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(ASEAN COSMETIC DIRECTIVE)

(1) 3}xt=Zo| o| (SCHEDULE B ASEAN COSMETIC DIRECTIVE : ARTICLE 2)

HH'S o|ojsict.

—

OtM| Qe & XA
Asean Cosmetic Directive

H2=

EEQ| oot HF

ARTICLE 2
Definition and Scope of Cosmetic Product

C -
bl
om o

rob rE oY
ot pd -
=
o =
=

[0 3¢ = ~

g
1

2. 0| Molo| o|O| LHO|A 3B}E §O|E} UFE=

HMZ2 Appendix 10 7|RHZ[Of UL}

1. A shall
substance or preparation intended to be placed

“cosmetic  product” mean any

in contact with the various external parts of the
lips
and external genital organs) or with the teeth

human body (epidermis, hair system, nails,

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.

2. The products to be considered as cosmetic
products within the meaning of this definition
are listed in Appendix L

3. Annex VO Z|XjEl SE 9| SILIE &8/ Tt 3% | 3. Cosmetic products containing any substances
E2 0| Directive®] MEH|0|AM M ELCt & | in Annex V shall be excluded from the scope of
=2 0|F NE0| st ZHQSICtn M2tE|= = | this Directive. Member States may take measures
XE Fg £ ULt as they deem necessary with regard to those
products.
- 4 -

ot 4o
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(2 2HEE 7HH 2

| & &2|2E

(AnnexI. ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS)
7|=2M AppendixI OMQh =tEE Fof H =E=F
2 2[AETH 7| E[0] QUL

=2 HAI
oTT 22

2| AE0A or2fer Z0| =kgE ZHHI 2|

AYE

7|0 B HYyEAE

AnnexI. ILLUSTRATIVE LIST BY CATEGORY OF
COSMETIC PRODUCTS

[=]|

)& A8 oEH =48 2 4

Creams, emulsions, lotions, gels and oils for the
skin (hands, face, feet, etc.).

H|O| A 0tA S (2t}

HONZ2 M IS
E

Face masks (with the exception of chemical
peeling products).

MZEH| O] A (A, TO|AE, L)

Tinted bases (liquids, pastes, powders).

HO|AYLtFH, =8 = AE

e e, JNTS

Make-up powders, after-bath powders, hygienic

H s powders, etc.
otTHH| &=, B FH|E & Toilet soaps, deodorant soaps, etc
g s A 24 28 Perfumes, toilet waters and eau de Cologne
o — — o = Bath and shower preparations
SEN AIHE MERERF ASHM =€, 2 &) .
(salts, foams, oils, gels, etc.)
HN2MEe 22 glojsd 2= 27) Depilatories
REHE 3 T AXXA Deodorants and anti-perspirants
D[N E: Hair care products.
> SO{EIERL S| » hair tints and bleaches
» QOojHl, AEYOIEY, TAHE K= » products for waving, straightening and fixing
» ME XM= » setting products
» SUEMS(EMN, O, &F) » cleansing products
» ACMNYHEEM, 38, 29) (lotions, powders, shampoos)
» YEHE(EM, BAH, EZEYE) » conditioning products

(lotions, creams, oils)
» hairdressing products
(lotions, lacquers, brilliantines)

SM=E3E ASHA, 24 S)

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

=
221t =2 Ho|2 Y NE o2y MANMES

Products for making-up and removing make-up
from the face and the eyes

Y0 HEE =9 ME

Products intended for application to the lips

Xot & 78 ANMZF

Products for care of the teeth and the mouth

4 Ao X do

ERER =

Products for nail care and make-up

Qg LA

Products for external intimate hygiene

2dIEMEHE A

it
=

Sunbathing products

HEHRFAMZ A F

Products for tanning without sun

EGERE

Skin-whitening products

FELXME

Anti-wrinkle products

Kkea
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X EXN: ofM|Qt SIEESEQ H(ASEAN COSMETIC PRODUCT REGISTRATION REQUIREMENTS Technical Document)
Aol HAMet W&o OshiM= ZleEA Appendix IV "OtM|Qt SHEESERU  7|EEAM(ASEAN
COSMETIC PRODUCT REGISTRATION REQUIREMENTS Technical Document)’off T+&E|0{ QCh EESH OfA| Ot
SIREX| ROl Z2RO|M Z|ZHE|0] JUS OM|OHSIEE GMPZHO|E2LQI(Appendix VI ASEAN Guidelines for
Cosmetic Good Manufacturing Practices-GMP)Q| &7} L QS|LCt.

2-1. M E(Introduction)

OfM|et sHEESERY 7|2EAM
Appendix IV. ASEAN COSMETIC PRODUCT REGISTRATION REQUIREMENTS Technical Document
A NME A. Introduction

OIMIQt MESE2Q/FEXt= 7t& ZHotst HEZ | The ASEAN Product Registration Requirements/Procedures
HEP{O{OF StCt O A= 2, At ateE] AL =F

SEEMHAM ZE SIEEN 23 OfM2F 3HEHE X| | scheme shall be reviewed to evaluate if it can
A=lez ZA| UiHE = A=XE E7

i, ZEE|O{OF StLC}. Directive scheme for all cosmetic products with

&3 | shall be reduced to their simplest form. This

o2 mjo

2| | already be replaced by the ASEAN Cosmetic

OF

focus on post-marketing surveillance system.

2-2. 3pEHEO| AMlm
AppendixIVOl| A= 0|8t} 2t0] 7| A =|0f QiC}.

(1) M-8H2|(B. Coverage)

O Zt 2[A=O0|M S} A7 2FE0 UAe B FYFN HEECL

@ 42t HF:of 2ot HE A HEQ AlE M HIF 2 5019 2 MA HA[M 2ot FE KNS0|2t Fo|ECh

® OtM|2t 2|A=2 Atdlel X Foh oM 2HEES mASts OtMete| =2l HESESeS AZ8Y
T ACE 2 AFPIH2, o= OtN 22| =0] O OtN2t SHFSERU0 Fedte MESESYUS
o1¥g E% Et OfMQtR|R=0| O 52& Aot s AHEFEL A= W AEHE 58Y = USE2
o|0|otCt. OfM|Qt 2| &= O|2IofA =Y OrM|et 2|J=0AM THijEls 2FF0E HEECH 2Lt
HMEsE2 5%%0es 7= S5E +YHS0| OtM SLEEFAMME 7|s=2MS0 FeStEs
23t ZX|E F[sHoF oLt



OtH[2t SHEESERH 7|12 M
Appendix IV. ASEAN COSMETIC PRODUCT REGISTRATION REQUIREMENTS Technical Document

B. H2Q| B. Coverage
SiXf OtM|ot Zt=20AM SE0| @7 &= 2E 3% | The following shall apply to all cosmetic
E0|= CH20| HE&[0{0F $hCt. products that are currently required to be

SO0[2 MZFo| AT &M HME Y25 HMSot

=)
1 gotet selubgs AXle AE 2lolstoh

OtMIot Z|=Ze XtZo|HAH| 2730
g 7Moot & eIt e 3 x

registered in the respective ASEAN countries.

defined as the submission of

information on the product and undergoing an

Registration s

evaluation and approval process prior to

marketing the product.

The ASEAN member countries, based on their
shall the
products that need to undergo the requirements

existing laws, designate cosmetic

of registration.

OfM|Ot Z|&=2 XpAlo| HAE HBE LHO|A ZHEE | The ASEAN member countries shall, within their
S THAHSH= OfMoHE| /=9 HESELQE 2™ | own competence, may accept product
g 4= QT registration approvals of any of the ASEAN
member countries, which regulate cosmetic
products.
O|2{st MESESCIO MTOHIHL, 0{= OFA| | This process of mutual acceptance of each
Ot3| 20| O] OtM|¢t JITESE Q70| EBtdt= | others product registration approvals mean that,
HESES0E2 ol™¥e AL, Ef OtMQt 2|2=0| | where an ASEAN member country product
3 5928 Q™SI SN ES| A= L A|EEZ | registration approval that complies with this
3ae £+ A2 o|0|tL}. ASEAN Cosmetic Product Registration
Requirements is obtained, the other ASEAN
member countries may agree to such approval
and may allow the corresponding cosmetic
products to be marketed in their respective
countries.
2ol WE2 H|IOIMICt=7I0A =RIE|0{ OtM|2tX| | The above shall also apply to imported products
A0 AZtE= NEZEMEZ MEE=CH O2{Lt HZES | from non-ASEAN countries and marketed within
Eg Z0lste 2t SE= QR ZE0| OLM|QF | the ASEAN region. However, the country issuing
EUSINEANNE 7|2E2ME0 ESSIEE TR | the product registration shall take necessary
st ZX|E F|ol{of SHCt. steps to ensure that the imported product being

registered complies with the ASEAN Harmonized

Cosmetic Regulatory Scheme Technical

Documents.

Kkea



(2) M A|7]: 2| EE}Q(C. Registration Leadtime)
S=ag7|2te Yol 7|Z2R Hof 3020l

OtM| et 2t ESERH 7= XM
Appendix IV. ASEAN COSMETIC PRODUCT REGISTRATION REQUIREMENTS Technical Document

C. SE287|%

C. Registration Leadtime

SE2Q7|7t2 /U0l 7|E2= |0 30O|C

Registration leadtime is preferably 30 working
days maximum.

M A ME VIS dge F=
aAn

oL =2 O
AR ANE ez o Fe, HEl

H2-4 NFSE / BBND 2R

{2EZ, HE Yol WA AFAD
22 22 m2-40) FAISHCE

(http://aseancosmetics.org/default/asean-cosmetics-directive/notification)

HE4 09| LfE(Types of Change) MRSE / HEHD
Ha EH X (Brand Name) Al
oo AKXt HZA(company change due to change of e
distribution rights)
M| Z7tH 22| (Product Types) Al
HES5(Ch=/ZY ES)(Product presentation(single product, 1y 74
palettes in a range, etc) =
Ar2 gt (Intended use) Mt
K Z3(Product Name) At
X ghH(Formulation) M
MEQR  EE ojMzeYRel Y X Fa
(Manufacturer and or Assembler (name/ and/or A
address)
oHoj AKX HA S FA(Name and/or address of 1 24
company without change of distribution rights) =°
2IAL CHEXF g Y(Name and/or address of company 1 24
without change of distribution rights) =
22 ZEXMXAX|el XHZE, 2t S(Person representing E%Sﬁtwj ﬂji
company Amendment Pack sizes, packaging materials, Xﬂ%; ﬁré'_gjf E’jtfﬁ
labels.

SHEHS)

Kkea



ORIt SHHESERZ 7I2EAM
Appendix IV. ASEAN COSMETIC PRODUCT REGISTRATION REQUIREMENTS Technical Document
D. HIESE2 R24d D. Validity of Product Registration

E | The Product Registration shall be valid for 5
[ =L 9 S | years subject to renewal. Any change in the
Aol Hole MEE NESES Q%HCH formulation which affect the function of the

product and any change in the product claims

shall require a new product registration.

(4) M09 #(E. Registration Requirements)
1) ¢10{(1. Language Requirement)
o A/ EE TN 7MY SSH2Z MEE Us A0S AHERICL

2) 7|&X QT AFEH2. Technical Requirements:)

OINCI?| 42 3Y5E E= JUY & A= BTHIAEANM HMAIE 7|E SAE FHO| 22 HME2 3
g8 #4. AEM0| s =2 o= Y 40| 2FEL MEEEME 2F0| AL 2R
s 2

L F BN 02
QANBL HYN. F717t ARGt AXE FHA
@A YA7IONN QTEE MY
@RIQTUYSHA(CFS) X 29 / HMESTIN EE
ASTHSHM U GMP SYA Ei

HUXSEAM E=

rto

Ok
z

2ag= £ dot As @70 ZHoE ME=STHO| A, g 8 52 BN IHeds S5O
1 ASE Yok MR

th CFS SOf tishM= ofstet 20| Fo|x|of ALK

CFS: A REOISHEME MEO0|l AlTEE =712 2= £ Ao Us 7|20 TSI, M==7171 7|
&l Zd0]0jofF Thet.

2 /MMM 2Y/ME S7tME MZ=7te 2= Ee ESH7|20] 2deh Z40|ojof ohot

‘GMPHESE: Mz==710 2A= 22 I SHMI=0A 2

|2

HUFIIEY: BUXNSEME A 2 =)ol Mz& =7t EU= E= oHY

I (=
OE(;I 3—:!1 =

p=]

=
=

|>
O

]

s st _
0] DE AP UM W Se 78 7|HO| SICHY, MBS BOI¥s|(recognized associations)oj| OJsf
S £ UL 0|S H3|o| AHHS AMY wi 27p7|To| 23 YOH DE OpMQ 3| UR0| 0| £
QU= Grho| RHAE|0fof Bhf,

OEYS HMERSEH ot BSAUSHOE Fe AMHOHEYS A)

®LHS L8O 2 Tl= Ao ANEX
a) MZEA|L(HY)/ALR L
b) et
C) FO|AFE/HEA|
d) S|
e) EEHS Sl=EH
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2.2
A

2HZCl 28M. =7t7t a7sts 2HE A

23 =70 27 & AlEY™

24
(i) AFHHSSMLt 2
(i) AFEHHSSAMLt 2

2| 7|= ZYHAM(CGMP

/M= B7HM EE
= ME:el M= % S22

CC

T

(i) HLXSEM £,

(iv) 2dg= £z Aot A= I=0| ZAst=, A
Y0 ?Ad, 288 A FF HOM Ui
dE 55t UAsS Yot MF

o AlTEle 27to| BA=

e ek A= 720 2o, ME==7+7F 7|
= Z0[0{OF StCf

MZA7tY BAR £E otE
} 740|0{OF BtC}.

FHHES M= % FEEL
7tel BEd= E= oFEEA 7|20 Tl
Of otCt.

Of B 4% TGN A =T X720 gict
H, MBE 323 3|(recognized associations)0f| 2]

requested or necessary.

2.2 Finished Product Description.
Finished Product Specifications as required by
the country.

2.3 Test Methods as required by
the country.

24

(i) Certificate of Free Sale and License to
Operate/ Manufacture or

(i) Certificate of Free Sale and Certificate of
Good Manufacturing Practice ; or

(iii) Certificate of Origin 1 ;or

(iv) Certificate issued by the Board of Health or

competent authority stating that the
manufacturing  plant meets the national
requirements in terms of hygiene, safety and

quality.

Certificate of Free Sale shall be issued by the
Board of Health or any competent authority of
the country where the product is marketed

stating the country of manufacture.

License to Operate/Manufacture shall be issued
by the Board of Health or cosmetic regulatory
agencies from the country of manufacture.

Certificate of Good Manufacturing Practice shall
be issued by the Board of Health or cosmetic
regulatory from the

agencies country  of

manufacture.

Certificate of Origin shall be issued by the Board
of Health or cosmetic regulatory agencies from
the country where the finished cosmetic product
has been manufactured (i.e. cream, gel,
stick.).

pencil,

In the event that there is no issuing regulatory
agency in all cases, the document may be issued

_‘l‘l_
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of gHE = RUCH by recognized associations.

Ol ¥3|o AtAE At = Z7H7|20 =] Q| Qualification of these associations rests with the

O ZE OfM|QF 3|=0| 0|8% %= QU= HCHO| | industry or any country agency and a list shall

At E|0{OF BHLCt be made available to all ASEAN Member
Countries.

25 EHYst ME &2 SEEStE 7|00l = | 25 Technical data or clinical data (when

= QAMGHOIH(EAESE AR) appropriate) to support special product claims.

26 HE /AL, Zto|gE, A4 X|AHofg & | 2.6 Information sheet containing the product

£X FO|AVE, QET|BH 0|8 Jts3t WA 7|, 1| decsription/use, methods of  administration,
2|2 MFZel ~7XfL X1I_._.=.Xt = ZEXO| 23F | necessary precautions to be observed during use
HYEE S22 EEAN of the product, declaration of shelf life and

method of decoding batch reference, pack sizes
available, information on the product owner,
manufacturer or assembler.

27 2XEZ0| 0 HIEHO HE Tt=E = |27 Company's declaration of absence of
MO A prohibited substances and compliance with the
content limits ofrestricted substances.

28 SEX E= NEo| AlLH0| M0| U= @K/ | 2.8 Business License of the registrant or the
Q1o HAS7HA company/person responsible for placing the
product in the market.

29 ZHHAIE 2.9 Label copy

210 27171 @75t ME 2.10 Samples as required by the country

3. OtM[2t2|A=0f 25 ol HESESCS &
HNZol AL, MZEO| A|THE E} 27t9| 3}AE A | registration approval issued by any ASEAN
7|2t0f| CHS& &l ofstrt. member country, the following shall be

submitted to the cosmetic regulatory agency in

2 | 3. For a product that has an existing product

the other country/ies where the product is to be
marketed:

3.1 ME0] ATE AYUZS SIME 4| 7|20 2] | 3.1 Notification Letter advising the cosmetic
=

= = St==2 TAE|0{0fF | regulatory agency that the product will be
ohC} marketed in the country. The Notification shall
i HZ:e B consist the following information:

ii. §Z i. Name of Product

i, HE A ii. Product Brand

iv. oFE2 EF iii. Product Description

- 12 - /KCA



g AFZ 1] | (Describe the form of cosmetics such as cream,
2EEEH St 22 HYEL 8EE 7|eg A) gel, powder, pencil, stick etc)

iv. Purpose of Cosmetic (intended use) (Describe
the purpose of the cosmetic such as baby
product, deodorant, eye lotion, hair dye, hair
shampoo, skin moisturizer, etc.)

v. HE 28 v. Product Formula

(M HdEg 7|NMstn HsHHdEo| HEE 7|X) (Shall consist of full ingredients listing and
indicate percentage of restricted ingredients)

vi. AL vi. Packaging particulars

(=2 ZMmol 37|, of, §2|, 10ml, 30ml & | (Describe the packaging and their pack sizes, e.g.

100mIE 7|XE A) glass, 10ml, 30ml & 100ml)

vii. M=9| AlTto| 0| Qe AtEIO| 0|21} FA | vii. Name and address of person responsible for

=l

putting the product on the market

vii. HIZYAF EE= AHAMALX}O| O| 2D} F=A viii. Name and address of manufacturer or
contract manufacturer

ix. =QAXIo| O|EQ}t F=A ix. Name and address of importer

X. NEZE2HHO| AR x. A copy of the product label

3.2 distiz|ato] f2Qs S8 HESSSEHA 3.2 Certificate of Product Registration certified

true copy by the issuing agency.

