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ASEAN Cosmetic Directive

ARTICLE 1
General Provisions
1. Member States shall undertake all
necessary measures to ensure that only
cosmetic products which conform to the
provisions of this Directive, its Annexes and
Appendices may be placed in the market.

2. Notwithstanding to Article 4 and without
11, a
Member State may not, for reasons related
to the this
Directive, and Appendices,

prejudice to Article 5 and Article
requirements laid down in
its  Annexes
refuse, prohibit or restrict the marketing of
any cosmetic products which comply with
the this

Annexes and Appendices thereto.

requirements  of Directive, its

3. The company or person responsible for
placing the cosmetic products in the market,
shall  notify  the
responsible for cosmetics (hereafter referred

regulatory  authority
to as regulatory authority) of each Member
State where the product will be marketed of
the place of the manufacture or of initial
importation before the product is placed in
the market.

4. The company or person responsible for
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placing the cosmetic products in the market
shall for control purposes keep the product’s
technical and safety information readily
accessible to the regulatory authority of the

Member State concerned.

ARTICLE 2
Definition and Scope of Cosmetic Product

1. A
substance or

"cosmetic product” shall mean any
intended to be

placed in contact with the various external

preparation

parts of the human body (epidermis, hair
lips
organs) or with the teeth and the mucous

system, nails, and external genital

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 be
cosmetic products within the meaning of

products to considered as

this definition are listed in Appendix |.

3. Cosmetic products containing any

substances in Annex V shall be excluded
from the scope of this Directive. Member
States may take measures as they deem

necessary with regard to those products.

ARTICLE 3
Safety Requirements

1. A cosmetic product placed on the market
must not cause damage to human health
when applied under normal or reasonably
foreseeable  conditions  of

use, taking
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the
presentation, its labeling, instructions for its

account, in particular, of product's
use and disposal, warning statements as well
as any other indication or information
by the his

authorized agent or by any other person

provided manufacturer  or
responsible for placing the product on the
market.

2. The provision of such warnings shall not,

in any event, exempt any person from
compliance with the other requirements laid

down in this Directive.

ARTICLE 4
Ingredient Listings

1. Member States shall adopt the Cosmetic

Ingredient Listings of the EU Cosmetic
Directive 76/768/EEC including the latest
amendments.

2. Member States shall prohibit the

marketing of cosmetic products containing:
a) substances listed in Annex Il;

listed
Annex I, beyond the limits and outside

b) substances in the first part of
the conditions laid down;

c) colouring agents other than those listed
in Annex IV, Part 1 with the exception

of  cosmetic products containing
colouring agents intended solely to
colour hair;

d) colouring agents listed in Annex IV, Part
the laid
down, with the exception of cosmetic

1 used outside conditions

products containing colouring agents

intended solely to colour hair;
e) preservatives other than those listed in
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Annex VI, Part 1;
f) preservatives listed in Annex VI, Part 1

beyond the Ilimits and outside the
conditions laid down therein, unless
other concentrations are used for
specific purposes apparent from the
presentation of the product;

g) UV filters other than those listed in
Annex VII, Part 1; and

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

conditions laid down therein.

3. The presence of traces of the substances
listed in Annex Il 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 laid
down, up to the dates in column(g) of

in Annex I,
the conditions

that Annex;

b) the colouring agents listed in Annex [V,
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 wused in other concentrations for
specific purposes apparent from the

presentation of the product;
d) the UV filters listed in Part 2 of Annex
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VII, within the
conditions

limits and under the
the dates
given in column (f) of that Annex.

laid down, until

At these dates, these substances, colouring
agents, preservatives and UV filters shall be:

definitively allowed, or
definitively prohibited (Annex IlI), or

maintained for a given period specified in
IV and VII, or
the Annexes,

Part 2 of Annexes llI,

deleted from all on the

basis of available scientific information or
because they are no longer used.

ARTICLE 5
ASEAN Handbook of Cosmetic Ingredients

1. Notwithstanding the Article 4, a Member

State  may authorize the wuse within its
territory of other substances, not contained
in the lists of substances allowed, for certain
cosmetic products specified in its national
authorization, subject to the following
conditions:

a) the authorization must be limited to a

maximum of three years;

b) the Member State must carry out an
official check on cosmetic products
manufactured from the substance or
preparation use of which it has
authorized;

c) cosmetic products thus manufactured

must bear a distinctive indication which
will be defined in the authorization.

2. The Member State shall forward to the
ASEAN Secretariat and to the other Member
States the text of any authorization decision
taken pursuant to paragraph 1 within two
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months of the date on which it came into

effect.

3. Before expiry of the three-year period
the Member
State may submit to the ACC a request for
the the list of

substances Vil —  the
Handbook of Cosmetic Ingredients)

provided for in paragraph 1,

inclusion in permitted
ASEAN

given

(Annex

national authorization in accordance with

paragraph 1.

At the same time, it shall supply supporting

documents setting out the grounds on
which it deems such inclusion justified and
shall indicate the wuses for which the

substance or preparation is intended.

A decision shall be taken on the basis of
the latest scientific and technical knowledge,
consultation, at the initiative of the
ACC or of a Member State, as to whether
the substance in question may be included

after

in a list of permitted substances (Annex VIII
— the ASEAN Handbook of
Ingredients)  or the
authorization should be revoked.

Cosmetic

whether national

Notwithstanding paragraph 1(a), the national
in force until a
the

authorization shall remain

decision is taken on request for

inclusion in the list.

ARTICLE 6
Labeling

1. Member States shall take all

measures to ensure that cosmetic products

necessary

may be marketed only if product label is in
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full compliance with the ASEAN Cosmetic

Labeling Requirements appearing as
Appendix Il and the information required
thereunder, shall be in legible and visible
lettering.

2. Special precautions to be observed in

use, especially those listed in the column
“Conditions of use and warnings which must
be printed on the label” in Annexes I, 1V,
VI, VII and VIII, which must appear on the
label, as well as any special precautionary
information on cosmetic products.

3. Member States shall take all
necessary to ensure that, in labeling, putting

measures

up for sale and advertising of cosmetic
products, text names, trademarks, pictures
and figurative or other signs are not used
that

characteristics which they do not have.

to imply these  products have

ARTICLE 7
Product Claims

1. Member States shall take all

measures to ensure that product claims of

necessary

cosmetic products comply with the ASEAN

Cosmetic Claims Guideline, appearing as
Appendix lIl.
In general, product claims shall be subjected

to national control.

2. As a general rule, claimed benefits of a
shall  be
substantial evidence and/or by the cosmetic

cosmetic  product justified by

formulation or preparation itself.

The company or person responsible for
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placing the cosmetic product in the market
will be allowed to use their own scientifically
accepted protocols or designs in generating
the technical or clinical data provided there
is justification why such design is used.

ARTICLE 8
Product Information

1. The company or person responsible for
placing the cosmetic product in the market
shall keep the following information readily
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) the qualitative and quantitative composition
of the product in case of perfume
compositions, the name and code number
of the composition and the identity of the
supplier;

b) specifications of the raw materials and
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 Member State which is the place of
manufacture or importation;

d) assessment of the safety for human

rr
(0]
o

r

HE BE

NN TS
XA Hexol wat atof
Agl s|A=o mal FI0)
& QUEZ o} st

b) d=t 2tMZF2| 4

c) Appendix VIO L{et @4
CHok OFAMIQE 7HO| = 2FRI0) A

£ 0E wy

S}EH

= O|O[HLI &4 HO|HE 4/ dst=0l 1tst
o=z Q™El XtAlDEO|
2ot CIXQI0| ALEE

i |

EZ0|Lt E[XFel(O]

s 0|R7t
20|t

SAfLE Fjel2 of
HAIE ZAQ T

CHS E=o &4

GMPO|

AE
T8E GMP

_‘l‘l_




health of the finished product, its IOl OXl= QHHdol  Cist HIt
ingredients, its chemical structure and
its level of exposure;

e) existing data on undesirable effects on| e) ZEE ALE0| QN EZ0| O/X|= HtE=Z
human health resulting from use of the SHX| @82 =0l Ciet 7|E H|olH

cosmetic product; and

g) supporting data for claimed benefits of | g) =&t 20 U ¥F HOIH (s
cosmetic products should be made =
available; to justify the nature of its

effect.
2. The information referred to in paragraph | 2. M8=2| M1&0N AZE FE= =L
1 of this Article must be available in the | &2 Z=0| &# O[sfE = U AOE E=
national language or languages of the | 23 2|A=Z9| A0 EEs X=0{E HI|Z0{0}
Member State concerned, or in a language | 2HCt,
readily understood by the regulatory
authority.
3. A Member State may, for purposes of | 3. =ZH0| X3+ AL =210 HHEHS o|sty X|
prompt and appropriate medical treatment | 2& 57| oA, 2T EZE0| ALEE
in the event of difficulties, require that | =2Z0| Cist XA FEE &2 E=0| 0|8
appropriate and adequate information on | ¥ = UZF Q¥ = ULt 22| =2 3t
substances used in cosmetic products be | ¥E0| AFEE SHO| CHet YEE 0|2t 2
made available to the regulatory authority | &% X8 SXOZ0t AFESIEE L}
which shall ensure that this information is
used only for the purposes of such
treatment.

ARTICLE 9 Hox
Methods of Analysis =My

The following documents shall be made | A|Z0| 2IHES EAISHE AL 74012 BHE
available by the company or person|E 2| §=0| Ot EAMES 0|8 5+ U
responsible  for placing the cosmetic | & SHOf BHC}

products in the market, to the cosmetic
regulatory authority:

_‘|2_




a) the available methods wused by the
manufacturer to check the ingredients
of cosmetic

products corresponding

with the Certificate of Analysis; and

b) the criteria used for microbiological
control of cosmetic products and
chemical purity of ingredients of

cosmetic products and/or methods for
checking compliance with those criteria.

ARTICLE 10
Institutional Arrangements

1. The ASEAN Cosmetic Committee
shall
implementation of this Directive.

(ACQ)

coordinate, review and monitor the

2. The ASEAN Consultative Committee for
Standards (ACCSQ) and the
ASEAN Secretariat shall provide support in
the
implementation of this Directive and assist

and Quality

coordinating and monitoring

the ACC in all matters relating thereto.

3. The ACC may establish an ASEAN
Cosmetic Scientific Body (ACSB) to assist the
ACC in the
technical and safety issues. The ACSB shall
the

regulatory authorities, the industry and the

reviewing ingredient lists,

consist  of  representatives  from

academe.

ARTICLE 11
Special Cases

1. Member State may provisionally prohibit
the marketing of a cosmetic product in its
territory or subject it to special conditions, if
the Member State finds out that on the

a) =4 SEMO d3ots =YZF2l d=2=

AAPSLZ| 2o M=ALZE AHESE S H

b) BFEEO| OIS oFIet MRl BBE &
=E 96h ABEE 7IE J81/EE O
23 7|20 T2 HAR W

H10=
HE=X Hfx]|

1. OfM|Qt SIEHE Q| RIB|(ACC, ASEAN Cosmetic
Committee)= O| X|&QO| A|HS RE, HE, &
L|E{5{OF BiCt,

2. OtMI2E 7= S8l EE AEf#=/(ACCSQLt

OfM[OH AFR=2 O] X|E AlHo| 28, HdEE

X|25loF 3, 2= ARo| 2510 OfM[eF 2of

E 2 &3|(ACC, ASEAN Cosmetic Committee)
= fOF StC}

ﬂJlHJ 0>|

3. OFAM|OF BIEHE 2| 213|(ACC, ASEAN Cosmetic
Committee)= OFN|QF IHEE 1teH7|H(ACSB)=2
HESIo 42 2|AE, 7| Y oMM 2E O]

e

H= HAEZ0 QA0 Ot 2HEE RZE &
2 = QUCt OfM|2H 2HEE etV |He 2| &
=, 94 L SA 9 LHEXERE FMEICH
H11=
£y
1. Btk 2IAF0| A LSEMAE T2
of 2Hst HE0| 27t 20| MZst ¢
e EChHe A2 Y UWAL TN 22 &
HA R0 £E0|XQl O|]7t A2 M=, H]




basis of a substantiated justification, the | & O| X[&Q| A8E ZEIOet:, A2
cosmetic product, although complying with | Xf=2| &Y LM 2EEFS| EHOIE FX[5HA

the requirements of the Directive, represents | L} £2 2t2[& 5= UL}
a hazard to health or for reasons specific to
religious or cultural sensitivity.

Certain product claims may be permitted or | O M &2 EsHHZ At=mo| O o2}
prohibited in accordance with national | 5|88 & FX|E = UCL EBH X=9
requirements.  Furthermore, the Member | X% % H1} HHE O|RE, =2 §F
State for reasons related to its local | M7|2Z XG5k, O] X|EI Annexes2| Tt
organization and laws, may designate a|d2 FEFots &3 IAYES CHE 22|50
specific competent authority and subject to | & == UCt

a different control, a specific cosmetic

product which comply with the requirements

of this Directive and Annexes thereto.

It shall immediately inform the other| O|2{3t Z2H9| ZHE YAISH SALES ORACH

Member States with a copy to the ASEAN | AtR=Z0| SR =EN CHE IAIJOAH =2
Secretariat stating the grounds for its | SX|SHOF $HCH
decision.

2. The ASEAN Secretariat shall notify the | 2. OFM|QF AtRE=2 ONQE JHTHE QLT
ACC, which shall, as soon as possible, | (ACC, ASEAN Cosmetic Committee)0f| &E5
consult the Member countries concerned, | OF 3}, OtA|Ct 3IZEHE Q3= 7ts%t ¢
b

I.

e
and deliver its opinion without delay and | & 2|¥=1} 2|50 XX glo| ol7ig H
take the appropriate steps. ot HESH =FE F[GHOF oL
3. Member State, which places a restriction | 3. §8 ZIHE0| CHsi ASHO|Lt LAIH ZX|
or temporary ban on specific cosmetic| ZX|E Fot 2=, 0|2t =X|7t -’FI3H7‘._|
products shall notify the other Member | 0|72 LE0{ JAIEQ B30 753t X2
States with a copy to the ASEAN Secretariat | 29| & Ast AtE 9 O|2{st X 2| %*té"Ql Al
of such measures taken, providing reasons | 0 A S{2HEl AIZHH[THS HAISH EAHEE OF
together with particulars of the remedies | M2t AFR=0| SEALEMN CHE 2[J=T0A
available under its laws in force and the | SE23l{OF BIC}

time limits allowed for the exercise of such
remedies.

ARTICLE 12 H12=x=
Implementation Al

_14_




1. Member  States  shall undertake
appropriate  measures to implement this
Directive.

2. Member States may, however, for a

period of 36 months from effective of the
Directive, authorize the marketing in their
territory of cosmetic products, which do not

conform to the requirements of the
Directive.
3. Member  States  shall undertake

appropriate measures to ensure that the

technical infrastructures necessary are in

place to implement this Directive.

4. Member States shall ensure that the texts
of such provisions of national laws, which
they adopt in the field governed by this
Directive are communicated to the other
Member States with a copy to the ASEAN
Secretariat, who shall
ACC.

promptly notify the

5. Member States shall
marketing surveillance is in place and shall

ensure that post

have full authority to enforce the law on

cosmetic products found to be not

complying with this Directive.

6. The provisions of this Directive may be
amended by written agreement of all

Member States.

All amendments shall become effective upon

acceptance by all Member States.

1. SlU2e RHES AWy 9fs) MHS =
X2 #sjor sict
2. 2L, 322 KMol AlMoRHE 36

U2 o X|He| afAedE SEOHA &
g =2 A= UolMel THOE o7t & QU

3. ZTe NEo Algol Bag 7jeN o
ZRAERNS Huo| Sl MU IS
*|HOF BiCt,

4. 2= O X[HQ| XHIE &=

St AEHE Xt=9o| BE w72 R

b AR =0 AFRE SRR

Ol SE3HOF S, OfMIQH AMRE=2 OMIQt Zf

HE 2|3|(ACC, ASEAN Cosmetic Committee)
=

&
I S23l{0F oIC.

A

<2

5. 2l=2 At=4=0] ZED =X
Of otH, o X|H= 2

a
SO0l Chol e AlAE

fu
M
+
_o'_I- M
k1

o %O
A
O

6. ol Xlkl Ol

of 25 7478

I

£ 3|UR0| SOIBIAIOR} H

* EA| oA EE e

(http://ASEANcosmetics.org/information-center/ASEAN-cosmetic-directive/)
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Appendix | (lllustrative List by
Categories of Cosmetic Products)

0l

e oA

EE 7

APPENDIX |
ILLUSTRATIVE LIST OF COSMETIC PRODUCTS
BY CATEGORIES

I. BACKGROUND

The definition of a cosmetic product which
has been adopted by the ACCSQ Product
Working Group on Cosmetics is that of the
European Directive. In order to understand
the thought processes behind the words it

does help to look at the way that the

original 1976 definition was modified in
1993.

Original Any substance or preparation
intended for placing in contact with the
external parts of the human body
or with the teeth and mucous

membranes of the oral cavity with a view
exclusively or principally to cleaning them(1),
perfuming them(2) or protect them(3) in
order to keep them in good condition(4)
change their appearance(5) or correct body
odour(6)
Current : Any substance or preparation
intended to be placed in contact with the
external parts of the human body.. or with
the teeth and the mucous membranes of
the oral cavity with a view exclusively or
them(7),

their

mainly  for

them(8),

cleaning perfuming

changing appearance(9),

APPENDIX |

FAE oAl

XF=

EE

1. B4

ACCSQ(ASEAN consultative committee for
standards and quality; OtNIQt EFE-EE X2
FlE2]) SYE HFEYUL 2] MEE 3t
&2 dol= fEstd %XI"'OI go|ct. 7
Fol sAT Adel SE=2 08 H P7| ISHA,
ZE7| 19763 M9zl

Hof| +=FE o¥F Zo —r—'ir'% E”d E=0|

e Lk

.

J|E e E0Y AN Qmes =i A
of MMoz T YAXo

dget JE2 FXIStALHE), 82

s

for

G
fob =

2 HEE AshM, HA), $BQ), 2
@3] o) EEEE 2H EE T

S SO ANo uEE =i X
of 9 TLHUY YR EE F2 HEY)
I waKe) X BBWSKQ), M FEI0), ES
(1), A2e Lz RAE26] Ao 2O
2 =EEE 2T == ANE o)
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and/or correcting body odours(10) and/or
protecting(11) or keeping them in good
condition(12)

By removing the words "in order to” and | “St7| 2[s{A 2t TS A
Ml 7EX =X @4-6)2 2 oA 7HX[ 2

replacing the three functions (1-3) and three (1-3)1}
objectives (4-6) by six individual purposes Mi7-1222 OHESZMN, 1993Ed HMo|=
= XbAl

5
=]
—
(7-12) the 1993 definition removes several | 2 HE2 AYERYNM 2otE
legal anomalies including the one that| = °
effectively excluded all decorative products | &

from being cosmetics.

It should be noted that while the phrase | "MACOZ £ JXMOR"It "MEHOR EE
"exclusively or principally” has been changed | T2"2t1 H3IUCH= AMH2 FHAL 2t EE
to "exclusively or mainly" reinforces the fact | 22 EAHE ofM 7tX| 0|Q|9| 7|58 7I& %
that the regulators recognise that cosmetic | AS2 2X[st1 ASS EO0{F£ HIO|C}

products may have functions other than six
individually listed.

Il. ASEAN ILLUSTRATIVE LIST BY CATERGORY | Il. OIA|Qt 3IXE QEHH ofjAl=  ofzjeol
OF COSMETIC PRODUCTS APPEARS IN | ANNEX | O|C}.
ATTACHMENT |

oF A2 OtL|1 X 40| &
X 72 OteiZF0| OfL

| #5t= X[ 1243l{oF ot

—

This list is not exhaustive and that currently | O] = =
unimagined product forms and types should | X| %= XS HEf
be considered against the definition of a| 2t SHEQ| HI|
cosmetic and not the list (such as ASEAN | CL(O}A|Qte] &
uniqueness.)

ANNEX |
ILLUSTRATIVE LIST BY CATEGORY OF
COSMETIC PRODUCTS

ANNEX | SIEE fdE oA
ILLUSTRATIVE LIST BY CATEGORY OF
COSMETIC PRODUCTS

Creams, emulsions, lotions, gels and oils oeE 9= & 58 38, oEd, 24,
for the skin (hands, face, feet, etc.). Aol ey
Face masks (with the exception of HO|A OtAF(RFEENDINES A 2)

_‘|7_




chemical peeling products).

Tinted bases (liquids, pastes, powders).

MZH[0| A(HK], HO|AE, T} T)

Make-up powders, after-bath powders,

hygienic powders, etc.

HOo|AYuREH, 58 = AM8ots LiRH,

AU LT 5

Toilet soaps, deodorant soaps, etc

otgH|F, EFHT S

Perfumes, toilet waters and eau de

Cologne

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

Depilatories

S50 ARE HE
(BF ASHA, 2 2, 2 35
M 2

Deodorants and anti-perspirants

H=2E S & AKX

Hair care products.

» hair tints and bleaches

» products for waving, straightening and

fixing

» setting products

» cleansing products
(lotions, powders, shampoos)

» conditioning products
(lotions, creams, oils)

» hairdressing products
(lotions, lacquers, brilliantines)

T E:
S IEI-T=

» 90|y, AEHOIEY, HYS HE
> Mg HE

- SAYHZ(EN, TH2E, 4F)
- ACMYHERY, 33, 2
> DISSEEY, 27, BY2QE)

[eX=N=]

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

HEE MSEE AZHA, 24 5)

Products for making-up and removing

make-up from the face and the eyes

g=1r £2| Ho[AY M1t Ho[=2YE A
AHE

Products intended for application to the
lips

g0 HE=s 822 ME

Products for care of the teeth and the
mouth

Xjor & & A=

Products for nail care and make-up

H Ao S HOo|3YUNE

Products for external intimate hygiene

2 g FdH

Sunbathing products

UZMHS HE

Products for tanning without sun

RECWERTES

Skin-whitening products

Anti-wrinkle products

EA: oMY E g e

(http://ASEANcosmetics.org/information-center/ASEAN-cosmetic-directive/)
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(Appendix Il ASEAN Cosmetic Labeling Requirements)

ASEAN Cosmetic Labeling
Requirements

& =5E
Appendix I
SRS Appendix I

OfMotelEE 2tdd 8

Appendix I
ASEAN Cosmetic Labeling Requirements

A. Objective

1. This document provides guidance for the
labeling requirements of cosmetic products
to which Article 6 of the ASEAN Cosmetic
Directive 05/01/ACCSQPWG apply.

B. Scope and Definitions

1. For the purpose of this document:

Name of the cosmetic product means the
name given to a cosmetic product, which
may be an invented name, together with a
trade mark or the name of the
manufacturer;

Immediate packaging means the container
or other form of packaging immediately in
contact with the cosmetic product;

Outer packaging means the packaging into
which is placed the immediate packaging;

Labeling means information written or
printed or graphic matter on the immediate

or outer packaging and any form of leaflets;

C. Labeling of cosmetic products

A

Appendix Il
OfMIt=E & 2tEd 8

B
o R |

1. O] M= OfMI2t
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1. The following particulars shall appear on
the outer packaging of cosmetic products
or, where there is no outer packaging, on
the immediate packaging of cosmetic
products:

a) The name of the cosmetic product and
its function, unless it is clear from the
presentation of the product;

b) Instructions on the use of the cosmetic
product, unless it is clear from the
product name or presentation;

) Full ingredient listing.

The ingredients must be declared in
descending order of weight at the time they
are added.

Perfume and aromatic compositions and
their raw materials may be referred to by
the word “perfume”, “fragrance”, "aroma” or
“flavor”.

Ingredients in concentrations of less than
1% may be listed in any order after those
of concentration of more than 1%.

Coloring agents may be listed in any order
after the other ingredients, in accordance
with  the color index number or
denomination adopted in Annex IV.

For decorative cosmetic products marketed
in several color shades, all coloring agents
used in the range may be listed, provided
that the terms “may contain” or "+/-" be
added.

oM NE 2
yese us
Of ict

g4 U of20t X4 U 1S9 42 23

Sk (perfume)

(aroma)", EE&=

el =+ QUCk,

=7 1% olstel 4

=
o
g5 CHEol =M0f

S=0] =
82, &Y

n
1

"= 0|(flavon)"

v/t 22 E0E

Mol ArE =
UL,

=

"2k = (fragrance)",

o] &2
=)

o —

= N|

ol ek WEX=22 7|A3

"o 2 Of
Of= Lf

VOIM AEHE B Es
S2E O30 &4 go|

B2 BOjEE B4
EYT & Yk EE
Foreicte AgE Y
ME 2SS JINY 4
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The ingredients shall be specified using the
nomenclature from the Ilatest edition of

standard references (Refer to appendix A).

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

The genus may be abbreviated;

The shall however, be

regarded as ingredients:

following not,
 Impurities in the raw materials used;

in the
in the final

e Subsidiary technical materials used
preparation but not present
products;

e 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 (e.g.
month/year).

product in clear terms

The date shall be clearly expressed and shall
consist either of the month and year or the
day, month and year in that order.

0% 02 0x
B I Hr

og 1z

d) HE27}
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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 supplemented by
an indication of the 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) Special precautions to be observed in
the
column “"Conditions of use and warnings

use, especially those listed in

which must be printed on the label in

Annexes __", which must appear on the
label as  well as any  special
precautionary  information on  the
cosmetic products.
Member countries may require specific
warnings based on local needs for
declaration of ingredients from animal origin.
In this case:
i. There must be a statement (of any

format) on the product label signaling
the presence of ingredients of animal
origin;
ii. For ingredients of bovine or porcine
the animal  must be

origin, exact

O|H2 ‘expiry date(At&7|3H" L&
before”O|2t= HZ|2F BH7H F7|sloF SHC}.

"expiry date(Ar&7|eh"e| #7|= X FER
X|7|2t0| 30/ EECH B2 EENME
Ao|Lt.
i) AL8EO| A0l FoE 7|200F St= 5Y
o FoArE
(53] "Annex0f U= 2HEO| QI |0{0F S}
= A8 =d % d1r 220 HaE &
)2 AYBM 53| Follof o= FH
oF ot HFEA| 2Hlof 7| Xjs{of BHCt
57|817| 9|3

i. S=E2FH FiY =20 EMLE HE
cHAof O HAC2ZE HIEA &7|S{OF
ohCt.

i. & £ HAZRH weist d252 87
gelot 3=0] #7|5[0{0F St
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declared;

2. In cases where the size, shape or nature
of the container or package does not permit
the particulars laid down in paragraphs 1 (a)
— (i) to be displayed, the use of leaflets,
pamphlets, hang tags, display panel, shrink
wrap, etc. shall be allowed.

However the following particulars at least
shall appear on small immediate packaging:

a) The name of the cosmetic product;
b) The manufacturer's batch number;

3. The particulars referred to in paragraphs
1 and 2 shall
comprehensible and indelible;

be easily legible, clearly

4. The particulars listed in paragraph 1 shall
appear in English and/or National Language
and/or a the

language understood by

consumer where the product is marketed.
Member Countries may require that the
information in paragraphs a), b), e), f) and i)
be in the national language or a language

easily understood by the consumer;

APPENDIX A : List of Standard References to
be
Nomenclature

used for  Cosmetic Ingredient

1. International Cosmetic Ingredient Dictionary;
2. British Pharmacopeia

3. United States Pharmacopeia

4. Chemical Abstract Services

2. 871Ut ZFo| 27, Hef = S402 o
o EHE 1 (a-()2 SOIAFEES EIloH A
of clolxl %2 FL, WE HIIS YU oA
2, B, nalE, CASolHY, £ £
Sg o|gets #g o8t

dajt Hoje thgol SolMgse AYEY
Of ®7|%|0{OF et

a) HEE2| O|F

b) MZ=AtS| A=

SIE=E2 T2t a), b), o), ) X Noil A=
He =0 Es AHXSOA EA ok
eojetof othte NS 27 5 QUG

HE A ¥ BYEUS #6 0|8El=
EE BN xR |5

1. =K 2tEE 42 A
2. = oA

3. Oj= oA

4. CAS & Hiz

* ZA|: ofN| Y EEe

(http://ASEANcosmetics.org/information-center/ASEAN-cosmetic-directive/)
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gg e
Appendix Il Appendix Il
ASEAN Cosmetic Claims Guidelines OtM|Qtel & E 2 5EH 710|EEIQI
Appendix lli Appendix Il
ASEAN Cosmetic Claims Guidelines OfMI2t2lEHE SEs8EY 7[o| =22l
1. Introduction 1. £¢

The evaluation of product claims cannot be | SI&E SsEH CHet B7l= MEO| SHEE
separated from the consideration of whether | O|Lf O g 5
a product is a cosmetic or not.

Whether a product can be considered to be | MIE0| StHECZ ZtFE &= J£X|Q O F
a cosmetic product depends on several | 0{2] @40 U, EsEHS O 1t
factors, claims are an important element of | 0Af 5823t 240|Ct

this process.

This guideline provides a simple b5-step | O] 7}O|EEIQI2 IIHEFLE UHFE = 9
=
T

decision-making process that helps to | MBIt EsHEAES 25t=H a2
identify products and claims which can be | B9t 5 THAQ QA 27 1HEE MBS SHELE

considered to be cosmetics.

The document also provides some examples | O] A= E3H 3| &|X|
of unacceptable claims for cosmetic | #12| OJAl= XSt QUCt.

£ &2

products.

However, it is not to be taken as the final | d2{L} O|Z0| X[F HYZ ZFEX|=

authority nor as an exhaustive list. H, ZZ2Y EE0- A oLt wr A
0

2. Decision Process to identify cosmetic
products and allowable claims(See summary
chart below)

Hr
1o
-

xz

a. Composition of cosmetics a.
The product should contain only ingredients | |

o o
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that comply with the annexes of ACD, and
does not contain any ingredients that are
banned in the ACD.

b. Target site of application of cosmetics
intended to be
placed in contact with the various external

The product should be

parts of the human body (epidermis, hair
lips
organs) or with the teeth and the mucous

system, nails, and external genital
membranes of the oral cavity. Products that
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
be be cosmetic

cannot considered to

products.

c. Intended main function of cosmetics
to the
permitted parts of the human body with a

The product should be applied
view exclusively or mainly to clean them,
perfuming them, changing their appearance
body
protecting them or keeping them in good

and/or  correcting odors  and/or

condition.

Note that products may have a secondary,
minor function that is outside the 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

of d2tE gRotd gXlE o dFk o
ol M= 2 =Lt

b. 2tdEF2| HEFS

stgE2 QMel ot emFEEEI, 2,
=5 g % 2F 4478 E= Kof A
T2 EEEHE SH=2T AREE 00
SICh g3, FAF 52 ANC CHE RRICIE
=8, ZFYo[L R d47|e] FEho| F=
ote SHC2Z AEHE HE2 8E2z ¢
=2 =+ g
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@ 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

ii. Labeling and packaging/packaging inserts
(including graphics)

ili. Promotional literature, including testimonials
and literature issued by third parties on
behalf of the supplier

iv. Advertisements

v. 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
particularly vulnerable to, 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
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regularly to maintain their effects.

