BT EATEHEE R SR B e (EIRA - RSV 270 - ABORIT e S 23)

Sy RAFFER

RESMENZ IS 1 2 R IK 3 il S B D Ak

g i EE = o QN ES AVAUSE i Tk g W e SN L Sl

R
KEREORIEXSFHEDH D b TRIFT 2720 05F &R E LT, ARSI
T, TAEO THLERLE LTHERA SN ROARE FEED VAN (FEEY A R))
Fe O TEEFE S IZIRE RN IR A AEIE 5 L 72 IR D RS &l L 7e Wk o ARE (FRTED U A
N GEEY A RN ACRE SRR EN, V2 AR—VOFIE T TITED X 5 i2Hfkb
D RREMER B2 DN OWTIHAE Lz, TORE, HEY XA R RO EEY A kO
KEOEMEZEET D & 2 TR—= 1V TIHRERET (HSA) 2SFTE 4 5 P ESK . faHk
WAEREY Y A b RLNTAMST (SFA) BATE T 5 RMOE ML b HEELH O
72ODH 7Y A N LTHbDAEEEN ST, L, BMO—FThDH%BHE
IZOWTIREMN R EROVFAT 22 < L FIH SN CO 2 MR ORI Z R 2 Z &1
TERMoT, ZO1D, FEMEIOREOA TIXY v R — NV OIER RS INT
MO E L TRON D ONEHET5Z LIT#H LW EE 2 b,

Wroeth &
i A ] 37 [ ity B AT E T 2 AT 22 2 A R

WAL BE ESZER S R AT AT A R

A. BFZEERY DHY Fald THRAT D120 DBEE
b FSREARICHERT 20D L LT BHE LT, BESEICK T 2 B X S ICH

MEHES & T’ b D, T’BET H L 72 ER R A O W TIET 5 2
EEEMIFERIEO L & BT R e EERHEHME LT,

EEOL EHHISNTWA R, By %

JFEREEE 32 b oo Iz ES G & B. #FZHE

DEHBIZELT ORI LIZL VY, S5 HEE O HEMIETIZ, TR
H L EBMAIHERHEND bONRH D, — L E B RITERIR LT,

AR HHFIETIT, FRANE O £ 5 X 5 il B
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TR NRER T (HSA) KDY
DU R— N RAT (SFA) OREKEE
BB, EHFERARL/ERERL S BN OE
Fo. BRI 3ITBIE U7 iE0 722 B 2
HA RFGA LV HEIZHOWTHTHEL, ML
FLe, OB, TPEO THHER
fn& L CTRE SN D RS (AR
UZ K (BEEY XM KO TEFELEIZ)
BN R 2T D LR R Y RIS &7
L2V ARE 5k U2 b GEE
UA R IR SNy AL 21 E
2. ENOEBV U AR—=NVOIEROE &
TIXED L I TN D AIREMEN B D D
MEWVWHITRRTCHEEIT-TZ, TDT=
D, FRHLHR I E EEE IR E &
[PRQAVAIAN

AROPFRTSEIZ LB LD =
THA M RRBRICELEDTRT I &I
L7z,

C. MIERRERUELR
BEXGICEHLTY U AR— LDk
HY 2R Pk A 22 [ 1 B OV 2 1270 L7, Feas
EOREY X h R OFEEY 2 MBS
5H0L LT, HSA MFiET 5D THEHK
(Chinese Proprietary Medicines) |, [{a#i3E
(traditional medicine) |, [EFEH 7Y A
I (Health supplements) |, % OF SFA 723 &
TOLEMORMELZ LT U X b
(JE : B SN2 HFEIE72 < Supplements
of food nature &\ 9 FWV &2 LTW5) A
Hol,
TNOOEREHIELHHAE L BE 2 DL
TlE Lz, ERIZOWTIX, TX57E
FIEXOERZLL TWND,

1. EEABLE (therapeutic products), &
[ (medicinal products) ., & (food)
DEFRIZOWNWT
UHR= BT, — R e 3
(pharmaceuticals) (% Health Products
Act 2007 ® b & THEER M (health
products) | ®—-> & LT & HR,
(therapeutic products) | & 9 £ PR THL
ESNTBY, ZOEHEDOTICSESER
Regulations <> Orders NEH HIL TV 5,
AR, RN — AR R T
(HSA) OFiE Th o, HSA 1= R
o 2 BE A ST RERE T D RNCFEE O
FAB AR/ ERGHT B £l
WRHTIZ HSA ~D%d% (HF5 - 587) bao
PTh D, EBHRMEGITITRO 3FEED &
2o
> AGREERMS (POM :
Prescription-Only Medicines) : [&
Rl SR ERT 20D, 8 D WX ER
VL B il 0D AL T 28 7 RO B il
MHDHANFTE LERMNMG, E
RO W RN M E, Fio, EHE
REWERPH A Z &b H Y | ERO
BERSC 70 —7 v THRNETH
2o
»  FEFIREEZES (P : Pharmacy
Only Medicines) : J& TIEAIAN 2>
BAFTELERMNMS, WRITE
CIRERI T, FEHIMIZ X 27 & 76
ENRAIEETH D,
»  —fIR5EY A b (GSL: General Sale
List) : EO/PNEIETHHBICAFT
T HERMESL, EMOBEER LiIc—
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fei RN el T EHEO A
CiREOARZ A E T 5,

<IEF>
[ [ # sy (Therapeutic product) | & 13 :
() b FRKVE MZBWT, 156, T8
XATFEFN D D VI ZENTHE R 5 Z
LEBEXLIELO UTZANET S
HLOEET
i) ¥ (disease, ailment, disorder) .
815 (injury). fE5% (handicap) X
FIEH TROWE RS L TR
RAE I TN S DIER DTS, 2.
BEAR, ALE (treating) . {A#E(curing)

SRR
i) AR ot 2 BT AHRE., B
fiffi S E R

1) AEMR~ DR, HIAE, SUTEET

iv) EEREIBRE O

(b) LLFOWTF N rOFRES (active
ingredients) ARk &5 ¢

1) ABFR TR . RIRITHAE
I DA SATAE M A ST 2
EXITAERRIT L > THELALLTY)

.
E b

i) PAEwHRRkOREY
i) Aot s noEma T
iv) AW EEC L O s wE
T, U FowWFnnzagt
A II7FrELTHEREEY
ANVATHE O L 5 e 4l
XA
B #7a2=v NI IFrDLIR
WEMD—EL
O MmAEHRRME ;