2-3. Maxtzo| J|MUE (A of)

MAE Q|sk AlIO| Appendix http://aseancosmetics.org/default/asean-cosmetics-directive/notification#1,
OFAM|Qt BIEHES S|, Notification 'click here)0|| A A|E|0] QUCHE2-5FZE). 0|8t LHLO| CHst 7|X| E=
s =0 MERSH= A0 E[Of RACH

o
SHUE, BolUE ZP) HMEYH 202 JIMHCL HAMEY FSE MZFT 340 XXX 3D Hot

(2 HME2 F&

SIMES FiH 12| ¥ A2 2| AE(ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS) E0A M
Biotct G SN S0l =+ SFO Y M= =2+5 U =t OE S0 SiZHS0| AR Bt
5|0 AFFEO| LZEIYAY HAL+= "Bath or shower preparation”d} “Hair-care products” ¥Z0| HIASHE =
Ch

@) HZ2l 8=

- 13 - /KCA
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'ASEAN Cosmetic Directive FOR OFFICIAL USE
[ Date recaived:
Product Notification No.:

TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

ETick where applicable
PARTICULARS OF PRODUCT
1. Name of brand & product:

1.1 Brand

1',2 Product Name

:I.;’! List of Variants or Shade Names

Product typels)

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,

Toilet soaps, deodorant soaps, etc

Perfumes, toilet waters and eau de Cologne

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

Depilatories

Decdorants and anti-perspirants

Hair care products

- hair tints and bleaches (including permanent hair dyes)

- products for waving, straightening and fixing,

- sefting products,

- cleansing products (lotions, powders, shampoos),

- conditioning products (lotions, creams, oils),

- hairdressing products (lotions, lacquers, brilliantines)

Shaving product (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

oooooooooo

ooag
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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

Others (please specify)

oooooooo

3, Intended use

4. Product presentation(s)

Single product

A range of product variants similar in composition for the same use but differs
in colours, flavours etc.

Palette(s) in a range of one product type

Combination products in a single kit

Others (please specify)

ooo oo

'PARTICULARS OF MANUFACTURER (S)/ASSEMELER(S)

[Flease attach in & separate sheet if thare are more than one manufacturer/assembler]

g. MName of manufacturer:

I I N 90 A T ) T T O N D 0y 1 1y

Address of manufacturer (state country):

| - [l
Country HE

Tel [ | [ [T T T TTT T I T JPex: (TITTTTTITTTITTITT]

! A manufgcturgr i & company which is engaged in any process carded oul in the course of making the cogmelic product. The
manufacturivg process includes ail operations of purchase of starting materals, bulk infermediates and products, formwation
and production (Such as grinding, mixing, encapsulation andor packaging), qualiy control, release, storage and distrbution of
cozmetic products and the related controls,

A primary assemblar is & company which i engaged in & process of enclosing the produst in 8 primanyimmediate containes
which tz labelad or to bo labefied before the product is sold er supplied in i

A secondary assembiar is 4 company wiich is engaged only in 8 process of labeling the product confainer where the product

is already enclosed in its primary container and/or packing the product which is already enclosed in its labeled primary
contaer into & carton which is labelled or 1o be labeited, before the product is sold or suppiied,

_’]6_
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6. Name of assembler {Please tick accordingly. May tick more than one box):

O Primary assemblerdd Secondary assembler

Address of assembler (state country):

Countory

Te:[ TTTTTTTTTTTTTT] Paoe CTTTTTTTTTITITITT

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

7.  Name of company:

Address of company:

Tel:[ T T TTTTT T ITTTTT Pae [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:

el | L FP I LT LR d AT RS I d T )

Tel I [PT 0TIV 0T )Email PT]TRTITRTT]TTT]

Designation in the company:

. N N O Y Y G 1 1 I O i O |

- 17 - / KCA



PRODUCT INGREDIENT LIST
9. Please check the following boxes

O | have examined the latest 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 notification does not contain
any prohibited substances and is in compliance with the restrictions and conditions
stipulated in the Annexes.

o | undertake to respond to and cooperate fully with the regulatory authority with
regard to any subsequent post-marketing activity initiated by the authority.

[To submit ingredient list with percentages of restricted ingredients and packaging
materials as required by member country]

Mo | Full Ingredient name {use INCI or approved nomenclature in standard references)

b

w o ~ @ | k] ) R

=4
=]

—h
-

=i
(3% ]

*) If product is not compliance with ACD, please provide details of non-complianc

Kkea
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—p—

DECLARATION

i | hereby declare on behalf of my company that the product in the notification
meets all the requirements of the ASEAM Cosmetic Directive, its Annexes and
Appendices.

2. | undertake to abide by the following conditions:

i. Ensure that the product’s technical and safety information is made
readily available to the regulatory authority concerned (“the Authority™)
and to keep records of the distribution of the proeducts for product recall
purposes;

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
knowledge;

iii. Complete the Adverse Cosmetic Event Report Form® within 8 calendar
days from the date of my notification to the Authority in para 2ii. above,
and to provide any other information as may be requested by the
Authority;

iv. Report to the Authority of all other serious adverse events that are not
fatal or life threatening as soon as possible, and in any case, no later
than 15 calendar days after first knowledge, using the Adverse
Cosmetic Event Report Form;

v. Notify the Authority of any change in the padiculars submitted in this
notification;

3. | declare that the particulars given in this notification are true, all data, and
information of relevance in relation to the notification have been supplied and that the
documents enclosed are authentic or true copies,

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

5. | understand that | cannct place reliance on the acceptance of my product
notification by the authority in any legal proceedings concerning my product, in the
event that my product has failed to conform to any of the standards or specifications that
I 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 Reporting of Cosmetics
Products

* Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of
Cosmelics Products

_19_
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dEHS e
X Z%: ANNEX 2~7, OfM[QS}REZX| Xl H|4X

OfM| et P"“XI*'OHHOI Mazlo| "sl@=2 =i 78S Zeet EUe| SEFXE76/78/EEC YEEAES
MEISE Aoz S &0 RAs Adt 20| OfM oM el d2ME BiEaXld2(AnnexID), BighA|St

0] AUe MHE(Annex), EZEXHEAnnexIV), M2 (AnnexVI) B! XIS E=H|(AnnexVI)O|A Zt2Zt A £ Of
olC}.
AN

O M| QtSIEH= X| &I
Asean Cosmetic Directive
Hazx ARTICLE 4
8 ZAE Ingredient Listings

1 3= z2 ™S ZEYSI0 EU Cosmetic | 1. Member States shall adopt the Cosmetic
Directive 76/768/EECO|2IME 2= Z|AEE A{EH | Ingredient Listings of the EU Cosmetic Directive
Sl|OF StC}. 76/768/EEC including the latest amendments.

2. 3l¥T2 2o EEHE ©ste SHEHEQ| T | 2. Member States shall prohibit the marketing of

O£ Z2X|8lioF siCt. cosmetic products containing:

a) Annex II0f| =Xj&= =& a) substances listed in Annex II;

b) Annex IIQ| Part 10| £=X= SAZ, FHE b) substances listed in the first part of Annex
THS UENSIT HYSISIEE Xtk A I, beyond the limits and outside the

c) Annex IV, Part 10| Z=Xj=l Z4d 2|9 ArMZF. conditions laid down;
CF ot dMe oolst AlRE2NMo=z 80 c) colouring agents other than those listed in
AMHE 225 SIEEL2 A QB Annex IV, Part 1 with the exception of

d) Annex IV, Part 10| =X{= ZEHAX| Z0fM cosmetic products containing colouring
AEE ZAS YLESIH AFE= A, Cf pE agents intended solely to colour hair;
AMS o5t AlI22XoZ 510 XM E d) colouring agents listed in Annex IV, Part 1
Ste st XHEE AN e siCt. used outside the conditions laid down,

e) Annex VI, Part 10| £=X&0 U= 2 0|2|9 with the exception of cosmetic products
B containing colouring agents intended solely

f) Annex VI, Part 10| =X k|0 U= EEXZE, to colour hair;
O Hjgtst=EE xatst 24 2 ™= =HA e) preservatives other than those listed in
E

=
= Annex VI, Part 1;

2Eoh A L O MFel BEAOA

M Q8 DAAMHIEsIE U A™E =H) Of f) preservatives listed in Annex VI Part 1

Q9] s=EE ARSI QL= Zi0| H=SHA beyond the Ilimits and outside the

oEE = 2= A2t} conditions laid down therein, unless other
g) Annex VI, Part 10| =Xz /U= A 0|2 concentrations are used for specific

O Xte|M Kt purposes apparent from the presentation
h) Annex VII, Part 10| =X QU= XM K} of the product;

CHYE, O Higst=E xatst A4 8 ™= g) UV filters other than those listed in Annex

XHES LUESE A VII, Part 1; and

h) UV filters listed in Annex VI, Part 1
beyond the limits and outside the

conditions laid down therein.

- 20 - /KCA




3. Annex 10| $=X= =ZX0o| 0| =X{(trace)=
GMP(R=HMZ7|Z)St0IM olz{et S&2| D& &
Wk o mWE 4 94n, K3E xRS M2

= 820 IZgECt

. slg2e rigol 2ES wRtlE SNES W
DH% SR

Lho| 2
Annex?| column(g)0f 7|X
a) Annex 1V, Part 20 £=X4E XfAME| 2, HiSHs
T o2 FAEE Ao M Hog, =
Annex0f| 7|X|=l K (admission dates)tX|.

o M
e
=
]

c) Annex VI, Part 20| £XiZ|0] Q= EEXHZ,
BiEetE LoD FYE T MEs Ao
2, 5 Annex?| column)0f Z|Xj=l xRt
X. dgiLt o|F 2EE 30 2R= HEQ
HAOM E=ot =H0| ™ot Ao COfs

T3 5= 0|29 =5 AFEY + Utk

d) Annex VII, Part 20| s=X{=l X}MXIELH 2,
Biglste Ljojn FEE | Mt Ho

— A
2, & AnnexQ| column()0f 7| =l ZLR7HK].

olg{et EMOIA, Ol =ZE1t 2K, 2=H 8
Kbl KH A =
- X BHOR 8|7t 7Lt

=X|(Annex II)E| AL},

- Annexes III, 1V, VIIQ| Part 20{|M &= F
o1l 7|ZtEet RRI=|/AL

- 8% NEPEEN 2AHSHAHLE £ O O
A E|X| 47| IH20] 2= AnnexesOfA Af
M ZAo|ct.

=
- XBHo=

3. The presence of traces of the substances
listed in Annex II shall be allowed provided that
such presence is technically unavoidable in good
manufacturing practice and that it conforms with
Article 3.

4. Member States shall allow the marketing of
cosmetic products containing:

a) the substances and other ingredients listed
Part 2 within the limits and
under the conditions laid down, up to the

in Annex III,

dates in column(g) of that Annex;

b) the colouring agents listed in Annex 1V,
Part 2, used within the limits and under
the the
admission dates given in that Annex;

conditions laid down, until

c) the preservatives listed in Annex VI, Part

2, within the limits and under the
conditions laid down, until the dates
given in column (f) of that Annex.
However, some of these substances may
be used in other concentrations for
specific purposes apparent from the

presentation of the product;
d) the UV filters listed in Part 2 of Annex VII,
within the limits and under the conditions
laid down, until the dates given in column
(f) of that Annex.
substances,

At these dates, these

agents, preservatives and UV filters shall be:

colouring

- definitively allowed, or

- definitively prohibited (Annex II), or

- maintained for a given period specified in
Part 2 of Annexes III, IV and VII, or

- deleted from all the Annexes, on the basis

of available scientific information or

because they are no longer used.

_2‘|_
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3-1. dEAH E&
Z=KX: http://aseancosmetics.org/default/asean-cosmetics-directive/articles-of-acd
Z=XN: http/Awwvhsa.gov.sg/content/hsa/en/Health Products Regulation/Cosmetic_Products/Overview/ASEAN Cosmetic_Directive.html

Zt Annex B EB|AE BE2 O[MOtSHEMEH | (http://aseancosmetics.org) S I{|O|X|O|A CIRZE 28 =
Ao, A7txE HAY = (www.hsa.gov.sg) S O|X|ME CHRO| 7S SHC)

Annex I (H{EZX| G=22[AE)
LIST OF SUBSTANCES WHICH MUST NOT FORM PART OF THE COMPOSITION OF COSMETIC
PRODUCTS

Annex Ol (H{gtst: FEEAE)
LIST OF SUBSTANCES WHICH COSMETIC PRODUCTS MUST NOT CONTAIN EXCEPT SUBJECT TO
RESTRICTIONS AND CONDITIONS LAID DOWN

Annex IV (At&7h5¢h M4 dRE|AE)

LIST OF COLOURING AGENTS ALLOWED FOR USE IN

Annex VI (A}87}s%t HEXN HE2|AE)
LIST OF PRESERVATIVES WHICH COSMETIC PRODUCTS MAY CONTAIN

Annex VIl (A+&7h5¢8t Xt MAHEHH| 2 E|AE)
LIST OF UV FILTERS WHICH COSMETIC PRODUCTS MAY CONTAIN
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’é,*% | 2HEEA|
: OLM|Qt S1EHE HA|Q7Z (AppendixII), OFM|QHSIE

OtMI et EXIE HM6z=1~30] 7HR7t 7Ix =0 RALH.

AHZ XA K6X1~3

OfM| 2t E XA
Asean Cosmetic Directive

Hex ARTICLE 6
ehed %8 Labeling

1. 3= ME 2tH0| Appendix IOM FA™E | 1. Member States shall take all necessary
OFM|Qt S}AME giHEl A™E TE F45t= K| measures to ensure that cosmetic products
Z0| st Rt THONE £ JAEE T Qs IE may be marketed only if product label is in
AKX E 4F76H0F 5, (Appendix 10| A) &= full compliance with the ASEAN Cosmetic
HEE 948 = /U1, 27| 32 EX2 7| Labeling Requirements appearing as
O{OF BtCt. Appendix II and the information required

thereunder, shall be in legible and visible
lettering.

2. AFE M| EYSE Fo|Atet, ES| Annexes III, 1V, | 2. Special precautions to be observed in use,
VI, VII, VIIO| "2l QI E|O{OF St= AIE = especially those listed in the column
HIp ZOZ23"2H0| 7| RHEl AlStS 2RI FEA| “Conditions of use and warnings which must
C|O{Of oI, EETE AFRE™ 89| At&0| QULCHH be printed on the label” in Annexes III, 1V, VI,
O|AE= YA| c}Ho| EA|Z|O{OF St} VII and VIII, which must appear on the label,

as well as any special precautionary
information on cosmetic products.

3. 3|22 FIEES idala HofjE ot XY, | 3. Member States shall take all measures
70N 202, HA, MEDH £OF Gl HSH necessary to ensure that, in labeling, putting
O|HL}F Z|E} CIE BHA|Z} 3HEEO0| 21 UX| up for sale and advertising of cosmetic
ot EZEZ AUAISIK] UEE 17| {5t 2 products, text names, trademarks, pictures
st BE XZX|E Z78HOF T} and figurative or other signs are not used to

imply that these products have characteristics
which they do not have.

OfMICt ot & BEAIRA (AppendixI)Of 2tEF2| 2t 52 40| tEE 0] A0, OtNtH M= 2HEH
Ale HEE7, AR 87 & 4T A2 HMX0o 7| 52 AME Y& £ =HE Q0|ootd &0 ALt
75 BOMMQt 3} E 2lE 24
Annex B_Asean Cosmetic Labeling Requirements
A B A. Objective

R 1. This document provides guidance for the

1. O] EM= OfMQtetE & 17805/01/ACCSQPWG . . .
of Z#8 60| Mot SIREo| apH oA Tf Iab.ellng reguwements of cosmetic products t'o
N N which Article 6 of the ASEAN Cosmetic
s OHHS HBBHCH o

Directive 05/01/ACCSQPWG apply.
- 23 -
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B. He| % M9 B. Scope and Definitions
1 o] EM9 =ZXE 2IsiM 1. For the purpose of this document:
SIAES| 0|E2 ITEN HOH= 0|EE 9 Name of the cosmetic product means the
0|st=0|, O|HL ME EL HZA A name given to a cosmetic product, which
eF g X|0Zl O|F0|Ct may be an invented name, together with a
trade mark or the name of the
manufacturer;
AN 8712 27| = IHEQ 2™ M= Immediate packaging means the container
Sle CH2 YEjo| Z=ZEE olO|stC}. or other form of packaging immediately in
contact with the cosmetic product;
E Z7|zt AF™ 870 =0|= EZT MEH Outer packaging means the packaging into
£ Qo|ojoitCt g2 ™ 87 E& 2F which is placed the immediate packaging;
27] 3 o™ HE{o| CIME0| AO|AHLt QI Labeling means information written or
ME|AL EE= OEoZ O87 MEE 9|0| printed or graphic matter on the
SHCF immediate or outer packaging and any
form of leaflets;

o[, A RUOIM| FHS 7|ASHCt

(1) Ct2 At2O| 2R E87((F&717l gl MEMHME EHHE7)o| 7|zl AS A.

1) MEY/71s: B2 2H2RYH FAGHK| Y= 42, 7|X=/0{0F StCt.

2) ArEHHE: MEel 2Ho =R EH FASHK| @i= B2, 7[XHE/0{0F StCt.

3) WEEHA

O HIZEE= ANO| B2 =ME Z[IHSHC)

@ =7 Y HskdE2 "perfume”, “fragrance”, "aroma” L& “flavor"Z 7| X|StC}.

® HHEEO| 1%0|2tel 22 HiREOo| 1%0|4el d& Chaol el =M= 7|RjstCt.

@ MAs COHE g 20| Yo &=M2 ZAYA(CL)HZ s AnnexIVO| AZHE FE2Z J|X§otCt.

® ® JHX| MZzI7t EX5t= H0|2AYSFE2 AR U= BE MAE may contain E=+/-5 F7
SHO| EA|THCE

® d22 BEEZAMINCL USP, BP, CAS: & g OmX[Zte = 7|XHfst Annex A T X)Q| %[BT StHES ALE
SH| mA|THCE

@ Mg % AE FEH2 O K0 F0j| 25t =Qloitt. F2 AH S ALESiCh

o|5to] siEdte At dR22E WZSHX| =L}
¢ A= I ==
¢ NZExEE0|H 2EMEFH SREX = A
& 2BlEx=E EQ x40 ATt HF (B0 &R)

4) ALt=

5) OfMICte| =0l M EOfSt= ME2| MAXK(ANHL| O|F 1t F4

6) HEH(EY = 8T DHY E= D/HY X Ol IR2EYOl H7|)

7) EEH®

8) M=Y L= ma7[e (3/H)

_24_
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©d HdEs g & A M2 RS TITHSCL

@ wr7|cto|gh HEoh HEfOAM Btz SEEXE M3ZOM 8= HEE2 7S50 525 &+
X mrtx|el 7|gts Zetct.

® "expiry date” EE= “best before” C}20f 7|X|SHLY.

@ Qs 1 7|ekg E3517| Qo ERZHE FISCh

® fr7|ctEA=s O F240| 3074H& O[5te] MZ0| tioiM= Bt=A| Z|RjTtCt.

