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Asosiasi Pengusaha Suplemen Kesehatan Indonesia (APSKI)
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Malaysian Dietary Supplement Association (MADSA)
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(HADSAP)
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Figure 2.1.1. ' (US$ trillion) and growth rate (%) of the top ten
largest economies, 2022-2023
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Figure 2.1.5. ASEAN GDP at current prices (US$ billion) and growth
rate (%) by ASEAN Member States, 2022-2023
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> BB R B AR R EEFAEEE (2021512A228)
—. ZEHH | (—) BREHEIRMES T EHH
B o 3 M5 4 SR % 5L 5 4] &) (National Pharmaceutical Regulatory Agency, NPRA), % 8] 5

NEHEERABRNMERZER, £, &F. BEEREIA TG E/L, NPRA 78 KR &
(Health Supplements) Z £ & # M .

(=) B\ EAZ % E (Department of Standard Malaysia) :

16 % By A2 A E ¥ AT %W € (The Standard and Industrial Research Institute of Malaysia,
SIRIM )SIRIM %°E—#) B ZAR B H T A, A AR B R ERFE, Ed SIRIM HLZRFIE
By R i F EAZXE L H & (Industry standards committee, ISC), ISC [ #F A %] & B R 9 & & S
2R HEAR

Z. RRRIE | BARE R /R su AR M AL

(—) Bkdy Bz manb A3 6,4 [ %4542 & (Sale of Drugs Act 1952) | « [ ZSmAeibik
s g F2# 7k (Control of Drugs and Cosmetics Regulation 1984, CDCR) | . #& JL3z 45 5] A+
(Drug Registration Guidance Document, DRGD) %, I B NPRA %8sk

https://www. npra. gov. my/index. php/en/ & #I/F,
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ZURENE | 2o A AURER ] Rk R BRI — A EAL.

(79) RGP S AR R de: AR KT RN AR o R S R HNAR B 5N
(Food-Drug Interphase, FDI)Z & &=, Bl % B & A28 FDLE s»Z& B € (Committee for the
Classification of Food-Drug Interphase Products) J & & o0 /& 2 50 R % &

(F) f448 B R o9 =7 4 3% NPRA $7#8 % Health Supplements, HS, B & &7 % & & 32,

HS & & %:

B oo A — AR R R R SR E AR R, VAN BAEAR e

P&, 4. bR, REEEZHR, EROSETE2RRA Grizfik. BRE). €2 T —
K IAEA:

1. A Z, BIE. AR, BWER, B (Fs) . 4R, RALAMEREL,

2. RARRBROIE: S, BB BABIFZME, AERY., k. BEm. K
WAL E R,

3. W& LR N RERZERME, M EEE R THEMA,

Product Classification Guideline - Drugs or Food Products
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= ARNE | BEHLAINDI EREAEREESSERRE R, Esup AT &k ARAR:

(1) BERD A @FE
CLASSIFICATION CRITERIA AS BELOW : (2) s ﬁ—ﬁﬁé?ﬁ/{%{}i,@f@?
(3) & oA A2 69 Fl & B AR ?

(1) Negative List For FDI as listed in Table 1: Negative List For FDI PrOdUCt Classiﬁcation Guideline _ Drugs or FOOd PrOdUCtS

* FDI products containing ingredient(s) from Negative List for FDI shall be r

[ umbago zeylanica [ Ite leadwo

50 |Psilocybe cubensis Boomers, Gold caps
NEGATIVE LIST FOR FDI 51 IRaonfa Spp. (all species)

52 |Resveratrol
Table 1: Negative List For FDI 53 Sanguinaria canadensis Bloodroot, Indian Paint
No.Ingredient Common/Othern:  °* [Safla sinensis I

[ . 55 |Sil dsia Chinesi job

1 Actaea racemosa Black Cohosh, Cimic pInmongsia ~anese Jojoba

56 |Sophora tomentosa Sea coast Laburnum, Silver Bush
2 |Antiaris toxicaria (Pers.) Lesch. Bark cloth tree, anti P— - - i -

— - 57 |Spigelia marilandica Worm grass, Pinkroot
3 |Artemisia Spp. (all species) IWormwcod, Mugwc 58 [stichopus spp. Gamat
4 |Aspidosperma Quebracho-Blanco Schitd! Kebrako, White Que [ ISrrop hanthus spp.(all species) Kombe
5 Atropa Spp. (all species) IAntropa belladonnz 5o lSrrychnos ignatii, Strychnos lucida, Strychnos roberans Nux-vomica
6 |Azadirachta indica Nimba, Neem 61 Symphy[um perggn'num Comfrey
7 |Bile Notes:
8 |Brucea javanica, Brucea amarissima Sumatrana amariss . jice .
Bufo gargarizans Cantor, Bufo melanostictus Schneider,
9 . Toad, Samsu, kodok * is a compilation by the FDI committee.
Bufo vulgaris Lour

® is not meant to be exhaustive and will be reviewed from time to time.
* shall be read in conjunction with the current laws and regulations together with other relevant legislations, where applicable, governing pharmaceutical and natural

products for human use in Malaysia
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GENERAL CLASSIFICATION FLOWCHART OF FOOD-DRUG INTERPHASE (FDI
UNDER FOOD OR DRUG

Product that falls
within the FDI

1.Product Formulation l

Does the product contain any substance /
ingredient from the Negative List for FDI?

Important Note: Substances listed in the List of
Prohibited/ Banned Substances of DRGD are
NOT PERMITTED for use in any product that
falls within the FDI.

