BACKGROUND OF THE ASEAN HARMONISED COSMETIC
REGULATORY SCHEME

ASEAN is a very important player in the global trade, regardless of
product category, with a market of >500 million people as compared to
EUOs only >300 million. ASEAN with its 10 Member Countries namely;
Brunei Darussalam, Cambodia, Indonesia, Malaysia, Myanmar, Lao
PDR, Philippines, Singapore, Thailand and Viet Nam, has always been
focused on its economic and social growth. The region has a very strong
economic alliance with the ASEAN Secretariat in Jakarta, Indonesia that
has been working to meet its key goals of economic integration in the
region. The vision of regional economic integration was conceptualised
in recognition of the importance and potential of trade liberalisation 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 recognised the
need to conclude Mutual Recognition Arrangements and harmonise
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
harmonising 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 issues associated with barriers.

As aresult of this collaboration, the Agreement on the ASEAN Harmonised
Cosmetic Regulatory Scheme (AHCRS) was 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 signatory country and meeting
the requirements of AHCRS would be able to enter other signatory
countries. The most significant aspect of this harmonised scheme is
that all ASEAN Member Countries will move from the traditional and
preferred approach of Opre-market approvalO to the new approach of
Opost-market surveillanceO for cosmetic products, considered being more
effective.

The harmonisation 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 500 million consumers).

A. Coverage

Schedule A: Mutual Recognition Arrangement of Product
Registration Approval

The product registration approval in an ASEAN country is recognised
in Member Countries, where a mutual recognition arrangement has
been agreed upon. Schedule A is a preparatory stage for Member
Countries to proceed to Schedule B 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 countries are committed to implement

Schedule B B the ASEAN Cosmetic Directive by January 2008.

B. Technical Documents

The following are the highlights of the ASEAN Harmonised Cosmetic
Regulatory Scheme Common Technical Documents. These have been
the result of close collaboration between the ASEAN governments and
the cosmetic industry with the objective to harmonise 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 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 Il : List of Substances which must not form part of the
composition of cosmetic products.

Annex Il : 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 VIl : List of UV filters which cosmetic products may contain.

Additionally the Directive contains an ASEAN Handbook of Ingredients
which lists the 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 collaboration between the
regulatory authorities and the cosmetic industry with 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 Ingredient Listing will become mandatory. The International
Nomenclature of Cosmetic Ingredients names (INCI) would be the
primary reference for ingredient names on the label. Please refer to the
ASEAN labeling requirements for details.

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. 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.

vi. 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






