER OB, IR
-0 Y18 A id %]
b) b hDOIRENRHEHEDEE I
(Ens
c) b FOIERRBEREDEA . F] %
EHEFEOHERCHIEICLY Th
DHEREZ BT D78 L,

L2 L., 7F =270~ 285
Schedule 2 #2 [ZED b NL7=WE ., i
Schedule 2 IZE ® LT E D W72 HHE
A%, Schedule2 IZE S bNT-WE = 5L
RAF N —EOBHE L EFATIHARD
AN

i

-0}

£ 1) Schedule 1 IZ&ENDHH D

1. HEY. HEA A B, W, B
=

2. 1 ICRSINTZb OO XITH
B . & D— IRy FHg1E A3 il S
ITHBEZIT O R E — BT 5

3. B IVHEH (BAF o EERE SA
T NN T UBEL VR T TR
V. BEX¥IABs*Bi2:C-D-

E K- K2
4. T
5. WZHNENWE
6. 2~5ITFLINT=WHE DG EE IR
7. IXTN
8. TmARAFT 4T A

¥ 2) Schedule2 IZ&FN5HHD
1. Act @ Schedule CIZHIEINT-W

i
H

2. Act ® Schedule D [ZHLE S 7=

B, 2 LU T &R

(a) ROWAE ., T2 b EedE,
ME SUIEE O WT o ol
i3

(b) Schedule D I[ZHIE & L= W'E
ThoTh, FAF NN —IHKRFD
RV FITHE > TR NS G

3. [BEI: : SOR/2018-132]

4. BHIFEY - W'E % (Controlled
Drugs and Substances Act) @
Schedule 17226 VOWFNIC
HE s n-wg
EE~DOEFIZ L0 5T 2WE

6. W, EE.BEREE ORI
PEwE., XXt omtEmEos
AL

7. K Bk {& ( Cannabis Act ) @
subsection 2 (1) IZEZRI LTV
% RIfko 7272 L EESEM A~ 7 HA]
Db & RIFRIED w23 bR S 4,
BT IRME S i o v
JA R, B WXENOHY S
TE A FOEHRERMLEE £
N R RR R B ST KRR H R 4
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o g - B

8. 10pg/g #ix % THC, HEE X
V=3 TR AW =K./ VAN =l (NN
HoOWIENOHE T T A
RO MERSE &t KIKED
subsection 2 IZ5% %35 6 DT

2-4. R BR OB ORREIZ OV T

AT FRBEE D WITEDR G Y A B
TAB U ABMBEHRD T F 2 F L~ A

I Z DD H BB TELT —FN—
AR LTS,

FNoDI L FF 2T~ AR O
T —=F_N—=2ATIE, FiL 2 >OHHEZ RN
LTW%, #F—A M7 U7 TGA D%
HNTWD DL, FTF 2 T~ 2RI
B4 2 ME-C L MRS D X o722 [
BRRIICAESNTZY A N EERN 2R
Wz kizk s,

1. é\%ﬂ A= 8 Z U7 TGA

LT 4

2. HFE: EESAfS

YU X NTERRENTZAE,
. HEEAL

# (ICH) Mb &
5

2-4-1. WHEDOSGT Y A b

Food and Drugs Act (section 29.1){ZHEVY
G EN LI L IR DD ) A R
S TWa, 20U A M, LHHED
By, £ DL *En’ﬁ%ﬁi EfgeH & e H
DYFLA S A, ICHEF S TND
> Ljﬂ:%nn@ﬁi U A MABHYA B
https://hpr-rps.hres.ca/pdl.php?lang=en

The Drug and Health Product Register
t M HEZES (Products for Human

Use, 2022 42 A 1 HIKFA @ 1,384
HH)

- ® ¥ M IE ¥ S ( Products for
Veterinary Use, 2022 42 H 1 H
;1,357 THH)

2-4-2. FF 2T ANV RABE OB T —
HF =R
HFERBECE > THRET AR
G ENTFTF 2 T~ 28I
?é%ﬁ%%ﬁ?é?*&wa/%i°\
&‘%Tﬁﬁ?ék%@&”%aﬁ
D—ENRG B, ARG OFEME EIC
7S Tn5,
> BB Y A b
https://health-products.canada.ca/lnhpd-

bdpsnh/index-eng.jsp
— A N= 2 AT STV D R

HITHR DY

-

- BRI A AFRE

- FF =27 & FES5 (Natural
Product Number: NPN) (&4 A A4
Ry — K E B
Medicine Number: DIN-HM)

- WS OEBRSY

- B oIEFRIEGY

- "EOAIY

- RGN SOI R R () 5R
BB A ES R INE =P

- WRoOMPICEELRLY X7 F#R
fl - EEES, BE, KR wmES

TV HERIE)

( Homeopathic
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https://hpr-rps.hres.ca/pdl.php?lang=en
https://health-products.canada.ca/lnhpd-bdpsnh/index-eng.jsp
https://health-products.canada.ca/lnhpd-bdpsnh/index-eng.jsp

2-4-3. FTF 2 TGN~V ARE DS (R
TN R

I F A REEICL TR T AR
B ENTe T F 2 T~ 2B O3
By & BRI DN T, 4%
CASTERRETHMETE DT —F =X,
H LA OREIZ SN T, FF =2 T b~ )b
2B E L TORMDRH 2 DY T2
BEIE, ZOT =2 X=ATZOHEY D
FHTHRBLTCHD ER,

> R A b
http://webprod.hc-sc.gc.ca/nhpid-

bdipsn/search-rechercheReq.do

T —Z R— AR SN TV DN

FILROBY,

L

- IS

- T F I ZB-EOMS (FF
2 7))L AT BT UTFRE
DR G & EEhp sy & L TRFAT &
TN b o)

- NNHPD £/ 7 7 7 R Ol 3= 5
% (AbLS)

- T OFEM (B ALFE D CAS F
7y W OENL, EYYE OFRED

- . B, JE NHP By OfilBRIC
DUV T OFEH

2-4-4. FTF 2T NNV ARATF — F R —
AayF Y DERK ASCIL 77X A b7 7
A
NFEHREEICE>TRE T AR
A E SN TFTF 2T~ A/ OT
— AR =R LRSI N3 T VIO
W, —EOEME S ASCIL 7% & |k

Zr AN (Zip 77 AN) BARELTH

Do o2 L BUERP STV 5 D13 2017

FEMTHDLZ LITERT D L&,

» Licensed Natural Health Product
Database Data Extract

Data Extracts - Last updated: September 28,

2017

https://www.canada.ca/en/health-

canada/services/drugs-health-

products/natural-non-

prescription/applications-

submissions/product-licensing/licensed-

natural-health-product-database-data-

extract.html

2-5. RBETFTFaTA~VABBDORX
Bz oW T
HFE TR BRMETF 2T~ 25
fh D EH BIZFEY T D OB TR
fhD 2 & A& T i —NHP B (food-
NHP interface product) | & FEOY, FFZ 4 D
DRI O ZZE L THEr S T s,
45h#EA%  (Product composition)
B
I EE (Product format)
— ik DR Wk & R
perception and history of use)
7T SRR S B L DX 55 ol
BT HAF L AN ELTND,

7~ (Product representation)

( Public

2-6. BReblZHABEINDHOD
FHAH (Novel Food)

AT HIZBNT RIS S5 THE
PERE L, TNHICEME L TOMEHARE
(BB A7 DX, BU &[RRI
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http://webprod.hc-sc.gc.ca/nhpid-bdipsn/search-rechercheReq.do
http://webprod.hc-sc.gc.ca/nhpid-bdipsn/search-rechercheReq.do
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html

HEdn LRI hbd, FHHARMIE Food
and Drug Regulations ¢ Division 28 ® % &
BIE S AL, BT F RS DBFTE LT\ 5,
RN 2N S DI DN T LM% Ml
T5HLEVH) EFIXEUOHBEM LR LT
HDHH. EU DL DTS MEL kT 57
D DOIFRIFY R B I TR STV, £ D
RV T ZREEE L 2012 £ 20 T
HTIE2W &l Sz & R OVE ALk
SDY AR ZARLTND,
HREMOER., ELZOERICEE
nd [REREN OF i/k@ v,

<TEF>
PR (novel food) & 1%
a) Bié L TZeIHEHIALELD
RVE T, WMEMEET
b) WOBETHREE, TR, R X
ST
1) ZHLETEMIZ
R QA
1) |EICKE B E 72670
Wz
) WO LX) B SR,
Y. MAEWHE RO RS
i) Y. B SUIAEmIC N E T
BRINZZEDRVWENE D
ST, Y. ' SUIEY
i) fEW., B SOIMAEDIZB W T Z
NETEZINLTWE/REEZ D
bbb Loy, Y.
B AIEm. & D VI
iii) W), B ST I
DT HITPHEENTR,
W, B SOIMAEm O 1oLk

Huwbshizz &

DFFE

k& 2 Z(E (major change) L 1%
BHIZET 25D T, %L%%@ﬁ%ﬁ

HDHNT—HINCRD DT RKE TS L

IFEMBFOmICESE ., Bz

T2 B mBIRO FIAZHOWT HRREEO

TRBEZSNANTLE Y L5 REEE

9%

a) B OMAL, REE TR E TR RE,
D WVIE—AICREE S LTV DA
PRI

b) ENTORGHONH ; &5V

o  TEWTFR I N AT T Ak
& DA D AT

BB Z IR - BT 5ICH2D
ROEEE SUTWM AL (FEEH) 1. 900
IZHRE « BEfaDER & & HICERMEOR
Yl %2 T MBI B 2 T T H IRl O KE
SElZ R T by, IS
TR A S LT, BT A REA RSO~
SV ABL « B EFY  (Health Products and
Food Branch) (2 X o T/EHin545H LN
R 23T odu, JBANE R DB DS S
FIZHEEIND, b LIBINERAME L
VX, PFEEEIEEAL AR LT
X722 59, %90 B LA BB A A3
1o, FHliOFER., Z OFBE ML D
frge o iRl DA hbfﬁ WZDOWTEGN 2N
EHIBT SN SEAITIE. EOENHE
WCEIZEINDEEBIT, ~VATTFHED
V7Y A bRV ARIND,

» Completed safety assessments of

novel foods including genetically
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modified (GM) foods

https://www.canada.ca/en/health-

canada/services/food-nutrition/genetically-

modified-foods-other-novel-foods/approved-

products.html

BRLE G O HEERFIC SR S LB 7 270
BEEHILL Fo@EY Th D,

a)  HHLE L O£
b)  HEEE DL A,
¢ HHIEMLDOHY

- PR OE®R (AR, B, Fflo
AR LR &)

- R TR, R, SO
1EDFEHTE H

- RERELOFHEH

- BRLEAZBEZOWHEOZDO
BRI D15 #

- fETORMSE L TOMEHEICH
T AR (b L)

- HHELDHBIIEZETHDLZ L
DR (FHEFH, REFLH, T L
VTR E)

d HEINHIHEEE
e) T ULIERR
) JEH BT O4 R & Tk

ERT

2-7. AFHELD
EAEOHEEY A NKOIEEY R M
ROk S AT M B E 1 F Ol EE O R
U TIEH D & AT, E%ﬁﬁ
%@%% HAANAVER Y 2oV S (i e
FHINDHLDIZOWDTIEERLE LT
SYEE S, TS OB AIT R SIS HE &
D RREMEDN B, 7272 L, T F 2 T s

NARBDOEREZREZ D L B EOH
@UX%&@#@UX%:aiﬂé%@
X FETIEFF 2 T~V 2B Sy
HEInsaeEnmn eSS, 75
2 T bV AR &40 5 sy (FRHF)
1$2-4-3 HIZRE LTEMBR TIETHERTE 5,
7272L. EUDON—T7EEKLEFECLE
WhLEEROBmAIZHVONDI LD H

%5 (B : Avena sativa A — F&), 2-5HT
WA LEERAROXSIZET A
%)‘Fﬂao) ujﬁaﬂ éhfl/\é

[FF =2 F I~ X B (NHS) DJk 577 —
K ~N—X (NHPID) (Z/%, NHP Tt/ T&
5 7FF 7% B BE 70 FEI K OFEFES 1k 57 03 1 R
MEESA TS, ZEL, ZDF—X~N—
NP G FNTOTE, IO PR
I IS =& 5175 6 D TIZRU,
Pz i1E, E% 324 NHPID (25 FF1 T
S, BAdlZ & —MRAIZIRN X4 S, 212,
NHPID ZJE3 B35 FN TR0k E L
To. HEHIIZ Boddin & HIr S5 D1 Tld
2N

— T TF 2 T~ RS L
WS BT BRSO S D AR &
<L OFRIZ 2-6 BHIZHRAT LTz T Clixzzn
LW EN T BB E BRSO Y A K]
I S AL TV WIGE 1T FTL L &
Wr S AL D ATREME DS BV

3. F—AMZU7T
ENEOHFEEY A NG OIEEY A M
BENENE B Z LN HDE LT, EHK
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https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/approved-products.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/approved-products.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/approved-products.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/approved-products.html

mm O [ #f 58 =K M
medicines) | OHIENH DH, £-RMITH
HIhdbo0 5 H  BREBRODINE D
[ZDWTIE, BURH T4 L FERIC D
&h (novel good) | 1Z7%%4 L. FeRHNZHLHI
SNDWREMENRH D, AHTIE, T HD
EFEHEIZONTE LD D,

( complementary

3-1. E#EMA R (therapeutic goods) & & H

(food) DEFEIZOWVT

F—A N Z VU TICBWTER & EE
F§#%13 . Therapeutic Goods Act 1989 (LA T,
Act1989) (XU TEFEMM] &9 4P
THESNTEY 2D Act1989 Db & |
S ¥ I F 72 Regulations (H1HI]) |, Orders (&
43) . Determination (J&7E) M E D HIL TV
2

Act 1989 Ti¥, Chapter 1, Section 3 (23
WCTERA ) 2R OEY EFZKLTND,

<EFHE>
S dn (therapeutic goods) & /13
a) UUTFOEDITHWDZ ER5 N0
FETERRINNTWD, HDHWIE, £
DRRITIERLEDOMOEHIT X T,
PLTFDOEDICHWSEN S &R S L
LAREMEREWVE O
i) A&
i) R ORGEIZ I 1T D U
Ay & LCoffi A
iii) _BFE ) XTI EE Y 5 8L
DEB/BIIREBO—E L TOMH
A
b) HHOM®, UXERHEN, EEH
ThdH, HDHWTER DD ), i

YT LHEBEOME TH DI
HENDHD ;

¥, AEERA B A & O Chapter

1, Section 7 ™2 O EIZNE - TERH M

ThHLEESINDLDITEENL, U

TObLDFEENR

¢) Chapter 1, Section 7 D% & H¥h7z,
b LTI TEREMLTIE WY
LHESNDHO

d FNEEOLS RFETHEHAIN, B
Ban EObIZERRIND B D
ThdE BERICBWTHEESNTET
B> T S, BEin S i, b
DIZDIZFRRINTHEIT, FLE
MHAMTIEIRWEEET D2 & am
TLTWVWORTOPITHR LD b
D

e) Food Standards
Zealand Act 1991 ® subsection 4(1)
(ZE D BT R REFH O SE RN & T
ITE 5t (Chapter 1, Section 7 D
b AR B DRI TERM
mThdEEFIND DL

) A=A+ F7VT7¢,=a2—Y—FF
IZBWT, b FHORME LTOERE
Tl s TERLL D

(Chapter 1, Section 7 D & & HZh 73,

boHrEFICE->TEFEALMTHD &
HE INLDbHDOLSN)

g) Chapter 1, Section TAA(1) (F&4F5h)
Db L, BOREOMRLERDLHD

h) Chapter 1, Section 7AA (2) (FR4+5h)
DHEHHREOHBLEIRDLDT
BV ZEORETHE I N HFETH
MEnsd, Blodid. &5 WITHkis

Australia New
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DI=DIZFRENDHE

E 1 ERMHE (therapeutic use) 2D\
T, [A U< Chapter 1, Section 3 {238\
T, KOWTNIrOBEMICERT S, &
LZWEEAELTHEMNT 256 L ER
nTna,

a) bt PO¥%JH (disease, aliment), X
8 (defect) ., #8155 (injury) O TP,
W, R, KR

b) b FOEHFHT 0k 2D RE
P, SULEA ;

c) b PO (disease XIT aliment)
DR

d) bt FOZIBEA~ORECTEE, Lk
it

e) b NOIHIERE ;

f) & ORI R AL O T HE
il

£ 2 : Chapter 1, Section 7 1%, #5h 3=

M THLZNEIPOESIZOVWTE

FLTWVD,

Fl ERAMBIZIIRO DR EZEND,
[ 3£/ (medicines) : #L 53 OTC 3K,
NI E—NRTXRT T RED
(G Sy
AL (N A A R KK
biologicals) : & k Ol E < f§ 72
EL B oMM HAES LT,
XiFENSLEZEZTLH D
EFEEEER (medical devices) : ~X— A
A =T — RO L 78 & OER, A
ZAZ NN 2 Ny