1. Product
Formulation

2. ™ Medicinal/Health Claim

Is the product indicated for medicinal purpose,
or does the product label/packaging contain
any statement that indicates or implies any
medicinal purpose (e.g. body weight control;
for the health benefit of eyes specific human
organs/ systems, such as gastro-intestine
and/or brain)?

2. Medicinal/
Health Claim

3. ™ Product Presentation 3. Product

Does the product label artwork imply any Presentation

medicinal purpose and/or packaged Iin any
form of packaging which resembles the
packing of drug product (e.g. blister pack)?

SR T RRRAET S E TS 2 B

Product Classification Guideline - Drugs or Food Products

1.3.5 PICTORIAL GUIDE TO CLASSIFICATION OF FOOD OR DRUG PRODUCTS Legend .
[ [ Regulated by FSQD

‘ Regulated by NPRA

Classification of FDI
under food or drug

[
ﬂ 100% food ingredients \
2. Food products with or without active ingredients

as below;
i) Instant drink products containing sugar and/or
creamer (e.g. premix coffee, tea, chocolate, soy,

cereal)

ii) Meat essence products (liquid) (e.g. chicken
essence, ostrich essence, duck essence, fish
essence and etc.)

i) Ready to drink products (beverages) without dose
instruction in cheered pack/ canned /packet drinks

iv)._Cordial prodi with rec dilution ratio
(e.g. dates cordial, grape cordial)

v) Vinegar products (liquid) (e.g. apple vinegar,
dates vinegar and etc.)

Vi) Honey. products (liquid)

3. Isotonic drink products, sport nutrition products
and ial purpose food prod

4. Products in conventional food form e.g. biscuit,
cake, confectionery, candy t, gummy, 1

5. Products used for cooking and food preparation

(e.g. cooking oil (olive oil, coconut oil, sunflower

0il), herbs and spices)

6. Herbs and spices in crude form without
medicinal/health claim
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W, wEALF | WFAARMREAAA SHEMNSG], WA T LEERESRHE) @ NPRA RE L FIHF
LB, Bz BB B L iE (Screening) . FFA & (Evaluation)f2 R AHZ AN EE R, PHDL
B85t & 5w % Health Supplements, 2 B ZEAZ B PTIR AL 28 71k A & 4

b & A (a) —fL s & 2283 (b) Fhaeda (FF &), BIAEFEZIFEAL A8 A M 2371 (Abridged Evaluation);
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4.1.1 GMPx%Z

4.1.2 A ERE

4.1.3 WHO #& X 49CPP& &

1.
1.
GMP =& 1.
1.

A WON

. Step 1 of 4 Pre-submission of Application (Preparation)
CPPzx% &

2. 7
1.1. Apply QUEST 3+ Token
Io canduct trans,

nssctians far preduct registration, veristion, feensing. renewal end other related transactions, you must register your memacrship cnd parchase yous
e o e A

AHEEERE 1.4,
1
1
1

Step 1: Pre-submission of Application
(Preparation) for Health Supplements

12
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ASEAN Alliance of

A, FiE AR
PR A

FER3, &%

3.1 T AR E

AR HR G LA Aoty 93 R TR S MERIER P, MRIE (1984F 5 9% A%y 45 %) & T8
) F11 (1) A0 E, mE Bl h, BT R T @ AL, RARSASZMIE
, EBCESTRFIES . BUH Y D43 E 093,

3.2 E &3 Mik
ESE A AR RS AR E SRS R E SRS (B MAL %%9%) .

3.3 M

MR
ERWEMAAMAE (5) F3E LB AT IR MM (A2 MAE T2 B4 15 3RH)
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2) PP RARME R W B T AT AR o L

—. EEHH

FP R e B 45" 32 B (BPOM) NADFC, The National Agency of Drug & Food Control

. ERARW

BPOM 2001 5% HK 00.05. 4. 03960 354 (P& & 1F2 %A Aristolochia SP Plant %)
BPOM 2001 % HK 00.05.4.03961 554 (frE & &= 154 A Ephedra Plant m%")

BPOM 2005 5F% HK.00.05.41.1381 354 (ffE & S 692 A2 )

BPOM 2007 <% HK. 00.05.42. 6575 974 (frfER = A1F4 A Benzilpiperazin M%)

BPOM 2019 F %16 3ii4M) (BRI R su o B &

BPOM 2019 %17 JE55] (R4 R a9 e '8 £ K)

BPOM 2022 %32 JEM41) (FRfd & o3 M A9 14 1 26 32)

. BPOM 2024 F %10 %%{%%] Regulation regarding the Labeling of Natural Medicines, Quasi Medicines,
nd Health Supplements

BPOM 2025 <F%6 3%1%17] Regulation regarding Stability Guideline for Health Supplement

VY ONOO AW =

55 9B S 1) BF o e S BE A 45 78 By (BPOM) W 28 L 25 5T, JE 45 E 25 ST 44 oF o w263 0 2 7,
S JBAE W B R R MR LT P

i 0 Kb LWHT, 2R THE SR AR R AR R GNP .

PR SRR T I E BPOM) & m B (RS (R I AHERS) « (2) B& |\ (3) Lk
. (4) 2% FE (traditional medicine) . (5) R e (Health Supplement)F £.48 & &n,
BERtArHERAETH LREGSE, ERAR F6FFTRK, LaFTAPRARMEE.

g

Oogg O~
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ﬂ AAHSA

ASEAN Alliance of
1t} oplement Associatio

1.

w

BPOM w35 7T At /2 4% L3R 5 P 3 kA&, W& & So 48 M 3500 A4 4%, ABPOMZ
AR B S SRR PP M A BT 3 YT 4R 97

FET AN BT AU AL, AR ERAT AP AIRE.