D) ZUNTERRYRXTFEOL
D IR NA A A R O E T
THHEHMOMEZ D 7T
(c) FEPRFHY AT T Moo A B ) F
EOWT NI L > CTHEADOIER %
FER L. JBMR. TRH. BRI XL 2 o
HIJTOMPIZHSR R Db D ; RO
(@ BIFIC#EY Laenbo:
) EFRES
1) MR, R CSUTEAR IR R
11) MR SO MR RSy
iv) H[E#(Chinese proprietary
medicine) :
v) 7R A Ay —F(homoeopathic
medicine) :
vi) EHA A VXL 3— A(medicated
oil or balm) :
vii) #E[E 3K (quasi-medicinal
product) ;

viii) =t 3 (traditional medicine)

ARSI 1 IR LB
Health Products Act 2007 23 H =415,
—%. Lo o v ERTR O ER
ZEERR THRER ), THEERR ), s
I AoV TIE, TEZEM (medicinal
WEEST LS 0L LT
Medicines Act 73 H X415,

THR2IZ Medicines Act (270 S 47z TEESE
] DEFRZFL T,

product ) |

FEFEdn  (medicinal products) &/ :

(1) UFOWTFhn XXl o hiEce
RELTITEELTHEMTA7ZD
(CELE, BRoe, BRSSO S

-25 -



OB TS (FRE, 2EE ULE

K[METROVLOD)

(@) EIFEALLT1UEDOE FXITH
WcEG SR

b) EFEALLT1UEOE FXITH
W F G S5 W SR O
BT T DR & L TOfH,

(2) Medicines Act IZB W T TEHEHL L
T (medicinal purpose) ] &%, LA F
DODHBD 1oL E&IET,

(a) PRI DIRIE XX T B 5

(b) IR OZMW, A FFAIREEDTFLE,
FRE SRR FE D R

(c) BELT ;

(d) BRI D FEFE

(e) ZDIEh. KHFHITH D —HRFHY
ThdHM, X, ABABEHEOH X
AL W BAE, HEN, HnE X
XM kAT, AR
RED IR 7o) = 2195,

(3) (&R E L. Medicines Act (28T

MES G (2IE, BRICXIFFELE LT

1 UEkoe bUFEhici 5322

LA EMICRES, LT DX 97y

HOWE XTI T ER

(a) WEXEFHFOEE Lob o, XITH
WEAZRHE L CE Eh bR BT
H L ISR DEBE EO b O
ThHr%H

b) EHGINTHE, TR ED LD
REREAET DD ERERTDHZ L
IZIR > 2B o HE ; KO

(o) WEEN. ZNOOEHANE NMCH
WTHDIAREMENEH W &, T
WAL TH D AIREEN RN

Lo b L IEEM & DRAfR THE
ThHARENREHWI & 2RI
BT AR L RWIRILICH D
Ba. o (Zo X diciliEsh)
(@), DX DEHEICHEENDH D
D DEMEEW IS IR VWHIET, 5%
BIZITFEE LTHERT 2D
Woe., ffs ST S nd o
Th o5,

(4) Medicines Act (28T, MEHKM 2

LT Z2EE720

(a) M 2D 57Ok B Tk Cfl
HSh oW ;

(b) B K OV O fth o 4B a (a
HHOWE ZREE T, B UTIE
WO 2 A9 5 M & R
<) RO

() KEPMBTHETLIZENTE
Dt D FLH T3 O WE Kk O Y
Hllo

G) TSN D H@ETOH

ENHE, (DT~ 2 B3 A,

HENLEZDOEFRMLTHD, Xk

Iz~ 2 R, s SN &P D

WO E#ZRDOEELTHLHE1L. €

OYVESOTHE L, £ DR DOV D

RERIZEB VTS, (DITHET D5k

LA FiETRAICIEFELE LTHE

AT D 7=DITlRIE, HEAG. A ST

Hans & EHBIZRD,

Medicinal Act 73 H & 4125 [ 3K

Thb,

(6) Medicines Act (23T, MEH G 1%,

WDOLGEIZE Udh H (description) &

A I
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(@) F—offTiiESA TS &
[0}

b) Zhoix, [F—oERERMZETIK
ge, kG, A T S5 b o
T&H Y Medicines Act D% & | [
H) %, EHEMLICEEL T, £hIZ
ISCTHREN D b D LT 2,

(7) Medicines Act IZB W T, CE, L

NI RIE ROFHDOWNFT NI D
W ZHSBEAR B D2 HH I
VLR IE O FEH D [ AL D 3R
MIZOWTHEEHBENDLH D
HDEHRIRT

(a) FEHkOEIELNE BN L 2%
Lo THEHTHIZENTEDLIHD
W} D M

(b) A2 E, REXITRRED
HTsZenTEhndbowdrH
o

(0 ®ENEHINZHA. HD0IT
XFE, JREXIIERRTELRINTZ
FeE O FETHEH S 2B 612,
ELAHANIFALDZEZEKLT
WL T XTORE,

'E (substance) XiF# (thing)
(% live, A raw, LFE I H D
HDHWIT LI T D D)

b @TELSNT-HEIIWICE
FAD RS TN & LT, fE
MahTwnag, T, X
AT 2D ERIINLTNDY
B3

() QTEKREINT-WHE XX %L
I LBICERESAME (ED
bOENHST HERICHER SN Y
HazR<)