—J7. B ilX. Food Standards Australia
New Zealand Act 1991 @ Part 1 @ 5 (28 W
TRO\BEY EFRINLTWD,

<IEFE>

(1) Bds (food) [ZKDbDFFir:

a) b FRERTIZHICHESTY
HofHTELD, IEHSTWD
ERRENTVOIMEXIT LD (Z
TWa, A0, RBEEARD, UTESY
FICTRERE L & D b b
7)o AT

b) 7777 (a) TERINTWMEX
3 H OIZE E4 D Ry TRy &
LT, SN TWS, ATE 5,
NIFHEH SN TV D ER RSN T
LEHOME T LD kT

o NT7777 (a) TERINTWVDHY
BXEb0 0T 501N
LWE RO

d) Fa—ArHh Fa—ArTLroRk
S XAXIRIN), > D NI TF 2 —A U H
LDOEGEIMEH SN D2 TOWE ; &
[0}

e) Section 6 Db LR EFICHEIX
BMTHDLEINTEWEXITH D,
(WE., b, Fa—A 2 HLRE bOTH
FAZHE L7RRETH 2700 & 9 M TR 22

V)

(2) L2>L. Therapeutic Goods Act 1989
PSR HLH NI & 2 R SR A
IZEERW,

() DL NI I EET-DEY L &
e T OHEND D,
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3-2. ERAMDOEEE (ARTG) 12\ T
F—=A R TV TIZBWT, EFEALTH
% EH M (medicines) (XU A 7125 UTH
flEn TRy, BEICE A, B, Rl
SRS L W& 1T T2 OB T bk
SRR Y | FHATIC Australian Register of
Therapeutic Goods (ARTG) D Hl & /3 4 B L&
2%, ARTG IZE EN D EHRHAMIZ, U A
7 DRE ST T M58k (AUSTR) ) &
M) 2 FIL#H, (AUST L) | ITKBIEh,
AUSTLIZ Y A7 GO EfmOFETS 5
\Z AUST L & AUST LA)IZHFEESN D,
ARTG (2B FESIN7Z T Y A MCIR# &
=B, AUST Ofe 5 L fH 5 &7z
BHBTIVIZRR SN D,
» RPN X0 EWVWEIRL T ARTG 12
Beksinbd (AUSTR)
> U2 N EVEWERTIX.ARTG ©
U A bizinfi &b (AUST L, AUST
L(A))

ENENORE A, Tt R3ITEED
7~

ORE-3°38 37
AUSTR)
BEREIRIZ, LV Y A7 D@V E
G I RAN IR O W T DRNREFR R A AT
DT END D, RITHNZE DM, WE
L OE M TGA R+ 5, 7=, &
LD T LD T H IRGERTIC KGR S
NOVENS L, Z0 Lk, JRFEH S AR
R L0 BENEE LIS A I ITEER,
gD —RpfE (L XUXHIBR O ATREME R & 5
BEREIESOEA T EETRLO X 7

( Registered medicines:

THRZRY . OTC EHEMDIENITLTTZET
BTN | HIZ T SEAIAR ~ DA% T
WEEATERVWL DL H D, ATIEE
XER OGN RIS EN LT HEELE R D,

@ U R Mk E RS (Listed medicines)
U A MXERESRERBIZY 27 MEL L BRR,
ANIVAY g S A= —— v il
HICIATE 2, BEERELITRO BN D
&9 72 BR AT OO A B RO T L
DERBIFTITOINRN, DDV IT, AR
Y —ENRDO ZEEFEH L2 TR

B IRN,

o EKBENTWDHIKY X7 DRSO
HraieZ b

o ERIURTDHIBETROHRZIT Z
&

o ARV —DPEATLHRLICK -
TREME, WHE., AR SN
TWbZ k&

¢ TARVRERFETLOA—-ANT
U7ERNO, TR S sk o
fig CRIE SN TS Z &

o [EWREM &R E B K ( Therapeutic
Goods Advertising Code) 72 &, o
TATORMNCHERL TNDH Z &

U A MUEER ML, Rek, 277

AT VAZOWVWTHESNDZER DV,
CHIZERAOFEE LT END, TORRE,
B A B 5F LT e LR S v 7s R 3R
dnld, U A MG D — R 1k 33k & 22
L% 5,

@ FEAm#E U A b U #E 5 (Assessed

listed medicines)
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FEAMGE U A BN ESE SN, E oMo Y
A NMUEERES (EFRO) LT LY
AT DRV R R ZITHI 2 LN TE D,
Bz X, U A PIGRIESES TIX, HiBY <
iV v ~F e EOHRRERNRICTHZ
I TE WD FHMHE U A N U= S 5
IXENDBFRETH D, RITHTIS, ARIMEIC
DUNT TGA Ml &#4T 5> DT, WD Z
AU TTGA FHlg A1 Lo v RL
v RRHMERRTED,

3-3. EREDL A TIZHONT

P IE, LG RIS (Prescription) |
OTC [E#E/h  (Over-the counter) , fifi 58 & 3
i (Complementary) (275D,

34 W EE X &
medicines) 22V T
A=A KNZ VT T Ao —T B
REERSGE LTEBRM LD EE
el T TEERMS) & LTHfilan T
Wb, fisEEE ML, Therapeutic Goods
Regulations 1990 (ZFBWT FREDIA Y iE %
SNTHY, —HORERERMLEZDL X,
KEBG DIV A M EF S TH 5, fiTE
Hhh & SNHB DO TR Z A T HEK 5 1T
R LT,

( Complementary

<JEF>

eSS (Complementary medicines)

it

Therapeutic Goods Regulations 1990 @
Schedule 14 (Designated active ingredients)
ICREH SN TV D T L0 IR e ST
STz EAME (identity) & ASHER) 7248 1 R

DD, 1 DITEHDOEE I NT-HRK
LT BRI, BHOHWITFEICHER ST
HERHLDOZ &,

fHE S - G2k sy

1. 7/

2. EMEER

3. = U U

4, TV NALTAIN

5. MEAMRAME. BESE. W, HEE. B

O—R Bl o—RFER o7

A NVvE G, FEY T N—T T (X

X, ENORZMOERCTRE SR

B i

6. R AA /T —FHEL
WA, BRI, 2L Y s
F U Br<

8. IRTN IRXTNMBEERKRDIRT
NEE T

9. La%pE

10. AFLSA OB FEM (X, h b 3H
MO R CRYE SRR ) . R
FE B . G, Z ool
W) AT IR )

11. fEHG, MZEREIE XY VB E 2 &t

12. B AEY — (B, T rR Y A)
LELE SN, IEEN LN LR DY)
=

13. KE. ZHE. XTI

14, I X377 s v

3-5. oy E MEDORBIZONT
3-5-1. JROBR

2= 97 H S I S 40T D i oy O 1 it
ERBETEDT —HX—R% TGA B
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LTWD, 2OT7 —HF_X—A (T, TGA 7
BT 9 % R i & % aTeeE oD
b DL FWERSY . B M OIN—T
53 IS AKFE ST 44 FR (approved names)
THEEEN TV D, BMEFHRE LT, Zh
XD Ingredient Summary & % 7 12— K
TZ %,

H LA OIC SN T A=A TV
7 CERELS (FCmieEREMS) & LToR
M D DN 2 WEEITIE, Z0F —
H RN —=ATZ O D54 THiZR L TH
D ERW,
> BT R—2
Public TGA Information

Ingredients

Australian Approved Names List for

Therapeutic Substances

https://www.ebs.tga.gov.au/
> T A N—=ZDENT

https://www.tga.gov.au/where-find-approved-

terminology#code-search

OF — & _X—RZIX F L O FH wT e
(availability) DIFHRPBEK SN TVD
H2hE 5> (active ingredients)
H /A (excipients)
R R 70 STy A D b D
( components or ‘equivalent ’ of
ingredients)

R &A%k (cells and tissues)

@Ingredient Summary @ Lk NA
Bor4 - TGA D3RGS LT picsr 4
% ID: TGA I L > THEIV K THR
I S5%r Gl

717 AV KGR STy I Ok 4L
DOH72Y (B : AAN, ABN, ACN
mE)

[FIZFEFE : T ORI OV THE BTV
LR (MRBEEZ T 5728 ; i%
LB H%E)

CAS * = Chemical Abstract
Service (CAS) IZL > THIV B THN
T B4y ikl -

F—=I 7V Ty LRI 4 O
g (B INN, EHFT, £/ 77
7)

IR : AR5y DA S T L FRKORIT
A2 raetED & H MR (1 : /AT
HNCHER S D AR A A3 —
sy E LTOREHIND)

FIR ATREME : oy SME Z27Frf ST
WD RS OFEF & A&E (B U R ME
g, WHTEHELRLE)

H1: 73 O

- AKBEhEEN—T4
Herbal Name : AHN) ¥, 77 “3&
D ZHAR RO & i3, AHN 13,
R DAL & RN B3 2 fF A Al
HhEbEd & T,
macrocarpon £XFEMAK | Lo T2 5ER
RARTE 2D, TR, BRI &K
TEAR O GITER SN D,

- ARl ~—7FEM4 (Approved
Herbal Substance name : AHS) (%,
KRG DE) 7T 7 TERZINLTY
LH—ON—T Rz Mt T, 2L 23,

Ey hYa v XTI — k=T K7
11 RETH D,

( Approved

[ Vaccinium
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KR Sz k4 4 (Approved

Ingredient Name : AIN) &, &I
BRI T D82 b WE T
ER WM R T Dk 2T,
AIN (X, 7 7 # /v b OFEHE (BP, EP,
X% USP OERISUTRFEDE ) 75
7) XL TGAMBEATA R A4 1T X
ST EN52bD,AINDY 7 A
MITET, TGA BNRET D,
AR sh-fin4 (Approved Food

Name : AFN) (. [ 7L —_Y —| 7
EOoRMAERET, 2ol BIEHS
RRETAHEDICORBEHTX 5,

=720, KB ENT-—T4/AHS] %
ERTATHEZe DIZ R DA

LINTNWD
N—=THZHMR,. AHN OEN—T DJF
BHZHRT 22 &,

IN=T I FFEDE ) 7T 7
ESNTZEN—TOREB»SESN
LTk,
EEAEDE ) T T 71X, BT
IND, H—o—"7 &R ET
i L TWD, ZBHEIckoTiE, 2
DLL D AN—T SR O E 2 DL
L OREWERALAS TRl U N—T e bf & AE
L0 OEY R M ELE L Tas S
nTnb,

T 7T ISR E TV D EEEN
O EAICFET 52 LN TE
5HZ &,

WL I RN—T D® ) 7T 7D
MBI, BmE . N—T RO~ 7 1
&7 m RSB E BRI B OB
REERBROMFINDERNE E

D, FA VT, FECELHE,
ra~ N7T 7 4 —"E— ALTFH
7[R ERER 72 E T L 2 M BER RIS
KXoTRIEENS,

3-5-2. BMBR

ARTG &5 & B L T 5 IEIE % MR
RCEDLHT —FX—ANAFEN TS,
ARTG & 5 OIS 72 ETHMET S
ZEHLTE O M Lz o
WORRERIND,
» ARTG search
https://tga-

search.clients.funnelback.com/s/search.html?

query=&collection=tga-artg

3-6. BMEEIZONT

A —A N7 U T, BN EEYIZO
WT, ZNHEDANFREEZ S LTSS
5 2% 22—/ (Schedule) | & V™9 45%E
AT ARHD, WNWTIND Schedule IT%
T IRIEIE 7R EOFIRA 72 < BHH
\Z— it o C© & S EF ST [UnSchedule
(US)] LMEN TV D,

Bl 2 1F, OTC [E#Ah (213 Schedule 2, 3,
UnSchedule (Z5% 7 2 85 DFEET D D3,
RT3 1E FE 1T Schedule 4 DAIZFEY T 5,

3-7. EEH ERFHDORXFNTDOWT

I ERMICEA SN EFIEER
ZHIROIEY TV | EIRSITE A L~
T TGA |2 & » THIH S 4v, &40 iX FSANZ
DETE L RGeS 2 DWW ToO#ITIZE
M- ENY /A S T D,
- [E3 : Therapeutic Goods Act 1989
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- f&fh:Food Standards Australia New
Zealand Act 1991
Australia New Zealand Food
Standards Code

F—=AMZ VT TR BHEEELED
MICHFEET2H5FEOMH EOBEEIX&
i & BB A o BT OR
interface) | & FEEN, B EEELOED
SICREET 2O B LE R L ZI2H
BLipdY— & TGA AL TS,
Z @ — V&, Therapeutic Goods Act D [[&
BHa & TERHAR OERICEST
OOEMTHR SN TEY 2 ORENRE
FEHMIZEY T 2008 5 a2 Yk T
LMo TS, 7 =7 ETEMIZ
BRZIRNBHHED TG D [T =Ty &
1 D Yes/No Fx¥— FIZEEdbNT

PDF fift] NABSHL TN D,

TGA 12X %L, BAERT 5 HDT,
Therapeutic Goods Act @ %, & THIHI x5 &
F R bRV THIE, i & LTI
SRR mNE LTS,

( food-medicine

3-8 BRICHEIND LD
3-8-1. FHHAME (novel food)

b DO DY 2 B AR
ERTL28-BITHEHL LD & LEGEI,
ZAURERH S (FFICHiseE3Es) 123%Y
LZAWGEA IR e LTS D AT
REMED @V, ZDER, A=A FF U 7IZH
WTEFRORME LTOMHE (&)
W HHyEIE KM E L THRDILD A,
Z 9 TRWHAIT EU b & L RIEKIC

Ml adn) & LTHlllEn s,

Bl A S E. Australia New Zealand Food
Standards Code (LL T, Code) @ Standard
151 1BV TROBEY EXEINTWD,

<JERH>
BB ds  (novel food) & /3,

LIF DR EBR LI ARGEEROL S
PEDOFE A HLEE L 72 5 IR EHORM) %
BT 5,

a) b MIAERELZRITT TN
MDD X
b)  FORG OIS ; X
¢ TOREMFHIN-TRE; X
d)  FofEE (k) 5 U
e) TORMOMHEEF— LHE
&2 X
f) FofhoBEFEE
AR EME L TEZLND Y
BIEL. FSANZ BT THHA KT
A IR ENTWD, FHELOS
TAVITE LTFOLOBREEND
B, THBIZRE SN
- WY SOTEY . KOVE DALY
- W T E O
- =7 it EEte
- BEESY
- B—{bFmE
- WA, T a RS T 4 T A%
e
- B LWHERIE D S A E S vz
B, XITLANC R MSICHEH
Nz Lok X o TARE
S AW

FEA I B s (mon-traditional food) & 13,
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UTOHLDEERT D,

a) A=AV T N E=a—V—
T RIZBWNT, B FRHE LT
JESE R 72 NE S XU

b) BSHKROWME T, ZOWENE
Oy E L THAMT A — A b
TV T XiF==2—Y—F 2 NI
BWTE P HE LR N7
WS X

o ZTOMOWET, TOWEXITE
DOEDOPFETEN , A — A N T Y
TXREF=a—YV =T Rz
TEMELTE FRHE LR
R 72N IGA

F—ARKNZ VT TIE, BUD KD i
Bl UL TCORYMEZ W 2 720D
file 7 RERI P 22 BLYE 1T 70, 20 vz,
FSANZ (ZB)E %17 5 il & i c B4 25k
1% B < (Advisory Committee on Novel
Foods) 73, HBl&MmDERICESZLY
PEZHBT 2 DICHNLD T A XA —
ABRRHINTBY EDLH Rz ta®
BLTHE SN TWDONEMD Z &N
T& 5, ZOY—)TiL, Partl : FEEHK
BIRICEEST D02, bLEYT 5k
O IPart 2 : Z MRl N LETH D02 |
L) 2 BT o ERIc o Th
D, BEHRERFLFISNTWD, Partl &
Part2 OB EIXRDOHE YD TH D0, K&
WX EM RO I ER LN TN D
Ltz L,

Part 1

1) EHHROES  —fRAR AL E LT,

2)

3)

4)

5)
6)

2~3 HRITRVEMRBIM., 5 FL0T
FEWEHIM E 2 E D, 10~
20 FOWAIX, o 3 ERRFICL
o CTULAE A O SLREIC 5 72 Al REME
N5,

&R ¢ S, Mk, ERBIER O S
H, EOLULTHER I TH DD,
— B LE L C A=A NT YT
R=a2—V—F 2 FO—REMAIC X
2 TR O & 5 o S
ThHIWEIREN FER & RARI D,
B e ik OEE O LI X D E
OB IT Mo 3 BRRFEIZL-T
VR RE D SERES 43 72 AT REME Y B
Do

i E (BHE) « —EM & mEM
TOEEE & EREE,

fH B R SOTIRDL : EFIICR L T&
b Oh, BEORY (F : fEUH.
BLERER) TR LD O TH D), BF
DO—EE LTEHMMICAINTE
HOIE, BihE OBEMER FEV, — 7,
ERANCHEH ISR TEA—T D
LaiE, &b & OREE SR, — %
72 B b S e Bk T
HoTh, RRIZEENDRESUTK
RIZEENTVWRVWEREDRE LY
HEZEMS N HEITE, @R
i & U COfEHEZ NLRET S I12i1E+
57 TRV,