As a first point of guidance, claims that can
be reasonably expected for product types
given in the |lllustrative List of Cosmetic
Products (Annexe 1 ACD) can be considered
to be cosmetic in nature.

Section 3. below gives some examples of
unacceptable

S & AR E[OfOF BFLF.

R OHME, YEQ RFAHE
(lllustrative List)0i =O0{Z X|
ACD)OIM 7|tiEl= 25HH

oz 23™ 4 9tk

Ot2f Section 3.= S{EEX| 2= 3HE =&

9| O|AE 20j31 RALE

2| AE

T (Annexe 1

o
MEd SHEE

Product , HE " b =L
Type Unacceptable claims o5 S| 8LIX| = 2sEH
T o
@ climinates dandruff permanently @ HS2 /Y oHECH
Hair care @ Restores hair cells 510 |@ HE|ZIE MZEE 3| =EA|ZICH
duct @ Hair loss can be arrested or AN |@ EHZE ™HXA|Z|L XHAH =
roducts =
2 reversed S (E= = ALt
@ Stimulates hair growth @ 2T HETES FTIsiht
Dpilatories|@ Stops/retards/prevents hair growth M2X o 2o 885 SXI/XY/H0HELE
Nail |@ Reference to growth resultin U
products | from no r'shmentg ’ M= ® BES O SBATHE ¥a
u uri =
@ Prevents, reduces or reverses
the physiological changes and N N N o
. . @ -3tz Qlot Elotet M2 Hgt
degeneration conditions brought - —s
about by aging = UYX, 42 82 K[F2C
® 8H A
@® Removes scars opb| =1
. 24
@® Numbing effect 5| ® Glo= wx Xz Ealede ZX|
Skin |@ Prevents, heals, treats or stops =< @ ;E N TR e
products acne Ao \@ 2=E0IE X2
_ R = LM S EIT
@ Treatment of cellulite L E;clj o
. @ 735 &2/ =F
@ Lose centimetres o °
. @ X XA/ KL= Ef2Ct
@ Reduces/controls swelling/oedema -
@ =IO 2
@® Removes/burns fat
. . @ Bfoj2{A B
@® Fungicidal action
@ Virucidal action
Oral or |@ Treatment or prevention of Sy ze @ M 5% K8 =Y xedg o
dental dental abscess, gumboils, X|‘T} ;; 5 T4 HY XF4, KFsFE,
L .
hygiene inflammation,  mouth  ulcers, _9_;—0 X=Zg, FUg 52 #+4 29
. . . = - N
products periodontitis, pyorrhoea, periodontal s o ZES EX 52 X2SELC

olr
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disease, stomatitis, thrush or any
oral diseases or infections
@ Whitens tetracycline-induced stains

Deodora Cfr=t

nts & |@ Completely prevents E g |@ wite s WX|SHEC}
Anti-pers sweating/perspiration Ly 2SR

pirants

Perfumes

/fragranc @ Aphrodisiac or hormonal attraction BT/E/|@ 838 BTl s2ERR A
es/colog = HE FCt

nes

Note that claims can be softened BEHI2 =3lE £+ USS f45ietk

i.e. made less functional and more cosmetic | 0 & E0{, 275 £HYCZN 7|52 =3
= 7

in nature by the use of modifiers. AlZ| D 3pE

An example of this would be a claim for| "O|BEZ2EEQ BE J|27|& KXNHICH 2=
removing all oil from skin. RSHAHS

This claim could be softened as follows, O] IsHH2 Of2fet Z0| &+=3t& %= UL}

@ Helps to remove oil from kin LEZEH9| 7|127|1E M7ok=h =22 &=L}
A o7 HAEAL= As d2AlZI0
Ag mF Erof H=C.

2o 718717t B2 AS AN

e
=]

@® Reduces the shine of oily skin

™

@ Suitable for oily skin types

@ Makes your skin feel less oily

* EA| oA AIGE T

(http://ASEANcosmetics.org/information-center/ASEAN-cosmetic-directive/)
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Decision process to identify cosmetic products & claims

. Does the product contain only
ingredients permitted by the
ACD and no ingredients
banned by the ACD 7

- 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 ?

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

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

. Does the product permanently
restore, comect or modify
physioclogical function by
exerting a pharmacological,
immunclogical or metabolic
action ?

Product
Proposition

1. R Not
Composition =M  cosmetic

NO
YES I

“ Not
Target Site

- Cosmetic
NO
YES I
3
Not
Main Function 8 o cmatic
NO
YES
Non-Cosmetic L .
Cosmetic

Presentation YES

NO

5. _ Not
Non-Cosmetic 3 o cmatic
Function YES
NO I

Cosmetic
Product
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Appendix VI
ASEAN Guidelines for Cosmetic Good
Manufacturing Practices

PREAMBLE

The GMP Guidelines have been produced to
offer assistance to the cosmetic industry in
with the provisions the
ASEAN Cosmetic Directive.

compliance of

As this document is particularly intended for

cosmetic products, clear delineation from
drug or pharmaceutical product GMP should

be kept in mind.

The Good Manufacturing Practices presented
here is only a general guideline for the
manufacturers to develop its own internal
quality management system and procedures.

The important objective must be met in any
case, i.e. the final products must meet the
their
intended use to assure consumer's health

quality standards appropriate to

and benefit.

1. INTRODUCTION

The of the Cosmetic Good

Manufacturing Practice ( GMP ) guidelines is

objective

Appendix VI
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to ensure that products are consistently
manufactured and controlled to the specified
quality. It is concerned with all aspects of
production and quality control.

1.1 General Consideration

111 In the manufacture of cosmetic
products, overall control and monitoring is
essential to ensure that the consumer

receives products of specified quality.

1.1.2 The quality of a product depends on
the starting materials, production and quality
control processes, building, equipment and
personnel involved.

1.2 Quality Management System

1.2.1 A quality system should be developed,
established and implemented as a means by
which stated policies and objectives will be
achieved. It should define the organisational
functions,

structure, responsibilities,

procedures, instructions, processes and

resources for implementing the quality

management.

122 The quality should be
structured and adapted to the company’'s

system

activities and to the nature of its products

and should take into consideration
appropriate  elements  stated in  this
Guidelines.

1.2.3 The quality system operation should
ensure that if necessary, samples of starting
materials, intermediate, and finished products
are taken, tested to determine their release

111 2HEE M= Al FErNel Z2let HAls
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or rejection on the basis of test results and
other available evidence related to quality.

2. PERSONNEL

2.1 There should be an adequate number of
personnel having knowledge, experience, skill
and capabilities relevant to their assigned
function.

They should be in good health and capable
of handling the duties assigned to them.

2.1 Organisation, Qualification and Responsibilities

2.1.1 structure of the

company shall be such that the production

The organisational

and the quality control sections are headed
by different persons, neither of whom shall
be responsible to the other.

2.1.2 The head of production should be

adequately trained and experienced in

cosmetic manufacturing.

He should have authority and responsibilities
to manage production of products covering
operations, equipment, production personnel,
production areas and records.

2.1.3 The head of quality control should be
adequately trained and experienced in the
field of quality control.

He should be full  authority and
responsibility in all quality control duties such as

given

establishment, verification and implementation of
all quality control procedures.
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He  should
designate/assign

the
when

have authority  to

appropriate,
personnel,

to approve starting materials,

intermediates, bulk and finished products

that meet the specification or to reject
those which do not conform to the relevant
specification or which were not
manufactured in accordance with approved
procedures and under the  defined
conditions.

2.14 The responsibilities and authority of
key personnel should be clearly defined.
trained

215 An number of

personnel should be appointed to execute

adequate

direct supervision in each section of the

production and the quality control unit.
2.2 Training
2.2.1 All personnel directly involved in the

should be
manufacturing

manufacturing activities

appropriately  trained in

operations in accordance to GMP principles.

Special attention should be given to training
of personnel working with any hazardous
materials

2.2.2 Training in GMP should be conducted
on a continuous basis.

223 Records of training should be
maintained and its effectiveness assessed
periodically.
3. PREMISES
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The premises for manufacturing should be
suitably located, designed, constructed and
maintained.

3.1 Effective measures should be taken to
avoid any  contamination  from  the
surrounding environment and from pests.

3.2 Household products containing
non-hazardous  materials/ingredients  and
cosmetic products can share the same
premises and equipment provided that due
care should be exercised to prevent cross
contamination and risk of mix-up.

3.3 Painted line, plastic curtain and flexible
barrier in the form of rope or tape may be
employed to prevent mix-up.

3.4 Appropriate changing rooms and facilities
should be provided. Toilets should be
separated from the production areas to prevent
product contamination/cross contamination.

3.5 Defined areas should be provided for,
wherever possible and applicable:

3.5.1 Materials receiving.

3.5.2 Material Sampling

3.5.3 Incoming goods and quarantine.
3.5.4 Starting materials storage.

3.5.5 Weighing and dispensing.

3.5.6 Processing.

3.5.7 Storage of bulk products.

3.5.8 Packaging.

3.5.9 Quarantine storage before final release
of products.

3.5.10 Storage of finished products.
3.5.11 Loading and unloading.
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3.5.12 Laboratories.
3.5.13 Equipment washing.

3.6 Wall and ceiling, where applicable should
be smoothand easy to maintain. The floor in
processing areas should have a surface that
is easy to clean and sanitise.

3.7 Drains should be of adequate size and
should have trapped gullies and proper flow.
Open channels should be avoided where
possible, but if required they should be able
to facilitate cleaning and disinfection.

3.8 Air intakes and exhausts and associated
pipework and ducting, when applicable,
should be installed in such a way as to
avoid product contamination.

3.9 Buildings should be adequately lit and
properly ventilated appropriate to the
operations. .

310 Pipework, light fittings, ventilation
points and other services in manufacturing
areas should preferably be installed in such
a way as to avoid uncleanable recesses and
run outside the processing areas.

3.11 Laboratories should preferably be
physically separated from the production
areas.

3.12 Storage areas should be of adequate
space provided with suitable lighting,
arranged and equipped to allow dry, clean
and orderly placement of stored materials
and products.

G5 of

}EX|

3512 A4

3.5.13 ZH[MH

3.6 Hut HMFO| USH, O|HE2

St FX|SH7| 4|2 Z0[|0foF BiCt.

o HIEEMZ2 HAQ EMZE ot7| 22
Z40|0fOF L},

o
o
<
H
(W
i)
o
s

rir 4> mjo

- 1A
ot
Ot
|.|-|
o
of
Bl
ot
HII
k1
rig

2 b M
N
12 Mr x2

A
rot

mo Koraoofy
kI ot & oh

AN 0x Mo
4% rQ n

_36_




3.12.1 Such areas should be suitable for
effective separation of quarantined materials
and products.

Special and segregated areas should be
available for storage of flammable and
explosive substances, highly toxic substances,
rejected and recalled materials or returned
goods.

3.12.2 Where special storage conditions e.g.
temperature, humidity and security are
required, these should be provided.

3.12.3 Storage arrangements should permit
separation of different labels and other
printed materials to avoid mix-up.

4. EQUIPMENT

Equipment should be designed and located
to suit the production of the product.

4.1 Design and Construction

41.1 The equipment surfaces coming into
contact with any in- process material should
not react with or adsorb the materials being
processed.

4.1.2 Equipment should not adversely affect
the product through leaking valves, lubricant
drips and through inappropriate modifications

or adaptations.

4.1.3 Equipment should be easily cleaned.

414 Equipment used for flammable
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substances should be explosion proof.

4.2 Installation and Location

4.2.1 Equipment should be located to avoid
congestion and should be properly identified

OfF ottt

4.2 AX|et K|

421 HHlE Z2&SHA
Of st11, HE0| CtE2

ot

LS

2 X0 X3l
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rob ¥o

A= 1t

to assure that products do not become | E|X| %A St7| @[ HES| 2QIE[0{OF SHCf
admixed or confused with one another.

422 Water, steam and pressure or vacuum | 422 =, A8 5 43 £= FE Hj#O] UACt
lines, where applicable, should be installed | ®, 0|2 Z& CHAQ] Z oA &HAH T2
so as to be easily accessible during all | & == UEE MX|EZ|0{OF BiCt O|F HiE2
phases of operation. They should be clearly | 23| &9l E|0{OF BHC},

identified.

423 Support systems such as heating, | 423 & B oA, SO, S22+, A
ventilation, air conditioning, water (such as| =, &), 28, Y¥HF37( kA0, EA)nt
potable, purified, distilled), steam, compressed | €2 X|HA|AHZ2 A E 2 O2(n =g
ar and gases ( example nitrogen ) should | &= QU YWASZ 7|52 $E|OF st}
function as designed and identifiable.

4.3 Maintenance 43. {4

Weighing, measuring, testing and recording | & 2&H|, Z2&H|, HAEXH X 7|E-H|=
equipment should be serviced and calibrated | 7|H o2 FASID EEG{OF oLt ZE 7|
regularly. All records should be maintained. | &2 {X|%Z|0{0} StCt,

5. SANITATION AND HYGIENE 5. fldAIEat 98

Sanitation and hygiene should be practised to | & HMZ2| @YS mSH7| I SAI-Ht
avoid contamination of the manufacturing of | /40| HMEZ|O{OF BICt O|A2 A&, FU,
products. It should cover personnel, premises, | &H[/7|7 & M4t SE 7|5 CHRO{OF oF
equipment/apparatus and production materials | Ct.

and containers.

5.1 Personnel 51 %#

51.1 Personnel should be healthy to|5.1.1 A2 AZSH MEfZ XHAO| EHY AF
perform  their assigned duties. Regular | & =¥di0F StCH HMZESFL 2HE ZE M
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medical examination must be conducted for

all  production personnel involved with

manufacturing processes.

5.1.2 Personnel must practise good personal
hygiene..

5.1.3 Any personnel shown at any time to
have an apparent illness or open lesions
that may adversely affect the quality of
products should not be allowed to handle
materials, materials,

raw packaging

in-process materials, and finished products.

5.1.4 Personnel should be

encouraged to report to their immediate

instructed and

supervisor any conditions (plant, equipment

or personnel) that they consider may
adversely affect the products.

51.5 Direct physical contact with the
product should be avoided to ensure
protection of the product from
contamination.  Personnel  should  wear

protective and clean attire appropriate to
the duties they perform,.

5.1.6 Smoking, eating, drinking and chewing,
, food, drinks and smoking materials and
other materials that might contaminate are
not permitted in production, laboratory,
storage or other areas where they might

adversely affect product quality.
5.1.7 All authorised personnel entering the
production areas should practice personal

hygiene including proper attire.

5.2 Premises
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5.2.1 Adequate employee's washing and well
ventilated toilet facilities should be provided
and separated from the production area.

should be
the
storage of employees' clothing and personal

5.2.2 Suitable locker facilities

provided at appropriate location for
belongings.

52.3 Waste material should be
collected in suitable receptacles for removal

regularly

to collection points outside the production
area.

524 Rodenticides, insecticides, fumigating
agents and sanitising materials must not
contaminate  equipment, raw  materials,

packaging materials, in-process materials or
finished products.

5.3 Equipment and Apparatus

5.3.1 Equipment and utensils should be kept
clean.

5.3.2 Vacuum or wet cleaning methods are
and brushes
if
possible, as they increase the risk of product

preferred. Compressed air

should be used with care and avoided
contamination.

5.3.3 Standard operating procedures must be
followed for cleaning and sanitising of major
machines.

6. PRODUCTION

6.1 Starting Materials
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6.1.1 Water

Special attention should be paid to water,
since it is an important raw material.Water
production equipment and water systems
should supply quality water. Water systems
should be sanitized according to
well-established procedures.

The chemical and microbiological quality of
water used in production should be
monitored regularly, according to written
procedures and any anomaly should be
followed by corrective action.

The choice of method for water treatment
such as deionisation, distillation or filtration
depends on product requirement. The
storage as well as delivery system should be
properly maintained.

6.1.2 Verification of materials

All deliveries of raw materials and packaging
materials should be checked and verified for
their conformity to specifications and be
traceable to the product.

Samples of raw materials should be
physically  checked for conformity to
specifications prior to release for use. The
raw materials should be clearly labelled. All
goods must be clean and checked for
appropriate protective packing to ensure no
leakage, perforation or exposure.

6.1.3 Rejected materials

Deliveries of raw materials that do not
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comply  with  specification  should be
segregated and disposed according to
standard operating procedures.

6.2 Batch Numbering System

6.2.1 Every finished product should bear a
production identification number  which
enables the history of the product to be
traced..

6.2.2 A batch numbering system should be
specific for the product and a particular
batch number should not be repeated for
the same product in order to avoid
confusion.

6.2.3 Whenever possible, the batch number
should be printed on the immediate and

outer container of the product.

6.24 Records of batch number should be
maintained.

6.3 Weighing and Measurement

6.3.1 Weighing should be carried out in the
defined areas using calibrated equipment.

6.3.2 All weighing and measurement carried
out should be recorded and , where
applicable, counterchecked.

6.4 Procedure and Processing

6.4.1 All starting materials used should be
approved according to specifications.

6.4.2 All manufacturing procedures should
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be carried out according to written
procedures

6.4.3 All required in-process controls should
be carried out and recorded.

6.4.4 Bulk products should be properly
labelled until approved by Quality Control,
where applicable.

6.4.5 Particular attention should be paid to
problem of cross- contamination in all
stages of processing.

6.5 Dry Products

Handling of dry materials and products
should be given special attention. Where
possible, dust-containing production system,
central vacuum system or other suitable
methods should be employed.

6.6 Wet Products

6.6.1 Liquids, creams and lotions should be
produced in such a way as to protect the
product  from microbial and other
contamination.

6.6.2 The wuse of closed systems of
production and transfer is recommended.

6.6.3 Where pipe-lines are used for delivery
of ingredients or bulk products, care should
be taken to ensure that the systems are
easy to clean.

6.7 Labelling and Packaging
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6.7.1 Packaging line should be inspected for
clearance prior to operation. Equipment
should be clean and functional. All materials
and products from previous packaging
operation should have been removed.

6.7.2 Samples should be taken and checked
at random during labelling and packaging
operations.

6.7.3 Each labelling and packaging line
should be clearly identified to avoid mix-up.

6.7.4 Excess labels and packaging materials
should be returned to store and recorded.
Any rejected packaging materials should be
disposed off accordingly.

6.8 Finished Product: Quarantine and
Delivery to Finished Stock

6.8.1 All finished products should be
approved by Quality Control prior to release.

7. QUALITY CONTROL

7.1 Introduction

Quality control is an essential part of GMP.
It provides assurance that cosmetic products
will be of consistent quality appropriate to
their intended use.

7.1.1 A quality control system should be
established to ensure that products contain
the correct materials of specified quality and
quantity and are manufactured under proper
conditions according to standard operating
procedures.
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7.1.2  Quality
inspecting and testing of starting materials,

control involves sampling,

in process, intermediate, bulk, and finished
products. It also includes where applicable,

environmental monitoring programs, review

of batch documentation, sample retention

program, stability studies and maintaining

correct  specifications of materials and

products.

7.2 Reprocessing

721 The methods of reprocessing should
be evaluated to ensure that they do not

affect the quality of the product.

7.2.2 Additional
product which has been reprocessed should

testing of any finished

be performed.

7.3 Returned Products

7.3.1 Returned products should be identified

and stored separately either in allocated
area or by moveable barrier such as rope or

tape.

7.3.2 All returned products should be tested

if necessary, in addition to physical
evaluation  before being released for
distribution.

7.3.3 Returned products which do not

comply with the original specification should
be rejected.

7.3.4 Rejected products should be disposed
according to appropriate procedures.
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7.3.5 Records of returned products must be
maintained.

8. DOCUMENTATION

8.1 Introduction

The documentation system should include

the complete history of each batch, from
starting materials to finished products.

The system should record executed activities

for maintenance, storage, quality control,
primary distribution and other specific
matters related to GMP.

811 There should be a system for
preventing the wuse of any superseded
document.

8.1.2 If an error is made or detected on a
document, it should be corrected in such a
manner that the original entry is not lost
and correction is made close to the original
entry, initialled and dated.

instructions

8.1.3 Where documents bear

they should be clearly written step by step.

8.14 Documents should be dated and

authorised.

8.1.5 Documents should be readily available
to relevant parties.

8.2 Specifications

All
authorised personnel.

specifications should be approved by
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8.2.1 Raw and packaging material specifications

should include :

(@) Name of material

(b) Description of the material

(c) Testing parameters and acceptance limits

(d) technical drawings, where applicable.

(e) Special precautions e.g. storage and safety
conditions, if necessary.

8.2.2 Bulk and finished product specifications

should include :

(@) Name of product

(b) Description

(c) Physical properties

(d) Chemical assay and/or microbiological
assays and their acceptance limits ; if
necessary

(e) Storage conditions and safety precautions,

if necessary
8.3 Documents for Production
8.3.1 Master Formula

The Master
upon request. This document should contain

formula should be available
the following information :

(@) Product name and product code/number.
(b) Intended packaging materials, and storage

conditions

(c) List of raw materials used

(d) List of equipment used.

(e) In-process controls with their limits in

processing and packaging, where

applicable.

8.3.2 Batch Manufacturing Record (BMR)
(@) Batch Manufacturing Records should be
prepared for each batch of product.
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(b) Each BMR should include the following :
i. Name of product

ii. Batch formula

iii. Brief manufacturing process

iv. Batch or code number

the
processing and packaging

v. Date of start and finish of

vi. Identity of individual major equipment

and lines or location used

vii. Records of cleaning of equipmentu s e d
for processing as appropriate

viii. In-process control and laboratory
results, such as pH and temperature
test records

ix. Packaging line clearance inspection
records

x. Any sampling performed during various
steps of processing

xi. Any investigation of specific failure or

discrepancies

xii. Results of examinations on packed and

labelled products

8.3.3 Records for Quality Control

(@) Records for each testing, assay result
of
bulk
finished product should be maintained.

and release or rejection starting

materials, intermediates, and

(b) These records may include :
i. Date of test

ii. Identification of the material
iii. Supplier name

iv. Date of receipt

v. Original batch number if any
vi. Batch number

vii. Quality control number

vii. Quantity received

ix. Date of sampling
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x. Quality control results

9. INTERNAL AUDITS

An internal audit consists of an examination
and assessment of all or part of a quality
system with the

specific  purpose of

improving it.

An internal audit may be conducted by
outside or independent specialists or a team
designated by the management for this
purpose.

Such internal audits may also be extended
to suppliers and contractors, if necessary.

A report should be made at the completion
of each internal audit.

10. STORAGE

10.1 Storage Areas

10.1.1 Storage areas should be of sufficient
capacity to allow orderly storage of the
various categories of materials and products
such as starting and packaging materials,
intermediates, bulk and finished products,

products in quarantine, and released,

rejected, returned, or recalled products.

10.1.2 Storage areas should be designed or
adapted to ensure good storage conditions.
They should be
maintained. Where special storage conditions

clean, dry and well-

are required ( temperature and humidity )

these should be provided, checked and

monitored.
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10.1.3 Receiving and
should

from weather.

dispatch bays

protect  materials and products

Reception areas should be designed and
equipped to allow incoming materials to be
cleaned if necessary before storage.

10.1.4 Storage areas for quarantine products
should be clearly demarcated.

10.1.5 Wherever possible sampling area for
starting materials should be provided to

prevent contamination.

10.1.6 Hazardous materials should be safely
and securely stored.

10.2 Stock Handling and Control
10.2.1 Receiving Products
10.2.1.1 Upon receipt, each incoming delivery

should be checked
documentation and physically verified by

against the relevant
label description, type and quantity.
10.2.1.2 The consignment should be carefully
inspected for defects and damage. Records
should be retained for each delivery.

10.2.2 Control

10.2.2.1 should be
showing all receipts and issues of products.

Records maintained

10.2.2.2 Issues should observe the principle
of stock rotation (first in - first out).
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10.2.2.3 All labels and containers of products
should not be altered, tampered or changed.

11. CONTRACT MANUFACTURING AND
ANALYSIS

The conditions of contract manufacturing
should be
controlled

and analysis clearly defined,

agreed, and so as to avoid
misunderstandings, which could result in a

product or work of unsatisfactory quality.

be
quality  product

All aspects of contracted work should
specified to obtain a

conforming to the agreed standards.

There should be a written contract between
the principal and the contract manufacturer

to clearly establish the duties and
responsibilities of each party.

12. COMPLAINTS

121 A person responsible for handling

complaints and deciding the measures to be
taken should be designated.

If this
authorised person,

different from the
the should be
made aware of any complaint, investigation

person is
latter

or recall.

12.2 There should be written procedures
describing the action to be taken, including
the need to consider a recall, in the case of
a complaint
defect.

involving a possible product
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12.3 Complaints involving product defects
should be
details and investigated.

recorded with all the original

124 If a product defect is discovered or
suspected in a batch, consideration should
be given to whether other batches should
be checked in order to determine whether
they are also affected.

In particular, other batches that may contain

reprocessed product from the defective

batch should be investigated.

12.5 Where necessary, appropriate follow-up

action, possibly including product recall,

should be taken after investigation and

evaluation of the complaint.

12.6 All the decisions and measures taken
should be
the

as a result of a complaint

recorded and referenced to

corresponding batch records.

12.7 Complaint records should be regularly

reviewed for an indication of specific or

recurring problems that require attention
and might justify the recall of marketed

products.

12.8 The competent authority should be
informed if a manufacturer is considering
action following possibly faulty manufacture
and product deterioration,which may lead to
serious safety issues.

13. PRODUCT RECALLS

There should be a system of recall from the
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market of products known or suspected to
be defective.

13.1 A person responsible for the execution
should be
designated, as well as sufficient personnel,

and co-ordination of recalls
to handle all aspects of recalls with the

appropriate degree of urgency.

13.2 Written procedures for recall should be
established and regularly
should be
initiated promptly.

reviewed. Recall

operations capable of being

13.3 The primary distribution records should
be the
responsible for they

readily available to person(s)

should

contain sufficient information of distributors.

recalls, and

134 The progress of the recall
should be

issued,

process

recorded and a final report

including a reconciliation between
the delivered and recovered quantities of

the products.

13.5 The effectiveness of the arrangements
for recalls should be evaluated from time to
time.

13.6 A written should be
established to ensure recalled products are

instruction

stored securely in a segregated area while
awaiting decision.

14. GLOSSARY

14.1 Batch

A quantity of any cosmetic product

produced in a given cycle of manufacture
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that is uniform in character and quality.

14.2 Batch Number

A designation in numbers and/or letters or
combination of both that identifies the
complete history of the batch, quality
control and distribution.

14.3 Bulk Product

Any processed product which will have to
undergo the packaging operation in order
to become a finished product.

144 Calibration

Combination of checking an instrument and
adjusting it to bring it within its limits for
accuracy according to recognized standards.

14.5 Date of Manufacture
Date of manufacturing of a batch of
product.

14.6 Documentation

All  written procedures, instructions and
records involved in the manufacture and
quality control of products.

14.7 Product

Any substance or preparation intended to
be used, or capable or purported or claimed
to be capable of being used, in or for
cleansing, improving, altering or beautifying
the complexion, skin, hair or teeth.

14.8 Finished Product
A product which has undergone all stages
of manufacturing operations.
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14.9 In-Process Control

Checks and tests instituted and carried out
in the course of the manufacture of a
product including checks and tests done on
environment and equipment in order to
ensure that the end product will comply
with its specification.

1410 Intermediate Product

Any processed substance or mixture of
substances which has to undergo one or
more stages of processing to become a
bulk product.

1411 Manufacture or Manufacturing

The complete set of activities to produce a
product, comprising of production and
quality control, from acquisition of all raw
materials through processing and subsequent
packaging and release for distribution of the
finished product.

14.12 Packaging
The part of production cycle applied to a
bulk product to obtain the finished product.

14.13 Packaging Material

Any material used in the packaging of a
bulk product to obtain the finished
product.

14.14 Processing

The part of production cycle starting from
weighing of raw materials to obtaining a
bulk product.

14.15 Production
All operations starting from processing to
packaging to obtain a finished product.
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14.16 Quality Control

All  measures taken during manufacturing
which are designed to ensure the uniform
output of product that will conform to
established specifications.

14.17 Quarantine

The status of materials or products set apart
physically or by system, while awaiting a
decision for their rejection or release for
processing, packaging or distribution.

14.18 Raw Materials
Any ingredient to be used in the
formulation of a cosmetic product.

14.19 Rejected

The status of materials or products which
are not permitted to be used for processing,
packaging or distribution.

14.20 Released

The status of materials or products which
are allowed to be used for processing,
packaging or distribution.

14.21 Returned Product
Finished products sent back to the
manufacturer.

14.22 Sanitation
Hygienic control on manufacturing premises,
personnel, equipment and material handling.

14.23 Specification of Materials

A description of a starting material or
finished product in terms of its chemical,
physical and biological characteristics, if
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applicable. A specification normally includes

descriptive and numerical clauses stating

standards and tolerated deviations.

14.24 Starting Materials
Raw materials and packaging materials used
in the production of products.
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1. What is the ASEAN Harmonized Cosmetic
Regulatory Scheme? Who are affected by
this Scheme and when is it effective?

2. Why is ASEAN moving to this scheme?
What are the benefits we can derive from
this?

3. How can | make ASEAN Harmonized
Cosmetic Regulatory Scheme work for me?
Who can |

Where can | get help?

contact if | have questions?

4. Where can | get more information about
the ASEAN Harmonized Cosmetic Regulatory
Scheme?

SCHEDULE A Mutual of
Product Registration Approval

Recognition

5. When do | need to comply with the
ASEAN Product
Requirements? What will happen with the

Cosmetic Registration

local registration requirements/timing?

6. If my country implements Schedule A,
what do | need to comply with? What do |
need to do to ensure that | can comply
with the requirements?

7. Does change of any packaging materials
of an existing product in the market require
new product registration?

8. Does change of brand name of an
existing product in the market require new

product registration?

9. How does the ASEAN Cosmetic Product
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Registration Requirements impact the current
Product Notification or registration system
existing in some countries?

SCHEDULE B - ASEAN Cosmetic Directive

10. What is Schedule B - the ASEAN

Cosmetic Directive?

11. What are the benefits we can derive

from the implementation of the Directive?

affect
for

the Directive

How do |

12. How will

company?

my
prepare the

implementation of the Directive?

13. What are my responsibilities under the
ASEAN Cosmetic Directive after it has been
implemented?
14. What is Post
(PMS)?

Marketing Surveillance

15. When the Directive is implemented, will
the industry still need to label registration
numbers on the product?

16. What if | formulation or
packaging or claims of an existing product
in the market? What do | need to do under
the Directive?

change

17. What is the role of the cosmetic

regulatory authority under the Directive?

