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BEEZEREARERA |
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I R ARMER R E TR
EEEMmAERRLENTES
IE B SLARAE A e Am B B TR AR,

HEARBRSE R R R LTS RRE > FRATIAR L
MR S | IR HOULRAER % B AT SR A e B -

R ETRER O ZAMERSHYBEEFBEA AL FDA ZEF3E
i % #u(Electronic Registration) &3¢, » BU4F & &b 32438 (Certificate
of Product Registration) » A4 ~ %?%%?T%}‘%%ﬁ%ﬁ St A
4@ ¥ T 54 BRI JEE FDA % 2016014 35384 ~ % 2016-
004 5% @ 24 & 2014-0029 k47 B4 o

3t B FDA 4H# 4 504257 B 374 % 2014-0030 #4784 4 & 1999
H£H2HIBE > BRAHRER HYERET T No Approved
Therapeutic Claim | °
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#% & 2h A B A 2 (functional food)# o £ 5 #§ A
EaREkReRagx
2020 % 6 24 8
— -~ EEMMN

A% i #5438 R 5B & 2 /& (Vietnam Food Admini‘stration, Ministry
of Health)

=~ RS |
(—) A A7 2018 £ 2 A 2 AsEA 2 ¥ 15/2018/ND-CP 3k
(T RIBEEERAITMEA ) |
(=) AMBMATEIMN 2014 £ 11 B 24 B 584 2 % 43/2014/TT-BYT
EALE(THRERRADEERE )

=~ BugEHR
(—) A% % (product declaration) (3F 44 % 15/2018/ND-CP 3§
WEE TH):

1. & & % 4 #%(declaration form)—|lt 4% I, Form No.02| ;

2. o B EBRMAZEZ 8 &4 & 3R (Certificate of Free
Sale, CFS) ~ i 2 #84(Certificate of Exportation) 2%, 147 4 % 8
(Health Certificate) ( 4B 448 F %) ;

3. ABITELEAWI2@AN - BEELTHRE R4 1S017025
BT E A Z A 94 A ik (food safety data sheet)
(EARGRBEYAR) BADBELENAARN bR B
ERMRB L RIRE R AT EZ R

4, EHRBRTBRZIALBREIXGF (ERAKERBEPR) &
A RS R AR B8 B EARNRERELAF
A2z 15% -

5. B 2019 &7 B 1 B » jEf4 % & (dietary supplements)Z3
Mt GMP 33 84 3%, H 46 1] 3 2 /7 3R -

AR SRS H RO ER A ST IEMRAY WS 2 A4 RN E HHERH2Z RN AGKL -

He ke § 2o A W ARARAT R » BIH KL K » Har S hit R FINE

T AAMAOR (SRR T R AN KRR T ¥ .
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(=) A5 435882 & (procedures for registration of product
declaration) (#4#4 % 15/2018/ND-CP 3R € 5 8 4% ) °

1. o 4 JE 77 g Ak vl 487 4 SR A B S AP

2. Ak B SR B A F O SR T 2 A 21 18 T AE
RN RITEAES A LT %M % (Certificate of
Registered Product Declardtlon)—*|ﬂ-_}§=‘ft I, Form No.03

(Z) A &% 4 £ (Certificate of Food Safety) (3 4% #
15/2018/ND-CP #3822 % 11 1228 4% )¢

I MAERRUSH RS ETHARTRALEABE RAR
12 #& 5 1 SEZ B IMEH » 6,45 B (K& & ¥ (food business)
8 IR4% T #1103 : GMP » HACCP ~ IS022000 ~ IFS ~ BRC -
FSSC22000 2, 3 46 B) % 28R - |

2. BAM AL U HAMFTREE 28 4248 l%ﬁ’?‘m%/‘r
B ORBBALBE2SE 24 BT ~ THRERE
BB RIS B P R R M ikihgg - w%&&ﬁzmmx
4t B -
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PR S # 4k # 125 (fp £ X BPOM » Badan Pengawas Obat dan
Makanan; 2% X NA-DFC » The National Agency of Drug & Food
Control)