Rt S 7 E RO E N

Z LT, BRER7Z
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b) D5 O X T

¢ TOELMFHMINT-TE

d)  ZoOMHEIE (H%)

e) TORMDWHE NRZ— LR
f) ZFofhoBgEFIE

3-8-2. FHHEBROBFHEIZONT

B ~OERANED S F ARSI
Australia New Zealand Food Standards Code
(LLF. Code) @ Schedule25 (GE#Fr : #
B U AR ICREINTBY, Fricledmm
Bz A MIEMLTHRLNEES
I%. Code DLLFET % FSANZ IZHGET 5 L3
Wb, TOEE, < OFERER O N
ML Db, PR a2 XET 57
O THEENY R Ty 7 PBARI AT
Do N RT w7 CIIBEREHOERE LT
WOEA ZXF 0D, ZRHDHEE % R
L e HHAEMCIE. BREEMIROTZDIC
BRI RO N D LR L)L
DIEHBERENTNDEDOR DD

A FHEEMOMEFFATOEE

B BT EL A G T B3 2 H A
B.1 & OFFEICE T 5
B.2 BAICHHEMES ZRINT 5 H
BB 5 15 i
B.3 AL SO B L R Sy o BR
B K Qb ROPE I BT 2 16
B4ﬁ%%&%%&@$m%7u77
A JVICET 5 1E #H
B.5 Bl &M ®§LI&
B.6 BT R ALy — e O |2
BT 2 #iE
B.7 HrHl &Sk oy O O 72 D o3

%

C HHEMOLZEMEICET H1EHR
C.1 W38 (IXZ b DR
f%53)
C.2 FEH X ITE O FhiHH Y
C3 n~—7 (FERHEEH & OV o
) it EE T
C4 H—bFWE KR OBEEENRS
CS5 WEY (TuaxttT 47 A%E

ie)
C.6 #H LWHRTRIC k3 2 B i Ak oy
C7 ZHNETEMICHH I TR

s CcRE SN R

D R ~DORFREICHET DIEH
D.1 i EME S X IIWEE G2 &
DIBEINTND, HDOLWIELATHE
PEDH D EMTELTN—T DY A
%
D.2 FEHITRML 7 VL —TITHONT
R I TV D HLE SRy ATE
D &
D3 HKHOA—A TV T NFT==2—
U—7 v KD (NNSs) (ZHKF S T
SNTWARWERL TR MH T LV—TIC
DNWT, HEINZ I REICHET DG
H
D4 FHR AR OHEHANEEEINT

WD V=T DEE, ITHHEE
Sy MEH S 3D A REMED B B i
DENA

5 MEMENDELL THDRMIZD
WL, BEDOWE &ICET 5 1E#
D.6 %4 T H%,A. £ DR XITHH
BN ERH IS BMLD, BED
B ORI E X i D ATREME S m
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ME I WERT T —H
D.7 %43 255G MEICKIT S, £D
BB i SR B R S R4y O LT B
HY 5
E Hr#L & bh O 538 K OMEERE ~ D 52 28 |2 B
ERARE
E.1 BT AR 0 SO BL A il o o
DEREIIBITDLIREOT VNT Ak
FlEfZ &2 & BRI
E2 BB &SRR ORI E K72 A%
BELOADEELHEZ W L AR
ERE:
F VH& & O BFE K OITE) ~ O LR 52
(RS PR I
F.1 B HLA a0 SRR il o3 i B
DB H ORI - B AR
F.2 L& L TR L& SR oy it
DIHEFEDEEOITE, & D WITEE
FIATENC B3 2 1
F3 il oza /MmN, W
7 HEM (B RE OER LY
HH) b AERELERA RV L%
GNERIE

39. 7 —RAFTZVTEX LD
3THICHRALIEESIE, A=A TV
7 TGA MERR L7z Bl & EHE S D5 R
A XA — LI X B L Therapeutic
Goods Act D HLHI x5 (=95 H i/ 9% H %)
WS T 200 E S TERABHE S
T2, TDT= | A7 5 O IE 7 %
Fx5E HPEOHEY A FEIEEY X
Mg SN FMEHI A=A ST U T
TIEMTEEFE TR S T 2 W REE &
CHEM S AL D, MEERE IR Y T 20 E

D MORERIL 3-5 HIZFL L2 FIENRBE
27 %,

—F MEERS TR AL LTY
BINDARER SV LN TH
D (REOBRBAS D) LB TE RN
HDIZONWTIE FHOBEMEARIND
AREMED EV, 2O RIZ DWW T, BU R
NFHEELERRTH D, FiElEMmE LTRD
S5NTNDH DT 3-8-2HICHM LT-& D
IZ Code @ Schedule 25 THER TX 5,

LU HALICEM LB TEDHD
K> Schedule 25 IZHHFL S AL TV D b D Z R
& MTEEIE SIS B S D A B DS B
ELTHWMDNTNDEDONE ) A fEH
WCHERTEDLHEEFRIZEI>TH D,

/o, A—A M7 VU7 TlX Code ©
Standard 1.4.4 & Schedule 23, 24 (28T
BA~OE R Z L - HIR T 2 R OE
FHATEDTNWDLIDT, EDY A ML 5E
T 2MERH D,

4. KHE
4-1. EEE (Drug) &M% (Food) DE
ZFIZHOINT

KETIE, EH A & fBdn & b IOKRER
G R (FDA) 23F7% L. Federal Food,
Drug, and Cosmetic Act (FD&C Act) D 1,
L ROBYERSN TN D,

<EF>

21 U.S. Code § 321(g) -Definitions;

generally
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FEF gy (Drug) 13

(A) AEREERFG ., AEKEARA AN
R XITAEEREELE, 5
WEZN D DB BN H D |

(B) & b XIIM OB D FIE OB, iR
. (cure), #&FN, L& (treatment), &
LW TPRICENT 22 LA A E LT
Ho

(C) & b XU OB D S (R O HEE I
HRRICKEELZHZHZEEZEK LD
(Bamxbr<) ;

(D) EioA), BXTOITHES LD
MmO ERE L THERT L2 &2 EX
L7 b ®, sections 343)(1)(B) & O
343(r)(3), X% sections 343(r)(1)(B) K& ¥
343@)(B)D) D xt G T H b |
343(r) D EAFIZHE - TEIE (claim) 4T
WHRMXIIEA =Z Y —H 7Y Ak
X, 7 LU RRICE DO EREN G EN T
WD EW D TET OB TERML TR,
sections 343(r)(6)IZHE » TEH E DRl fiE
D2 WELHL (statement) 28 34T
LR, XA Z ) —sy, XIEE A =X
U—=F7 VA2 MI TV ITIRRICE
DERBEREENTND E WS T OEH
T, LREDOOIZEE ST 2 EFA TIE 20,

sections

1¥) section 343 X, ML A< &M
(misbranded food) (ZBA¥ 5 EME T,
section 343(r)ITIT o7 FE & fEFERME R

IZOWTRINTWND,

Fr# (New drug) /3 :
(1) Zofpkr, EIHEGOL M &/
Z i3 5 72 0 OB 72 BER b R R A

FEA TR IR B E O H T, 2D T
v (A 3CE) ITHR, HERE, SUTIRES
Ne&ECcoBERARREN>HEHTH D
ELEMICR SN TV RS LW A&
o Z & G oshY A ESE M, UL
B OB A EZE R 2 & TR BR <),
72720, 1938 4 6 H 25 HLLRTD W72
LR TH-TH, 1906 4 6 A 30 Hik
EORMERMNEDOMA 25T, 4R Y
i D T SN M EIEIZHOW TR L #R
RN EINTWHEZHDIZ 20T, FD X
IS N TV ARNWEIENLTH- TH
)] L 1I3AHRERNbEDET 5D,
=

(2) Z DR, WA SCEITR SN0
TOMHAO LM & B Z W 57
DOREDORERTIZ, TD X H T (Laen
OHEMTHDLE) BikShizboD, o
FAETIX, TOFRMFETEEL SN DX
EHIMICOWTHER SN2 EBR0ndh
b5 EHGLD Z & CHrl OB H I,
ST O BV R 1= 3R G & G e B ) A
Bt aBr<),

25 (Food) /3
(Db Moo a5 - f
OIS NS
QF 2—A T A
BN EDMmOMERRERITMHEH S5 b
EEWT 5,

EHih D 7=

4-2. ERRBIIOEEINDHD

M /W EZ S (Botanical drugs)
K E D [ HE S T T FE il I R

ttn (Botanical drugs) & FEIEIL D & DA H
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% (F: BARGEORAEFASTHD &, THE
WEE] & THEMPEEI S OV hnsil
PNTVWD LI 7D T, 22 TIEfFRE L7z,
7272 L. LR OXCHhCIImmEE LR T),
ML, MR, W, BEARRBEE,
FOZENG DMBEDOEEEGH, B NOE
B, TBRE, BB, LE T TEiE R
FIUCE A S 28R Th 5, B, ik
(Bl ). Bk, #7 Ly b, BT R,
T U F oL, mT. AR E E LTHA
AIRETH D, 7272 L, FRIFEENRNE
INTWD
) T OFAL (B Bl BRI
) . ROVATIMm & E TR, -
72U, T AL D DB A i A L
(] AR EER, 7 =2 T = —
KT DWERS Th 25 E 135 <,
H—ONFREEET D EXTEIR
TR ST RE TR kT o8
Bl (B - 4% DNA $if i 7 v —
VHTC L D),
B TREO BN E—41 (F : Bk
WE. 7T X IV) DEFER
HIX EEE LTSN WY E S
. BERE, B, MEMR, ST
A X DRI CAE S 28,
KRB kowa (Bl ~27 ) 2 F kL)
NIHEFR e S - (F: v
~ A ETHHEY P L ER ST A K
nry) THY, mEICKERINLTY

=1

o

T HE G —fxpy 2 RS AL & A C < ARGE
THIIE HFEEOREERZ b LI LT
FDA @ Center for Drug Evaluation and
Research (CDER)(Z X % §Ff & | EEF &

L COFRRAZZIT DB NG5, YL,
OTC 3L LTRIESIN TV DGENREL
XOThHD, WMWHFIETIZ AT X2
Veregen®, 7 1 7 = L A — /L : Mytesi™®
HD,

4-3. BRMIZDE D HD

B OMAAIZE EAL, TR E O HE Y
A NEFEED AN EREKRT D ATREEN H
2b0DL LT, —REMDIEN, A=
ZY =BT YR NREMICETIMEND
b (i, &€, GRAS WH)
Db, TNOHOMEZLITICE O,

A xHZY—HFY A}
(Dietary supplement)

KETTEEORFRLAMTET 5 RME
LT, FD&C Act X U* DSHEA (Dietary
Supplement Health and Education Act
of 1994) Ob & XA xZ Y =% T Y R
>k (Dietary supplement) | 23K DiE Y
EFRINTWD,

4-3-1.

SL T EY =Y X P

(1) AFEOMHEErBEMNETHHET, K
DA A =2 Y =ik (dietary ingredient : DI)
1 OUEEHETLHHOD

Aex=r;

B)Ix7;
(O)—7 FZ D OKEY ;

D)7 2/, (BE)REREAENSES 2
ETCRFEEAMETDHMTE MBEHT
HHEAHY)—WE
ERA),B),(0),D),(BE) D #fE . R,
MRSy, M X TEn 5 oME T
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(2)

A)
i) section 350(c)(D(B)D* ZF#Ek S
THETERTL2ZE2ERLT

WHHO ; XiE
ii) section 350(c)(1)(B)GD)* #% Y% ¥ 5
HoD

B) TOHEANRERO RS D VITAF
DinH E L TEHARINZRNED 5 D
(C) dietary supplement & L CTHK/RIiU
HH D

* section 350(c)(1)B)G) & 1%, &/l 7
T R, VT MV Ve h TR
WV REORETERT 222 EK LT
W5 D, section 350(c)(1)(B)Gi) & i, k
FLLSNDIEREDIGE T HER DB M D 5\
FRERFOMB L LTEAREINRNDED

FAxH)—HT7 Y 2 M &S
B3 2ERECmZ T 442 ) —F 7
U A2 MZHHE L7z DSHEA O %t
MEans, #4221 —%71U 2 hoH
R LR T, B B & [FAR
W, BHICE SV HONRRBALTND
(adulterated) #fh, & L CTRARTRROH
BEEBMIEDL LI AR ERRE L
(misbranding) #/ % k78 L CTld7e 672
WEED LN TWD, o THEEFIT, B
LR L LD ELTWHEGL DR
& RIRIT AV S BEEE L O B A i 723
Z L ERGERNCHER T DM ERH D, XA
XY —HT7 U X NOIRFEIZIX FDA IZ
X HRBANIL T2 WA HRFEH 30 A LN
\Z FDA ~O Bk 6N TW5, &6

W ZIZ A A= Z Y =Y A KT

HHEEIRLRTNIE R B 720,

A THZY—=HTF Y A sOREED
MERIZEICTR L@ FEZOEMLTH
v, FDA |ZEHKL D K 9 722 S
fTo TV R v IHH EOBUE &
LT FRa%EmL WD,

1) O —iJFERIZ T3 %

2) XAxHY—HT7 VU 2 bR
# GEFF : DS CGMP rule) 1225
FLAZ 7 oo CTHRLEL o 50 HL & 3G
9% (21 CFRpart 111 ; 21 CFR part
117, subpart B)

3) FELHICEERAEFLZORERE
it L CERBOEE &l e il &
FHEICT D

4) S oy EAM R 2 B3 %

FRED 9B 4) (oW Tk, FDA X4 A
TH Y =BT XA MIEHLTEND
DELTREDHIT TG,

a) T TCICAEMICEDLNKEO LTS
(ZAFAE L T 2 o R 2 A i 28
k7 <fE 5

b) 1994 4510 A 15 H XY L A7l DI &
LCOMRBERS Db D%

c) 1994 410 A 15 H XY L A1z DI &
L COERER IRV A A =&Y
— %% (new dietary ingredient: NDI)
o)

D —EHIcL2ELERD LN D
( generally recognized as

GRAS) W& %1

safe:

4-3-2. FH LA = Z Y —k4s (New

-61-



dietary ingredient)

FDA X4 A =& ) —H% 7 U X FO%
EPEMEIRIZ BV T RTHE TR 72 KD 12k
B X0 b S D RMEEC RS &
EHELTWD, ZAUCEIE T 2 OB REIHED
b & clliZlT 5 HHIA=Z ) —5y
(New dietary ingredient: NDI) | @il £
T 5, NDIZ, 21 U.S.C. Sec. 350b (T
BWT, IDSHEA 23EfT iz 1994 4
10 4 15 HE Y RTICKEANTDI & LT
T SN TR o el EM B & &
#IN. DI &M EIEXIRIED 75 AATE
TIZ FDA ~OEMNALETH 5, b Lil
e < Mo SN2 5GE 1T 1E adulterated
ERINERE 2D, 2721, 1994 4
10 A 15 BUENZZ A =& J—H% 7 U X
YhELTHRENTWEEDIOAKXY R
MIFEE LRz, NDI 1285 50
TG - RFEEE D O LT
X722 59, NDI TRWIZ L A2FEAT 51
%, 1994410 A 15 H X vmaio DI & L
TOMEM - IR, S HITYRFIRTE ST
Web D& DR —MEZ EMEIZRT 2 N
TELMWALETHERARLRZITNIT RS
2, L L7ed b, KIETS Tt NDI
O IRATEE 2 ETIC/-SNRTE I T
WD EWSERENRH Y, £DI FDA I
MOk E HIE LT 2022 4F 5 A
W RENTIEH D N EEENRBITON
IRATEE ZHEH TE D K 2 I8 T 2 BUTH
BICHET A X AR ERELTND,

4-3-3. GRAS #'& (Generally recognized
as safe)

A xTHY =BT U X NI TRE

RbDOE LT, HixEHD e IZENT D
GRAS I —iICZ R LBOLNDL ) WE
W 5, GRAS Y'E (21CFR 170-186) I,
1958 FIC B SIRMPIZEET 2 IEFROLE
EEBITERSINTZ,GRAS & LTHHES
AL, BRI LZEHEEICBWT, O
BPRHFEICI s TZETHDL RO DL
no%a. © 1958 42 1 H 1 HLIRINCE
m~s— I ER S CE =R BRZE U
TEETHLHLEROOLNDLGE TS L
RISV, EE L, ZeThb b
RO B DR, BRI 2R I & R ER A+
SPFEATEHMFIC L D BRI O I
SE LSRN O Al A L [F 5
OFZHRILA R D 515, GRAS WEIC
RSN RD Hvd X9 72 IKFERT
DFBFNIMLELR Y,

GRAS @ Ffi  1X,1958 £/ 5 FDA 23
GRAS ([ZE T D500 &7 Ml L CRERET
5 EWVWH X (GRAS Affirmation) TAT
STz, TD%, 1997 44 H 17 HIC
BFHEE LT, FEEHA LN GRAS Th
5Z L E2EER L C FDA IZ#% L. FDA 23
Thz MM+ 5 &0 5B (GRAS
notification) 2338 A S 41, HH S NN
\Z FDA DNEHZRZ B LI TR ITIIL,
GRAS % & & L T GRAS Notice
Inventory [ZNE SN D Z & &7 o7z,