B. ILLUSTRATIVE LIST

18. What is the lllustrative List? Is this a

restricted list?
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19. Is the
determining whether my product is cosmetic

lllustrative List my basis for

or not?

C. COSMETIC INGREDIENT LISTS
20.  What the  ASEAN
Ingredient Listings? How do | use them?

What is a restricted List? What is a Negative
List? What is a Positive List?

are Cosmetic

21. What is the ASEAN Handbook of
Cosmetic Ingredients?

22. What do | need to follow if my country

has existing local Cosmetic ingredient

listings?

23. What if my ingredient is not found in
any of the ASEAN Ingredient Listings?

24. What if my ingredient exceeds the
allowable maximum level in the ASEAN
Ingredient Listings and | have extensive

safety data to support my ingredient level?

25. What is the ASEAN Cosmetic Scientific
Body (ACSB)? How does it work?

26. Who do |
queries/concerns on Ingredient Listings?

contact if | have

D. GMP

27. What is the ASEAN Cosmetic GMP?
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28. What will
company and | can't comply with GMP?

happen if | am a small

29. How can | comply with the ASEAN
Cosmetic GMP? What Should | do?

E. LABELING

30. What are the ASEAN Cosmetic Labeling

Requirements? What do | need to comply
with the requirements and when?

31.  Does
Requirements

ASEAN
require

Cosmetic  Labeling

ingredients to be

reflected on the packaging?

32.
requirement

Is Expiry Date a mandatory labeling
the ASEAN Cosmetic

Labeling Requirements?

under

33. Is
followed for the labeling of the Expiry Date

there a standard format to be

or the Manufacturing Date?
34. Do the

Manufacturer's name and address on the
label?

we need to reflect

35. | have existing inventory of old
labels/packaging? What will | do with this
inventory?
F. CLAIMS
36. How do | determine if my claim is

acceptable as cosmetic?

GMP)Zt F3H017}?
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37. Is there a harmonized list of allowed/not
allowed claims in ASEAN?

G. FREQUENTLY ASKED QUESTIONS IN
COSMETIC PRODUCT NOTIFICATION

38. What should | do if | intend to import
or manufacture a cosmetic product for local
sale?

39. After filing a product notification and
receiving an acknowledgement (e.g.
notification number) from the regulatory
authority, does it mean that the product has
been approved for sale by the authority?

40. If my product has been notified to an
ASEAN Member Country, is it exempted
from notification to another ASEAN country
in which | intend to market the product?

41. If the cosmetic product is meant
solelyforexportorre-export,mustnotificationbefil
ed with the regulatory authority?

42. Are samples including Hotel's sample,
and professionally used cosmetic exempted
from notification and the requirements of
ACD ?

43. Does each individual shade of a range
of a cosmetic product or a palette of
colours  require a  separate  product
notification?

44. Can a company that is not registered to
operate business in the ASEAN Member
Country where the product will be marketed,
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file the product notification?

45. What are the supporting documents to
be submitted with a product notification?

46. |If
information

the
product

there are any in
submitted

notification, do | have to file a new product

changes
in a

notification?

H. GUIDANCE DOCUMENT ON PRODUCT
NOTIFICATION TO THE  REGULATORY
AUTHORITY

PARTICULARS OF A PRODUCT

47.
48.
49.
50.
51.
52.
53.
the local company

Name of brand and product
Product types
Intended use
Product
Particulars of the manufacturers(s)/Assembler(s)

presentations(s)

Particulars of company

Particulars of the person representing

PRODUCT INGREDIENT LIST IF REQUIRED BY
REGULATORY AUTHORITY

54. Full ingredient listing and nomenclature

. A GUIDE MANUAL FOR THE INDUSTRY
ON ADVERSE EVENT REPORTING

55.
56.
a. Adverse Event

Introduction
Definitions and Terminology

b. Serious Adverse Event
57.
58.

Who should the industry report to?
What Should be Reported
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a. Every cases of serious Adverse Event
b. High Incidence of Adverse Event
(Non-serious/severe reactions)

59. When to Report the Adverse Event

a. Fatal or Life Threatening Adverse Event
b. Other Serious Adverse Events

E% — = O —

b. =2 O|&AtY ZLEEH|Zo/AHSHK] &
2 Hk8)

59. O|&AtEl= QN E0SH=74?

a. X|HA QIN| K[HAQI O] A AL

J. APPENDICES JLRE
1. Annex A 1. #5M A
2. Appendix 1 2. 251
3. Appendix 2 3. 882
4. Appendix 3 4, B2E 3
GENERAL INFORMATION BOOKLET ON OfM[et S 2HEE Al HFo 2kt
ASEAN HARMONIZED COSMETIC ek FHE QLA
REGULATORY SCHEME
. Background . BiZE
ASEAN is a very important player in the | OFMQHASEAN)Z 59 O H5t= IFHEUL
global trade, regardless of product category, | 29+ 39 ¥)E 2E HE AKX MA

with a market of >500 million people as
compared to EU’'s only >300 million.

ASEAN  with its
namely;

10 member countries

Brunei Cambodia,
Lao PDR,

Philippines, Singapore, Thailand and Vietnam,

Darussalam,

Indonesia, Malaysia, Myanmar,
has always been focused on its economic

and social growth.

The
alliance with ASEAN secretariat

region has a very strong economic
in Jakarta,
Indonesia that has been working to meet its
key goals of economic integration in the
region.

The vision of regional economic integration
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was conceptualized in recognition of the
importance and  potential of  trade
liberalization and facilitation and in desiring

to increase regional competitiveness.

However, market integration is not just
about cutting or removing tariffs on trade.

ASEAN countries have to make sure that
non-tariff barriers including technical barriers
created by standards, technical regulations
and conformity assessment are removed.

ASEAN has recognized the need to conclude
Mutual ~ Recognition  Arrangements  and

harmonize standards and technical
regulations in order to facilitate the

movement of goods within the region.

In December 1998, ASEAN decided to meet
this problem head-on by signing the
Framework Agreement on Mutual
Recognition Arrangements and the ASEAN
Cosmetic Association was the driving force

for this.

In  July 1997, the ASEAN Cosmetic
Association  officially asked the ASEAN
Secretariat and the ASEAN Consultative
Committee on Standards and Quality for
help in removing barriers to cosmetics,
specifically by harmonizing technical
regulations governing the cosmetic industry

in ASEAN.

Since then ASEAN cosmetic regulators and
the cosmetic industry in the ASEAN region
have been working together to address the
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issues associated with barriers.

this collaboration, the
the ASEAN Harmonized
Cosmetic Regulatory Scheme (AHCRS) was

As a result of

Agreement on

signed on 2 September 2003.

The AHCRS lays down the requirements for

cosmetic products for all signatory ASEAN

Member Countries starting from 1 January

2008.

A product produced or marketed in any
the

requirements of AHCRS would be able to

signatory  country and  meeting

enter other signatory countries.

The most significant aspect of this
harmonized scheme is that all ASEAN
Member Countries will move from the
traditional and preferred approach of

"pre-market approval” to the new approach

of “post-market surveillance” for cosmetic

products, considered being more effective.

The harmonization of cosmetic regulations in
the region will benefit all stakeholders: the
consumers (a wider choice of safe cosmetic

products), the regulatory bodies (one
simplified  regulatory system) and the
cosmetic industry (open ASEAN as one

single market for manufacturers, with more
than 500M consumers).

A. Coverage
SCHEDULE A: MUTUAL RECOGNITION

ARRANGEMENT OF PRODUCT
REGISTRATION APPROVAL.
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A MHASEAN  Harmonized Cosmetic
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The product registration in an
ASEAN country s

Countries,

approval
recognized in Member

where a mutual recognition

arrangement has been agreed upon.”

Schedule A is a
Member Countries to proceed to Schedule B

preparatory stage for
but a Member Country can opt to proceed
directly to Schedule B.

SCHEDULE B: THE ASEAN COSMETIC
DIRECTIVE: Product Notification

The manufacturer or the person responsible
for placing cosmetic products on the ASEAN
market, shall notify the cosmetic regulatory
authority of each Member State where the
product will be marketed of the place of
manufacture or of the initial importation of
the cosmetic product before it is placed on
the ASEAN market.

In most ASEAN countries, this is a transition

from a pre-market approval (registration)

system to post -market surveillance.

All  ASEAN
implement

countries are committed to
Schedule B - The ASEAN
Cosmetic Directive by January 2008.

B. Technical documents Documents

of the
Regulatory

The following are the highlights
ASEAN Harmonized Cosmetic
Scheme Common Technical documents.

These
collaboration

close
ASEAN

result of
the

the
between

have been
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governments and the cosmetic industry with
the objective to harmonize cosmetic
technical  requirements among  ASEAN
Member Countries for the marketing of safe
and quality cosmetic products.

i. lllustrative List by Categories of Cosmetics

The current EU’s illustrative list has been
adopted with emphasis that this list is not
exhaustive.

Products satisfying the definition of cosmetic
in the ASEAN Directive (similar to the EU
definition) shall be allowed as a cosmetic.

ii. Cosmetic Ingredient Lists

The ASEAN Cosmetic Directive has the
following Annexes:

Annex II: List of Substances which must not
form part of the composition of
cosmetic products

Annex lll: List of Substances which cosmetic
products must not contain except
subject to restriction and
conditions laid down

Annex IV: List of Colouring Agents allowed

for use in cosmetic products

Annex V: List of Excluded from the scope of
the Directive

Annex VI: List of Preservatives which cosmetic
products may contain

Annex VII: List of UV filters which cosmetic

products may contain

Additionally the Directive contains an ASEAN
Handbook of Ingredients which lists the
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differences between current regulations and
the Cosmetic Directive.

The ASEAN Cosmetic Scientific Body (ACSB)
is tasked with making a decision as to the
status of the ingredients contained in the
Handbook no later than January 2011.

iii. ASEAN Guidelines for Cosmetic GMP
This document has been the result of close

the
authorities and the cosmetic industry with

collaboration  between regulatory

the objective to provide a simple guideline
on Cosmetic GMP that addresses the needs
of both the industry and government.

iv. ASEAN Cosmetic Labeling Requirements

Full
mandatory.

Ingredient  Listing  will  become

The International Nomenclature of Cosmetic
(INCI) the
primary reference for ingredient names on
the label.

Ingredients names would be

the  ASEAN

requirements for details

Please refer to labeling

v. ASEAN Cosmetic Claims Guidelines

There will be no negative or positive list of
claims.
Claims will be subject to local country

control because of difference in languages,
interpretations, culture and religions.
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The definition of a cosmetic product,
illustrative List by Category of Cosmetic
Products, Ingredient Lists and and the

ASEAN Cosmetic Claims Guideline shall be
the technical documents that will guide the
countries in the review of the acceptability
of a cosmetic claim.

vii ASEAN Cosmetic Product Registration
Requirements/Procedure (Schedule A)

This applies to all cosmetic products that
are currently required to be registered in
the respective ASEAN countries that have
entered into mutual recognition arrangement
with ASEAN

registration processing period

another country.  Target
is 30 days
maximum.

vii. ASEAN Requirements for Import/Export
of Cosmetic Products

All cosmetic products manufactured in or
non-ASEAN
countries or ASEAN Member Countries have
the ASEAN Harmonized

Scheme

imported from Member

to comply with

Cosmetic  Regulatory and its

documents. and its
be

country’s regulatory authority.

technical Licensing

requirements shall regulated by each

Il. ASEAN Cosmetic Regulatory Harmonization:
Frequently Asked Questions GENERAL

1. What is the ASEAN Harmonized Cosmetic
Regulatory Scheme? Who are affected by
this Scheme and when is it effective?

A. The ASEAN

Harmonized  Cosmetic

otgEe o, =HEEF RYE oA 55, 9%
=5 U OpMet =t E ssEY 7t0[=8rel2
4=0| otdE 2sHdl 8 JIs &S
AES0 AM XH2=2 oA He= 7IsEAM
7t E|0{OF SHCf

vi. LNt S E S5 2U/2x

Of= ©Xj CIE OfMet =7tet d= oI ot
= NZS 24429l otM|et 2| |=0| SEE|0{0t
ot RE AYES0 HEECL S5 A 7|
el sx= A 3020|CH

vii. OtM|et S E /2 24

Hl OfAM[F 2|R= E= OrMIQh 2| |=0A A
M EE OAZRH YE 2E 2YES2S O
Mgt s oEE A MIAI(ASEAN

Harmonized Cosmetic Regulatory Scheme)
1 7% BMES Z48)0F SiCh 1 A1 @A

2 4= 2|g=0 2516 5 0{0F SC.

Il. OLMIQ 2HEE Al =2} XpF

1. OOt S FFE FH HMHMT TR
st Aol olsto] e
M oIX| W&} ELp

A. OtMoH S3t % A M A(ASEAN

_72_




the
regulating

Regulatory Scheme is agreed one
cosmetic

It is

standard scheme for
products among the ASEAN countries.

composed of

(i) Schedule A - The Mutual Recognition

Arrangement of Product
(MRA)
registration processed and

Registration

Approval where a product
issued by
the
ASEAN countries, who have signed the

MRA and

one country is recognized by

Schedule B - The ASEAN Cosmetic
Directive which is Product Notification

(ii)

scheme does not require registration.
file the Product
Notification with the regulatory agency

The company shall

in the country prior to placing the
cosmetic product in the market.

ASEAN countries who accede to Schedule A

can implement MRA between now and

January 1, 2008.

The cosmetic products marketed in these
countries need to comply with the Schedule
A — MRA requirements.

ASEAN Member Countries are committed to
Schedule B - The ASEAN
Cosmetic Directive by January 2008.

implement

Therefore, all cosmetic products marketed in
the 10 ASEAN countries need to comply
with the Directive requirements by January
1, 2008.
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2. Why is ASEAN moving to this scheme?
What are the benefits we can derive from
this?

A. The Scheme aims to remove technical
barriers to trade by harmonizing regulatory
across ASEAN
without compromising product safety and

and technical requirements

quality.

This would facilitate the flow of cosmetic
products across ASEAN Member Countries
to increase ASEAN ‘s competitiveness in the
region.

make ASEAN Harmonized
Cosmetic Regulatory Scheme work for me?
Who can |
Where can | get help?

3. How can |

contact if | have questions?

A. It is encouraged that the company/industry

actively  participates in all  information

dissemination campaigns and activities eg.
training, seminars, workshops, etc. to promote

awareness and understanding of the scheme.

with  the
regulatory scheme should start now and any

Preparations for compliance

concerns/ difficulties should be raised so
that they can be properly addressed.

The companies should also start to look for

opportunities to expand marketing of

products within the ASEAN region.
Seek the help of your local regulatory
authorities and industry associations if you
have queries or concerns on the scheme.(

Please refer to Appendix 2)
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4. Where can | get more information about
the ASEAN Harmonized Cosmetic Regulatory
Scheme?

1. Information about the ASEAN Harmonized

Cosmetic  Regulatory  Scheme can be

obtained from the following websites:

a. ASEAN Secretariat
(http://www.ASEANsec.org/4951.htm)

b. EC-ASEAN
(www.ecASEAN.com)

c. ASEAN Cosmetics Association
(www.ASEANcosmetics.org)

d. Please refer to Appendix 2.

2. Information could also be obtained from
the
Countries and
(Appendix 2)

contact person in each Member

local cosmetics associations.

SCHEDULE A - Mutual
Product Registration Approval

Recognition of

5. When do | need to comply with the
ASEAN Product
Requirements? What will happen with the
local registration requirements/timing?

Cosmetic Registration

A. If the country accedes to Schedule A -
MRA,
these countries will need to comply with the
ASEAN Product
Requirements the
implementing the scheme.

the cosmetic products marketed in
Cosmetic Registration

when country  starts

When this the
requirements/timing will be superseded by
the ASEAN requirements.

happens, existing local
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6. If my country implements Schedule A,
what do | need to comply with? What do |
need to do to ensure that | can comply
with the requirements?

A. When Schedule A is implemented, the
cosmetic product will need to comply with
all the ASEAN
Cosmetic Product Registration Requirements,

technical Documents on
the ASEAN Cosmetic Labeling Requirements,
the ASEAN Cosmetic Claims Guidelines and
Cosmetic GMP and Annexes of prohibited
and restricted ingredients.

The company should be and
understand the ASEAN Common technical

Documents.

aware

The and  technical

documentations

company's  system

would also need to be

aligned with the MRA requirements.
Seminars, trainings and workshops will be
conducted and will be made available to the
industry so we encourage that you actively
participate in these activities.

7. Does change of any packaging materials

of an existing product in the market

requires new product registration?

A. For those in Schedule A, No. For those
to the
regulations on registration of your country

not in Schedule A, please refer

and/or the country where you wish to

market the product.

8. Does change of brand name of an
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existing product in the market require new
product registration?

that
change in

A. For those countries accede to
Schedule A, a brand

requires an amendment application.

name

However, products that incur changes in the
formulation  which  affect the product
function  and/or  claims  require  new

registration.

For countries not implementing Schedule A,
the
registration of the country where you wish

please refer to regulations  on

to market the product.

9. How does the ASEAN Cosmetic Product
Registration Requirements impact the current
Product Notification or registration system
existing in some countries?

A. In the country that choose to implement
Schedule A, the ASEAN Cosmetic Product
Registration Requirements shall only apply to
all the cosmetic products to be marketed in
the country.

to

that choose

directly to Schedule B but have not yet

For countries proceed
implemented the ASEAN Cosmetic Directive
(Schedule B) the

requirements applies.

existing  regulatory

But once the ASEAN Cosmetic Directive is
implemented,

apply.

notification of product will

Schedule B - ASEAN Cosmetic Directive
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10. What is Schedule B -
Cosmetic Directive?

the ASEAN

A. Schedule B or the ASEAN Cosmetic
Directive shifts from a pre-market approval
system (product registration) to a post
marketing surveillance system, that will be
by ASEAN

Countries by January 2008 or earlier.

implemented all Member

The
placing the cosmetic products in the market,

company or person responsible for
shall notify the cosmetic regulatory authority
responsible for cosmetics of each Member
Country where the product will be marketed
of the place of manufacture or of initial
importation before the product is placed in

the market.

The existing Product Registration system will
be Product
System where it involves

replaced by a Notification

an upfront
declaration of compliance by the company

responsible for the product.

As the intention of the Directive is to place
the responsibility of ensuring product safety
on the company that markets the product,
self regulation by the cosmetic industry to
the
quality criteria, becomes an important part

ensure compliance with safety and

of the regulatory scheme.

11. What are the benefits we can derive
from the implementation of the Directive?

A. As the Directive requires only product
notification, the product to trade cycle will
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be shortened.

Research breakthroughs and new product
technologies can be made available to
consumers faster.

This will provide consumers with a wider
choice of cosmetic products as well as help
build cosmetic/ingredient safety database for
the industry.

12 How will the Directive affect my
company? How do | prepare for the
implementation of the Directive?

A. The Directive identifies the company or
person placing the cosmetic products in the
market to be ultimately responsible for the
safety and quality of cosmetic products.

The company should take all necessary steps
to understand fully and comply with all the
requirements of the Directive.

You should work with your cosmetic
regulatory authority and industry associations
to help prepare for the implementation of
the Directive.

13. What are my responsibilities under the
ASEAN Cosmetic Directive after it has been
implemented?

A. You and your company will be fully
responsible for the safety and quality of
cosmetic products placed in the market.

The following is a guide of what you will
need to do when you intend to market a
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cosmetic product in ASEAN:

i. Be conversant with the all requirements of
the Directive and the Annexes of ingredient
listings (i.e banned, restricted and permitted
substances).

Seek the the local
authority and industry association.

help of regulatory

ii. Take steps to ensure full compliance with

the Directive ‘s requirements and technical

documents, particularly the requirement on
the safety and quality of the cosmetic
product.

iii. File Notification with the cosmetic

regulatory authority in the country where
you intend to market the product. Pay the
necessary notification fee as required.

iv. Ensure that the technical and safety
in Article 8 of the
Directive (Product Information File) is ready

by the

information required

anytime for inspection cosmetic

regulatory authority.
v. Monitor products in the market for
product quality or adverse cosmetic event.
Report any serious adverse cosmetic event

to the regulatory authority.

14. What is Post Marketing Surveillance
(PMS)?

A. The Regulatory Authorities will conduct

an on-going  post-market  surveillance

programme on cosmetic products to ensure
that

they comply with the Directive s
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requirements.

This may involve any or all of the following

activities:

e Audit of Product Information File for
compliance with the regulations, in
particular, but not exclusively, on
product safety.

e The Regulatory Authorities may, take

products samples from manufacturers,

importers and distributors to analyze
them for compliance.

« The Regulatory Authorities may request
for test from the

laboratory reports

company as and when necessary.

15. When the Directive is implemented, will
the industry still need to label registration
numbers on the product?

A. No. Product labels will
required to reflect registration numbers.

no longer be

16. What if |
packaging or claims of an existing product
in the market? What do | need to do under
the Directive?

change formulation or

A. Check if your formula changes comply
with the ASEAN Cosmetic Ingredient Listings,
the ASEAN Cosmetic Labeling Requirements,
the ASEAN Cosmetic Claims Guidelines.

You will also need to check if the change

would require a new notification or
amendment and file for the change
accordingly.
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17. What is the
regulatory authority under the Directive?

role of the cosmetic

A. The cosmetic regulatory authority has the

authority to enforce post-marketing
surveillance to ensure compliance with the

ASEAN Cosmetic Directive.

They can visit the company anytime, with or
without prior notice, to audit the Product
Information File as well as take samples for
analytical testings.

In the event of non-compliance with
requirements of the ASEAN Cosmetic
Directive, the regulatory authority can

impose sanctions for the violation as defined
in the local laws and issue a product recall

if deemed necessary to protect public
health.

B. ILLUSTRATIVE LIST
18. What is the lllustrative List? Is this a

restricted list?

A. The
Categories

[llustrative List of Cosmetics

By

identifies common  product
categories that are classified as cosmetics in

ASEAN.

It is NOT a restricted list and product forms
and types currently not in the list should be
the
cosmetic and not the list.

considered against definition of a

19. Is the
determining whether my product is cosmetic

lllustrative List my basis for
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or not?

A. The lllustrative List is one of the basis for
determining whether the product is classified
as cosmetic.

However, it is not the sole basis. Together
with the lllustrative List, you would need to
refer to the ASEAN Cosmetic Definition, the
ASEAN Cosmetic Ingredient Listings and the
ASEAN Cosmetic Claims Guidelines to fully
assess  whether will  be

your  product

classified as cosmetic.

C. COSMETIC INGREDIENT LISTS

20. What are the ASEAN Ingredient Listings?
How do | use them? What is a Restricted
List? What is a Negative List? What is a
Positive List?

A. The ASEAN Ingredient Listings would be
the ASEAN
Member review of

document of all
the
formulations of cosmetic products.

reference
Countries in

It will provide the list of ingredients that are
banned or restricted for use, the positive list
of colorants, preservatives and UV filters that
are allowed for use in cosmetic products
marketed in ASEAN.

Refer to these listings during product

formulation to ensure your products comply
with the ASEAN Ingredient Requirements.

The Restricted List will indicate ingredients

that are allowed for use in cosmetic
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products but subject to restrictions and

conditions.

It will define the restrictions on the field of
application and/or use, the maximum
authorized concentration in the finished

product, other limitations and requirements
and conditions of use and warning, which
must be printed on the labels.

The Negative List indicates ingredients that
are NOT allowed for wuse in cosmetic
products.

It is usually referred to as the Banned List

or defined as the List of Ingredients which
must NOT form part of the cosmetic
products.

The Positive List will indicate ingredients that
are allowed for use in cosmetic products.
not be

Ingredients outside this list will

allowed.

For ASEAN, we have the positive lists for
colorants, preservatives and UV filters for

cosmetic products.

21. What is the ASEAN Handbook of
Cosmetic Ingredients?

A. The ASEAN Handbook of
Ingredients

Cosmetic
captures ingredients

the

currently

regulated differently  from ASEAN

Common Ingredient Listings.

The ASEAN Cosmetic Committee (ACC)
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created the ACSB (ASEAN Cosmetic Scientific
Body) with the primary task to review each
the Handbook
whether the current status of the ingredient

ingredient in and check
in the country/ies should be

adopted by ASEAN.

rejected or

Until such assessment is made, the countries
are allowed to continue implementing the
local regulations on the ingredients.

22. What do | need to follow if my country

has existing local Cosmetic ingredient
listings?

A. When the country starts implementing
the ASEAN Cosmetic Ingredient Listings,
these will supersede the local ingredient
listings.

The  ASEAN  Handbook of  Cosmetic
Ingredients  will be superseded by the

recommendations of the ACSB adopted by
the ASEAN Cosmetics Committee.

23. What if my ingredient is not found in
any of the ASEAN Ingredient Listings?

A. If the ingredient is not in the Banned List
or Restricted List, the ingredient is allowed
for use without any restrictions or special
conditions.

However, if the ingredient is functioning as
a colorant or preservative or UV filter and is
not in the ASEAN List of allowed Colorants,
Preservatives or UV filters, the ingredient will
not be allowed for use.
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24. What
allowable maximum

if my ingredient exceeds the
in the ASEAN

have extensive

level
Ingredient Listings and |
safety data to support my ingredient level?

A. The ingredient is not allowed beyond the
maximum  limit.

The safety data can be presented to the
ACSB through the ACC for modification of
the limit.

Until a positive recommendation is made by
the ACSB and adopted by the ACC, the
limit is to be complied with.

25. What is the ASEAN Cosmetic Scientific
Body (ACSB)? How does it work?

A. The ACSB has been established to assist
ACC in reviewing the safety and technical
data of
recommendations

ingredients and making

on other technical and

safety issues for adoption by the ACC.

The ACSB consists of representatives from
the regulatory authorities, the industry and
the academe.

At present, the ACSB is the
ASEAN Handbook of Cosmetic Ingredients as
well

reviewing

as additions to the annexes of the
Directive.

26. Who do | contact if | have queries/concerns
on Ingredient Listings?
cosmetic

A. You can contact your local
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regulatory authorities or industry

associations.

You can also access the following websites:
(ASEAN  website: www.ecASEAN.com, ACA
Website:  www.ASEANcosmetics.org
refer to Appendix 2)

(Please

D. GMP

27. What is the ASEAN Cosmetic GMP?

A. The ASEAN Cosmetic GMP is a set of
guidelines published in accordance with the
ASEAN Cosmetic Directive to facilitate the
development of a quality management
system by manufacturers producing cosmetic
products that are intended for the ASEAN

market.

28. What will
company and | can’t comply with GMP?

happen if I am a small

A. The
distinction between small, medium or big

Directive does not make any

companies.

All cosmetic products put on the ASEAN
market must be manufactured according to
the ASEAN GMP Guidelines.

29. How can | comply with the ASEAN
Cosmetic GMP? What Should | do ?

A. With the joint effort of the regulatory
authority the industry, 13 training
modules on the ASEAN cosmetic GMP have
been developed

and

to provide a consistent

interpretation and implementation of the
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GMP Guidelines in ASEAN.

It contains minimum requirements to ensure
safe and quality products. You may obtain
this information from your local regulatory
authority and the following  websites
www.ASEANsec.org/4951.htm ,

www.ecASEAN.com and www.aca.org. You

may also contact your local cosmetic
association for information on the training
of the 13 modules. (Please refer to
Appendix 2)

E. LABELING

30. What are the ASEAN Cosmetic Labeling
Requirements? What do | need to do to
comply with the requirements and when?

A.  The  ASEAN
Requirements define the

Cosmetic Labeling
information that

has to appear on the label.

Please see the ASEAN Cosmetic Labeling

Requirements  technical ~ Document  for

detailed requirements.

All  cosmetic marketed in the
ASEAN  must the ASEAN
Cosmetic Labeling Requirements by January
2008, when the ASEAN Cosmetic Directive is
implemented.

products
comply  with

The industry should therefore start revising
the in accordance to the ASEAN
requirements and work on the transition so

labels

existing inventory can be exhausted and all

labels on marketed products can be
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compliant by year 2008.

If an ASEAN member country chooses to
implement the ASEAN Cosmetic Labeling
January 2008, the
cosmetic product marketed in this country

Requirements  before

should comply with the requirements by the
date stipulated by the regulatory authority.

31. Does Cosmetic

Requirements

ASEAN
require

Labeling
ingredients to be

reflected on the packaging?

A.  Yes. Full Ingredient Listing using
International Nomenclature of Cosmetic
Ingredients  (INCI) names needs to be

reflected in packaging/label of cosmetic
products under the ASEAN Cosmetic Product
Labeling Requirements.

and  extracts of

However, botanicals

botanicals should be identified by genus

and species as specified by the INCI lists.

The genus may be abbreviated.

32.
requirement under

Is Expiry Date a mandatory labeling
the ASEAN Cosmetic
Labeling Requirements?

A. The cosmetic product can reflect either
the Expiry Date or the Manufacturing Date
label under the ASEAN Cosmetic
Labeling Requirements.

on the

33. standard format to be

followed for the labeling of the Expiry Date

Is there a

or the Manufacturing Date?
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A. No,
does not dictate any standard format for

the common technical document
Exp Date or Mfg Date. Any format can be
used provided it s
legibly,
causing any confusion among consumers

(eg month/year),

presented clearly and without

34. Do the
Manufacturer's name and address on the
label?

we need to reflect

A.  The  ASEAN
Requirement requires the name and address

Cosmetic Labeling
of the company or person responsible for
placing the product in the local market on
the label.

is the one

Therefore, if the manufacturer

responsible for placing the product on the

local market, then its name and address
should be reflected on the label. However,
the country of manufacture should be

reflected at all times.

35. | have existing
labels/packaging? What will | do with this

inventory?

inventory of old

A. You would need to work with your

regulatory authorities/cosmetic industry on
the transition to the ASEAN compliant
labels.

It is ideal that exhaustion of old labels be
worked out to avoid scrapping.

Meanwhile, you would need to plan how to
ensure that your product labels comply with
the ASEAN Cosmetic Labeling requirements
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by January 2008.

F. CLAIMS

36. How do | determine if my claim is
acceptable as cosmetic?

A. If the claim is promising cosmetic benefit
and not medicinal or therapeutic benefit, it
is acceptable as be

long as it can

substantiated.

Any cosmetic claimed benefits made shall

be aligned with what is accepted
internationally and shall be justified either
by  technical data  and/or  cosmetic

formulation or preparation itself.

Refer to the ASEAN Cosmetic Claims for
Guidelines for further information.

37. Is there a harmonized list of allowed/not
allowed claims in ASEAN?

A. No. ASEAN does not have a harmonized
list of claims. Claims/claims assessment will
be subjected to national control.

G. FREQUENTLY ASKED QUESTIONS ON
PRODUCT NOTIFICATION

38. What should | do if | intend to import
or manufacture a cosmetic product for local
sale?

A. The company or person responsible for
placing the cosmetic products in the market
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must  notify the regulatory  authority
responsible for cosmetics of each Member
State where the product will be marketed,
of the place of manufacture or of initial
importation before the product is placed in
the market, using the Product Notification
Form prescribed by the regulatory authority.

