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February 2019

REGULATIONS MONITORING REPORT

This is a regulatory monitoring report within a certain period of time and intents to provide awareness to the industry on recent
/forthcoming regulations to increase preparedness for compliance/actions. This is non-exhaustive. It is important for the local
industry associations to refer to the actual (most recent) draft regulations and to seek clarifications/ understanding with the
respective Authorities.

| ASEAN |

ACD REVISION AGREED AT THE 28t ACC/ACSB MEETING

e Adopt Indonesia’s proposal of revising Annex Il (Ref 2a and 9A) for Thioglycolic acid and Thiolactic acid combination,
by following discussion and refinement by ACSB:
“For general use of hair waving or straightening products the maximum concentration for combination of Thioglycolic
acid and Thiolactic acid must not exceed 8% calculated as Thioglycolic Acid. “

e Inclusion of the following new entries into Annex Ill: N,N’-Bis(2-hydroxyethyl)-2-Nitro-p-phenylenediamine, 2,6-
Dihydroxyethyl-aminotoluene, HC Red No. 17, HC Yellow No. 17, 1-Hexyl-4,5-diaminopyrazole sulphate, 2,5,6-
Triamino-4-pyrimidinol sulphate, Hydroxyethoxyaminopyrazolopyridine HCl, 3-Amino-2,6-dimethylphenol, Basic
Brown 17 and Basic Blue 124. Effective 1st Dec 2019 only compliant products can be placed in the market, and non-
compliant products must be completely withdrawn from the market.

e Indonesia informed the meeting that following their review of adverse events associated with Lyral (HICC) they had
decided to adopt the same implementation date as other AMS. Consequently, effective 23rd August 2021 no
cosmetic product with the banned materials can be placed in market in Indonesia and non-compliant products must
be completely withdrawn from the market.

e Adopt the Indonesian proposal on Ethyl Tosylamide and directed the Secretary to amend Annex Il, Ref 307 to replace
the current entry with the proposed text, “Sulphanilamide and its derivatives obtained by substitution of one or more
H-atoms of the -NH2 groups, and their salts”

e Adopt new entries into Annex Ill for peanut oil and hydrolyzed wheat protein, Ref 322. Effective 1st Dec 2019 only
compliant products can be placed in the market, and non-compliant products must be completely withdrawn from
the market, except Indonesia which is still reviewing this matter.

INDONESIA

A. HALAL

The Government of Indonesia is preparing series of regulations as implementation provisions for Law of the Republic of
Indonesia Number 33 of 2014 Halal Product Assurance (“UU JPH”). UU JPH actually requires 19 sets of implementing
regulations as stated in the Law. To date no regulation has been issued. After several years and facing numerous
challenges, it has been said that the draft of Government Regulation of Halal Product Assurance (“RPP JPH”) has been
signed by relevant Ministers and currently pending signing by President (estimated after Presidential election in April
2019).

There will be fourteen (14) draft regulations from ID Ministry of Religion (“RPMA) following the RPP JPH and this will be
arranged into 3 main RPMAs, namely:
1. RPMA on Staging Types of Halal Certified Mandatory Products (most critical)
Key timing expected to be indicated in this RPMA :
a. Thetime for the Staging of Food and Beverage Products starts from 17 October 2019 to 17 October 2024
b.  The time for the Staging of Non-Food and Beverage Products starts from 17 October 2019- 17 October 2026
2. RPMA about JPH Organizers (In the process of harmonization)
3. RPMA on Halal Certification Cost and Financial Management BPJPH (On-Going Process)
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B. BPOM New Regulation of QR CODE( PERKA BPOM NO 33 TAHUN 2018)
POM issued a new regulation of 2D Barcode (QR CODE) which contain information of registration number & it’s valid date.
The purpose of this regulation is to help consumer & inspector to identify the legality of the product with the use of BPOM
mobile smartphone application.
And here are the highlight of its regulation:
a) Mandatory to put 2D/QR barcode on the label
b) The 2D/QR barcode requirement :
e Color: black on white or other color as long as it can be readable by the system.
e For Cosmetic: 2D/QR barcode must be put on primary/secondary pack. And for the small size product label, it is
allow to be put on the hanging label, shrink wrap, or others which is still accepted by label regulation
e Barcode size : min. 0.6 x 0.6cm
e In case there is more than 2D barcode on the pack, need to label “BPOM RI” for differentiation
c) Timeline
e  For New Product Approval (Dec 7%, 2018 onward), it needs to be reflected on label 6 months after the date of
Notification approval date.
e  For Existing product in the market : Dec. 7*", 2023 (on shelf)

Asia/International

CHINA

1. China NMPA Bans Cosmetics Using EGF or Medicinal Claims — see attachment

2. China notifies WTO TBT the draft version of Cosmetics Supervision and Administration Regulation (CSAR). —see

Regulatory 27Nov2018_ACA
attachment Alert_China NMPA cliLetter on TW cosmeti
3. China’s latest announcement on Cross Border Ecommerce (CBEC) policy extension.

e During the State Council executive meeting held on Nov. 21, 2018, China determined to further extend the

transitional policies of CBEC retails beyond the originally stipulated January 1st, 2019 deadline.

e The CBEC transition period has been officially extended beyond the Jan 1st 2019 deadline. No new deadline has

been specified and ChemLinked expects current measures to remain stable in the short to medium term.

e  (CBEC-traded cosmetics, infant formula powder, medical device and special food (such as health food and food for

special medical purposes) will not be subject to complicated pre-market approval.

