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ASEAN Economic Community (AEC)
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¥ 0O : EU Cosmetic Regulation
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v OFM[QHBIAZEH S| (ACA)  http://aseancosmetics.org
= artm= BAY(HSA) http://Amww.hsa.gov.sg

Article 1: General Provisions
Article 2: Definition and Scope of Cosmetic Product
Article 3: Safety Requirements

Article 4: Ingredients Listings
Article 5:  ASEAN Handbook of Cosmetic Ingredients

ASEAN Article 6:  Labeling

: 2 = Article 7: Product Claims
Cosmetlc Dlrectlve Article 8: Product Information
Article 9:  Product Analysis
Article 10: Institutional Arrangements
Article 11: Special Cases
Article 12: Implementation
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Technical Documents OtA|PtSHAEES|(ACA)  http://aseancosmetics.org
I|ISEN ) A2 BAY(HSA)  http://www.hsa.gov.sg

- Appendix

I lllustrative List by Categories of Cosmetic Products

Il ASEAN Cosmetic Labeling Requirements

Appendix of

1] ASEAN Cosmetic Claims Guidelines

ASEAN NV ASEANCosmeticProduct Registration Requirements ()
Cosmetic Directive ASEAN Cosmetic mport Export Requirements (H2)
Vi ASEAN Guidelines for Cosmetic Good Manufacturing Practices
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Technical Documents OFM|Qt3HAESS| (ACA)  htip://aseancosmetics.org
JIEEN ) ytm= BAYMHSA)  http://www.hsa.gov.sg

Annex Il Part 1:
List of substances which must not form part of the composition of cosmetic products

Annex Il — Part 1
List of substances which cosmetic products must not contain except subject to
restrictions and conditions laid down

Annexes of Aanex ll— Part 2

List of substances provisionally allowed

AS EAN Annex IV — Part 1

List of colouring agents allowed for use in cosmetic products

Cosmetic Directive ...,

List of preservatives allowed

Annex VI
List of permitted UV filters which cosmetic products may contain
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ASEAN Cosmetic Directive Guidelines for Product Information File

*Thisis not a legal document and as such, compliance is not a mandatory requirement

. . A guide manual for the industry : Adverse event reporting for cosmetic products
G u Id el I n e S * This Guide shall be revised as necessary, to take into account technical progress and regulatory
developments.

Guidelines for the safety assessment of a cosmetic products

ASEAN Guidelines on Microbiological Limit in Cosmetic Products
*The above table is based on the decision made in the 8th ASEAN Cosmetic Committee Meeting, June 2007

ASEAN Sunscreen Labeling Guideline

GENERAL INFORMATION BOOKLET
ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME

02 OfM|te] BH2HE AU 11 U Jto|=2fel 2 e

Singapore Government
Integeity - Servie - Excllence

) e b ‘ ‘!:!SM.A ABOUT HSA | CAREERS | CONTACT INFO | FEEI
' . . News &Events - & A a* | within HSA
) Cosmetics Associz

Newsletter

semap | Fas
Search a

Gallery - o Health Products

& i Blood Services  Applied Sciences e-Services

Publications News & Events

Home > Health Products Regulaion > Cosmete Products > Overvew

ASEAN Cosmetic Directive

4 - Overview
{07 % AN Conier 5 ASEAN Cosmetic Directive . . HEALTH PRODUCTS
ey, . . REGULATION

> Regulation of Therapsutic
Products under the Health

Products Act .
ASEAN Cosmetic Directive News a =nts =

> Implementation of CorpPass
Course on Safery Assessment of SRS »
Cosmetics 6-11 Nov 2017
© Read Mor > Therapeuic Products r

> Medical Devices ol
®

Cosmetic Leaders Forum 2017 - Brochure. > Complementary Health
oy Products
The Cosmetics Control Unit (CCU), which was set up since November 1995, is responsible for the administration
oot Didiers of the reguiations for cosmelic products.

With effect from 1 January 2008, the Health Sciences Authority (HSA) has implemented the ASEAN Cosmetic
Directive (ACD) by way of the Health Products (Cos Products - ASEAN Cosmetic Difective) Regulations
2007, which is a Subsidiary Legislation under the Health Products Act for the regulatory control of cosmetic
e produicts in Singapore.

- Overview

3 A cosmetc product s Gefined as any substance o preparation tha isntended 1 b placed n contactwih e
e e Doy (epkdems,falrsysem, naks, s, ejes and exemal gendal o) or

with the teeth and the mucous memt
> FAGs pertuming them, changing their appe
Coniion. Cosmeti prodicts incude sincare products, make-u

> Application & Registration

s < Under the Health Prodt

individuals who intend

> Enquiry Contact & selling or supplying th
Feedoack 2 Qellers

\SEAN Cosmetic Directive) Regulations,

roduct in Singapore are required to n:
al market. However, this s not a form of approval or endorsement b
00 Sinnliers are Airery rASnANSInS for the <Aty And AiAlNY Af their At And A reaire
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ARTICLE 2

Definition and Scope of Cosmetic Product

1. A "cosmetic product” shall mean any substance or
preparation intended to be placed in contact with the various
external parts of the human body (epidermis, hair system,
nails, lips and external genital organs) or with the teeth and
the mucous membranes of the oral cavity with a view
exclusively or mainly to cleaning them, perfuming them,
changing their appearance and/or correcting body odours
and/or protecting them or keeping them in good condition.

ok

I

t

tol
o

mHH

2. The products to be considered as cosmetic products within the
meaning of this definition are listed in Appendix I.
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SEAN Cosmetic Documents
Appendix | - lustrafive List by Ca{egwy of Cosmetic Poducts

o DR, 4SS 3T, oY, =24, WL e

* Ho]A ﬂril(ﬂﬂ!lﬂlﬂl 74I2I)

ANNEX |

ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS

- MZHIO|A (A, HO|AE, THC)
U ETLE “Txr-g#nhq g4t

oln

Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet. etc.).
Face masks (with the exception of chemical peeling products)
Tinted bases (liquids, pastes, powders).
Make-up powders, after-bath powders, hygienic powders etc
Toilet soaps, decdorant soaps, etc.
Perfumes, toilet waters and eau de Cologne.
Bath and shower preparations (salts, foams, oils, gels, etc.)
Depilatories.
Deodorants and anti-perspirants.
Hair care products,
hair tints and bleaches,
products for waving, straightening and fixing,
setting products,
cleansing products (lotions, powders, shampoos)
conditioning products (lotions, creams, oils),
o hairdressing products (lotions, lacquers, brilliantines).
Shaving products (creams, foams, lotions, etc.)
Products for making-up and removing make-up from the face and the eyes
Products intended for application to the lips
Products for care of the teeth and the mouth
Products for nail care and make-up.
Products for external intimate hygiene.
Sunbathing products.
Products for tanning without sun
Skin-whitening products.
Anti-wrinkle products

coooo

o SRUH|E, USRS
c 5 334U M EE
© ZER NS HER (BF, HEHH, 22,2 5)