@ Fa—ArHh Fa—oArin
DA S L<ITWIN X EF = —
A W L RS DERICE S
LWHE

(e) KENNE#H (Gazette) D order T
BmTHDLEEE LIWE XTI,

Q) EFEICRET D Z &<, T/

WIZLTFTOLOREEND,

(@ B MR HETHIZLEEER L
AT OAEDFIE R O3

b)) B MR HETHIIEEER L
- R TR M R S
THLLTHET I Z L2 EML

—J . &d (food) 1. YU AAR—ILE
5hJT (SFA) OFTE T&H Y | Sale of Food Act

IR E e, AT 2L
R Lo ofET- | HEY IThE

1973 @ section 2A 2BV TK D@ Y F3 WFEMEZEER) ;
EhTwnad (X2), (c) #BIAK ;
(d) BERCHEHIRES ., T 50
<EFE > NiFENZEH LTS H D
(1) /845 (food)) &1 (e) FL - ]S ;
(@ b hOWEEBEOLZDICHEHSRT ® P - R
Woh, fEHTES, EEHT S (g) - MG KO
LOLERBIASINTHDEHLPDHY (h) 5P
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(B LL., BmICIIMTEZE £,
(a) Health Products Act 2007 Tk %
&7 o fE R & ( health
products) ;
(b) Medicines Act Tx}5 & 7 % [E 3K
i (medicinal products) & ;
(c) Misuse of Drugs Act 1973 TxI %
& 72 D LI . LR ST
nilbZ/k=H
(d) Poisons Act 1938 Txf&R & 72 % &
W,
(e) {bHE S
(f) Tobacco (Control of
Advertisements and Sale) Act
1993 THE LD IX TR X
s/l s G Rt = 3O
(o) B%s (BAHEEZIR) ;
(h) B DR O IE ST R 5 X
Q) KRENE#ROMTICED, KEIC
BILZEMTIERWEES LY
H X3
@ WMICHETL2VE. W, T=—AH
LlE, B FOHEICHET DIREIZH D
norERbLT, B Th D,
(5) BRFEZBT D=0, [R5 ITIXTEE
YR O 2 ZTe 2 LN TE D,

2. H[EZ (Chinese proprietary medicine)
22T

AR =B W THEFE (Chinese
Proprietary Medicines) (&, HSA 23pT%
L T2, Health Products Act 2007 (Z
HEZRNTLHE SN TIEND OO IERIT,
IS D—>& LT Medicines Act &}
% ® F @ Medicines (Traditional

Medicines, Homoeopathic Medicines and
other Substances) (Exemption) Order 7%
WHENh 5, O, Poisons Act,
Medicines (Advertisement and Sale)Act
7k, —MRIEY A F(GSL) DEHEET
HHN, EAFRE O & FEE (1
R WA EE I ER B ER)
DTA B ARGRREL 2D,

<EF>
1[E% (Chinese Proprietary Medicines)
LlE
BB DEDDIRWRY | FEOIRHERY 72
TIEIZ X D1BBIR R T S 2 =3,
ZEWRT D,
(a) FceBAI L LCllES b0 ;
(b) T4, BV, B, XL E LS OMA
L EAICHEKRT D 1 SUIHEK
DENR D ZEieb D
(QBATIR D [H 2GR EFHL (v [E S 7 FE )
(A Dictionary of Chinese
Pharmacy) | X% TREHE (FEZE
=35 K4) (The Chinese Herbal
Medicine Materia Medica) | \Z 70k
ENTWVD b OXITZEDHRAS D
SN TnWas b0, 72720, L%
Br< -
@) & MIESHTDERMS ; U
G) W%, B, SO TFHITE SR
ST HEER S T2 b O E
HEAES & LTETERN, ;
ER 2 GEd 9 5 A B9 % THAT
i) &id. HEgH EFE D R e SRS S
W CHROTIR 2 R L, SRR E T
Y HIR O S FZIC N 2 S TETE, B
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IS AIER Z2 & T,

PEZREO EHiChH iz s 2Tl

B WERFMIFILUTO®EY,

>

LinT ~v s /A Ny FEG
ARMIR, G2y, HEREDH
HREME BT RFERTL D 7 L)
METH S,

BRIEFOR - REHEKDO T LT 19 O
BEDBEERFEBRICOWVWT T, %
i, WBHT D &0 FRITFFAT &
TW e R, A, BNEE, K
FErhEE, HENE, BESRIE. TAMDAIBE
B, miLE, ., ~rt o,
JIREELE . BB, REEZ. PEBERE. K
. A VR T Y REIE, ZMR/TE
i

AERRORE  BEEE, WA
FROEITREEIL, AEFR%Z HSA
WS LR T i 57220,
IRy

B R )

Poisons Act D& E %5y
EEZB 22T EEATH L
RERH SRR
N)BTRERORZEDOT VIaA R
1 H 60 pug A

T v AT L

SR RO O E Y
NICZ D« AR L

AU, AUEBET NI U LA RUE
LR TEET B U DA B%AT, X
I b &2 GbE T 5% A
72 RTZKREOT VI A R
1% AT

-29.-

BXYTROIEOT VA R
0.1% A i

BNAE T 1% A
ARFTHLr HYER L
TR TFNANT IV KROEOREE
300 ppm AJif

T Ik Fa \)L<F o
mg UL T
AEEER O

v 3% :5ppm

BRI A 0.3 ppm

#h : 10 ppm

JKER : 0.5 ppm
e o H e

I RPERUE R . 105 CFU/g X%
ml AT

BEEE S O TR, 5x102 CFU/g 1% ml
ES]

KIGE, VYLVEXTHE, HET Ky
HKE 1g Xidml b7y 2 (7L
L)
{RIEMEERRIME (TSE) « 528
WK B TV D EE I,
TSE YDV A 7 Z f/NRICH A D
7e®lZ, TSE A T A4 AZHERL
HWEND D,

PR S AR R R DR Sy - LSS
Endangered Species (Import &
Export) Act [ZFE#E S 41TV 5 HagifE
HHEHRDOK D B EENL TV D 5HE
1T, ¥ AR — VST ERE R E O
BAETYE P 7 L — 7T LT
BRI D I Z L D & % B A Eh A
Y DFE O E BT I BE % &K

1 H 19



(CITES) gt AFF Al & 53 5
VNS D,

2-1. TEROBAHFEFIIONT

VARV TREK OGS 57290
(CHEEE A A #7E, ROE ST e AR
(assemble) T 521X, ®H YU X b
(product listing) DOEGR L HEEZHD T A
TUOABMENLETHD, S HIT,
A=A b OFEEOH N ZXS T D
7oz, E S 2 OREE (B Bk
AEAE) Z T LA b EM Y A b
MBI %,

HimtHoAszHE LTIAINDH
EEFEOLE . B 2 MILBERY, 7272
L H E S oo P HH LV AR AT S A BT
H 5,

BOROREL U 2 OHFEIZIE, 2EHEHE
HilT (ACRA) IZHMIBR SN ToEZET
boMERDD, B X S OHRFEEIE,
52T 5 EHEO L2 L &Ik
LTEEEHA D,

HGERIC LB & Sh D EEIZLL T ol
Vo HEGEMITER, HT o HEE O Fhe &
HEUX 60 H¥EH TY X FOITRRIZIEZ, B
AR, BN, HRHIREN T E D, B DR
MIZOWTIEEED T A KT A~
( Guidelines on Chinese Proprietary