4. China Officially Releases Enforcement Rules for Replacing Imported Cosmetic Registration with Filing Management
Nationwide.
On Nov. 9, 2018, China National Medical Products Administration (NMPA-Subordinate to SAMR) officially announced
that registration of first-imported non-specials cosmetics will be entirely replaced by filing management nationwide
from Nov. 10 in accordance with the State Council’s notice of Advancing the Reform of “Separating Certificates from
Business License”. Registration of imported cosmetics will be entirely replaced by filing from Nov. 10. Authorization of
a domestic responsible person is critical after the reform.

Taiwan

1. Taiwan Implements New Requirements for Ingredients and Hair Dye Products Claims on Jan 1, 2019.
Early on April 13, 2018, Taiwan FDA released 2 amendments of Medicated or Poisonous Ingredients List of Hair Dye
Products and Standard of Mandatory Claims for Hair Dye Products on the Label, Instruction and Packaging, which
entered into force on Jan 1, 2019.
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2. Taiwan is drafting new standards for Restricted Ingredients and Preservatives from Jan 1 2020
On Dec 14, 2018, TFDA released 6 drafts of cosmetic regulations:
1) Standard for Usage and Limitation Requirements of Ingredients Used in Special-use Cosmetics
2) List of Prohibited Ingredients Used in Cosmetics (target to become effective together with Cosmetic Hygiene Safety
Administration Act)
3) List of Restricted Ingredients Used in Cosmetics
4) Standard for Usage and Limitation Requirements of Preservatives in Cosmetics
5) List of Permitted Colorants Used in Cosmetics
6) Limitation Standards for Microorganism in Cosmetics.
Above will become effective on Jan 1, 2020. Public consultation will last until Feb 12, 2019.

KOREA
MFDS announced an amendment to the Enforcement Regulation of the Cosmetics Law as a scope of Korean Regulation
Reform.
The Key points are as follow :
e Inorder to help consumers to select their products through various and detailed information on cosmetics,
cosmetics which require all cosmetics to be labeled with allergen inducing ingredients and cosmetics that display.
e  For comestice products which can be used by infants and children, it is mandatory to specify the limit of usage
(Ex ; Baby Products (less than 3 years) or (under 18 years))
The detail information can find in the attached file.

20190220
amendmend of Korea

INDIA

The amendment in Drugs & Cosmetics Rules regarding revision in fee structure has been finalized & published effective
from 12 Dec.2018. It will have major impact on cosmetics import.

Description Fees till 11*" Dec.2018 Revised Fees effective from
12/12/2018
Import and Registration of Cosmetics 250 US dollars or its equivalent | 2000 US dollars or its
to Indian rupees equivalent to Indian rupees

Application to issue Registration Certificate by the
manufacturer/ authorized agent or Importer for each
brand of cosmetics

Duplicate copy of Registration Certificate 100 US dollars 500 US dollars

Cosmetics Draft Rules got published on 29" November,2018. Comments on the draft are provided to MoH through
various local industry associations like IBHA, FICCI and also international associations like CE & PCPC, for consideration.
IBHA representatives had a follow up meeting with DCGI on 11" Feb 2019 for understanding pointwise details of industry
comments. Basically the revised fee structure amendment is already in implementation stage, industry will have to follow
the same. (USD 2000/ category and USD 50/variant). Even though the fee structure given in draft cosmetics rules is lesser
than the amended revised structure, no change in fees is expected, validity will change from 3 to 5 years once draft
cosmetics rules get finalized. Currently finalized regulation to stay as is with validity of 3 years.
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Near the end of the year, citing concern for coral reefs, the nation of Palau passed a

widespread ban on sunscreen and cosmetic ingredients to go into effect in 2020. The new law
expands the list of ingredients and increases the scope of restrictions that have also been

passed in Hawaii. Palau will ban anyone from bringing, buying, selling, importing or
manufacturing products containing 10 ingredients: oxybenzone; octinoxate; octocrylene; 4-
methyl-benzylidene camphor; triclosan; methylparaben; ethylparaben; butylparaben;
benzylparaben; and phenoxyethanol. There is currently no credible evidence that these
ingredients contribute to coral decline, which is generally accepted to be caused by increasing
water temperatures and other effects of climate change.

A small study by the University of South Australia and University of Queensland recently found
that zinc oxide nanoparticles dissociate into ions when applied to the skin, meaning it is

unlikely these sunscreens enter the bloodstream. Nano ZnO generally appear transparent on

the skin, instead of leaving a white residue.

In November, the EU Commission published a framework on endocrine disruptors, and concluded
that the Cosmetics Regulation already provides the adequate tools to regulate the use of cosmetic
substances that present a potential risk for human health.

Media reports in December also focused on a study that suggests that girls who are exposed
before birth to chemicals commonly found in toothpaste, makeup, soap and other personal care
products may hit puberty earlier than their peers who aren't exposed to these chemicals in the
womb.

Another intelligence from EU is microplastic
European Chemicals Agency (ECHA) will publish its long-expected draft restriction on Microplastics.

EU-wide bans/restrictions are not expected to come into force before early 2022.

e The scope is expected to be broad and include ingredients that we consider non-plastic (e.g. Styrene/Acrylates
Copolymer [SAC]) in both rinse-off and leave-on cosmetics.

The EU approach goes beyond microbeads. All microplastic and solid polymer ingredients are in scope (i.e., opacifier,
film former, viscosity controller, SPF boosters). There will be a phased-in implementation. Proposed entry into force by
category: RO products (2020); opacifiers (2024); household products (2025); all leave-on cosmetic products (2026).
There are also substances which are used sanitary protection products or in medical devices which could be caught by

the scope of the restriction.