- A=A ~§}g}35f‘=;f'ﬁ'g LN A
fe , AE|0|EY,

. HlQEEtE T olxH| o NE HE

. pumENE o SUYNZ(2Y, O, 4E)

- BEE HEER, HEWH, 24 S) . Sia a5 o o saeiaE)

- @23Hize| Ho|2Y HBT HolA HANE
- YsoluiEE 8Eo| HE

- 3ot 72 AOHE

L ERETS

- o o

- YUSHMS U

- MEQAEINE

- IS

- FEUAYE

Decision process to identify cosmetic products & claims.

Product

Proposition
e prosiuct conia y 1I
rmittod by th 5 Not
=
NO
YES I
2.
Not.
Target Site =P Coemetic
NO
oral cavity YES I
3. b5 the product intended 3.
i Not
¥ or mainty to clean. Main Function S8 cosmetic
NO
YES
wman body
Condition 7 S
Not
Non-C ——p
.15 the product presented a: Cosmetic
fresting of pravonting dlecase Presentation g
in human beings ?
NO
5. Do the product pemanenily
‘modi 6. . Not
c ;
‘exerting a pharmacological, i YES
puertng phamacologicsr | Function
action 2
Cosmetic
Product

2

(o)}

SFYEAA

1A A 8122 2 ltg At 90, 3R 4 e ) sz
B LR
2. 9RO IR 2% A5 015 U QBMAY|H T O EEE o
10t P ROH & e 25 0208 ot oh
3 HHoz T F2 HAN Y O 2043 HFEE, o o
W 2 A2 X6 9I5t 250 2 Ol o| 3E ot
o 251 = 8Jo[ot ARt H[E 0174

2.9 A g A7 Z2 oD 1 EAB D Y= HE o o
a7k YE OfH
017}

5, Q2/SHs BOBlE 20 NjA &8 2 e % S o
W2 7i52 27832, 28, DRAZ=AE0h fesle

#* 2 : APPENDIX IIl - ASEAN COSMETIC CLAIM GUIDELINE
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ASEAN Cosmetic Scientific Body
(ACSB)
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30

ASEAN Cosmetic DirectiveOllAM @Il & XIS HHUSL?

ASEAN Cosmetic Scientific Body EUS| 24440 HHO| AS F2R, ASHo2
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Annex Il Part 1 — List of substances which must not form part of the composition of cosmetic

products
Annex Il Part 1
T H List of substances which must not form part of the composition of cosmetic
a3 4 28
Substances CAS Number Ref. No
Annex " Pa rt 1 : Aminophylline 317-340 A1136
List of substances which must not form part of the Theophylline 58.55.9 A137
Composition Of Cosmetic products Methylene chloride (Dichloromethane) 75-09-2 A1138
Chlorofluorocarbons N A1139
Diethylene glycol (except if it is present as unavoidable trace limit 111466 A1140
of 0.1% in finished product)

Azelaic acid 123-99.9 Al
Bimatoprost 155206-00-1 A1142

N-5-Chlorobenzoxazol-2-ylacetamide 35783.57-4 1

M
o

M

4

I

2> 7|

-T'-I'E:| -H-% 32

e b

ol
o
Mo

>
Ho

— — Ref No Substance/CAS No!™ Restrictions Conditions of use and waming
H 3'-3'.! A-l H EE ACD# Field i [T uthorised Other d i printed on the
= o -II_- — — use concentration in the requirements labels
(EU) ready for use preparation
A B { 0 E F
7 {N-Hexadecyl-N-2- hydroxyethy! (3] Oral 0.15%cdeulzted asF. | Thailand only A& ()
Annex Il - Part 1 ammeric] popybis (2nydonyely) | fexcept moutwash) When mixedwit cher | 011%csbuted s F
ammorium dflioide fuarine compounds Wihen mised with ther ﬁ:ﬂ"’;;’;:lm’:m“ﬁ:‘m’;mi 2
H . . mitted under this Annex, | fluorine compounds i
List of substances which cosmetic products must o i o F oo an s |pemedrts | YRt anman afuonce
not exceed 0.15 % Annex, totdl F @
not contain except subject to restrictions and ien s

“Children of B years and younger:
e . use a pea-sized amount for
conditions laid down e stz
swallowing, In case of intake of
fluoride from other sources consult a

dentist or doctar " 17
Annex Ill - Part 2 W
List of substances provisionally allowed Dondtse forilirentelond
years of age

g et JE SR0A QIEUIAIO B, MItEE 7t FS HMSHH 42 B2 Y I7H0|A HIEA] E45l0F 5h= oo ¥S
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ANNEX IV - PART 1

LIST OF COLOURING AGENTS ALLOWED FOR USE IN
COSMETIC PRODUCTS (1)

Fi -

%{ R iI'AH 1-“ EE Column 1: Colouring agents allowed in all cosmetic products
o /|11 b |

Colouring agents allowed in all cosmetic products except those intended to be
applied in the vicinity of eyes, in particular eye make-up and eye make-up
remover.

Column 2:

Annex IV - Part 1

Column 3: Colouring agents allowed exclusively in cosmetic products intended not to

List of colouring agents allowed for use come into contact with the mucous membranes.
i i Column 4: Colouring agents allowed exclusively in cosmetic products intended to come
in cosmetic prOdUCtS into contact only briefly with the skin.
Colour Index Colour Field of application Other limitations and
Number or 3 2 3 ] requirements
Denomination
10006 Green X
10020 Green X
10316 () Yellow X
11680 Yellow X
11710 Yellow X
11725 Orange X

Sz MHE a3 oA 34

LIST OF PRESERVATIVES ALLOWED

Reference Substance Maximum authorized Limitations and Conditions of use and
Number concentration tequirements warnings which must be
printed on the label
a b 3 d e

— B_ =z 1 Benzoic acid (CAS No. 65-85-0), and its Rinse off products, excey
O — sodium salt (CAS No 532-32-1) (oll_ldtaam products; 2.5 %
— — aci
o — Oral care products; 1.7 %

aci
Leave-on products; 0.5 %
(acid)