PN B B T HTH R E £ E AL,

MR

— #IEM: AREFFRTHEHKAE S,

NIt TN N T TIYTIE R

GMP = BH: Ff RARME R oo w34 L 35 THF, R KGMP 358 (W BUR B 4SSk BUR 1% 42
MAAZES), &AM A 11053168 £ [ FEEAES GIP BREFTE | R
RIS EMARTRIBEARETE |, HHAL
https://www.fda.gov.tw/TC/site.aspx?sid=11234&r=1298309781

FPRAEE R AMFALESRT, KESHESAEE S FRARAERIE 209 E &
PR RS BE 4 72 5) (BPOM) JHf 5 & 3.

B4 www.pom.go.id: EER: halobpom@pom.go.id; %3 F4E: +62-21-150-0533
#ht: JI. Percetakan Negara No.23, Jakarta 10560, Indonesia



https://www.fda.gov.tw/TC/site.aspx?sid=11234&r=1298309781
http://www.pom.go.id/
mailto:halobpom@pom.go.id
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2) FPRARRE S

LT TR AL S - W iTh

_ﬁ\
PIT & A8 B <
P A

HMILHFFE: 2V I 2. B, FLEMABH27—298,

1. FRARTAATH:
2. BLSERAE A
3. SHAEAMAHAE:
4. HRELFEA
5. R&ESQFARK:

2ERSEEHEEEL.
7. o SR A
8. B4 g 4 E .
9. FA (Halal) #

THIEE BPOM 4 L9 %4 (e registration)

NElEA: BEER (NIB) . Eud / REAHFTH GARAED ESD)
EmBlT#R (Rp Lt Ak, 5F)

BAHAMRE (B EHE, R, 242 FH)

WAEMRA T2k EERG S/ RE

e mERBRE (RAHTR)

SEE. PR REE R AR T E A

R R EREAR, ARAZERARE LR

TEORHIE (o, RERZ, M3, g0, EE5
RAZ /M AAEE LA

4 BT Z GMP / CPOTB 8] (FFRAGRER) ,

PP (RREEGRRESEDH)

O FIT A (Skl Border. Circulation Permit)

845 EE (Free Sale Certificate) AVIEHE MAR E R A EHE
%#%ﬁ,ﬁﬁ%%ﬁ%&%&%ﬁ%ﬁ&;ﬂﬁJWWH&mﬁﬁﬁﬁﬁ




2. kot B R AR Sk AL — A €9 misa

3) A R4 A i O AL A SEA R AR AR AL & B 2025554 7

— . E AR A% E) S A R e 4 A B (Vietnam Food Administration, Ministry of Health)

. ERARIE | AR R S (functional food) /PR f# & (Health Supplement) :

1.20235F9 A 25H #17/2023/TT-BYT 34 (CHMAAG EE TR SBL2AMHA L)
2.10/2021/TT-BYT: 2|& TR P 2. 4E 694 R o

3. 24/2019/TT-BYT: * & duifshoii|#tiT6 2,

4.18/2019/TT-BYT: #5F RIF4 FHLTE,

5.15/2018/ND-CP 5 k4 : Bk — B4 £ K,

6. 43/2014/TT-BYT: HIEHAE M A Ly F 3T,

7.17/2011/TT-BYT: KA H KT EH L,

8. 2010-F & du & £ ik An

9. 46/2007/QD-BYT5 k2 : (A TE P AMFFFTERKBREZGH T,

10. QCVN 8-1:2011/BYT. QCVN 8-2:2011/BYTFIQCVN 8-3:2012/BYT: X 2R P ERFE. ¥
oAk A T e TR=

R DREVE B E LR P R /1. pdf



https://newsouthboundpolicy.trade.gov.tw/Files/Pages/Attaches/3234/%E8%B6%8A%E5%8D%97%E5%8A%9F%E8%83%BD%E6%80%A7%E9%A3%9F%E5%93%81%E9%80%B2%E5%8F%A3%E7%A8%8B%E5%BA%8F%E7%B0%A1%E4%BB%8B.pdf
https://newsouthboundpolicy.trade.gov.tw/Files/Pages/Attaches/3234/%E8%B6%8A%E5%8D%97%E5%8A%9F%E8%83%BD%E6%80%A7%E9%A3%9F%E5%93%81%E9%80%B2%E5%8F%A3%E7%A8%8B%E5%BA%8F%E7%B0%A1%E4%BB%8B.pdf

2. R B RARME S kAL~ €9 s

ASEAN Alliance of

3) AAFHAER L O AL M) BEAR A R R 48R4 7 % 2025F4 A ealth Supplement Associati
=. vEHEALR (—) & &5 % (product declaration) (5 %% %15/2018/ND-CP3f & < % 71%)

1. EE 4% (declaration form) = P4kl Form No.02;

2. w0 R EHUMAEEZ 8 EEE T (Certificate of Free Sale, CFS) . & & 25 B

(Certificate of Exportation) 7 4 25 B (Health Certificate) (/8 4% 48 & 3435

3. EMATESEATI2MEA N, HAEE LHERE RS EI1S01702512 &K R EFIEZ A 5
2% H 3% (food safety data sheet) (IEARLZZAFEZHARN) : ZEmIALAANREIA
#5,O7 BY AR g AT A SRR B IR AR B B R R AT R L R A A54%