9) 7|Et

@ AnnexIIOf A HiZZ A1} Fo|E 2P0 7|ZHsHOF St A E &0 A= FAHA 52 CHE FAE

Aleb ot 2t ZIJ5ke A2 A

@ =2 XY Eado mal E43 Fo HAE a7Y + ULt

® s=RUE=E LR oM = 2HEL0| 7IZHSHOF St

@ 2/EHX| REfAR0 AWM= o S=HE 7ITHBHOF BhLt

FE BOHMQt 3}YE 2lE 24
Annex B_Asean Cosmetic Labeling Requirements
C. 3IEE9Q| 2t C. Labeling of Cosmetic Products
1. OZ E0| AtE=0| 2EE9 2ELK7|, & | 1. The following particulars shall appear on the
717t Q= 42, SINES AH™E7|0| LIEFLE R outer packaging of cosmetic products or,

O{Of StLC}. where there is no outer packaging, on the

immediate packaging of cosmetic products:

a) NEo| MHoZHEH HeSIX| &A= A2, 2| a) The name of the cosmetic product and its
AEO| O|EN O 7| function, wunless it is clear from the

presentation of the product;

b) & 0|2 = MAYHOZEHHEH H3SIX| U= | b) Instructions on the use of the cosmetic
42, SIEE AFE H8A product, unless it is clear from the product

name or presentation;

) RE MEO EE MHMESE FIMAN FEO| | ¢) Full ingredient listing. The ingredients must be
ZIOtX| = =ME 7| E|0{0f siCt &= Gl Of declared in descending order of weight at the
20 =4 9 59 7 EXMELS "Spe time they are added. Perfume and aromatic
(perfume)”, "2k 7|(fragrance)"”, "OtZ 0t compositions and their raw materials may be
(aroma)", EE= "Z0|(flavor)" £9] 202 L} referred to by the word “perfume’,
Etd == QCt. sE7F 1% O|stol HEEE2 “fragrance”, "aroma” or “flavor”. Ingredients in
1% O|Mol sE9o M= L[S0 =A gio| concentrations of less than 1% may be listed
7|Xg 4= QCE MX BAELS HE VYN in any order after those of concentration of
AEH=l ME X HE e 220 M2f ot more than 1%. Coloring agents may be listed
2 d2= O3S0 =AM 20| 7|xiE &= UL in any order after the other ingredients, in
HEo| MZIZ mOjLjs HAE JEES &4 accordance with the color index number or
L "mat Jbs" EE 4/ 2 E0E H denomination adopted in Annex IV.

JISCIH AR E 23 XZEO0| AR ZE M For decorative cosmetic products marketed in
= 2EEE 7I1ME £ QULCh several color shades, all coloring agents used
- 25 -
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SEES appendi A0l olF FFHS A8
Stof I7|BHof Bt AE EE N2 FEe
1 £3m FYOR H|Eofof Bk HHL
ooz E7| 4 9

JBiL CHge ¥EOR ZFER YLt

- AFBE YE 2T S0t 248

AX
X2t 2tHE0= ZXMSHA| 8

- HAOE AFEEIA 2t
L HX 7| EF

o T Gl Ot20F Y0 UM EOf &= EHHE
AN HAGHH HTUHE AEE 2

d) Mz==7t

e) XA AFOAM MES TAStE MYS M=

BIAF EE ARl 0] U Fa

LtEFEH X F2

h) =gt 80(0IE =8, a/F=

Mz Ext E= 72 AL EXts =5 Lt
EtLHOF St &/d Es g/3/de| 22 ¢
X|=|ofof otrf. = Wy A= HAESH =
Ao 22tE ®MIBo| x1e| 7|5 AS =Al
o, 59| =g 30| o] fetkle X0
StCh OlA2 "RE YA £ "RESZIT YA
ek ®7|oF 2 F7IsH0F St of e =
2HQ LE22ZA ERSICHE, AgE W+d
= 23517 o SFE00F & =dE
7|5 OF otLt.

TR YA 7= FATH0| W-g0| 307HE L

in the range may be listed, provided that the
terms “may contain” or “+/-" be added.

The ingredients shall be specified using the
the
(Refer to appendix A).

nomenclature from latest edition of

standard references
Botanicals and extract of botanicals should be
identified by its genus and species. The genus

may be abbreviated;

The following shall not, however, be regarded as

ingredients:

 Impurities in the raw materials used;

« Subsidiary technical materials used in the preparation
but not present in the final products;

« Materials used in strictly necessary quantities
as solvents, or as carriers, for perfume and
aromatic compositions;

d) Country of manufacture;

e) The name and address of the company or
person responsible for placing the product on
the local market;

f) The contents given by weight or volume, in

either metric or both metric and imperial

system;

g) The manufacturer's batch number;

h) The manufacturing or the expiry date of the
product in clear terms (e.g. month/year). The
date shall shall
consist either of the month and year or the

be clearly expressed and

day, month and year in that order. The date
of minimum durability shall be the date until
which this product, stored under appropriate

conditions, continues to fulfil its initial
function and, in particular, remains in
conformity with article 3. It should be

preceded by the words "expiry date” or "best
before”. If necessary, this information shall be
the

supplemented by an indication of

_26_
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Ct e IEEQ A= ZEH=HO0|LC} conditions which  must be satisfied to
guarantee the stated durability.

Indication of the expiry date shall be
mandatory  for cosmetic  products the
minimum durability of which is less than 30
months.

i) AR A0 FOIE 7|200F St= EYSH F= | i) Special precautions to be observed in use,
O|AISHESS| "EE0| Q= cHo| Qx| 0jof &t especially those listed in the column
= AR A 9 Fdor 2Ry MaE e “Conditions of use and warnings which must
SIEEO|M EB| Fol8fof sl= "HEQ} THy b be printed on the label in Annexes __", which
Al 2HHO| 7| X{8HOF BtLCF. must appear on the label as well as any

special precautionary information on the
cosmetic products.

£ | Member countries may require specific warnings
b 2= Q| based on local needs for declaration of

Ct. O] 42, ingredients from animal origin. In this case:
i. SE2EH Qofst MEO0| EXEE HE 2t | i. There must be a statement (of any format)
o ot HAlOo 2= HIEA| H7|S||OF SHC on the product label signaling the presence
ii. & E= HX2ZEH Kozt 259 A H of ingredients of animal origin;
35t S 50| B 7| | 0{OF ShLC}. ii. For ingredients of bovine or porcine origin,

the exact animal must be declared;

(2 47| 1)~9)2 =go| 7| AHO|A7I gis F0= 2EH, YWES, Ej2, CI2ZF 0], 5= S
ol 7IMsl= == A=z TiCh Th MEFH ZEHD O CisiM= YHEA HFEE7|0 71T A.
FE BOMMQt 21EE 2lE 24
Annex B_Asean Cosmetic Labeling Requirements

C. SI&HE0o| i C. Labeling of Cosmetic Products
2. 87|L} mEO AY|, HWEf = EMHMOE QI8 | 2. In cases where the size, shape or nature of
Ci2h 1 (a)-()o] EO|AISEE E7|8t= ZHOo| O the container or package does not permit the
OlX] &S 42 HE H7IE 8} Mz, EHE particulars laid down in paragraphs 1 (a) — (i)
gl, 2|y, PA|DHL == 2Z 58 0|8%l= A to be displayed, the wuse of leaflets,
£ 3| 8%ICt. O3Lt MO Ct22| EO|AIRE pamphlets, hang tags, display panel, shrink
2 e X™E7|0| 'E7|E|0{OF THC}. wrap, etc. shall be allowed. However the
following particulars at least shall appear on
small immediate packaging:
a) SEE9| 0|E a) The name of the cosmetic product;
b) NI ZALS| M= BT b) The manufacturer's batch number;

() ZE EAE 917 €1, g o3 = A= 802 XXX %A BAZ A.
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FE BOHMQt 3}YE 2tE 24
Annex B_Asean Cosmetic Labeling Requirements

C. 3&EEQ| i

C. Labeling of Cosmetic Products

3. T2l 1 8 20 A=l EOMEER A A4E | 3. The particulars referred to in paragraphs 1
2= 7, HESA O|sstn K| K| K| U0}oF ot and 2 shall be easily legible, clearly
C}. comprehensible and indelible;

@ &71) g2 3o, S/E= “é.H'I%7l°I S80{, S/EE TOst= Li2te| AH|XZ} OlsHE + A=
oz 7Ixig A. "WHZRII= 1), 2), 5), 6) A 92 =20 {5t &0 = AH|[XP7H HA olsiE
T A= A= JIME -9-:rl°" = AL}

(Annex A): dE2ZA « SHO| AHBEE A

@ =X IEE Y2 AtF(International Cosmetic Ingredient Dictionary)

@ Y= 2T (British Pharmacopeia)

® 0O|= 2FH(United States Pharmacopeia)

@ 3}t £E MH|A(Chemical Abstract Services)

5 B O SNE ¥ o
Annex B_Asean Cosmetic Labeling Requirements
C. S}RHZE 9| il C. Labeling of Cosmetic Products

4. CHEt 10 Z|Xf= EO0| A= Ol B/t | 4. The particulars listed in paragraph 1 shall
=0 Sl/E= XMEO| THOjE|= O] AH|XEO appear in English and/or National Language
Olglf O|8lE|= AO{Z LIEILHO{OF SiCt 3| &= and/or a language understood by the
E2 Ct2h a), b), e), f) A o Y= HEE= = consumer where the product is marketed.
O EE= AHIXEHA &A O|sHEl= HO0{2t0f Member Countries may require that the
SiCH= A8 23T £ Uct information in paragraphs a), b), e), f) and i)

be in the national language or a language
easily understood by the consumer;

HE A gt B HEHHEZ 28l O|2L%|= EZE | APPENDIX A : List of Standard References to be
0 XE BE used for Cosmetic Ingredient Nomenclature

1. 22X IEE HE AMH 1. International Cosmetic Ingredient Dictionary;

2. 9= A 2. British Pharmacopeia;

3. Oj= <H™ 3. United States Pharmacopeia;

4. 3}st XE MH|A 4. Chemical Abstract Services;
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4-2. SHRES| BSEH

X EH: OLMIt BH3

ZE 58538 710|=2}Q! (AppendixII), OfM|QSIEHEX| Al H|7X1~2

OtMetolMel 2580 CisiA= AppendixII2| ZFO[E2tQI0| Z|X =[O RASD, ObMItetE EXIH M=
Of 7kO|E2tRI0] EAY A 2esrI2 2[A=7I Yo 22 & AMTXRL), 2FE2 F8EE2 ATYEN
Y E= MAO 2lsto] metHoz FHISHH SHEOOF ot ART7=E2)0] & ULt
OfA| Q2 EX| &
Asean Cosmetic Directive
H7x ARTICLE 7
HE 2 Product Claims

1. 3|¥/=2 Appendix 19| S}HES| X|E 222 | 1. Member States shall take all necessary
(claims : &= ZFZH0| OfA|St SI&=E =4 1¢ measures to ensure that product claims of
I0|E2lolE Z=HSIEE 7| ol st cosmetic products comply with the ASEAN
DE XX E ZF80f st Cosmetic Claims Guideline, appearing as
Agtdoz, HE SYS Aol B2|of M2 |  Appendix IIL
Ct. In general, product claims shall be subjected

to national control.

2. YHtMo 2, SIAEOM TS B2 AMXA | 2. As a general rule, claimed benefits of a
S0 Qg YUBE/YBE|ALE JEE ZE cosmetic product shall be justified by
O] MOo|Lt MAH 2 XA 2|5t LS E| 00t substantial evidence and/or by the cosmetic
StL}. formulation or preparation itself.

SHRIE S A|RO| SAISH=E 3ALE 701, 7= The company or person responsible for placing
HIO|ELt YA HO|HE MAMSt=rQ 1tst™o the cosmetic product in the market will be
2 QI™El XtAQtol =z EFO|Lt C|XHI(0]2 allowed to use their own scientifically accepted
Sk CIXIQIO| AFREl HESH Oist 0|87F Q= |  protocols or designs in  generating the
A0 35tA) AFRO| 3= ZHOo|C| technical or clinical data provided there is
justification why such design is used.
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EH0| CHst AppendixIIQ| 7}0|EE}QIO| 72+ Ct21t ZCt

Decision process to identify cosmetic products & claims

1. Does the product contain only
ingredients permitted by the
ACD and no ingredients
banned by the ACD ?

2. Is the product intended for
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 ?

3. Is the product intended
exclusively or mainly to clean,
perfume, change the
appearance and/or correct
bedy odours and/or protect or
keep the defined parts of the
human body in good
condition ?

4. Is the product presented as
treating or preventing disease
in human beings ?

5. Does the product permanently
restore, correct or modify
physiological function by
exerting a pharmacological,
immunoclogical or metabolic
action ?

Product
Proposition

1. : Not
Composition = osmetic

NO
YES I

2 Not

Target Site W ¢ ocmetic
NO

YES I

< |-
Not

Main Functionl‘ Cosmetic
NO

YES

Non-Cosmetic co:n?;tetic

Presentation YES

NO I

5. _ Not
Non-Cosmetic 3 ¢ smetic
Function YES
NO I

Cosmetic
Product
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() BEE B5O2M YUK OfER AHS: TRHMARAM O[St HASHs SEHAS| BIHIIES HAl
stm oItk
OfMIQt 2l E RsEH 7jo| =22l
APPENDIX IIT — ASEAN COSMETIC CLAIM GUIDELINE
1. =¢ 1. Introduction
SIEE Yo "WIte M EO0| SHEHEO|LE OfL|LE | The evaluation of product claims cannot be
£ 18dle Aez2E2H 222 £ giCt separated from the consideration of whether a
product is a cosmetic or not.
HE0| sttEoz 2tFE £ QAKX 9 ofEE= O | Whether a product can be considered to be a
B 240 HEHJA=H, EY UL o] IHOAM =2 | cosmetic product depends on several factors,
o @ AO0|LC}. claims are an important element of this process.
0| 7to|=etol2 HESCRE 7tFE £ Q= K& | This guideline provides a simple 5-step
o 22 =olstel =82 F& ISt 5 Lt | decision-making  process that helps to identify
HO| oA 2™ EHE XS oi=CH products and claims which can be considered to
be cosmetics.

O] EMe= et EQlXX| e oINME 2889 o | The document also provides some examples of
AE Hasta UCk 2Lt 0|A0| XHZF HPIZ | unacceptable claims for cosmetic products.
UHFEE X o, Z2™ BEE(O= A oL} WXl | However, it is not to be taken as the final
Z4 gio] satgtst S E)E OfL|LC} authority nor as an exhaustive list.
(2 21EE0|7] fUct 5THY| HItZ 2 M2

DI EEEe 44

HZ2 OtMetetEdEXHMe -0 2Xot 4208 dR/dt aXlE o d2& grdiM= ¢

Xjot % @Y HEE= MEOIC

A7) EE =
e A, d70 79 ol(0f: H[Z Es WFEA7|2Fe)o

FTR(ES HHLR) HE8RIE 8/ o, &7 F1, ABER)E HFL, HFE AHMStL, =2
225t 2ot SHEZE RASE AS FH2E oh= AO[Cf

7] 28 090 24Xl 7|52 M= MEE ULk HE8Y =+ Us 24HY J[s22ME Lg A0
ULt T, O[S 0| Ct7t OfLILE (H|F; XA, 2E20|E; EE; 7I& &4 EE &)
HHIZL| BEAl: HE X 2SHALL o Yst= H0|ojAM= ¢t ECL CHE HE 1ot

@ A
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opMiet B E ZSEH sto|=atel
APPENDIX I - ASEAN COSMETIC CLAIM GUIDELINE
e o _ 2. Decision Process to identify cosmetic products
2. 3PFE0|7] flet 5THA| =2 M|~ .
and allowable claims(See summary chart below)

a. SIEMES 1Y a. Composition of cosmetics
HZE OMCtSEZEXR|RO|AMCl ™o BHK|TH The product should contain only ingredients
MELLE Sestn ZXE oEH MEE sHes) that comply with the annexes of ACD, and
M= ot EICH does not contain any ingredients that are

banned in the ACD.

b. 3}EEQ0] MEEHQ| b. Target site of application of cosmetics
EE2 QML CHYet QufE (&I, ZY, The product should be intended to be
&=E, As gl oF MAIZ|AN EE= X|OF B F placed in contact with the various external
Z-™0y| EELD|E SXOZOF AI2L|00F Tt parts of the human body (epidermis, hair
Ct. M|, TAI =2 QKXo CIE ELOE = system, nails, lips and external genital
M, ZJHO|L} L5 AMAl7|o] Maoho| ME=dt= organs) or with the teeth and the mucous
2MOZ ANEEE XNEL FIMECZ HFE membranes of the oral cavity. Products that
= SICt are intended to be ingested, injected or

placed in contact with other parts of the
human body e.g. the mucous membranes of
the nasal passage or the internal genitalia
cannot be considered to be cosmetic
products.

c. Intended main function of cosmetics

SR EOZ MO Vs The product should be applied to the
JIMEL MMoZ b= FE MZAn disk 4l permitted parts of the human body with a
20Hs} HEF FE BHg, AASH AEIEZ &K view exclusively or mainly to clean them,
57| et SHoZ Q4o 8= EHTE A} perfuming them, changing their appearance
2 1|0{0f BiC} and/or  correcting body odors and/or

protecting them or keeping them in good
condition. Note that products may have a
SIAEL2 2|9 MFTE HOH 2KHOl BHI|sS secondary, minor function that is outside the
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SIYES ME EA
SIYES QM e HHE X2 Z2 oYt
HASIM= ot L CHE2 HEE0AM 2 g
ojof g E-dolCt

i ME Y Y AES)0| FHEH= =Y
et ZFX|/ZY FEX] (2AS ZE5Y)
SEALE CHAISHO] K 3Xtof oo ZLAHE X
1L QM EE Eet BEE QM=
regn!
MEZe| el 3 ALE 2
o) W& LY, FA S
oA Y dHEo §d I8 Ofy
of) dx=AH0M EF EHEZ 7HX|12 AL O
ot Yo §3| Fdst EF A+ F
S EL deld =t
el 7|50 &2 O/X|= 2& HE2 oA
O MZICHAIOE F¥ES OXICL 2EFF2 Lt
Moz FLHOIX| A2 BIE 7HX 1 YoM,
252 |G| fsl fEE2=E AREE[0f0}
oot
AN HRZ, SAEol A Z|AE(llustrative
List)o FO{Fl XEZF FH(Annexe 1 ACD)0Of|A

above scope. Some examples of acceptable
secondary claim areas are given below. Note
that this is not an exhaustive list.