Annex VI - List of preservatives allowed fa | Salts of benzoic acid other than thatlisted | 0.5.% (acid)
under reference number 1 and esters of
benzoic acid

2 Propionic acid and its salts 2% (acid)

3 Salicylic acid and its salts (+)") 0.6% (acid) Not to be used in - Not 1o be used for
proparatons fr chidron children under three
under three years of age, years of age
except for shampoos

4 ‘Sorbic acid (hexa-2 4-dienoic acid) and its salts | 0.6% (acid)

5 Formakdehyde and paraformaldehyce(+) | 0.2% (sxcept ot products | Profiitedin serosc

for oral hygiene) dispensers (sprays)

0.1% (for oral hyglene)

expressed as free
formaldehyde

6 | Eniry moved or deleled
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ANNEX VIl - PART 1
LIST OF PERMITTED UV FILTERS WHICH COSMETIC PRODUCTS MAY CONTAIN

number

Substance

Maximum
Authorised

Other limitations and
requirements

Conditions of use and
warnings which must be
printed on the label

b

c

d

o8 ZtMAIHA 558 |-

Menthyl anthranilate

5%

Zinc oxide

25% ()

Not 1o be used in appications that may lead
10 exposure of the end-user's lungs by
il

Annex VIl - List of permitted UV filters

which cosmetic products may contain

A29a

Zinc Oxide (nane)

25% ()

Not to be used in appications that may lead
10 exposure of the end-users lungs by
inhalation.

Gy nanomaterials having the foloving
characteristics are alowed:

*  purity = 96% with wurtzite
crystallne structure and physical
appearance as clusters that are
rort-fike, stardie andlor someric
shapes, with impurities consisting
only of carbon dicxade and viater
‘whilst other impurities are less
than 1% in total
Median diameter of the particle

ber size distribution DSO

(50% of the number below this
diameter) > 30 nm and D1 (1%
below this size) »20nm.

© Water solubilty <50 mgh.

Coating materials can be used that have

been demonstrated fo be safe and not fo

affect the nanopariicle properties related to
the behaviour and/or effects

T History of adoption and endorsement
e':ffn ACSB adoption ACC endorsement Reasons
date date
i 7,\:;:5:: Sth ACC Mesting - Adopted ASEAN Microbiclogical Limits
. ) ) 12 June 2007 13- 14 June 2007
Association of South East Asian Nations (ASEAN) Sth ACSE =  Set Lumit of Heavy Metal Contamination
% Sth ACC Meeting . %
4 Meeting 1217 Dt including Hg, Pb & As
ASEAN GUIDELINES ON LIMITS OF ikl
2007
CONTAMINANTS FOR COSMETICS - Setlimit of Cadmium into the Limits of
22nd ACSE 22nd ACC Meating Heavy Metal Contamination
0 Meeting 28th — 25th May - Proposal to make Guidefines to
EEEREVESIEZ 0 26-27 May 2015 | 2015 incorporate all set limits
23" ACSE First draft
1 zsﬂxﬁﬂ Under review
2015
26™ ACSE - Text comections and clarifications
2 Meeting Adopted
2-3 May 2017

36

X E2 1 ONIR SIAE D|ME & S54 7| Bt= 710|E2121(2017H 68 7|F)
(ASEAN GUIDELINES ON LIMITS OF CONTAMINANTS FOR COSMETICS)
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34| o|5te] 0fZI0| & B E,
£ T8 ATE, HUS HYE 7|EHHI &
(Products for children under 3 years, (other products)

eye area and mucous membranes)

A= Iz % B71’d 524 3+

4 I o= 7 = I—I-E (e2|of, ZRaTTO|)
Total Aerobic Mesophilic =< 500 cfu/g or cfu/ml =< 1000 cfu/g or cfu/ml
LIMITS OF MICROBIAL CONTAMINANTS

Microorganisms

(Bacteria, Yeast & Molds)

=57 Absent in 0.1g or Absent in 0.1g or

P. aeruginosa 0.1ml test sample 0.1ml test sample
SMT AT Absent in 0.1g or Absent in 0.1g or
S. aureus 0.1ml test sample 0.1ml test sample
Zho|o @H|ZhA Absent in 0.1g or Absent in 0.1g or
C. albicans 0.1ml test sample 0.1ml test sample

X 0| S50 = 0|82 7|F ohe oo Y=t MY HEHOf e Ch2 0| Y2 F0f Chet AlH0| 2eE - = AELIC

X Ef=2 FtSE[X| 942 A FES(crude herbal extracts)0] ZEHE HE0| 2 2 2AE2|C|E &(Clostridia spp)Oi T3 A|$10| TSI, HEE|X| 3F0tOF BEL|CE,

38

3% ’lE BE
(Heavy metal) (limit)
= 1A I =< =
o= 7 = ?_I-E Y
NMT 1ppm(1mg/kg or 1mg/L) when tested by ASEAN Cosmetic Method
Mercury(Hg)
LIMITS OF HEAVY METALS
(=3
= NMT 20ppm(20mg/kg or 20mg/L) when tested by ASEAN Cosmetic Method
Lead(Pb)
H|A
NMT 5ppm(5mg/kg or 5mg/L) when tested by ASEAN Cosmetic Method
Arsenic(As)
JlE&

NMT 5ppm(5mg/kg or 5mg/L) **when tested by ASEAN Cosmetic Method

Cadmium(Cd)

% NMT = Not more than(D| 2
X BFE(FE, &, HlA, FLEE) AlE2 8th ACSB Meeting(10-11 December 2007, Vietnam)Ol Al XHE{ €l ACMTHAOS & [FEL|CH.
- ACMTHAO5 CH2ZE: : http://www.asean.org/uploads/archive/MRA-Cosmetic/Doc-3.pdf

x Bf=o| AR0= FIER 7|F SHE = 3ppm(mg/kg or 3mg/L) LI CE
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05

8=

M3
(notification)

=5

[¢

HE &, 2tol i (e AI), 74I% =h
O M3 A|Oj|=, A4t /M (O]]: L'oreal Feria Color 3D Hot Ginger).
7t A= FR0lk= 2t Mzo| PA/HSE T2 BiCt

2. A= EHY

SYET RYL A SR
SOllA| Meysty,

(lllustrative list by category of cosmetic products)

StLt O] 2] 71El| 12l E Mefsh 4= ULt O|E S0] AIF0| AF A L 3l|0] 4
0] SiE5tH ‘Bath or shower preparations’ & ‘Hair-care products’' 258
AEqEE 4~ AT

ASEAN Cosmetic Directive

FOR OFFICIAL USE
Date received:

Product Nofification No.:

TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

Tick where applicable

PARTICULARS OF PRODUCT

1. Name of brand & product

1.1 Brand

T T T T T

1.2 Product Name

e

1.3 List of Variants or Shade Names

2 Product type(s)

oooooooooo

ooo

Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc.)
Face masks (with the exception of chemical peeling products)

Tinted bases (liquids, pastes, powders)

Make-up powders, after-bath powder, hygienic powders, etc,

Tollet soaps, deodorant soaps, etc

Perfumes, toilet waters and eau de Cologne

Bath or shower preparations (salts, foams, oils. gels, etc.)