4, FESRRG;ARZIAEFHERE A (EARGEZEDR) 3 ZRARDZXRIAAEH
W, 4B BIZ A RARFAZ I NEZ15%,

5. B20195F7A18 &, I 7 5 (dietary supplements) 2842 i GMP5 B 2k H A 5] 5 54
kiR

I DIAE M B LI P R /1. pdf



https://newsouthboundpolicy.trade.gov.tw/Files/Pages/Attaches/3234/%E8%B6%8A%E5%8D%97%E5%8A%9F%E8%83%BD%E6%80%A7%E9%A3%9F%E5%93%81%E9%80%B2%E5%8F%A3%E7%A8%8B%E5%BA%8F%E7%B0%A1%E4%BB%8B.pdf
https://newsouthboundpolicy.trade.gov.tw/Files/Pages/Attaches/3234/%E8%B6%8A%E5%8D%97%E5%8A%9F%E8%83%BD%E6%80%A7%E9%A3%9F%E5%93%81%E9%80%B2%E5%8F%A3%E7%A8%8B%E5%BA%8F%E7%B0%A1%E4%BB%8B.pdf

2. W R KA SRER -

3) AR S DAL A AR R ARG HE R 202554 W]

i
_
)

W IAAL

(=) &K

R & E M P

Zd o B 24 TINGE A H4E L

o AT 49 I E ALY B AR R Z BRI A A R R NK L R
IE B % S ) 2R AR T 28 AT A

RAFA AL (GMP) i

RA IR B A @l S (R iE)

AL~

(Z) & 4% &3 F (Certificate of Food Safety) (3 %-% #15/2018/ND-CP3#k & %11, 12, 28
%) -

1. ARG RETAE AHARFIRSZAEE, BH L1264 E1AZIBINERY, 055
(k) # & 5= % (food business) ELHFF T 71343 : GMP, HACCP. 15022000. IFS. BRC,
FSSC22000 & 1 b 7] 5258

2. BRMASRZHURTAGTARALEBMEZMMESEERNL, OLHERAFOZEZSE R
. BT, IR, AR Ze® AP AME FOs@A2, &g A BAHZ AR B LA &0
3. Ram%4a#ZE (Certificate of Food Safety) (%% #15/2018/ND-CP 3%k 2 % 11,
12, 28 f%) : AR AN BIAER A 5 fE FGMPAE AR 45 F
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S B R AR S i & —

B PFHERERES FTIRAERANM AR B BARE L HRE 2025542 F

AAHSA

ASEAN Alliance
loalth Sunnlomons A

of
iat

FTEMHM | FRHLEFRESESLEEE (FDA)

FRARYE | (—) BB A NS MR S A so A8 B 4% U No. 293, 294, 309, 405
(=) B THEARE A AR R Z A Ry FE
(Z) AARRMARZ ALK& £

(v9) FAR SR e Z Mty = & .
—— — - FRE
i O A2 AR B AR O A E T B

—BTAER) o HEMHAT AR

Z AR 0 FRAM 15000 HFapse g nm -

(=)RUWEEHFARERHELET L ZHEE (8

Lo osfride o i il A B 3 T & (do M)
2. W AB T iR A '
Pna 3. A EER
4. 4y 8] A I
Adobe Acrobat S. MO A (H L)
Document . P HEREAM AR
7. it O AR Y45
8. 9 Hrif 7 4 5 AT AR T (o 1 44)
E*Td‘j“ /\.EEHEJL 3R E SR o d R A 20,000 K4k 0 54 5,000 Fk
DR & fnat o] e SorERE A AR pdf AP WA 15,000 4k 2 ¥ 548 FDA 37T H(KIR Z )



https://www.trade.gov.tw/App_Ashx/File.ashx?FileID=F85FEB91BA7285B3
https://www.trade.gov.tw/App_Ashx/File.ashx?FileID=F85FEB91BA7285B3
https://www.trade.gov.tw/App_Ashx/File.ashx?FileID=F85FEB91BA7285B3

2. KW B ARG o A - — AAHSA
4) FHBEWFEOKERSL FIRARLADM A FERBRRE R HF4M4 20255F2 H  ASEAN Allanceof
=, iR

(=) l® i 035363 4% » P i E-Submission % #i&
o ® % i% i E-Submission & &% P $7 it o &%
1. B ARAR R S 3 P B R M (o K1)
E L ARIRARAE AR b A 500-2,000 fdk R ¥
2. R W 6987 B Ay
3. 8B R BRI
4. T Bk A A
5. H %R A4 R 2 M A% (Active raw material specnﬁcauon)
6. Z-FLARAE R 5o 7 B Py % A 4t BRI LA

(Z) 7 B FDA @3t o 3 B P 31 A7 oMt FDA » 4o
& SBEL 0 FDA T i Bh #3035 & &0 % B B MR R Sb
FDA Wi 4% A& 3o F

. 35 o7 02 590 7320 Ms.Nattana
2. #4096 860 6316 Ms.Pimchanok
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AAHSA

ASEAN Alliance of

{ealth Supplement Association

2

3 Vietnam Indonesia Thailand Malaysia
y e - Suf:s:ent o Snp?;:ndunt T;::;:::l::: | Supp]:z:;{ SB3 Supp]:::::z SB3 S Su::llel:ent
[ Letter of Attorney/ Authorization/ Appointment ] ] ] .

) Supporting document of the use of product name .
1{Product Formula ] ) ] ] ] . ) [ .