Dandruff

Caries

Cellulite

Hair loss

Bust contouring
Acne
Anti-bacterial

d. Product presentation of cosmetics

The product should not be presented as

treating or preventing disease in human
beings. The following features of the product
should be taken into account
i. Product claims and the context in which
the claims are made
. Labeling and packaging/packaging inserts
(including graphics)
iii. Promotional literature, including testimonials
and literature issued by third parties on
behalf of the supplier
. Advertisements
The product form and the way it is to
be used e.g. capsule, tablet, injection etc.
vi. Particular target of the marketing information
e.g. specific population groups with, or
vulnerable  to,

particularly specific

diseases of adverse conditions.

e. Physiological effects of cosmetics

Every product that has an effect on the
functioning of the body also has an effect on
its metabolism. Cosmetic products typically
have effects that are not permanent, and
have to be used regularly to maintain their
effects. As a first point of guidance, claims
that can be reasonably expected for product
types given in the Illustrative List of Cosmetic
Products (Annexe 1 ACD) can be considered

to be cosmetic in nature.
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APPENDIX II - ASEAN COSMETIC CLAIM GUIDELINE

HE 24F s|85X| 2 2YY

® H52 I3 gfofEC

S0 o] H= ® D27t HMEES 3SAZICH

=
@ Z2E MXAZ|T XAAH F £ Ut
@ =¥ M HXB}
M2 A @ S0 YT BIX|/X|Ql/3opFEL
Y ME @ Js Fo| MTAZICHE g
@ =3lZ QIS Elslet MalN HIE WX|, Za 2 glEan
® & A
® ofH| =}
® Ci=E uWx|, X8, EZEME, FX
_ @ YEZI0|E EZEMHE

271 #Hof HE "
@ MG ZRICE
® 2352 U/ =M
® X% M7/ Xy eect
® Lo uy
CIENEESEY
@ X2 F7|, X2 HY Xed TY HY XNFY AxsE, AFHH, 7
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Product Tvpe Unacceptable claims
Tk ol s Eliminates dandmiff permanently

+ Bestores hair cells
+ Hair loss can be arrested or reversed

* Stimulates hair growth

Depilatories *  Stops'etards/prevents hair growth
Mail pr ) ;
Nayl prodisss + Reference to growth resulting from nourishment
Skin products . .
P s Prevents, reduces or reverses the physiological changes

and degeneration conditions brought about by aging
* Removes scars
* Numbing effect
* Prevents, heals, treats or stops acne
» Treatment of cellulite
o Lose centimetres
» Reduces/controls swelling/oedema
* Removes/burns fat
» Fungicidal action

+  Virucidal action

Oral or dental hygiene products s Treatment of prevention of dental abscess, gumboils,
inflammation, mouth ulcers, periodontitis. pyorrhoea,
periodontal disease. stomatitis. thrush or any oral

diseases or infections

«  Whitens tetracvcline-induced stains

Deodorants & Anti-perspirants s  Completely prevents sweating/ perspiration

Perfumes/fragrances/colognes s Aphrodisiac or hormonal attraction

SHUS HESEMN =HEE0 2AZ = UAs 29 K(FAE 7|A 0] ACE Ot etoMel 25
F2 GOz 7|ME7] 20 2= SO = AMAlgEL

5| XA stCHRemove all from skin)o| StEE0| 7171 EH O
M7AHst=H =28 FCt (Helps to remove oil from skin)
AS ZUAAZICE (Reduces the shine of oily skin)

(Fol) meel 8
2R

22 o
7
ﬂéiM$7rﬂ§7
ol
(=]
|7

r|r rl_r ju r_>d

Al T el

oo 7187

Ct. (Suitable for oily types)
b & % Ag AL (Makes your skin feel less oily)

OfMIQt 2} E 258 7j0| =212l
APPENDIX IIT - ASEAN COSMETIC CLAIM GUIDELINE

S YS UgE = YASES [{4ddlEl. OE =0, | Note that claims can be softened i.e. made less
E27E HECEMN 7|52 AAZ| SHEHE £ | functional and more cosmetic in nature by the
A0 O A stle A "OIEREH9| J|&7|& | use of modifiers. An example of this would be a
HAS=H =22 =CH2te 2d¥2 Ol =9 | claim for removing all oil from skin. This claim
HZACE 0] S ee2 oot 0| &3tE %= QUCt could be softened as follows,
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A8 mF7r HEAHZ = DS H2A
A8 oS Etol Sttt

2o 718717t B2 AS MLt

L 2ZEE9 7|&7|8 MHASlel =82 =Lt | @ Helps to remove oil from kin
7

@® Reduces the shine of oily skin
@ Suitable for oily skin types
@ Makes your skin feel less oily
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5. HE8R

X EX: N E™HEII0|E2IQ! (Guidelines for Product Information File(PIF)), OFA|QtSI R EX| & X|8=x1~3

_38_

OtMetetE EXAIE HM8= 1~30| MF2l SAIMYX(ANZE 00 & HMBFLPIS W 7|XRi0f S
O] #HEL|0 ULE HMAMTH AL 7|=22AM: HEHPE 70| =2}2l(Guideline for Product Information File)of| 7|
=50 en, 2 2= o[5tet &Lt
HNEEE 7to| =2t
Guidelines for Product Information File(PIF)
1 2Qu 55 1. Introduction and Objective
ASEAN Cosmetic Directive (ACD)= 3I&ES X|& | The ASEAN Cosmetic Directive (ACD) requires
2 A0 EAISHE 7HQl0|L} BIAZE HE FE L} | persons or companies placing a product on the
2= "0| Directive2| H|6Z0f 2} 2t HA|E | market to keep a product information file “eadily
T4 2HE 7ol 22| ©=0| HE HE It | accessible to the regulatory authority of the
Uof| A MY = UAE S AS QF%ICt Member State concerned at the address specified
on the label in accordance with article 6 of this
Directive”
ASEAN HNE ™ME Ot(PIF) 7I0|EEIQI*0| =8 = | The main objective of this ASEAN Product
Mo Mokl PIF ZAlo 7|25l PIFE O{EA + | Information File (PIF) Guideline* is to provide
Aot AHYBHEX|0| CHSH A|EO| S EZES EA|SH | companies placing a cosmetic product in the
= IAMO|AH A= ZO|Ct ESH O] EMe= 5 | market recommendations on how to organize
7¢ PIF £t MAXIQIX[O CHet X|& 1t PIF ZHALG | and compile the PIF based on a recommended
Chot XA Al x| =0t PIF format. This document also provides
guidance on who is responsible to keep the PIF
and some guiding points for PIF audits.
*0] ZpojE2}ole YA A7} ofjn], HUTH oj0] | *This js not a legal document and as such,
2, &5 YFAGRS ofo) compliance is not a mandatory requirement.
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OM| 2t E X H
Asean Cosmetic Directive

H8x ARTICLE 8
HE HE Product Information

HES A0 ZAISte AL 74912 0] | 1. The company or person responsible for

Directive X|6Z=0f 2} 2t HA|=l FAQF| placing the cosmetic product in the market

oAz =9 2| Y=0| Cts ™JEO| & | shall keep the following information readily

A HEY = UYZE ol{of st accessible to the regulatory authority of the

Member State concerned at the address
specified on the label in accordance with Article
6 of this Directive:

a) MEo Y™ I ™MHAN =Y, "y =M a) the qualitative and quantitative composition
o 42 ZSXe My HEHA § AL of the product in case of perfume
Hz compositions, the name and code number

of the composition and the identity of the
supplier;

b) 29| &X=Z° 4 b) specifications of the raw materials and

d)

9)
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finished product;

c) the method of manufacture complying with
the good manufacturing practice as laid

down in the ASEAN Guidelines For
Cosmetic Good Manufacturing  Practice
appearing as Appendix VI the person

responsible for manufacture or importation
into the market must possess adequate
knowledge or experience in accordance
with the legislation and practice of the
State which s

manufacture or importation;

Member of

the place

d) assessment of the safety for human health
of the finished product, its ingredients, its
chemical structure and its level of exposure;

e) existing data on undesirable effects on
human health resulting from use of the
cosmetic product; and

g) supporting data for claimed benefits of

should be made

cosmetic  products
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available; to justify the nature of its effect.

2. H8Z9| H1&oM AZE MEE 3|2=9| 2|2 The information referred to in paragraph 1 of
2| B=20| &A osiE = Y= Ao=ZE = A this Article must be available in the national
H 3|=F9| Q0] E= K20 ZE HE7|E|0{0F Bt language or languages of the Member State
Ct. concerned, or in a language readily

understood by the regulatory authority.

3. ZEhy| Mot 242 20 MAESH o|at™ X|ZEE | 3. A Member State may, for purposes of prompt
571 QIBliA, /=L SIEEN A= SE| and appropriate medical treatment in the
Chet XS MEE g ©@=20] 0|28 = U event of difficulties, require that appropriate
CE QHFS £ QICL (B2 =22 JIEHEY At and adequate information on substances used
25 ZZo| Ozt MEE o|gist olst® K=& in cosmetic products be made available to the
EHOZ 0 AMBSIEE SIC}) regulatory authority which shall ensure that

this information is used only for the purposes
of such treatment.

ok Ho9xEOMe d8E=0l 2L et §28 H3dt=s AS @75t ULt

O =MZYMO siFst= YFEES MIASHY| St MZYXOM AEE0 A= MUY

@ HYEQ| OJEESH 7|E B0 ALt HE22 =& W/ E= &4 7|ES =Qlstr| floh ¢

OfN| 2t2h e ZE X[ H
Asean Cosmetic Directive
Hox ARTICLE 9
A Methods of Analysis

AZY BIMES EAIStE ZALE 74212 HAE | The following documents shall be made available

2] 4=20| LI EMES o8 = QUL ZE 8{0F| by the company or person responsible for

StCt, placing the cosmetic products in the market, to

the cosmetic regulatory authority:
a) 2M ZHAMO| A= FIEES /AZRE K| a) the available methods used by the manufacturer
AsE7| 8 MZAZE AFRSH= HiH to check the ingredients of cosmetic
products corresponding with the Certificate
of Analysis; and
b) 3IZEQ| OJME MOt FFE9 FIetd = b) the criteria used for microbiological control
£ Q8] AFEE= 7|& Ag|10/E+= O|3st of cosmetic products and chemical purity
7|&=0| E A3 g of ingredients of cosmetic products and/or
methods for checking compliance with
those criteria.
- 40 - / KCA



(2) M N EHH YA (Recommended PIF format)
deol aFAgeE A, NES TOSILA St Xs 270 €
St =0 HAE #E ER7t ALk HFEE HE AoM= T
FHE|0 ULt ofstof| O WES 7|=SHet
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OPartI: ZZ|MFLt MEIHR
OPartIl: Y=o ZZG0|H
OPartIl: %|ZHZ0| ZX GO0l
OPartlV: ot M4+R = 4G 0| E
Zt PartO & SXIE EtCL

HEEE 7to|=2tel
Guidelines for Product Information File(PIF)

2.2 HIE PIF €Al 2.2 Recommended PIF format

212| ASEAN Cosmetic Directive 2742 12{5}0, | In view of the above ACD requirements,
AEO MES ZASte A @HE =51 | companies placing products in the market need
20| A ot E = RUes BAOF PIFE T4 | to organize the PIF in such a way that it meets
gt =QJt QUCH PIF= Of2iet Z0| 47tX| LtEZ | the requirements and be easily consulted by the
M= Zd0| £LCL Authorities. It is recommended that the PIF be
organised into 4 parts as follows:

Part I. Administrative Documents and Product

PartI: 22| &2} HEIL Summary
PartIl: {29 =2 0G|0|H Part II: Quality Data of Raw Material
Partlll: X|&ZX|Z2°| ZZG|0|H Part III: Quality Data of Finished Product
PartlV: O™ .2 5 M 0| H Part IV: Safety and Efficacy Data
2t Part0l| = SXE CHC} A Table of Contents should be provided for

each of the 4 parts.

1) PartI: 2|MFL HENL
® #elME

- WHETO 00| YU DN EAEZID), MEN, BUE0NY, $4 X A0y Fa

- 2t et R0 280l US FAFAA): TRHE 2U0 s 2 NME BAY S4MERIYE 5
2 SN (o)

- BO|dAe SO AAMFAEASES, EBA2EUIE S)
@ MZFEEANC £ oM =SSR g FEI} viete)-A=se
- INCI 52 OISt EAY S5 d23nt 449 s= 7[M(Ed2® S HigH)
X g 2R 2% Hig¥n IEEY, J2[1 SEA 71X

® MBEL 9 2t
- W2l & 2FE(AE a2|a/E= OE)
- 2HXA MSStE 2ER R AFS 28N
@ M= AlE(CGMP =01F)
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- B X|(batch) T EA|
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HEEE 7to|=gtel
Guidelines for Product Information File(PIF)
Part I Administrative Documents and Product
Part I Z2|AMFe HEHL
Summary
PIFO| A HR| mME&= Gt X Z0| CHst 2t2|MF | The first part of the PIF the
ot ME/WQE =Zotstct; 0f) O] LtEE= 2tM|E2| | administrative documents and key summary

—

>
2
L]
Rl
Ju

C MZ8L % 2H,

E
s fas HEstot

- SR 20| Yk ADAO| BAES
S\718), MEAL BZEORY, 4 3 ATy
FAE EHICH

- LH-2lF EpREAE

Country;

e.g. Licence

ingredients):

- For fragrance

the supplier;

of2f Atets EEoiCh:
[ = o = =)

the finished product.

to

A. Administrative documentation

Operate,

materials,

Incorporation of the Company;

name

information that are specific to a single product;
i.e. this part would provide an ample overview of

- Copy of the Notification form bearing the
acknowledgement receipt from the Authorities;
this will include the identity of the product,
the address of the manufacturer,
importer and company placing the product in

related to the product, if

the market;
- ZF Let @39 2F0| /U2 HdR(ERA|): = | - Authorisation letter by product
EHE 49| S4 =2 X0 AE S| agreement letter
MEIYE B2 SAMAALAM) required by the

legislation of the Member

Any other relevant administrative documents
that may be prescribed by the local Authorities
Certificate

B. Qualitative and Quantitative formula of the
product (INCI or other ACD approved reference
names and corresponding concentrations of the

number of the composition and the identity of

C. Product presentation and label, including:
- Outer and inner labels (photographs and/or

assembler,

owner

code

or

of
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ACC ? P XEME Z=Eoills 21
- HiXl(batch) ZLAIAH/KE S
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F. QAo CHet Bek
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G. HMZo {SEMYE (2%
- BEEHIIE TN Q@ E)

drawings will be useful);
- Consumer information leaflets and instruction
for use if part of the product as sold to the

consumer;

D. Manufacturing Statement:

- A statement by the manufacturer or company
that the product was manufactured according
to the ASEAN GMP Guidelines or any ACC
approved equivalent GMP Guidelines;

- Provide the batch coding system/ key of the
product;

E. Safety Assessment (summary) as per the
ASEAN Guidelines for the Safety Assessment
of a Cosmetic Product:

- Safety statement (signed statement of opinion,
including the name and qualifications of the
safety assessor);

undesirable effects human

F. Confirmed on

health (summary);

G. On-pack product claim support (summary):

- Summary report of the Efficacy Assessment of
the product, based on its composition or on
tests performed;

eimol MAWHE Eeie AUUHC 42 2HUY)
- gEHEL 2 YEo| WY, DoWs, AR BTN 012D T4, AME FRAISA
@ 9B BINEHE MTLS U= WY BE AT YL MY U JIoIM LES 12 B2 21

HEEE 7to|=gtel
Guidelines for Product Information File(PIF)

Part I: 21292| EXCOIE(RZAMEXIR)

Part I: Quality Data of Raw Materials

0
;
1o
n
rE
=
i=|
[m
rir
rHo
HU
o
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S~

The second part of the PIF should include full
technical information on the quality of the raw
materials/ ingredients:

A. Specifications and test methods of raw
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-2 MEo| AH(HAME Z3 material/ ingredients:
- YR9 ZolurHe okste AlEBEH(ZE MH | - Specifications of each ingredient including
2 244k water specification, if appropriate;
- SEdE2 4 dEo A, E/S, fFE |- Method of analysis corresponding to the
SoAt O|E1} A, XAl [FRACIS A specifications for each ingredient, including
identification of the ingredients;

- For fragrance materials, specify the name and
code number of the composition, name and
address of the supplier, certificate of
compliance with the latest IFRA guidelines;

B. 82 S=2XE2EEH N3 &/ & 2H™/d & | B. Data on the safety of the raw materials based
AE 9 Al Q= J|Zo|M 2ESE X2 = on data from the supplier, on published data
2 = A(ASCB, SCCP, CIR) or on reports from Scientific Committees like
the ASEAN Cosmetic Scientific Body (ACSB),
the EU Scientific Committee on consumer
Products (SCCP) or the US Cosmetic
Ingredient Review Board (CIR);
3) Partll: Z|ZH|F2| SZEC0|E
@ MEel 84 % 8T MY(HId2'-Higt X s #7))
- INCI 22 ACD SHEI 2t M8 S5(2 AR/HE9 7|5 FA)
@ M=
- Hz=gA R ML, SUMEAL HSZZEH GHBel 271 A Fa,
- Mz=332l 7ia
- M=3E0f ohet =71 Atz S22 Hz2d MFRE=2 2490 A= ER)
@ 2HMZFo FAaH) 8 AlddHN
- SEE OdE7|IE A ARdEe ISty =k
-2 2aY dEo Ay
@ Ms t8d EaM (MZFe ®&7(eol 3070E 0|2 42)
- HEE HY AtE 8 BEOM 52 f870% HEY EI K=
HERE 7to|=atel
Guidelines for Product Information File(PIF)
Part II: X|=X|E°| ZAG0|H Part I: Quality Data of Finished Product
PIFO| M| HW LIEE 2X|EQ EZO0| Lt ME | The third part of the PIF supplies the detailed
ol 7|=X WEE N3°%lCt technical information on the quality of the
finished product:
A XNE9 HM o HzF MEN(FEMEEHE-HiEH| 9 | A, Qualitative and Quantitative formula of the
gtk #7() product (INCI or other approved ACD
- INCI =22 ACD =48t 2t M2 =22 2 reference names and corresponding
Z/EE9 7| HA)|) concentrations of the ingredients):
- The formula should specify the functions of
- 44 -

Kkea



each raw material/ ingredient;
B. {= B. Manufacturing:

- NZGAH HE: MZYXE, SUHEAL MEXE | - Manufacturer contact details: name, country

AN YMYol 27 B F=A, and address of manufacturer, assembler and

- =339 e packager;

- Mz=3d™o gt =7t XtE2, SE 32| HZ& | - Summary of the Manufacturing Process;

o MFEHZO 20| = ER) - Additional detailed information on the manufacturing
process, quality  controls  and related
manufacturing documents should be made
available upon request by the Authority;

C. &M E9 H4a(adm) 3 ALt C. Specifications and test methods of the

- SIAE OMEY|IE Y /EMES WetM &=k | finished product:

- Zh st2Y MBo| AlgdtH - The criteria used for microbiological control of
cosmetic products and chemical purity of
ingredients of cosmetic products;

- Method of Analysis corresponding to the
specifications for checking compliance;
D. M& °ot™dd HIOAN (HES SE7|5t0| 307§& | D. Product Stability Summary Report, if the
0oty A2) product durability is below 30 months:

- Ot AY KR Y BN 222 {573 | - The stability testing data and report or stability

Ol M MIt A= assessment to support the expiry date;