Medicines Product Listing) & D Z &,

T

) $E H Rl i A Y b & 5 R A G

LYY

1. VBT TR —T
MR S 2B D T~ )L

- Nl Z A~

-30 -

HADZ VI H— b (HDHY
)

WAE (H2%HE)

(i NS i 0 55 &) B E T sE XU
s SN o - DT L
Nl D Z ~ 1

MUD TSN H— b (D
)

WAE (H2%HE)

PA SN D BB, B DY BRIy Te v
TN BRI B o -G E IO AR
(i A B 5 D 2 ) B3 363 D FF AT RIE X
ILRER &

(i 3R 5 oD ) 36 1 5 S Y (GMP)
AL E(D 55 6)

(g AL SL D 2) B ERERGEI E, 72
W AT AR 7 E R o i HH R
TR e RE I ) . B3 LA
(CPP) XX [Flkk D 3
BEZECR EMAEDOEEDOHRA
FER, BT OWTIT, AR B
e Ji

HESER GO — 72 RE ST A —
2 —1EH

RAERMEE, IO VTR, R
ST 50 A KEBR

B, B, B, Bk, oW
A Rig EORLE O ER R,
s D HTRENIE (COA) IZEH T,
BOLELLTEDTH LW

R O ELR AR E, 5 COA I
GOTH, HlOoXELLTEDOTL
vy
(NS5 D7) EAAREEE T L D
BB OFRAGE (B 5P D H 2y



M ORIEME R  & B T)

10.  (EARLG O ) EAGEEE O
RN EREEE S SR e D T N
TWARWNZ & DI #

11, (ARG O Z) BRGEEIZ T 555
DIERISYHEIC B 5 15

12. V=7 %A FEEDOHER(TIZY
=7 A BRI TV DR O
Bt

13. RYPEMERIRANAE (TSE) ICBAT %1%
W (v, Ry Tgrya— BYY ¥
X, Vb, TrTue—7R OB
WHCROEE (1 72y = v ORE
A S DB A &) 25 Te i
M)

14. ¥EEDEICLERER (X BHEE

(Cordyceps) . #LE8K (Red Yeast
Rice) 72 & OREFWE 2 & i D

)

3. {a#*E (traditional medicine) T2\
<

YU AR =B W T B KK
(traditional medicine) %, HSA 23pr%
LTWa, HTiE, ~b—& A FDfs
W) 70 R R 5 2 $53, Health Products
Act 2007 |2 bHFEDOE RS LR SN T
WL b0, ERT, BERLO—2E L
C Medicines Act % O | @ Medicines
(Traditional Medicines, Homoeopathic
Substances)

Medicines and other

(Exemption) Order 23 H S5, & DA,

Poisons Act, Medicines (Advertisement
and Sale)Act 72 &, —fi%xik5c U A F(GSL)
DEIHELTHY | Eic OB T0HEE

FDT A& AT ER, 72721,
FEH T, BT, BtEoRRENAEF
TRWZ EXIFZETHDZ L ZMER L,
W) 7222 VO M O LRI HERL L T
DL EMRRT HESND D, HSA ~D
H =R m S EN S 5,

e D e~ (Health Claims)
WZDOWTIE, A R A > (Guidelines for
Claims and Claims Substantiation of
Health Supplements and Traditional
Medicines) (ZX % &, EEOHR— KR
HEHEIZIRE T 2 0> EHE TARVWIROEE
FTERRER (B ik, EURS, TR &
Ligidide b ShTvnd, HSA
X, BHEEE, fEES 7Y A b A A A
Jbe N— I ERAT THERAZRO T
WD REFRIRR R OWRERZR Y A b (List
of Health Claims) ©ZAB L TV %, HIEZE
ERBRIZ, 19 ORFEDEERKBIZOW
TPRi, B, R 5 &0 ) RoRIFFFA]
STV,

<EF>
If=# 3 (traditional medicine) | * /3 :

. B U <X T2 S DAL A

HbRICHKT D 1 DL EOWEN B

HEEMEET, L. UTOLOEE

EFAJAN

(@) EHIZEY B MG I D EEMS

(b) b MIESNLZV T

(0 E FoMmEIZHRT 580

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

(e) EZE
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et FIL P EHO L5 e HSAIC L 5 |

o

RAIRREEED T A & ABFIEAR

SN B OB IZIZLL Fooa@ v I [E
EREDOERENRIT LN TS,

>

>

AT HABJE D e
t 3 : 5 ppm
BRI A 0.3 ppm
£ 2 10 ppm
KR : 0.5 ppm
WA= > S e

(% A i)

I RAPER A e B, 105 CFU/g X%
ml AT

B RE M OV TR, 5x102 CFU/g X% ml
eS|

KIGE, VLVEXRTH, BEaT Ry
BKE 1g Xidml 720 &M (F7E
72 L)

(R )

ISP AE R R 104 CFU/g XU
ml A

B RE K O OY, 5x102 CFU/g X% ml
eS|

KIGE., YVEXRTE, AT R
BKE  1g T ml H7zv etk (1748
72 L)
FROKECHND S T OE
ERLEEWEZHRT D2OFTFER
DEBETH Y . WMEMIHIDIEHEIC
DWTIXTASEAN WA R T A I
fL95 Z L RHELES TV D,
I

AR

- Poisons Act ® Poison List (2§ 7E
=Y (W5 %

- BREOXATT 4T VA R~DE
@ 3L FRSMTBIT 5 ASEAN f5H
JiHl] (ASEAN Guiding Principles
for Inclusion into or Exclusion
from the Negative List of
Substances for Traditional
Medicines) (ZSWTHRESINT
WD Ry

> AREEMEERR IR ANE (TS E) B OVHE I S
TRFE RO RSy« FEEE & [FEE OB
Gs

4. BEY 7Y X b (Health
Supplements) & &Y S U X b
(Supplements of food nature)
VAR =N TEH T U AR
(supplements) ” & V9 FHFEIL, B3 %
BELL TV 5 HSA B FTE 3 2 EFEY 7 )