Depilatories

Deodorants and anti-perspirants

Hair care products

- hair tints and bleaches (including permanent hair dyes)

- products for waving, straightening and fixing

- setting products,

- cleansing products (lotions, powders, shampoos)

- conditioning products (lotions, creams, oils)

- hairdressing products (lotions, lacquers, briliantines)

Shaving product (creams, foams, lotions, etc.)

Progucts for making-up and removing make-up from the face and the eyes
Products intended for application to the lips
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notification)

3. M8 8k

Ol AE9 7|5 £ B=(CIE ST, ¥=0IU &0 2&)E o|0|5t0] AL Y2
OtL|ct. ex) Moisturize the face

4. A5 HS e

s Sl A3 Sefoll 713 2| 5tet JEHE 4702 Ml o SO SHLE MESict
AE YEfoll 248 4F2 OSa ATk

“cHl A1Z" (A single product)2 THUSH A3 HENZ Z25Hs U
“SYUSH 80| 20| RAISILE MY, & 50| CFE CHSBt RIS 2 &
0|52 ZH0| RAIStL SUB HZA7} HSIHUOD B SAUSILE ME SO

CE Z0|Ct. (0 FAE] Of0| M=, WY 2 IAI o. o ChE SRS2 57 M2 Ae)
‘Yol HH AHIZ FEY Lol Jé-*EIIE(PaIette)" 52 SI0|M Hols A MZ SHUE

£ ooj5t, Yo L ER 30| & & %Ef.

“ciel 7| E L] 58 A (Combination products in a single kit)"0|2t &2 FAISHAHLE
CH2 AIE 28E50| T 7|E L{jofl L2HE|of HO{E= 23S 2|0|sict 0|§2 7
o2& Wofvt & 4 QICH (O =3t Y& MZ SIEC2 T E o] 3Y 7|E; T

Products for care of the teeth and the mouth
Products for nail care and make-up
Products for external intimate hygiene
Sunbathing products

Products for tanning without sun

Skin whitening products

Anti-wrinkle praducts

Others (please specify)

oooooooo

3 Intended use

4. Product presentation(s)

O Single product

O Arange of product variants similar in composition for the same use but differs
in calours, flavours etc

o Palette(s) in a range of one product type

O Combination products in a single kit

o Others (please specify)

'PARTICULARS OF MANUFACTURER (S)/ASSEMBLER(S)
[Please atiach shestf there are more

5. Name of manufacturer
N A A I

Address of manufacturer (state country):

Country

Te[TTTTTTTTTTT T TP [TTTTTITTTTITIT]

A y ¢ Yy e
fomuiston
qualiy control,relesse, o

oasmetis products snd the related controis

i — ; et
7|E2 He|E A7IAHO AS ME) et
* 0|215t A|E AIZ e BASHA = T StLto MM A S BT 4 e ’ s e of ———
‘contsiner info & carton abe & Isbelled. before the et *
6. Name of assembler (Please tick accordingly. May tick more than one box).

5. H|ZA/EZS|AL MIFAFRE
StLte| H|Fofl= St o|4o| AR2} Ei= TYB|AIL UAS 4= UCE.
0| ZkZto| CHEt 23| O] Ft M A=At AIZ S| 0fOf BiCt,

6. B|AF M 2ARR

SIS SAISH: ©2| 7|YE 2J0[3t0], 0= A=A 2f510] S AZE2 EAISH|
2Usto] 2|8k M 224 ci2l @l E= UM SHFS HoHst?| 25t +eshs
AL S QU

S|A S5 HE E 10| £5h= 20| MA0f| 7|2H=[0{0} BTt

7. 2| B|A} CHEZ} MIFAFR
AF MIME HE5h= BALE TESHE Ol 2|A=2| WS Aol Tt 2 s
Z|Ao|Lt FEE B {alof St

O Primary assemblerD) Secondary assembler
(T I T T I T T I T TIITITTTT]
Address of assembler (state country}

[T T 1]
T
T
Country

et [T TTTTTTTTTTTTT Fae (T

PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING THE COSMETIC
PRODUCT IN THE MARKET

7 Name of company

Address of company.

Tel: (LT T T T T T T T e (TTTTTTTTTTTTTT

Business Registration Number /License to Operate Number (if applicable, submit a
copy of the Business Registration Certificate):

PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

8 Name of person

Telk (LTI TTTTIT T eman (TTTTTTTTTTITTTTT]
Designation in the company

LTI T T TITITIT ]
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PRODU

CT INGREDIENT LIST

1 OjEFt Z20|E 2| ZQIZ| A|H227E] 7Y O|LHof 2|Cit 4155t =0 M
iii. 47| U0l 2| 7/5to] F=0f| 410t AIH 2L 89 O|Uofl 312 Ol YA Hu M E A &3t
GR0| Y 4+ A= 7[EtRE HHEHSE A
iv. 21G 30| HLt HBS ABSHA| Y= 716t M 2Bt O A0 CHBI0 = T 2|2 Q13| A|H S R&E
15¢ O]LHO|| O| kA2l A 2FA3)2 OI85t0] A&517 G=ol| g A
v. & L3I0 FAIE LB S0| HYE F? E=0l Mg A
3. 222 &2 A0A0| YAIE LHESO| AL, Mkt HHE DE 2f2et A YHS0| A SE|A20,
EF HPE BME0| J2YS oIt
4. 2912 20l0| RE H|F0| 2E YEH RAUS
MSAREOl SEe AAS BHQIBLCE
5. 202 &20l9o| A|F0| Y=047| 0[0| HE&Et 7l&0t MTAZ £E5t2| RE 2, 2lo] A it e