48 Ml %4,
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2.

o

BPOM 2001 % HK 00.05.4.03960 3% 4 ({R4E R A4
Aristolochia SP Plant &%)

BPOM 2001 % HK 00.05.4.03961 R4 (RERAXDAFEFH
Ephedra Plant s8,47)

BPOM 2005 S5 4% HK.00.05.41.1381 3% 4 (1% kA & 49 SEM-R2 )
BPOM 2007 # ¥ HK.00.05.42.6575 ¥4 (A DHFHFEH
Benzilpiperazin g% 47)

BPOM 2019 3 16 SEARAI(IR ML B oL 6 B )

BPOM 2019 4% 17 BeRMIRE A SHH ST EK)

BPOM 2020 -3 11 34 (7 (A AR o S8 6 £ 1 A IE)

baell B BE=ANR L

R4 42 Ep B 4 1 50 IR ey Ep B &b SL Bk 4 % 12 5 (BPOM)
Wik LT o B EMN LT THA TP %T -
SHEFRERDEZAFTYINLTHT > 2R PR RIBRIE
HP .

EPRMLEBANMRERTD P LT HT 2R G HFLREHF
R AR OMP 3887 » o B Wik LT
IR B K BT BB e R B A B SR SR A AR IR AL 4R A GNP 8
B .

EPRABAMIMTEEBPOM 4 FEB(RB(RS R0 L
HAZ) QRIS -~ Q)i & ~ (D14 % $ ¥ (raditional
medicine) ~ (3)4R{2 A5 (Food Supplement) ¥ G384 & - fRid4t
APy EMAE L ELEP RIS AR AALNH
BPOM 69 L 3+T + B o0R B S AN B ik &t o 8§ o iR
757 BPOM W i ilt o 37T o

BPOM 7R §54% ki BARA S LM B 6950 0 R &
RETHEL  LEFNREPRARMRE » BPOM HbZHA &
e T o~ GERHENAMEREK o

PR

BPON 17 ¥ =T P 3% 9T 84 2 4% 4% L. (hutps://asrol.pomo.go.id/asrof)
BB W&t i F D RBREH 4% L& 45 BPON =&
g Uy R Ak e o R A

W2 ¢ RTINS 5 SF o WA ENET EW Ptk
e

W] C PRHMBRREFRES 1RE » MRk Eden
R—-ABPHETHTEERGELAEL | £l FAL
AR EREEN ARG =B o mM LH X4 LF
iR BRBHLATHTRIRAETI L THT o

A 8 A8 B

W

e o 8 =

A SRR IR W (Product Clinical Trial Information)
M4 4k 4 (CoA - Certificate of Analysis)

GMP & ¥

HHAAR GCPigF

CRO & # (4o 245 F CRO)

TR

5k & 18 o4 (Laboratory Certificate)




B 4% M 1 & £0.% (Composition of Rescarch Team)

A6

GMP 3888 ¢ Ep RARAE A & 1 35 il 3 °T 8§ & K OMP 38 (da sl AT
B B AR R AR AE) - BARIEE IS0 - hAEL
WS GNP $14 » eody RNLRAR & 47458 TQF (Taiwan_Quality
Food) 1238 » & ik M EP RS AW » Fp R A 5b idh A 225 (BPOM
WA & THRESESE KA TQF 9 ok PIC/S Site
Master File sAA#k GNP 3888 - S {R AL %4 M TQF v L
PIC/S Site Master File ¥ 3k 8] L3k T &) R » {2 B 48 6%
WAL AR HARSAREGLERRFHLT -
BRERROARSMLERS T FRASLRSEGEF LA
WA B A Lt A 5B - ’
BRES R EILAHBPOM)MRF I ¢

TH L www.pom go.id

T#F ° halobpom@pom.ao.id

0 K4k ¢ +62-21-150-0533
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B R B EFAER L ETHRN

B R & 5245 4 30 8 % 4 ) B (National Pharmaceutical Regulatory
Agency, NPRA)> % &] & NEE#E L URILERZ B FE
B BREERE M B4 o NPRA IR % 4% 42 & & (Health
Supplements)Z £ Z M - B HR O AL LR YR EZER A
% /B (Food Safety and Quality Division, FSQDM/X 548 B4R & & &
R HAASEHMORE  BFEAPITZIFE -