A b (Health supplements) & . &%

BELL C\W5 SFA E 1 2 & M0 KMt

ZholBH Y7V A M (ERINT-H

il 72 < Supplements of food nature &

WIHIEWHELTWD, AREETIX. &

7Y A RNEMESZ LZT D) BH D,

s 2 DO T Y AL FORRE KR

ENCXNT DL TROEY TH D,

® fEFEYTY A |

- & M OEIROREERN e HERE &
Fr. mfb, dET L0, BFE
o A CTERT 250

- EFEFELC XD R (7 E
v, BERIZRE) THOROHNLTE
B9 260
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- EZ IV IRTNREDEYE
PEERL, RIRBCROWE (G 1K
mEde) &1 OXITEBEL LD

e {7 Y AL

- HHORBEO—H L L TERTS
D

- BFEORETIIELNZWV IR
BT DHREHRRE LM O HAIYTE
BRI 2560

- BRI OIHEERO LTV
D

Bl ZNZAR =27V A N ThHIIZ,
i) - FiAT] « A& X - HIRRE IO |
RWH B OLEDLREOAN T 7
fUmEZRD NI HE (Fl: 5g/H) TE
W2 & 0 RBEITRES T A D
AIREME N B D T e T A =T PRI
REDRG RO H Ry B VX — i &
HIgE LIz x o780 X 512k
KRB BEMRBERLMO L5 2R
e LT @EY T A MR
o D KRN ER 25 61X HSA IS5
FofEI N TWVWD,

AHEED 6-1 HTHINT 523, SFA &
HSA O LH L3 T 50 0R0) (&
on & AR AL D BESL) A LIS < WS
WoHZ b, TOH & RS H 720
D4y ¥EA (Classification Tree) M3/AF &
nTnsd (X3,

4-1. BRI 7V X T
supplements) (Z-DUT

BERES 7Y A v N OFEMIZ DWW TILE
MDA KZ A (Health supplements
guidelines) # ZM+ 5 & L, KA K7

( Health

AR D LR T A MIEEL
T Medicines Act } TN @ B3 regulation
1%7)>, Poisons Act, Medicines (Advertisement
and Sale)Act Db EEHEINTWNAH L H T
%, BTGB REEED T A o AW
FHILER NS, HSA ~H £/ o
HIED 8 25,

fEFEY 7 U A 2 b ORRERFHER IO
WTIiX, A4 FZ A4 (Guidelines for
Claims and Claims Substantiation of
Health Supplements and Traditional
Medicines) (ZX % &, —fixp) e fFIRRE
XX H R OBERLAM TR R IEE) O YR
— FRRIRABITIRE L 22 1Lid 72 B9 A
BE, T b0l T &R, 185,
HiExE B E LT LR, IR, BEin
FL TSR0 E STV S, HSA I3,
(CHEHE, RSV A b A AL -
N— A BB THEHAZED A TND
PREFE SR A 2R O TR 72 U 2k (List of
Health Claims) &AL TW5,

RS 7V A v h & D HEEICIER 722
ERITRONDB HA FT A OFICEMK
EF% (working definition) & L T Fiiidsd
INTWD,

<ERERE>

BFEY 7Y X2 ; (Health supplements) &

/L

1) BEZMV. b MR
FERE A HERF, TRfb., BEET D201
EHSNLZRETHY . LLFDORSy
12U b IMHAEETEART
2,
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a. EXZIV. IRXTN, T,
JENilE, B, Ta A AT 47
A DM OAEYIEIERSY
b. RRHROWMETHY . #iHiW,
HgEY) . B OO,
W O DM IR Gy % 5T &
[6)
c. @EUMIZERINZEIDOE
B i
g7 A ME, h7vL, VT b
Yxb, X7 Ly b $EAD . BRKOR
KR LDV BN TS INDIHIE L
T3,
2) HEEYTU A NI, KO L O
G ET D
a. BREOHMMA L L TCORE ;
EFICHEOED NS DR &
[0)
c. FEHPOARERLE BETHDL Z
EENELETDHH 5P DR
3) kit (1, 2) &b 53, HSA X
HACHY 2 B FE A D E T D HER &
AT 5,

fERE 7 U A v MWL, BHES &

[/ U< FEEDLZEMEOHBKLMEIZD

WTEEZFFOUERD D, EFEY 7 U 2

YEOTA RTA RSN ERE

(LRES/NSEN

» FALTEARLARNLO

- Poisons Act (Chapter 234) X O}
Poisons Rules, Misuse of Drugs
Act CE#FAHE) (Chapter 185) %
G2 DAl Y7 A2 b
IHT 47 VA R~OEE XL

-34 -

SMZBET %5 ASEAN #538  HI|
(ASEAN Guiding Principles for
Inclusion into or Exclusion from
the Negative List of Substances
for Health Supplements) (245
TEHALOEEI LTSI WE
B b O—EIZH KT DR
b F ORISR L G2 5 e
DI LIy T T U A D
A K742 Annex A (2 [{dEE
BT Y A N~ AIEE IR/ BR
SNTWDHRESIT Y A M) BER S
nTnsd
{BYMEERR IR INE (TSE) 72 & @
R YNER B A B & 2 9 AT EE
YED & % W8 2 &t il sy
FFRI D72 FERE R (Y
A) £ (Endangered Species
(Import & Export) Act) (230
THAl SN TWDHE Gy, ¥ R
— VLN ERE Y B DRI D 5 &
N & % B AEEhFEY) O FE 0O E ER X
FNZBIF % K9 (CITES) O A FF Al
DILETH 5,
Z A VZRER S LTV R W AR
53 s
& bW IR E Z IR UL T
Bidolewlz, ZDOpimnzEHEHE
CHEMAT 22 LIic oL EH
DIFEPLFHIRFE 2 H T 2 & 3GEE
STV D H RIS
IRFEEDREETNEWD ot
ORI 2 5 2 5 ATREE D &
HEMESNIKGTHY . Y
TIUVA SO A KT A D Annex



>

B2 MRS 7 U A b ~DEHIC
FREDBEN D DY A M D
IR TWD,
AEEERO LKLY
t 3% : 5 ppm
BRI DA 0.3 ppm
£ 2 10 ppm
KR : 0.5 ppm
WA= > S e
IR AE e 2, 105 CFU/g XX
ml A
B RE M OV TR, 5x102 CFU/g X% ml
AR it
KIGHE., YVEXTE, HAT R
BB 1 g T ml b7z fatt (71
72 L)
A DMER T DR A
FoEZ I oM (Maximum
Daily Limit)
EAF 2 09mg
TR
=aFrT7IF 450mg
=aF U
EAIVA(LF—))
1U)
% I Bl 100 mg
EZ I B2 40 mg
vX IV B5( N T UE) 200 mg
% I B6 100 mg
E# I Bl12 0.6 mg
B4 32 C 1000 mg
B4 3D 0.025mg (1000 IU)
B4 I E 536 mg (800 IU)
B4 I KI/K2 0.12mg