The product can only be marketed after
notification has been sent to the regulatory
authority  and acknowledgement has
been received.

Member countries shall endeavour to
ensure that notifications  will receive
acknowledgement within three working days.

39. After filing a product notification and
receiving an acknowledgement (e.g.
notification number) from the regulatory
authority, does it mean that the product has
been approved for sale by the authority?

A. Acceptance of a product notification does
not constitute, in any way, an agreement
that the product meets all the regulatory
requirements.

The company or person responsible for
placing the product in the market has to
ensure that each consignment of the
product meets the requirements of the
Directive and will not cause damage to
human health under normal or reasonably
foreseeable conditions of use.

The ASEAN Cosmetic Directive shifts from a
pre-market  approval system, to a
post-marketing surveillance system.
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The Regulatory Authority will carry out a
range of post-marketing monitoring and
surveillance activities to ensure compliance
with the Directive.

40. If my product has been notified to an
ASEAN Member Country, is
from notification to another ASEAN country

it exempted

in which | intend to market the product?

A. No, the authority of each country where
the product is going to be marketed has to
be informed individually.

If you intend to market the product in 3
ASEAN Member Countries, you will have to
the the
respective 3 ASEAN Member Countries.

notify regulatory authority of

41.
for export or re-export, must notification be

If the cosmetic product is meant solely

filed with the regulatory authority?

A. Cosmetic products that are imported

solely for direct re-export or locally
manufactured solely for export are exempted

from product notification requirement,

as they will not impact the safety of local
consumers,

but the company should maintain proper
records and documents.

These records should be open to inspection
by the regulatory authorities at any time
when required.
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However, if you export the products to
an ASEAN Member Country,
notification in that ASEAN Member Country

is required.

market in

Country specific requirements for
manufacturers or importers of cosmetic
products meant solely for export or

re-export must be complied with.

42. Are samples including Hotel's sample,
and professionally used cosmetic exempted
from notification and the requirements of
ACD?

A. All product samples must be notified to
the the
requirements of the ACD

authority and comply with all

43.
of a cosmetic product or a palette of

Does each individual shade of a range

colours require a separate  product

notification?

A. No. A single notification can be made for
a range of cosmetic products or a palette
of colours.

the
authority, full ingredient listing (one can use

However, if required by regulatory
“may contain” to list the colorants used in
the the

percentage of restricted substances will have

each product in palette) and
to be declared for each colour in the range

or palette.

Please refer to the Guidelines on filing a
notification to the regulatory authority.
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Please note that you will have to file a new
notification for colours added to an existing
range or palette that are not included in
the initial notification.

44. Can a company that is not registered to
in the ASEAN Member
Country where the product will be marketed,

operate business

file the product notification?

A. No, a

operate business

only company registered to
in the ASEAN Member
Country where the product will be marketed

can file a product notification.

45. What are the supporting documents to
be submitted with a product notification?

A. The following documents should be
submitted with the notification:

e Full ingredient listing (as per labeling
requirements) and the percentage of
restricted ingredients appearing in the

annexes of the Directive, if required by
regulatory authority;

e Clear & legible colour photographs or

draft drawing/artwork of the product
labels, package inserts, inner and outer
cartons, if required by regulatory
authority;

e« Copy of the Business Licence of the

registrant or company responsible for
placing the product in the market, to be
submitted once, if required by regulatory

authority;
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« Letter of authorization from the product

owner or manufacturer, if required by

regulatory authority;

46. If there
information

the
product

are any changes in
submitted in a
notification, do | have to file a new product

notification?

A. It will depend on the types of changes
involved, as indicated in the table below:

Types of change Product
Notification
Brand Name NEW
Company change due to
change of distribution | NEW
rights
Product Types NEW
Product presentation
(single product, palettes | Amendment
in a range, etc)
Intended Use NEW
Product Name NEW
Formulation NEW
Manufacturer  and or
assembler (name and/or | NEW
address)
Name and/or address of
company without change | Amendment
of distribution rights
Person representing
Amendment
company
Amendment,
but not
applicable if
Pack  sizes, packaging |t h e
materials, labels information
need not be
submitted in
Product
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Notification
form

H. GUIDANCE DOCUMENT ON PRODUCT
NOTIFICATION TO THE REGULATORY
AUTHORITY

Particulars of a product

47. Name of brand and product

The complete name of the product should
be given, in the following sequence: brand
name, line name (if applicable), product
name,

if a single shade is notified, the shade
name/number (e.g. L'oreal Feria Color 3D
Hot Ginger).

If there are different shades, the shade
name/number for each shade shall be
declared.

48. Product types

The illustrative list is not exhaustive and you
can include other types of cosmetic
products not in the list by selecting others
and specifying what it is.

More than one category can be selected,
e.g. 'Bath or shower preparations’ and
'Hair-care products’ can be selected if your
product is both a shower gel and hair
shampoo.

49. Intended use
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This refers to the function or use of the
product and not the directions for use e.g.
to moisturize the face, hand, etc.

50. Product presentation(s)

Please select only one out of the 4 choices
that best fit the presentation type of the
product.

The following is an explanation of the
presentation types:

“A  single product” exists in a single
presentation form.

"A range of variants similar in composition
for the same use but differs in colours,
flavours etc” is a range of cosmetic
products, which are similar in composition
and produced by the same manufacturer,
and are intended for the same use but are
available in different shades of colour (e.g.
lipsticks, eye shadows or nail polish but not
composite packs of different types).

"Palette(s) in a range of one product type”
refers to a range of colours as defined
above, which may be presented in a series
of palettes.

"Combination products in a single kit" refer
to similar and/ or different product types
packed and sold in a single kit.

They cannot be sold separately (e.g. a
make-up kit of eye and lip colours; a set of
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skin-care products sold in a single kit).

* For these presentation types, only one

notification needs to be submitted.

51.
Assembler(s)

Particulars of the manufacturer(s)/

There may be more than one manufacturer
and/or assembler for one product.

The full names and contact details of each
of them must be submitted.

52. Particulars of company

It refers to the local company responsible
for placing the cosmetic products in the
market, which may be a local manufacturer
or an agent appointed by a manufacturer to
market the product or the company that is
responsible for bringing in the product for
sale in the country, etc.

its
the

The business registration number

should be
notification form, if applicable.

or

equivalent indicated in

53. Particulars of the person representing
the local company

The person who represents the company to
submit the product notification must possess
adequate knowledge or experience in
accordance with the legislation and practice

of the Member Country.

Product Ingredient list if required by
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regulatory authority

54. Full ingredient listing and nomenclature

a) All the ingredients in the product must
be specified by using the nomenclature from
the latest edition of standard references
(Refer to appendix A).

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

The genus may be abbreviated. The

following are not regarded as ingredients:

 Impurities in the raw materials used;

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

e Materials used in strictly necessary

quantities as solvents, or as carriers for
perfume and aromatic compositions.

b) The percentage of ingredients must be
declared if they are substances with
restrictions for use as specified in the
annexes of the ASEAN  Cosmetic
Directive.

c) For a range of colours/shades or products
in a single kit, complete the Product
Ingredient List in the following format:

« List ingredients in the Base Formulation
e May contain’ and list each colour/shade

d) For combination products in a kit, list
each product and its corresponding
formulation individually.
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You can extend the form when more space
is needed.

. A GUIDE MANUAL FOR THE INDUSTRY
ON ADVERSE EVENT REPORTING

55. Introduction:

Pursuant to the ASEAN Cosmetic Directive,
Article 3 (1) and the Discussion Paper on
Post Marketing Surveillance/Product Safety,
adopted by the ASEAN Cosmetic Committee
in its second meeting held in Bangkok June
7-8, 2004, it is important to harmonize the
mechanism to gather and, if necessary, take
action on important safety information
arising from post marketing surveillance of

cosmetic products.

Thus, agreed definitions and terminology, as

well as procedures, will not only ensure
standards in the adverse event
but  will
product safety information sharing among

ASEAN Regulatory Authorities.

uniform

reporting process also facilitate

within  the broad
subject of safety data management that are

There are two issues

appropriate for harmonization at this time:

e The development of standard definitions
and terminology for key aspects of
adverse event reporting, and

« The appropriate mechanism for handling

adverse event reporting

This Guide shall be revised as necessary, to
take
regulatory developments.

into account technical progress and
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56. Definitions and terminologies

a. Adverse Event:

Any genuine harmful or unintended event
reasonably attributable to the normal or
foreseeable use of a given cosmetic product.

b. Serious Adverse Event:

A serious event is any untoward medical
occurrence that:

e Results in death,

life (the life
threatening refers to an event in which

e s threatening term
the person was at risk of death at the
time of the event;

« Requires in-patient hospitalization, or

e Results in

persistent or significant

disability/incapacity

57. Who should the industry report to?

The
placing the cosmetic product in the market

company or person responsible for

shall report to the regulatory authority of
the ASEAN Member State where the adverse
event occurred, regardless of the source of
the report (consumer, healthcare professional,
etc).

58. What should be reported?

a. Every cases of serious Adverse Event:

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

serious adverse events

required to be reported.
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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
meant to convey in general that there are

expression “reasonable suspicion” s

evidences to suggest a causal relationship or
an association.

b. High of
(Non-serious/severe reactions)

incidence Adverse Event

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
communication to the

rapid regulatory

authority.

However, appropriate medical and scientific
should be
situation of non-serious,

judgment applied for each

single “severe(2)"
adverse reaction that has a high incidence

before reporting to the regulatory authority.

To ensure no confusion or
between the
which
following

"severe(2)"
misunderstanding terms
“severe”, not
the

clarification is provided:

“serious” and are

synonymous, note  of

The term “severe” is often used to describe
the intensity (severity) of a specific event (as
the
event itself, however, may be of relatively

in mild, moderate, severe reaction);

minor significance (such as skin irritation,

headache). Seriousness, not severity, serves
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as a guide for defining regulatory reporting
obligations.

59. When to report an Adverse Event?

a. Fatal or Life Threatening Adverse Events

life
very

event
to the
regulatory authority, which shall be notified

Fatal or threatening adverse

qualify for rapid reporting

(e.g. by telephone, facsimile transmission,
email or in writing) as soon as possible but
no later than 7 calendar days after first
the
Form

knowledge, followed by completing

Adverse  Cosmetic Event Report
(Appendix I) within an additional 8 calendar
days and providing any other information as
be the

authority.

may requested by regulatory

b. Other serious Adverse Events

All other serious adverse events (as defined
life
threatening must be reported as soon as

in section 2.2) that are not fatal or

possible, but no later than 15 calendar days
after first knowledge.

J. APPENDICES

Annex A

List of Standard References to be use for
Cosmetic Ingredient Nomenclature

1. International Cosmetic Ingredient Dictionary
2. British Pharmacopoeia
3. United States Pharmacopoeia

4. Chemical Abstract Services
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4

ASEAN Cosmetic Directive FOR OFFICIAL USE
Date received:
Product Motification No.:

TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

@ Tick where applicable
PARTICULARS OF PRODUCT
1, Name of brand & product:

1.1 Brand

12 Product Name

1.3 List of Variants or Shade Names

Product type(s)

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, eic,

Toilet soaps, deodorant soaps, etc

Perfumes, toilet waters and eau de Cologne

Bath or shower preparations (salls, foams, oils. gels, elc.)

Depilatories

Decdorants and anti-perspirants

Hair care products

- hair tints and bleaches (including permanent hair dyes)

- products for waving, straightening and fixing,

- setting products,

- cleansing products (lofions, 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

ooo
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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 preducts

Anti-wrinkle products

Others (please specify)

ODooopoooo

3. Intended use

4. Product presentation(s)

a Single product

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

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

O Combination products in a single kit

O Others (please specify)

'PARTICULARS OF MANUFACTURER (S)/AS SEMBLER(S)
[Please attach in & separate sheet if thare are more than one manutacherer/assembler)

5. Mame of manufacturer:

5 N O A 1 ) N T O 0 0 o o

Address of manufacturer (state country):

1 1 [l
Country | H

Tet | [ [ I TITTTTT T T T )Pax CTTTTTTTTITTTTI]

! A manufacturgr is a company. which is engaged in sny process caried ol in the course of making tha cosmelic produet. The
manutactunirg procass includes all operations of purchase of starting materials, bulk infermediates and products, formwiation
and production (Stch &g grinding, minng, encapsulation and’or packaging), quatiy control, reloase, storage and distrbution of
cozmetic products and the related controls,

A primany assembleris a company which & engaged v & process of enclosing the produel in @ pimansimmediate confainer
which iz labeliad or lo b labelled before the product is sold er supphied in i

A secondary assemblar s @ company wiiich is engaged only in 8 process of fabeding the product confainer where the produc

iz already encliosed in its primary container and‘or packing the product which is already enclosed in ifts labelied prmary
Contamer o & carton which iz labelled or to be labelied, before the product is sold or suppiied,
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6 MName of assembler {Please tick accordingly. May tick more than one box):

O Primary assemblerC] Secondary assembler

Address of assembler (state country):

Countory

Tet[ TTTTTTTTTTTITTT] Fae [TTTTTTTITTITTTIT]

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

7. Name of company:

Address of company:

Te:[ [ 1] | [ Fac TTITTTTTITITIO]

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

?:FAEHGULARE OF PERSON REPRESENTING THE LOCAL COMPANY
i Name of person:

A EFEECEEEEREEEE

Tel{ [ 11 (] 1 {1 {0101 [ |Emaif{ ]| ]I fTTPfTT1]
Designation in the company:

< T T Y O T A ) I O
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PRODUCT INGREDIENT LIST

9.

Please check the following boxes

o | have examined the latest revisions of the Annexes Ii 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.

a | 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]

No

Full Ingredient name (use INCI or approved nomenclature in standard references)

—

0 o = ;| | ] ] k2

—_
L

P
-

ask
(u%]

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

% | hereby declare on behalf of my company that the product in the notification
meats all the requirements of the ASEAN 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 lo the regulatory authority concerned (“the Authority™)
and to keep records of the distribution of the products 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 Farm® 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 pardiculars submitted in this
notification;

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

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.

o | understand that | cannol 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
Cosmetics Products
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COSMETIC PRODUCT [CONFIDENTIAL| APPENDIX 2
.rTﬂ-
Name & Mdrqls of the Regulatary Autharity FOR OFFICIAL
Tlhpa‘mae i, USE ONLY
Fax no. Date recaived:
LEg'na address Product Notification Mo,
~ REPORT FORM FOR ADVERSE COSMETIC EVENT
. Company Particulars

pany: —t —— : = S
'ﬂam& & designation of | [
g repuﬂmg

Hama of Manufacturer &
ountry of manufacture
pi urmanufactunng dale | :
Eatmwo - : - = ]

| Date of onset of adverse event R ==
| Description of adverse event (please use and attach a separate report if necessary)

| Delay between last application of the product and onset of symptoms:
___min(s} ___haour{s}___ day(s)
Huw was the product used;

2
=
3
Z
& |
g:
!
g
3
o
3
n]
&

" o Recovered (Date: ) o Death(Date: )
o Mot yet recovered o Unknown

o Healthcare professional o Consumer o Others (specify)

[Signature of person making report & date of report]
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Dr. Ruslan Aspan
ACC Chairman
National Agency for Drug and Food Control,
J1. Percetakan Negara No.23 Jarkata 10560,
Indonesia
Tel/Fax: 62 21 42884208
Email: ruslanaspan@indo.net.id
Deputi2@pom.go.id,

Mr. Chong Chee Kiong
Department of Pharmaceutical  Services,
Ministry of  Health

Jalan Menteri Besar BB3910,

Brunei Darussalam

Tel: 6732230034

Fax: 6732230034

Email: cheekiong_chong@yahoo.com

Dr. Chhieng Phana

Bureau of Drugs and Cosmetic Registration,
Dept. of Drugs & Food,

#8 St. Ung Pokun (109), Sangkat Mittapheap,
Khan7Makara,PhnomPenh,

Cambodia

Tel: 855-23880247 Fax:855-23880247
E-mail: moh-cpn@forum.org.kh,

Dr. M.Hayatie Amal,MPH

Directorate of Inspection and Certification,
National Agency for Drug and Food
Control, JI. Percetakan Negera No.23 Jarkata
10560,

Indonesia

Tel: 62-21-4207683 Fax: 62-21-4207683

E-mail: insert_ot_kos_pk@pom.go.id

Mr. Vongtavanh  Chiemsisourath
Food and Drug Department,
MoH, Vientiane,

Lao PD R

Tel: & Fax 856 21 214014

Email: drug@laotel.com

Ms Anis Talib
Cosmetic Unit

Bureau,
PO

National Pharmaceutical Control
Ministry of Health, Jalan Universiti,
Box 319, 46730 Petaling Jaya Selangor,
Malaysia

Tel: 603-79573611 Fax:603-79556772

E-mail: at@bpfk.gov.my,

Dr. Thiri Tun Myint

Food and Drug Administration Department of
Health Ministry of Health

35, Minkyaung Road Dagon Po11191 Yangon
Myanmar

Tel:

Email: myanmarfda@mptmail.net.mm

Ms. Celia Ong

Mrs. Marie Tham
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Bureau of Food and Drugs, Department of
Health

Unit, Health Sciences

for Drug Administration

Cosmetics Control

Authority Centre

Filinvest Corporate City, Alabang; | 11 Biopolois Way #11-03  Helios,
MuntinlupaCity Singapore 138667

Philippines Tel: 65 6866 3450; Fax:65 6478 9039

Tel: (63 2) 8070726/8424538 Email: marie_tham@Hsa.gov.sg,

Email: c_ongph@yahoo.com

Mr. Phongpraphan Susonthitaphong Mr. Nguyen Van Loi,

Director of Cosmetic Control Division | Drug and Cosmetic Quality Management

Food and Drug Administration
Ministry of Public Health

Division Drug  Administration of Viet Nam,

138 A Giang Vo Hanoi

Thailand Vietnam

Tel: 66-2-590-7273-4 Fax: 66-2-591-8468 | Tel: 844-8462010/mobile: 0904 205699
Email: Email: loinguyen@yahoo.com

Ms Le Chau Giang Mr.Alain Decharnat

The ASEAN Secretariat A JI. | CEN

Sisingamangaraja, Jakarta 12110 The ASEAN Secretariat A JI. Sisingamangaraja,
Indonesia Jakarta 12110

Tel: (62 21) 724 3372; Fax: (6221) 7262991 Indonesia

Email: Giang@ASEANsec.org

Tel: 62 0 817 9848599/ Fax: 62 21 7398234
Email: team-leader.cenASEAN@noos.fr

Ms. Jessica Plana
Euro-Chemicals Inc.

Lot 2 Arty Il Subd, Mindanao Ave
Extention, Queazon city
Philippines

Tel: 632 9363307/ Fax: 63 2 9301153
Email: ASEAN.officer@ecASEAN.com
Jessica_Plana@yahoo.com.sg
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(ASEAN COSMETIC ASSOCIATION)

Ef= MS. KETMANEE LERKITCHA
ACA PRESIDENT

TCMA

Tel #: (662) 7114808/3924770

Fax #: (662) 7118531

Email: ketmanee_|@hotmail.com,

Q= H{A|OF  MR. TONNY PRANATADJAJA
PERKOSMI

Tel #: (6221) 5221023

Fax #: (6221) 5273122

Email: tonny.pranatadjaja@unilever.com

LHOJAJOF  MR. TAN LUCK PHENG
FMM-MCTIG

Tel #: (603) 77280717

Fax #: (603) 77284571

Email: primeol@tm.net.my

Z2[E MS. CAROLE LOPENA
CCIP

Tel #: (632) 9327845/9329471
Fax #: (632) 9327354

Email: carole@euniceinc.ph

dlE= TAN Kah Leng

c/o: Johnson & Johnson Pte. Ltd.

Regional Regulatory Affairs Group - Asia-Pacific
Tel: (65) 6720 6313

Fax: (65) 6464 1382

E-mail: ktan8@jjisg.jnj.com,

El= DR. PREECHA-KORN SUVANAPHEN
The Thai Cosmetic Manufacturer Association
3rd Floor, Room 128

984/128 Klongton Condominium

Sukumvit 71

Wattana, Bangkok 10110

Thailand

Email: pksuvanaphen@thaicosmetic.org
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Guidelines for Product Information
File(PIF)

HE™ 2ot (PIF) 710| =2}2l

Guidelines for Product Information File(PIF)

1. Introduction and Objective

The ASEAN
requires persons or

Cosmetic  Directive (ACD)

companies placing a
product on the market to keep a product
information file “readily accessible to the
regulatory authority of the Member State
concerned at the address specified on the
label

Directive”.

in accordance with article 6 of this

The main objective of this ASEAN Product
File  (PIF)
companies

Information Guideline* is to

provide placing a cosmetic
product in the market recommendations on
how to organize and compile the PIF based

on a recommended PIF format.

This document also provides guidance on
who is responsible to keep the PIF and

some guiding points for PIF audits.

*This Guideline is not a legal document and
as such, compliance /s not a mandatory
requirement.

2. PIF Organization

2.1 Product Information Required under ACD

M| S8 L1t (PIF) 710] =2tel

1. = 55
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Article 8 of the ACD spells out the list of
information required in the PIF:

a)

f)

The qualitative and quantitative composition
of the product, in case of perfume
compositions, the name and code number
of the composition and the identity of the
supplier;

Specifications of the raw materials and
finished product;

The method of manufacture complying
with the good manufacturing practice as
laid down in the ASEAN Guidelines

Assessment of the safety for human
health of the finished product, its
ingredients, their chemical structure and
level of exposure;

Existing data on undesirable effects on
human health resulting from use of the
cosmetic product; and

Supporting data for claimed benefits of
cosmetic products should be made
available; to justify the nature of its
effect;

Article 9 of the ACD requires the company

to

provide information on the method of

analysis to the regulatory authority:

a)

The available methods used by the
manufacturer to check the ingredients
of cosmetic products corresponding
with the Certificate of Analysis; and
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b) The criteria used for microbiological

cosmetic and

purity
cosmetic products and/or methods for

control  of products

chemical of ingredients of

checking compliance with those criteria
2.2 Recommended PIF format

In view of the above ACD requirements,
companies placing products in the market
need to organize the PIF in such a way that
it meets the requirements and be easily
by the Authorities. It s
recommended that the PIF be

consulted
organised
into 4 parts as follows:

Part I: Administrative Documents and Product
Summary

Part II: Quality Data of Raw Material

Part I : Quality Data of Finished Product

Part IV: Safety and Efficacy Data

A Table of Contents should be provided for
each of the 4 parts.

Part I: Administrative Documents and
Product Summary

The first the
administrative documents and key summary

part of the PIF contains

information that are specific to a single

product; i.e. this part would provide an

ample overview of the finished product.

A. Administrative documentation

- Copy of the Notification form bearing the
the
Authorities; this will include the identity

acknowledgement  receipt  from
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C.

D.

of the
importer

the address
assembler,

of the
manufacturer,

product,
and
company placing the product in the

market;

Authorisation letter by product owner or
agreement letter related to the product,
if required by the legislation of the

Member Country;

Any other relevant administrative documents
that
Authorities  eg.

may be prescribed by the local

Licence to  Operate,

Certificate of Incorporation of the Company;

Qualitative and Quantitative formula of
(INCI  or ACD
reference and

the  product other

approved names
corresponding  concentrations of the

ingredients):

For fragrance materials, name and code
number of the composition and the

identity of the supplier;

Product presentation and label, including:
Outer
and/or drawings will be useful);

and inner labels (photographs

leaflets and
of the
product as sold to the consumer;

Consumer information

instruction for use if part

Manufacturing Statement:

A statement by the manufacturer or
that  the
manufactured according to the ASEAN

company product  was
GMP Guidelines or any ACC approved

equivalent GMP Guidelines;

CHES Y W HE d2H (INC

|0
1
>
mujn
i
oo
o
n

arop ol o]
ASxH0| of3t

SOl M;

BOl o 2 =CHH, M=
o7t = MEor 2EE

= ASEAN Cosmetic DirectiveOf A
J|Ef AxgR d2|n O AEESo st

(=N e Ne]

g2o| 32, N9 NEHY U B
sot B3 M,
B EAIQ 2, of2f Argtg mBiCH

otnt Srof SfAEART

=+8);
_+_H|X|- X—li E|4-LE-II_I|- |-O

o
TofEl= MEe F22 420

Mz dHNM

MzZ=YAE E= 2|AL0| 2J5lf, H|EZ0| ASEAN
GMP 7}0|E2tQl E= OfM|et SEE {1
3|(ACO)Zt 0|2t s&stttd elgst Cf

=
GMP ZiO|EEIQIS M2t MZEACtHE Mo
A,

- 123 -




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

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

Guidelines  for Safety
- Safety statement (signed statement of
the

qualifications of the safety assessor);

opinion, including name and

F. Confirmed undesirable effects on human
health (summary);

G. On-pack product claim support (summary):
the
Assessment of the product, based on

- Summary report of Efficacy

its composition or on tests performed;

Part Il: Quality Data of Raw Materials

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

material/ ingredients:

- Specifications of each ingredient including
water specification, if appropriate;

- Method of analysis corresponding to the

specifications ~ for  each  ingredient,

including identification of the ingredients;

- For fragrance materials, specify the name
and code number of the fragrance, name
and address of the supplier, declaration

with  the IFRA

of compliance latest

guidelines;
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B. Data on the safety of the raw materials
based on data from the supplier, on
published data 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);

Part lll: Quality Data of Finished Product

the
detailed technical information on the quality

The third part of the PIF supplies
of the finished product:
A. Qualitative and Quantitative formula of

(INCI or
ACD reference names and corresponding

the product other approved
concentrations of the ingredients):
- The formula should specify the functions

of each raw material/ ingredient;

B. Manufacturing:

- Manufacturer contact details: name,
country and address of manufacturer,
assembler and packager;

- Summary of the Manufacturing Process;

- Additional detailed

manufacturing process,

information on the
quality controls
and related manufacturing documents
should be made available upon request

by the Authority;

C. Specifications and test methods of the
finished product:

- The criteria used for microbiological
control of cosmetic products and
chemical purity of ingredients of
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cosmetic products;

- Method of Analysis corresponding to the
specifications for checking compliance;

D. Product Stability Summary Report, for
product durability below 30 months:

- The stability testing data and report or
stability assessment to support the expiry
date;

Part IV: Safety and Efficacy Data
The fourth and final part of the PIF provides

detailed the
assessment and data of the finished product

information  on safety
and also relevant efficacy data to support

any claims made on the product.

A. Safety Assessment:

- Signed assessment report of the safety
for human health of the finished product
based on its ingredients, their chemical
structure and level of exposure;

- Curriculum Vitae of the safety assessor;

B. The latest compiled report on confirmed

or recorded adverse events or
undesirable effects on human health
resulting from use of the cosmetic
product:

- The adverse event report in the PIF is
expected to be updated by the company
on a regular basis;

C. On-pack product claim support:
- Full of the
Assessment of the product, based on its

signed report Efficacy

composition or on tests performed;

- Supporting data including literature

Bt
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review for claimed benefits of cosmetic
products should be made available to
justify the nature of its effect;

3. Who is responsible to keep the PIF

Article 8 of the ACD that the
company or person responsible for placing

states

the cosmetic product in the market shall

keep the PIF readily accessible to the
regulatory authority at the address specified
on the label, which, according to the

labeling requirements [Appendix I, C (e)] is
“the name and address of the company or
person placing the product on the local

market”.

The definition of such has been given in the
"Guidance document on product notification
to the Regulatory Authority” as “the local
the
cosmetic product in the market, which may

company responsible for  placing

be a local manufacturer or an agent
appointed by a manufacturer to market the
product or the company that is responsible
for bringing in the product for sale in the

country, etc.”

This clearly refers to a company or person
having an address in the local market, and
to the company or person responsible for
bringing in the product into that market;
whether this is an importer, a manufacturer
or a distributor.

It is recommended that the PIF is kept for a

minimum period of 3 years after the

product is last placed in the market.
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4. PIF Audits

4.1 Types of audits:

be at the address
specified on the label, Authorities can audit

Since the PIF must

the PIF at that address. There are 2

possibilities:

* Routine audits: The Authorities will
announce these audits in advance. It is
recommended that the audit be
announced sufficiently in advance (i.e. at
leastl! month) for the company to

prepare for the audit;

e Ad-hoc audits: these may be triggered by

results found on samples from the
market, by consumer complaints, etc. It is
recommended that the audit be

announced at least 48 hours in advance.
Of course, in case of extreme urgency
the auditing take

can place without

announcement;

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 | of the PIF should be made readily
available especially for

initial investigative

audits.

43 Documents to be made accessible to
Authorities within reasonable time:

Upon specific request from the Authorities,
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documents, detailed information or reports
in other parts of the PIF should be available
the Authorities

within an agreed upon timeframe: within 15

and made accessible to
to 60 calendar days or shorter, depending
on the urgency of the audit.

Noting that due to trade secrets, the product
the product
the
person or company placing the product in

owner may not disclose all

information to the distributor/importer,
the market will need to make their own
arrangements with the product owner to
the
information directly to the Authorities upon

provide relevant  and  necessary

request.

4.4 Background or supplementary documents:

In general the information provided in the
PIF should be sufficient for review to ensure
"he safety, quality and claimed benefits of
all cosmetic products marketed in ASEAN"as
1(a) of the ASEAN
Harmonized Cosmetic Regulatory Scheme.

specified in article

However, in some specific cases, other

background or supplementary information
supporting the PIF documents (e.g. product
challenge tests,

experience, microbiological

additional  confirmatory  test  methods,
production records, etc) may be necessary.
The
placing the product in the market should
then the

requested information to the Authorities.

company or person responsible for

make all efforts to provide
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There are no specific requirements on what
media type the PIF documents should be
presented. Hence the company may choose
any suitable media i.e. paper, electronic, etc.
provided they are convenient and could be
easily consulted by the Authorities.

PIF 217} Off DIC|O] YEHZ LFEFLIOF SHCE

et =lAbs HEH

H2l5HA Mg = A= =+

a7l xob = & U

* EA|: ofN| Y EEe

(http://ASEANcosmetics.org/information-center/ASEAN-cosmetic-directive/)
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(Guidelines for the Safety Assessment of a Cosmetic Product)
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Objective:

1. The purpose of this Guideline is to help
the Cosmetic Industry in assessing the safety
of the product as well as the Regulators in
auditing the data contained in the Product
Information File(PIF).

This guideline serves to highlight some of

O 7t0|E=2tQl2 OtM|QtstEEXIE HM8Z= dof
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the important considerations in the safety
assessment of cosmetic product in line with
Article 8 d the ASEAN Cosmetics
Directive which requires an ™"

of
assessment of
the safety for human health of the finished
chemical

nn

structure and its level of exposure™.

product, its ingredients, its

This safety assessment is to be performed
by a qualified professional defined as the

nn

""Safety Assessor"".