4-4. FERBFEE (Complementary and
Alternative Medicine)

KETIE, EROEFR L 1TR2D, & F
S ERBIFEIRE, B & S M AR E
# ( Complementary and Alternative
Medicine: CAM) OFIHAHEA TV D, 1
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SkoEWEEOHT 2O THisEER] . 5
KOEFIZMRDDON TREER] L&
TW5,
CAM #RiEITIE, FRED Xk 95 kRl
TIAURDD
EWMFEHE  eX4 I, IR T0,
Y - B E R OfIH Y FrE O &
RRE
TR FXIRE LA F, Xy FEE
R, RilE  ~ oY= A nm
T2 T4y, VT Y—
HRERR AR, S AT 41— 3y
7. IR, 34, K%, A A=
A& (EfiZe L)
BER S AT A (B 5 UM DR

MAER) « 7T —2 b _—% RHH
MEE, FF o8 —3K
CAM FEITI, S ALPES . HE3s .
HOVTEMICELETLHIHDOHEL BN
Wi UC FD&C Act TR AT L
(Public Health Service Act) 733 fH & 41
5, ERO I THEWFR L] LT
A7 AV AEY . B koY
vx I, IxTv, BV, TR B,
BRTE, TR KT 4 7 A, TN
AFT 47 A EREFE EREEZLREN
BENTEY ., EFEMn, LB, &5 X3
A xTHZY—=HFY A hELTOER
Hl 238 S D,

4-5. RO BROCELDOBREIZONT
4-5-1. EZEML
KETIE, 1938 40 b BLE £ TIZR AT
SNTEERMOMBEZRBETCEDHT —H
~N—Z [Drugs@FDA| A THY

Apple & Android o7 7'V & R Tz
I TND, ZOTF—FX—RTiF, L
HIRDFFEIE, %I, 2 < OIRFEMEY
B N OTC FHED I I & %A I
B DM S TV D,

ZOffi, OTC EDOHHKZ DY A b b
NI TWD, R LELS, ZDOHORE
FIERIIAHTHD Z LICTHEEREPLET
H5D,

F 2. EESXFEM (National
Library of Medicine) 23#gfit L T\ 5
MedlinePlus T/—7 K7 U 2> K
BT 57— _X—2EAALTEY . %
ZTCTOTCHE L TRAISNTWNHEN—T
WZOWTIX ZDOERHEE L HIZFEEI N
TWTEEIZR D,

> B LEEICETS T N— R
W

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 DB HEFRY A F
(7272 L5 v : Content current as of
03/06/2015)

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

drug-evaluation-and-research-

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

register-notices-ingredient-references-

and-other-regulatory
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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

¢ 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.ht
ml#S
(g sh T a /=7 oHiziE, #il
CAM LD IIZHEST L7 NIH @ NCCIH
WAL T N—=TM D7 7 7k
VI =ZAANT I RELNTVDHD Y
b2)

4-52. XA Z )V —HFIV AV PRV
NDI

KETIE, ESfEmEseT (NIH) 234
ATHY =BT U A DT )L ERPR
TE LT —F_N— ALK Sr - ik
BT 27727 Fhyv—hEABL, £
FDA 73 1995 47> & BL{E £ ¢ NDI il 40
ZWNE L2V A MEABRLTWD,
KETHESNTWAE A =X Y —
TV A NET A ZH Y — Sy A R

WCHELZZOVBREBETEDL VA NPT =T
FA MIR< | FTRRTHERT 5 Z L2 AHE
BRLDIF—FICT TRV LITEET A
ETHD, > T, KEFHIIE, FREIC
DB ST WD 2R NS RO 4y D A7 AE 3 A8
ESNDZ EaEML TEBREND D,
» Dietary Supplement Label Database
(DSLD)

https://dsld.od.nih.gov/

KE NIH 8 EE L TWDH T —H_— X
KETHRESNTNDAX A XY —H T
YA MUEROHL BT VR S
NTW5, 2023 4 2 H 16 HIKFA T,
156,957 O 7 ~L Z @ Al fE, [Products]

[Brands] lIngredients | Z L UIZHZR
TX HHEIC/ > T 5, On Market &
Off Market DFL# E H 5,

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

NIH @ ODS ( Office of Dietary
EE LTV 5d, fRiFEmZA
FA L) =% T YA b ORGRH ®
WBT577 7 Fy—FE2INELTWD
777 b= MIHRE AT & ERIEE
FTNd D,

Supplements) 73iE

»  Dictionary of Dietary Supplement Terms
https://ods.od.nih.gov/HealthInformatio

n/dictionary.aspx
HFAxTHY—HTY X ko GE
£, MEKH AL,

» NDI fiflgai@@zEn U A k

-64 -


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
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/DietarySuppl

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

ements/NewDietaryIngredientsNotifica
tionProcess/ucmb534510.htm

1995 £E/» B BIEE To NDI ik % [
BCE, —EBRET 7 ENLT 7 AL THY
yu—R4T528HTED, 20234 2 H
9 HEFRT 1167 f:, NDI i@ 21T - /=5
¥FZIZIMIT - FDADRIZEELHETE S

(—H£DOH 1 FIFLH S 4172 NDI A1
Be#h sy r+5)

4-5-3. GRAS B

GRAS WEIZFLD 3 5D VU A IF—
BRX—ATHERTHZENTEDL, 2EL
—RHINZ f%ékm@%ﬂé(mm&
ETOMEZINET L2 LITBERNTIE
RNE LT, L, aa v EE
TR G L — TNEI VTN T AD K
D IR IR BT DN TR, F D E
M Iz Hi@TofHIL GRAS ThHD &
HIEr ST 5,

i

» 21 CFR 182 - Substances GRAS in food
https://www.ecfr.gov/current/title-
21/chapter-I/subchapter-B/part-182
AL, #IEREHHE (GMP) (29
W GRAS A TR EN B THEM S
AR ZETHL LED LN
MERTRINTWD, BlRIE, A8 A
. BREE BAARTIEN S OBITWE,
FROMi ., RERRENIIEINRTND

» 21 CFR 184 - Substances Affirmed as
GRAS in Food

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

FDAIZ LY GRAS TH D Z & DR
T WV T & T SR oA L R
DIRO BTN D,

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

B L 720 . FDA 2358 #)0 GRAS i@
A% Z T B> 72 1998 A LA ICHR H S T
GRAS A OfEHRZ L TV D, —FExR
T ELT A NTHE Y m— KT 5
Z LB ATEE, 2023 -1 H 30 HIKF AT 1077
PRSI TV D, FDA 2REIZD#E
MbEH ST T TIZRELLELD
WZOWTIEHEEZMETE 5,

4-5-4. T Ofh
1) CAM ik
»  Herbs at a Glance

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

taglance

NIH o H S Hi7ei et t s 2 —

(National Center for complementary
and Integrative Health: NCCIH) 73i&E &
LTW5, FEDN—T MBI HONT,
— A FHEROIRIL, EERY R BRI
B, L VFELWERIEZ & oA ERE
BT 2R 777 b= U =X,

2) REIRINY

» 21CFR 172 Food Additives Permitted for
Direct Addition to Food for Human

Consumption

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

21/chapter-I/subchapter-B/part-172
v NAERTAIREMICERERNT S Z
LR LN TWAENLTBINY

» 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
BABOM TR 72 EICRINT 5 Z & 0338

D HATW DRI (B & 5EEE)

» 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
ZEVEPHEREME DS IRER TR WO R

s RN 0 & an i i) E L L C o A

WEMICED 5L TEY | BINORERRH

LWHIRIZ K> TRAINAE S D THE

RS 5 H 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
RAEDRI R L 72 D EEEY A b

» 2ICFR 82 Listing of Certified
Provisionally  Listed Colors and
Specifications

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

21/chapter-I/subchapter-A/part-82

PEESNE ERIIC BRI N T A AR L
HEE DU 2 |

4) WINEIEME

» 21CFR 189 Substances prohibited from
use in human food

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

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

5. VUHR—N

TP EOHEEY X FROIEED A T
BE 5 b DL LT, & TR — 1 IRER
FI7 (HAS) 23 FrE 4% TH[EH (Chinese
Proprietary Medicines) |, [ {&#E3E (traditional
MR~ U A > (Health
supplements) |, KO T AR — VBT

(SFA) MATE§ 2 R DFEE b o 72
TU AN (FE EEBINTHEIT RS
Supplements of food nature &\ 9 EWV G %
LTW2) Bdboi,

FNOLOEFREHIELTAE L ML L
TiZE &I,

medicine) | .

5-1. ERFASRLE (therapeutic products) .
E# S (medicinal products) . & & (food)
DERIZOWT

SUT R MTEB N T, — R 7 HA

(pharmaceuticals) (% Health Products
Act 2007 » b & TR & (health
products) | ®—-> & LT [EHFHRG

(therapeutic products) | &\ 9 4R THI
ESNTEY  ZOEHEOTICSESER
Regulations <> Orders N EH HIL TV 5,
WAL, R — AR R T
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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
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

(HSA) OFi& TdH 5D, HSA IZER AR
b 2 BUE WA SO BEE T D ETICEEE O
TA B ARG ERBMNT TR, 2

WRATIZ HSA ~D %8k (HFf -

) b

BTH D, ERMEIZITRO 3 TR &

50

>

<E

5 R EERE S (POM :
Prescription-Only Medicines) : [&
M RHER S B 5 W IXER
SVE R B il 0D AL 5 28 % RO SEH Al
MHDOHKRAFTE HERHARMS, &
fOZW EIRENPVLE, F7-, HE
REWERANH 2 Z v H Y| [ERIO
A7+ —T v 7 RMETH

%o

HHREEIES (P : Pharmacy
Only Medicines) : J&/ TIHEHIAND>
BAFTE ERAES, WIRITE
CRERT, FEHFIANT K L7 &6
FNRARETH D,

—fxlk7e U A &+ (GSL : General Sale
List) : EO/NRIETHHBEIZAFT
EOERMEMS, EMOBEER LIZ—
fix i RN Z 2RI T mHHO B8
CIREOLEZ BN E T D,

>

[N FLE (Therapeutic product) | & 1%

(a)

1)

EMZEDROBIT D, HF, THX
FREMD D WVIEBWNICHEHNT 5 2 &
ZEMELELO LU TEZHAMNE TS
HDOEET
%99 (disease, ailment, disorder) .
A5 (injury) [ (handicap) X

WTIEH THRWEAER S U I

ii)

1ii)
iv)

(b)

i)

ii)
i)

iv)

(c)

(d)
i)

ii)

REE T ZF N O DIER DT, 2.
BEAR, ALE (treating) JR¥& (curing)
XALRERD

AN T vt 2B BRE, &
fifi ST

PEAR~ DR HIE, STk
ST R D FE

UTFOWTFNrDAEZS (active
ingredients) A MR & T 5 ¢

(LS SOTRE N BESE . RIRITAFETE
T DAL R SATHE A ST T2
(LT ERKIZ L > TH LN LT

o
E b

A Rk ORHY

EWn b E e Em o
EMFHIFEIC L I S E
T, U TFTownwFnunrzgte:

A vIFrELTHERASRSAEY
A VAT O X 9 7o 40
AT

VT2 =w NI ITFUDES R
WA O—E ;

MR E

B URTERRY XTF RO L
D IR A A AT RO WE X
TREHBOMEBZ T 7 F
PR AL S o A B Y
EoWTFnIc ko CEADOER%
e L, IR, TR AT O
HETOMEFIZOR N 55D 5 B
LTS L2V O

AR

AR, AR OB IR

B)

C)
D)

i) i S Mg R oy

iv)

Hh[E #£(Chinese proprietary
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medicine) ;

v) 7R A A —ZK(homoeopathic
medicine) :

vi) A A L XL 3— A (medicated
oil or balm) ;

vii) #E[E 3K T (quasi-medicinal
product) ;

viii) {&#E $E (traditional medicine)

=% H 8 5h 121X Health Products Act
2007 M s D, —F, ERo(doid
DERARGLOERICEENR N THE
K, THEERR ), MaHHE] 20T,
[EH S (medicinal product) | (2R84
%t ? & LT Medicines Act 233 X4
2

FE2IC Medicines Act (230 S 7z TESE
il DEFZTLT

[ZEHE  (medicinal products) £ /3 :

(1) LFowWFnnixmbFoFikTae
ELTITELLTHEMT D
(CELE, BRoE, BRSSO S
HWE ST (BR R, 2EE XTE
KarHTRVH D) ¢

(@) EHFEHELLTL1UEDOE R XILH)
MG SN DEH

(b) EEMELT1UEDOE N XILH)
WG S5 W E TR DR
Iz DRy E LTOE,

(2) Medicines Act I\ T TEHRMH L L
T (medicinal purpose) | &%, LT
DHMD 1 2L EEFET,

(a) PRI DIRIFE UL TBE 5
(b) HEIFOZW, EFLFAIRE D IFLE,

PR SRR BE D RERR.

(c) BELT ;

(d) SRR OFETE ;

(e) ZDIEN, K Tod D n—IKHY
ThHDH, X, AEFAERE O
ZARET W BAE, N, ik X
X OO kAT, R
REDIEW 728 & 2 13 2,

(3) (#HI&E L. Medicines Act (23T
MEFML] X, BRICEFEL LT

1 U bkoe hXixEhWmicis5 T 52

L HRICE SN LT D X 9 22

BOWE TS E T E R

() WEEFOEBK Lobo, T
W 2 L O 5 BT
H LIS DEB LD b D
ThO%H

(b) BHINTH/E, TABED LD
ERZEAT D0 EMRET H L
IZR > =R BOSHA ; RO

(o BEHEN. ZTNOOERNE MZH
WTHDARENREN &, XX
ICHEIRTH D ARRERE WD
EL b LB L OB TALE
ThorAREPENI EE R
BT VR ERE LR VRIS D
LA o, (o X o icilE s )
(@), D ECCEIZHESND H D
D DKM AT S eV HIET, 5B
BT EELTHEATEDIC
WRoe. ffs Tt S 2 d o
Th LA,

(4) Medicines Act 238\ T, TELL] 12

ESY = A AR

(@) itz D72l R Tl T
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(5)

(6)

(7

(b)

(c)

MEnsWeE

ol e OV o il oo SRR T A A (B
HF O PN R E T, f)iﬂlﬂ e
MO Z A7 53 & bR
<)y kO
REPMATHET S ZLNTE
B A DFEHE T3 T O W K OV
Hllo
WE TR (Db @ETOR

ZREV (IR~ 2 RE, EA,

Hjéﬂf: BOEHKMLTH D, Xk
(WIZiR R 55, fifs S o
WROEBZOERLTHLLIHAIE, €
DYE TR T, Z DHDOWVINGR D
RERICB N TS, (DICHET 2 5k
PAND FiETRE|IIIXEE LTE
M3 2 7oiciikoe, e, A UL
MEind &) EHIZERY,
Medicinal Act 23 FH S 40 5 T 35
Th o,
Medicines Act |23\ T, [EFK G X
WOEEIZFE Ui B (description) &
IRIRY

(@) F—ofETRESL TS ; &

o

b) N biE, F—DEELERETKR

76, s, AT S5 b o
TH Y Medicines Act % & [
i, BEEMCEEL T, £hiZ
JIGCTHREND b LT 5,
Medicines Act (23T, CFE, L
XIFFRTRIT, ROFEHDOWT NI
WTHREZH S BENLN & DH5H T
V3 HFEAE OO R O [ K O S
HIZOW T EHIBEALH D

b EHBIT
(a) HOEKLNEHRLE2IEE

(b)

(c)

boTHEMTLHILENTELHD

D5 HE
Igh & SCE RS T ERE Y F
A+t nTERrnbHobdsH

i

BENERESNZSHAE. HDH VI
XE, INEXIERRTERINE
FE DO FETHER IS EIC
EULANIFAELDLZEEZEXLT
WD T RTORE,

—J. &dh (food) 1T, Y I AR—ILE

fn T
1973

(SFA) OFE T3 v . Sale of Food Act
@ section 2A IZBWTKDIEY EH

SNTWD

<iE

%>

(1) _/&d5 (food)) &/ -

-69 -

() B FOHEOZDICHH ST
Wn, fEHTE S, IEHAT 5
HbDOLERBINTNDLIHHWPLHY)
'H (substance) Xi¥# (thing)
(&, £, WSR2 b 05DV
—EE I T D)

b) (@ TELINT=WEXIIWMIE
FND RS AT & LT,
MEahTnag, TS,
EHT b EERBINTWDLY
B3

() @QTELEINTWE XX %L
HI oIS 2ME (&b
DEWHES HERITHEH SN L WE
kR



@ Fa—ArHb, Faz—arHh
DR S L <X EF = —
AW LS DEIER S
WA

(e) KEMNE#H (Gazette) D order T
BmTHDEES LIEMEIIM,

(2) ERRMICRET D L2, TR

T TOLOREEND,

(@ B "R WHETLHZLEERLE
ARINL DD FE R |

b b FREETLIZEEREMLE
A W AT R s & &
THELLTHET LI LZERKL
Teffa2Eien, Mo Z e
R Lo ofE | WY O3
WHEM & & ER)