0.9 mg

15 mg
1.5 mg (5000

> —RRAPME T DR Y X
FDI X ZLOHAE (Maximum
Daily Limit)

KUK 64mg

Fv T A 1200 mg

7 a2 0.5mg

§ 2 mg

av#F 0.15mg

£ 15 mg*

~ 7% UL 350mg

~JY 3.5mg

FU 75 0.36mg

U 800mg

Tl 02mg

[y
7272 L, BRIZHOW T, @ i o<

FEIIVEPIRXTAY TV A bD

ZEE. 1 BHH720 30mg &) LD En

KEENEBE SN L LGN DL, £/,

2 s IR T FHEEIREMS (quasi-

medicinal product) 2% T 2560 H D

ZEMB MEEFT TV A NOTA RTA

ANTFXA W 570D T n—F ¥y

— F2% Annex C [Z/RENTWDH, 71—

Fry— LD L BEEKLTH D LW

IO ERBRAETKROEY 1) e

SUCIXRTAREYETE L TEEND,

2) BFI - IXTNANDFTY AT

boHEERRINTWD, 3) "RICEEN

HEH I IR TR EERRS (B:50%

ULafs) Tho,

15 mg

42, BEV I AV P EHREOHEN
BHIZc-o>W\WT
HEXHIT U RTINS
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Y7 U A2 b AsKEE, A AL -

— A, FEAEATIZ OV T H EMIC HSA 12

JRITHET L ENTE D, TORE, FE

3 AR S B T e & S R

Zii iz LCWD Z L ZREAT 572012 B

HEIEZ HSA ICIRNT 2 BERH D, JE

Mo 27 MY 2 FEMILBED I A

4 A (Voluntary notification system for

health supplements and traditional medicines

— QGuidelines on the notification process and

requirements) &M Z &, HSA X, H

RSBSOS B E ENEEORNT T 47

oy U A NSRS T 0N EHRTE D

BB A P bRAL TS,

HEMBHICKLEE SNDHERITRD

SCiN/E

1. & (FELE) BHEE (2—)
https://form.gov.sg/6196f8c79b454c
00151006c6

2. BUEZEE OFFARE

3. MREMIE  (EUeT A h/NT A —
Z. ZOHEKR OB EGE 25 T0)

4. AT — b U — 27 TR T
V(N FEES EAIIRO ST & &
tr)

5, RV —7Ly b (HD55H)

6. AL EBE L OBAEY O LEICH
THMRRAREE (TEOZREE
te)

7. WAL ) —=r T O OEKBR
HwEE (WhoMEICK D)

8. An Y MR AR BE (TSE) IC B 5 % &
M AT 558)

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

-source/hprg-tmhs/chpb-

tmhs/tse form.pdf
9. WEEDODY=2TH A FDOT KL AKX
1L QR =— FIZEHT &M (%% T 5

s

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

-source/hprg-tmhs/chpb-

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

10. WY o —VICEAT 2 FEGEY T
H5E)

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

-source/hprg-tmhs/chpb-

tmhs/linkage.pdf?sfvrsn=387d0c26
2

11, fissEEMNLoOl ENEEOZD 0
EHEMICET ATy 7 U A B
https://www.hsa.gov.sg/docs/default

-source/hprg-tmhs/chpb-
tmhs/vns checklist.docx?sfvrsn=3f9

ead9 4

5. fisERFERLS (Complementary health
products) D3EHA K

AT, PEEE SR,
FE 7 U A b7 8 A — RIS e f
#h (Complementary health products) & IF-
A TN %o HSA 13, A sEbERER oL D 53 %
W 270D HA KY— L&D =T
AMETABRELTWSD, ZOHA RV —)L
13X, MRSy DA TR & Y F#E R O F
RN, BEX s IR TAPRDFEM
Mg, BEEREZ AL TN & #|]
pn S EDRFHITHEE T DD MR DA
I T2 > TV D,

» Complementary Health Products
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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
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

(CHP) Classification Tool
https://www.hsa.gov.sg/ CHP-

classification-tool

6. BREICHBEINDIHD
6-1. & —RERLEROE S (Products
in the Food-Health Product Interface)

— R 72 B S OIE DN, SR R TR
YTV A IRHY | SFARFIET L, &
a7 U A N OIERIRERIT VLD
Tho, LinL, BATOREXZICHED
DZEIRBOBRME L THRDATVD,
Z D7z, SFA & HSA O L6 b NEHES
DbDRON (R & EERGOER) %
HWLIZS WIEERH D Z L b 2D
Wiz XS 5 72 D4 FR  (Classification
Tree) WAR SN TS (K 3), I
Bih e LTHRDONDBM/R G OB “&
FO—HELTERTLIHD” & “W@HEO
BETEIH/BONROVIIRET DR EHR
mEEM O B TEILT 5 D731 T
RINTEBY N—THREAKRDORHEKX
SICBRH YV Z S RbDONEFENTND,
»  General Classification of Health and

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

source/hprg-tmhs/food-health-

product-classification-tree.pdf

6-2. FHAN (Novel food)

VTR =TI BRBRO RN R
TRy 72 F R s (Novel food) &35
Pt s 2 2019 122 < B, SFA A3 ATl
EAEALTEHEL TS, TOOHH
BT HHEM/ R D S RME v v

IR — )V CHEFE/RLYE | N, PR, BRoE L
F o Lo mamEEEIT. HRAETC

HEE & L CHEAICKLERER & LMk
fliDRE R A SFA ~EH T2 BENR D 5,
ARG AT DU TIE, SFA 3BT BL &M 22 4
B FAIEEE 2 (SFA Novel Food Safety
Expert Working Group) % %32 L, &R
i 2 I F A SN D Z & 2Rt D72
DORFHMEZRETELLHICLT
W5, RBAIShIF#HEROF L LT,
2020 4 12 AR THISO THRGE S 7z
Eat Just fL OB BIBHN R H 5,

B LW O HEERIZ DWW TR R E
IRV, wetFHioE 2L LIy
A XA
Assessment of Novel Foods and Novel Food

IR DO X o iz ST

( Requirements for the Safety

Ingredients)