2 Batch Manufacturing Formula ) ] ) .

> Manufacting Process/Flowchart ) ) ) ) ) . . .

5 Finished Product Spec . . . . .

7 Cert of Analysis (COA) ¥ . ] . .

5 Analysis report - Microbiological . . . ] . . . .

3 Analysis report - Heavy Metals . * ’ ] . . * .

0 Analysis report - Nutrients 0 0 . . . 0 0 .

1 Analysis report - Active Components 0 0 ] ] 0 0 .

2 Analysis report - Containmants . ) 0




2. Rh B K AR S ik AL
Rl S BT E A AAHSA

ASEAN Alliance of

Vietnam Indonesia Thailand Malaysia
Type of documents o Health | Food | Traditional |  Dietary Dietary e Health
Supplement Supplement | Medicine |Supplement SB3| Supplement SBS Supplement
! Analysis report - alcohol content for liquid product 0 o]
 Analysis report - Cyprohepdatine for children range 0 o]
i Analysis report - Chloramphenicol for honey products 0 o
i Safety Assessment/ Toxicity Study Report 0 .
i Efficacy Study Report/Justification on product claims . . .
J|CV of expert on the safety and efficacy report
| Stability data/ Product Shelf life report . . . L]
Production Information
(Country specific requirements) ¢ * ¢ * * * *
| Raw Materials Spec / COA / others (country specific) . . . . . .
i Packaging Material Specification . . .
: Product Research and development (eg. Formula rational, . .
claims determination)
i Manufacturing plant facilities and practices . .
} Product Coding System . . .




2. F ¥ B RARAE s ik

Pt o 77 /i E MR E A

AAHSA

ASEAN Alliance of

Vietnam Indonesia Thailand Malaysia
Type of documents — - Health - Food | Traditional Dietary Dietary - Health
Supplement Supplement | Medicine |Supplement SB3| Supplement SB5 Supplement

) Factory Cleaning Process (] ] »
| Glass Jar and Cap Cleaning Process (] ] .

Official evidence of registration approval, Ref standard of
} product standards for country of orgin or international 0

organisation
) Free Sales Cert. (FSC) [ (] (] . . [
) Manufacturing Licence, GMP, ISO, HACCP etc . . . . . [ .
} Registered product license (for renewal) (] . .
) Sample (] ] » )
| Product Label . [ (] ] . . (]
! Original Label (] . .
} Batch Manufacturing Record (real) ° .

Site Master File . .

(if Pharma GMP is unavailable)
)| Stability Study Protocol . .




3. AR R WA ik LA H AT RS

A ASSOCIATION ASEAN Secretariat News Statements Events Chairmanship

OF SOUTHEAST

A MUNITY OF
» ASIAN NATIONS SPOR S

OPPORTUNITIES FOR ALL )
Search here Q

ABOUT ASEAN v WHAT WE DO v WHO WE WORK WITH v OUR COMMUNITIES SITEMAP

Standard and Conformance

Overview Priority Areas Strategic Plan 2016-2025 Key Documents and Publications Agreements and Declarations

Home } Our Communities ) Economic Community } Standard and Conformance

Key Documents Links Publications

4 STANDARDS AND CONFORMANCE PLAN

Standard and

Conformance — ASEAN [ " HARMO"'SAT'O""FR:W BUR A5 (10 AFRE L BZATR &)

[ + HARMONISATION OF STANDARDS & TECHNICAL REQUIREMENT’\

Fpy—— GMPEAT R . R A2 H &

4 COOPERATION WITH DIALOGUE PARTNERS


https://asean.org/our-communities/economic-community/standard-and-conformance/
https://asean.org/our-communities/economic-community/standard-and-conformance/
https://asean.org/our-communities/economic-community/standard-and-conformance/
https://asean.org/our-communities/economic-community/standard-and-conformance/

Home ASEAN News Calendar Resource Media Gallery Opportunities

Policy and Guidelines

ASEAN Economic Community

STANDARDS AND CONFORMANCE PLAN

AEC Monitoring

ASEAN Economic Ministers (AEM)

ingnce Ministers' and Central

HARMONISATION OF REGULATORY REGIME S

POLICY & GUIDELINES
ASEAN Invesiment Area (AlA) Coun

ASEAN Ministerial Meeting on
Agriculture and Forestry (AMAF) HARMONISATION OF STANDARDS & TECHNICAL REQUIREMENTS

Communities

UPDATES  ASEAN HEALTH SECTOR EFFORTS ON COVID-19

Home / ASEAN Economic Community | Sectors] Bodies under the Purvisw of AEM / Standards and Conformance | Policy and Guidelines

ASSOCIATION
,\M OF SOUTHEAST
ASIAN NATIONS

Links Sitemap Subscribe

11. Traditional Medicines and Health Supplement Product Working Group (TMHSPWG)

ASEAN Guidelines for Health Supplements (HS)

* ASEAN Guidelines on GMP for Health Supplements (HS)
= ASEAN Guideline on GMP for HS
= ASEAN Guideline on GMP for HS
+ ASEAN General Principles for Establishing Maximum Levels of Vitamins and Minerals in Health Supplements
* ASEAN Guidelines for Minimising the Risk of Transmission of Transmissible Spongiform Encephalopathies in
Health Supplements
+ ASEAN Guidelines on Claims and Claims Substanfiation for Health Supplements
* ASEAN Guidelines on Limits of Contaminants for Health Supplements
* ASEAN Guiding Principles for the Use of Additives and Excipients in Health Supplements
+ ASEAN Guiding Principles for Inclusion Into or Exclusion from the Neqative List of Substances for Health
Supplements
+ ASEAN Guiding Principles on Safety Substantiation of Health Supplements