4) Partlv: QtHd, R R GHIO[E(2MEF ATE H7I M7 HE, HNE &H 25)
© AH-EEIL
- 2HEL 4 dE e E kEE 52 ZET 2N &Y EOM
- o EOtRel ol
@ z[4 BAHEEE
- IEE AMELE Qo oM 2EXE0| ot x4 24
- B8 2d BaMe B2 FU|Hoz YE HY
® R JHOHHEE 22l 24 A=)
-3E HME HE HE 22 2HE HE0 ME AlY 2ot EUN
- =2 2R/ A2 S AEEL 25 FYL ZAH Az =¥
HEEE 7toj =2l
Guidelines for Product Information File(PIF)
Part IV: OtH M, S50 0|E Part IV: Safety and Efficacy Data
PIFO| 4| =Hmet OfX|gt OtEE= 2tKMECQ| OtFY | The fourth and final part of the PIF provides
H7tQt O|O|E0f CHBH XMEH HEQL MEEO0|A 3 | detailed information on the safety assessment
Mot SoYS SIEEsy| 3t 2H &5 00| | and data of the finished product and also
BHE N &ZstCt relevant efficacy data to support any claims
made on the product.
- 45 -
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A HEEEIt A. Safety Assessment:
- 2MMEC Zt M2, et E, EX §2 E | - Signed assessment report of the safety for
SHSE OIK| ORI E A human health of the finished product based
- OtM A "WIEXIo| o|H on its ingredients, their chemical structure and
level of exposure;
- Curriculum Vitae of the safety assessor;
B. XAl EXtE ™A B. The latest compiled report on confirmed or
- JIEE AIBOE Q8| Of7|=l ZQIE E= 7| recorded adverse events or undesirable effects
Eg OlX EXx8 = Hi2HRISEX| e ot on human health resulting from use of the
off CHer =41 E M cosmetic product:
- PIFOjAMO] EXE2 HIMe 3FAOA H7|& |- The adverse event report in the PIF s
O ZHA expected to be updated by the company on
a regular basis;
C. S MHHOIHNHZE &9 2H X&) C. On-pack product claim support:
-8Y HE A= HiE =22 2AXME ™0 M| - Full signed report of the Efficacy Assessment
E AY 41 B3N of the product, based on its composition or
- =2 28 KR S IEES &5 FTHo 2 on tests performed;
A X2 =T - Supporting data including literature review for
claimed benefits of cosmetic
5-2. }|E™HEHO| H&
OFMIQtt T Z X[ E O MLl 0l o[5t0] THONSH= 2b LI2tol Mo EHOojAL, = HXL, HMEYA S0 Eatstr
ME =Al = 3dztol Eao|R7t Tt
HNEEE 7to| =2t
Guidelines for Product Information File(PIF)
3. 57} PIF H3zt MMol2 X|=7} 3. Who is responsible to keep the PIF
ASEAN Cosmetic Directivel| X8 = HEZ A|Z | Article 8 of the ACD states that the company or
of EAISt= Z|ALE 7HO12 2HHO| HA|Zl FAQL | person responsible for placing the cosmetic
A El |7l 22| E=0| LS MEN A & | product in the market shall keep the PIF readily
2% = QUEE ¢fof stCtn st ULt accessible to the regulatory authority at the
ozl ™o wmef (5 A-I I, C ()] & "L Al | address specified on the label, which, according
o ME2 EAlIste 2A £ 71Q19| O|& = | to the labelling requirements [Appendix I, C (e)]
Z=A"0|LC} is "he name and address of the company or
person placing the product on the local market”
o3t ™Moz "#XA =0 et M 20 23 | The definition of such has been given in the
7HO|EHA M0 "A|EO| IEES EA|ISIAXL S | “uidance document on product notification to
= WX AL O] ZAtE VX HMZ=YA EE= M E | the Regulatory Authority” as “he local company
S THOfSHZ| s M=RAIE ™ok 2|4 tE= T | responsible for placing the cosmetic product in
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Li2to| HOHE Q& HES 7t M2 X|= 3| | the market, which may be a local manufacturer

A 50| E #= QCh "2t LI2FRLCT. 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,

O|lA2 = AN F=A7F Y= A EE J4Ql, | etc."This clearly refers to a company or person

a2, AIE HE2 7tM2 MAZ X|= 2|At| having an address in the local market, and to

e JjQos eS| X|ASHCL, =X, MZEYXL | the company or person responsible for bringing

= SEHX} in the product into that market; whether this is

an importer, a manufacturer or a distributor.

PIF = XZ0| A|EO OX|toz ZA|=l Y 0]F | It is recommended that the PIF is kept for a

XA 37 2argh Z40| IO EICEH minimum period of 3 years after the product is

last placed in the market.

5-3. ZtA}

AL BF/= OS2 2ok

HI| dAE =2 ALEO| o|2{gt ZHAFE YE ZAO|CH AT ZAE FHIE = UAEE AFENE 1
2 o) Z29| ¢ AS HIASHC]

<S4 ZAL O|fot ZAts AlEQ WEOM HHAE ALt AH|X 2T SO Q5 HLUE 5= UCE ZA=
Oj2| %A 48A[ZH O Y& AS AT S=o| 715 el 4%, 0j2] (X gFn ZA
£ Mg = AUCH

PartI o] MF= J[Al A O83g = UAEE 3 F= A0l @7E0f Y2m, CHE Partd] CHSHAM=

15~602 O|L{Of CHEE += JUZE dt= ARLE &0 UCL

HEEE 7to|=gtel
Guidelines for Product Information File(PIF)
4. PIF ZHAL 4. PIF Audits

4.1 Al HE): 4.1 Types of audits:

PIFE 2O YA|El F20 RUAONOE &7 UHEO|, | Since the PIF must be at the address specified

g2 Z=AHM PIFE ZAFE 4= QUCH 27FX| | on the label, Authorities can audit the PIF at

7Is0| QULCE. : that address. There are 2 possibilities:

Il AL =2 AMHO O]t LAAIE L2 70| | ¢ Routine audits: The Authorities will announce
Ct. 2[At7F ZALE FHIE = JAEE these audits in advance. It is
AFRO(MEOE 15 Fof) =823 &2 recommended that the audit
NS Hsich be announced sufficiently in

advance (i.e. at leastl month)
for the company to prepare
for the audit;
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« Ad-hoc audits: these may be triggered by
found
the
consumer complaints, etc. It
that the
audit be announced at least
Of
in case of extreme
the
place

results on samples

from market, by
is recommended
48 hours in advance.
course,
urgency
take

announcement;

auditing can

without

4.2 Documents to be made readily available:

While the whole PIF should be available, in
order to facilitate the preparation of the industry,
in particular the SMEs as well as the importers/
distributors, the documents in Part I of the PIF
should be made readily available especially for
initial investigative audits.

accessible to

43 Documents to be made

Authorities within reasonable time:

the
information or

from Authorities,

reports in

Upon specific request
detailed

other parts of the PIF should be available and

documents,

made accessible to the Authorities within an
agreed upon timeframe: within 15 to 60 calendar
days or shorter, depending on the urgency of
the audit.

Noting that due to trade secrets, the product
the
distributor/importer,

owner may not disclose all product
the the
person or company placing the product in the
their

arrangements with the product owner to provide

information to

market will need to make own

the relevant and necessary information directly to
the Authorities upon request.

_48_

Kkea



44 B e HE FZA: 4.4 Background or supplementary documents:

In general the information provided in the PIF
should be sufficient for review to ensure “he

o Kt
il
k=)
x Mot
ro 0
2 O
x
gl
=
1o
>
'_l
P
o
=2
>
-
m
=
e
)
mu o my R

o E = R E SIEEQ| oMY, safety, quality and claimed benefits of all
= 25"S HAESI| et HE cosmetic  products marketed in  ASEAN"as
28l =&3s|of sict. specified in article 1(@) of the ASEAN
Harmonized Cosmetic Regulatory Scheme.

gL, L2 E”st A=, PIF 2AXE SIEHASE | However, in some  specific cases, other
= &0 £ 25 EM7F 2% o QCH (0] : | background  or  supplementary  information
HE A&, microbiological challenge tests, &7tA | supporting the PIF documents (e.g. product
Ol S AlHH, HE 7|2 5) A0 HZES ZA| | experience,  microbiological ~ challenge  tests,
St AN EEE 7012 @F g2 FEE T30| X | additional confirmatory test methods, production
3917 &8l 2= ==HE SlOF StC}. records, etc.) may be necessary. The company or
person responsible for placing the product in the
market should then make all efforts to provide
the requested information to the Authorities.
45 2 A 0O|C|0f 45 Document media:

PIF 2M7F Of{iH D|C|0| HWEWE L}EFLIOF BICH= | There are no specific requirements on what

E4+ QA2 QiCt matM, ®HZ[sta, ==0| £H | media type the PIF documents should be
AoF 2 4 Q= dhAlo|2tH, $|At= XASE O|C| | presented. Hence the company may choose any
o E MEHZ £~ QICt OE E0{, 0|, MX &. suitable media i.e. paper, electronic, etc. provided

they are convenient and could be easily
consulted by the Authorities.
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of
X Z=KX: ot/ I} 7to|E2}Ql (ASEAN Guidelines for Safety Evaluation for Cosmetic Products), 5%t
B 7lo|EZ2IQI(A Guide Manual for The Industry: Adverse Event Reporting for Cosmetic
Products), OfM|QtS}EHEX| &l H|3X1, H|8X1
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A dE7t 7tol =2kl
ASEAN Guidelines for Safety Evaluation for Cosmetic Products

2x OBJECTIVE
= — = 1. The purpose of this Guideline is to help the
L of 7lojeefelel SXE MIERIE F2 Ol | Cosmetic Industry in assessing the safety of the
O|E|2 ZIALE o] ZIAMRE ZEBHSo] HZE QHM | product as well as the Regulators in auditing the
o i o data contained in the Product Information File
4 Bo5H7] ot 2dE Ao|ch (PIF).

0| 7to|=2tol2 "ME, O 842, O tstt=x, 12| | This guideline serves to highlight some of the

- o " important considerations in the safety assessment
A AES"o| Tt e 2SS 270t R of cosmetic product in line with Article 8 d of
= OFMQHSFRFEX|Al KI8ZELd)OIA{S pEFZE ol of | the ASEAN Cosmetics Directive which requires an

N N _ ""assessment of the safety for human health of
HEauo oistof ZIxst ULk O] SHH-EBIL| the finished product, its ingredients, its chemical
L OlRAMIHJIRF'E AMo|p|l XI0| Ol X =y} | structure and its level of exposure™. This safety
= SB7IAE Bolxl= XAR0| Y= T2t assessment is to be performed by a qualified
7h dSt= Ao 2 S professional defined as the ""Safety Assessor™

(2) YA

2. OtM|CtetdEXIY MB=10|M= ChEdt 20| 850 Utk @ MFEA, Fo|®#A| 2|1 TOAL SO
ol5to] MEEl= o2f EO o5t), SHEE2 8¢ 22 5 + UAs MBS0 UM HB T

£ 227X e A2z YAl =0{0F SHCt

3. [MatA 28R = E0[A L2t 0|8, O|8A S0 CisiM = =HYF2 TS| OF Shot.

4. O[O tisiM = mSEASda D24EG0| 2|asiof o= Fast A2 E[0o RACE £t opEF2 2
Feraza(aeho] Xt ek 2o =0t FEHSE 2o t

5. FH Ex= OO A8 Mols =0 B5Y 7tsdol ULk WetM ogEe| eHEds Eote Mol=
= A=d0= My FolE 7€ et ACL

6. S ZUge TS O|5Y = A= S+(20t0] 2ot AKX = Rot §4= ZSHSICHE {5

S 128}oF it

« GMPZO|EEQl 52 SSothta A gE A

- M0 REMUH: MBS0 Y =l

- 2BHZFS =7Ud

- BHE A5 M8 S HE & As ZZ@EZIRD)

- SEEOIYE, ==ty 14)

- HYE(HEVIS EH fud MED 7] 2ol HYHY)

« S BARMA): MELY, AFEYY, WYY Fo 2|1 oF S7tssh AFEH A2 CiAE -
- S0 el =X|ot 2

- YHGN ZF0| e SEMS

8. QIMOf CHel EOiY M= 2|Adets A2 EMSHA oLl O O 1 ol o meat x|dol ojLH

2237} £ EE AT A

=
9. ATEE7Iof ohgt ZEoH LE2

seie g

o= HHYWIE A YRl S
o
o

10. ety FME #Hel 2ZE B SZdAMgE M8otes A2 E
25X @Ch gEtqoz of HAONM HM7|Hes 2= 220 HdiM= =BE02 Dj&fo st =2
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SHAIES BET CE HEYs Agsto g 4
A dE7t 7tol =2kl
ASEAN Guidelines for Safety Evaluation for Cosmetic Products

1. YUHEALSH 1. GENERAL APPROACH
. OM|OISIEEX| A MI3Z10|A = CH2at 20| 1+ | 2. The provisions of Article 3 of the ASEAN
HEO QULCL : MEEA|, FOUEA| O2| =toj Cosmetic Directive stipulates that A cosmetic
A S0 95t MNE&l= o3 HEO 950, product put on the market must not cause
SIEEZS EA 22 0T £ Q= AFEAEO damage to the human health when applied
QoM AZILBHE Lo7|X| U AR A under normal or reasonably foreseeable
Z|OjOf L} condition of wuse taking into account in

particular of the product presentation, its
labeling, instruction for its use and disposal
warning statements as well as any other
information provided by the manufacturer or
his authorized agent or by any other person
responsible for placing the product on the
market.

[2tA AH|X= E20|HL|2F O|2Af, O/&AL| 3. Hence cosmetic products have to be safe
SOl TS M E 2HEES QHHS|OF Bt both for consumers and, if relevant, for
involved  professionals  (e.g.  hairdressers,
beauticians, etc.).

O 20 CHejM = m|EX=FH0r of2ak40| g | 4. As far as skin is concerned, the two main
L|sfof st= FLRoH A2 £ QJACt ESH 3t untoward reactions to be avoided are skin
MEL2 QEIAXTAHRINO =X =ICH 2N irritation and  skin  sensitisation. Cosmetic
Ho| 9510 S{Eir|= A= SZLAME 3 products are often applied on areas exposed
I|sl|of stCt to environmental factors. Thus, care has also
to be taken to avoid photo-induced reactions
such as photoirritation and photosensitisation.
Zo e OHHO AMRY o= =0 =" | 5. Products applied on the scalp or the face
7t540| UCL [M2tM HEES tHdE HEHIL may come in contact with the eye.
st o= & A=2Mols Malst o2 7|12¢ Consequently, eye tolerance has to be
et QLT addressed with optimal attention as a major
component of the safety assessment for a
cosmetic product.
EMO| ALt HUHSH oS = A= T | 6. Systemic  toxicity that may result from
(2010 9|8t MZIX|E 23t S4E ZBHSIHD percutaneous absorption or from accidental
T 12{s{of stCt. (children) or reasonably foreseeable (e.g. oral

hygiene products, lipsticks) oral intake should
also be considered.
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S). o4st 289 FR0= ASEAN

Cosmetic CommitteeOj o ©Q1HSH 7}0|EE}
Ol(Annex D)2 [2}Of L}
ANEZR| 2t M=E[E 9o ZHHZED 9

=0 et SEMS

Ensuring the safety of a cosmetic product

requires a global approach throughout the

life of the product from the choice of raw

materials to
number of

the
issues have to be taken

marketing follow-up. A

into

account, including:

Applying Cosmetic Good Manufacturing
(ASEAN

Documents) or

Practice  Guidelines Cosmetic

Directive -  Technical
approved equivalent;
Careful selection of cosmetic ingredients,
making sure that they will be safe at a
given concentration in a given finished
product;
Checking local tolerance of the finished
product;
Selection of adequate packaging to
maintain the quality of the product and
to avoid, as far as possible, risks of
misuse or accident;

Quality control, mainly microbiological and
chemical;

Stability studies e.g. to evaluate shelf life,
preservative effectiveness (challenge test),
compatibility of the product and the
packaging, etc;

Appropriate labelling - presentation of the
product, instructions for use and disposal,
warnings (if relevant) and appropriate
action to take in case of accident;
Adequate procedures in case of side effects
with the marketed product - case-by-case
treatment, appropriate medical,
dermatological, ophthalmological etc., advice
as necessary, follow-up of the product on
the
information storing etc. In case of Serious
Event, the procedure must be
identical to the ASEAN Cosmetic Committee

approved Guidelines (Annex I)

market and consumer comments,

Adverse

Ensuring corrective action/ follow-up, if any
visible product change or adulteration is
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advised from the market place;

8. QMo CHet HCjXQl ot ™oLt MZ 2|A3 | 8. Although it is not possible to attain zero risk
(zero risk)2t= Z4E E=EX|SHX| Lo, O o 1 or to obtain absolute safety in any kind of
mjo| Atzto| w2 sEEL 2|AA7F X ASHE human activity, including cosmetology,
EE FMo L& d|0of st} reasonable efforts have to be made to reduce

the risk from cosmetic products to the
minimum, according to the state of the art at
the time.

9. OtM M WItEtHHO| CHet O™ Y2 QICt A | 9. There is no formalistic approach to the safety
M "HI7l= 0|8 7tstt RO Maotdut X AKX evaluation process. The actual process will
EOo| =Mof w2t MNZ0tCt ChESHA = ZAOo|LC}. vary from product to product according to
deiLt dEtyo=z OHMMEEII= I8 |=9| the novelty of the product composition and
EMEE0 o|HSH0 AA|EICE to the relevance and adequacy of information

available. However, as a general rule, the
major basis for safety evaluation is provided
by considering the toxicological profile of its
ingredients.

10. et MY MeE He 2E A0 %BAHE | 10. From a scientific point of view, in almost all
A= 820 AAA Sl SHAIES AtESH cases finished product testing does not
= A2 ZQsHX| Qrct detdo = 0| EHAO require the use of toxicological tests in
M H7|Es ZE 920 CHsiM= mAlE Ko animals. In general, all questions which are
o 20| Cist 22|HES st AA= mF posed at this stage can be answered by
Mot A" E Z=Est CIE HER/ES AFESIY utilising other information sources, including
Etal 4= QICH human data from skin compatibility tests

ethically performed on the skin of human
volunteers.
3 d&
11 I EHEE g 22 Y otde, B2 8%c 2220/t 0|8 422 F2 44 MEst= A0
AT YE HESH= St
12, gtefzob O sfeby 2N dEoty d2S Z2Eehh Wt SEEN AMgsts Aol H2|Eet o
Hdeol gete nejg oot ALk O 2o n2fs{of 5t= L2 ety =k, HE SOM OE d&
ool Mz EEN ZHg4MoIth 2aE2 7SN Y = gt dU 2+80| ZBHE SO
=42 UEIWM= ¢ &tk £3] FoE 7|20i0f ot= AL2M E&& M9 d2XHE(M: LUEZAO0}
ol dd) s4E H= F2 URsY Riles TSE S0| ULt
13. E| Ao X|Aof o|AHStof otgof 2 E 7hsd0| Ues 27t 42 E82 1E{sfof ottt Zogs
of Chet Fetz, 93] A4 MUSHHAM S5t ot dugsd2 invitrogez FEotd 5=
Ch. Zo|=27]dof thshiM= XA DM E AHESHM St Alds 2= ot
14, oHH, RE0| HTE2 SYEFS S =AW odg = U= AMAEXRH SN o2 ==X UL,
Sk MEHIE, AFERS| EfYEe g 3)0 A olEstrt
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AH/EE7t 7tol =gt

ASEAN Guidelines for Safety Evaluation for Cosmetic Products

2. M2 2. INGREDIENTS

11. SIHEAZRE S8 =22 HA sistdE, B2 | 11. Cosmetic ingredients are mostly chemicals
BLl= =TE0|CL 0| HEE8 Fo ZAH M and often mixtures of chemicals of synthetic
Eisl= A0| OtMMEE EHESI= EACH origin or natural extracts. The careful

selection of ingredients is the key issue for
ensuring the safety of the finished product.

