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Canabis sativa for cosmetic

Objective : Thai government want to promote the usage of Carnabis sativa L.subsp sativa
(Hemp seed oil) ﬁ'ty“ﬁd for food, cosmetic and medical purpose. And FDA-
cosmetic want to create the regulation for allow the usage of Carnabis sativa

L.subsp sativa (Hemp seed oil)

Current requlation : Cannabis Sativa (Both L Subsp. Sativa (hemp seed oil) ﬂwmu‘?j\‘l and

indica ﬁ‘tym is under control by the FDA-Narcotic drug and can not freely use for
other application. Now, Planting and Harvesting of Cannabis Sativa L.

subsp satuva (ﬁ‘tym) Is under control by FDA-Narcotic drug’s regulation.
However, for the application for Food, cosmetic and medical purpose, FDA-

Narcotic department is under issuing the regulation to exception for allowance of
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food, cosmetic and medical purpose. And FDA-cosmetic division will issue the

regulation for cosmetic application at raw material and finish cosmetic.

Target for cosmetic regulation : FDA-cosmetic will be issue by adding in Annex Il for

INCI : Carnabis sativa (Hemp) seed oil

Cannabis sativa (hemp) seed extract
Cannabis sativa (hemp) seed water
Hydrogenated hemp seed oil
Hydrogenated hemp seed extract

Hydrogenated Cannabis sativa seed extract

With limitation of

- tetrahydrocarnabinol (THC) at 0.2 % of raw material (Now is under
discussion the exactly %)
The total mixture of above INCI is not over 0.2%.
The seed for extraction have to be the Non-viable seed
For the cosmetic use only

This regulation is only for domestic production of Hemp seed within 5 years.

Concern from Sub-committee and next discussion

4.2

Criteria for separate between sativa and indica (% THC , % CBD in Raw material)
Criteria in Finish goods (ex. Final ppm of THC)

Analytical method of THC

Application of hemp seed oil is cosmetic ex, category of cosmetic, limit % in
cosmetic

The detail of notification and any related report to FDA

clarification on what claim can be made from Cosmetic products using hemp seed
oil still needs to be discussed because effects are mostly on medical areas

Hemp is very effective in capturing Cadmium during plantation. So level of Cd in

raw material or finish product may need to be further discussed
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Personal Care gProducfs Council

Committed fo Safety,
Quadlity & Innovation

Monday, October 7, 2019

Dr. Tares Krassanairawiwong

Thai Food and Drug Administration
88/24 Tiwanon Road

Nontaburi

Thailand 11000

e-mail contact@fda.moph.go.th

Personal Care Products Council concerns with “active ingredient” requirements
in Thai Cosmetic Act B.E 2558 (Cosmetic Act)

Dear Dr. Krassanairawiwong:

The Personal Care Products Council (PCPC) represents over 600-member companies,
including manufacturers and distributors of finished cosmetic products, as well as suppliers
of ingredients, raw materials, packaging and other services used in the production and
marketing of finished products. PCPC is actively engaged in international efforts to align
global regulatory standards for consumer products, to eliminate trade barriers, and to ensure a
level playing field for member companies while at the same time reinforcing consumer
confidence in product safety. Our members are committed to providing safe, high quality
cosmetic and personal care products around the world.

PCPC understands that Articles 4, 29, and 30 of the Cosmetic Act, require the designation of
“active ingredients” as the criteria for determining if a product is counterfeit. We appreciate
the Thai FDA’s efforts to enhance consumer safety and fight against fraud and counterfeiting.
However, we are highly concerned that the proposed requirements may constitute
unnecessary technical barriers to trade rather than providing the security that the Thai FDA is
pursuing. We therefore urge you to remove all references to “active ingredient” from the
Cosmetic Act

In our view, the designation of “active ingredients” as the criteria for determining if a product
is counterfeit is completely inappropriate for cosmetic products. Unlike pharmaceutical
products, whose functionality depends on an active ingredient, cosmetics derive their
functionality holistically from the product’s formula. Ingredients in cosmetics usually have
multiple functions and are intrinsically combined via the product formula to produce the
desired effect. The presence, or lack of presence, of active ingredients is neither a cause, nor
an indicator, of whether a product is counterfeit.

To our knowledge, no cosmetic regulation in any country includes a definition of “active
ingredients” in its regulation. Moreover, no other national cosmetics regulation refers to
active ingredients when defining or characterizing counterfeits. The approach to fighting
counterfeit products in the U.S., EU, Canada, and a number of countries around the world, is
centered on educating the consumer to only purchase products through authorized sellers, and
manufacturers working with local health and enforcement authorities to be assist them in
identifying counterfeit products and shutting down counterfeit operations.

PCPC is very grateful to have the opportunity to provide our perspective on this important
issue. We would be pleased to provide any clarifications or information as needed and would

Page 1 of 2
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welcome further opportunities to discuss these matters. If you have any questions or concerns
about this submission, please feel free to contact me.

Sincerely,

Francine Lamoriello
Executive Vice President
Global Strategies
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August 21, 2019

Dr. Tares Krassanairawiwong
Secretary-General

Thai Food and Drug Administration
Ministry of Public Health

New Regulation on Cosmetic Active Ingredients in Thailand
Dear Dr. Tares Krassanairawiwong,

On behalf of cosmetic industry in Japan, | am writing to express our deepest concern on new regulation
on cosmetics active ingredients which you are now planning to introduce. The regulation is not aligned
with international cosmetic regulation such as Japan, the United States and European Union. It will be
serious impediment to international trade of cosmetics.

In Section 4 of the Cosmetic Act defines “Active ingredient” as a substance used in the manufacture of a
cosmetic as prescribed by the Minister under Section 6 (3), or a substance responsible for the cosmetic
property(ies) stated in the text on the label or as stated in the notification submitted to the Regulatory
Agent as prescribed by the Minister under Section 6 (4). However, contrarily to pharmaceuticals, cosmetics
do not have active ingredients in this meaning. Cosmetic effect can be realized by the whole formulae of
cosmetics. There are no definitions of cosmetic active ingredient in most countries and regions including
Japan, the United States and European Union.

We appreciate the enduring effort of Thai government for pursuing harmonization under the ASEAN
Harmonized Cosmetic Regulatory Scheme and sincerely hope taking into consideration our concern.

Respectfully yours,

‘_“\
C)J\ AN L{\ A
<<
Yamamoto Junji

Senior Managing Director
Japan Cosmetic Industry Association

CC Ms. NARUPA WONGPIYARATTANAKUL

6TH FL., METRO CITY KAMIYACHO, 1-5, TORANOMON 5-CHOME, MINATO-K U
TOKYO, JAPAN 105-0001
TEL: +81 3 5472 2530 FAX: +81 35472 2536