» ASEAN Guidelines on Stability and Shelf-Life of Health Supplements
+ ASEAN Guidelines on Labeling Requirements for Health Supplements

ASEAN Guidelines on GMP for Traditional Medicines (TM}[' asean search tools

il *




Home ASEAN MNews Calendar Resource Media Gallery Opportunities

i

Communities Links Sitemap Subscribe

ASSOCIATION
OF SOUTHEAST
ASIAN NATIONS

UPDATES IS W T AR R de o] §31dq 11 Traditional Medicines and Health Supplement Product Working Group (TMHSPWG)

Policy and Guidelines
Home [ ASEAN Economic Community | Sectoral Bodies under the Pundew of AEM / Standsrds and Co

ASEAN Economic Community

STANDARDS AND CONFORMANCE PLAN

AEC Monitoring
ASEAN Economic Ministers (AEM)

ASEAM Finance Ministers' and Central

Bank Gowvernors' Joint Meetin
g HARMONISATION OF REGULATORY REGIMES

ASEAN Free Trade Area (AFTA
Council)

POLICY & GUIDELINES

HARMOMNISATION OF STANDARDS & TECHNICAL REQ Ul

» ASEAN TMHS GMP Training

= ASEAN TMHS GMP Training — Chapter 1 Quality Management

= ASEAN TMHS GMP Training — Chapter 2 Personnel FD

- A

ThH Training — Ch r ntation F
Chapter & Annex 1 — Specification on Raw Herb Examples Foeniculi Wulgare's
Chapter & Annax 2 — Text Method for Foenicull Vulgare

Chapter &5 Annex 3 — Ascorbic Acid Specification
Chapter 5 Annex 4 — Ascorbic Acid Test Method

Chapter & Annex & — Sample Batch Manufacturing Record

- ASEAMN TMHS GMP Training — Chapter 6 Production FD

« ASEAN TMHS GMP Training — Chapter ¥ Quality Control FD

Chapter 7 Annex 1 — Testing Parameters Stability Study

« ASEAN TMHS GMP Training — Chapter 8 Contract Manufacturing and Analysis

= ASEAN TMHS GMP Training — Chapter 9 Complaints and Recalls FD

Chapter 9 Annex 1 — Sample S0P on Handling of Complaints
Chapter 9 Annex 2 — Sample Complaint Reqister

Chapter 9 Annex 3 — Sample Complaint Record Form
Chapter 9 Annex 4 = Sample SOP on Product Recalls
h r n 5 — nple Pr I |15 Forr

- ASEAN TMHS GMP Training = Chapter 10 Self Inspection FD

h r10 Annex 1 — mpl P on I In: ion

Chapter 10 Annex 2 — Sample Record on Self Inspection
TMH MP Training — ndi Werifi ion F

- ASEAN TMHS GMP Training = GMP Inspection

Preparation for GMP Inspection

. ! GMP )

Classification of GMP Non-Conformance

Ereparation of GMPF Report

Evaluation of Corrective Actions and Preventive Actions (CAPA)
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AAHSA

ASEAN Alliance of

“tx 1% 5= Health Supplements”

FI A8 AR L 4B 45 . 38 IR Ao 2 & ARG B 2 Ak 694 AT & S

O —AER LA, RVAT SAMLULE:

i, AR, BE. RAR. SR, BEA. AR A ASERESLT

ii. fTE a2, Bifeld RIKRRRZ Y, QIR 4. pikdh. Bédn. K
eV

Gi) A= (i) PRI RO Z AR

EmBg | HAEBX, ADNBLAKE (PleBE. AAL B &) R, R EHAET 2R
A (BRiE i), IREEK)
Purpose any product that is used to supplement a diet and to maintain, enhance and improve the healthy function of human body

Composition/
Ingredient

contains one or more, or a combination of:

i.  Vitamins, minerals, amino acids, fatty acids, enzymes, probiotics and other bioactive substances

ii. Substances derived from natural sources, including animal, mineral and botanical materials in the forms of extracts,
isolates, concentrates, metabolite

iii. Synthetic sources of ingredients mentioned in (i) and (ii)

Product Format/
Form

presented in dosage forms, administer in small unit doses (e.g. capsules, tablets, powder, liquids),
shall not include any sterile preparations (i.e. injectable, eyedrops).

{ealth Supplement Associatior
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A AR e BATHL S

AAHSA

AAEM RSB EN?

1 JBAa |k Negative List of Substances No
2 7 7 750 e BRI 78] Additives and Excipients Yes — B w45 Ao ) ik H B2 i
3 TRk E Limits of Contaminants Yes — & o ik #
i} WAKAR e M i 55 K05 IR Minimising the Risk of Transmissible | No
(TSE) &9 & % Spongiform Encephalopathies (TSE)
5 | wHA R AR Stability and Shelf-Life Yes — f BB St A AL
6 JE on A BAEE R A Safety and Substantiation Yes — & & S ik #
7 E o0 E AR BAEHE Claims and Claims Substantiation No
8 B R EEEE GMP Yes —& & PR 2 5= % % GMP45 5]
9 & b A2 5K Labeling Requirements Yes — B du ik AL
10 A Eheg Mhrs ke | Maximum Levels of Vits & Mins Yes — B ShisAm i) ik 3