1. General approach

2. The provisions of Article 3 of the ASEAN
Cosmetic Directive stipulates that A cosmetic
product put on the market must not cause
damage to the human health when applied
under normal

or reasonably foreseeable

condition of use 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.

3. Hence cosmetic products have to be safe
both for
involved

consumers and, if relevant, for

professionals  (e.g. hairdressers,

beauticians, etc.).

4. As far as skin is concerned, the two main
untoward reactions to be avoided are skin

irritation and skin sensitisation. Cosmetic

products are often applied on areas exposed
to environmental factors. Thus, care has also

to be taken to avoid photo-induced
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reactions such as photoirritation and
photosensitisation.

5. Products applied on the scalp or the face | 5. 5 =& 20| AMEd5t= HE2 =0 &
may come in contact with the eye |&ZE 7ts40| RUCE M2tN IFEHEO ™Y
Consequently, eye tolerance has to be |2 H7te Wjol= & A=d0s MAT F2
addressed with optimal attention as a major | & 7|2 Z L7t UCt

component of the safety assessment for a
cosmetic product.

6. Systemic toxicity that may result from |6
percutaneous absorption or from accidental | 71|
(children) or reasonably foreseeable (e.g. oral | T4
hygiene  products, lipsticks) oral intake
should also be considered.

7. Ensuring the safety of a cosmetic product | 7. SFEE9| M ME2 H&2 MEIEE A[ZH0O|A
requires a global approach throughout the | AFSE M7HX| ZE2 2HEO|A ESE[0{0F oF

life of the product from the choice of raw | Cf.
materials to the marketing follow-up.

A number of issues have to be taken into| Ct22| &=E5S 12{slof stCt.
account, including:
« Applying Cosmetic Good Manufacturing | « 3HEGMP7ZIO0|E2tQIOIM[CISIEEX|E -

Practice  Guidelines (ASEAN  Cosmetic JlE2M) 22 sSotttl ™ E o of
Directive - technical Documents) or of ==
approved equivalent;

« Careful selection of cosmetic ingredients, | « XMZETH HEO| MEY
making sure that they will be safe at a EEHES MESE0AM G0 =olg|
given concentration in a given finished O{OF Lt
product;

+ Checking local tolerance of the finished | « XZXE2l 52U =0l

product;

« Selection of adequate packaging to| « BEZ |AIStD QAR E& MM Aln
maintain the quality of the product and of AEHdE T = U= EZF@ZIX) M

to avoid, as far as possible, risks of EH
misuse or accident;
« Quality control, mainly microbiological | « X204 =E, 223 H 74)

and chemical;
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« 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
with
case-by-case

effects the marketed product -

treatment, appropriate
medical, dermatological, ophthalmological
etc, advice as necessary, follow-up of
the the

consumer comments, information storing

product on market and

etc.
In case of Serious Adverse Event, the

be to the
ASEAN Cosmetic Committee approved

procedure must identical

Guidelines (Annex )

« Ensuring corrective action/ follow-up, if

any visible  product change or
adulteration is advised from the market

place;

8. Although it is not possible to attain zero
risk or to obtain absolute safety in any kind
of human activity, including cosmetology,
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. There is no formalistic approach to the
safety evaluation process.
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The actual process will vary from product to
product according to the novelty of the
product composition and 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. From a scientific point of view, in almost
all cases finished product testing does not
require the use of toxicological tests in
animals.

In general, all questions which are posed at
this stage can be answered by utilising
other information sources, including human
data from skin compatibility tests ethically
performed on the skin of human volunteers.

2. Ingredients

11. Cosmetic ingredients are mostly chemicals
and often mixtures of chemicals of synthetic
origin  or natural extracts. The careful
selection of ingredients is the key issue for
ensuring the safety of the finished product.

12. The structure of the chemical determines
its chemical and biological reactivity e.g.
Barratt, 1995.

This has to be considered from two points
of view: cosmetic interest and safety.

Other considerations are the degree of
chemical purity, the possible interactions
with other ingredients in the formulation
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and potentiation of skin penetration.

In general, the presence of impurities is
technically unavoidable. But these impurities
have to be of no significant toxicological
relevance in the finished product.

Particular attention should be taken to the
possibility of interaction between impurities
(e.g. and the
presence of pesticide residues, toxic metals

formation of nitrosamines)

transmissible
(TSE) in
botanical origin or extracted from animals.

and/or spongiform

encephalopathies ingredients  of

the
interactions

13. Based on

possible

state of knowledge,
between ingredients
with potential safety relevance have to be

considered.

Influence on skin penetration may also be

of importance, especially for sensitisation

and systemic risks.

Skin penetration can be assessed using in

vitro methods. Determination of allergic

potential may also require testing of

ingredients formulated with suitable vehicles.

14. On the other hand, the safety-in-use of
the
(type of formulation,

an ingredient largely depends on

exposure conditions
concentration, frequency and duration of
contact, body area involved, effect of the
sun, into account normal

etc.) taking

conditions of use and foreseeable misuse.

2.1 Ingredients to be avoided

> mo N
ox 122
HI o
IR o A
rr 4= o

oQ
0x
2
=
02
i

14. otH, 29 ¢Hd2 =gF= L9
UL oA = A= AFB=U SHoM e o
2 tExARY, 5= AERE, FEAZL
MEF, EfFEel & S)0 IA ofEettt.
2.1 g =S X4 =

- 136 -




15. For each raw material, it is necessary to
check whether it is covered by current
legislation and, if so, whether the proposed
usage is within the prescribed parameters.

The following ingredients must be excluded:

 Ingredients prohibited under the ASEAN
Cosmetics Directive in Annex Il 1

* Ingredients restricted under the Cosmetics
Directive when used beyond the allowed
conditions and restrictions laid down in
Annex Il 1

 Ingredients with toxicological data incompatible
with the intended concentration and use;

« Ingredients which do not have sufficient
toxicological data and/or safety in use
experience;

« Ingredients which are not properly characterized

through  the

extraction process for natural extracts

either  chemically or

 For colouring agents, preservatives and/or

UV filters, ingredients must be substances
Annexes IV, VI or VI
respectively, within the limits and under

listed in

the restrictions laid down in these
annexes

16. Data to be taken into consideration,
besides those directly relating to toxicity,
include  positive identification  of  the
ingredient, potential impurities of relevance,
physico-chemical properties and analytical
chemistry, potential interaction with other
ingredients of the formulation and possible

role in skin penetration.

17. The toxicological profile of a raw
material is obtained by analysing available
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data, published or not, concerning the raw
material.

These data may include results of in vitro, in
vivo and clinical testing, as well as results of
epidemiological studies where available.

It is «clear that new ingredients or
ingredients used in a novel application
require particular attention.

2.2 Sources of toxicological data

18. The main sources of toxicological data
on ingredients are the suppliers.

Raw material manufacturers have to comply
with national legislation on chemicals /
dangerous substances (occupational safety,
transport, packaging and labelling).

Most effort should be made to collect
toxicological data and 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).

19. Other sources of toxicological data may

be obtained from:

« Scientific literature, databases (e.g. Toxline,
Medline), reports issued by the US
Cosmetic Ingredient Review (CIR)
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program, the EU Scientific Committee on
Consumer Products (SCCP) or the ASEAN
Body (ACSB), the
Research Institute for Fragrance Materials
reports by ECETOC,

Cosmetic  Scientific
(RIFM) monographs,
NTP, BIBRA, etc,;

« Safety Data Sheets;

* In-house experience with the particular

ingredient and  cosmetic  products
containing it;
e Expert judgment based on similarities

with chemically related substances.

20. Ingredients listed in Annexes lll to VIl of
the ASEAN Cosmetics Directive do not need
supporting evidence provided that they are
In the
in  which

used as specified in the Annexes.
case of substances in Annex VI
concentrations higher than those specified
may be used for other functions, supporting

information is likely to be necessary.

21. The
flavours is generally not available to the

composition of fragrances and
cosmetic manufacturer and use should be
made of the safety evaluation as well as
the

Association

latest  International
(IFRA)

which have to be provided by the supplier.

conformity  to

Fragrance Guidelines

2.3 CONDITIONS OF USE AND EXPOSURE

22. Evaluation of the safety of ingredients is
certainly not adequate as a stand-alone
procedure but has to include considerations
of exposure duration,

(magnitude, route,

frequency, etc.)

23. The following parameters have to be

« SCCP E2|ZE

« ACSB 2|ZE

« RIFM 212 =
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considered:
« Class of cosmetic product(s) in which the
ingredient is used;

Method of application (e.g. rubbed-in,
sprayed, applied and washed off, etc);

« Concentration of ingredient in product;

 Quantity of product used for each application;

 Frequency of application;

« Total area of skin contact;

« Site of contact (e.g. mucous membrane,
sunburnt skin);

contact rinse-off

e Duration of

(e.g.
products, leave-on products);

« Reasonably foreseeable misuse which may
increase exposure;

e Type of consumers (e.g. children, people
with sensitive skin);

 Projected number of consumers;

« Application to skin areas exposed to sunlight;

¢ Quantity likely to enter the body.

This last point, which relates to systemic

availability, is a critical

3. Safety evaluation of finished products

24. The assessment of the safety of any

cosmetic product clearly relates to the

manner of use.

This
determines the amount of substance which
the
mucous membranes, or ingested or inhaled.

factor is most important since it

may be absorbed through skin or

25. As mentioned above, the main sources
the
ingredients

of information are toxicological

the
(including

characteristics  of and

available  human  experience
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market  experience, beauticians, factory
workers, etc.) with similarly composed
products. Each ingredient has to be
considered carefully.

Particular attention should be paid to new
and novel ingredients.

Open questions of safety assessment are
defined by expert judgement in each
individual case after careful review of all
available information.

26. In general, the potential of a cosmetic
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 involves an examination of the potential
role of the vehicle.

This holds particularly true for percutaneous
absorption 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.
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27. For assessing the safety-in-use of a
finished the
tolerance, it can be very useful to compare

product,  especially local
it with other formulae successfully marketed

by the company.

28. If the new product is a simple variant of

an existing product, or if the formulation
only consists of raw materials or ingredients
previously used in similar products at
common use levels, then it is likely that no

additional safety data will be needed.

29.
then additional safety data may be required

If raw materials are used in new ways,

by the safety assessor.

30.
new to the company are to be used, then

If novel raw materials or raw materials

more detailed information will be necessary.

31. Local tolerance largely depends on the
whole formulation. Consequently, even with
known and safe in- use ingredients, it may
be necessary to check the skin compatibility
of a new formulation by appropriate testing.

32. When exhaustive analysis of toxicological
data on ingredients appears insufficient to
define with certainty the local tolerance of
the finished product, additional experiments
can be performed in vitro and/or in human
volunteers.

33.
complement available information with the

In vitro testing may be carried out to

necessary use of appropriate benchmarks.
For ocular safety, methods such as those
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listed below are available:
« BCOP -
Permeability Test;

Bovine Cornea Opacity and

FLT or TEP - Fluorescein Leakage Test or
Trans Epithelial Permeability

HET-CAM - Hen"s Egg Test - Chorioallantoic
Membrane;

RBC - Red Blood Cell Test;

e TEA - Tissue Equivalent Assay.

34. Skin compatibility or tolerance may be
checked
and/or ethically conducted trials on human

using reconstructed skin models

volunteers.

35. Clinical trials in man should be based on

the principles of Good Clinical Practice (GCP)

such as that of the EU. The following type

of tests may be performed:

« Open epicutaneous application (single or
repeated);

 Closed epicutaneous application (single or
repeated);

 Controlled application tests;

e Further testing may involve in-use tests
and /or market tests.

4. Safety claims

36. If a safety claim is to be made, eg.,
""dermatologically tested”, it has to be

supported by adequate evidence.

In most cases, appropriate human testing on
the finished product will be necessary rather
than animal testing.

The testing must meet all necessary ethical
requirements for a clinical trial.

BCOP(Bovine Opacity and Permeability
Test)
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)

34, MEHTY U A3 WPHE D22l
U/EE 2EHOR MAE IR 2 AlH
2 AgstOl solg 4 k.

35. ALEHO| UOIA el AatA|= 2 EUQ
Z0| GCPYAO| 2Hso] AMA[SHOF BHCE Al
o= O|stel Z40| LY.

N EEPS-X !
. HARAHE
. Mguue

4. PN BESEH

[ —_

36. ugapaiel RSEIAMES =0
"dermatologically tested”) S HA|E M= S&

oF A0 2l73HOoF SHLf.
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One important prerogative in this respect is
the safety assessment by a suitably qualified
and experienced person before the trial
starts.

5. RESPONSIBILITIES OF THE SAFETY ASSESSOR

37. The person in charge of assessing the
safety of the product is called the safety
assessor. The safety assessor is responsible
for determining:

« Whether or not the ingredients present in
the formula meet the requirements of the
legislation in respect of the concentration
for authorised substances, absence of
substances prohibited by the law and,
more generally, in respect of all legal
requirements;

e Whether or not particular endpoint(s)
have to be considered for a given
ingredient;

« Whether the data available are relevant
and 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.

38. A modern approach to safety assessment
is based on a thorough analysis of available
data and conditions of exposure. Ideally, the
development of the formulation should take
into account these elements from the start
by a close collaboration between safety
assessor and formulator.
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39. A proper choice of ingredient at an
adequate concentration level is sufficient to
avoid the major risks (e.g. genotoxicity,
carcinogenicity, systemic toxicity) and also to

avoid, to a large degree, sensitisation.

Testing on finished products is unnecessary
in most cases to assess these risks, provided

potential interactions between ingredients
and role of vehicle are considered.
In most cases, the knowledge of all

information available is sufficient to assess

the safety of finished products.

In the case of totally new ingredients, new

combinations  of  ingredients or new

formulation processes without safety-in-use

experience, additional testing 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.

40. The Safety Assessor
qualification in relevant fields for example a

should possess

diploma in the field of pharmacy, toxicology,
dermatology, medicine or a similar discipline
and be the
assessment of cosmetics.

suitably trained in safety

41. The role and responsibility of the safety
assessor have to be emphasised. It is in the
interest of the company to select a person
the field
evaluation applied to cosmetics and who is

knowledgeable in of safety
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responsible and ethical.

42. The Safety Assessor does not need to
be an employee of the company and can
belong to an external organization or
institution, as long as he has the required

qualification.

43. The safety assessor must:
» Have recognised competence and ethics
in the field;

« Have access both to the toxicological and
to the analytical information pertinent

from a safety view point.

Some questions are likely to be raised by
the safety assessor concerning, e.g. purity of
raw materials, impurity profile - if available,
and control procedures applied, detailed
information on a test mentioned or referred
to by the supplier, quantitative analysis of
an impurity with a potential toxicological
relevance, etc;
« Not be

aspects related to the product;

involved with the commercial

44. Safety assessment may require human
testing to check skin compatibility of both
cosmetic ingredients and finished products.
Any such trials have to be carried out

following the appropriate ethical

requirements.

45. The judgment of the safety assessor

relies on:

« The knowledge and experience of toxicological
properties and safety-in-use of the known
ingredients;
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« The history of safety-in-use of products | « &% = RAIES &Rsts MES A
containing the same or  similar g Ale] etHd o[
ingredients;

« The expert judgment of the set of data| « YEX|X| A2 d&, AMHE0] 2t A=+
available on an unknown, new or novel 7tset HIO|HO| Ciot MEH T
ingredient;

- Y FLR StLt e O oo d2 =

« If necessary, the results of additional data = XBHE0f| St LOo{El =7+ At
obtained either on one or more
ingredients or on the finished product.

46. The safety assessor may conclude: 46. AT GHIR = O[5tet #0| 2EUWE A

O|Ct

+ The product is safe as such without| « SiE HE2 Lot ZLZFL Fad F
special warnings or precautions; O|Atetol HRJI0| PHHSIT}

+ The product is safe provided a given| o FO{Zl If7|H ZTFE ALESIH, Eot 30
type of packaging is used or provided a =TE F/6tD 8YE ECt HMSHA
warning is added or the mode of use HotH, 22 ESA™EES HAGIY 2 2
and usage instructions are defined more a7 A TCHH S F 2 HH SOt
precisely or provided a complementary
test with favourable results is performed;

« The product is not safe for the proposed | « SHZXE2 XM QtEl 8=0 CistO] QHTHSIK
use; 2L

« That available data are not sufficient to | « O|& 7ts%t HO|H & YN SO0| AHSX|
determine whether or not the product O|EX|E HCSt=0 FT&E 0| OfL|H,
will be safe and that further studies need 2act §EE 7] M= Al”E 4§ A
to be carried out to obtain the required Algt 2a7F ot
information;

« Specific safety claim(s) may or may not| « 583t QMO 5HAUS AL & = AU
be used. Ot E= AMEY == SlCt

47. A product cannot be marketed if the |47. QHHMHEIIXIC| AZ20| SjEHHZ0| HAX

conclusion of the safety assessor is that the | @I EE= O = UEs AEZHOM= A

product may not be marketed safely under | otA| B2 TOfsfM= o ECHD E|/JAS

the normal or reasonably foreseeable | 4, MES HofE = QICt
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conditions of use.

Recommendations by the safety assessor | M& AFE A2 QtHMof ZHAE ML HILRL
which are relevant for the safety-in-use of | O 2|t M= F6of ot O] e
the product have to be followed. They are | M EHI}X}7F A Hst 3
part of the safety statement the assessor | A|Q| Y87} E|l&= ZO|Ct 7 E/US &4
signs which should be presented, together | = =0 XSdiOF StC}.

with the qualifications of the safety assessor,
to the relevant regulatory authorities

(inspectors) when required.

48. Selecting the safety assessor thus |48. AT EHIIXIS MY SIEEXZYXLO
appears to be a key issue for the | 2% EHCH O|A2 HEQ ZX T Of
manufacturer of cosmetic products. It is not | LI2Zt /& =0 7|2 O[O|X| & XN== MU}
only a legal issue: it may also have | Z2 Ct2 ZHO JAOMEZ FLIC}
importance for other aspects such as, for

example, the image of the company as well

as product liability implications.

6. Raw material supplier responsibilities 6. 23Xt M

1. Chemicals 1. otstd &

49. Provide its customers with adequate|49. O|5te| MESH YEE AKX X SsHOF
information as to the safety of the | $tCh

ingredients supplied: . SC|H/ZE M/ O|MERALA-= 8

« Physical/chemical/microbiological speifications-purity | « AnnexIIOlA| FE3t= HE20| =X 5HA|

« Absence of Annex Il ingredients beyond 2 Ao = gle DHEE o 53
unavoidable traces (e.g. heavy metals) = M 2letCh
« Toxicity studies: . SEAE:
o Acute toxicity o 2d=4d
o Dermal absorption o dU(mF)g=+
o Skin (and eye) irritation o LR (=)A=
0 Mucous membrane irritation (if necessary) o MUX=(Eed 429
o Skin sensitisation o OR4%
o Sub-chronic toxicity o ofgtd =4
o Mutagenicity o HO[&d
o Photo toxicity and photo mutagenicity o d=d % FHOIHEERY 8%
(if necessary) o QIMAI™EHOIH(ERY E9)

o Human data (if available)
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2. Botanicals Extracts:
50. Provide its customers with adequate
information as to the safety of the

ingredients supplied:
e Proper identification of the plant/part
used
« Physical/chemical/microbiological spedifications-purity
* Pesticide level
« Absence of Annex Il ingredients beyond
unavoidable traces (e.g. heavy metals)
« Toxicity studies:
o Skin irritation — sensitisation
o Photo toxicity — photo sensitisation
(if necessary)
o Mutagenicity

3. Animal Extracts:

51. Provide
information

customers
the

its with adequate

as to safety of the

ingredients supplied:
« Proper identification of the animal/part
used

Physical/chemical/microbiological spedfications-purity
* Absence of Transmissible Spongiform Encephalopathy
Absence of Annex Il ingredients beyond

(e.g.

unavoidable traces hormones,

antibiotics, etc)

Toxicity studies:

o Skin irritation — sensitisation

o Photo toxicity — photo sensitisation
(if necessary)

o Mutagenicity

4. Fragrances and flavours:
52. Provide
information

customers
the

its with adequate

as to safety of the

fragrances supplied:

2. H=FE 4=
50. s=¢t A= ety ZEg ostel HE
o BEE HYXMO| MSHOF et
- AB/AB RSO B Y
- 2ol .08 EFHE 25
e« X2 L=OF
LTTr o ~1

% HA o O O~
2 M elstCh
« SEAH
o L|BXt=-LE
o d=d-ExgEast 8%)
o =0

X0 K S5Hot

o AnnexIO|N 785t HE20] EXSHA| &
2 AEIOE = gle DEdE, o 535
2 H |t

o SEAY
o O|EX=-Z%

o 5d-Ed&EEas 8%)
o =AHO|Y

4. 2 /=7 0|H
52. Ostel Mot YREFE)E HYMO HIS
SiiOF ThCt.

o Z| AT IFRAZIO|IE2IQ S HA
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« Certificate of compliance with latest IFRA
Guidelines

+ Maximum safe concentration depending
of the product type

7. Manufacturer Responsibilities

53. Including:

 Careful selection of cosmetic ingredients,
making sure they will be safe at a given
concentration in a given finished product

« Checking local tolerance of the finished
product

e Selection of adequate packaging to
maintain the quality of the product and
to avoid, as far as possible, risks of
misuse or accident

e« Applying ASEAN  Cosmetic  Good
Manufacturing Practices

e Quality control, mainly microbiological
and chemical

» Appropriate labelling: presentation of the
product, instruction for use and disposal,
warnings (if relevant) and appropriate
actions to take in case of accident

e 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

8. Distributor Responsibilities

54. Including:

« Make sure the manufacturer has the
adequate systems to ensure product
safety (including GMP)

e Collect information on post marketing

- MZELYO| WE x| o

7. M =%fe| ol &

53. O|5te| Zi0] RACE.

sk

- HBHZOl AAHMS| BiEtSHE0f M

= —
d0| =QlEl Higt ol Fo 42 MH

o XBNBOA Sl FELH-G =2l

« B EME |t ALED AtLZ
oot dl(risk)E 7tset mstz| fst AF
oF L3 MEH

« ASEANZIHEGMP B &

. ZRIE: T2 OY2SH, ety

- MAEot 2t MEol 4%, 2% ol m7|
greiol A%, duEES 49) ¥ ATt
LI Z 20| CiXslior st= XEot
=X

o THOHX|ZE O] Ol A7 LS Mo
HMAESH gbt

o QYA F=E0| s HESH =X

o QMG EILIRLO| MAESH MEY

8. S YUXIe 9o F

54. O|5t2| Z40| LY.

o« NZX7F MECHNES 23 = U= A
Aot A|A-GMPE EESHCHE 7HX |2 QU
=X|E ZlstCt,

o I 2 O| AMYPYEE HIZA =Xt &
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experience and transfer such information &= ofiMsta, 7|52 Easts Al SA
to the manufacturer on a timely basis, Of &St AlZ|0f MZ=XtO|AH & LootC}
determine trends and keep adequate

records

« Report any Serious Adverse Event to the | « T=0] &2t O&fA2i|of CHe = aghot,
Authorities

9. Regulator Responsibilities 9. &=2o| Ml

55. Including: 55. O[5kl Zi0| ULt

« Ensure public health and safety s SR oHEY B

« Audits samples from the market o AZOIMel A

« Audit PIF o MEHEMA(Product Information File) ZrA}

« Inspection of company premises « IMUZ L HY LA

« In case of Serious Adverse Event collaborate | « ®2I%t O|&fALY 2 Alof= YA 3&
with the Industry to take proper actions o=z MAESH ZK|E AATHLL.

« In case of product testing showing potential | « SZ2|d0| CHSHH ZIHE QL ?{dH(risk) 7t
risk for human health or adulterated Fokl= MEZ2 230 M= 1=
product, take appropriate measures to HE2 AMEEERH 2[5 A &2
remove the product from the market, ZXE Lottt
communicate with the public and take
appropriate action on the responsible
company/person

* EX oMY E e

(http://ASEANcosmetics.org/information-center/ASEAN-cosmetic-directive/)
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2-4. XM XpTHH| 2 710 E2QI(ASEAN Sunscreen labeling guideline)

=
OO:IT'_'

2

Mo

ASEAN Sunscreen labeling guideline

AtelMd XpHH| 2tEE Jtol =2kl

ASEAN Sunscreen labeling guideline

Preamble

a) This guideline applies only to sunscreen

products ie. those products whose

primary function is UV protection as
indicated by relative order, size, content

and extent of claim material.

It does not apply to products which make
secondary UV protection claims, such as

moisturizing and skin lightening products.

b) Warning claims additional to those
already mandated by ACD can be
chosen by industry from the list of

examples according to suitability for the
product involved.

c) Sunscreen should protect against both
UVB & UVA.

Guideline

1. No claim should be made that implies:

a) 100% protection against UV A & B

b) That
unnecessary e.g. whole day protection;

c) “Sunblock”

d) "Waterproof" and "sweatproof" claims

reapplication of the product is

Aol AEH| 2tgd stolsatel
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of warnings statement for

2. Examples
sunscreen:
a) Mandatory :
- Do not stay too long in the sun, even
while using a sunscreen product (as

defined in Annex VII, ACD)

Strongly recommended warning:

- Re-apply frequently to maintain protection,
especially after sweating, swimming or
toweling;

- The use of sunscreens is one way to reduce
the dangers from sun exposure;

- Instruction for use to ensure that sufficient
quantity is applied, eg. pictogram,
illustration, etc;

- Over-exposure to the sun is a serious

health threat;

3. Claims should be easily understood and
unambiguous;

4. Claims of UV protection should not be
made if SPF<6;

5. The following SPF classifications are
recommended
Level SPF level
Low >6 -<15
Medium > 15 - < 30
High > 30 - <50
Very high > 50

Note: if the SPF level is more than 50, it
may be labeled as SPF 50+
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5. SPF #%& 2&:
Level SPF level
Low >6 -<15
Medium > 15 - < 30
High >30- <50
Very high > 50
T SPF 20| 50 O|¢Y B2, SPF 50+2
27| = QUL

% EA]: Lol X|o} = o|orEE

A (http://npra.moh.gov.my/)
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2-5. 21EE O|ME 7|8

stz 7jo|E2}9l

(ASEAN guidelines on microbiological limit in cosmetic products)

34l of3tel ofEIolE,
£ 79i8, WUS BWE

(Products for children under 3 vyears,

eye area and mucous membranes)

7|EHH| &
(other products)

o
(He2|of, ER&=EE0|)
Total Microbial Count

(Bacteria, Yeast & Molds)

of
I

NMT 500 cfu/g

NMT 1000 cfu/g

=5

P. aeruginosa

Negative per 0.1g or
0.Tml test sample

Negative per 0.1g or
0.1Tml test sample

_'%I-A EEAI-:II..T,L

A
S. aureus

Negative per 0.1g or
0.1ml test sample

Negative per 0.1g or
0.1ml test sample

ZhC|Ch LH|ZEA

[

C. albicans

Negative per 0.1g or
0.1Tml test sample

Negative per 0.1g or
0.1Tml test sample

HIAZHI2|oF MlmtA|of
B. Cepacia
(aqueous preparation only)

Negative per 0.1g or
0.Tml test sample

Negative per 0.1g or
0.Tml test sample

¥ NMT = Not more than(0|2hH

X OLMIQH =712 7|Ee=0| th2A HEE &+ AS
2-6. HYF S5 7S
(Heavy metal limits)
a5 Hetse
(Heavy metal) (limit)
EN=)
NMT Tppm
Mercury
IEI-
NMT 20ppm
Lead PP
H| &
) NMT 5ppm
Arsenic
7= NMT 5
m
Cadmium bP

% NMT = Not more than(O|Zh

X OpMIE =7t 2 7|&29=0| Ch2A HE8E = US
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[3]1 S=E|I2E

3-1. ORM|Qt HiBFZX]|
3-2. OfA|Qt HiEStE
3-3. OFM|Qt AL
3-4. OLM|Qt AL
3-5. OFM|Q AL

0
-

2| 2 E (Annex Il of ACD Jan2016)

2| 2E (Annex Il of ACD_Sep2016)

MA B|AE(Annex IV of ACD_Jan2016)

HEXN 2|AE(Annex VI of ACD_Sep2016)

XteM XtchH| 2| AE(Annex VII of ACD_Jan2016)

|
|2

r
Ar Ao

30 30 30 O O

mot mot mot

4 4>
rr rr rr

» ZF Annex & T4|0ofSt ME Z|AE BEEL AMIIEZ
II =)

o] 20 H A (www.hsa.gov.sg) X OfA| Ot}
HE39|(http://ASEANcosmetics.org) S O|X|0f| A ZQI0|

7tSOtLt.

X EX: MIIEE2 BHLZ(HSA)
http://www.hsa.gov.sg/content/hsa/en/Health Products Requlation/Cosmetic Products/Overvie
w/ASEAN_Cosmetic_Directive.html

3-6. OLA|Qt SIEHE &2 M ES(ASEAN handbook of cosmetic ingredients)

» OIMIQt 85 H& ZSE(ASEAN Common Ingredient Listings)it= =2 #A7F &l e 220
CHSHA = ORMIQH 2t E d& HESS TUSHH FECh ObM 2t &2 2(http://ASEANcosmetics.org)
SH|O|X|0fAM =+QI0] 7}-53iLt.

X EX: otM|etePEE R 3|(ACA)
http://ASEANcosmetics.org/ASEAN-cosmetics-directive/technical-documents/

3-7. ACSB(OtM| Qs XHZ 1k5t7| 1, ASEAN cosmetic scientific body)0flA =2|El Lj&

» ACSB(Asean cosmetic scientific body)= OFMIQt 2F =7+o| &Y=, MYA, StA Q| WHEXEE
THE oM etetEENS 7| E, FE Y EO AP%El._ S—E-ElAE 712 W otHM mAE O
+5 g ZEStD AUCH ACSBOIAM =2|E W82 H7tZE EHE = ((www.hsa.gov.sg)0ll A
20| 7ts3tCt.

ot

X EN: M7lEz2 BHAYIZ(HSA)
http://www.hsa.gov.sg/content/hsa/en/Health Products Reqgulation/Cosmetic_Products/Overvie
w/ASEAN_Cosmetic_Directive.html
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25, OMIRHeZll=) =718 78 o HUX=E

1. d7IZE
1-1. 2HEHE #7d 2007

(Health product(cosmetic products-ASEAN cosmetic directive) regulations 2007)

o

=
o

Ex

Health product regulations 2007

HZHEAE 2007

Health product regulations 2007

No. S 683
HEALTH PRODUCTS ACT 2007
(ACT 15 OF 2007)
HEALTH PRODUCTS (COSMETIC PRODUCTS
— ASEAN COSMETIC DIRECTIVE)
REGULATIONS 2007

In exercise of the powers conferred by
section 72 of the Health Products Act 2007
read with regulation 1(I) of the Second
Schedule thereto, the Health Sciences
Authority, with the approval of the Minister
for Health, hereby makes the following
Regulations:

PART |
PRELIMINARY

Citation and commencement

1. These Regulations may be cited as the
Health Products (Cosmetic Products —
ASEAN Cosmetic Directive) Regulations 2007
and shall come into operation on st
January 2008.