(c) BBIAK ;

(d) &HPHEHTRE . IWINT 2 H 0D
XFENEZEMLTWDH0

(e) - I8 ;

0 W - AR

(g) fa - LR ; KON

(h) 5P

(3) LrL. BEICIIUTEZE 20,

(a) Health Products Act 2007 T xf5:

&7 o R A (health
products) ;

(b) Medicines Act Tx[& L 72 HESK
i (medicinal products) #'H ;

(c) Misuse of Drugs Act 1973 TxI4:
& 72 2 JEAIER Y . LR SR
LIEZk=¢

(d) Poisons Act 1938 TXf & & 72 5 5

LZIR

(e) LML

(f) Tobacco (Control of
Advertisements and Sale) Act
1993 TR LD X TR X
[l = v ~ ST
(g) 8% (RAEEZRL);
(h) B OERINEE TR ST
@O RENEHROMTIZED, KL
BIARMTIIRWEES LY
B3
@ WITHET 2WE. W, FTa—A 7
LlX, B FOWHEICHET DIREICH D
NEPZERDT, B TH D,
(5) BFABET D720, TR ITITIEE T2
YR O 2 Gie Z L TE D,

5-2 . ™ [E ¥ ( Chinese proprietary
medicine) (22T

S UH BB THEZE (Chinese
Proprietary Medicines) %, HSA 23AT%
L Tw%, Health Products Act 2007 (Z
HERBMNELH SN TITIND b DD IERIE,
EH AL D—> L LT Medicines Act KO
% ® F @® Medicines (Traditional
Medicines, Homoeopathic Medicines and
other Substances) (Exemption) Order 73
WHIN%, O, Poisons Act,
Medicines (Advertisement and Sale)Act
&, —MIEY 2 M(GSL) DEHLT
bDHH, BTG O L FEE ()
R A HITC R BUAEER)
DITA B ARGNBEL D,

<TEFE>
1[5 # (Chinese Proprietary Medicines)
e
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BB DE DI NRY | HE R 72

FEIZ X DB R THEM S 5 ER A
EEWT D,

(a) FefedunIe LClES b O ;
) 8. B, 8. ixEn 6 oMEe

DL EEICHEKT D 1 SUIEEK
DHDEIT EELe b D |

(BT T2 e s (Hh [E R fE )

of Chinese

Pharmacy) | X% TRENHE (FFEHE

PE3K i K 4) (The Chinese Herbal

Medicine Materia Medica) | 270

ENTWDHOEZE DHERS )R

EEhTcnwasbo, ZEL UTE

Br<

@ b MTESTDERELS ; T

G) #E8. . S O FRICE R
ST HEERC Y XX E L B DA
HEADRE L TETRERMD ;

( A Dictionary

Hh[E HE & FLHT S HRAIZ B S TEUAT

fiR) &, R E R R TE U S h
% W TR Z BE L MR E T
WRZH R O M EZ ARSI 2 BB TE . B
MSATAIER 2 & T,

MEEO FHichiz iz ST niE

RBIRVWERFMFFILLTO®EY ,

>

T ~L WA Ny FEG
AR, Aoy, HEREDH
G Z B RGERLO T ~Ln
VETH D,

BREFoR  PEEKO T LT, 19 0
FE O EEREBICOWT T, &
i, BT D &0 FRIFFFAT S
TRV - R, AL AR,

FErhEE, HEON, BEIRIE. TAMLAIE
B, mILE, B, ot o,
FIREELE . BRML, REEZ. PERERE. A
H. AR T Y RNRRIE, ZRAE
B
AEERORE - BOEXEE | WA
T ROEITCEF L, AEFR%Z HSA
WS L2 i e b,
ARGy

B Y

Poisons Act O 8 E &5y
KEFEEZB2 2T EEATH L
RIRHR AT

NIAT R RERZEDOT IV IaA R
1 H 60 pg Alifi
TITHEY o FERL

ALY R ONE O MR AL G P
NICE D - FEUE L

WU, RUBT NI UL AU
KORTEET Y 7L 5% AR, X
X6 Z2GDE T 5%ARI
72 RTIKRPZEOT VI A R
1% A i

aXYTRREDOT VAR
0. 1% A i

BNAHEF 2 1% AT
ARXHLr YR L

TR FNANT IV RO DR
300 ppm A:Jifi

T hI7b R b F o
mg LL T

AEHEDE DMLY

b : 5 ppm

B RKIT A 0.3 ppm

$ : 10 ppm

1 H 19
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- JK$R : 0.5 ppm
> PRAEW O K HE
- FRIERMAEKRE. 105 CFU/g i
ml AT
- BERER UMDY, 5x102CFU/g X ml
ES]
- KRIBHE. PALEXRTHE., HET RY
BRI 1g Xid ml 729 faik (fF1E
72 L)
> RV IRINE (TSE) - 85 12 &)
WHUREC D DA E EATO D561,
TSE &G D U 2 7 % f/NMRICENZ 2
722, TSE A T A LS
HEND D,
> AERRSERTE R Oy - AT
Endangered Species (Import &
Export) Act IZF0# S LTV Sl fE
PRHEO KD ZENLTWD5HE
(= V/ﬁ$HW%ﬁEﬁ%ﬁF@
BB E B Y L — TS LT
ME@@@@%%&@%%%E%@
Y OFED [EBEEG BT 5 549
(CITES) O ANFFw] & 53 2
WD D,

5-2-1. FEEDOBAHFFIIONT

DU H A=V THRGE KOG T D 720
I ESE A A H150, BE T E AR
(assemble) T 5 iCix., WY X |
(product listing) DGR EFEEHD T A
T ARG RMETHDH, S BIT, YA
ﬁ~w#%@¢ﬁ%@%ﬁ%@%l

*E%ﬁﬁﬁﬁ%%@?ﬂiﬁﬂi (H H ik

anﬂi@qi) ZHEETHHEICHRE Y 2 R
N A

HitorZzHAE LTIWASHLS S
EEROFZA, B Y 2 MISNER W, 7272
L. o [E R o Fhig X @ A FR A S ML EET
H5B,

FHROBIE Y 2 NOHFICIT. D0
Hifil T (ACRA) :ﬁf@ﬁﬁéﬂfCﬂE%T‘
HAOHVEND S, B Y 2 OB

MiFIcB I 2 FEEO R 2N L WEITK
LTHEMEZA D,

RIS E & SN D FHITILL T O
D, FHEEE T EERL, B O B G O T &
H¥L 60 H¥ATY X FOITRIZIE, &
AE, B, HERENE END, HiEOE
MIZHOWTIEHEED T A FT A~

( Guidelines on Chinese Proprietary
Medicines Product Listing) # &2 Z &,

) HE H R A B

Aleb

1. Z0VEEWET Y HR—LT
IRFEMERE S DD T )L

- AT~ v

- MO TASAFTIT— R (DY
)

- IME (B25E

2. (ARG 056 BUEE T U
s SN DR D T~

- Ao T v

- MO T AT — by (DY

)

M E (b25%6)

3. ﬁ%W§®EE£%%®%ﬁ%@#V
TNT ERD D - A IO B

4. %ﬂééomm%L%%®ﬁ7£X
=

& H I R L T
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5.

10.

11.

12.

13.

(i A 5 oD ) 5 1F B i L YE(GMP)
AEE (D 55 E)

(g N5 oD Z) U S BRG] 3, 72
WIGE T A R 7 b E SE O g H A RE
(R} AR 78 I B ) . 1= 3K 5 RiE B
(CPP) XL [FlkR D L
HERESR EMAEDOLED KA
R, BRI OV TR, A RS S
e i

HE RGO — 7R B R T A —
K — g

RS E, BEMC O VLTI, %
FIRICBET DA e

B, B, B, Bk, A 7LD
A R7p E OB OWERE R, B
s D HTREE (COA) IZEH T,
BOLELLTEDTH LW

RS O EARE, 50 COA T
GHTH, BoLEE L TEDTE
|7

(g AN L5 D7) [ESNEER T XL D
B OFRIGE (B & P D H RSy
B OIE MR & B te)

(i AL 5 o0 7)) [E AR 263 o B i
R ENERESE S SR e D AT W D= ¢
TWARWNWZ & DIFHR

(g AL o0 7) AR5 ENZ 31T 2 B dh
OIEW ST FEIZ BT D 1H 3

U7 A NREOER(T Y
=7 A PRSI TW SR O
e

BYNEHERRIRIMAE (TSE) (B3 21%
Ww(vy, Ry Zyep— VY ¥
X, 3N, T rTra—7nE0OREH
WHRDIFEE (I 7y =0k

WEH SN2 B2 B Te) 25t
)

14, BEEWMEICLERER (XFRE R
(Cordyceps) . #L#8k (Red Yeast
Rice) 72 & DHEEME % 5 e DY

=)

5-3. o#t¥ (traditional medicine) (22
WT
VU HER =B W T B K
(traditional medicine) %, HSA 23pr%
LTW5, Bl Tl v —L A v FDr
WEHY 7R R 3K 5L &2 F§ 97, Health Products
Act 2007 IZbEHMHEOERDPFREM SN T
W2 b0, ERIT BEFELO—DE L
T Medicines Act & 8% d | @ Medicines
(Traditional Medicines, Homoeopathic
Medicines other
(Exemption) Order 23 F S 415, & OAfth,
Poisons Act, Medicines (Advertisement
and Sale)Act 72 &', —fi%ll52 U X ~(GSL)
DEFKLTHY | LG oA OoFHE
BEDOTA ¥ ABAFIRLER D, 7221,
FEEIIT, EHRETIC, BEORBNFE
TRWNWZ EXFZRETHhDLZ L MR L,
W) 7R RS E O FEHEICHERL L T W
DL aERT DR GNDDH, HSA ~D
HEM R mEHIER D 5,
it ORI #E < (Health Claims)
WZHOWTIX, A K74 > (Guidelines for

and Substances)

Claims and Claims Substantiation of
Health Supplements and Traditional
Medicines) ([ZX 5 &, @EEDOVR— K0
BRI IRAE S 2 2>, EHE TRVITIROE B
FoEREER (B B, B, TR &
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L nEesrne &ihTunsd, HSA
X, R, 7Y A v b EHA A
JbeN— A SEHEAT THERPRO 5T
WD BREFERIR R O R 72 U 2 K (List
of Health Claims) & ABH L T\ 5, HIEZE
ERERIZ, 19 DFEDEEZRLEEIZON
TPB5. A, BT 5 & D FRIFEFAT
STV,

<EFE>
I=#F  (traditional medicine) | * /3 :

Ty, @b L <3 XX b O

EhyichkT 5 1 2L EOWENS

HIEFEMERET, 2L UTOoL0E2E

EZ/4AN

(@) EHIZEYVE MG INDEIS,

b)) b RMZEEENDZT T

(© t FoMmiEizHEKT 585 ;

(d) Poisons Act ®(Cap. 234) D Schedule
@ Poisons List IZHEZINTWD B
D

(e) TEZ

EREEEITHEFRO L 9 7e HSAIC L % |
TMOBARLERED T A ZABEITA
B B OBBAIZIZLL T O b HREE
LRFEOREENRHRIT LA TWD,
> AEEEROLYE

- b :5ppm

- B FIULA:0.3ppm

- %7 : 10 ppm

- JK$E : 0.5 ppm
> AR o HTE

(% 1 g

- hPRMERAERR S 105 CFU/g XU

ml A

BERE L O T, 5102 CFU/g X i ml
ES

KIGHE., YLVEXRTEH, HAT R
KW 1g Xidml &bz @ (1
72 L)

(R AT

>

ISR AE e 2. 104 CFU/g X
ml A
BERE ] OV (Y, 5x102 CFU/g X% ml
BN
KRIGHE., YLVEXRTE, HAT RY
R 1g XiEml b7z vtk (FFAE
7mL)
EREOREAEIT Db & T HLE O
ERLEN AR T D20 FER
DFEHTH Y . WEMIHIDHLYEIZ
DWW TIZASEAN H A KT A I
I 22 enfREIhTND,
RISy
S E Y
Poisons Act @ Poison List (245 /&
=Y W %
BHFEDRTT 47 U A kD)
& BRSBTS ASEAN fi5iE
J7HIl (ASEAN Guiding Principles
for Inclusion into or Exclusion
from the Negative List of
Substances for Traditional
Medicines) (Z#SWTHE ST
[AYY5%%)
R IEVEVEAR R ANIE (TSE) X O E
AR O Sy - PIESK & FRk O 2
1
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5-4. ®EY 7 U A b (Health
Supplements) & ®MmYP 7V X b
(Supplements of food nature)
YR =T T Y AR
(supplements) ” &\ 9 R, E3E M &
BHL D HSADIE ST 2HES 7V
A b (Health supplements) &, £fh%
BE L CW\5 SFA 23T 3 2 8ih O FE
Ebolt B8P TIY A (ERINTH
FE1d 72 < Supplements of food nature &
WIHIBEWFEZ LTS, RfEETIE, &

YT R U REMESZ LTRSS,

Iht 2 207V A FORELZKR
ENIZERT L E TROBEY Th D,
® fHFEH Y AL b
- b bOERORERER e HEHE & HE
£, b, ET L0, BF
MO HHCTERT 260
- EREEUC LD REE (W7 E
BEA 72 ) THOEO AL TE
BT5b0
- EXIV - I TN EOEYE
PEE R, RIRHROWE (G R
mETe) 1 OXIFEEEL LD
o BHMYTY AL |
- HHOAREO L LTERT S
H D
- EEORFETIIE LRV IUIAR
RTHRERDEEM O BT
B4260
- BRI IHEFRD LA TH RN
D
BIZIEAR—=YH T 2 M ThiR,
)« FEAT) « A B ) - HIRRES OW) b
NPT BEOLEDLREDODRTH 7L

g zRrd o MaE (fl:5g/H) TE
W3 2% &5 8@ HEYy 7Y A b0
AREMER DV TR T A o= ERRE
RO Z Ry B R VX — A &
HEOE Lizg# o7 BRGo X 512k
AR B RBEBR LMD Lo - HBITR
mE LTHRbh b @HEY 7Y A bR
fn D KB BAE 725 51X HSA IR T %
IOoHERIL TS

AR D 5-6-1 HTHMI 525, SFA
& HSA ODELLNEEST 2 HDRDI)N

(B &R S OB FY) 2l LIz <

Ga b n D DY E T D
7= D5 ¥EA (Classification Tree) 234
KEINTNWD,
54-1. EEY 7 U A & (Health
supplements) (22T

fEREY 7 U A v R OFEMIZ OV TR
MDA KZ A (Health supplements
guidelines) 2T 5 & L\, KA K7
AN RDLEEF TV A MTEEL
T Medicines Act } TN @ B
1%7>, Poisons Act, Medicines (Advertisement
and Sale)Act Db EFHINTWNDH L H T
B2 MTBITABRLFEED T A AW
FHILEZROND, HSA ~H E/y7e o
FIEEDR B 5,

BEEE 7 U A v b ORI R R IT D
WTIiEX, 14 K7 A > (Guidelines for

regulation @O

Claims and Claims Substantiation of
Health Supplements and Traditional
LD & — Iy IR AR
AT H AR DORERERC A R R 15 B O YR
— FORILIZERE LR T L e &3 WA

Medicines)
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WE, Z o2, T, BB, 18K,
BilZ B E LTI ERoR, IR, H5i5
FLTE bRV E STV D, HSA I3,
R, 7Y A b EHAA AL -
AN— L EREA THEAPEO 6 TS
TR AR 2R O WIERY 72 U A b (List of
Health Claims) HAB LT\ 5,

Y7 U A b &S HIFEIZIER 722
ERITRDND TA RT A OPIZFETN
E# (working definition) & L T FRLAFL
INTW5D,

<FEMAERE>
#EFEY 7" X >~} (Health supplements) *
/L
1) BELZMHV. b O IROEER
BERE A HERF, b, BET D201
IR THY . LT ORSy
Z 1oLk, IMAGETEART
%o
a. EXIV IXTN, T IR,
NEWIlE, B, Tu A FT 47
AL ZOMOEDIEIERSY
b. RARHROWETH Y, i,
HEEY) ., IR OTERROEY) .
W) K O DFEM Iy 2 &t 5 K
[0}
c. @KRUMICERENTZMITDOE
FY i
BEEEY 7Y A MEL TR, YT B
Vb, 27 Ly b (BEAD . IR K ONE
KpLobEBM TREINDAIEZ L
TW5,
2) YU A NI,
GHNET D

RD D%

BFEOHMME L L TORS ;
ERIZHBEDOED D o 585 ; &
[6)
c. UEHCRRIERL EETHD Z
EENEETDHH DWW DR
3) kit (1, 2) b sd, HSA X
A& B 72 B Sy B 2 T E T D HERI &
75,

o ®

R 7Y A v MZOW T, B3 &
[F U< F2EH DR EMEOHARLME I
WCHEEZROULENR D D, Y 7 U 2
YROHA RTA RSN E R
IR OEY
> BALTEARLRVLO
—  Poisons Act (Chapter 234) % O}