http://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Negative-List-HS-V4.0-with-disclaimer.pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Additives-Excipients-HS-V3.0-with-discl....pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Limts-of-contaminants-HS-V2.0-with-disclaimer.pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-for-Minimising-Risk-of-Transmission-TSE-HS-V2.0-with-....pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-for-Minimising-Risk-of-Transmission-TSE-HS-V2.0-with-....pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-for-Minimising-Risk-of-Transmission-TSE-HS-V2.0-with-....pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Stability-and-Shelf-Life-HS-V1.0-with-disclaimer.pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Stability-and-Shelf-Life-HS-V1.0-with-disclaimer.pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Stability-and-Shelf-Life-HS-V1.0-with-disclaimer.pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Stability-and-Shelf-Life-HS-V1.0-with-disclaimer.pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Safety-Substantiation-HS-V1.0-with-discla....pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Safety-Substantiation-HS-V1.0-with-discla....pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guiding-Principles-for-Safety-Substantiation-HS-V1.0-with-discla....pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Claims-Claims-Substantiation-TM-V2.0-with-discla....pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Claims-Claims-Substantiation-TM-V2.0-with-discla....pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Claims-Claims-Substantiation-TM-V2.0-with-discla....pdf
https://asean.org/wp-content/uploads/2017/09/ASEAN-Guideline-on-GMP-for-HS-Appendices-as-of-2-june-2015-with-disc...1.pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-Guidelines-on-Labelling-Req.-for-HS-2-Oct-2015-rev-with-discla....pdf
http://asean.org/wp-content/uploads/2017/09/ASEAN-General-Principles-for-Max-Levels-Vitamins-Minerals-HS-V4.0-wi....pdf
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IRAKAE Je PE - SRRAG A (TSE) 89 BBk
BERPRBRHEORHRE

7 R

o 5 M B AEE R A

& R R /E X GMP

2 MR B HA TR
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HEAH BB 8 5 e

TERT:
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ANNEX ||

ASEAN GUIDING PRINCIPLES FOR
THE USE OF ADDITIVES AND
EXCIPIENTS IN HEALTH SUPPLEMENTS
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5. IR ) P 74 Ao 75| Ae B TS ) 5] R —¥T B AT R
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N = b 4 =5
F’ﬁ]— {%‘2 /Z]:% 75‘3 7#?'] Z{\ﬁ /Elg& ﬁj 6&?'] Diagrarm 1: Procedures for Determinafion of the Use of Addifives and Excipients in Health

upplements

B % A AR B b A ) A
i o KT 7L 6942 /5

Use the limit in the adopted
List of Resfricted Additives
and Excipients

In the adopted List of
Restricted Additives
and Excipients?

75 7 e BR T 7 7 &
Fo J| = PR

Im the latest version of Codex General
Standard for Food Addifives Provisions
for Food Supplements (13.4] €
or
Handkbook of Pharmaceutical
Excipients or Official Pharmacopoeias
as specified in section 52

Use according to the limit
in the reference

CODEX GSFA 13.6,
2 R BRI ) F

2

Safety data should be
submitted to the national
confrol f regulatory authorty
for evaluation and approval
for use
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ANNEX Il

ASEAN GUIDELINES ON LIMITS OF
CONTAMINANTS FOR HEALTH
SUPPLEMENTS

= AT F R
1. €48 2. %4

1. T4 ERS- B E BKI%

w 5 y
3. BB Y

AAHSA

ASEAN Alliance of
nnlement

Version 2.0

45 |4 Lead A Arsenic & Mercury |45 Cadmium
RZ NMT NMT NMT NMT
10.0 mg/kg 5.0 mg/kg or 0.5 mg/kgor | 0.3 mg/kg or
or 10.0 mg/L | 5.0 mg/L 0.5 mg/L 0.3 mg/L
(10.0ppm) (5.0ppm)* (0.5ppm) (0.3ppm)
*EEE
0.3 mg/kg or 0.3
mg/L (0.3 ppm)
& H < 20ppm < 2ppm #H SR
HRER

o fR &
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AAHSA

Route of Administration

Acceptable criteria for microbiclogical quality

TAMC

TYMC

(CFU/g or CFU/ (CFU/g or CFU/ _ Specified
Microorganisms
ml) mlL)

For Oral Use

A Health supplement
products containing - NMT 102 CFU of
materal of plant crigin, Escherichia coliin 1g
with or without excipients, or ImL
Intanciad forthe NMT 5 x 107 NMT 5 x 108
preparation of infusions
and decoctions using - Absence of
boiling water (for example Salmonella in 25g or
herbal teas, with or without 25mlL
added flavourings)

B. Health supplement - MNMT 102 CFU of bile-
products containing tolerant gram-
materials of plant origin, negative bacteria in
with or without excipients, lgor ImL
where the method of MIAT 5 3 1004 MIAT 5 % 1082

processing (for example,
extraction) or pre-
treatment reduces the
levels of organisms to
below those stated for this

Absence of
Escherichia coliin 1g
or ImlL

category

Absgnce of
faiman&ilo in 'E!-g oF

25mL

tion
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not fgll under category A,
B CorD