Definitions

dZ HNE EEE — otMet SHEE XIH)

HAZHZHE
I:é-]ll)

o3 "

HZHETE 2007
No. S 683
HLNEH 2007

(2007 HEH 15%)

T8 2007

2007(Health Products Act 2007;
M72z= 2 58 M2 &5 78 1()

of et FoE Ao <A, EHisety
(Health Sciences Authority)2 275 Zzto
52l oo oteiel 82 Xdst= HIO|C:

oS

FHe HLMEBEEE - otMer sha
)

2
N

00722 =2|[H, 2008 1

o
2l
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—(1) In these Regulations, unless the
context otherwise requires —
“cosmetic  product” means a cosmetic

product as specified and described in the
First Schedule to the Act;

“existing  cosmetic  product” means a
cosmetic product which has been or is
being supplied in Singapore immediately
before 1st January 2008;

“new cosmetic product” means a cosmetic
product which is supplied in Singapore for

the first time on or after 1st January 2008.

(2) For the purposes of these Regulations, the
person responsible for placing a cosmetic
product in the market is the person in
Singapore who is instrumental in causing
the cosmetic product to be available for
sale in Singapore.

Application

3. These Regulations shall not apply to a

cosmetic product that is —

(a) imported into Singapore solely for re-export;
or

(b) manufactured in Singapore solely for export.

PART I
SUPPLY OF COSMETIC PRODUCTS

Duty to notify Authority of supply of
cosmetic products

4—(1)
responsible for placing a cosmetic product

Subject to regulation 5, a person
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in the market shall not —

(@) where no prior notification has been | (a) SiY SHHE0| CHSHO AFM M7} OF K]
submitted for that cosmetic product — X %2 8% =0 APHo 2 A=E Ao
(i) begin to supply that cosmetic product, | tX| &%= oF —
or cause that cosmetic product to be| () & AYEL 352 AEHSIHL &= &
supplied on his behalf, in Singapore; or otFE0| EfQIo 25t d7t=x= LHO|A
(i) continue to supply that cosmetic product, SIS A= Ot B
or cause that cosmetic product to be | (i) & SHEES 352 XIZSHAL E= &
supplied on his behalf, in Singapore, StEE0| Efelo| o5t d7tE= Lo A
unless he has notified the Authority of SEEES XEHHAM= o ECh
his intention to do so; or
(b) where a prior notification has been | (b) SN SHEEZ0| CHsiol 7|=0f A7} O|F
submitted for that cosmetic product, 3% 2=0 & 0| /A0 1 4
continue to supply that cosmetic 1 AFE FIHHLE IS Qi o
product, or cause that cosmetic product — i 2YEFa #HS0 2 o 2
to be supplied on his behalf, in Aot O[RT 7ty =29 HA=HH 1
Singapore after the expiry of one year Ho| 7|7H0| X|H 2oz & AYES X
beginning from the most recent £Xoz Sgot/L B & S0 O
notification made under this paragraph £ OISt d7tZ=2 oM SaEes
in respect of that cosmetic product, SiM= eF ECt

unless he has submitted a further
notification under this paragraph to the
Authority of his intention to continue
doing so.

rr

(2) A notification for the purposes of | (2) =& (1)0 2|AH$ A= E=0| Q78
paragraph (1) shall be submitted to the YA oz XEE 0{of ota,
Authority in such form and manner as
the Authority may require and shall be
accompanied by —

(@) such particulars, information, documents | (a) 30| 27 = U&= SIEE A MEA
and samples of the cosmetic product as e e, M X HMEO0| HFE[00F S,

the Authority may require;

(b) if required by the Authority, a statutory | (b) =0 27 &2, sig A0 ZatE|A
declaration by the applicant verifying any Lt = 2HE FEEE YUY = Us,
information contained in or related to AMERO| oot 8o =AML HEE
the notification; and O{Of o}11; ook

(c) the appropriate fee specified in the First | () M12F0]| FA|IL0] U= HES =&}
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Schedule. B2 Z|0{OF L},

(3) Any person who contravenes paragraph | (3) =& (1)2 ¢IEtst= Ol HEQ f|Utof
(1) shall be guilty of an offence and Sietsil, X[CH $20,0002] Ha L= XCH
shall be liable on conviction to a fine 120Ee d9d 52 YAt RF9| NES
not exceeding  $20,000 or to A EICH

imprisonment for a term not exceeding
12 months or to both.

(4) Any person who, in submitting a notification | (4) =& ()2 S&4& A1 HEZ o A0
for the purposes of paragraph (1) — N —
(@) makes any statement or furnishes any | (a) HXEZ XHLO0| L1 JUAL} EE T
Of

document which he knows to be false X CtD ApAO| dZdt=  Zl=OlL
or does not believe to be true; or =ME MA[SHALE E=
(b) by the intentional suppression of any| (b) &K AMS QEXHOZ AXAIZS
material  fact, furnishes information EN MO YEE XNSh= 0|+,
which is misleading, HE2| flUto] siFstH, ZCH $20,0002] H=
shall be guilty of an offence and shall be | =& Z[Cf 12749 AAY =2 YAt BFO
liable on conviction to a fine not exceeding | 22 A EICt

$20,000 or to imprisonment for a term not
exceeding 12 months or to both.

(5) This regulation shall not apply to — 5) & 782 30 oistd= HEE|X| OfL
(@) a cosmetic product that is supplied ottt —
solely as a sample in connection with | (a) &1, ¥ Es &HE a1 EHsE ME
any  advertising,  sponsorship  or ENT HSE 2HEE;
promotional activity; (b) S MZFLl A+ L= JiEHar 2Esh 4
(b) a cosmetic product that is supplied AP EE AR ALl =XHE 5o T
solely for testing or trial use in suE HEF E=
connection with any research or| (c) 920 2|5t HN=L|AHL E= 1o
development of that product; or ALEOf| o[ AHSH0] YAtE|D, EEDE S 9
(c) a cosmetic product that is manufactured 2010f 95ty 1 =Xl Xz =XHo=R
by or in accordance with the oF AR = ot E.

specifications of a medical practitioner,
and supplied solely by that medical
practitioner for the use of patients
under his care.

Application of regulation 4 in relation to | 7|= 3P ED S 77 49| HE
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existing cosmetic products

5. Regulation 4 —

(@) shall not apply to an existing cosmetic
product in respect of which there is in
force immediately before 1st January
2008 a product licence granted under
the Medicines Act (Cap. 176), until such
time the product licence expires; and

(b) shall only apply to an existing cosmetic

product of a type listed in the Second

Schedule with effect from the date

specified opposite thereto.

Contents of cosmetic products

6.—(1)
contain any substance that is listed in Part |

A new cosmetic product shall not

of the Third Schedule unless the presence of

such substance —

(@) is in trace amount;

(b) is
manufacturing practice; or

technically unavoidable in good
(c) where applicable, is in compliance with
the conditions specified in that Part of

that Schedule.

(2) A new cosmetic product shall not
contain any substance that is listed in
the second column of Part Il of the

Third Schedule unless —
(@) the cosmetic product is of a type listed
in the third column of that Part of that
Schedule;
the in the
cosmetic product does not exceed the

substance as contained

(b)
appropriate limit as specified in the
fourth column of that Part of that
Schedule; and

5 78 4= —

(a) 20084 12 1 O|™0f| 2|2kE B (Medicines
Act)(Cap. 176) StOIM HEZ 3717 2 &
of 1 M& 377t Bt2E Watx|el 7|EQ
Y E0 = HEL|X| OtL|SHH;

H2F =0 BAlE FFe 7[E9 =H
oz, I Wee i €X=2RH Rt

otgE0iTt H&0of ECt.

—

(b)

gES 8=

6—(1) ¢t =FZ0= Chsat €2 B
otgl ot XM 3%F A 1 of YAE Z=EO|

(@) HlolEX o= seE 2ok

(b) FH =22

o = gith E=

© siie &9 sy RE20| YAE ZUS
of fgtEch

) A EE0= C21t 22 427t otd
S H3EE MiE 2HA o BAE =
g gediMe o Bl —

@) B0 & & & 2= 3HW Lo
YA El ZFO| AO|CH

b) 2HHE0 &R MO & 25 & £&
o 4HHWY o FAIE MY sI=E =1t
SHX| fe=rf %

o 2&H=E0| 5 &8 5 F29 sHR &0
YAE 7|EF HEH 27T|F0 Fastoh
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(c) the cosmetic product complies with the
other relevant requirements as specified
in the fifth column of that Part of that
Schedule.

(3) A new cosmetic product, other than a

cosmetic product intended solely to colour

hair, shall not contain any colouring agent
unless the colouring agent —

is listed in Part Il of the Third

Schedule; and

(b) is contained in the cosmetic product in

with  the  requirements

specified in that Part of that Schedule.

(a)

accordance as

(4) A new cosmetic product shall not contain
any preservative unless —

(a) the preservative is listed in the second
column of Part IV the Third

Schedule;

(b) the preservative as contained

of

in the

cosmetic product does not exceed the

appropriate limit as specified in the

third column of that Part of that
Schedule; and

(c) the cosmetic product complies with the
other relevant requirements as specified
in the fourth column of that Part of

that Schedule.

(5 A new cosmetic product shall not contain
any ultraviolet filter unless —

listed in the
second column of Part V of the Third
Schedule;

(b) the ultraviolet filter as contained in the

(@) the ultraviolet filter is

cosmetic product does not exceed the
in  the
of that

appropriate
third column
Schedule; and

limit as specified
of that Part

c
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(c) the cosmetic product complies with the
other relevant requirements as specified
in the fourth column of that Part of
that Schedule.

(6) An existing cosmetic product —

(@) shall not contain any substance that is
listed in Part VI of the Third Schedule;

(b) shall not contain any substance that is
listed in the second column of Part VII
of the Third Schedule if the cosmetic
product is of a type listed in the third
column of that Part of that Schedule;
and

(c) shall not contain any substance that is
listed in the second column of Part VI
of the Third Schedule unless —

(i) the cosmetic product is of a type listed
in the third column of that Part of that
Schedule;

(i) the substance as contained in the
cosmetic product does not exceed the
appropriate limit as specified in the
fourth column of that Part of that
Schedule; and

(i) the cosmetic product complies with
the other relevant requirements as
specified in the fifth column of that
Part of that Schedule.

(7) For the purposes of section 2 (2)(d)(iv)
of the Act, a cosmetic product that
does not comply with paragraph (1), (2
), (3), 4), (5) or (6) shall be considered
to be an

unwholesome  cosmetic

product.

Labelling of cosmetic products
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7—(1)
the Act, no person shall supply any cosmetic

For the purposes of section 18(1) of

product unless the cosmetic product has a
label that sets out the following information:
(a) the name of the cosmetic product;

(b) the function of the cosmetic product,
the
presentation of the cosmetic product;

(¢) the

cosmetic product,

except when it is clear from

instructions on the use of the

except when it is
clear from the name or presentation of
the cosmetic product;

(d) the list of all the ingredients in the

cosmetic product, with the exception of

the following substances:

(i) impurities in the raw materials used;

(i) subsidiary technical materials used in
the the

product but not present in the final

preparation  of cosmetic
product; or

materials used in the manufacture of
the
necessary quantities as solvents, or as

(iii)

cosmetic  product in  strictly

carriers for perfume and aromatic
compositions;

(e) the weight or volume of the cosmetic

in the

package,

product contained immediate

container or expressed in
metric system;

(f) the batch number given by the person
who manufactured the cosmetic product
to the batch of which it forms a part;

(9) the name and address in Singapore of
the person responsible for placing the
cosmetic product in the market;

(h) the name of the country where the
cosmetic product was manufactured;

(i) any special precautions to be observed
when using the cosmetic product, or
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special  precautionary information in
accordance  with any requirements
specified in Parts I, IV and V of the
Third Schedule which are relevant to
that cosmetic product;

() the date of expiry of the cosmetic
product where the cosmetic product
has an expected period of durability of
less than 30 months between the date
of its manufacture and the date of its
expiry; and

(k) the date on which the cosmetic product
was manufactured, except when the
expiry date of the cosmetic product has
been specified on the label.

(2) Paragraph (1)(h), (i), () and (k) shall not| (2) (1)(h), (), () ¥ WS 7|=9| SIEEH =
apply to an existing cosmetic product. HE&|X| OfL| Bt

(3) The information specified in paragraph | 3) (1) &0l HA|E HEE ChS1 22 &H

S
(1) shall appear in the following O = HA|EZ[O{O} BtCH
manner: @) A= AF EZFHO| U= EF e

(@) where the cosmetic product has an HEE SIHEQ QF ZZY EA;
outer packaging, the information shall | (b) 2&EEF0 2F ZEZO| Qs 4% oY
appear on the outer packaging of the dE= O MY 87| E= ZEY0 =
cosmetic product; Al &

(b) where the cosmetic product does not| (c) 7| L& ZXO| 74, YEf == EY
have an outer packaging, the 8 HE BEEE BAY = Y2 8%
information  shall appear on the ae2fst dEE MHE0 ssE 2[E30]
immediate container or package of the Lt = HE1 274 ©AIE oiE 40
cosmetic product; and HAE A B A2 (@) R ) 22

(c) where the size, shape or nature of the MEol AH 7|40 HEA|Z|0{OF BHC}

container or package does not permit
all the information specified in that
paragraph to be displayed, the
information may appear in a leaflet
that accompanies the product or on a
display panel placed together with the
product, provided at least the
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information  specified in paragraph
(1)@ and (f) shall appear on the
immediate container or package.

(4)  The list of ingredients specified in
paragraph (1)(d) shall appear in the
following manner:

(@) where an ingredient appears in the
latest edition of any of the standard
references listed in the Fourth Schedul
e, that ingredient shall be named
according to the nomenclature in that
standard reference, except for —

(i) any perfume or aromatic composition,
which may be referred to by the term
"perfume”, “fragrance”, "aroma” or any
other similar term; and

(i) any flavouring, which may be referred
to by the term “flavour” or any other
similar term; and

(b) the ingredients shall be listed in
descending order by weight, except
for —

(i) ingredients, other than colouring agents,
present in concentrations of less than
1% (by weight), which may be listed in
any order by weight after those
ingredients present in concentrations of
1% or more; and

(i) colouring agents, which may be listed
in any order after the other
ingredients.

(5) All information on the label of a cosmetic
product shall be provided in the English
language, but nothing in this paragraph
shall prevent such information from being
provided in any other language as well.
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(6) All numbers, letters and symbols used
in providing the information on the label
of a cosmetic product shall be printed
in such a manner as to be legible,
permanent, indelible and prominent.

(7) If a symbol or code (whether in the
form of a colour or otherwise) is used
in providing the information on the
label of a cosmetic product, an
explanation of the symbol or colour
shall be provided.

Misleading labelling

8. For the purposes of section 18(1) of the
Act, no person shall supply any cosmetic
product with a label which contains any
statement, trademark, picture or other
sign —

(@) to the effect, whether directly or
indirectly, that the supply or use of
the cosmetic product is  being
promoted or endorsed by the
Authority; or

(b) that is likely to create an erroneous
impression regarding the formulation,
composition, quality or safety of the
cosmetic product.

PART Il
ADVERTISEMENT OF COSMETIC PRODUCTS

Advertisement of cosmetic products

9. For the purposes of section 21(1) of the
Act, no person shall advertise any cosmetic
product or cause any cosmetic product to
be advertised —
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(@) with any claim, whether expressly or by
implication, that the cosmetic product
has a therapeutic benefit or can be
used for a therapeutic purpose; or

(b) with any claim which is likely to create
an erroneous impression regarding the
formulation, composition, quality or
safety of the cosmetic product.

PART IV
ADDITIONAL DUTIES AND OBLIGATIONS

Duty to maintain records of supply

10.—(1) The person responsible for placing

a cosmetic product in the market shall —

(@) keep records of any supply of the
cosmetic product, whether supplied by
him or supplied on his behalf in
Singapore; and

(b) produce such records for inspection by
the Authority or an enforcement officer
as and when required by the Authority
or enforcement officer.

(2) The records referred to in paragraph (1)
shall —

(a) contain the following information:

(i) the name and notification number of
the  cosmetic product that was
supplied;

(i) the date on which the cosmetic
product was so supplied;

(i) the name and address of the person
to whom the cosmetic product was so
supplied;

(iv) the quantity of the cosmetic product
so supplied; and

(v) the identification number or mark

Hove
x7} o8
38 71§ #%9 oF
10—(1) =tg&2 HME = e —
(a) S7HZ20A AtAO| SSBHAALL =
Efolo] CHilsty s58 EEFe &
7|15S FXI5H0{0F St
(b) 8= L= g 23F Al a3t 7|
== B4d= ?I50] MA[SHOF otCt.

(batch) Bz

(b) ofg{et 7|52 TOHS

o #0| =ty
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the control number, lot

batch
number) of the cosmetic product so

(including

number, number or serial
supplied; and

(b) be retained by the person responsible
for placing the cosmetic product in the
market for a period of 2 years after
the date which  the

product is so supplied.

on cosmetic

Any person who contravenes paragraph
(1) or (2) shall be guilty of an offence
and shall be liable on conviction to a
exceeding $10,000 or to
imprisonment for a term not exceeding

fine not

6 months or to both.

Any person who, in compliance or
purported compliance with paragraph
(1)(b), furnishes the Authority or an

enforcement officer with any record

which  he knows is false or
misleading shall be guilty of an
offence and shall be liable on

conviction to a fine not exceeding
$20,000 or to
term not exceeding 12 months or to
both.

imprisonment for a

Reporting of defects and adverse effects to
Authority

11.—(1)
placing a cosmetic product in the market

If the person responsible for

becomes aware of any event or other
occurrence that concerns any adverse effect
the the

product, he shall —

arising  from use of cosmetic

(@) if the adverse effect has caused death

B) (1) £ Qe QEtst= Ol HEQ ¢
2hoj| S =S, Z(CH $10,000°] & e
Zof 67l YA =2 LA 2RO

—_

@) Moyl At &= E£= d=2ofA
o

2HE 7|52 MAlgo AN Bt 7=
o 71"'E|7il—f LEHYS SEME HA
ot= Ol &2l fIFHol sigotn, =[of
$20,0002] %*E.L Ee XN 127089 Y

g g2 A 2R N2 A =Ch

Z2g A o[t ChiEt S= B3

*

M—(1) =2tg=2 HME HEots 0|7} =hd
=2 ME2=2 QIoh Of¢Ad| e 23 ARQH
o s LA =H1—
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or is life-threatening — ot 8% —
(i) inform the Authority of the event or| (i) 2 AtSHS QIX|SHA = LXIZEH 7
occurrence no later than 7 days after 2 o =0 MRE St
the supplier first becomes aware of the | (i) ot9l =& ()0l 2/Ast0] %= 2117} O
event or occurrence; and BT =25 8Y o Z=0 2%t
(i) submit a detailed report on the event 2 0| CHet MM E1E StALE E
or occurrence to the Authority within 8 =

days after the initial report made | (b) Tt O|MALHE QI5t0] ALEXIZL HO
under sub-paragraph (i); or YRSAHL = FFHO| AL M2t &

(b) if the adverse effect has resulted in any o7} =efxRA2 8%, S=A7F st
person being hospitalised or has caused ool o] sk QIX|eh X2 RH
any persistent or significant disability or 158 O[Lfof| E=0f &M EAME HE
incapacity in any person, submit a SHOF otCt.

detailed report on the event or
occurrence to the Authority no later
than 15 days after the supplier first
becomes aware of the event or
occurrence.

(2) If the person responsible for placing a | (2) St&EZ9| TOIHE E &= 0|7 IEE9|

=
cosmetic product in the market Ago| Egh &M Mo Cisto] LA K
becomes aware of any event or other Al —

occurrence that reveals any defect in| (a) J12{3t Z&0| AfY Es= HHZ st
the cosmetic product, he shall — 4% —

(a) if the defect may cause death or may () 2{st AFRHES CIX|SHA &= LXIZEEH 7
be life-threatening — = S = ot
(i) inform the Authority of the event or (i) ot =& ()0 o|AHst0] x|x 17t 0]

o
occurrence no later than 7 days after BT ==28H gg WO F=0 2%t
the supplier first becomes aware of the 2 40|l oict &M 215 SfALL I
event or occurrence; and =

(i) submit a detailed report on the event
or occurrence to the Authority within 8
days after the initial report made
under sub-paragraph (i); or

(b) if the defect may result in any person | (b) Tt ZATo=Z QI5t0] AEXt7t HElof

A A3
being hospitalised or may cause any YRSHALE = X[HHO[ALE d4ct F
persistent or significant disability or o7t Z=ei=lRRAE 8%, SeA7t dgfst
incapacity in any person, submit a 2ol 2ol CHSHol QIX[oh LXZEEE
detailed report on the event or 152 O|Ljof F=0| &M EXME H=
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occurrence to the Authority no later SHOF otLCt.
than 15 days after the supplier first
becomes aware of the event or
occurrence.

(3) The reports referred to in paragraph (1) | 3) (1) === (Q&O0IAM gt Eil= =0
o C

or (2) shall be in such form and 27g = Us O|MAtY E&= SHRteF &
manner, and shall contain  such A= HESZ EPSt0{0F ofCt

information in relation to the adverse
effect or defect, as the Authority may

require.

(4) Any person who — 4) FFE2 HOE HEot= 07t —

(a) fails to comply with paragraph (1) or 2| (a) (1) £ Q&S TFoHX| (AL £
), or (b) (1) E= &0 2[AHstY Z=0oA £

(b) in compliance or purported compliance o UM st EL 2aTF A%
with paragraph (1) or (2), furnishes the EALL QEHYS YHME X SSt= O
Authority with any information or = HEel efgto sHEStm,  E|Cf
report which he knows is false or $20,0002| &g L= Z[Of 12742 9
misleading, shall be guilty of an offence g 22 X BRO NEZS €A ECh

and shall be liable on conviction to a
fine not exceeding $20,000 or to
imprisonment for a term not exceeding
12 months or to both.
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FIRST SCHEDULE
FEES FOR SUBMISSION OF NOTIFICATION

1. In relation to —

(@) any product intended for application
around the eyes or on the lips;

(b) any oral or dental care product; or

(c) any hair dye containing diamine compounds,

for —

() a new notification or further notification
under regulation 4(1)(b) for a single
product or each of the first 3 variants
of a product; or $25

(i) a new notification or further notification
under regulation 4(1)(b) for each of the
fourth and subsequent variants of a
product $5.

2. In relation to any product not referred to
in item 1 —

(@) for a new notification or further
notification under regulation 4(1)(b) for a
single product or each of the first 3 variants
of a product; or $10

(b) for a new notification or further
notification under regulation 4(1)(b) for each
of the fourth and subsequent variants of a
product $5

3. In this Schedule —

"base formulation” means a partial cosmetic
formulation shared by 2 or more cosmetic
preparations manufactured by the same
manufacturer and intended for the same

use;

“variant” means a cosmetic preparation that
is largely similar in composition to another

s

2. 71 10 ekl 2 HME —

@ T8 4O oA HE MF = 5
=l

MZo| #|Zo| 37tx| #E 2tzto| Cf
M7 AD e 7 AT §10
(b) THE AMND) 23+ KBl 48R

3. = BE0M —

"712 X (base formulation)O|z2}
(@]

o MZ=AO| ooty HiED =

r

A A

—
-
X2 oEE MYS oot

'HZE"(variant)0| 2} 6.:.% Ct
20| CHMAELZE SFAISHL
) AH

4ol 7= MYE 7tE

=
-

ol M

5

27tX| Olde =HEE MYO|

rr mp e
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cosmetic  preparation

common base formulation) but having a
different colour, shade, flavour, fragrance or
other inherent characteristic apart from the

base formulation.

(usually  having

=
—
7

AS olO|gtet.

7IBt WimHel £80 7[= MYa= Cf

=2
—

SECOND SCHEDULE H22E
COSMETIC PRODUCTS AND DATES FROM IEE 7E A HE S8 olHo 1}
WHICH NOTIFICATION REQUIRED PRIOR TO L4kl X}t
SUPPLY
Types of cosmetic product | Effective date SILE RS 22
1. Products for application | 1st Janua =
PP Y1 2 mu0 sze ME | 200891812
around eyes 2008
2. Products for application | 1st  Janua =
X ppiicat Hay 2. g0l H2E HE 20081212
on the lips 2008
3. Oral and dental «care | 1st January 3 2z 9 xof Ma| K| 200841212l
products 2008
H HY el o CFololnl ste =13
4. Hair .dye.s containing | 1st  January 4, I ZACIOIOLE etf =2 200841212l
phenylenediamines 2008 FAA|
5. Anti-wrinkle products 1st July 2008 5. &5 HAA 2008 H7& 1Y
6. Tinted bases(in liquid, 6. MZE H|O|AAY &= &
(i liquid |4 & July 2008 B e 2008147212
paste or power form) = HEY)
7. Face masks 1st July 2008 7. HO|A OfAF 2008EH7& 1Y
8. Face make-up(includin 8. HO|A HO[AR(=YHME
up(including | ¢ uly 2008 6. Hol= BIOIRBEBAE | a7 o
eye-brow products) =3h
9. Face make-up removers 9. O] mHo[AY z2|FH
1st July 2008 2008EH7&E1L
and cleansers Y E— g Py =
10. Skin whitening products | 1st July 2008 10. O[F0|8HZ 200871
11. Sunbathing products and
products for tanning without | 1st July 2008 11, MEHFAIZ A S 200871
sun
12. Deodorants and | 1st  October

anti-perspirants

2008

12. QREESE 3l & AKX

2008E1081¢Y

13. External intimate hygiene
products(excluding  personal
lubricants)

1st  October
2008

13. 218 24
He Hel)

Mg =

2008101

14. Perfumes, toilet waters

and eau de cologne

1st  October
2008

—_

4.

0%

2 2f

1]

=
S

i

+ B

2008101

15. Powders(e.g. make-up

powder,

after-bath powder,

1st  October
2008

15. TME@o|RY e,
283 T2, YY)

2008H1081Y

- 176 -




hygiene powder) 16. 271 3E, oYX, =4, °
16. Skin creams, emulsions, | 1st  October M gl @9l 200841021¢€
lotions, gels and oils 2008 ) o
A
17. All types of cosmetic st 17. 71 1~1601 SAI=IX| o 2009141
n S E == SLAFIL
products other than those 2309 antary H e 2E 3R 2SS
described in items 1 to 16
THIRD SCHEDULE H 3 8E
PART | olE |
LIST OF SUBSTANCES WHICH MUST NOT HIE2X d22AE
FORM PART OF THE COMPOSITION OF
COSMETIC PRODUCTS
PART I otE |
Higtste 432 2|AE)
PART I PART I
LIST OF COLOURING AGENTS ALLOWED FOR AI8E £ Q= MA B|AE)
USE IN COSMETIC PRODUCTS
PART IV PART IV
LIST OF PRESERVATIVES WHICH COSMETIC MEE = A= BEX ZAE)
PRODUCTS MAY CONTAIN
PART V PART V
LIST OF UV FILTERS WHICH COSMETIC A8 = A= XIQMXICH 2|AE)

PRODUCTS MAY CONTAIN

PART Vi
SUBSTANCES PROHIBITED IN CERTAIN TYPES
OF COSMETIC PRODUCTS

PART VI
SUBSTANCES ALLOWED TO BE PRESENT IN
COSMETIC PRODUCTS SUBJECT TO CERTAIN
RESTRICTIONS
X op7|2 AMOIEOIM deds =Held = U=
http://www.hsa.gov.sg/content/hsa/en/Health

PART VI
(58 739 AHFANME SX|E 82 E2E)

PART VIII
(538 HgMgoM= 38El= €& 22

X SE7|2 ALOIEOfA %
http://www.hsa.gov.sg/content/hsa/en/Health

qe o Blolsl A OlO
dEES 2olgt = UAS
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Products Requlation/Cosmetic_Products/Overvi

Products Requlation/Cosmetic_Products/Overvi

ew/Cosmetics_Requlations.html

ew/Cosmetics_Requlations.html

FOURTH SCHEDULE
STANDARD REFERENCES USED FOR
COSMETIC INGREDIENT NOMENCLATURE

International Cosmetic Ingredient Dictionary
British Pharmacopeia
United States Pharmacopeia

> w o=

Chemical Abstract Services.

o aRE

SPIE 4= BYHES flol olgxls #EH 7|

MM

ol

1. =M =283 82 A
2. 8= o

3. Oj= o4H

4. CAS 55 Bz

Made this 17th day of December 2007.

EDISON LIU

Chairman,

Health Sciences Authority,

Singapore.

[CDA(CCU) 90:06/03; AG/LEG/SL/122D/2007/1 Vol. 2]
(To be presented to Parliament under section
72(5) of the Health Products Act 2007).

Y 20079 128 17

EDISON LIU

Chairman,

Health Sciences Authority,

Singapore.