-l

E58 Aojo], 2210| FTOA AEF DEASZ IIE U

¥ Y20|A F=R0| 22U AF A Ao] chgt 425 52| gf2 ZA0H Csi] QY BILICE

9 Please check the following boxes
O | have examined the Iatest revisions of the Annexes Il to VIl of the ASEAN
Cosmetic Ingredient Listing as published in the latest amendment of the ASEAN
Cosmetic Directive and confirmed that the product in this nolification does not contain
any prohibited and is in with the and conditions
stipulated in the Annexes
a | undertake to respond to and cooperate fully with the regulatory authority with
regard to any subsequent post-marketing activity initiated by the authority
[=]
8. llj}g_l'__ E’lﬁE [To submit list with of restricted i and
materials as required by member country]
a) HI% LH E 6“5‘:5 lM‘I = ZE(INCI%' %q.gf@’ |:||q-g|t@' CAS)oﬂ QI}I%L'. No | Full Ingredient name {use INCI or approved nomenclature in standard references)
YYY 2 HI5t0| FAISIC. ! "
1
A Y 2EEL T L02 FRECL 42 40| 7tSSICh z
3
CiEat 22 AS2 4RO R AUFa2| Yeth: T
« AL2E Y U9 228, 5
- SHAS0| 2{Yo| ARBE|RUCLL 2E A Fol= SAER| G 2420 7|22 A: 5
- B0f = B4 U W 0| OPIYEA AHoHH LR YO =B 8RS Hzo| .
IELTE-E i
b) H&o| H|8-2 OfM|2te} 2+Z 22 (ASEAN Cosmetic Directive)2] F50 A 2t Higt °
Bt= 922l F2 7|AE ofok st "
"
Q) B 7|E Ljo] ARo] M EE AZ0| Ut B, [ W2 HE Y 588 &
g3tk
« 7|& A% (Base Formulation) Uj2| 4& =&
- ZHMZRO| 22
d) 3 7|E Uio| S8 A5 F2, 2 M2 sl AYS WG o= FASL
30| G Eeg IR0 52 + UL
“)If product is nor compliance with ACD, please provide details of non-complianc
— ZF n AI DECLARATION
2 o E l— n otl I Catlo n 1. | hereby declare on behalf of my company that the product in the notification
— meels all the requirements of the ASEAN Cosmelic Direclive, its Annexes and
Appendices.
= IT 2 | undertake 1o abide by the following condilions
E}ZOFE ﬂ __'I_ ootA—l i. Ensure that the product's technical and safety information is made
readily available to the regulatory autherity concered (*the Authority”)
and to keep records of the distribution of the products for product recall
purpases;
A A-I ii. Notify the Authority of fatal or life threatening serious adverse event®
— as soon as possible by telephone, facsimile transmission, email or in
writing, and in any case, no later than 7 calendar days after first
1. 2012 M2 Lie] HiF0| Ot E2| 2lat O f4M U 220 YA 25 2SS #4818 SIME Knaviedge !
iii. Complete the Adverse Cosmetic Event Report Form” within 8 calendar
CHESIo] EtoIgh|Ct, days from the date of my notification to the Authority in para 2ii. above,
and 1o provide any other information as may be requested by the
2. 201202 ZUES 4 ¥ 4S8 SR Autorey
iv. Report ta the Authority of all other serious adverse events that are not
i =0 7|4 U okl HE T EAHE T*ZII%FE.‘(“%E’)OII 917| 7 Al 25X, A= 2|20] CHu|5t0] fatal or life threatening as soon as possible, and in any case, no later
e = Al =2 than 15 calendar days anel first knowledge, using the Adverse
- Cosmetic Event Repo
AZQ REVIRERATA. v. Motify the Authority of any chamje in the particulars submitied in this
notification.
i, 2|YHO| AL Y2 2IBSH= A2 Ol 4AIR2)Q] BH4HA| M3} TA, 0|0 E= MHE S3H0] . cen in s nofi
3 | declare that the particulars given in this nofification are true, all data, and

information of relevance in relation to the notification have been supplied and that the

di

4

p
al

5
n
@
I

locuments enclosed are authentic or frue copies.

| understand that | shall be responsible for ensuring that each consignment of my
roduct continues to meet all the legal requirements, and conforms to all the standards
nd specifications of the product that | have declared to the Authority

| understand that | cannot place reliance on the acceptance of my product
ofification by the authority in any legal proceedings conceming my product, in the
went that my product has failed to conform to any of the standards or specifications that
had previously declared to the Authority

[Name and Signature of person representing the local company]

[Company stamp]

[Date]

As defined in the Guide Manual for the Industry on Adverse Event Reporiing of Cosmefics

Froducts
* Set outin Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of
Cosmetics Products
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g}2=E M (notification)
st AT

FJAlQ
ASEAN 3220 M RHCH, HES B

it ASEANS| CHE Z710f| Ci 8

ohjj st

QFoF ZpA HIES
£ HAE= 201717
ol 213 o20] 22} A E sfof BHLiCt,
SHCHR, 2k2to] 3742 ) =20l Alsfof Bhict.

OFgLIct. AlE0] Hoj2 of
2tef ASEAN 213= & 371 =710l AIE-S Tolistazt Sk,

SIS A A|A|ofl 2reh 2 HE OHLHA
(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)

X & : OpHIot St

46

05 gt&E Al (notification)

AlQ
, |1 HEH0 2 AR E| = S1AES E S S-2 ASEAN Cosmetic Directive®]

0
9,'_'
_%
0=
il

2215 mafof ghct.

Yz
REQAUN NI R RE| HAYE|LI?
= OEEE2 T30) A1 £|0{of 5HH, ASEAN Cosmetic Directive?| 2&

o} Est

X E2]  OLMIOF S8 SHAZ 1A HIAIofl 24t At Y Ot
(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)
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SIRHE *J.T'_(notification) 47

AS0| TUE 02l ASEAN SI2IT0) ALYl 28 S28 513 22 ST HIE M B

= O™ HSLICE AHIZ0| HOjE o2l ASEAN 2| 21=0f Aty 28 SE2 & S|AH0| HlE M E

—_ E

X E2] 1 OMN|Q SF SHE Al A|A|off 23t Ltk A QN

=2

(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)

= oo o 48
05 gt&E Al (notification)
2> SUE AD B FAQ

0f2] MAto| F1ZHE Fl= MR THY| E SIAEEL ZHZHHE 2 2| E M D E 5of 5iLtR?