ASEAN Alliance of
{ealth Supplement Associatior
2. A=
. A ¥ .
E. Agqueocus preparaticns - Abpsence of
whion does not fall under MRAT 2% 108 HMT2x 10 Eschenchia coli in 19
category &, B, C orD or 1miL
HDF‘—EIq!.IE{b-..IE ) . Abcence of
preparnafions which does MINT 2 X 102 FANAT 2 X 107 Escherichia coli in 1g

or Tmil

C.  Heaith supplement

products containing MMT 10+ CFU of bile-

m.DTEHDIE-.DT plant arigin, toserant gram-

with or without excipients, negative bactera in

wherns it can be 1g or imL

demonsirated fhat fhe

miethed of processing (for

em::m ple, exfraction with T S 10 T 10 Absence of

low strengtn ethanal or e e Escherichia coliin 1g

water that is not boding or or 1L

Iow temperahare

concentraticn) or, of pre-

freatment, would not Absence of

reduce the level of Soimanela in 25g or

anganisrs sufficiently to -

reach the critera reguired

under B

HMAT 108 CFU of bike-
tolerant gram-
negative bactena in
1g or 1mL
. Health supplement

products confaining

m-::reriuls. of natural . Absenoe of

|-::.r' .n'u:|L pla _nr o mineral) faimanela in 10g o

DI‘IE!IF‘_TD[ '..'.'_I" chi 10mL

antimicrobial pre- MMIT 2 104 MM 2 X 10

reatment is not feasible
and for which the
competent guthorty
acoepts TAMC of the raw
miaterial excesding 104
CRU/gram or CRUSmL

Absence of
Eschenchia coliin 19
or 1mL

Absence of
Staphylococous
aurewrs in 19 o TmL
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ANNEX [V

ASEAN GUIDELINES FOR
MINIMISING THE RISK OF
TRANSMISSION OF TRANSMISSIBLE
SPONGIFORM ENCEPHALOPATHIES
IN HEALTH SUPPLEMENTS

Version 2.0

ASEAN Alliance of
{ealth Supplement Associatio

TER T

1% e bk i 55K BS% (TSE) # R Ta =248
WE R LR B Ea BB H, Bl E
Wz g, BREASF,

1. R E 32

2. 38 %1% B 4 B BSES B[4 & 9 2
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ANNEX V

ASEAN GUIDELINES ON STABILITY
STUDY AND SHELF-LIFE OF HEALTH
SUPPLEMENTS

D ki

ASEAN Alliance of
{ealth N‘l""h"“{’!" Associatio

TERT:

2R AR AL & VAT H & :

1. R E S0 H Rk

2. WREFE: £ 2H

3. LA/ B 3 iR, WEMAEMIFHE
4. BIXIAER . kAR, B RS

5. b ikt BE, BAE

6. RHEFM A% HE, HAM, M
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8. 12k, : A, KA
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P
X
%

Testing Parameters
2z - T | o =
= E 5 = E 5 £ E fi = =
E‘% > £ |87 E = é nt_jm 3 /ElH%: 0’ 39 65 9’ 12’ 18’ 24 };J’ &J;:F
= Zc| o = £ |1 2 b >
g2 5| 08| @ s |5 | 2 iR 0, 3, 6 A
5] - = o
I = 0 o
HS Dosage Form
Oral powder V v v V
> ﬁ; oY }# < }#
Hard capsule v v v v v %é,ﬁ% . ﬁ s lé X
Soft capsule V v v v Table 2 Common storage conditions
Coated and v v v v v v TYPE OF CONTAINER CLOSURE SYSTEM / STUDY STORAGE CONDITION
Uncoated Tablet
Froducts in primary containers permeable fo
' | [ + +
Coated and J J N N J water vapour 30°C = 2°C/75% RH + 5% RH
Uncoated Pill/Pellet
, , , Products in primary containers impermeable
Suspension V v v v v v v 30°C £ 2°C
to water vapour
Solution Y A Accelerated studies A0PC + 2°C/75% RH + 5% RH
Emulsion V V V v V
Granules V v v V v
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ANNEX VI

ASEAN GUIDING PRINCIPLES ON
SAFETY SUBSTANTIATION OF
HEALTH SUPPLEMENTS

Wergion 1.0

ASEAN Alliance of
{ealth Supplement Association
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(a) 2#M R 09 & 5o o

(b) My #Tagkte, RIAHET XM E S,
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(d) BlxhlEENRA E .
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(a) & R AR
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ANNEX VII

ASEAN GUIDELINES ON CLAIMS
AND CLAIMS SUBSTANTIATION FOR
HEALTH SUPPLEMENTS

Dk

This docimaend & peovided for ifamaahion paposs anly ond subject fo changes, panding the
fimalBation of the ASFAN Agrearmnant on Reguldhony Famewor far Health Sunplemonts Oficsal

Fafaicad o this ROCaris Com Oiy b idiche S0 M ST AR Fads B findBaeal.

Werion 2.0
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15% Codex NRV
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ANNEX VIl - ASEAN GUIDELINES ON (GOOD
MANUFACTURING PRACTICE FOR HEALTH
SUPPLEMENTS

D ki

This documend & peosdded for inlomeafion parpase only and sobject fo chonges, pending tha
finaBafion of thi ASEAN Agredrmend on Reguiafon’ Famework for Health Supokenants. Ol
neferances fo s document can only be mode once the asid Agreamend b Dosn finakad.

POLICY
GEMERAL
WA NEGEMEMNT
STATEMENT

STANDARDS

SPECIFIC MAMDATORY
CONTROLS

. PROCEDLURES
Wersion 1 STEP BY STEP INSTRUCTIONS
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AAHSA

ASEAN Alliance of

Supplement Association
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ESTABLISHING MAXIMUM LEVELS OF
VITAMINS AND MINERALS IN HEALTH
SUPPLEMENTS




AAHSA

ASEAN Alliance of
Health Supplement Association

Debbie.wang@Suntory.com

ASEAN Alliance of Health Supplement Associations
(AAHSA www.aahsa.org.sg )
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