[CDA(CCU) 90:06/03; AG/LEG/SL/122D/2007/1 Vol. 2]
(HZHE- 20072 72(5)20] 2|AHsHN 2[3
Mz ollE).

x &

A

o

17

tz= B

SHA
e

(http://www.hsa.gov.sg/)
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25. OfM|t67H=) =718 8 A

1. M7lEZ2

1-2. HEE&E| 7to| =2tel
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1. d7I=
1-2. 3%

(Guideline on the control of cosmetic products)

mH [

2| 7tol =E2tel

e 2

Mo

Guideline on the control of cosmetic

S e 7ol E2}el
products
Guideline on the control of cosmetic PEEE| 70| =22l
products

HEALTH
e I SCIENCES
AUTHORITY AUTHORITY

Revised July 2014

GUIDELINE ON THE
CONTROL OF COSMETIC PRODUCTS

7 201483 7 H.

stEr& 22| 7to| =22l

The information in this Guideline shall be updated or revised from time-to-time. For O] 20| EC AR M B = A= HE 0| EXAHLHAEICE 0| FHO| ECtQI2| MHE, 37},
e S i G A s ey = 0| L ATHIE B2 B 7125 BAO] S 2w has.gousa 0N F14 ST B HER A
3 'YH SA <V
[ I BT | e I O
=
Table of Contents =Xt
[ =]

Introduction M

.. . SIXFZ Xi0
Definition of Cosmetic Product IE o

SIXIZ O
Product Types IEE 7Y
. SIEXFE Y |

Product Presentation SIEE NS HEY

. . I 2] =
Labeling Requirements ctdd ’77|E

. . IL A _I
Product Notification HE M1
Fees TT=E
. M=l HAE
Sample Testing HETY HXE
UKt HE| W HEX} HE

Importer Licence and Manufacturer’s Licence
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Electronic Submission of Notification
Change in Particulars

Record Keeping

Product Information File

Adverse Event Reporting

Penalty

Enquiry

List of Annexes

Annex A
Product Presentation Types

Annex B
ASEAN Cosmetic Labeling Requirements

=22l HEH
M FArge] HE
715 /4

HE 82 oY
O] At £
XN

Annex C 25 C

ASEAN Cosmetic Directive Guidelines for | & FE IL(PIF)O| CHot OtMIQH ot E X|
Product Information File (PIF) & ZtojEgtel

Introduction ME

1. These guidelines provide an explanation | 1. & 7tO|E2}Ql2 CtZat Z2 7 oo A
of the regulatory requirements relating to | &%

the regulation of cosmetic products which

are provided for wunder the following

legislation:
* Health Products Act (Amendment of First
Schedule) (No.2) Order 2007

e Health Products (Cosmetic Products -
ASEAN Cosmetic Directive) Regulations 2007
* Health Products (Cosmetic Products -
ASEAN Cosmetic Directive) (Amendment)
Regulations 2010

2. Copies of the above legislation are

available from:
Toppan Leefung Pte Ltd
Legal Publishing

g E AL BEHe =N 240
=1 s

— OhM|tetE & 710 =2t

oh #8 2007
o 4 HE (FEE - OfMQt3tEETI0| =2t
o

2. ¢7| 8=2 2 2R H Y 7otttk

Toppan Leefung Pte Ltd
Legal Publishing
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1 Kim Seng Promenade
#18-01/06

Great World City East
237994

Tel: 6826 9691

Email: legalpub@toppanleefung.com

Website:
http://www.toppanleefung.com/Header_LegalP

Tower Singapore

ub.aspx

3. Singapore has implemented the ASEAN
Cosmetic Directive (ACD) from 1
2008.

January

Under the current regulatory control, any
person who introduces a cosmetic product
into the local market must notify the Health
Sciences Authority (HSA) before the supply
and/or sale of the cosmetic product.

The person also has to ensure that the

cosmetic product is safe for human use
when applied under normal conditions of
use, and does not contain any banned or
restricted substances stipulated for cosmetic

products as listed in the legislation.

4. The information in these guidelines does
not apply to a cosmetic product that is:

e Imported into Singapore solely for
re-export;

« Manufactured in Singapore solely for

export.
Definition of Cosmetic Product
5. A "Cosmetic Product” is any substance or

preparation that is intended to be placed in
contact with the various external parts of

1 Kim Seng Promenade

#18-01/06

Great World City East Tower
237994

Tel: 6826 9691

Email: legalpub@toppanleefung.com
Website:
http://www.toppanleefung.com/Header_LegalP

Singapore

ub.aspx
3. A7IZE= 2008 18 1LEE OfAtst
ETJIO|E2I2I(ASEAN  Cosmetic  Directive:

ACD)= A|&lslLtCt.

StoiM= =tEES d7tE

{22
|_ o
%ﬂﬁri HE Ol =& S5 /E

rr |

AMAM  EZAISHE (Health  Sciences
Authority: HSA)O| A1115}0§0F SHCt,

ad2fet A= Lot H¥ES §E8 AME =2
SOM AtESIRlE 8% QMo HEstH, +#
gol AR 28E W g =24 £ A
=SS YRS BUASS ESHOF SHCf
= 7tO0|=2tel Wel YE= Ciam #€2 =
=0l= HEE[X| oL StC}:

- MEE R0 dUtEER SYE A,

- TEUS ot J7IEZ20IM Hz=E A

of Htet FES(HI =&, Y8 =
A g7 S)0ILt X|ot, #& Fai F=o
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the human body (epidermis, hair system,
nails, lips, eyes and external genital organs)
or with the teeth and the mucous

membranes of the oral cavity with a view

exclusively or

mainly to cleaning them,

perfuming them, changing their appearance,

correcting body odours, protecting them or

keeping them in good condition.

Product Types

6. The illustrative list provided below is not

an exhaustive

list on types of cosmetic

products.

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

Face masks

Tinted bases (liquids, pastes, powders)
Make-up powders, after-bath powders, hygiene
powders etc

Toilet soaps, deodorant soaps, etc
Perfumes, toilet waters and eau de Cologne
Bath and shower preparations (salts, foams,
oils, gels, etc)

Depilatories

Deodorants and anti-perspirants

Hair care products

Hair tints and bleaches

Products for waving, straightening or fixing
Setting products

Cleansing products (lotions, powders, shampoos)
Conditioning products (lotions, creams, oils)
Hairdressing products (lotions, lacquers,
brilliantines)

Shaving products (creams, foams, lotions, etc)
Products for making-up and removing make-up
from the face and the eyes

Products intended for the application to

the lips and around the eyes

o

6.
cf

ot #HYE, MFel uy, E
2 RX5H7] 21510 AFEE=
]

|O|st

Mo kR
A e

s
-

- |

o
amT o

i¥

Ot2oll HMA[Z OilAl
oto] HHE = &3t

o
=2

oo

A OfA3
HO| A HZ
3¢ oo

P

[©)

1

o2 1= E on
o

- 9oy, A
- NE NE
- 2HE HE (EN, IfhH, )

- A0MNE HE (24, 38, 29)

- SO EY Y ME (2N, S0 27, =2

2| Xl (brilliantines))
HeEg HME A & 28 §)
A=t =2 Ho|3Y MAH HME

k1
ox
ol
=
/e

AF
O

ne

ol

A 0O
= 9

A& FH AE A
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Products for care of the teeth and the

mouth
e Products for nail care a n d
make-up  (manicure and pedicure
products)

« Products for external intimate hygiene
« Sunbathing products

 Products for tanning without sun

« Skin whitening products
 Anti-wrinkle products

» Wipes

Product forms and types not listed above
should be considered against the definition

of a cosmetic product.

You may contact the Cosmetics Control Unit
if further clarification is required.

Product Presentation

7. The following are explanations of the
various presentation types of cosmetic
products :

e "A Single product” is a product existing in
a single presentation form.

« "A range of variants similar in composition
for the same use but differs in colours,

flavours etc” is a range of cosmetic
products, which are similar in composition
and produced by the same manufacturer,
and are intended for the same use but
are available in different shades of colour
(e.g.

but not composite packs of different type)

lipsticks, eye shadows or nail polish

“Palette(s) in a range of one product type”
refers to a range of colours as defined
above, which may be presented in a series

of palettes.

- KXo & F#Z AN ME

- &5 Ao & Ho|3g AME
HC[Ro HE)

- 28 Y HMF

o ME 2HE HF

- dElFAIRD MF

- D2 04 XF

- &5 YA HMF

- 2Bl M=

oM SAHEX E2 HE e A

g=2l g2 tig|sto] nejx|ojof ot

HOh Mgt W80 Cisto=
(Cosmetics Control Unit)2 &2}

rot
il

o

Y

CHE

=]}
=

e

sue 3

Ct.

ME Efof st 4

HIZ2)
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e "Combination products in a single kit"
refers to similar and/or different product
types packed and sold in a single kit.

the
presentation can be found in Annex A of

More information on product

this Regulatory Guidance.

Labeling Requirements

8. Labeling is required for all cosmetic

products. Labels or labeling statements must

be in English and be clearly legible. Other

languages, if any, may be present on the

label. The following information must appear

on the container or package of the cosmetic

products:

a. Name of cosmetic product

b. Function of the cosmetic product

c. Instructions for use

d. Full ingredients listing

e. Country of manufacture

f. Contents (weight/volume)

g. Batch number

h. Manufacturing/ expiry date (expiry date
is required for products with less than
30 months durability)

i. Name and

address in Singapore of

company responsible for placing the
product in the market
j. Special precautions, if any (especially

those listed in Annex Ill, VI, VIl in the
ASEAN Cosmetic Directive)

9. An explanation of the symbol or code
(e.g. colour) used as an information in the
label should be provided.

More information on the labeling

- 'HY 7IE o =g MFrol2t g2 T
71E Wi =g H TOH7F Bl 7AF JY/EE
dolet wdo| ME== 2lojettt
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2E EE0s 2tEEol 2 =Ly 2HE
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87| £= ZZ0= L3t €2 SEIL HA
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requirements can be found in Annex B
(ASEAN Cosmetic Labeling Requirements).

Label Display

10. The label must be prominently and
conspicuously displayed on the product at
the point of sale.

Labels or labeling statements shall appear
on the outer packaging of the cosmetic
products or, where there is no outer
packaging, on the immediate packaging of
cosmetic products.

Where the size, shape or nature of the
container or package does not permit all
the required information to be specified on
the container or package, the use of leaflets,
pamphlets, hang tags, display panels etc are
allowed.

However, the name of the cosmetic product
and the batch reference must be displayed
on the container or immediate package.

Listing of Ingredients

11. All cosmetic products must be labelled
with the ingredients contained in the
product. The quantity or percentage of each
ingredient in the cosmetic product need not
be disclosed on the labelling.

12. The ingredients should be listed in descending
order by weight, except for:

a. Ingredients (except colouring agents) in
concentrations of less than 1% (by
weight) listed in any order after

= BOtM =t E7t0|Eatel etEE 27

=
=
T)E =k

O =

cHo| EA|

10. 2fH 2 o

Al =|OfOF Bt

DA O =0 =
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ol RE Q&= MEI 87| E= EH
0 BEAIE £ 9l 420 288, HEE,
SEfl d(hang tag), CIAEY 0| TiE S0 2zt
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11. B IAES MEO &= HS2=0| 2t
B0 HEA|L|O{OF SICt SIHE Ljo| Zt HE9|
stk Hl2(%)2 2t BEAE 22+ QICt

e

r

Ol
m
-

0 ol 40 &

ot pot

My oot

- 186 -




ingredients present in concentration of
1% or more; and
b. Colouring agents listed in any order,

after the other ingredients.

13. Perfume and aromatic compositions and
their raw materials may be referred to
by the word “perfume”, “fragrance”,
“aroma” or any other similar term.

Likewise, flavouring may be referred to
as "flavour” or any other similar term.

Nomenclature of Ingredients

14. The nomenclature used should be based
on the most recent edition of the
International Cosmetic Ingredient Dictionary,
Chemical Abstracts Service, British
Pharmacopoeia and United States
Pharmacopoeia, or any other approved
standard references. Botanicals and extract

of botanicals should be identified by its

genus and species.

Product Notification

15. The company or person responsible for
placing a cosmetic product in the market
must notify Health Sciences Authority (HSA)
using the online Pharmaceutical Regulatory
Information System (PRISM) system.

Acknowledgement of the notification from
HSA must be received before the product
can be marketed.

Subsequent retention of the notification (re-
notification) is required every vyear if the

cosmetic product continues to be supplied

2 11 olst
St

b. M4 Ol JE ME CHEO| 1 ofms
£MZE BAIE 4 AUch

=Mz2E BAE = UCh

13. &=, B 2dE 2 1 AEs g
"(perfume)’,  "&¥"(fragrance),  "OZ0O}
"(aroma) &= Z|Et RFAtH 802 X|H
g = UACh Ol ORNIX|Z, gt
"(flavouring)2 ""(flavour) =& 7|E}
FAISH 8012 XA = UCh

420 BY

14.  HESl QYIHZ INAYZE=ZALE

(International Cosmetic Ingredient Dictionary),

CAS S5 H3Z(Chemical Abstracts Service),
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in the market.

16. Notification is not required if:

e a cosmetic product that is supplied solely
as a sample in connection with any
advertising, sponsorship or promotional
activity; or

e a cosmetic product that is supplied solely
for testing or trial use in connection with
any research or development of that
product; or

e a cosmetic product that is manufactured
by or in accordance with the
specifications of a medical practitioner,
and supplied solely by that medical
practitioner for the use of patients under
his care.

Nonetheless, compliance with other
requirements such as labeling, safety of
ingredients and adverse event reporting, is
still required.

Fees
Notification Fee

17. From 1 January 2011, the annual
notification fees for cosmetic products is as

_ = = —

$25

$25/variant

follows:
1. | Notification fee for Cosmetic Products

deemed to be of higher risk'

(a) | Single product $25

(b) | Variant

(i) | First 3 variants $25/variant

.. | 4th and subsequent ]

(if) . $5/variant
variants

$5/variant
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2. | Notification fee for Cosmetic Products 2. | N fI"eR oAX|= 2HEE0| oisk
deemed to be of lower risk? 1 FFgR?
(a) | Single product $10 (@) | £t $10
(b) | Variant b)| HZE
(i) | First 3 variants $10/variant () | &= $10/variant
4th and subsequent
(ii) . a $5/variant (i) | 4 $5/variant
variants
'Cosmetic Products deemed to be of higher | 'Z QIECZ OAX= IEENE = F
risk are cosmetic products to be applied | &0 A&} Sactojotglz ¢
around the eyes, on the lips, hair dyes| g+ 2t AR X|of &2 HEZ0|
containing phenylenediamines and oral and | & =ICt,

dental care products.

*Cosmetic Products deemed to be of lower
risk are all other cosmetic products not
listed above such as skin  whitening
products, moisturisers, etc.

For retention on the cosmetic product, the
above fee is applicable.

Global Updates of details of

Manufacturer/Assembler/Store/Importer

Please refer to the section on "Changes in
particulars” on page 10 and 11.

Good Manufacturing Practice (GMP)
Certificate

M fdez oAXIE oY
H, 258 S, fI0AM A=K ofL o XNE
Of ZatelCt.

lfly

R XL/ R S| AT
2y Ao

Ho|X| 10 %

particulars) A %

o4 Nx2 71F
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18. The fee for the application of GMP | 18. GMP 21& = L4 2o
certificate is as follows:
1.| GMP Certificate (non-mandatory) 1.| GMP 2IZ A (| FALE OfH)
Application fo GMP o
(1) " PPcat T 2 44000 (1) GMP 28) | $4,000
certification (3 years’ validity)
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Application for issuance of
) " - $200
additional certificate

AMH $200

Sample Testing

19. Companies are required to submit
samples of cosmetic products for laboratory
testing when requested by the Health

Sciences Authority, for example to verify the
safety or quality of the products.

The expenses incurred in the testing will be
borne by the companies

Importer Licence and Manufacturer's Licence

20. Importers and manufacturers no longer

need to apply for a manufacturer's or

importer’s licence.

Electronic Submission of Notification

21. On-line notification may be made at the
following website:

http://www.hsa.gov.sg/content/hsa/en/Health_
Products_Regulation/PRISM_e-
services/Cosmetic_Products_Oral_Dental_Gumes.
html.

Companies may submit their notifications via
their own computers or at Do-lt- Yourself
(DIY) kiosk available at:

Health Products
Sciences Authority

Regulation Group Health

11 Biopolis Way
#11-01 Helios

19. 7|¥2 d7IZ2 EHY=0| 274g E?
HMzol e E= 522 HAE S5 24l
2+ ACE AT E HES MESHOF Stof.
HAEeL ZtEHE HE2 ofd 70| &
Ct.
T HY o H=X Ho

MzZ=Ats M= EEs %

Mg a7t Gich

http://www.hsa.gov.sg/content/hsa/en/Health_
Products_Regulation/PRISM_e-
services/Cosmetic_Products_Oral_Dental_Gumes.

792 HFHE 0|88t AMDE HNESHALL
T CHS9 AHF™  AMH2A  HAF(Do-lt-
Yourself: DIV)OIM MZEZ2 & = RULCH

Health Products
Sciences Authority

Regulation Group Health

11 Biopolis Way
#11-01 Helios
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Singapore 138667
Tel: 65 6866 3474/75
Fax: 65 6478 9754

Change in particulars

22. A new product notification is required if
changes are made to the following:

a. Brand name

. Product name

Product types

. Intended use

. Formulation

S o O 0O T

Company change of distribution rights

23. For the following type of change that
affects more than one product notification,
one submission under the "Global Update”
in the PRISM
change:

is sufficient to effect the

a. Manufacturer

b. Assembler

¢. Importer

d. Store/ warehouse

The fee for "Global Update” of the above
details is $15 per amendment.

A company may select up to a maximum of
20 affected notifications  per amendment
submitted.

24. For other changes relating to the

following, the company will need to inform

the Cosmetics Control Unit to effect the

amendments:

a. Pack sizes, packaging materials, labels —
not applicable if the information were

submitted

not in  Product Notification

Singapore 138667
Tel: 65 6866 3474/75
Fax: 65 6478 9754
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Form
b. Product presentation without change in
product and brand name

25. For changes to be made on the name
and/or address of company without
change of distribution rights (i.e. no
change in Registry of Companies &
Businesses or RCB  number), the
company can effect the change via the
"“amend company information” under
amend@PRISM.

26. For changes to be made on change of
person representing the company, the
company can amend the change through
the Client Registration and Identification
Services (CRIS@hsa).

Record Keeping

The person responsible for placing a
cosmetic product in the market is required
to keep records on the supply of the
cosmetic product.

The record shall contain information on the
name and notification number of the
product, name and address of person
supplied, and the batch number, date and
quantity of product supplied.

The records should be kept for 2 years after
the date of supply.

Product Information File

28. Information about the cosmetic product
is to be kept in a Product Information File
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(PIF),
period of 3 years after the product is last

which is retained for a minimum

placed in the market.

Upon specific requests from the Authorities,
PIF should be made available and accessible
to the Authorities
agreed upon timeframe usually 15 to 60

for audits within an
calendar days or shorter, depending on the

urgency of the audit.

Audits may be conducted routinely or on an
ad-hoc basis by the regulatory authority.

More information on the PIF can be found
in Annex C of this Guidance.

Adverse Event Reporting

29. A company must report all serious
the health
whenever there is reasonable suspicion or
that the

product might be the cause of the reaction

adverse events to authority

evidence to suggest cosmetic

at the following address:

Adverse Event Management Unit Vigilance
Branch
Vigilance, Compliance and Enforcement
Division Health Products Regulation Group
Health Sciences Authority

11 Biopolis Way

#11-01 Helios

Singapore 138667

Tel: 68663530/ 68663531

30. If the serious adverse event has caused
death or is life-threatening, the company

must report to HSA within 7 days after the
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Adverse Event Management Unit Vigilance
Branch
Vigilance, Compliance and Enforcement
Division Health A& Regulation Group
Health Sciences Authority

11 Biopolis Way

#11-01 Helios

Singapore 138667

Tel: 68663530/ 68663531
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company has become aware of the event.

The company is required to submit an
adverse event report form within the next 8
days.

31. For the other serious adverse events,
which have resulted in hospitalisation or any
persistent  or  significant  disability  or
incapacity, the company must submit the
adverse report form to HSA within 15 days
after the company has become aware of the
event.

32. More information on the adverse event
reporting and the reporting form can be
found in the “Guide Manual for the Industry
— Adverse Event Reporting of Cosmetic
Products” on our website.

Penalty

33. When deemed necessary, the Health
Sciences  Authority may direct that a
cosmetic product be withheld from sale and
supply, and withdrawn from the market.

34. Any person who contravenes any
provisions of the legislation on cosmetic
products is liable, on conviction, to a fine or
to an imprisonment term or to both, the
amount of fine and the jail term varies
according to the type and seriousness of
the offences, as stipulated in the legislation.

For example, failure of the person
responsible to notify a cosmetic product
placed in the market will be liable to a fine
up to S$20,000, or a jail term up to 12
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months or both.

Enquiry
35. Enquiries on cosmetic products should
be directed to:

Cosmetics Control Unit
Health
Regulation Group Health

Complementary Products  Branch
Health Products
Sciences Authority
11 Biopolis Way
#11-01 Helios
Singapore 138667
Tel: 65 6866 3474/75

Fax: 65 6478 9754

Email: HSA_Cosmetics_Control@hsa.gov.sg
36. Information on the ASEAN Cosmetic
Directive requirements can be found under

the following website link:

http://www.hsa.gov.sg/content/hsa/en/Health_
Products_Regulation/Cosmetic_Pr
oducts/Overview/ASEAN_Costmetic_Directive.h
tml

=
35. SIEE A 2o Arg2 Che fENE
=2|otrt:

Cosmetics Control Unit
Health
Regulation

Product Branch

Group Health

Complementary
Health Product
Sciences Authority
11 Biopolis Way
#11-01 Helios
Singapore 138667
Tel: 65 6866 3474/75

Fax: 65 6478 9754

Email: HSA_Cosmetics_Control@hsa.gov.sg

36. OFA|2t= & 7H0| E2FQI(ASEAN Cosmetic
Directive) 77|&0 Ciet dE= Ch=2 ¢
AMOIE 3 E &30 =37t 7+S5t0]

http://www.hsa.gov.sg/content/hsa/en/Health_
Products_Regulation/Cosmetic_Pr
oducts/Overview/ASEAN_Costmetic_Directive.h
tml

Annex A
PRODUCT PRESENTATION TYPES

Product Presentation Types
Single product exists in a single presentation
form.

Annex A
HEXNSHEY

HEHSHeE
=

TENZF2 CEHSYENZ EXTHLt.
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A range of variants similar in composition

for the same use but differs in colours,

flavours etc

refers to a range of cosmetic products

which are similar in composition and

produced by the same manufacturer, and
are intended for the same use but are
available in different shades or flavours.

Examples: shadows or nall

lipsticks, eye

polish but not composite packs of different

i

Palette(s) in a range of one product type
refers to a range of colours as defined
above, which may be presented in a series

of palettes.

A single palette

SUP 8Eo A MEoE ZMEOL
MY, 3 50| [12 Yol HMEE

Z2[A(E,

o T HFRE2 EE E(palette)
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Combination products in a single kit

refers to similar and/or different product
types packed and sold in a single kit. They
cannot be sold separately (e.g. a make-up
kit of eye and lip colours; a set of skin-care
products sold in a single kit).

Mascara

Eyeshadow

Make-up Kit-

i L b = B L
™o |0 rr me me

7|E LWjo| SENE
7|E Wo|l Z2FE0] L= FARSHAL
ofgt MZ HEHE olOlettt Ol 7HE

CHofE = SUCHOl: =1 gl M=

Make-up kit
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Skin Care Kit

Skin Care Kit

Annex B
ASEAN Cosmetic Labeling Requirements
(Appendix Il of the ASEAN cosmetic
directive)

Annex C
ASEAN Cosmetic directive guidelines for
product information file(PIF)

X 2 EA2| 1-3.0tMetetE & et A}
2-2. PIF7tO|E2}2l(Guidelines for Product

Annex B
OfMIt2E & 2tEd 8
(Appendix Il of the ASEAN cosmetic
directive)

Annex C

PIF 7}O| EE}2I

X 2 EA2| 1-3.0tMetet & etd eudt
2-2. PIF7tO|E2}2l(Guidelines for Product

- - o -
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Information File (PIF))OIA] =@l & == U3 Information File (PIF))OIA] =@l & = U3
Loy
WWw. hSﬂ.QOV.Sg WWW.hSﬂ.QOV.Sg
== 3 ==

Centact Officer(a): Contact Offioer(s) :
Mz Chew-Kun Yoke Cheng Mz Chew-Kun Yoke Cheng
Cozmetics Controf Unit Ciosmetics Controf Unit
Complementary Health Products Branch Complementary Health Products Branch
Heaith Products Regulation Group Heaith Products Regulation Group
Health Salences Authonty Health Sciences Authonty
11 Biopols Way. £11-D1 Heilios 11 Biopols Way. £11-D1 Heilos
Singapore 196667 Singapore 136667
www_hsa.gov. sg www hsa.gov.sg
Tel: 65 GAGE 3474/ Tel: 65 GASE 3474/

€5 6866 3475 €5 GBS 34TS
Fax. €5 6478 9754 Fax. €5 6478 9754
Email: HSA_Cosmetics Conrok@nsa. gov.sg Email: HSA_Cosmetics. Confrok@naa. gov.sg
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2. HEH

2-1. HIE'E 2HEF 1178(06/2011/TT-BYT)
CE 22
No: 06/2011/TT-BYT
CI{QCUL:: No: 06/2011/TT-BYT
EE oo et AlM 3
PROVIDING COSMETIC MANAGEMENT 57
|_'I'
THE MINISTRY OF HEALTH HEL AbS|zo| 23t
SOCIALIST REPUBLIC OF VIETNAM £33 _ x1o _ =
Independence-Freedom—-Happiness SH0| 2011, 1. 25

Hanoi, January 25, 2011

No: 06/2011/TT-BYT
CIRCULAR
PROVIDING COSMETIC MANAGEMENT
THE MINISTRY OF HEALTH

Pursuant to the Government’'s Decree
No188/2007/ND-CPof = December27, 2007
regulation about functions, duties, powers

and obligation, and organizational structure
of the Health Ministry;

Pursuant to the Government's Decree
No188/2007/ND-CPof = December27, 2008
detailing implementation some a rticles of
the Goods and Products QualityLaw;

Pursuant to the Government's Decree
No24/2003/ND-CPon March13, 2003
detailing implementation the Advertising
Ordinance;

Pursuant to the Government’'s Decree
No89/2006/ND-CPof August30, 2006
regulationon labeling of goods;

Pursuant to the Government’'s Decree
No12/2006/ND-CPof January23, 2006

No: 06/2011/TT-BYT
E oo et AdEaH

Hehat 0|,
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the Commercial

trade activities as

detailing implementation
in the

well as activities which are agency for sale

Law international

and purchase, processing and transit of with
foreign country;

Pursuant to the Government Prime Minister's
No10/2010/QD-TTgo  fFebruary10,
2010 regulation about the certification of

Decision

freesale for the export or import goods and
products;

To carry out the Combination Convention in
the cosmetic management which has been
signed by countries are member of the
Association of Southeast Asian Nations on
September2, 2003 (commonly called ASEAN
The

on

Cosmetic  Convention), Minister  of
Health

management as the following:

promulgates cosmetic

Chapter |

GENERAL REGULATION

Article 1:
objects of application

The scope of regulation and

1. This circular regulates the management of

cosmetic  products which is domestic

produced, import cosmetic to sale in the

scope of Vietnam territory, involving:

cosmetic product announcement; product

information  dossier; request of product
safety; product labeling; cosmetic advertising;
cosmetic exporting or importing; collecting
quality

investigation,  and

cosmetic for

verifying,
violations; duties of organizations, individuals

pattern inspection,

settling

in cosmetic production, trade, import and
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consumers’ right.

2. This circular is applied for the cosmetic
state management agencies, organizations,

individuals conduct operations related to the

cosmetic product declaration, the
information, the advertising, the export, the
import, the production, the trade of

cosmetic products in Vietnam.

Article 2: Term Interpretation

In this Circular, the following terms shall be
construed as follows

1. Cosmetic product is a substance or a
preparation which is used for touch with
outside parts of human body (skin, hair
system, finger nails, toenails, lip, and outside
reproduction organ) or teeth and mouth
mucous membrane with main purpose in
order to cleanse, aromatize, change the
outward characteristics, form, adjust body’'s
maintain  the

smell, safeguard body, or

human body in good condition.

2. Cosmetic name is the title which is given
to a cosmetic product; it can be a new one
named by itself together with brand or
the which

composes the product name must be Latin

name of producer. Letters

letters.

3.  Organizations, individuals who are

responsible for putting products on market
are organizations, individuals have
the

announcement dossier and be responsible

name

written in cosmetic product

for cosmetics product in the market.
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4. The receipt number of Cosmetic product
proclamation is a number issued by the
competent state management agency, when
receiving the cosmetic product
announcement dossier. The announcement
receipt number is useful in order to prove
cosmetic product have been declared by
organizations, individuals who are
responsible  for circulation products in

market,

just about cosmetic shall be circulated in
market, are not value to certify that such
product have been guaranteed of the safety,
the effectiveness, and meeting all
requirements of the ASEAN Cosmetic
Association and the Annexes attached.

5.  Cosmetic  Product Owner is an
organization or individual which owns
formulas, process of production, standards of
the product quality.

6. Product stability is the stable capacity of
product when preserved in the appropriate
condition still remains its initial quality;
especially, still guarantees requirements of
products safe.

7. Quantitative of goods is the amount of
cosmetic shown with the absolute weight or
the true volume in meter or in meter and
British measurement system.

8. Cosmetic label is writing, print, drawing,
photocopy of words, drawings, pictures
which are pasted, printed, enclosed, casted,
engraved, carved directly on goods, trade
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packing of goods, or other materials affixed
with goods, trade packing of goods.

9. Label writing is showing basic, necessary
content of cosmetic in label for customer to
acknowledge, to rely on to choice, and use
exactly, for producers to advertise goods
to base for functional

and agencies in

inspection and supervisory.

10. Original label is the label which shown
at the first time of affixing on trade packing
of cosmetic.

11. the
compulsory contents which is translated the

Auxiliary-label is label  shows
cosmetic's original label from in the foreign
language to in Vietnamese and supplement
this
label

compulsory  contents  provided in

Circular which the original cosmetic

still lacks.

12. Trade packing of cosmetic is the packing
contains cosmetic inside and traffic together
with the cosmetic. The trade packing of
cosmetic has two kinds: the direct packing
and the outside packing.

a. Direct packing is the packing contains
goods, directly contacts with goods,
makes into cube or tightly covers in
cube of goods.

b. Outside package is the packing used for
packing one or a set of goods

organizations which had direct packing

before.

13.  Cosmetic circulation is the display
operation, transportation, and saving of
goods in the goods selling or buying
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process, except case of transportation import

goods of organizations, individuals from

border gate to storehouse.

14. The number of lot of produced cosmetic

is a signal in number or letter, or

combination of number and letter in order

to realize the lot of products and allow
inquiring whole of source of a lot of
product including of all steps of the

manufacture process, quality inspection, and
delivery lot of that product.

15. Cosmetic manufacturing date is the time
mark of completed manufacture, processing,
packing or other ways to perfect the last
step of the product lot.

16. Expiry date of cosmetic is the time mark
appointed for a lot of cosmetic which after
this the shall
permitted for delivering or using

time-limit, cosmetic not

17. Best using period date is the time mark
which the producers advise the customers
for using when the quality of product is
gaining at the most effective level.

18. Cosmetic goods origin is the country or
territory area where products all of cosmetic
the
regarding to cosmetic in

or where implements end basic

processing step
case of many countries or territory areas
the manufacturing

involved in cosmetic

processing.

19. Certificate of free sale (CFS) is a certify
issued by an authority agency in the export
trader

country for the export domestics
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stated in CFS to confirms that the cosmetic
is freely produced and sold in the export
country.

20.
information to guide the cosmetic user be

Usage  Introduction is  necessary
safe and suitable. The usage introduction
may be printed on the direct packing or in
with  the
cosmetic in  which

instructions for usage and other information

an attached document trade

packing  of have
as regulated.

21.  Cosmetic  advertising is  cosmetic

and broadcast activities to
the

manufacture, sale, and usage.

introductory

promote process  of  cosmetic

22. Seminar, cosmetic introduction event is a
meeting to introduce or
with

professional knowledge involving cosmetic.

special subject

discuss consumers  about  deep

23. Advertiser is individuals

who have demand to advertise cosmetics

organizations,

produced or delivered by themselves.