% &R % 5542 % B (Department of Standard Malaysia)#s & & R & 25

A2 B 7 ¥ BT 4 4 (The Standard and Industrial Research Institute

of Malaysia, SIRIM )SIRIM %k — ey Bl ZAL R4 445 A AR E

FlEMBEREY B SIRIMRA L RFHEER B EERELRE

4 (Industry standards committee, ISC) » ISC [ 85 & 4| & HR @ E R

e B ey EAE o

B B S B /R S Al M e E AR

BBl 4L B e kR 4 T 8 R4 & & (Sale of Drugs Act 1952) ;»
U # 3 fo it fk & % 3 % % (Control of Drugs and Cosmetics

Regulation 1984, CDCR) |~ #& %345 5] 304+ (Drug Registration

Guidance Document, DRGD) % » % A NPRA # 3%
https://www.npra.eov.my/index.php/en/ % ) B 4% o

BRI 1983 £ Ty T 1983 ALk (Food Act 1983) | & &R

% 3R dh B AR A 1985 FF ke 1985 & 44k R, (Food Regulation

1985)R1 & % i — H 95647 R] - MEARBER LR EHTEY
1
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7. BVILHG: ELBTRY MAEWRES 5 BBAgpm
BII% G o

8. % VII ¥4 #HEADWBEMERER  AHBET R
A Bt e AR B R RO KRR R A AR
MH S BE SRR ARBEE G RARAENE G ERSA o

9. HIX Iy K~ kRERGER o

10. 8 X 34y ¢ At R AR P4 R R 2 0 R S AR AR M 603 0k 8

e
= BERESHARLREE MRS

ERBEREOLLLBERIITERRLELS TN - B UFELERD
FZ2EMA SFoSIM) F 48 B4 AT 4 L 32 o

W~ HEEH O R SAREERR

(—) BREBEREBKMARERARETENME X T BREERER
Bx &y (Department of Malaysia Quarantine and Inspection Service,
MAQIS) ; » $h$ 44 T RBEIURRIRE 5B b HAR BB HHE
# (Royal Malaysia Customs Department, RMCD) £ % i& i 0 E5 )
FIFHLF AR o

(=) ABILETRENEE  BREZRLREASEHRELEE
HREEHRLLEEEM4AHFood Safety Information System of
Malaysia, FoSIM) » 3% & #2003 S0 > $18 R B3l & 4igid
AEESHRRLMAF ST EREFFRIATERS
EOHREFHERE  REETRIHRE -

x
(2) ARGHAE S RLEARTARI D REXDABEHTEFH
A% E (Health Certificates) ~ T & &2 2% # 4 4, (Hazard
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Analysis and Critical Control Points, HACCP ) # & B &4y E

‘L

‘$‘5

(Free Sale Certificates) P4 AR EZ XX R4 °

B AR G AR R

(—) HREZFERE AR S RE
Drug Interphase, FDI) # &
(Committee for the Classification of Food-Drug Interphase Products)
FREBBERRES AR ERAFEST A HE NPRA 3k
https://www.npra.gov.my/index.php/en/classification-

m:-' 'k;g‘ E!c.n \%%%Feﬁ(FOOd-
ﬁ']ﬂﬂa-%”iifig[‘ FDI ZouZ B &

suideline/product-classification-giideline.html %34 B 37 NPRA Fﬁ\

AFZEBDBEF ERABTS2E LTS 2E

1.3.6 PICTCRIAL GUIDE TO CLASSIFICATION OF FOOD OR DRUG PRODUCTS Legend

Regulated by FSQD
Regulated by NPRA
Elg| Classification of FDI
under food or drug

I BT 0 A i )
l:qgmti_mﬁ,@@'lm

D
2.