60

B AL (Novel food) & /3 :
BHRHEHEINTERELE ORGSR
wn My AT G & BT, AT
fERINTELEOHLME LIX Vel &
% 20 ERE, 0 o (B ER) 2N
fFERIC B FO—H L L TEIRL TR Y |
b OREE~OFEERZENRE I T
BRNbLODZEThD, BEIMEAESNE
JESE D& 2 BB MBI BT
ﬁm XA I N, MR K
ﬁ“a“é% LIEFHICR—THh 5
DB OHEHRZ Lo THRE SN ILEY
(1 - ﬁ%alﬁ%éﬁ% X DEEREMER 7y D L)
bEEND,
ARV LA O A FE/ R W
AL Vil R FEIXFF AT S LTV
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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

> ERIREHOERNRR, SFAND
TR AT ELHEE AT 2 52 1 TN 22 DA
»  BREREHOERNRL SFA NS
TRATHLEIFR AT 23 17 T2 15
LU LBl B oy % & T B i

b U F 3 DR 5 SR 5 B 5 3
FHEBHTH D0 E ) MOV TEMM
HLHEAEITIE, TRROBEHRAR % LT
SFA L ik T O MERHDH L L TWD, £
D OIEBMIFIIIREF /IR R R
TEE () BREEA, BSUEDORERIZE TS
A),FEFF 2 DL EOMNL LB TE S
BREDHRER ENRH D,

- B OEE - AR (TRb
H, e LTHESNTZD, &
W SN2 LI2EH)

- FEMIK O (Thbb, —
XSE, BRAER]. RrE DERHE R £
ED W o M X D IHE SUTHEH
ThDH)

- HE (Thbb, e LTHES
A5 AT R AITAE A S 2 H#A RSy
D)

- EHoBRER (Thbb, #iFX
REDOBERDTD, B DV ITHLEERE
WER SN0 E D e d)

- i & U CREH & 2 55 o ]I f#IC
BT, ZOMEICERTHE FD
fEERE~OHFEEEN N L E2RT
R AL

7. R ROBIEOBBRIZOWNT
HSA & SFA 73, WD X 5 & FEykEY
— LY A M BBV A FEABL TS,

7-1. ERARBOSEY —N
BN AR — L T E R
(Therapeutic Products) (Z 73 S L5 &
IMEMRTE D, ARG 72 ERLLITE
WONSIMMETH D,
> Y-

Therapeutic Products Classification Tool

https://form.gov.sg/62¢c6466efa9a4a0012¢cb63

ec

7-2. ERARG OB R OREROHE
W5 Y R b

Approvals (7)), Reclassifications (5
57#8) . Transfers (#17) . Cancellations (HX
{H) . Product recalls (/Y 22— 1) DIF
Ao 5, W4, plsy. BEEEE, 5
BiRE, KR A BT N—T ENER
SNhd,
> A RO OHE Y A b
Listing of approvals and post-registration
actions

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

products/approvals-and-post-reg-actions

7-3. ERAMBOBEREY A b
ZORBTIE, VU R—LTRE SR
TW2 b b5 EFEHRG S BEKR
T D URATSCE (PI) /HGE S SR s
(PIL) O—BEAH{LZ LN TE D,
T A N—= AT E TV D B
WX DY ,
O
B B
Bkt 4 (B¥A4)
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https://form.gov.sg/62c6466efa9a4a0012cb63ec
https://form.gov.sg/62c6466efa9a4a0012cb63ec
https://www.hsa.gov.sg/therapeutic-products/approvals-and-post-reg-actions
https://www.hsa.gov.sg/therapeutic-products/approvals-and-post-reg-actions

A H
E D
ATC = — K
e
5Tk
BED AT —H A
BEREE 4
B [E
ARG TREE
AR

» PZ4970 INFOSEARCH - Register
of Therapeutic Products

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

quirepublic/SearchDRBProduct.do?action=lo
ad

7-4. FEZEY X b
VRN DB B P D P EFER G O

R ATRE (BEFEA /T EL)

» PZ4970 INFOSEARCH -Chinese
proprietary medicine

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

quirepublic/SearchCPProduct.do?action=load
T H RN A AT E T 5 B
IXRDOEY

- B

- TIUFR4

- A

- ¥4

- BEE

- HEE

7-5. BRICERIN2HEERFEEOY X
b
UM IR —VRET (SFA) &R AEER A

F© (HSA) (33 [F T, RARICFFT ST
% HEFEJFEL (Chinese medicinal materials)
DU A MIBET2ERET T A R [Listof
Chinese  Medicinal (CMM)
commonly used in food (& dhIZ—KAYIZfE
MNP EZFEY 2 M) ) Z1ER LT
Wa,

At 70 EREJFURHZ X, B R DIRRED
. B, S, B 2V ITEn S O Uk
RO E OB T 24T - 12T RE N
EEND, PEZEFEE OV D2MF, EBR
h 2 —RARERO -, BE O
HIZOHEH SN TS, 2D L5 ICLTR
MmO F & LTid, BiEE o
— T IRMEIRN—T AN DR E T Y
THERD D, VA NI BEASDAN—T
Db O TR O HIZEH S 4,
IN=T D DA LS O HEEEY ST A
WO MITITEH SR, i ~OffH
(T, B O TG IR SUT R E B L L
ZbDTho T b, EREM L LT
AT %561, HSA OV =7 A T
AFARERTEETEOTA R4 %
ZRTLVLERH D,

materials

» 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
AU ZBMIE. T T o4 54 IG5
HEGEA . WEMEALR EOREEEH 5,
2023427 A 3 HEUE 149 DB B 5.,
HERE LT, UR MO EME— DR &
LTabiimIhERE LTSN D
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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
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

TERENREEINTND,

7-6. FEZFEOBR YA F

FEF THEZ L. SFA DY —LTh
iR R A RE 2 L C L W E SRR O 44 Bk
EEAL A2 AT D LR~ DRI DN FF AT
SNTWDENE I DT HERE MR
T&E %,
» Chinese Medicinal Materials

Search

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

resources/chinese-medicinal-materials

7-7. BEY TV A M EEBEHREDOEHY
A b

7 A MR OMEHIED R H Y
A NBHDH, VA NTIEL, HSA ICH EMIC
JR ST 7Y A v b RHEIE, 3K
RAA v = o FEHRATICBI 3 2 16 #
ERDZENTE D, mEDOY X MR
4 (productname) . /% (dosage form) &
#4 (companyname) CTHRETX 5, 2D
HER 2B D fLAE 2022 458 A 1 HIZBE
BEANTWD, 2023 412 H 13 AREAT