Poisons Rules, Misuse of Drugs
Act (E#aiML) (Chapter 185) &
O ORAl RS TV A b
AT 47 VAR ~DEE LR
SMZBIT 5 ASEAN f5:3E 5 HI
(ASEAN Guiding Principles for
Inclusion into or Exclusion from
the Negative List of Substances
for Health Supplements) (255
XEHEOE LN TWAIYE

- B FO—EICHERT D

- b hoRFEICEEE L X AR
D DG - ERY Y A D
HA RT74 D Annex A (2 [EthE
YT A S ~OMf 3L/ R
SNTWDHEGT U A b DR S
nTn5
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RO PR RNSE (TSE) 72 &0
YR B 2 o & 23 Alie
YD & D WE % & Lo sy
G N2RA AN (V7 §lin: =% = ¢ s
A) ¥ (Endangered Species
(Import & Export) Act) (ZF2\
THH SN TWD Ry, v TR
— VAT ERE IR E DA O B %
No & % B EENREY) O FE O [E ER IR
FHZ B3 5 5K (CITES) Ol AFF Al
DILETH DS,
T VSRR STV R WA RIRR
5o
b bW D IRBOIREE Z IR T
Bid b7edlc, £Opksr#EKE
HWTHEHATHZ LR NDHEA
DI FRIFEL HT 5 & XFE
ENTWDHERIRSY
WREEPEET &,y - —#oE
N OREREC B A 5 2 5 WReEDN &
LEMESNIZRGTHY , Y
TUVAYNDOHA KA D Annex
B2 TEREY 7 U A v b ~DEHIC
BEDREN D LMY A M 232
RENTWVD,
A HEHEJR O HLYE
b3 :5ppm
B RIT A 0.3 ppm
# : 10 ppm
KER : 0.5 ppm
WA D FE
I MER AR B 105 CFU/g 3L
ml AT
B RE K OV Y, 5x102 CFU/g % ml
it

- KW, PALEXRTH, BET R
KB 1 g Wi ml H7z v EME (71
L)

— WA DMEH S DY Y A
fov s I roH#AE (Maximum
Daily Limit)

B4+ 0.9 mg

B 0.9 mg

=aFr7IF 450mg

—aF g

EXIA(LTF =)

IU)

B4 I Bl 100 mg

B4 I B2 40mg

EX Y B5(N b T UR) 200 mg

B4 I B6 100 mg

B4 I Bl12 0.6 mg

B4 32 C 1000 mg

B4 3D 0.025mg (1000 IU)

B4 IV E 536 mg (800 IU)

X I KI/K2 0.12mg
— RN DBEA T DY 7Y A
FDI X7 NVOEERE (Maximum

15 mg
1.5 mg (5000

Daily Limit)
RUE 64mg
Fv A 1200 mg
7 a2 0.5mg

§i 2 mg

Iv#E 0.15mg

# 15 mg*

~ 7 XA 350 mg
~> A 3.5mg
U752 036mg
U 800 mg
Tl 02mg
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Gk
7272 L, BRIZ W TR, ARl AT o~ L
FEZIVROCIAXTAF TV A O
LA, 1 HH720 30mg 09 L0 En
EEENBEINLGERHH, £/, E
TR T IVITHEEFE A (quasi-
LT L5605
ZEND EEY TV A NDTA KT A

XX B E o720 7n—F %
— N2 Annex C [ZRsLTW5, 77—
?’V*‘T\Kiék\ﬁg‘;ﬁéﬁ%?&)é & ) by
T O ERBEEITROBY 1) e X

15 mg

g

medicinal product)

NVE \2\711/75”5@552 ELTEEND,

2)6&‘V-:X7W®%7nybf
bHoHLFRENTWS, 3) WAIZEEH
HE X //:x7wﬁ£%ﬁ (1 : 50%

LEER) THh A,

5-4-2. BEV Y AV M EEHREDOEE
B JE Iz oW T
FEFIL, VAR L THG S D fE
Y7V A b sHtdE, A AL N
— A, FEAEATIZOWTHEMIC HSA I
JR T 5 Z LN TE D, TORE, FEEIX
B Ak 5 23 A B e g Ak & o B RS Y A i
LTS Z L&l 57291, BE
F& HSA (TR LT e b0, &
tHe 27 ST 2RI BEE DO 7 A &
> A (Voluntary notification system for health
supplements and traditional medicines —
Guidelines on the notification process and
requirements) &M Z &, HSA X, H
RGOS PNE ENREORT T 47
oy U A MCEEAET 2O EMHRTE D
MR A B AL TWVD

HEMBEICLEL SNHERITKD

Wy o

1. B (EELE) HBHEE (av—)
https://form.gov.sg/6196{8c79b454c
00151006c6

2. BUEXEH OFFGE

3. HFREME  (EUIRT A FNT A—
B ZORKEOBEGE % ET)

4, IR T — N T — 7 TR TR
(RN FE G LEANHIROGET 2 &
tr)

L ®WEY—T Ly b (BHDHGE)

6. AFREREKLOWAY O EUEIZH
T DKM EREE (FiEOzREE
tr)

7. BRI ) == T DI OER
HEE (®GOMEIZL D)

8. %%é@ﬁ%%ﬁ@&DK%¢6%
B (4T 258)

https://www.hsa.gov.sg/docs/default

-source/hprg-tmhs/chpb-

tmhs/tse form.pdf
9. WLt T7H A FOT LAY

X QR = — RIS 5 8 (45 %
e

https://www.hsa.gov.sg/docs/default

-source/hprg-tmhs/chpb-

tmhs/tmhs website undertaking.p
df?sfvrsn=b94300d4 10

10. 8GN Y U — DI 5 FE
L%5E)

https://www.hsa.gov.sg/docs/default

B GExET

-source/hprg-tmhs/chpb-
tmhs/linkage.pdf?sfvrsn=387d0c26
2
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https://form.gov.sg/6196f8c79b454c00151006c6
https://form.gov.sg/6196f8c79b454c00151006c6
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tse_form.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tse_form.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tse_form.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_website_undertaking.pdf?sfvrsn=b94300d4_10
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_website_undertaking.pdf?sfvrsn=b94300d4_10
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_website_undertaking.pdf?sfvrsn=b94300d4_10
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_website_undertaking.pdf?sfvrsn=b94300d4_10
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/linkage.pdf?sfvrsn=387d0c26_2
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/linkage.pdf?sfvrsn=387d0c26_2
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/linkage.pdf?sfvrsn=387d0c26_2
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/linkage.pdf?sfvrsn=387d0c26_2

11. fiseEFERS O EFNBHO o0
EREHECR T A F v 7 U A b

https://www.hsa.gov.sg/docs/default

-source/hprg-tmhs/chpb-

tmhs/vns checklist.docx?sfvrsn=319

ead9 4

5-5. fiERRELS (Complementary health
products) DEHA K

VAR TIE, HEE B,
Y 7Y X b7 L A — RIS e
fl 5 (Complementary health products) & I
AT % HSA 13, fEtERER L O 75 &
HWr 27200 HA RY— Vi T =7
A METRABALTWS, ZOHA RY—1
VX, MRSy D4 FTRe T & i FE M O
HROEL, B IV s IR TAPRDFRM,
ik, EHEEREEZ AL TN & |
i EDRFRICRE S T D DM DA
AT T2 > T D,
» Complementary Health Products

(CHP) Classification Tool

https://www.hsa.gov.sg/CHP-

classification-tool

5-6. REMIZHOBESNDHD
5-6-1. b —fRERMERORME

( Products in the Food-Health Product
Interface)

—HRAY R B OIE T ST IR R T A
YT U A ERHY | SFARTET 2, &
a7 U A M OERRERITRNVE D
Thd, L)L, BRTOREEX/FIZED
DZEIRBOBREMLE L THRDATND,
Z®D7=%, SFA &L HSA O LL 6P EHES

Db DIRO) (Rbh & RS OER) &
T LIZSWBERH D Z Einb, ZDH
Wrz X3 572 D53 FEAR (Classification
Tree) NARINTND, £ ZITETRME
L THbD I 2 F M3y DB “BHFEDO—
HELTERT 20" & “BHEORFET
FHEOLNBRNXIFIART DRER R E %
OB TERT 26070 T RS
TEY N—T7HHR EHAROREX T
RHVEIRBLONEENTVD,

»  General Classification of Health and

Food Products

https://www.hsa.gov.sg/docs/default-

source/hprg-tmhs/food-health-

product-classification-tree.pdf

5-6-2. HHAS (Novel food)

VUH R TIE BRBRO DR SR
FM Sy 2 FT LR i (Novel food) & 9%
Pkl 7% 2019 412> < B, SFA 2338 ATl
FEAEALTEL TS, ZDDHH
B I EM /Ry 2R E v
TR — L CAERE /L | A, PiRam, BR5E L
9 & o amEER L TIRANZ, &R
HaE & L CHERICKLERER L RerET
i DOFER % SFA ~EHT 2L ERH D,
KFRFEANZ DOV TIL, SFA 2B B L 2
B FEFEH 2 (SFA Novel Food Safety
Expert Working Group) % g% 37 L ., Z&VERF
MRS ICFEIND Z & HRFET D72
DORFHMEELRMETELLIICLT
Wb, BAESNTEHHELOFE LT,
2020 A 12 AR THIO Tkoe S iz
Eat Just fE OB ER R H 5,

A E W) HEEIZ DWW TEN R E
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https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/vns_checklist.docx?sfvrsn=3f9ead9_4
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/vns_checklist.docx?sfvrsn=3f9ead9_4
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/vns_checklist.docx?sfvrsn=3f9ead9_4
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/vns_checklist.docx?sfvrsn=3f9ead9_4
https://www.hsa.gov.sg/CHP-classification-tool
https://www.hsa.gov.sg/CHP-classification-tool
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/food-health-product-classification-tree.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/food-health-product-classification-tree.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/food-health-product-classification-tree.pdf

FI VN eV FHh OB 2T LI
A # A (Requirements for the Safety
Assessment of Novel Foods and Novel Food
Ingredients) (21X D K 9 IZFRH I LT
2o

IR AE  (Novel food) & /3

BRIEAINTEBEEO R WRELRSOR
il SR G TR & AT, KRR
EHINTREEOH ME & 1x. D7l &
b 20 M. 70 oFEM (B BHR) A
MERICBRFO—EE L TEIRLTEY
bt FORE~ORERENBRES LT
RNbLDODZETHDH, BEICER S
SR D & 2 £ OB S B 1. BT
B & TAH R E NV, FEAMICE, R
SRICAFAET D E AL EICFH—Th D
DB OMERIC K o THREE S b EY
(B : K& RBEC K D REREME Ry D BL)
bEEND,

U AR =TI BUT DA RE /BN
AL B L OMRFE X FF AT STV R0
»  BEREHOERNRIR SFAND

T ARATHRBIEE AT 2 32 17 TW W B
> BERRMEHOESLERR, SFAXRD
TRATELHIRE /] 23 1T TnZen 19
LU B B TRl 5y 2 G e i

[RPE = =/ B A S e N A
FHAEMLTHDLNE D DI OV TERM A
LG, TiRo@Riers bl
SFA LT AR ERHDH E LTS, £

D OFF P TR FERFER 2R R |

R (B BHEAR, RSUYEDEESRICET S
AR)HERF 2 DU EOMSL LI TE %

BB DR E e E 0D D,

- BMI S OWEE - AR (Tb
H, BdE LTHEINTZD, &
RS-0 L)

- BEMIOEMEM (Trbb, —
AXEERR . MR, HFFE DTG &
E D W o TN K D IEE S A
THDHD)

- HE (Thbb, BMELTHES
D XL EMITE R S5 B
D)

- ORISR (T2bb, #ilEK
REDOERDTD, B D VITHLEER
WHERAESHDENE I iR Y)

- BAE LTHEA SN2 RREDOHIRIC
BWT, ZOMHEIZERTHE b
fEFE~OFEZENN L ERT
AL

5-7. RO ORBRIZONT
HSA & SFA 3, D L 9 & Fyka Y
— RV AN REYA FEABL TS,

5-7-1. ERAMGOZTEAY —V
BN H R = TE AR
(Therapeutic Products) (25373 X 415 > E
I MEFERD TE Do ARG 70 &G
WMOANNBMETH D,

- Y=L

Therapeutic Products Classification Tool

https://form.gov.sg/62c6466efa9a4a0012cb63

ec

5-7-2. EERARGORBF K CBREHE OH
BIZET 52U X b
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https://form.gov.sg/62c6466efa9a4a0012cb63ec
https://form.gov.sg/62c6466efa9a4a0012cb63ec

2 A]) . Reclassifications (P
57#8) | Transfers (#17). Cancellations (HX
). Product recalls (B 22—/1) DIA
H2d 5, W4, plior. HeEfE, fan
Vet KRB A, BE T =T EREIR
INs,

> R ROBEEORE Y A b

Listing of approvals and post-registration

Approvals

actions

https://www.hsa.gov.sg/therapeutic-

products/approvals-and-post-reg-actions

5-7-3. ERARBOBREREY A b
OB TIE, VU R =L THEE SN
TV o b2 ERHM & BEAR
TN DA SCE (PI) JHE IS SR it s
(PIL) O —HAa2H{GLLENTE D,
T A R—= R AT ST B B
WITK OBV
O
B
BekE 4 (R¥E4)
K H
RIORAE|
ATC =2 — R
FilTE

gt

BUED AT —F A
REEE 4
B[
ARGy TREE
AT 1
» PZ4970 INFOSEARCH - Register
of Therapeutic Products

https://eservice.hsa.gov.sg/prism/common/en

quirepublic/SearchDRBProduct.do?action=lo
ad

5-7-4. HEZEY R b
VUK NDH P D P EIER O
BRSRSATRE (EFRAL /T EA) o
» PZ4970 INFOSEARCH -Chinese
proprietary medicine

https://eservice.hsa.gov.sg/prism/common/en

quirepublic/SearchCPProduct.do?action=load
T A R= AT ST % B 1
TR O@EY

-

- TIUF4

- AlE

- ¥4

- REHE

- BUE[E

5-7-5. BMmICERAINSIFERERERDOY
A b

AW —VET (SFA) L REFRE
J© (HSA) [33E[F T, BAICFFAT S TH
% H[EFJFEEL (Chinese medicinal materials)
DY A M LR ATTA K [Listof
Medicinal (CMM)
commonly used in food (& dnlZ—MATIZFE
MEn s PEZHERY 2 b)) 2B LT
WD,

IR 72 FEBR TR 1, B AR DR AE D
Y. B, S, H D VITER S DY
ORI E O N T 24T - IR RE
ZEND, PEEFE OV D2 E, R
ZH A RO OIS, RHE O
HIZHbHEH SN TS, 2D X H5IZLTR

Chinese materials
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https://www.hsa.gov.sg/therapeutic-products/approvals-and-post-reg-actions
https://www.hsa.gov.sg/therapeutic-products/approvals-and-post-reg-actions
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchDRBProduct.do?action=load
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchDRBProduct.do?action=load
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchDRBProduct.do?action=load
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchCPProduct.do?action=load
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchCPProduct.do?action=load

MmENT=RHORE LTIE, BEHLD A
— T RAELoN—T A0 O REBAF & TV
THERH D, VA NMI, BRSO N—T
Z Db O TR Y O I E T S 4,
N T I D DA BRSO BB ST R e
Yo RIZITEH S e v, Bih~0fEH
ELRIFO TR 1RO E B L L
TbDThHo IR bR, EEME LT
T 5541, HSA OV =7 %A R T
AFHRRLTEEREOT A FT A4 %
ZRTOMEND D,

» List of Chinese Medicinal materials
(CMM) commonly used in food

https://www.sfa.gov.sg/docs/default-

source/default-document-library/list-of-

chinese-medicinal-materials-(cmm).pdf

7 NUIPSE N - A AN N = AN Y AN
MEGEA . WEEALR EORENH D,
202347 H 3 HEUE 149 D B8N B 5
HERE LT, U R MO ZMeE— DSy &
LTaeRmIhEHRLE LToBEasnb
iR TND

5-7-6. PEEFBOREKY A k

FEH THEHIZ.SFADY —LTH
DRRBERE A L < A [E 3R FUR O 4 FR
LML AT % & B~ O U2 7 Al
ENTNDENE I PICET D IERE RR
TE %,
» Chinese Medicinal Materials

Search

https://www.sfa.gov.sg/tools-and-

resources/chinese-medicinal-materials

5-7-7. REY 7Y A M EBEHREDEH
PN
Y7 XA M RO eHIEOH LY
A2 FBR® D, VA FTIE HSA ITH EMIC
JEH ST AREREY 7Y A b ARHEEE, $K
MAA N, N — o EARATIC BT 2 16 #
HRLZENTED, MDY 2 M
4 (productname) . Al (dosage form) 1&
¥4 (company name) CHRETX 5, 2D
HERZR D A2 1% 2022 42 8 H 1 HIZBA
HREANTWD, 2023 412 A 13 HIKERT