= OpgL|ch Yol Mz L T E SIAZES0 LA THY M} JHsELIC

= gL} B2|eRo| Q& A
o AFBEl= Mz ZE0f| "2EHE 4

213354 0f St

K E2A 1 OLM|o S SHYE A A|A|0f| 2Hch 2Bt ZE QA

=2

(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)
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2= M (notification) “

2> =HYE 41 2 FAQ

FIAlQ
HE MDA HSsHoF e Y MFS2 0 0| ULt?
- N3 A= T3l EAIES AEsHo L

% FAE S2 (2M4Y 2710 1f2}) 1217, Directived] SAM0] QUi HIEEHE ko] gy, orot
A 20| 23 ZS;

o AS 2, YR, S U o8 Ate] BEIS 97| 412 T2k A EE J/0pE S, Dot
H 20| 23 Z;

© NP B7HSES EE AR HES BAISHS HYUS AE BA ES S
olo} 4 0| 23E 3

o B AR EES HZUABLE W AN, Bt 7| PT0| LY B

X 22 1 OFNIQ S8 SHAE Al AIAlofl 2t Utk M H OHHM
(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)

°Em

E21o| ArYAt SES AR,

812 Al (notification) >0

2> =}gE 4l 2 FAQ

BAE
Dok AIE M| A ST HHo| HE7F ACHH, HIF H2E M2 §l0F 5Lt
- CHZ TO|X| E0ll BAI it 20| ofmi3t S 0| HafoIx|of mfet CHELICE
- A7 A3 (New)7} OH #17 4131 (Amendment) A2 Ozt Z&LICH,
- WEEAIQ| HEHEHY HE/0I2] M| palettes 5)
- TR U FAo| W (REVS BH2 8T
- B THERAO| Wat

= T AO|R, YA, 2HHo| St (Thef AIF M FAA YR HEE Bt YrtH ST §lS)

—

X E2]  OLMIOF S8 SHAZ A HIAIofl 24t At YHE Ot
(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)
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N

g}2=E M (notification)

N
toh
—-——
-

A2 AT B2 FAQ

Types of change (HZ &) Product Notification (A& A1 &)
Brand Name (E2iE3H) NEW (417)
Company change due to change of distribution rights (Z0H2} %) NEW (4l
Product Types (ZIZ Et3) NEW (4153)
;;lr_og_d%clatII ;zrcji:r;‘tlgogaglsénggl;: product, palettes in a range, etc) Amendment (24)
Intended Use (Atg 8E) NEW (M)
Product Name (HZ%) NEW (4l53)
Formulation (3{}) NEW (4153)
Manufacturer and or assembler (name and/or address) NEW (A1)
HZYA = ZHAZL (015 22| /== F4)
g?] H’g ;rgéj:id(r;sg %f?j%m’o‘pgné glthout change of distribution rights Amendment (42
Person representing company (Z|At CHEA}) Amendment (#Z)

Amendment, but not applicable if the information need

Pack sizes, packaging materials, labels not be submitted in Product Notification form
(T AfO|Z, ZAAY, 2h4) ]EE“_‘L?LI akok AIE A HA0M HETL HEE Tt lrkH

52

notification) *

M3

HIEEH 2|2F-(DAV) http://www.dav.gov.vn/
HIELH 3} 2= e-AlTL http://www.congbomypham.cgldvn.gov.vn

ELECTRONIC
COSMETIC PRODUCT
E-NOTIFICATION

USER MANUAL
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= 20|
- MZ A0 JIxHaHOF & LS

2

= NES

ton

2(no

tification)

MIIEZEZ S| FE -2

“f HSA &,

Fasith Slences Atnory

STEP-BY-STEP
GUIDE ON
COSMETIC PRODUCT
NOTIFICATION

AIIEE B 3EHH(HSA)
‘Step-by-Step Guide on Product Notification

STEP-BY-STEP GUIDE ON
COSMETIC PRODUCT NOTIFICATION
Table cf Contents
Introduction

How can my

54
IC: P

http://www.hsa.gov.sg

JUN 2017

ipany apply for a ic product notit
‘Other functions in PRISM

- Track@PRISM

- Cancel@PRISM

- Renew@PRISM

- Update of Manufacturer's Details

Helpdesk Contact

Annex 1

- 157 -




55

2}&E A3 (notification) (&

= 32 0|Y
- 270 S0ls &% 2 HOIXI Ot LIEHELICE
=l

w HES SAGtE &KX AL EE 1| Particulars of local company responsible for placing the cosmetic product in the
market
& X A HEX HE 2 | Particulars of person authorised to represent the local company
3| Particulars of manufacturer(s)
[ H| XA I|. g = ; Parllculz.n5 of product
6 | D ; ion, & payment
= Ms 88
= NE ER

= OtAICtStE S E Y 1 FEA & 250 SAE 2=

QAHES F450e HE9 & A (Declaration) S & Z

atglojAlo} 27|12 24= ZH2|H(NPRA) http://npra.moh.gov.my

MANUAL FOR QUEST3+ ONLINE SUBMISSION FOR
COSMETIC NOTIFICATION
This manual explains step-by-step instruction to conduct the cosmetic online submission

including application for the listing of newcosmetic ingredient, cosmetic manufacturer,
assembler and importer

1) Notification Submission

MANUAL FOR
QUEST3+ ONLINE
SUBMISSION FOR
COSMETIC

NOTIFICATION

- 158 -




ZHIOIAIOF 2t F e-2 1

= FE0|Y
'St&E 4110 (Cosmetic Notification)& 2
QFAl'(Application Form)E 226t M2
&ISHBHL| T,

= NS Jtelel S8

= NE2 EAlote XA NE HE
= HE N2 FE JL(MSY, WS Er
= HZESR/EZEATT HE I

L u

|.X1!:! leI

IED DI
SEAT FB Y (HEAE)

=~ HE g2 22019

= B oty 32

= ALF/NDH HE

SEUTIKAL KEBANGSAAN

Food and Drug Administratio
PHILIPPINES

ELECTRONIC
COSMETIC PRODUCT
E-NOTIFICATION

USER MANUAL

ELECTRONIC
COSMETIC PRODUCT
NOTIFICATION

USER MANUAL

https://www.fda.gov.ph

OUTLINE

I. BACKGROUND
Il.  FDA E-PORTAL

©  Whatis the FDA E-Portal?
ting the E-Portal

V. EUSINESS PROCESS FLOW

58
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INFORMATION TO BE DECLARED IN THE PRODUCT NOTIFICATION

BrAND Nasee

ProcuCT Name

PROGUCT VARINTS

The 2 name of the product should be given, in the
following sequence: brand nar, e name (f applcablel procuct

it 3 single shade i notified 3 name/number (= g
SRAND ABC BHOBOLT XY EYSLABOM SHAD e are.
different shades, the shade name/number for esch shace shall be
dedared.