209 TR SRS TV D,
> fEEEY Y A N EEHREOEEY
P

List of Notified Health Supplements and

Traditional Medicines

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

> fEERY YU AL b LARHEFED AR
D Ja tH SR A b

Ingredient Search for VNS of HS and TM

https://form.gov.sg/62ece0bab278800013125

182

FEIPAMABICERA STV DR
MEFS, HS X OV TM @ B £ il E o R
T4 TIVARNIEENLTWVDENE I D
FRBICTF 2y TED,

D. 5w
ETAEOHEY X F RO EEY X M
A S NI AE (JRE &2 v TR
— VO E ORI E TIEH LD & T
%L, TG U T HSA 2T 4 5 [E 3
i X3 SFA 3T+ 2 RSO W T e
(2722 23 S BE O FEEE 0D Fx C I I A3
LWeEEBZLNTZ, Y HAR—IVIZIL,
HSA "iE+ 25 b D & L CEEHRM
(— A7 A D Z &) DIED FEZE GR
e HEX T A AN EHE R
A HEETA VU ARE), fEYTY
Av b GRA - FHEET AU ARHE) R
o, TNHED L WAEDOHEEY X b
LOFEEY A b OJFEMEHIMEE Y 7Y 2
VMR IS ATREMEDS E O3 SR AR
DO TR 7Y A MIZiZY
TLOMHWT 52 LixcE T /MEor
WM & SRR R R EE2REa LT
HIWrd 2 LERH D B2 LI, fEEY
TY A ME FEED BRSO M
DEBREfFE &L L THENIZ HSA ~E i T
ELHENHDH DT, Ei b OB EITHRER
T5ZENARETH D, — )7, SFA OFE
ThH BORMEEZ LB T A R &
PRI D B (RS Tl 7Y A v
FELTWD) b5, DREMED %
ROEN—THELPEEREZRELEE
NTO D, BBIZFFA STV 5 HEFER
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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

BHZOWTIEMBEY A N CTHE#REZEDL Z
EMWTE LN, ENLSMNZERY T Y A
FELTREEZMOTZDICHERINTY
Db DEFHRD FEIIHR TE o T,

E. fFEAEER
BrizZe L

F. #FseR*E
Hrlo 7 L

G. B PEMHEDOHRE « BRI
BrizZe L
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<BEEE >
1. ERABS (therapeutic products), EI/ (medicinal products) L& (food) DERIZD
WT
UUF, BEDER (Act) KO YA b, BIEOHBIH] (Regulation) R2f5F (Order) 1\ -

DA M,
»  Health Products Act of 2007

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

https://sso.agc.gov.sg/Act/MA1975
»  Misuse of Drugs Act 1973

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

https://sso.agc.gov.sg/Act/PA1938
» Sale of Food Act 1973

https://sso.agc.gov.sg/Act/SFA1973

» Food Regulations
https‘//sso.agc.gov.sg/SL/SFA1973-RG1

» VU HR—VERERNET  (Health Sciences Authority: HSA)
https!//www.hsa.gov.sg/

» VU HAR—IVEMIT (Singapore Food Agency: SFA)
https!//www.sfa.gov.sg/

»  [ERHELS (therapeutic products)

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

DN

. H[EZ (Chinese proprietary medicine) (Z-2\ T
» H[EZ (Chinese proprietary medicine)

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

» Medicines (Traditional Medicines, Homoeopathic Medicines and other Substances)
(Exemption) Order
https://sso.agec.gov.sg/SI/MA1975-
ORG6/Historical/20130101?DocDate=20121231170000&ValidDate=20161101& ViewType=
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

2-1. FEFEOFEFTHIFIZONT
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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
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

4.

>

4-2.

Guidelines on CPM Product Listing

https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-
medicines/pl fsc guidelines.pdf

o3 (traditional medicine) (Z2V\T
{3 (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
httpsi//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

YU A & (Health Supplements) (22 T
fEFEY 7Y A (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

Y 7Y A2 b ERHRED B EREHIZONT
Voluntary notification system for health supplements and traditional medicines —

Guidelines on the notification process and requirements
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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
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://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
» 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

5. #iafEEES (Complementary health products) DA A K
YT A K Complementary Health Products (CHP) Classification Tool

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

v

v

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

6. BMICAEINDHD

6-1. & —RERLERORE (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
YA (Classification Tree for Products in the Food-Health Product Interface) 73

SNTWD,

6-2. FHAMN (Novel food)
» Novel Food

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

7. BROROCESEOBREIZONT
7-1. BRARGOSEY —V
»  Therapeutic Products Classification Tool

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

7-2. BERAMSORITROBEZOHEICETLY X |
» Listing of approvals and post-registration actions

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

7-3. BRAMEOBREMRET A b
» PZ4970 INFOSEARCH - Register of Therapeutic Products
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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
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

7-4.

7-5.

7-6.

7-7.

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

FEZY 2 k
PZ4970 INFOSEARCH -Chinese proprietary medicine

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

BRBICERAINDFERERDOY X 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

FEIEOFEIOBRET A b

Chinese Medicinal Materials Search

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

Y 7Y A b EEHEOREH Y R b

RS 7V AL b EsHEOHH Y A b

List of Notified Health Supplements and Traditional Medicines
https!//www.hsa.gov.sg/vns-list

BT A 2 b LARKEEE DA B O Ja HIRSE T b
Ingredient Search for VNS of HS and TM
https!/form.gov.sg/62ece0bab278800013125182

- 45


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
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

Health Products Act 2007

Medical
Device

Medicins Act

. |
Medicinal
Products

[Chinese Proprietary Medicine 1

Quasi-medicinal
product

Traditional Medicine

-«
-

Cosmetic
Products

Health
supplements

-

l l l

Cell, tissue or
gene therapy
product

Therapeutic
products

Oral dental
gum

(commonly
known as
pharmaceuticals)

Health Supplement Guidelines 2022 ‘

X110 S AR=NARERT (HSA) 23ETE T 2 i O Pkl 2

Sale of Food Act 1973

v

+ Conventional food

* Novel food
+ Supplements of food nature
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HEMLGEEO—EELTERT S

(BRIC—RHICFEREND
PEERHMET)

BEEMOLDELTERY S

EXREMTERYTS

uly
o

—ERRDTE

§

HhT7eN . ZTLykEHD .
YIRS ELE

B BE O BER

BHHE

(AEDRELL)

REREHY

F

FRERE. ENERE,
Hif . EEHIRAEL

v

LE. —BE. ERICEY 5
MRA-EHHY

SFAICRILVEDLEBHIE

HSAICRILWEbEHIE

X3 : v HR—ZBIT DR & RS OS5 FER

- 46 -