209 RN BRI LTV D,
> fEEEY Y A N EEHREOREEY
N

List of Notified Health Supplements and
Traditional Medicines
https://www.hsa.gov.sg/vns-list
> EET Y AR EARHEE O JFA B
DJa i RsE A b
Ingredient Search for VNS of HS and TM
https://form.gov.sg/62eceO0bab278800013125
182
FEAEDHERBIEH SN T DR
(ZE= /AN HS&UTM@EEEmﬁﬁmm
VT4 TV ARMIEGERTWDMNE D H
AHEICT =y 7 TE 5,

D. #&#

<EU, AFH#, A—A+F VDT>
AOHEMETIZ. BNEOHEEY X | &
FEEE Y A MMCEEHE S B RS EUL A
FHE A=A NT Y TORIETTIEED X
NI D ATREMEN & 5 D DNZ DN T
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https://www.sfa.gov.sg/docs/default-source/default-document-library/list-of-chinese-medicinal-materials-(cmm).pdf
https://www.sfa.gov.sg/docs/default-source/default-document-library/list-of-chinese-medicinal-materials-(cmm).pdf
https://www.sfa.gov.sg/docs/default-source/default-document-library/list-of-chinese-medicinal-materials-(cmm).pdf
https://www.sfa.gov.sg/tools-and-resources/chinese-medicinal-materials
https://www.sfa.gov.sg/tools-and-resources/chinese-medicinal-materials
https://www.hsa.gov.sg/vns-list
https://form.gov.sg/62ece0bab278800013125182
https://form.gov.sg/62ece0bab278800013125182

A LTo, T OREE, 005 B O Rk
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FUTEHELOLEWEHENIEN S, 7272 L,

IR b2 Z L TE T,
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(conventional food) IZ77AS N5 H D%
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HATE720, &2 0 ITHIBRT & &k
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<BEEE >
1.EU
1-1 EZ5 (medicinal products) & & (food) DEHIZOVT

>

EES YA b
Medicinal products
https://ec.europa.eu/health/medicinal-products en

Bex 2 7 BREBNTEY | EIRSOSIECREFR A 2RO HRE R E 25
A1 b
DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 6 November 2001 on the Community code relating to medicinal products

for human use
https!//eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:020011.0083-
20121116&qid=1472567249742&from=EN

REGULATION (EC) No 726/2004 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 31 March 2004 laying down Community procedures for the authorisation

and supervision of medicinal products for human and veterinary use and establishing
a European Medicines Agency

https://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0dJ:1.:2004:136:0001:0033:en:PDF
ERRIRAFET A R A4 AT 591 B

EudraLex - Volume 1 - Pharmaceutical legislation for medicinal products for human

use

https://ec.europa.eu/health/documents/eudralex/vol-1_en

t FHOERERIZ DD DERBI~DY 7 —E
Eudrallex - Volume 2 - Pharmaceutical legislation on notice to applicants and
regulatory guidelines for medicinal products for human use
https://ec.europa.eu/health/documents/eudralex/vol-2_en

t MHOEELOREITA T A ~D—5

Eudral.ex - Volume 3 - Scientific guidelines for medicinal products for human use

https://ec.europa.cu/health/medicinal-products/eudralex/eudralex-volume-3_en

EIMDBEO LB Z MR TE DL ITT H72DDTA RT A v (ARBROTFH - 3
FHIRER L)
EudraLex - Volume 4 - Good Manufacturing Practice (GMP) guidelines

https://ec.europa.cu/health/medicinal-products/eudralex/eudralex-volume-4 _en
GMP /A FJA > —H
RASFEHYA b
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https://ec.europa.eu/health/medicinal-products_en
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20121116&qid=1472567249742&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20121116&qid=1472567249742&from=EN
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:136:0001:0033:en:PDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:136:0001:0033:en:PDF
https://ec.europa.eu/health/documents/eudralex/vol-1_en
https://ec.europa.eu/health/documents/eudralex/vol-2_en
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-3_en
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-4_en

Food Safety
https!//ec.europa.eu/food/index en
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

https://eur-lex.europa.eu/legal-content/ EN/ALL/?uri=celex%3A32002R0178

1-2 ERGDIRFEARFHE

>

Authorisation procedures - The centralised procedure

https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-

products-human-use-eu/authorisation-procedures-centralised-procedure en

Authorisation procedures - National authorisation procedures (mutual recognition
procedure, decentralised procedure)

https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-

products-human-use-eu/authorisation-procedures-national-authorisation-

procedures en#the-mutual-recognition-procedure

Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/83/EC on the Community code relating to medicinal products

for human use

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:320041.0027

1-3 "—7EZ{ (Herbal medicinal products)

>

N—TEFELOFHY A |k
Herbal medicinal products

https://ec.europa.eu/health/human-use/herbal-medicines en

https!//www.ema.europa.eu/en/human-regulatory/herbal-medicinal-products

Directive 2004/24/EC of the European Parliament and of the Council of 31 March 2004

amending, as regards traditional herbal medicinal products, Directive 2001/83/EC on
the Community code relating to medicinal products for human use

https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX%3A320041.0024

1-4 EFEGOBRBIZOWNT

>

Download medicine data

https://[www.ema.europa.eu/en/medicines/download-medicine-data

Download table of all EPARs for human and veterinary medicines

https://[www.ema.europa.eu/sites/default/files/Medicines output_european public asse

ssment reports.xlsx

EPARs #ZE Y% A b : Medicines > Search
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https://ec.europa.eu/food/index_en
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32002R0178
https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-products-human-use-eu/authorisation-procedures-centralised-procedure_en
https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-products-human-use-eu/authorisation-procedures-centralised-procedure_en
https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-products-human-use-eu/authorisation-procedures-national-authorisation-procedures_en#the-mutual-recognition-procedure
https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-products-human-use-eu/authorisation-procedures-national-authorisation-procedures_en#the-mutual-recognition-procedure
https://ec.europa.eu/health/medicinal-products/legal-framework-governing-medicinal-products-human-use-eu/authorisation-procedures-national-authorisation-procedures_en#the-mutual-recognition-procedure
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32004L0027
https://ec.europa.eu/health/human-use/herbal-medicines_en
https://www.ema.europa.eu/en/human-regulatory/herbal-medicinal-products
https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX%3A32004L0024
https://www.ema.europa.eu/en/medicines/download-medicine-data
https://www.ema.europa.eu/sites/default/files/Medicines_output_european_public_assessment_reports.xlsx
https://www.ema.europa.eu/sites/default/files/Medicines_output_european_public_assessment_reports.xlsx

https://[www.ema.europa.eu/en/medicines/field ema web categories%253Aname field/

Human/ema group_types/ema_medicine

Download table of herbal medicines

https://[www.ema.europa.eu/sites/default/files/Medicines _output _herbal medicines.xls

X
Herbal medicines #2291 b : Medicines > Search "Herbal”
https!//www.ema.europa.eu/en/medicines/field ema web categories%253Aname field/
Herbal

1-5 RS EIRS b D
1-5-1 FHEARNL (Novel food)

>

Regulation (EC) No 258/97 of the European Parliament and of the Council of 27
January 1997 concerning novel foods and novel food ingredients
http://eur-lex.europa.eu/legal-content/ EN/ALL/?uri=CELEX:31997R0258
Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25
November 2015 on novel foods, amending Regulation (EU) No 1169/2011 of the

European Parliament and of the Council and repealing Regulation (EC) No 258/97 of
the European Parliament and of the Council and Commission Regulation (EC) No
1852/2001 (Text with EEA relevance)

http://eur-lex.europa.eu/legal-

content/EN/TXT/?qid=1449760581954&uri=0J:JOL, 2015 327 R 0001

Current consolidated version: 27/03/2021

https://eur-lex.europa.eu/legal-content/ EN/TXT/?uri=CELEX%3A02015R2283-
20210327

1-5-2 7— F#7U A2} (Food supplement)

>

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
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A320021.0046

Current consolidated version: 20/03/2021

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A020021.0046-
20210320

1-5-3 LR - P2 EBEICEhRMm

>

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
https'//eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32006R1925
Current consolidated version: 08/04/2021
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https://www.ema.europa.eu/en/medicines/field_ema_web_categories%253Aname_field/Human/ema_group_types/ema_medicine
https://www.ema.europa.eu/en/medicines/field_ema_web_categories%253Aname_field/Human/ema_group_types/ema_medicine
https://www.ema.europa.eu/sites/default/files/Medicines_output_herbal_medicines.xlsx
https://www.ema.europa.eu/sites/default/files/Medicines_output_herbal_medicines.xlsx
https://www.ema.europa.eu/en/medicines/field_ema_web_categories%253Aname_field/Herbal
https://www.ema.europa.eu/en/medicines/field_ema_web_categories%253Aname_field/Herbal
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:31997R0258
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1449760581954&uri=OJ:JOL_2015_327_R_0001
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1449760581954&uri=OJ:JOL_2015_327_R_0001
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02015R2283-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02015R2283-20210327
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32002L0046
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02002L0046-20210320
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02002L0046-20210320
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32006R1925

https://eur-lex.europa.eu/legal-content/ EN/TXT/PDF/?uri=CELEX:02006R1925-
20210408&from=EN

2. BT
2-1 3 (Drug) L& (Food) DEFEIZOUVT
»  Food and Drugs Act (R.S.C., 1985, c. F-27)
https://laws-lois.justice.gc.ca/eng/acts/F-27/index.html
- Natural Health Products Regulations (SOR/2003-196)
https://laws-lois.justice.gc.ca/eng/regulations/sor-2003-196/
- Food and Drug Regulations (C.R.C., c. 870)
https://laws-lois.justice.gc.ca/eng/regulations/c.r.c.%2C c. 870/index.html
- Cosmetic Regulations (C.R.C., c. 869)
https://laws-lois.justice.gc.ca/eng/regulations/c.r.c., c. 869/index.html
- Medical Devices Regulations (SOR/98-282)
https://laws-lois.justice.gc.caleng/regulations/sor-98-282/
> T AR OEEE BREY A R
Drugs and health products

https!//www.canada.ca/en/health-canada/services/drugs-health-products.html
» T HREE ORMBEEY A K

Food and nutrition

https://[www.canada.ca/en/services/health/food-nutrition.html
2-4 R4 R MBS DRERIZ DUV T
> WUFERY R REHYA b

Prescription Drug List

https!//www.canada.ca/en/health-canada/services/drugs-health-products/drug-

products/prescription-drug-list.html

> WTTERGORKST U A MABIYA b
https://hpr-rps.hres.ca/pdl.php?lang=en

- TF a2 TN IR T = I X ZHEH YA b
Welcome to the Licensed Natural Health Products Database (LNHPD)

https://[www.canada.ca/en/health-canada/services/drugs-health-products/nmatural-non-

prescription/applications-submissions/product-licensing/licensed-natural-health-

products-database.html
- FFa T AL ZBE ORISR A R
https://health-products.canada.ca/Inhpd-bdpsnh/index-eng.jsp
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1925-20210408&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1925-20210408&from=EN
https://laws-lois.justice.gc.ca/eng/acts/F-27/index.html
https://laws-lois.justice.gc.ca/eng/regulations/sor-2003-196/
https://laws-lois.justice.gc.ca/eng/regulations/c.r.c.%2C_c._870/index.html
https://laws-lois.justice.gc.ca/eng/regulations/c.r.c.,_c._869/index.html
https://laws-lois.justice.gc.ca/eng/regulations/sor-98-282/
https://www.canada.ca/en/health-canada/services/drugs-health-products.html
https://www.canada.ca/en/services/health/food-nutrition.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/prescription-drug-list.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/prescription-drug-list.html
https://hpr-rps.hres.ca/pdl.php?lang=en
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-products-database.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-products-database.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-products-database.html
https://health-products.canada.ca/lnhpd-bdpsnh/index-eng.jsp

TF 2 TNV AR DRRTRRY Ak
http://webprod.hc-sc.gc.ca/nhpid-bdipsn/search-rechercheReq.do

FF 2 TNV AR OGRS A FO2—F =T A N

Natural Health Products Ingredients Database Web Application Guide
February 2011; Version 2.1

https!//www.canada.ca/en/health-canada/services/drugs-health-products/reports-

publications/matural-health-products/natural-health-products-ingredients-database-

web-application-guide-november-2008-health-canada-2008.html
Licensed Natural Health Product Database Data Extract
Data Extracts - Last updated: September 28, 2017

https://www.canada.ca/en/health-canada/services/drugs-health-products/matural -non-

prescription/applications-submissions/product-licensing/licensed-natural-health-

product-database-data-extract.html

2-6 BREBICHEIND LD

>

List of non-novel determinations for food and food ingredients

https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-

foods-other-novel-foods/requesting-novelty-determination/list-non-novel-

determinations.html

Completed safety assessments of novel foods including genetically modified (GM)
foods

https://[www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-

foods-other-novel-foods/approved-products.html

3. A—RFFUT
3-1 E¥AM (therapeutic goods) & &fh (food) DEFIZOUVNT

>

Therapeutic Goods Act 1989
https!//www.legislation.gov.au/Series/C2004A03952

R BT D FEE T YA R
Industry

https://www.tga.gov.au/industry
(AT, RREWRY 7 20 DY)

Regulation basics

https://www.tga.gov.au/regulation-basics

- Legislation & legislative instruments

https://www.tga.gov.au/legislation-legislative-instruments
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http://webprod.hc-sc.gc.ca/nhpid-bdipsn/search-rechercheReq.do
https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/natural-health-products/natural-health-products-ingredients-database-web-application-guide-november-2008-health-canada-2008.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/natural-health-products/natural-health-products-ingredients-database-web-application-guide-november-2008-health-canada-2008.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/natural-health-products/natural-health-products-ingredients-database-web-application-guide-november-2008-health-canada-2008.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/applications-submissions/product-licensing/licensed-natural-health-product-database-data-extract.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/requesting-novelty-determination/list-non-novel-determinations.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/requesting-novelty-determination/list-non-novel-determinations.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/requesting-novelty-determination/list-non-novel-determinations.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/approved-products.html
https://www.canada.ca/en/health-canada/services/food-nutrition/genetically-modified-foods-other-novel-foods/approved-products.html
https://www.legislation.gov.au/Series/C2004A03952
https://www.tga.gov.au/industry
https://www.tga.gov.au/regulation-basics
https://www.tga.gov.au/legislation-legislative-instruments

(BRI BT DIERH~D Y v 7 —5)
- Advertising therapeutic goods

https!//www.tga.gov.au/hubs/advertising-therapeutic-goods

—  Prescription medicines

https!//www.tga.gov.au/prescription-medicines

- Over-the-counter medicines

https!//www.tga.gov.au/over-counter-medicines

- Complementary medicines
https//www.tga.gov.au/complementary-medicines
»  Food Standards Australia New Zealand Act 1991
https!//www.legislation.gov.au/Series/C2004A04193
32 ERASO®RSE (ARTG) 122V T
»  Australian Regulatory Guidelines for Listed Medicines and Registered Complementary

Medicines

https!//www.tga.gov.au/publication/australian-regulatory-guidelines-listed-medicines-

and-registered-complementary-medicines
(HAZ LA TA RTA OB S TND)

» How we regulate medicines

https!//www.tga.gov.au/how-we-regulate-medicines

»  Overview of the regulation of listed medicines and registered complementary medicines
Version 1.1, July 2021

https!//www.tga.gov.au/resource/overview-regulation-listed-medicines-and-registered-

complementary-medicines
3-3 MEERELIZONT

»  Complementary medicines

https!//www.tga.gov.au/complementary-medicines

» Complementary medicine regulation basics
https://www.tga.gov.au/complementary-medicine-regulation-basics

35 B4y L LR DRERIZOWNT

3-5-1 RRAIRSR

> T H N ZDENT

https://www.tga.gov.au/where-find-approved-terminology#code-search

» TGA approved terminology for therapeutic goods
https!//www.tga.gov.au/publication/tga-approved-terminology-therapeutic-goods
(EEFEH T OWT TGA 23538 7] L7- HER)
3-6 BWELETONT
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https://www.tga.gov.au/hubs/advertising-therapeutic-goods
https://www.tga.gov.au/prescription-medicines
https://www.tga.gov.au/over-counter-medicines
https://www.tga.gov.au/complementary-medicines
https://www.legislation.gov.au/Series/C2004A04193
https://www.tga.gov.au/publication/australian-regulatory-guidelines-listed-medicines-and-registered-complementary-medicines
https://www.tga.gov.au/publication/australian-regulatory-guidelines-listed-medicines-and-registered-complementary-medicines
https://www.tga.gov.au/how-we-regulate-medicines
https://www.tga.gov.au/resource/overview-regulation-listed-medicines-and-registered-complementary-medicines
https://www.tga.gov.au/resource/overview-regulation-listed-medicines-and-registered-complementary-medicines
https://www.tga.gov.au/complementary-medicines
https://www.tga.gov.au/complementary-medicine-regulation-basics
https://www.tga.gov.au/where-find-approved-terminology#code-search
https://www.tga.gov.au/publication/tga-approved-terminology-therapeutic-goods