PRODUET TvPEs

The llstrative list (ACD Annex ] s not exhaustive and you can
include ather types of easmetic products Rt in the ist by selecting
athers and specitying what i s

“This refers to the function or use of the product and not the
directions for use &g o maisturize the fsce. hand, etc

Je prasentation form.

JARIANTS SIMILAR IN COMPCSITION FOR THE SAME

USEBUTDIFFERS [N COLOURS, FLAVOURS ETC s a tange of
smetic products, which are similar sition and

e b o, e e e o o s ot b

st e shsd ot :alaur (2. Tipsticks eye

shadows or i polih but no packs of different typesh

A RANGE OF ONE PROBUCT TS rerm s

o colours 5 deined sbove, whih may be presented ina

poeces

jos of

OMBINATION PRODUCTS IN A SINGLE KIT refer to similar and/ or
eran prionct typos pacted e sl o Sy i Ty ot
be soid separately (9.3 make-up kit of 2ye and Iip colours 3 5=t
of skin-care sold in a single k. Please note that
£Omponents of such kits must be notied separatel).

——
= o= =
152 FR0l= 2 x| HA/HS
O—
S l=]
o L LocAL COMPANY

RESPONSELE FOR.
PLACHG THE
CosmeTic PRoDUCT
1N THE MARKEY

It rafers to the local company responsible for placing the cosmetic
producs in the market, which may be 2 local manufaciurer or an
agent appointed by a manufacturer to market the product or the
‘company that is responsible for bringing in the product for sale in
the country, etc

EsTABUSHME)
FORMATION

i i e i 9 M o U S
ied cosmetic prod

PERSON REPRESENTING THE
Loca Comp)

It rafers to the person representing the local company responsible.
The e-notification program automatically Feflects the accourt
details of the applicant in this portion

PROGUCT INGREDIENT LisT

AR e et e el e o e

sh
3 hemicsl Absract
Sarvices). Botanicals and exiract of botanicals should be identiied
by s genus and species. The genus may be abbreviated.
The funcbions and percentages of ingredients must be declared if
d inthe

! afnexes of the ASEAN Cosmetc Directive.

06

Als 82

(Guidelines for Product Information File

(PIF))

=
L

60
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61
Z."% zo.IE nl'oaI(Product Information File)

1 A= A5 (Product Information)

gg AE Y 2

Cosmetic Directive 1A= 21
ARTICLE 8 Product Information = o
1. The company or person responsible for placing the cosmetic Hez sAEHH
produc? in the market shall keep thfe following information readily 1. HZS A0 ZAlSH= SALLF 7HOIS 0] R|Z HI6ZR0)|
accessible to the regulatory authority of the Member State _ =
concerned at the address specified on the label in accordance k2t 2P0 HAIE A0 2 5|20 22| §=0| LS
with Atrticle 6 of this Directive: 0| £A H2& 2 Q= 5jof 5iC},
a) the qualitative and quantitative composition of the product; in _ ~
case of perfume compositions, the name and code number of the a) Aol dd Y A 2H; Wk 249l 42 324
composition and the identity of the supplier; AlQUa MBI Ol G HE
b) specifications of the raw materials and finished product; b) M1} 2t Z2| 74

) Appendix VIof| Lt} U= 3H2HE GMPO| CHEH OFAIQF
c) the method of manufacture complying with the good ) App ME =
manufacturing practice as laid down in the ASEAN Guidelines 7t0|E2IRI0IA A= GMPE [IH2 it
For Cosmetic Good Manufacturing Practice appearing as
Appendix VI;

62

— Z.“% ZO-IE ]II'OEI(Product Information File)

1 AHIE M5 (Product Information)
L 2

the person responsible for manufacture orimportatiqn intq the HZ B2 4012 MolR|= 2=, HF LK £QEl= 30|
market must possess adequate knowledge or experience in e B o —
accordance with the legislation and practice of the Member State SISt SA=0M et Aol w2t 2H5H A™t 2|AS
which is the place of manufacture or importation; 2k2 7 9J0{OF HC}.

d) assessment of the safety for human health of the finished d) 2|2 &, st Rt E2EHIA QAo 0]2l=
product, its ingredients, its chemical structure and its level of ok A0j| L3 Tt

exposure;

e) existing data on undesirable effects on human health CH5H 7| = o|o|Ef

resulting from use of the cosmetic product; and - _ _ _ _ o
g) F¥sk= &30 Uit ¥F HOH (252 =]

g) supporting data for claimed benefits of cosmetic products o|atol)

should be made available; to justify the nature of its effect.
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Z'"% zo.li nl'oaI(Product Information File)

63

1 A= A5 (Product Information)

g2 HE A

2. The information referred to in paragraph 1 of this Article must
be available in the national language or languages of the
Member State concerned, or in a language readily understood by
the regulatory authority.

3. A Member State may, for purposes of prompt and appropriate
medical treatment in the event of difficulties, require that

= oF

2. Higzo| M1g0M ed YE= A=l A2l F=0|
2 OlsiE & U= ANZE E= B 3RFO| AN E=

22012 0|8 Ths3HoF Btk

3. ZTHofl 23t AR =0 MM osH 22 E 51| LUalA,
appropriate and adequate information on substances used in _ o . _ _
cosmetic products be made available to the regulatory authority 3= SHAE0| ALRE S0 TSt HAHst YHE 2|
which shall ensure that this information is used only for the CHo| 0|28 4 UYEE QXS A Qr}f mE| wme
purposes of such treatment. _ B B
SIAE0 ARZE S0 et FEE 025t o8t 2=
=20 20t A&t =F SHt,
= 2 mol o 64
Z'"E OE &= (Product Information File)
2 HIOE A F HE oA A (Recommended PIF format)
Part | Part
2| MFet ZAMNL H=0o| FAG|0|E] 2| ZHF2 S2ColH Y- RE YO 0lE
(Administrative (Quality Data of Raw Material) (Quality Data of (Safety and Efficacy Data)

Documents and
Product Summary)

X 22 1 HE YL ofY 7to| =l
(Guidelines for Product Information File (PIF))

Finished Product)