24. Advertisement publisher is organizations,
individuals transmit the cosmetic advertising

product to consumers, includes the
newspaper;  telecommunication;  television
agencies; publishers; internet network
management organizations; exhibition, fair,
culture or sport program organizer; and
organizations, individuals applying other
advertising ways.

25. ASEAN Cosmetic Association is the

representative agency of ASEAN member
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countries for following, decision and dealing
conflicts related to the implementation of
ASEAN Cosmetic Convention.

Chapter I
COSMETIC PRODUCT PROCLAMATION

Article 3: The cosmetic product proclamation
regulation

1. Organizations or individuals which are
responsible of putting the cosmetic product
on the market just permitted selling
cosmetic when be issued the number of
cosmetic product proclamation receiving by
the authority agencies as well as responsible
for safety, effectiveness, and quality of
product.

The authority agencies shall carry out
after-sales inspection when the product has
been being sold in the market.

2. Cosmetic product proclamation fee is
implemented in accordance with the
regulations in force.

3. Organizations or individuals who are
responsible for putting the products on the
market must have the function of cosmetic
business in Vietnam.

4. Cosmetic product feature proclamation
(the cosmetic usage purpose) must satisfy
the ASEAN's instruction of the cosmetic
product feature proclamation (Appendix No
3-MP).

Article 4: The cosmetic proclamation dossier
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The cosmetic proclamation dossier includes
the following documents:

1. Cosmetic product proclamation report (02
versions) with the proclamation data (soft
version of proclamation report);

2. Copy of business registration certificate of

organizations, individuals who are
responsible for circulation products into the
market (with the enterprise’s signature and

seal).

In case the cosmetic domestic produced, but
organizations, individuals who be responsible
for putting products on the market are not
have a copy of
the

the manufacturer must

business  registration  certificate  of

producer (have legal notarized);

3. Original or notarized copy of letter of
attorney from the producers or the owners
authorized for

of products organizations,

individuals are responsible of putting
products on the market in Vietnam (applied
to the
which

responsible

import or domestic cosmetic of

individuals  are

the

organizations  or
of putting products on
market, be not the manufacturer).
the the letter of

attorney must be a copy notarized sign and

For import  product,
consul legalized as provisions of law, except
the

legalization in regard to international treaties

for being exempted of consul
in which Vietnam is a member. The letter of
attorney must satisfy requirements regulated

at the Article 6 of this Circular.
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4. Certificate of free sale (CFS) is only
applied for import cosmetic product
proclamation which satisfies the following
requirements:

a. CFS which is issued by the current
territory must have been original or
legally notarized and still in the day of
validity. In case CFS is not provided of
the expiry day, it must be a certificate
which has just been issued within 24
months.

b. CFS must be consul legalized according
to provisions of the law, except consul
legalization immunity case according to
the international treaties in  which
Vietnamisamember.

Article 5: The manner to establish the
cosmetic product proclamation report and
the proclamation data

1. The proclamation report:

a. The cosmetic product report is set up in
accordance with the form in appendix
No 01-MP. The proclamation report must
be signed by the representative under
laws and with the seal of the
organizations or individuals who are
responsible for sale products in the
market at the positions of report’'s paper
margins. The manner to write contents
in the cosmetic product report shall
followed the instruction in the appendix
No 02-MP

b. Every cosmetic product proclaimed in a
proclamation report.

Cosmetic product which perfect produced in
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different
proclaimed separately.

every enterprises  shall  be

In case there are more than one company,
taking part in the manufacturing process in
order to product a complete product, may
joint make a proclamation report and clear

state each companies’ name and full

address.

Products have the same owners in one of

the following situations is permitted to
proclaim in one proclamation report:

- Products are packed with a joint name
and sold out in form of a product set.
Products have same name, same product
line with similar formulas but different in
color or smell. For products of hair dye,
perfume, must be separate proclaimed
with each color, each smell.

Other be decided by the
department of Medicine management —
the Health Ministry based on the ASEAN

Cosmetic Association’s decision.

kinds  will

The manner to write component of
formula which are composed in the
cosmetic product:

Components in the product formula must

be efficiently listed in descending order

of content. Components of perfume,
aroma causing substances and their
materials can be written in word

“flavoring” (perfume, fragrance, flavor, and
aroma).

Components with less than 1% content
listed
components with more than 1%.

can be in whatever order after
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Color causing substances can be listed in
whatever order after other components in
accordance with the color index (Cl) or
by names mentioned in the Appendix 4
(Annex |V) of the ASEAN Cosmetic Treaty.

The cosmetic products for making up
under different colors, the producer can
substances in

list all color causing

“containable” section or “+/-".

Having full percentages of components
provided of limit of concentration and
content according to the Appendix
(Annexes) of the ASEAN Cosmetic Treaty.
Between the unit position and decimal
position shall be marked with a comma

().

Ingredient’'s name must be written in the
International law name Nomenclature of
Cosmetic Ingredients - INCI is regulated
in the latest publications: The

International Cosmetic Ingredient
Dictionary, the British Pharmacopoeia, the
United States
Chemical Abstract Services, the Japanese
and the

Japanese Cosmetic Ingredients Codex.

Pharmacopoeia, the

Standard Cosmetic Ingredient,

Plant title and the fluid is extracted from
plant must be written in the scientific
title which involves the limb and species
(the limb title can be
Ingredients  from  the

shortened).
animal  need
accurately writing in the scientific name
of that animal.
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The following substances are not subject to
be considered as the cosmetic Ingredient:

- Impurities in materials used.

the
teCNHology purpose but absent from the

- Auxiliary  materials used for
end-product.

- Exerted materials used with a necessary
mount such as solvent or the bearer of

scent-causing ingredients.

d. The language in the proclamation report

may be in Vietnamese or English.
Contents which are mentioned in section
3 (the usage purpose), section 7 (the
information of organization, individual
who are responsible for putting products
on the market), section 8 (information of
the

law), section 9 (information of import

enterprise’s  representative under

company) in the proclamation report

must be written in Viethamese or in

Vietnamese and English.

2. The proclamation data (the soft version of
the
individuals can submit the proclamation data
article 4 of this
Circular by one of two following ways:

proclamation  report):  Organizations,

according to clause 1,

a. Direct declaration: Organizations or
the

must

individuals, who signed on
cosmetic product
the the
Management department
Ministry of Health to be

entry account to access the cosmetic

proclamation,
Medicine
the
issued an

send text to

under

management database, and fill in forms
in the The
proclamation report which is submitted

database  directly.

to the competent state management
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agency must be printed out from that

database.
b. Access the Medicine Management
department’'s  electronic  information

page (website), download the database

of the cosmetic product report
(Appendix  01-MP),  fill all  the
information into the database
according to the law regulation, save
to the electronic device (USB,
CD-ROM, etc.). The proclamation report
which is to be submitted to the

Government’'s Management Office must
be printed from that database.

The organization or the individual, whose
name is on the cosmetic proclamation, must
completely be responsible for the propriety
the
report

cosmetics
(signed
version) compare with the proclamation data

of content of product

proclamation and sealed

(soft version) declared or submitted to the
Management Office.

Article 6: Provisions of the authorization
certificate

1. The
Viethamese

be
bilingual

presenting language must

or  English or

Vietnamese and English.

2. The authorization certificate must have

sufficient the following contents:

a. The producer's name and address; in
case the delegating party is the owner
of product, must clearly state name and
address of the owner of product, and
name and address of the producer as
well;
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b. The name and address of authorized

organizations, individuals;
The scope of authorization (undersigned

on the proclamation and circulation
product in Vietnam);
The label or name of authorized
product;
. The time-limit of authorization;
The commitment of the producer or the
owner of product to provide sufficient
product information file (PIF) for
organizations or individuals who are

responsible  for putting product on

market;

g. Name, position, and the signature of the

delegating party's representative.

Article 7: Procedure of receiving and solving

proclamation dossier

1.

The collecting and solving cosmetic

product proclamation dossier is packed up

into one set, submitted directly or posted to

the following competent state management

agency:

a.

Regarding to the export cosmetic:

organizations or individuals who are
responsible for bringing product into
apply the
proclamation dossier at the Medicine

market cosmetic product

Management Bureau — the Ministry of
Health.

b. Regarding to the cosmetic produced by

domestic organizations, individuals:

organizations or individuals who are

responsible for putting product on

apply the
proclamation dossier at the Department
of Health

market cosmetic product

in which have production
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factory. The cosmetic products which are
produced, packed from the import semi
shall
domestic produced products.

finished products be considered
¢ Regarding to the cosmetic trading in the
scope of industrial trading area of Moc
Bai border gate economic area in Tay
Ninh the
proclamation at the Moc Bai border gate

province  implement  of

Economical Area Management Board;

the cosmetic trading in the scope of Lao

Bao special economic -trade area in

Quang Tri province implement of the
proclamation at the Economic

Board of Quang

Area
Management Tri

province.

The transporting cosmetic from the industrial
trade area of Moc Bai border gate economic
area in Tay Ninh province into other
Moc Bai
economic area of Tay Ninh province or into
the

transporting

function areas in border gate

domestic market for trading;
cosmetic from the Lao Bao
special economic -trade area in Quang Tri
the

trading must implement of the proclamation

province into domestic market for

at the Medicine Management Department-—
the Health Ministry in
regulations of this Circular (organizations or

accordance with

individuals, who undersign on the cosmetic
proclamation, must have function to trade
on cosmetic in Vietnam, and not located in
two these areas).

2. Handling the cosmetic product proclamation
dossier:
a. Within 03 working days since receiving
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the regular proclamation dossier and
proclamation fee as provided competent
state management agencies are
obligated to issue the number of
receiving the cosmetic product
proclamation report.

b. In case the proclamation dossier which
still does not satisfy provisions of this
Circular, within 05 working days since
receiving dossier, the dossier receiving
agency must announce in writing for
organizations or individuals of contents,
which having not satisfied yet, to fix,
amend  dossier (figuring  out
unsatisfied contents in details).

The amending dossier includes:

- A document explains amending and
supplementing of the organization or the
individual whose name is on the
cosmetic proclamation;

- The cosmetic product proclamation report
with the proclamation data (soft copy of
the  proclamation report) or other
amended and supplemented documents;

Within 05 working days since receiving the
supplementing dossier  satisfying the
regulations in this circular, competent state
management agencies are obligated to issue
the receipt number of the product
proclamation report.

In case the amending and supplementing
dossier does not satisfy this circular's
regulation, within 05 working days since
receiving the supplementing dossier, the
dossier receiving agency must announce
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organizations or individuals in a text

document of not issuing the receipt number
of the product proclamation report.

C. Within 03 months since the
announcement document is issued as
provided at point b of this clause; if

competent state management agency still
does not receive any supplementing dossier
from organizations or individuals whose
name are on the cosmetic proclamation, the
proclamation dossier shall be invalid. In this
case, if organizations or individuals want to
continue the proclamation, they must submit
a new dossier and pay a new fee according

to the regulations.

Article 8: The
receipt

regulation on writing the

number of cosmetic product

proclamation report

The
proclamation report is regulated as follows:

receipt number of cosmetic product

issued order number + forward slash +
issued year (two end numbers) + forward
+ CBMP + hyphen + abbreviated
the

Economical Area Management Board or the

slash

name notation of province, city,
Medicine Management Department (QLD) in

accordance with Appendix 04-MP.

For example, 135/11/CBMP-HN means that
the
proclamation report is 135 and issued in

receipt number of cosmetic product
2011 by Hanoi Medicine Department.
Article 9: The change of proclaimed contents

Regarding to cosmetic products have already
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the
number of cosmetic product proclamation

been declared and issued receipt

report, when have any change of content
provided at Appendix 05-MP, organizations
or individuals who are for
the

document

responsible

putting market  must
establish
supplementing (regarding to content which
don't need make a
attached  with  data

supplementing  content

product on

a to suggest
new proclamation),
the
be

state

related to

and  must
permitted in writing by competent
agency or implement a new proclamation in
the

contents need make a new proclamation).

regard to regulation (regarding to

Article 10: The effect time of the receipt
number of cosmetic product proclamation
report

The
proclamation report shall be valid for 05

receipt number of cosmetic product

years since issuing day. After 05-year-expiry,

if organizations or individuals want to

continue selling product in the market, they
must make a proclamation again before the
expiry of the receipt number of cosmetic
product

proclamation report and pay a

regulated cost fee.

Chapter Il
COSMETIC PRODUCT INFORMATION
DOSSIER
Article 11: The general regulation of

cosmetic product information dossier

Every cosmetic product must get a Product
Information File (PIF) when delivered to the
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market in  accordance  with  ASEAN's
instruction which is saved at the address of
organizations or individuals who are
responsible for putting the product on the
market.

Article 12: The Content of the Product

Information File

1. The Product Information File involves of

the following 04 parts:

a. Part 1: Administrative documents and a
summary of product;

b. Part 2: Material quality;

c. Part 3: Product quality;

d. Part 4: Safety and efficiency.

The details of the product information file
are regulated in Appendix 07-MP.

2. Part 1 of the Product Information File
must immediately be presented to the
agency of Consideration, Investigation when
required; others, if inefficiently, must be
presented within 15-60 days since the
consideration day in regard to the
Functional agency’'s request.

Chapter IV
COSMETIC PRODUCT SAFETY REQUIREMENTS

Article 13: The cosmetic safety requirements

The organization or the individual which
delivers the product to the market must
guarantee that its product shall be harmless
for people’s health when exerted in normal
or  appropriate conditions instructed,
propriety  for the  composed  form,
information on the label, instruction, special
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carefulness, and else which are supplied by
the producer or the owner.

The producer or the owner must evaluate
the
product

safety property of every cosmetic
the ASEAN

safety property norm. The heavy metal limit

in accordance with

and the microorganisms in the cosmetic
satisfy the ASEAN's
regulated in Appendix No 06-MP.

must requirements

The cosmetic Ingredients must satisfy the
Appendix

requirements  (Annexes)
the ASEAN Cosmetic
(website: www.dav.gov.vn or www.ASEANsec.org).

new

version of Treaty

Article 14: The prohibited Ingredients, the
regulated concentration,

in the

Ingredients  of

content and use condition limit

cosmetic product formula

Organizations or individuals are not banned
to deliver the cosmetic product which is
composed with:
1. Prohibited

with conditions followed from Appendix I

(Annex I).

substances in the cosmetic

2. Listed Ingredients in part | from Appendix
1]
content exceeds the permissible

(Annex lll), with the concentration, the
limit or
condition.

3. Other color substances listed in Appendix
IV (Annex 1V), part 1, except the cosmetic
which is used for dying hair.

4. Color substances listed in Appendix IV

(Annex 1V), part 1, is exerted outside
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mentioned conditions.

5.  Maintenance substances outside the
section of Appendix VI (Annex VI), part 1.
6. Maintenance  substances listed in

Appendix VI (Annex VI), part 1, with the
the the
permissible limit or condition, except these

concentration, content exceeds
which are used in special purposes unrelated

to the maintenance substances effect.

7. Substances for filtering the ultraviolet ray
which is not involved in the section from
Appendix VII (Annex VII), part 1.

8. Substances for filtering the ultraviolet ray
(Annex I),
exceeds the permissible limit or condition.

in  Appendix VI the content

The present substances referred in Appendix
I (Annex IlI) with the mark content is still
acceptable if it is unavoidable technical
errors in “perfecting that cosmetic product”
still the

requirements in the article 13 of this circular

and satisfies product safety

Article 15: Cosmetic products contain the
following Ingredients are still allowed to be
putting on the market

1. Ingredients or materials listed in Appendix
[l (Annex lll), part 2, in mentioned limits
and conditions until the marked schedule in
(9) column of this Appendix.

2. Color substances listed in Appendix 1V,
part 2, in mentioned limits and conditions
until the marked schedule in this Appendix.
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3. Maintenance  substances listed in
Appendix 2, part 2, in the permissible limit
the

mention in (f) column from this Appendix.

and condition, until day which s
However, some Ingredients in this amount
can be applied to other contents in specific
purposes and presented fully in the product

display form.

4. Substances for filtering the ultraviolet ray
is regulated
(Annex VI,
condition,

in part 2 of Appendix VI
in the permissible limit and
the

column (f) of this Appendix.

until mentioned day in

Regulation about using substances which are
involved in Appendix (Annexes) above can
be adjusted in accordance with the ASEAN
Cosmetic Associate’s decision. This regulation
shall automatically update and come valid in
Vietnam.

Chapter V
WRITINGS ON THE COSMETIC LABEL

Article 16: The label location

1. The cosmetic label must be glue on the

commodity, package of commercial article
on a location which is easy be seen of full
contents  without

regulated disconnecting

details or parts of the commodity.
2. In case, the outward package is not
permitted or impossible to open, there must
be the label with the required information
on the package.
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Article 17: The size, the appearance, and the
content of label

1. The organization or the individual who
are responsible for putting products on the
market may identify the size of cosmetic
label
information writing on the label must be

product but must assure that the
readable by the ordinary eyes. The content
of the label or the auxiliary label (if any)
must be honest, clear, accurate, and reflect
of exact product’'s quality.
letter, numeral,

2. The color of drawing,

sign, symbol which are displayed on the
label must be clear. The color of letter and
numeral must have contrast to the colored

background of the label.

Article 18: The content required to write on
the label

1. The cosmetic product's label must be
suitable for requirements for the cosmetic
label by The ASEAN. The
following contents must be presented on
the label:

a. The product's name and function, unless

writing  set

the presented form of product has been
displayed clearly the product’'s function;
b. The usage instruction, unless the presented
form clearly been displayed the product's
using manner,
c. The full formula ingredients: must write
the
international nomenclature regulated for

clearly ingredients according to
latest printed forms mentioned at point
Article 5 of this Circular

to write the percent rate

¢, clause 1,
(unnecessary
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of ingredients);
d. The country where the product was| d. MZX=

made;

e. The name and the address of| e. ALt 74219 O|EN Fa& AUXEES
organizations or individuals who are O|Lt FXI5{7kE0| 7|Met HELE HE
responsible for putting products on SO =2 ®7|2HC}

market (written fully in Vietnamese
according to the business registration
certificate or the investment permission
certificate);
f. Quantification is presented with weight or | f &2 F& L= 202 BE7|stD O/HHY
volume, in regard to the meter system 0| =
or the meter system and the British
system;
g. The manufacture lot number; g. A
h. The manufacture day or the expiry must | h. X =
be clearly presented (ie. Q/g/EdE =02 Hotd|
7

day/month/year). The date writing way

&70gh F/HE 22
s

J|BiCt AL

must clearly be presented and involved H Zeg 4% MEQ otdds ¢l ¢
of month/year or day/month/year in W AretES F7totct.

right order. The “expiry” or “the best
using before date” can be exerted, if
necessary, can add the instructed
condition needs obey to make sure of
the product’s stability.

Referring to products with the stability T, QEHSHA ALESH=
below 30 months, the writing of expiry e 7
day is compulsory;

i. Warning about safety for wusage;| i. AFBA| FOIALRE. 3| OFM|RHASEAN) =HE
especially, warnings in the “usage = XN 25 780 w2k A =d 8 #
condition and required alarms are of Atgt2 HME 2tof olaf FAfsict

compelled to be printed the product’s
label” column is referred in Appendices
of ASEAN Cosmetic Treaty; these
alarms are compelled to be printed on
the label.
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2. In case, the size, the form, or the|2. 87|L} ZXO| 7|, HE| = EHo=Z 9l
package material can not be fully printed | 8 & 180 #EE HEE H7|St= A0

information which is regulated in charter 1| 2] =

of this Circular on the original label, these | 2t &2 Sl Ql4f=/0{OF BHCF,
required contents have to be printed on the
auxiliary label attached with the cosmetic
product and on the original label must
figure out the position in which these
contents are printed.

H

The following information is compelled to | A ZX0|= Of2fe| FEZ} 2HA0| Q240

be printed on the original label of product's | OF Bt}
the direct packing: a. &Y
a. The product's name; b. NIE EE(lot) H=

b. The product lot number.

Article 19: The presented language on the | ®| 19=: H|Z z2t'¥3d ®E7| 0]
cosmetic label

Contents regulated in the article 18 from | & & A 18X0f 2t 2tE Y2 FOojLt H
this Circular must be written in English or | EEO{Z2 2ttt £3] 18 (b), (o), ()= Et
Vietnamese; specifically, information in part | EA| HEEO 2 E7|$HC}

b, e, and h in clause 1 of the Article 18
must be written in Vietnamese.

Article 20: The other information is| Al 20=: 7|E} HE 2P
presented on the cosmetic label

The organization or the individual is allowed | XLt 7HQl2 A EO| 7|Et YEE 7|X
ULt =74 82 #7380 gt M= ¢t El
added information is not opposite to the | AZ2| EX0| st TAE|D
= =
= [

==
(¢] mOP

to write other contents on the label. The

law regulation and must guarantee the
honesty, the accuracy, the true reflection of
the product's quality without causing the
imperative content on the cosmetic label
hidden and deviated.

Chapter VI H 6%
COSMETIC ADVERTISING HE &
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Article 21:
cosmetic

The regulation on advertising

1. The cosmetic advertising is implemented

on the public device for such is the
television, the radio, the electronic
information pages (id: internet, website),

book, newspaper, magazine, pamphlet, pano,
poster, air body, water body, or the other
advertising means which are implemented or
supported or authorized by the cosmetic
the
product

well as
the

enterprise organization as
the

introduction activities.

seminar, information,

2. Organizations are allowed to advertise or
the the
product introduction event when have the

organize seminar and cosmetic

receipt of permission file of advertising,

operation seminar, cosmetic introduction

event according to the law regulations.

3. The cosmetic advertising content must be
appropriate to evident materials which affirm
the safety and the efficiency of the cosmetic
and be obedient to the ASEAN's instruction
of declaring quality of the cosmetic product.

Article 22: The content of cosmetic advertising,
seminar, and cosmetic introduction event

The content of cosmetic advertising, seminar,
and cosmetic introduction event must be
enough the following information:

1. The cosmetic’ name;

2. The quality, the efficiency (list the cosmetic’
functions, essential effects if not presented on

the product’'s name);
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3. The name and the address of the
organization or the individual who s
responsible for putting product on the

market;

4. The warning of use (if any).

Article 23: The cosmetic advertising on the
television, the radio device

If the cosmetic advertising is implemented
on the television or the radio, clauses 1, 3,
4 in the Article 22 must be read loudly
clearly.

In case, presenting words on the screen,
be with
appropriately transmitted and the advertising

contents above must shown
letters’ size must be big enough in order to

sure clear, readable content.

Article 24: The advertising on newspaper or
pamphlet

If the
pamphlet, the ending part of the first page

advertising is on newspaper or

of advertisement document must print:

(@) the advertising registration file receipt
No of the Health Service;
day..month..year... of the

regular file printed on the file receipt.

(b)

receiving

Article 25: The
cosmetic advertising,

registration dossier of
seminar organization,

cosmetic introduction event

1. The
advertising,

registration dossiers of cosmetic

seminar  organization,  and

cosmetic introduction event are inclusive of
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the following documents:

a. The registration applying of cosmetic| a. MEZLSEMEAM (EE H10=-MP)
advertising, seminar organization, and
cosmetic introduction event (Appendix
10-MP);

b. The copy of the issued cosmetic product | b. MESE3 A2 (1 SESI= ALt
proclamation report  (sealed by ZHelel ol o

organization or individual who registers
to advertise);

c. The copy of the business registration | c. AtEAISEZ A2 (B SEst= AL
certificate of organization or individual 72l

who registers to advertise (sealed by

organization or individual who registers

to advertise);

d. The authorization letter of organization | d. M& &3, AJH&AL MOILE 7HE EE
or individual who proclaims cosmetic for HLE 7Helel E3M (HE &5 YAL

organization or individual who registers elar CHE E9)

-
d
==

for advertisement, cosmetic introduction
event, seminar operation (in case,
organization or the individual who
registers for advertisement, cosmetic
introduction event, seminar operation is
not organization or individual who
proclaims cosmetic);

e. The subtitles materials of the product's| e. M& §%& & 7| #&#H 27} Xtz AMlO|

properties and utilities in case the L, ME 27 dAel 1 WE0| HE
advertised content and the presented sE30 Z|xTt HE 2o H#Hed 4%,
content at the seminar or the cosmetic HEZel §d1 7ls2 7Ixg 271 A=
introduction event show the cosmetic's N

properties and utilities which are outside
the presented content in the cosmetic
product proclamation report;

f. 02 advertisement scenarios (scenario must | f. =1 A|L}2|2 28 (&0 =0{Z 3IH,
+ = =]

clearly describe the picture, callouts and CHAE & 29 =)
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music which are going to be put into
the 02
models which are going to be published

advertisement) or advertising
(applied to the cosmetic advertisement

registration file) or documents intend to

show, publish in the seminar, cosmetic
introduction event (applied to the
cosmetic introduction event, seminar

operation registration file). The file must
the pages
organization the individual
advertisement,

get joint stamp  of

or who

registers  for cosmetic

introduction event, and seminar

operation.

2. The manner to set up registration file for

cosmetic advertising, cosmetic introduction

event, seminar operation:

a. The cosmetic advertising registration file
can be established for one or many

products, which are advertised in many

different public information means.

The the
advertising sceneries can be set up for

cosmetic advertisement or

one or many different products.

b. The cosmetic introduction event, seminar
operation registration file can be set up
for one or many products, operated at
one or locations in cities

many or

provinces.

Article 26: The authority of receiving and
file
advertising, cosmetic introduction event, and

handling registration of cosmetic

seminar organization

1. Before advertising of cosmetic,
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organizations, individuals have to send 01
set of cosmetic advertisement registration
file according to the current provisions to
the Health Department of place where the
main office of organizations, individual
proclaiming cosmetic products is located.
The file envelop must clearly be written on
with “the cosmetic advertising registration
file".

2. Before operating seminar, cosmetic
introduction event, organizations, individuals
have to send 01 set of applying file
according to the current provisions to the
Health  Department of location where
operate seminar, cosmetic introduction event.
The file envelop must clearly be written on
with  “the seminar, cosmetic introduction
event operation registration file".

3. The Health Departments of centrally-affiliated
cities and provinces (except advertising forms
which are implemented according to the
February 28, 2007  Joint  Circular  No
06/2007/TTLT/BVHTT-BYT-BXD of the Ministry of
Culture and Information, the Ministry of Health,
the  Ministry of Agricultural and  Rural
Development, the Ministry of Construction on
guiding the one-stop shop procedures for the
grant of advertisement permits) receive and solve
the registration dossier of cosmetic advertising,
cosmetic seminar organization, and cosmetic
introduction event.

Article 27: The order and procedure of
issuing the registration dossier receipt of
cosmetic advertising, seminar organization,
and cosmetic introduction event
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1. After receiving the registration file of

cosmetic advertising seminar organization

and cosmetic introduction event which are
regular in accordance with provisions of this
Circular and the fee as current provisions,
the Health file
applying receipt of
cosmetic

sends to
the
seminar

Department
organizations

advertising organization
and cosmetic introduction event registration
file (Appendix 11-MP) with the advertising
pattern or the sceneries meet requirements
the  cosmetic

(applied to advertising

registration file).

The date printed on the file receipt is the
date when the Health department has
received the full file. After 10
working days, since the day of received file,

regular

if the Health department does not require
any amending or supplementing in writing,
those organizations shall be permitted to

make  advertisement, operate  seminar,
cosmetic introduction event in regard to the

registered content.

to this
Circular's provisions, the Health department
shall the with
announcement in writing to supplement,

2. In case the file is irregular

notify organization an

complete the dossier.

a. In the announcement, must be stated

clearly, in detailing of amending and
supplementing documents and contents.

b. The organization has to amend and
supplement according to the mentioned
contents in the required amending and
supplementing document and send
back to the Health department. When
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the organization has yet supplemented
the file fully, the Health department
shall the date
printed on the file receipt is the date

send a file receipt,
when Health department has received
the full After 10
working days, since the day of receiving
the
content, if the Health department does

supplemented file.

supplemented advertisement

not send out a amending and

supplementing requirement in writing,
the organization shall be permitted to
cosmetic

the

advertise, operate seminar,

introduce event in regard to

amended content.

In case, the supplemented file cannot
rightly satisfy the referred contents in
the
document, the Health department shall
the
operate

amending and  supplementing

notify  to organization not to

advertise, seminar, cosmetic
introduce event as registered contents.
Therefore, if the organization wants to
continue to advertise, operate seminar,
cosmetic introduce event, have to apply
the file the file

registration and consideration shall be

again, order of

implemented from the beginning and
pay the fee as provided.

02
department

the Health
document

In months, since

sends a on
contents need be supplemented to the
file applying organization, if the Health
department does not receive any
attached with the

supplementing file, the registration file

document

of advertisement, seminar, cosmetic
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introduce event operation shall be
invalid.

Article 28: The advertising information
content evaluating fee

1.  The cosmetic advertising content
evaluating fee of an applying file collect/pay
according to the current provisions which is
calculated upon the products in 01 cosmetic
product proclamation report issued the
receipt number (independent from public
telecommunication devices used for
advertisement).

2. The cosmetic introduction event, seminar
operation file evaluating fee (the advertising
information content evaluating fee)
collect/pay  according to the current
provisions which is calculated upon the
products in 01 cosmetic product
proclamation report issued the receipt
number (independent from the number of
cosmetic introduction event, seminar
operation times).

Article 29: The cosmetic advertising in other
local areas

After receiving the file receipt of cosmetic
advertising registering, if the organization
wants to advertise on other advertising
devices under local authorities of places
different from the place where send
advertisement registration file, must send an
announcement in writing with the notarized
copy of the regular cosmetic registration file
receipt and all  registered equivalent
advertising content (the advertising sceneries
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or the advertising pattern) to the Local
Health department where the advertising is
going to be put into process before
advertisement  implementation at least 03
working days.

Article 30: Changing and supplementing the
content of advertising, seminar organization,
and cosmetic introduction event

1. The organization who registers advertising,
seminar, cosmetic introducing event
operation must submit a supplementation
registration file to the Health department
where issues the file receipt when change
one of the following contents:

a. Name, address of organization or
individual who are responsible for
putting product on the market without
changing the business registration
certificate  number or the investment
certificate number;

b. Name, address of organization who
registers advertising, seminar, cosmetic
introduction event operation without
changing the business registration
certificate number or the investment
certificate number;

c. Location and formal time of seminar,
cosmetic introduction event operation
compared to the registered estimation.

2. The supplementing file involves: the
suggesting document for changing and
supplementing, as well as documents in
related to changing and supplementing
content.
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3. Other changes or supplementations out
of this
registers

of contents referred at charter 1
Article, the

advertising,

organization who

seminar, cosmetic introduction

event operation must implement new

registration as prescribed.

4. The Health department is o