12. gtstx7F 1 get™ MdAD MBS MZEZ | 12. The structure of the chemical determines its
A™SIC) 2N SHEEO| AFRSH= Aol 02| chemical and biological reactivity e.g., Barratt,
EQ} OtMMo| Adts g EQJt QCh 1 1995 . This has to be considered from two
Q|0 1 243|Of St= Y oA +E, HE T points of view: cosmetic interest and safety.
oMol CtE MEnNo AMzxtgin Anlssd Other considerations are the degree of
O|C}. E+E2 7|&™Mo=z ma %= QICt. 1y chemical purity, the possible interactions with
L} 2420 XEZNME SN SMHES LIEILEA other ingredients in the formulation and
= Ot EICt ES| FO|E 7|200f o= ACE potentiation of skin penetration. In general,
N BEE 719 ASEE(0: LIEZAOFRIQ| the presence of impurities is technically
M), sAME AZ Z9| Ttz L2, unavoidable. But these impurities have to be
TSE S0| QLCt of no significant toxicological relevance in

the finished product. Particular attention
should be taken to the possibility of
interaction between impurities (e.g. formation
of nitrosamines) and the presence of
pesticide residues, toxic metals and/or
transmissible  spongiform  encephalopathies
(TSE) in ingredients of botanical origin or
extracted from animals.

13. E|Ao| X|Alof| o750 2tF MO ZHEl b5 | 13. Based on the state of knowledge, possible
M0o| /U= Y27t MSEEE 1nE{|oF SiCt interactions between ingredients  with
duz0 st g3, E5 At MAES potential safety relevance have to be
HOM =Q8HA =ICH oS82 in vitroH considered. Influence on skin penetration
o=z HIIE £ QCH LY =27|40| CsiME= may also be of importance, especially for
-0t OI7HME AHBSHAM St AlRS ERE sensitisation and systemic risks 6. Skin
S}, penetration can be assessed using in vitro

methods. Determination of allergic potential
may also require testing of ingredients
formulated with suitable vehicles.

14, otH, 29| Ot MH2 JAES S49| XD | 14. On the other hand, the safety-in-use of an
o Adg = Ues ARZTH oA Q o == ingredient largely depends on the exposure
AHARE, s, AFEYIE, A EEQ, EjA9| conditions (type of formulation,
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gt

S)0ol 3 2lEstLt.

concentration, frequency and duration of
body area involved, effect of the

etc)

contact,

sun, taking into account normal

conditions of use and foreseeable misuse.

1) HEERAR

15. 7H7He| =0 CHSt] wxHe| ME THFRAIZX| O{EX| =HQIsiof otCt O[5te] fEs HigdiMM= o
/82 O =S UEAZX] ofEX| =HQls{of otrt.

« AnnexIIO| M F7Y3t= HigtSXIE 2

« AnnexIIO M #785t= HiZHTHY2(R?, s5)0| H8kl= =S E2 M

« SJEH HO|HO| 25t AL EX I S0 HEstA| 2 A0| SHE H2

« ZHOOIHES, = 2ZHel AFEUMe Qg0 SHEO UK Y= d&

c oIS 22 HAE FEIEM ot ot R WA E|0f UX| Y= BE

o MA HIET XIQIMS K0 CHSEA AnnexlV, VI, VIOA #HESE MEO0|1, AESE sZHLQ At
EFFI0M ArESHEE

16. =4O|OJE 2of n2fsjof 5t= A2 2 XM O[5te| Z0| ALY

« RRO Yol R(EEE=S EYTH)

- SCleetE gED MUY

« OHE d20e| 4248

- dojg=d

17. dzo| Sdz=me2 S//H|S700| 2tglo], 2AMO|HE diA5t =3iOF SHCt. in vitro, in
vivo O|OJH, AHAIRHOOIH, mR2arstHo|H 7t siEotrt 4 A=zet M2 AFE=Xol =0 CisiAM
= 59| FoE 7|2%0} oitCt= A2 HEMSIC

oL Mm7} 710| E Lol
ASEAN Guidelines for Safety Evaluation for Cosmetic Products
2.1 His2X| = 2.1 INGREDIENTS TO BE AVOIDED

15. 7471e| |=0| O3t HAHCe| HXA|E TtEA|Z | 15. For each raw material, it is necessary to

X o= X| =QIsljof slCl O|stel /2= Hi TS A check whether it is covered by current

= Ot ECf / 2L O ZHE THEAIZX O{EX| legislation and, if so, whether the proposed

SHOI3l|OF StL}. usage is within the prescribed parameters.

o AnnexIIOfM FHS= HiE S X HE The following ingredients must be excluded:

o AnnexIIOA] HESI= HISHNISIEE (RS, = e Ingredients prohibited under the ASEAN
5)0| 8L =S 4S8 Oj Cosmetics Directive in Annex II 1

« =MTIA [|O|HO0| 250 AFEES A S0  Ingredients restricted under the Cosmetics
M HESIX| UL Z{0] S HE ME Directive when used beyond the allowed

« SMOIOIEHESF, L= AXo AFE0|AL otH conditions and restrictions laid down in
‘dol ZHE[O] UX| Y HE Annex III 1

e JIEIM =2 HMAEE =Z=NHOAN ™Haztst 3} « Ingredients with toxicological data incompatible
SEAZRTF HESEA Z0 QX U= F with the intended concentration and use;

o MA HIET  XIME£H 0| CHEIN Annex « Ingredients which do not have sufficient
IV, VI, VIO HA&ESteE MHEo|l, fH&de toxicological data and/or safety in use
STt ALEEL(0A AtEDICL experience;

« Ingredients which are not properly characterized
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either chemically or through the extraction
process for natural extracts

¢ For colouring agents, preservatives and/or
UV filters, ingredients must be substances
listed in Annexes IV, VI or VII respectively,
within the limits and under the restrictions
laid down in these annexes

16. Data to be taken into consideration, besides

16. EHE1|O|E1 Q|0 m2H|of Bt= AW ZA Ot those directly relating to toxicity, include
o| Z{0| L} positive identification of the ingredient,
. $I_J§9| MBSt AR (ELE2E ESSHD potential impurities of relevance,

« SZ|3tEt™ MAN 2y physico-chemical properties  andanalytical

« L2 MEo| MR chemistry, potential interaction with other

- dojgsd ingredients of the formulation and possible

role in skin penetration.

17. The toxicological profile of a raw material is

17. 29| EM=Z=nie Z7{/H|E70 FF—,'_P A obtained by analysing available data,
0|, 2tHG|O|HE o5t 4=s{Of TiC} published or not, concerning the raw
vitro, in vivo O|O|E{, AA|EG|O|E, TOE I_lf material. These data may include results of
StO|O|E{ 7} SfESICE Al IRt MER AFE in vitro, in vivo and clinical testing, as well
2xo| =20 LM = E3| FolE 7|20/0F as results of epidemiological studies where
SICH= ZHe gulsic) available. It is clear that new ingredients or

ingredients used in a novel application

require particular attention.

2) £d0|ojEe EEA

18. ZgHolEe| & FEU2 FZISSXAOICh HFERM=As otol/?ldE22e S50 2 F3te0 Utt
HE SEARRE SJOOIEHet 2AYE 0| cHl{of ofH, A= M=EXA 1= HIOIHE EH
SIS XM= 23FoioF ottty S JHO0IHS| S50 tsiM= OECD7Zto|=z2tel SO P& of U= O
Mol eHEElo QULH

19. fE =ZJHOIHZE Chaar 22 AS0| AU

« Toxlinedt Medline 52| O|O|E{ H|0|A

e CIR 2|ZE(Cosmetic Ingredient Review, O| =3 EHEHELH3F])

+ SCCP 2|2 E(the EU Scientific Committee on Consumer Products, & & A H| X} 05| 21 5))
« ACSB Z|Z E(the ASEAN Cosmetic Scientific Body, OfA|CHa}Z&E a7 | 4

e RIFM 2 -T2 (the Research Institute for Fragrance Materials, &¥2=7% 77|32

o Ot E A HEXtZ (Safety Data Sheets)

o XpAF L AR EH

« HETtO| ol RASEIIC S54 ol

‘_

20. AnnexIIOfAf VIC| &0 CidfA = S3HOIHE =ERsttt. B AnnexVie| §E5 CHE SH2Z
FEO 52 552 ME8Y e MZE JEE ZR= ot



21 Rz g2 HEEMEAIL Yot7| olZH g2 SeAZFH MSE= IFRAZIO| =20l X[41EHo)
=31 Z

ASEAN Guidelines for Safety Evaluation for Cosmetic Products

QHEMT 7} 710| E2I9I

22 EMGO|EQ] AA 2.2 SOURCES OF TOXICOLOGICAL DATA

18.

19.

= guolge F&

RN XX SE/QESEO SEE 9 Fg ingredients are the suppliers. Raw material

=
o] QCt f/E ZIZXE2EEH E=MOO|Eet manufacturers have to comply with national
SHME Ao LHjof 5tH, F}=E X=X} legislation on chemicals / dangerous
oA & E1|O|E1E MH|SIEE M= QHO|0f substances (occupational safety, transport,
SICt. =MO0|Hel SE20| CHsiAM = OECDZ} packaging and labelling). Most effort should
O|EZ}2l S0A 0I7HE|O1 = CHAEHO| st™ be made to collect toxicological data and

T|0] QUCFH other relevant information from the
suppliers. It may be necessary to encourage
the supplier to conduct additional studies.
Because these data can be needed for
regulatory  purposes  other than the
Cosmetics Directive, the use of alternative
(non-animal) test methods is restricted to
those which are generally accepted (e.g.
OECD guidelines).

CtE EMHHOIHZAM 0|89 Zd0| UL} 19. Other sources of toxicological data may be

aetE A obtained from:

Toxlinedl Medline 52| OG|O|E{H|O|A « Scientific literature, databases (e.g. Toxline,

CIR 2| ZE Medline), reports issued by the US

SCCP 2|z E Cosmetic Ingredient Review (CIR) program,

ACSB 2| E the EU Scientific Committee on Consumer

RIFM R l-Tef=

X|—A|— I_H Al E=3 | A'I JH

HE2710f ofst FAHdZ el 5549

20. AnnexIIOf| A vu0| MEO| CHaIA

£ gZasic

OFME 74 HEXtZ(Safety Data Sheets) Scientific  Body (ACSB), the Research
Institute for Fragrance Materials (RIFM)
t=1ge]| monographs, reports by ECETOC, NTP,
BIBRA, etc,
 Safety Data Sheets;
« In-house experience with the particular
ingredient and cosmetic products containing it;
« Expert judgment based on similarities with
chemically related substances.
ZM40|0|E | 20. Ingredients listed in Annexes III to VI of the
b, AnnexVIQ| MBS CIE = ASEAN Cosmetics Directive do not need
st M= A supporting evidence provided that they are

=
Ho=z H’SEEr =2 552 AE

2 A ZFXA0|Ct | 18. The main sources of toxicological data on

Products (SCCP) or the ASEAN Cosmetic
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21 drxdg2 SHYEMEZAL Y57 ofFCh
g2 SSAMEREH MIEE IFRAZIOIEEH
ol mEn A=K elg A

used as specified in the Annexes. In the

case of substances in Annex VI in which
concentrations higher than those specified
may be used for other functions, supporting

information is likely to be necessary.

21. The composition of fragrances and flavours is
the
manufacturer and use should be made of

generally not available to cosmetic

the safety evaluation as well as conformity
the
Association (IFRA) Guidelines which have to

to latest  International  Fragrance

be provided by the supplier.

22. AE0o| QY H b= ChE WRED ofLEt o =HE n3Y A
23. n2{sfiof st= A2 Z A 0[ste] Zi0| ULt
c YT SR
« AELE (TR0 HHECH 22 0], MOfHLY)
- AEEE
« 19| M EE
« AEHIE
- EOREEA
« AFEF (Y, RO E TR
« AEAIZHEOL = MEF, NOUX| B= HF)
s E JAZE 7hsE0l A oA Ttst RAE
« O R4E(20t 2HB)
c OldEl= EOHE
« BiYEO LEE= EHeo DREo HE
- F8E=E UNES g5
A’ dE7t 7tol =2l
ASEAN Guidelines for Safety Evaluation for Cosmetic Products
23 A EB/EEXU 2.3 CONDITIONS OF USE AND EXPOSURE
22. Y59 UM/ HdHEHIt= Ch= gftHEsnE OfL|2t Of | 22. Evaluation of the safety of ingredients is
g =HS g A certainly not adequate as a stand-alone
procedure but
has to include considerations of exposure
(magnitude, route, duration, frequency, etc.)
23. 1 28l0fF St= Ao 2 A 0|5t9| Zi0| L} 23. The following parameters have to be
- JIEE =2 considered:
o AMBHFH(T 0| HIELCH AZ2O], WO{HHChH « Class of cosmetic product(s) in which the
c MBS ingredient is used;
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rubbed-in,

(e.g.
sprayed, applied and washed off, etc.);

Method of application

Concentration of ingredient in product;

Quantity

for each

product used

of

exposed to
systemic

children, people
to

areas
relates

skin

to
which

Site of contact (e.g. mucous membrane,
point,

application;
sunburnt skin);
leave-on products);
increase exposure;
with sensitive skin);
Application
sunlight;

 Duration of contact (e.g. rinse-off products,
last

« Reasonably foreseeable misuse which may

« Quantity likely to enter the body.

 Projected number of consumers;
This

« Frequency of application;
» Total area of skin contact;
« Type of consumers (eg.

availability, is a critical
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w
N

w
w

34.

35.

of A= dES MBS dRetr HFHLCZ MBS WS AE5Y OREHTdS =Qlst=
= Z 5ot

&0 2ot HIolHE EXNY| sHMie XJHBAML 2R2UHEdS 5 EH5H7| E5E0HHtL
&0 Az BRE F7h invitro J/E= A SHEOARS HA[SHCL

Aot 7|&2 AMESHY 0|8 7tstt HOIHE E5H7| fI5HY in vitro A|lgdE HASHE L =
Hdof tishM= olstel #HEol ULt

e BCOP(Bovine Opacity and Permeability Test)

e FLT or TEP (Fluorescein Leakage Test or Trans Epithelial Permeability)

¢ HET-CAM (Hen's Egg Test-Chorioallantoic Membrane)

« RBC(Red Blood Cell Test)

« TEA(Tissue Equivalent Assay)

oeAgd 3 Wde Z208 /Es RE[HozE HAIE AR ZTE[0 AEES ARESHY =old
QL.

ALEROf AOIMO| YA 2 EUNM ZEEO A= Aar 22 GCPOAM HAB{OF otCt A[@0]= O

of 0| Yrt.
COEREE

HM=2HE

- BEHHEES HMoHEs nef)pt Al
o A& (in-use)A|& Sl/EE= A& (market)A| &

A
T

ot

/887t 7tol =gt

ASEAN Guidelines for Safety Evaluation for Cosmetic Products

3. X|ESH|Eo| ot™MHH I} 3. SAFETY EVALUATION OF FINISHED PRODUCTS
24, SIHECHHMEIIE 2| ALRYHO| R3S | 24. The assessment of the safety of any cosmetic
Ct & O = AU 5510 =22 MF = product clearly relates to the manner of use.
= 390| 950 Sxh= 22 Y2 Algtt This factor is most important since it
HO| o|&ESIEE JIE =93t QXIF =IC) determines the amount of substance which
may be absorbed through the skin or

mucous membranes, or ingested or inhaled.
25. M=1t 0| = HHIAL MHEO E=MEA | 25. As mentioned above, the main sources of
EM Ol O2FE ZMo| HE0 &3t 0|8 7} information are the toxicological
=5t AFZHY| LMo ™A /JHMel 4 characteristics  of ingredients and the
S, O08AN 2XLZA 52 =gtstcho|ct zt available human experience (including market
MEO MAsH IHE T ZJF QULCH =2 At experience, beauticians, factory workers, etc.)
2430 Q= HdEN MAMHENEs EdS = with  similarly composed products. Each
O£ 7|20{0F 3L}t MM EILY| Ztst Ols)d ingredient has to be considered carefully.
2X= 2E 0|8 753t MEE Fo| Z4A &4 Particular attention should be paid to new
ESt 30| J474Q] Ao CHH ™ME7tQ| Tk and novel ingredients. Open questions of
o o|st Ao 2 SiC} safety assessment are defined by expert
judgement in each individual case after

careful review of all available information.
26. AHIMo 2 B AE0| &Y, 85 U CHE | 26. In general, the potential of a cosmetic
- 6" -
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2= IR WUEEYEHE0 UAe 782
d&2o| £40l 25t Eotg = Ak 13
Lt 7|ZH0IE siMdES fIsHM= ATzl
E2 &0 135k Aol JtE Fash 20|
Ch. O|Z0fl= Oi7HAI7F St= el 7tsd &
Er ZotEich O|A2 Zolgs £ Hiled
o HYZ=of 2her HZH HO|H0f CHSHY
55| SOX=rt d8Ees 8¢ 4258 &
He 42 Zdd(RAtY, #dE dg2/2e
=0 2%t SEGHOIH, 0|2 & )0 2/A
Sl "WILE| D in vitro A|™ Sl/oe= OB XDt

Algds ALESHY HEEED

product for sensitisation, genotoxicity and all
other types of systemic (toxic) effects will be
evaluated on the basis of the properties of
the ingredients. Adequate consideration of
human exposure is, however, of paramount
importance for the interpretation of available
data. This
potential

involves an examination of the
This holds
particularly true for percutaneous absorption

role of the vehicle.

or quantitative data concerning any other
route of entry into the systemic circulation.
The question of possible interaction between
different ingredients will usually be evaluated

on the basis of experience (similarities,
published data on related
compounds/mixtures, theoretical

considerations, etc.) and may be controlled

using in  vitro testing and/or  skin

compatibility tests.

27. EBHE AEA|Q QtMH(safe-in-use), £3| | 27. For assessing the safety-in-use of a finished
ZEL|M HIIE QsiME SHEst= 7|0 A product, especially the local tolerance, it can
OLMSIA AfA|THONE|O| Q= CHE XM ED} H be very useful to compare it with other
wot= o] ES| 9895ICt formulae successfully marketed by the

company.

28. MHEO| 7|EMES Ct&=gt Xe HZAZO0| | 28. If the new product is a simple variant of an
L}, SAMMZO0|O, 0|0l AR Q= EA g existing product, or if the formulation only
H(sD)o| ¥F = MEOICZ £ A= 4 consists of raw materials or ingredients
L= =71 M MEHOIH= EHe QICt previously used in similar products at

common use levels, then it is likely that no
additional safety data will be needed.