Scheduling of medicines & poisons

https://www.tga.gov.au/scheduling-medicines-poisons
(EBIESL LD A Y 20— BT D EEH T A )

The Poisons Standard (the SUSMP) ; 28 October 2021

https!//www.tga.gov.au/publication/poisons-standard-susmp

A/ a—/L : Scheduling basics

https://www.tga.gov.au/scheduling-basics

3-7 EE ERBRORXFNZHOWNT

>

>

Food and medicine regulation
https!//www.tga.gov.au/community-qga/food-and-medicine-regulation
B EEHRMOBERTA Z A —)v (7 =T
Food-Medicine Interface Guidance Tool (FMIGT)
https://www.tga.gov.au/food-medicine-interface-guidance-tool-fmigt

(7 Vw7 TERLDHHED BND)
it LRI OERITA Z A —1 (PDF iR
https://www.tga.gov.au/sites/default/files/information-fmigt-140729.pdf

3-8 FRAMLHE
3-8-1 FHBHDER

>

>

Food Standards Code
https://www.foodstandards.gov.au/code/Pages/default.aspx

Australia New Zealand Food Standards Code — Standard 1.5.1 — Novel foods
https://www.legislation.gov.au/Series/F20151.00403

3-8-2 FSANZ ~DHFEIZONT

>

HrEiEsn Y A b

Australia New Zealand Food Standards Code — Schedule 25 — Permitted novel foods
https://www.legislation.gov.au/Details/F2021C00564
BADHRUSRE Y T2 D 5120 A Z A —)L

Guidance Tool for Determining Whether a Food is Novel or Not

https://www.foodstandards.gov.au/industry/novel/documents/Guidance%20Tool %20-%
20for%20website%20 2 .pdf

VA N 4

Application Handbook Last updated: 28 May 2020

https://www.foodstandards.gov.au/code/changes/pages/applicationshandbook.aspx

4. XE
4-1. EEE (Drug) &5 (Food) DEFEITOWVT
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https://www.tga.gov.au/scheduling-medicines-poisons
https://www.tga.gov.au/publication/poisons-standard-susmp
https://www.tga.gov.au/scheduling-basics
https://www.tga.gov.au/community-qa/food-and-medicine-regulation
https://www.tga.gov.au/food-medicine-interface-guidance-tool-fmigt
https://www.tga.gov.au/sites/default/files/information-fmigt-140729.pdf
https://www.foodstandards.gov.au/code/Pages/default.aspx
https://www.legislation.gov.au/Series/F2015L00403
https://www.legislation.gov.au/Details/F2021C00564
https://www.foodstandards.gov.au/industry/novel/documents/Guidance%20Tool%20-%20for%20website%20_2_.pdf
https://www.foodstandards.gov.au/industry/novel/documents/Guidance%20Tool%20-%20for%20website%20_2_.pdf
https://www.foodstandards.gov.au/code/changes/pages/applicationshandbook.aspx

» Drugs CGEHHYA K)
https://www.fda.gov/drugs

Bea ) 7 BREGNTEY | FROMEECEEE WA F Y 72 WO IR L 2251 b,
»  Search Databases

https://www.fda.gov/industry/fda-basics-industry/search-databases
FDA OFfixi5 (3, iR l) T2, SESERBMKRYA b~ 7%
> JEF (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 1/USCODE-2021 -title2 1 -chap9-subchaplI-

sec321/context

42, BRBIHFESIND O
HWIFEYHEEIES (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

4-3. BblZHGEINDHD

4-3-1. ¥4 xZY)—%FY X} (Dietary supplement)
4-3-2. FHFA =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#'E (Generally recognized as safe)
»  Generally Recognized as Safe (GRAS)

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

4-4. FEREER (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

-02-


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
»  NIH OEN e M4 > % — (National Center for complementary and Integrative Health:
NCCIH)
https://www.nccih.nih.gov/
JRAE 7o B PR A 208 U T, e - MG RV RIERRIE O BRI, AR, ZatE, RO
B & EIROUGEIZB T D&KE Z WO N T D 2 L aflim L LIS,

4-5. RS B OB ORFRIZOUVNT
4-5-1. EFKG
»  RALEEMCET AT R— 2 —

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 HEOBHHFHRY A b

(7272 L5V © Content current as of 03/06/2015)

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/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 AllLhtml#S

4-5-2. FATZY—%FY A s KO'NDI
»  Dietary Supplement Label Database (DSLD)
https://dsld.od.nih.gov/
KE NIH 28 L TWD T —Z =2, KETHEINTWOL A= Z Y —HTY A b
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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
https://www.nccih.nih.gov/
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/

RELOH, - [H7 ~HFRAINER SN TN D, 202342 A 16 BT, 156,957 D 7 ~/L %
¥ AHE, [Products] Brands] [Ingredients| LU CTX HAEIZ/ > TV D, On
Market & Off Market OFC# S & 5,

»  Dietary Supplement Fact Sheets

https://ods.od.nih.gov/factsheets/list-all/

»  Dictionary of Dietary Supplement Terms
https://ods.od.nih.gov/HealthInformation/dictionary.aspx
»  NDI fiflxai@%n Y A ~ : Submitted 75-Day Premarket Notifications for New Dietary Ingredients

https://www.fda.gov/Food/DietarySupplements/NewDietarylngredientsNotificationProcess/
ucmb534510.htm
1995 4E 5 EBIfE £ T NDI a2 & T 5,

4-5-3. GRAS W&

» 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/fdec/?set=GRASNotices

FDA 234> GRAS i@ (GRAS notification) Z517Hi->7- 1998 4FLIERIZHRH S 7z
GRAS R OF#H AR L T D,

4-5-4. ZDfh
1) CAM ik
»  Herbs at a Glance
https://www.nccih.nih.gov/health/herbsataglance

NIH o NCCIH 2S5 LT\ 5, FFED/ N—T IO T, — 4, FEARRIL, B(E
7eRIVEROIERE R, LV EE LWV & OFEARER A IR 2R 7 7 7 o — U
_x‘o

2) BRI
»  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

t MR 2 8 MmICEERNINT 5 2 & 035580 LTV D BN
»  21CFR 173 Secondary Direct Food Additives Permitted in Food for Human Consumption
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https://ods.od.nih.gov/factsheets/list-all/
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
R OINLR 72 SIS 2 2 LD LTV D RN (B« R inlER)
»  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
LAENERCHEREME DS T ER) TR W2 O R iAo i i B E & L C ol ANV E ERIIZER
HHNTEY, BIORERLH L WA RIZ L > CRRADNAE IS ATREMERH D 6 D,

3) Hfkt

»  21CFR 74 Listing of Color Additives Subject to Certification

https!//www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-74
FRAEDXIG L T DA R 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
FRES WVEERCBR GRS NG AR kg0 Y X |k

4) WhEs-%E
»  21CFR 189 Substances prohibited from use in human food
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-189

5. YUHR—
5-1. EEARLE (therapeutic products), E3X (medicinal products) & &dh (food) DERIT
DT
PUF, BAEDER: (Act) MOEHYA b, BBEOHH] (Regulation) <°fE4 (Order) X%\

7o BN,
»  Health Products Act of 2007

https:/sso.agc.gov.sg/Act/HPA2007
»  Medicines Act 1975

https'/sso.age.gov.sg/Act/MA1975
»  Misuse of Drugs Act 1973

https:/sso.age.gov.sg//Act/MDA1973
»  Poisons Act 1938

https'/sso.age.gov.sg/Act/PA1938
»  Sale of Food Act 1973

https'/sso.age.gov.sg/Act/SFA1973
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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
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-82
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-189
https://sso.agc.gov.sg/Act/HPA2007
https://sso.agc.gov.sg/Act/MA1975
https://sso.agc.gov.sg/Act/MDA1973
https://sso.agc.gov.sg/Act/PA1938
https://sso.agc.gov.sg/Act/SFA1973

5-2.

Food Regulations

https://sso.age.gov.sg/ST/SFA1973-RG1

IR VERERFTIT  (Health Sciences Authority: HSA)
https://www.hsa.gov.sg/

AR VET  (Singapore Food Agency: SFA)
https://www.sfa.gov.sg/

SR (therapeutic products)

https://www.hsa.gov.sg/therapeutic-products/

HEZ (Chinese proprietary medicine) (2o T
F[EZE (Chinese proprietary medicine)

https://www.hsa.gov.sg/chinese-proprietary-medicines

Medicines (Traditional Medicines, Homoeopathic Medicines and other Substances)
(Exemption) Order

https:/sso.age.gov.sg/ST/MA1975-
OR6/Historical/20130101?DocDate=20121231170000&ValidDate=20161101&ViewTyp
e=Pdf& =20220523191546

Guidelines on Chinese Proprietary Medicines Product Listing

https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-

medicines/pl fsc guidelines.pdf

Questions and Answers on Chinese Proprietary Medicine (CPM)

https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-

medicines/cpm-gna.pdf

5-2-1. FEEOEABFBICOWNT

>

5-3.

Guidelines on CPM Product Listing
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-

medicines/pl fsc guidelines.pdf

o83 (traditional medicine) 122V YT
o3 (traditional medicine)

https://www.hsa.gov.sg/traditional-medicines/overview

ASEAN Guiding Principles for Inclusion into or Exclusion from the Negative List of
Substances for Traditional Medicines
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-
Negative-List-TM-V5.0-with-disclaimer.pdf
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https://sso.agc.gov.sg/SL/SFA1973-RG1
https://www.hsa.gov.sg/
https://www.sfa.gov.sg/
https://www.hsa.gov.sg/therapeutic-products/
https://www.hsa.gov.sg/chinese-proprietary-medicines
https://sso.agc.gov.sg/SL/MA1975-OR6/Historical/20130101?DocDate=20121231170000&ValidDate=20161101&ViewType=Pdf&_=20220523191546
https://sso.agc.gov.sg/SL/MA1975-OR6/Historical/20130101?DocDate=20121231170000&ValidDate=20161101&ViewType=Pdf&_=20220523191546
https://sso.agc.gov.sg/SL/MA1975-OR6/Historical/20130101?DocDate=20121231170000&ValidDate=20161101&ViewType=Pdf&_=20220523191546
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-medicines/pl_fsc_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-medicines/pl_fsc_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-medicines/cpm-qna.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-medicines/cpm-qna.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-medicines/pl_fsc_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-medicines/pl_fsc_guidelines.pdf
https://www.hsa.gov.sg/traditional-medicines/overview
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Negative-List-TM-V5.0-with-disclaimer.pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Negative-List-TM-V5.0-with-disclaimer.pdf

ASEAN Guidelines on Limits of Contaminants for Traditional Medicines

https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Limits-of-
Contaminants-TM-V2.0-with-disclaimer.pdf

Guidelines for claims and claims substantiation of health supplements and traditional
medicines: Guidelines Version 3

https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-

tmhs/tmhs claims guidelines.pdf
List of Health Claims
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims list.pdf

. BEY U A b (Health Supplements) (22T

fEFEY~7") 2> (Health Supplements)

https://www.hsa.gov.sg/health-supplements/

ASEAN Guiding Principles for Inclusion into or Exclusion from the Negative List of
Substances for Health Supplements
https://asean.org/wp-content/uploads/2021/01/ASEAN-Guiding-Principles-for-

Inclusion-Into-or-Exclusion-from-the-Negative-List-of-Substances-for-Health-

Supplements-1.pdf

Health supplements guidelines
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/hsguidelinesv18.pdf

Guidelines for claims and claims substantiation of health supplements and traditional
medicines: Guidelines Version 3
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-

tmhs/tmhs claims guidelines.pdf

List of Health Claims

https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs _claims list.pdf

. R AV b HEHEO B ERBEHIZOWT

Voluntary notification system for health supplements and traditional medicines —
Guidelines on the notification process and requirements
https!//www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/vns guidelines.pdf
List of HS and TM

https!//www.hsa.gov.sg/vns-list

Ingredient Search for VNS of HS and TM
https!/form.gov.sg/62ece0bab278800013125182
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https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Limits-of-Contaminants-TM-V2.0-with-disclaimer.pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Limits-of-Contaminants-TM-V2.0-with-disclaimer.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims_list.pdf
https://www.hsa.gov.sg/health-supplements/
https://asean.org/wp-content/uploads/2021/01/ASEAN-Guiding-Principles-for-Inclusion-Into-or-Exclusion-from-the-Negative-List-of-Substances-for-Health-Supplements-1.pdf
https://asean.org/wp-content/uploads/2021/01/ASEAN-Guiding-Principles-for-Inclusion-Into-or-Exclusion-from-the-Negative-List-of-Substances-for-Health-Supplements-1.pdf
https://asean.org/wp-content/uploads/2021/01/ASEAN-Guiding-Principles-for-Inclusion-Into-or-Exclusion-from-the-Negative-List-of-Substances-for-Health-Supplements-1.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/hsguidelinesv18.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims_guidelines.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/tmhs_claims_list.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chpb-tmhs/vns_guidelines.pdf
https://www.hsa.gov.sg/vns-list
https://form.gov.sg/62ece0bab278800013125182

5-5. fsefEELY, (Complementary health products) D4y¥EN A K
» 38 H A K : Complementary Health Products (CHP) Classification Tool

https://www.hsa.gov.sg/chp-classification-tool

»  Q&A on classification of complementary health products (CHP)
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/tool-faq.pdf

5-6. RIS ND D

5-6-1. AL —RERLERORES (Products in the Food-Health Product Interface)

»  General Classification of Food & Food Products
https://www.sfa.gov.sg/food-import-export/general-classification-of-food-food-products

»  General Classification of Health and Food Products

https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/food-health-product-

classification-tree.pdf
ZSF¥EAA (Classification Tree for Products in the Food-Health Product Interface) 73X
HINTWD,

5-6-2. FEH AN (Novel food)
»  Novel Food

https://www.sfa.gov.sg/food-information/novel-food/novel-food

» Requirements for the Safety Assessment of Novel Foods and Novel Food Ingredients

https://www.sfa.gov.sg/docs/default-source/food-information/requirements-for-the-

safety-assessment-of-novel-foods-and-novel-food-ingredients.pdf

5-7. RO KRUREDOBRRIZONT
5-7-1. ERAMEOSEY —
»  Therapeutic Products Classification Tool

https://form.gov.sg/62c6466efa9a4a0012cb63ec

5-7-2. ERMAMGOBAIRUREROHEEIZETTDY X b
»  Listing of approvals and post-registration actions

https://www.hsa.gov.sg/therapeutic-products/approvals-and-post-reg-actions

5-7-3. ERABGDOBREMRET A T
»  PZ4970 INFOSEARCH - Register of Therapeutic Products

https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchDRBProduct.do?action

=load
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https://www.hsa.gov.sg/chp-classification-tool
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/tool-faq.pdf
https://www.sfa.gov.sg/food-import-export/general-classification-of-food-food-products
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/food-health-product-classification-tree.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/food-health-product-classification-tree.pdf
https://www.sfa.gov.sg/food-information/novel-food/novel-food
https://www.sfa.gov.sg/docs/default-source/food-information/requirements-for-the-safety-assessment-of-novel-foods-and-novel-food-ingredients.pdf
https://www.sfa.gov.sg/docs/default-source/food-information/requirements-for-the-safety-assessment-of-novel-foods-and-novel-food-ingredients.pdf
https://form.gov.sg/62c6466efa9a4a0012cb63ec
https://www.hsa.gov.sg/therapeutic-products/approvals-and-post-reg-actions
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchDRBProduct.do?action=load
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchDRBProduct.do?action=load

5-7-4. HEEKY R b
» PZ4970 INFOSEARCH -Chinese proprietary medicine

https://eservice.hsa.gov.sg/prism/common/enquirepublic/Search CPProduct.do?action=1

oad

5-7-5. EAICEER S5 PEREEO Y 2 b
»  List of Chinese Medicinal materials (CMM) commonly used in food

https://www.sfa.gov.sg/docs/default-source/default-document-library/list-of-chinese-

medicinal-materials-(cmm).pdf

5-7-6. FERKDFEIOREY A b
»  Chinese Medicinal Materials Search

https!//www.sfa.gov.sg/tools-and-resources/chinese-medicinal-materials

5-7-7. BV 7Y AV R EHIEDEHY X K

> R TU AL b L aEEOEH Y A b
List of Notified Health Supplements and Traditional Medicines
https://www.hsa.gov.sg/vns-list

> R TY A b LERERO R EIO B RS YA b
Ingredient Search for VNS of HS and TM
https:/form.gov.sg/62ece0bab278800013125182
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https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchCPProduct.do?action=load
https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchCPProduct.do?action=load
https://www.sfa.gov.sg/docs/default-source/default-document-library/list-of-chinese-medicinal-materials-(cmm).pdf
https://www.sfa.gov.sg/docs/default-source/default-document-library/list-of-chinese-medicinal-materials-(cmm).pdf
https://www.sfa.gov.sg/tools-and-resources/chinese-medicinal-materials
https://www.hsa.gov.sg/vns-list
https://form.gov.sg/62ece0bab278800013125182
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