. Isolonic drink products, sport nutrition products
. Products In canventional food form e.g. biscult,

. Products used for cooking and food preparation

Food products with or without active Ingredients

a8 below;

i} Inslant drink products containing sugar and/or
¢reamer (e.g. premix caffee, tea, chocoiale, say,

100% food ingredients \

ii) Meat essence products (liquid) (e.g. chicken
essence, oslrich essence, duck essence, fish
essence and eic.)

il Ready lo drink protiucts (beverages) without dose
jnslruction in cheered pack/ canned Jpacket drinks

). Cordlal products with recommended dilution ratio
(e.g. dates cordial, grape cordial)

v} Vinegar preducts (liquid) {e.g. apple vinegar,
dales vinegar and etc.)

Yil.Heney products {liquid)

ang speclal purpose food products
cake, confectionery, candylsweet, pummy, noodle
(e.41. cooking ofl {olive oil, coconut oi}, sunflower

gll), herbs and spices)
Herbs and spices in crude form without

medicinalMealth clalm /




Product that falls
within the FDI

1.Product Formulation

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. )

l

1. Product
Formulation

2. ** Medicinal/Health Claimi )
Is the product indicated for medicinal purposs,

any stalement 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)?

or does the product labelipackaging contain

2. Medicinal/
Health Claim

3. ** Product Presentaiion

Does the product label artwork imply any
medicinal purpose and/or packaged in any
form of packaging which resembles the
packing of drug product (e.qg. blister pack)?

3. Product
Presentation

(=) 154k 5 R 7 32487 & 4% NPRA §% # 4 Health Supplements, HS » R &
%%%u‘?ﬂ » HS &%% . é%}ﬁ%*ﬁ E"'?‘gﬁ’éfll <&.\éﬁ:}#&ﬁ f ’TI%JE

/\%%;{iifi iAe > SN B R
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H.ék%%% ELFE L B B BAE M RO B AT 2 4 E 0 A F R
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(—) BFHFARREAG NPRA REIXHFFHERBL > B HLE

5



(==

(

% % £73% (Screening) ~ $74&(Evaluation)f2 /5 » i@ AT 42 /718 & 3
BT ks R o Wik A s & &4 Health Supplements » H sz
ETHRAGEBHNEARS » 5 AHQ—KRERBEID)H I
JE) o Bl Epfb42 4 A 1§ 2¥p4&(Abridged Evaluation) ; 44 %
OFBERRAKRBAGHE) AIAEERSR2FER R 234 Eull
Evaluation) °

e ERHLE BERBEZRIFNFRBVNEORDLERE
#%-4E B 3% % (Health Certificate » HC)/4#7 # & (Certificate of Analysis
COA)/# =T (License)/#it /& & (Approval Letter) » 7 B R & iE 0 £
/S E 2 GMP 2 & BB B0 8,35 37 # & % (New Drug Products)»
4 4 # (Biologics) ~ % 4% #(Generics) ~ Health Supplements ~ X R &
& (Natural Products) F %z Traditional Medicine $2 Homeopathic

- Medicine -

et

K EREA LS H RG24 Wk
HEBRIEALEEA 2017 £ 11 A 1 B THRAEE TS

HAERREFERERRBEENA S ) B LAY R BRI AT F 38

X RHREPH - £HF 4B BLR AL EREBERR MBIE
RBRBEFER TR —RLERBEEAEL ATRIBAFTE
B TR BRRAERZTHERENAARE TERHEAL
LI R FROE6EA  RERREEMBRG - £F
EROBEIREERAETHE  REFLTXHLETMEA -

HR#E NPRA £ HBARERSH OB TES HEAREDH K
EHBE RIS GRE T E 0 AR AT AR R A BAFG
NPRA & 37 ¥ 35 (resubmit) » 3 — B4 & (screening)™ 4 1 {8 A
AR 28 F HANGAE R % B S E #(evaluation) & &
B 6 18 A » &tk NPRA #@ 4 F A& R » o BRI A o BT
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(2) # B FDA g3t o i B0 $5aT o4 FDA » 4o
A& S s FDA T B i i34 A &b & TRt d o
FDA W45 A% 3o F
1. 3 o397 02 590 7320 Ms. Nattana
2. HRAd a5 096 860 6316 Ms.Pimchanok
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