29. ¥E7 ME2 HHOo=Z AEL|Y U= AR | 29. If raw materials are used in new ways, then
71 OtMMOO|E 7 QAMMTEIIXIO| 9|5+ additional safety data may be required by
ST7E= 0| ULt the safety assessor.

30 M 2 E= 7190 UM M2 fFE | 30. If novel raw materials or raw materials new
Areg 42, 20} MMt HET ZHQsHo). to the company are to be used, then more

detailed information will be necessary.

31, FEYM2 F=2 MH™Q MHEo| o|=38t1 | 31. Local tolerance largely depends on the whole

- 62 -

Kkea




formulation. Consequently, even with known

and safe in- use ingredients, it may be

_63_

slEtHto 2 EASE "HS ALRSe I8N necessary to check the skin compatibility of
St S 20Ist= A2 = QB a new formulation by appropriate testing.

32. d20f| &3t HOIHE EXNY| oAM= %FAX | 32. When exhaustive analysis of toxicological
Zo Mo ZELIME =AMSHH EHSH| 2= data on ingredients appears insufficient to
BSICtn M2 o Qe 4= F=7F in vitro define with certainty the local tolerance of
SlI/EE= AR SHE|OAIE S AABHC} the finished product, additional experiments

can be performed in vitro and/or in human
volunteers.

33. MHESE J|&=2 ARSI 0|8 7+s¢ HO|EHE | 33. In vitro testing may be carried out to
H2517| 31 in vitro A|EE AMAISHE = complement available information with the
Ct. = St M0| CHs = O|ste| etEio| UL necessary use of appropriate benchmarks. For
« BCOP(Bovine Opacity and Permeability Test) ocular safety, methods such as those listed
« FLT or TEP (Fluorescein Leakage Test or below are available:

Trans Epithelial Permeability) « BCOP - Bovine Cornea Opacity and
« HET-CAM (Hen's Egg Test-Chorioallantoic Permeability Test;
Membrane) e FLT or TEP - Fluorescein Leakage Test or
« RBC(Red Blood Cell Test) Trans Epithelial Permeability
« TEA(Tissue Equivalent Assay) e HET-CAM - Hen"'s Egg Test -
Chorioallantoic Membrane;
« RBC - Red Blood Cell Test;
e TEA - Tissue Equivalent Assay.

34, mEXste 8l Yd2 2oL gi/e= 22| | 34. Skin compatibility or tolerance may be
Moz AMAE A2 2HE|O] AlEHE AIRSIY checked using reconstructed skin models
zHolgh 4= QILC}. and/or ethically conducted trials on human

volunteers.

35. AFEHY| AOIA Q] AMA|AEEZ EUOA =HE|0] | 35. Clinical trials in man should be based on the
A= Ziat 2 GCPOIA AlA|SHOF SHCE AlH™ principles of Good Clinical Practice (GCP)
0= 0|stel Zd0| ULF. such as that of the EU. The following type
. GRIZANE of tests may be performed:

s WAEANME e Open epicutaneous application (single or
- HEHYES FMoHEs 2ot Al repeated);
o AM2(in-use)A|&d SI/EEE A& (market) Al + Closed epicutaneous application (single or
repeated);
« Controlled application tests;
e Further testing may involve in-use tests and
/or market tests.
(5) erxdel S
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4. SAFETY CLAIMS
a safety claim

If

36.

to be
In most

has

it

tested"",

supported by adequate evidence.

“"dermatologically

be necessary rather

appropriate  human testing on the
than animal testing. The testing must meet

finished product will

cases,

a

for

requirements

necessary ethical

all
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One

this respect is the safety assessment by a

trial.

clinical
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=Mooz BX7) K= ASEE gl/rs » Whether or not particular endpoint(s) have
HEMO| Hgl7l AojLt= 7Fs5M0| /=X to be considered for a given ingredient;
MEB o= XNEZHEO 2Tt 20O E » Whether the data available are relevant and
QK| sufficient;

« Whether or not interactions of toxicological
relevance and/or modifications to
penetration are likely to occur;

« Whether or not complementary data are
needed either on ingredients or on the
finished product.

0|8 7ts% MOl U L=EXZ0 9/73t0f | 38. A modern approach to safety assessment is
OIMMIEIIE AlA|SICE OO 2= XA 7K based on a thorough analysis of available
Hre ot MHEIIRIQL ANEERMXIZE UESHA data and conditions of exposure. Ideally, the
AA SO FNE A|EE S| XOF s} development of the formulation should take

into account these elements from the start
by a close collaboration between safety
assessor and formulator.

Aot oo MEs HMYSHH MEHsto | 39. A proper choice of ingredient at an
2N Mzt 2| AT0E 50, SM=EM, get adequate concentration level is sufficient to
A, MAMEMAE 2 O = U, Z4EM avoid the major risks (e.g. genotoxicity,
2AFE AEYSH "MK goe = QACcH M carcinogenicity, systemic toxicity) and also to
27 ASXgo| JisMat Oj7fAel dstol 1 avoid, to a large degree, sensitisation.
o0 Z2|A3AT7F TILE O QJQOoH, [HEEQ Testing on finished products is unnecessary
420 XEXEO A Al EQSHK| QUL in most cases to assess these risks, provided
e A2 0|8 7tsst BE ™EO A Y3 XK| potential interactions between ingredients
= XAlL XE=XEC AFME TISI=ELH = and role of vehicle are considered. In most
20 ZA0|Ct 2HHs| M2 Hd2, ME2 842 cases, the knowledge of all information
O =g, = AR A9 QHEIMO| T AE available is sufficient to assess the safety of
0] 9= HiTtEtHA AL0o|= =JIA|d0| Te finished products. In the case of totally new
StA =Lt L} D= Z20| UON 222 ingredients, new combinations of ingredients
oAt ZEGO|He M2 S ANgo st = or new formulation processes  without
£ MEE OIMEIIXIZ 8T GIIE 28} safety-in-use experience, additional testing
=0 o|&8%l7| #|& ~EHE SHOF BIC}. may be needed. However, in all cases, all
information on ingredients and formulations
should be made accessible by the suppliers
and formulator to the safety assessor to

ensure an adequate safety assessment.
MYHIA = ofst, =43t o|st 20F IE= | 40. The Safety Assessor should  possess
=3t 200 Ao & AtHE 7K /Yo, qualification in relevant fields for example a
SIEES| CHHEEII Cisty MAESH SHZ diploma in the field of pharmacy, toxicology,

- 66 - /KCA



2 UO{OF ohot.

dermatology, medicine or a similar discipline

and be suitably trained in the safety

assessment of cosmetics.

41, QFM M WULRIO| ' B MB = 01 Z=Q3ICt | 41. The role and responsibility of the safety
SIAEY M™M= orMAMmIIEOor XAES assessor have to be emphasised. It is in the
X, ERo|ldsHy R2|TS MK Us interest of the company to select a person
P22 AMEHSI= Z{0| 7|€E ¢+ ZH0|7|= knowledgeable in the field of safety
StC}. evaluation applied to cosmetics and who is

responsible and ethical.

42. Ot M EHIIXE A SYHAY Eo = QIOM, | 42. The Safety Assessor does not need to be an
MM XtA2 7K 0 QoM o7 |atof &38| employee of the company and can belong
e XetE = to an external organization or institution, as

long as he has the required qualification.

43, QFM M EIIRI= 0|82} ZO}oF shC}. 43. The safety assessor must:

o SISHEOL0| QUAOIMO EM U K2|H™H AHE « Have recognised competence and ethics in
OlAlSEDD QILC}. the field;

o OIMAMO| BAEAM HHESH =Mt Ol 2 « Have access both to the toxicological and
XN MEO H2E = QL o £59| 9|F, to the analytical information pertinent from
& =0 /=59 =&, =9 Z2E (Y a safety view point. Some questions are
758 42) U MgE ne|gtd, Az 22K} likely to be raised by the safety assessor
o 93l 7|&= Agol MA, EMHsXo=2 concerning, e.g. purity of raw materials,
S2X7F € 7540 Y= 250 HBEAM impurity profile - if available, and control
S0 Ztst o|20| QHMAMEIIXRIO| 25t A procedures applied, detailed information on
718 4% Lk a test mentioned or referred to by the

o HEo MAN =MHo| 2OSHX| AUe=Ct supplier, quantitative analysis of an impurity

with a potential toxicological relevance, etc;
« Not be involved with the commercial
aspects related to the product;

44, QtM/HEHILO| UOMeE IIEEHLE Y EEFAH | 44. Safety assessment may require human testing
Zo| mEXMSMEE ZTASE?| Bt AFRNY Q0] to check skin compatibility of both cosmetic
Mol AlEOo| ERstA & == QUL gzt Al ingredients and finished products. Any such
o MHS QE|H QHES TEEA|F{AM AAISHOL trials have to be carried out following the
ShC}, appropriate ethical requirements.

45, QPG EIIXEO| MEtZ2HIE E|l= A2 0|5let | 45. The judgment of the safety assessor relies
22 Atgolct on:

e J|R|MEO EMBNH EM Gl A2 A|Q OHA « The knowledge and experience of
Moj| Bt X|Al 3 A toxicological properties and safety-in-use

e TQ L QAIMEZ Q5= HEQ AR of the known ingredients;
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46. QtHHEHIIAt= OISt Z0| AE3t= Z0| E | 46. The safety assessor may conclude:

AlQ] QtFM O] « The history of safety-in-use of products

O|X|el &, S AF2ZEH0| Q= M2 M containing the same or similar ingredients;
Td=0f 2o Y=+ kst HOolEof gt © « The expert judgment of the set of data
=& T available on an unknown, new or novel
Qs AR, oLt £ O O|M9 M8 &= ingredient;

X ESHME0 CHstY 2O{F F=7 At « If necessary, the results of additional data

obtained either on one or more ingredients
or on the finished product.

Z10|LC}. « The product is safe as such without special
SIS HEES QtMstn AR FIZA Fo|x warnings or precautions;

ZIQSIX| Q4Ct e The product is safe provided a given type
A2™O| ZM(BHE)E AtESIH, £t HUE of packaging is used or provided a warning
x715t0 8-HE HOF AMSHH FESIH, = is added or the mode of use and usage
S HEAEE AMAISIY £2 A7 oK instructions are defined more precisely or
H siFHES HHSCt provided a complementary test with
SIS EE o™ s 20 Cfsto ot favourable results is performed;

TSR] QLY. « The product is not safe for the proposed
0|& 7ts¢t HOIH= SHEHBO| ATLX| use;

O|HX|E moist=h =&t Z40| ofLH, = « That available data are not sufficient to
23t MEHE 7| QM= AlEES O AAE determine whether or not the product will
et Lt be safe and that further studies need to be
EXst ot Mol Y YUE & £ QL) EE= carried out to obtain the required
oiCt. information;

 Specific safety claim(s) may or may not be
used.

I/ ™LAt ZEZE0| SN EO] HMHMQI | 47. A product cannot be marketed if the
L AT & U= A2XZAHNA S OHABEHK| conclusion of the safety assessor is that the
oo Z A|mSjME O ECHD EAS B2, product may not be marketed safely under
|[Z2E MAIE = QICL XME AL A9 OtH M the normal or reasonably foreseeable
O ZHHE SHMMEIIXI0| Qs A= T3 conditions of use. Recommendations by the
OfF oiCt. O HI= OHMMEIIXIZE AMYEHEID safety assessor which are relevant for the
S5t M MEI=Mol YLAETL E|l= ZAO|LCH safety-in-use of the product have to be
SFLUS 420= =20 N -3SHOF StCt followed. They are part of the safety

statement the assessor signs which should
be presented, together with the qualifications
of the safety assessor, to the relevant
regulatory  authorities  (inspectors)  when
required.

. QP MHEIIXIS] MEE A EXMZTYXIO|H Z | 48. Selecting the safety assessor thus appears to
23t EXCL O|de HH™ol Zxweot ofLzf be a key issue for the manufacturer of
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4) g=/E80lH

52. Olste] MESH YE(FR)E YN0 MS3HoF oot
« Z|4alE IFRAZIOIE2HR! HetSEAM
« MSEHOl 27 st et s =

UH/dE7t 710l =&fel
ASEAN Guidelines for Safety Evaluation for Cosmetic Products
6. ¥ 8 ZZXlo| xHl 6. Raw Material Supplier Responsibilities

1) stebd 2 1. Chemicals

49, o|slo| MASH HEE HAXNO| N Z8HOF BtCt. | 49. Provide its customers with adequate
- SC|&/FISHH/OMEAA-o 2 information as to the safety of the ingredients
« AnnexIIO| A FFsHs HE20| EXSHA| %2 | supplied:

A@EOEY = Q= DEHE, o S22 A s Physical/chemical/microbiological specifications-purity
Q|stCh e Absence of Annex II ingredients beyond
« EMAIY: unavoidable traces (e.g. heavy metals)
- gNdNEM « Toxicity studies:
- 4nmB)s4 o Acute toxicity
- O E(E)A=2 o Dermal absorption
- MOxj2(Zest 42) o Skin (and eye) irritation
S = N o Mucous membrane irritation (if necessary)
- ol gd=sHd o Skin sensitisation
- HO|M o Sub-chronic toxicity
- FEY L FHO|AN(ERY FP) o Mutagenicity
- AMFEIAIEHOE(ERY 89) o Photo toxicity and photo mutagenicity (if
necessary)
o Human data (if available)

2) MEFEEE 2. Botanicals Extracts:

50. O|glo| MAESH MEE HAXMO X &SHOF StC}. | 50.  Provide its customers with adequate
« MS/AMNEERS STHYH information as to the safety of the ingredients
« SL|SAOEERE-= supplied:

o A2k « Proper identification of the plant/part used
o« AnnexII A ™St MEO0| EX|oIX] &2 *  Physical/chemical/microbiological specifications-purity
ARlog = gl= oEdds o 552 A * Pesticide level
Q|5 « Absence of Annex II ingredients beyond
« TAANY unavoidable traces (e.g. heavy metals)
- O EX=2-Z= « Toxicity studies:
- Ho|alM o Skin irritation — sensitisation
- =N 9 ZHo|YMEeE ER) o Photo toxicity — photo sensitisation (if
necessary)
o Mutagenicity
) SEFEE 3. Animal Extracts:
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« Z|AlT IFRAZIO|E2}Q1 X
- MSEFRIO| ofAH 2t xTior

52.

FHOAY(EeY

X0 XSl oF

St

S EAM
sk

51. with
information as to the safety of the ingredients

Provide its customers adequate

supplied:
 Proper identification of the animal/part used

Physical/chemical/microbiological specifications-purity
« Absence of Transmissible Spongiform Encephalopathy
« Absence of Annex II ingredients beyond

unavoidable traces (e.g. hormones,
antibiotics, etc)
« Toxicity studies:
o Skin irritation — sensitisation
o Photo toxicity — photo sensitisation (if
necessary)
o Mutagenicity
4. Fragrances and flavours:
52. Provide its customers with adequate
information as to the safety of the

fragrances supplied:

+ Certificate of compliance with latest IFRA
Guidelines

¢ Maximum safe concentration depending of

the product type

(8) RIZXto| B
53. 0[3}9| Z40| QL.

- ZZHEO AoIM| HisE=oAMel ATF0| =HQlE HigdEe Fo| #2 dH
- ZZHBOAML LGSl =l
c HEo Eds RAGHL 7hstt o QARG O|F =7tsth AtEiE Tistr| fle HES =T U
o ASEANSIEEGMPEO| HE
- SR Od=ty, ofefy
- Aot BAlL MEQ 2Y 8% A HU|YHe 23 ZnEAED 49) U MLV 2H5AS B0
CHX3HOF St= HAETH =X
« AT ZOMel £E80] HUS Mol Mo SH
- FHEL fI=FO oieh HEeh =X
« ATGEIMAI] HES MHY
- 7‘| -
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QX EEIt 710l =2l
ASEAN Guidelines for Safety Evaluation for Cosmetic Products
7. H=Xlo| M 7. Manufacturer Responsibilities
53. 0|38t2| Z{0| UL} 53. Including:
e XEXME0N UMY HiTtsEZ oA OtHM « Careful selection of cosmetic ingredients,
O =Ol=l HjStMEQol Fo| 2 MEH making sure they will be safe at a given
o XZHEO MO ZELfAMO| =0l concentration in a given finished product
« HEo| EME {X|St1 7t 3l A1) ¢ Checking local tolerance of the finished
=52 AIEE Tshr| floh Ao =E MdH product
o ASEANSIEEGMPEO| HZ e Selection of adequate packaging to
o« ZAE|: OMETHH, 5}sHA maintain the quality of the product and
o MASH HAl: NEO MY, 28 4l nj7|gty to avoid, as far as possible, risks of
of MY, A(HAEst 42 U misuse or accident
AlDop ghMsid S Ao CHY . Applying ASEAN Cosmetic Good
8liOF 8l= MMAETE =X| Manufacturing Practices
o A|EX|ZE0|MO HEZEHE0| A E Mo MA ¢ Quality control, mainly microbiological and
St did chemical
o QAIHZADN QXE0| CHzt METE K| » Appropriate labelling: presentation of the
o OFMMIIIRIO| HASH MEH product, instruction for use and disposal,
warnings (if relevant) and appropriate
actions to take in case of accident
« Adequate procedures in case of side effects
with the marketed product
 Ensures corrective action, follow-up if visible
product change or adulteration is advised
from the market place
 Proper selection of the Safety Assessor
(9) THojxt: EI*EEI”E12I He
54. 0|s}te| Z{0| QlC}.
« MZ=Xtof CHS P0=| HEttdes &g = A=(CMPE Zgotny) HES A[2HEZ 7HX2 A= A2
2ol
« A 2o AIYEEE HEA Uk, des Mot 7|58 E5t= At SAIO HES AZ]0f
M Z=RHO| A 20tk
- 20t EAE0 gt @229 4
QH’8Et 710l =2l
ASEAN Guidelines for Safety Evaluation for Cosmetic Products
8. WOX}: CIAER|HE9 ME 8. Distributor Responsibilities
54. O[5tel 0| RULY. 54. Including:
o MZ=XtO]| CHSIY HMECHHEZ =olgt = U « Make sure the manufacturer has the
=(GMPE =Z&holch EAESH A|AHES JHX|D adequate systems to ensure product safety
= 719| ol (including GMP)

Kkea



« Collect information on post marketing
experience and transfer such information
to the manufacturer on a timely basis,
determine trends and keep adequate
records

e Report any Serious Adverse Event to the
Authorities

10) g=o| Mz

55. 0|s}2| Z0| UL}

« SERYar ot =t

o AZOMel B AT AL

« NEZH™Ent(Product Information File) ZtA}

« AN W AT HAL

- 0t BEAE A= gt 522 HES =X E 4TSt

« ST o5ty 2[237F FElEls MEL f=F0 oM = 25 HMES AME22R2H 3+5t=
A 22 =XE gt

QH8EIt 710l =2t
ASEAN Guidelines for Safety Evaluation for Cosmetic Products
9. Et=o| XM 9. Regulator Responsibilities
55. O[stel Z0f RULY. 55. Including:

SN tHY = « Ensure public health and safety
AZHO MO HE T AL ZEA} « Audits samples from the market
HEZ™ 20 (Product Information File) ZHA} « Audit PIF
SIALAE LY AZ LA} « Inspection of company premises
HZtet 222 Alo= A 3522 NHE + In case of Serious Adverse Event collaborate
ot =X E AL} with the Industry to take proper actions
S0 sty 2237t FEE= N3t + In case of product testing showing potential
FI=E0 HsfM= 2= HES AIZLEEH risk for human health or adulterated
oltle AL 242 2XE AATL product, take appropriate measures to

remove the product from the market,
communicate with the public and take
appropriate action on the responsible
company/person
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6-2. 2X2H 7 JI0|E0fHY
X Z=X: Hztg 57 J710|E2tQ(A Guide Manual for The Industry: Adverse Event Reporting for Cosmetic
Products)

OtMI 2t EXIE M3z=1 S 2004H7H0| W0M 7H=[E OtM|QtetE Z 2 J2O M xHEHE X ZF HHd
Al = ZAREO et E|AFHM HO|Eo| 2fASHY AMF2l AE = HA0A fojLt= 28 oy
=
=

st HRoh =XE Fots ROl ioto] Falst Aoltt olsto] 1 /ieE d ot

O

=

= ZIOlEOfmLoME O S8 of2lel Folot e AT 2o RAEENS =2
2 ot OtM|ete|d=el HAIF=Z0Me MBEAT LS SRE FUote As =X
Ct

o A0S BtELEo|= SfoF E QHE - HIO|H #2[e=2 O[stel 27HX|§ HY &

o
. £xtgEmo| 47t El, 3180l Folot of3lo] Yol
L RXBENE 57| 9B MU W

ot = 70|EErRl2 Y| Xel TIEet @Ml #HES ooty o et g e
Bxt2E7 7t EatQl

A GUIDE MANUAL FOR THE INDUSTRY: ADVERSE EVENT REPORTING FOR COSMETIC PRODUCTS
1. =9 1. Introduction

ObM|Oto} A Z XA HM3x1 Y 200470 BH=20f | Pursuant to the ASEAN Cosmetic Directive,
DI E AN A XHEHEI XM|ZE ©CF | Article 3 (1) and the Discussion Paper on Post
MM Gl ATt & ZIAIFE0| st CIAF{M I 0|y | Marketing Surveillance/Product Safety, adopted
of O A = ZIA|IO|A YOjLt= & | by the ASEAN Cosmetic Committee in its second
£ $Hota, €Qst XX|E ZF St | meeting held in Bangkok June 7-8, 2004, it is
2

=]
|3t ZO|Ct. O|3}0| 2 74K | important to harmonize the mechanism to gather

= Yol ohsto
£ M3ICt and, if necessary, take action on important safety
information  arising  from  post  marketing
surveillance of cosmetic products.
2 J0|E R0 O BEAE0F 0129 9|t | Thus, agreed definitions and terminology, as well
S A Zo| BEXEHNO| mEMAE SYUSH| as procedures, will not only ensure uniform
Ao Z Sl OfM|Otz| =90 ZA| E=27H0|A Q| A| | standards in the adverse event reporting process
ECHHEEES 38 E =Xl AS SH2Z & | but will also facilitate product safety information
MEl Z40|C} sharing among ASEAN Regulatory Authorities.
o A|™HO|Mo| st Lto|= 8ljoF & OHM [ O|E{2t | There are two issues within the broad subject of
2|st=2 e 0|6to| 27tX|E e Zert QCH safety data management that are appropriate for
o HXZHTNO| AMTI EE=, BEXZ29| ™O|Q | harmonization at this time:
oF o H9o + The development of standard definitions
« BRI HNE 17| Qe METH g and terminology for key aspects of adverse

event reporting, and
« The appropriate mechanism for handling
adverse event reporting
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ISt 2 JtolEZtol2 J|aXel FHEQF HAX Q| | This Guide shall be revised as necessary, to take
HME DT85l EQo et 7™ =ICt into account technical progress and regulatory
developments.
@) 82 - o3
1) E%t2(Adverse event):
SAYES Y B2 V5 = Us M ALBSIAS WO LOojLt= Folo = 0|2l ArY
2) Azt 2Xk2 (Serious adverse event):
- Atgto| o2rt
- HELZ 9 A0 Aol 2|A30f HO0|A it
- QY/XRE W= 3}
- Hoj 52w
2x25 7 Jlo|E2tel
A GUIDE MANUAL FOR THE INDUSTRY: ADVERSE EVENT REPORTING FOR COSMETIC PRODUCTS
2. o] . 03] 2. Definitions and terminologies
a. BxrZ(Adverse event): a. Adverse Event:
SIES B4 22 o=y = Y= AZO|M | Any genuine harmful or unintended event
ALEsIE o LdojLt= [t E= O AQ| | reasonably  attributable to the normal or
Of Apat foreseeable use of a given cosmetic product.
b. AlZt5t HXLE (Serious adverse event): b. Serious Adverse Event:
o AMZHO| O|ECL} A serious event is any untoward medical
o« HXE HEM A0 AFHQ| 2|AA0| =0|A | occurrence that:
=t » Results in death,
« AUY/XZE HQZE BC} « Is life threatening (the term life threatening
- Zoj 52 L refers to an event in which the person was
at risk of death at the time of the event;
e Requires in-patient hospitalization, or
e Results in persistent or significant
disability/incapacity
(2) EnX}
BAEHNO| AA(LH[RL HAAHY 27 S)0 Z210] AlFo| MYS X AL AS0] FAHELENT}
2ok OtMeF 2t Ligte| =2t o Eng A
2xr2 8 7to|E2tol
A GUIDE MANUAL FOR THE INDUSTRY: ADVERSE EVENT REPORTING FOR COSMETIC PRODUCTS
3. HOX} 3. Who should the industry report to?
BHAEH 0| AA(AMH|XL, HAAHO HEZL S)0| | The company or person responsible for placing
AZIQI0| AZMEAl MAZ K= A E= J4RI0| | the cosmetic product in the market shall report
Bt g a7 dHlSE ofMoF 2 Lzt ZAE&HO | to the regulatory authority of the ASEAN
B sof stCt. Member State where the adverse event occurred,
regardless of the source of the report (consumer,
=75 - / KCA



| healthcare professional, etc).

(3) HApE

1) Mzt RAgo| BE A

ozt 282 HF Hug A FOSHA 2 282 20 Has gt REE0| FE0 ¢
L T oMo Z e MolE RE MY $X80EA BIY Wast ACk HIB oMol ol
AE AlAStE SAH7F A= AS 2|0[stCt.

2) =2 YHMEOol HXrE (Non-serious/severe reactions)

TN CHH] SO2 Ho|fle &2 WSS LIEE SOSIX| %L (Severe)) RE20| CSfME LS
Ho| MSSHA HErd 2ot ok OS50 oisiAM e 200 @M JH7He] ARM(REAE)0iC HESH ol
ety xXZ HE A

1) Severe: 77| HZtE0f C{S}O] in mild, moderate, severe reaction®@ 2 X|A| L= LI|HEX}Z(irritation),

BxtgEn 7to| =2kl
A GUIDE MANUAL FOR THE INDUSTRY: ADVERSE EVENT REPORTING FOR COSMETIC PRODUCTS

4. B OALSH

4. What should be reported?

N
Q

koo

o 1A 1
ut rjo
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Of
n

4
o 1A
o
2 jo oA
fu o
mu > rot
10 0> mH &
Omp N 27

AL

X

=
|0

A

—_

ot © 1o o I o> o

(Non-serious/severe
reactions)

EHORZ OjHl S
L= StX| %2 (Severe)! £
a0 MS5HAH HEk
isiM= 200 M ZH7H2] At
Hek o=, e XS F|oF Bk
1) 7H7h e of CHSHo
moderate, severe reaction@ & HNA|L|l= LO|EX=

=

e S0 AY

HEAH
o

o
{Ct. =0

o
P S
X

o2 Forls &2
od_

=
F
e 48
ol
=

7t

J(EEE)0 o
o

Severe: =Py g in  mild,

(irritation)

a. Every cases of serious Adverse Event:

All serious adverse events should be reported.
Non-serious adverse events are not required to
be reported.

Whenever there is reasonable suspicion that the
cosmetic product might be the cause of The
reaction, reporting is necessary for all serious
adverse events as defined in section 2.2 The

expression “reasonable suspicion” is meant to
convey in general that there are evidences to

suggest a causal relationship or an association.

b. High incidence  of  Adverse Event
(Non-serious/severe reactions)
There are "non-serious” adverse events that

occur at a high incidence (as defined by the
ratio of events to units sold) of a single "severe”

reaction type that may necessitate rapid
communication to the regulatory authority.
However, appropriate medical and scientific

judgment should be applied for each situation of

ul)

non-serious, single "severe adverse reaction

that has a high incidence before reporting to
the regulatory authority.

1) To ensure no confusion or misunderstanding

_76_
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between the terms "serious” and "severe", which
are not synonymous, the following note of
clarification is provided: The term "severe” s
often used to describe the intensity (severity) of
a specific event (as in mild, moderate, severe
reaction); the event itself, however, may be of
relatively minor significance (such as skin
irritation, headache). Seriousness, not severity,
serves as a guide for defining regulatory

reporting obligations.

4) BE8EN0 A7

D XNFH £ 42 /0| JAes FHE

Mo, AR, E-HE F2 MO 28 AbdS Tt LhM 7 OJLfo) M&s| Z=Zhgo Eng A
EE BN = 8% O|Ufof o] ENEX|(H2-7THZ: Appendix 20(A OfAIL|0] ATHO| BLAIES 7| st
0 Eag A A=Ee ¥ e EeFEE NISY A

2) CHE oA 2HE

7] 2o HAet FAHE o= AtdS mpefsta 15¢ O|Ljo| =80 2agh 2

o
=
Hxtg2H 1 7to|Eztel

A GUIDE MANUAL FOR THE INDUSTRY: ADVERSE EVENT REPORTING FOR COSMETIC PRODUCTS
5. HXI2EH 19| A|7] 5. When to report an Adverse Event?

DX EA E= MEHO| QB0 e HEE a. Fatal or Life Threatening Adverse Events

3, "WAILZ], E-HY =22 EMO 2|8 AtAS | Fatal or life threatening adverse event qualify for

oS5t LEAl 7L O|LHOf Al Azs 1 | very rapid reporting to the regulatory authority,

| X| | which shall be notified (e.g. by telephone,

| QUCHO| ZE | facsimile transmission, email or in writing) as
QAR 7|t 2w A A=E2EOl QK0 | soon as possible but no later than 7 calendar
et ZeXMEE Hag A. days after first knowledge, followed by
completing the Adverse Cosmetic Event Report
Form (APPENDIX 1) within an additional 8
calendar days and providing any other
information as may be requested by the
regulatory authority.

b. CtE AZ5t 258 b. Other serious Adverse Events
A7| Qlof Alztst HENRO| CHSA= AtAFS et | All other serious adverse events (as defined in
Sl 15¢ O|Ljjof ZE&HE0 20 A. section 2.2) that are not fatal or life threatening

must be reported as soon as possible, but no

later than 15 calendar days after first knowledge.
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E2-7 REREEELEY

COSMETIC PRODUCT |[CONFIDENTIAL)|

APPENDIX 2

To:
Name & Address of the Regulatory Authority
3 it

FOR OFFICIAL
USE ONLY

Date recaived:
Praduct Notification Mo,

'REPORT FORM FOR ADVERSE COSMETIC EVENT

. Company Particulars

l. Product Particulars

| Product Name (as in product |
fﬁﬁﬁ@ah_ﬂﬂ}_ | —

_ Ingredient listing & pack size | (Please attach a separate list)

| Product Type/intended use -

| Name of Manufacturer & |
| country of manufacture

| Expiry or manufacturing date =~
Hald'lNa.

' Name Initials of person -
| Identification or Passport no. _

Delay between last application of the product and onset of symptoms:
___min{s)___hour(s) day(s)
' How was the product used;

o Mot yet recoverad o Unknown
' 0 Healthcare professional o Consumer

[Signature of person making report & date of report]

_78_

o Recovered (Date; ) o Death(Date:_____ )

o Others (specify)
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7. 7|EHEH S)
X EX: OLMASHHEXHE H11=1

o o ggeho| 2A5A =tgF0| 7t 2
| £ zgol SolH2l olf7t s W=, HIF
O| Directivel| 85 Lo =bgE2l oS ZXIotAL S2 22
b x

o

s 4 ot

OfM| QS E XA Asean Cosmetic Directive
H1llx ARTICLE 11
S 22 Special Cases

&3hHo| 2 | 1. Member State may provisionally prohibit the
Ct | marketing of a cosmetic product in its territory
Off | or subject it to special conditions, if the Member
|£ O| DirectiveQ| | State finds out that on the basis of a
=LAUEHELE, /T2 XAZFo| FY L|0f | substantiated justification, the cosmetic product,

I | #H ozl 5= Q| although complying with the requirements of the
Directive, represents a hazard to health or for
reasons specific to religious or cultural sensitivity.

o XMEZo Sy U x=o| FHE w2 8| = | Certain product claims may be permitted or
= ZXE = QCt £ K=o =& Sl HIt | prohibited in accordance  with national
ZHE O|RE, FHTS E™ UEY== XY} | requirements. Furthermore, the Member State for
11, O] Directive@t Annexes®| ™82 =48l= £ | reasons related to its local organization and
M SEE S CHE 22510 & &= ULt laws, may designate a specific competent

authority and subject to a different control, a
specific cosmetic product which comply with the
requirements of this Directive and Annexes

thereto.

O|3{st AM™O| ZHE YA EALEES OFACL It shall immediately inform the other Member
AIR20| SE2ToZM CHE 3|/=0|H 2 SX| | States with a copy to the ASEAN Secretariat
sliof siC}. stating the grounds for its decision.

2. OfM|Ot AtRE=2 ACCO| EEHB|OF StH, ACC= | 2. The ASEAN Secretariat shall notify the ACC,
7tsch g oE g|el=20t #o|ste X|M| €10| O | which shall, as soon as possible, consult the
AS MYStd MEDH ZFE Fo|0F BHCL Member countries concerned, and deliver its

opinion without delay and take the appropriate
steps.

. E-™ SEE ol MotolLt LA™ ZX| Z=X| | 3. Member State, which places a restriction or
2, o|3{st E=X|7F F BT 0|22} | temporary ban on specific cosmetic products
RSO Zts3t AA|EIE O] AM| | shall notify the other Member States with a copy
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to the ASEAN Secretariat of such measures
SH AFE O O|2{3t LA|EHHO| A|ZHO|A B 2HEl A| | taken, providing reasons together with
HH|HE AT BEALE S OfM|QF AR =0 S2T | particulars of the remedies available under its
OS=ZN CIE2 3|20 AH SESHOoF st laws in force and the time limits allowed for the
exercise of such remedies.

g S50, ==z MEEAN ANM=

- SERUYFEE ZY ZR= 2ZHEO| 7|RYSHOF BHCt

« /5K R =0 CHshM= Hetet S=2HE 7|IMSioF Strt.
S Ze= ¥ 9= U0

S5 BOMMQ HHE 2t 2d
Annex B_Asean Cosmetic Labeling Requirements
S| ZtEo| ojdl C. Labeling of Cosmetic Products

n

Member countries may require specific warnings

=2 5= Haict MES HV|SH| oA = | based on local needs for declaration of

SiX| 270 ZAs EF ZA1nE Q7% = ULt | ingredients from animal origin. In this case:

o] 42, i. There must be a statement (of any format)

i. TEEEH Qg ME0o] EXEES NHE ot on the product label signaling the presence
Of ofH ¥Aloz = HICA| H7|SHOF SHCY. of ingredients of animal origin;

ii. & = HXZ22EH foist d&2=° 4% & | ii. For ingredients of bovine or porcine origin,
25t 50| H7|E|0{0F S} the exact animal must be declared;

Products for children under 3 years,

other products
eye area and mucous membranes

Total Microbial Count

. =< 500 cfu/g =< 1000 cfu/g
(Bacteria, Yeast &
Molds)

P. aeruginosa -ve per 0.1g or 0.1ml test sample

-ve per 0.1g or 0.1ml test sample

S. aureus -ve per 0.1g or 0.1ml test sample -ve per 0.1g or 0.1ml test sample
. -ve per 0.1g or 0.1ml test sample -ve per 0.1g or 0.1ml test sample
C. albicans
X 2|9 = 20074 62 AN 83| OtM|9t SIEtE {23 22|(8th ASEAN Cosmetic Committee Meeting)dj|
M Z2EE 2AS HEL 2 Y &AL
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X EX: http://www.asean.org/?static_post=list-of-cosmetic-contact-point

=7t

IE,

FA

Brunei Darussalam

Department of Pharmaceutical Services
Ministry of Health

Jalan Menteri Besar
Bandar Seri Begawan, BB 3910

Tel: (673)-2-242424

Fax: (673)-2-242690

Kingdom of Cambodia

Bureau of Drug and Cosmetic Department
of Drug and Food Ministry of Health

#8 Ung Pokoun Street
Sangkat Mittapheap
Khan 7 Makara, Phnom Penh

Tel: (855)-023-880247

Fax: (855)-023-880247

Directorate of Cosmetic, Food Supplement
and Traditional Drug Assessment Drug and

JI. Percetakan Negara 23
Jakarta 10560

Health

Indonesia Food Control Agency (Badan POM)

Tel: (62)-21-424-4819 Fax: (62)-21-424-4819

Food and Drug Department Ministry of | = |

Vientiane

Lao PDR Health

Tel: (85621)-214013-4, 213495 Fax: (85621)-214015

National Pharmaceutical Control Bureau | Jalan University P.O. Box 319
Malaysia Ministry of Health Malaysia 46730 Petaling Jaya

Tel: (603)-79573611 Fax: (603)-79581312

Food and Drug Administration Department | 35, Minkyaung Road
Myanmar of Health Ministry of Health Dagon PO 11191, Yangon

Tel: (95)-1-250283 Fax: (95)-1-202060

Bureau of Food and Drugs (BFAD) Civic Drive, Filinvest Corporate
Philippines Department of Health City AlabangMuntinlupa City

Tel: (632)-807-07-21 Fax: (632)-807-07-51

Centre for Pharmaceutical Administration 2 Jalan Bukit Merah, Singapore
Singapore Health Sciences Authority, Singapore 169547

Tel: (65)-63255629 Fax: (65)-62242352

Cosmetics Control Division Food and Drug
Thailand Administration Ministry of Public Health

Tel: (662)-590-7272 Fax.: (662)-591-8468

Drug and Cosmetic Management Division

Drug Administration of Vietnam Ministry of | 138A Giang Vo- Hanoi
Vietnam

Tel: (84)-4-8462010

Fax: (84)-4-8234758
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