= QMMEYIRRNE o, S48, o5 20F B S5 E0I0A 2| Bt « A4S 71| 1 Lo, HEo| ot W Tt ChSHo] 2 FEH 23S W Qlojof BL|Ch
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Z."% %;IE ]II'OEI(Product Information File)

2 ;._'I-T'—ﬂ 7""% @E ]II'?EI %tél(Recommended PIF format)

A Y EM

- GH30| AT HQIME EASHD Qs Al AN MEHE, AR TR}, 42t 2|1 AR HES
215 BlALS] ZAE T3
- OroF 5|9420| Hofl 9|8 RTECHH, HE A0 Q3 5{7HM T HB2 HAT SOIA;
Part -2k Asean A2t B GR0] of3) FHE 4 QU J|EF CHE Pl 8 EA O S, AIYA SBE ZUH)
ar B. AIEQ ¥4 Y P =2 (INCI F2 E= ASEAN Cosmetic Directive0fl A SQIt 7|6 222 O2jn 1
| HESo| e S55):
-3R0| AQ ZAMo| MEHI U TC MBS0 AIAtO| MY
‘ C. AZ TS 21, of2f ALete mat:
~ - Ok} o] 2pHI(AFR 2| 1/E s 10| S8);
- AH|Z} HE 2| E20} AR, DHok A|RI0 TOHE|S AZo| 2801 H0;
22| M2t ZRNQ '
|MFet SN D. = 42K
(Administrative - AR YR} = BIALO] 23, HIZO| ASEAN GMP 7H0| =20l i OfA|OF B1ZHE 9|95](ACC)7t O]t
Documents and orcm 0173t CH2 GMP 710 S2t912 et A 2| CHs A,
Product Summary) - AEO| B3| H1S /MBS UL S AB;

E. S3E0| o4 Bolol chstA Ofulgt 7Hol=atolol T 92l Bt (=9 :
- QFEA ST (MYE OJ2AN, 2134 Bl 0|51 XHS Ba);
F. QU473 HRA510] HOIE HIZIAIEH 4 EaHR);
G. A ESEH IAAR (B :
- HBo| 24 £ AHE AH0| 275101, HZO| HSHII0| Chst 29 BN

66
— 1.“% ZO-IE ]II'OEI(Product Information File)

2 ;"._'I-T'-El 1‘“% @E nl‘oal %"él(Recommended PIF format)

HZ /el B AlEY:

Part -2 TE5 2t M2 T, HTALI0| Yk BS
Il - 2t MEo| RHo| A5t EAY, g%o HPE TEs0);
- ursH S 20| A, WIS AR0| B U AT MS B0 0|8 R4, 2A|S4SHE|(FRA)S
/ 2|l Jt0|E2t01S 24511 UCHE MOIA;

=29 M0y
(Quality Data of B.Yz 3=
Raw Material)

247t A Se Az, STE A2 = OfM| Ot SHYE 08t 7| (ACSB), R AHIZALES
of 2I¥2|(SCCP), £ O|= 2HYE 4= HE 2IA3[(CIR)2E 22 st 2| 22]9] B o]
i2ket A= 0| Qrdd COJE

sk

N
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Z‘"% zo.IE nl'oaI(Product Information File)

A=l Z'"% %‘!E I[I.OEI %.rél(Recommended PIF format)

A IS AY LU Y HEE (INCl P23 E= 7|EHS21E ASEAN Cosmetic Directive (ACD) 223
2|u 429 g s&):
- JRBEE ZHAR/EE0| 7|5E YAl

B. A|=:
- MEY2 AR MZY2L, ZYYZLL 0|, Z7f, 2l T4
- HZ23Y Y

2Z =0 ZAH0|E - Az 3, S Helol st 271 MR Y2 U 2 AR EFME 32 24 Al 0|2 JHs5lok &
(Quality Data of
Finished Product) C. SHA|=0| 2} Al H:

- SHAE0| DM Belo BYE 0| BHtA £SO ALBEIE JIE
- 78 24 Holo| sigshe ARy

D. 272|750l 3071 O[Tl A|Se| Al F ey 22 2 0A
- AB7IEtE Sesty| 25t ot HItoloje Y B M EE oty ot

Ix 68
20 Z"E zo-l E ]II'OEI (Product Information File)
HE 1‘“% @E ]I|-°E| %':éI(Recommended PIF format)
A oHdd "Ik
Pa rt - Aol Mt stera] 12 U =E&0|| 7|H510] QU220 CHa QH A BRI E MYt OH A A
|V - Qrl%d WILRtO] O]FA
B. 3HAES| AL82Z Qlal| Q|20 YT2 D|2|= O| AL E= HIR2|512] %2 T Ci5H0] 2120
OFAM .25 M| 0|Ef 29 el BA
(Safety and Efficacy - PIFQ| OJ&tAL3| 2= 3| Alo]| 2l 7|3 22 AG0|E
Data)
C.HE =ZsH3 2HR=:
- AZe| 24 E= SHE A 7(8te HYE 2B &5 HIH RN
- B50| EIYEHE H0i3T| YsiA SIE 58300 23 ZEE X85t 913 G[0[E{7} 0|8 7Hs3Hok &t
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Z."% zo.IE nl'oaI(Product Information File)
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FlAlQ

17} PIF 22 M1 7R 27127

= ASEAN Cosmetic Directive2| A|8=0] 2} &l St= 2t Li2tojlA 2] =2t A=At = FEARTL
PIF 22+ 2015 F}3IL|Ct

= PIF= AIE0| Al¥o)| OfR| 2o 2 SAIE 2 0| % 2(4 3H7E Hargt 210] A EL|CE

X EA 1 AHE JE O 71| 22t
(Guidelines for Product Information File (PIF))

— Z.“% zO-IE ]II'OEI(Product Information File)
3> PIF 23 FAQ

FlalQ

PIF ZEAIOI O SER7} ULt
= 2712 7Fs40| JAELICE

< I AL ST ZMNE EHIE 5 AEE AP0 (Z{0]E 15 Mof) LS =8 AT
E ZAE O[3 ZAE S35 HFUIM LAE Zatet AH|ZH TS0 ofsH Tde

E
= o=
SYHOZ 2|4 2 Mo w2 20| ANE|LE, SEO| ZIE HEQl F, 02| L] &

USLICE

0
<

AN
+ AU
al

AAE NE

K E2 1 OtNIQ S SHE 1A AIA|ofl 2ot Lt YE Ot
(GENERAL INFORMATION BOOKLET ON ASEAN HARMONIZED COSMETIC REGULATORY SCHEME)
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