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DISCLAIMER

The views and opinions expressed in this presentation are those of
the presenter and do not necessarily reflect the official policy or
position of any agency or entity. Examples provided within this
presentation are only examples. They should not be utilized in real-
world analytic products as they are based only on very limited and
dated open-source information.
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Cosmetic Ingredients Control

Thailand Regulation

(UsznrAngznsgaev/dsznae

ASEAN Cosmetic Directive

(Annex)

EU Regulation

(Annex)
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ANNEX II - LIST OF SUBSTANCES WH|
CH MUST NOT FORM PART OF THE
COMPOSITION OF COSMETIC
PRODUCTS (>1,680 items)

ANNEX Il - LIST OF SUBSTANCES WH|
CH COSMETIC PRODUCTS MUST NOT
CONTAIN EXCEPT SUBJECT TO
RESTRICTION AND CONDITIONS

LAID DOWN (> 340 items)

ANNEX IV — LIST OF COLOURING AGE
NTS ALLOWED FOR USE IN COSMETIC
PRODUCTS (>150 items)

ANNEX II - LIST OF SUBSTANCES
PROHIBITED IN COSMETIC
PRODUCTS

ANNEX Il - LIST OF SUBSTANCES
WHICH COSMETIC PRODUCTS MU
ST NOT CONTAIN EXCEPT
SUBJECT TO RESTRICTION AND
CONDITIONS LAID DOWN

ANNEX IV - LIST OF COLOURING
AGENTS ALLOWED IN COSMETIC
PRODUCTS



Cosmetic Ingredients Control

Thailand Regulation ASEAN Cosmetic Directive EU Regulation

(Usznaansznsgae/dsznnd | (Annex) (Annex)

ATWENITNNITARD.)

n/a ANNEX V - LIST OF EXCLUDED FROM ~ ANNEX V — LIST OF PRESERVATIV
THE SCOPE OF THE DIRECTIVE ES ALLOWED IN COSMETIC PROD
UCTS
ﬁmumf‘fmqﬁu@aﬁmq‘lﬁﬂum‘qumﬂu ANNEX VI - LIST OF PRESERVATIVES ~ ANNEX VI — LIST OF UV FILTERS
MauAmAIasdIEN WHICH COSMETIC PRODUCTS MAY ALLOWED IN COSMETIC
CONTAIN (>61 items) PRODUCTS

AuAANT e uLasuAANaNA T ANNEX VII — LIST OF UV FILTERS WHI
AuNaN IUNNTNARLATRIANAN CH COSMETIC PRODUCTS MAY
CONTAIN (>31 items)

* Data as of Jun 2023




ASEAN Labelling Requirements

1. Product name & its functions
2. Direction for use
3. Full Ingredient Listings (FIL)
4. Manufacturer name and country
5. The name and address of the company or person responsible for
placing the product on the local market
6. Net contents given by weight or volume
7. Batch no.
8. Manufacturing date (DD/MM/YY or MM/YY) or Exp. Date ( and Exp. Date is

mandated for cosmetics with shelf-life less than 30 months)
9. Special warnings (If any, by law and by internal policy)
10. Notification number (for TH, IND, and CAM)
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Thailand Regulation ASEAN Cosmetic Directive EU Regulation

nqwmmm‘?m@"qmq PART | Administrative Documents and Product 1. A description of the cosmetic product
Summary
ANATRI BN AL PART Il Quality Data of Raw Materials 2. Cosmetic Product Safety Report (CPSR):
m ! Part A: Cosmetic Product Safety
Information
Part B: Cosmetic Product Safety
Assessment
oﬂ’ﬂu@m@qmﬁlﬂqﬁqmqﬁqﬁqm PART IIl Quality Data of Finished Product 3. A description of the method of
v . A . v FPS and test methods : manufacturing and a statement on
L 611emwummmimmmqmmgﬂ 1. The criteria used for microbiological control of compliance with GMP.
(Finished Product Specification) cosmetic products and chemical purity of

ingredients of cosmetic products
2. Method of Analysis corresponding to the
(Finished Product Testing Method) specifications

ad tﬂ' ] 9
2. 'J‘ﬁﬂ'li‘l’lﬂﬁﬂﬂ!ﬂiﬂﬂﬁWﬂ"Nﬁ%iﬂgﬂ

v" Product Stability Study (for product shelf-life
less than 30 months):
The stability study and report or stability assessment
to support the expiry date specified.



a v d
%’ﬂﬁgﬁﬂﬁﬂﬂm"l’l (Product Information File)itazN1inaaeau QSE

Thailand ASEAN Cosmetic Directive EU Regulation
Regulation

PART IV Safety and Efficacy Data 4. Where justified by the nature or the
On-pack product efficacy/claim support: effect of the cosmetic product, proof
Efficacy Assessment of the product is based on its RM used of the effect claimed for cosmetic

in a composition or FP efficacy tested product

Other educational information or literature review for
claimed benefits of cosmetic products should be
made available to justify the nature of its effect.

5. Data on any animal testing to meet
the legislative or regulatory
requirements third countries.
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Microbiological Testing (Q)

Physical and chemical characteristic (Q)

Chemical purity of ingredients of cosmetic products/impurities/traces (Q)

Product Stability Study (for product shelf-life less than 30 months): (Q)

The stability study and report or stability assessment to support the expiry date specified.

A .

Toxicological profile of the substance (S)

o v

Product efficacy/claim support: (E)
6.1 Efficacy Assessment of the product is based on its RM used in a composition or FP efficacy tested

6.2 Other educational information or literature review for claimed benefits of cosmetic products should be
made available to justify the nature of its effect.

Remark: eraiingszifisuasuassmunimenizunslszma (country specific requirement) wuilszmnalng ldinvainusiiasesdrensasauas
\ERedeNHANIATgU (Q
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Tumpaun 1:

nsRAauazimuIWaAnasingau (Raw Material R&D)
nsnagaunnnmuaasinet (Product Testing and Qualification)

nanpaaLANLaenituazANaan AR TUNgUNIY NYITIlaLNRAs T
(Safety and Regulatory Requirement)

nsaauANnsaaLaznisaata (Manufacturing and Marketing)

nsinfiuguavasassisiaangaain (Post-Market Surveillance)




%’aﬁmuﬂmmgmuaznﬁﬂﬂaamﬂi;a%ﬁﬂm (Microbiological Test):

UDMUUANIANTTIU (Specification):

1. LinudeqawidineWinnlse seseluil
‘/"ﬂﬂimmﬁ LL’E’JQ%IWM (Pseudomonas aeruginosa)
‘/?fm?/naﬁﬂﬂﬁ’ﬁ GRIEN! (Staphylococcus aureus)
v uauda 8aiiuAud (Candida albicans)

v aaeans iAoy (Clostridium spp.) (3ahlunsosdonanauayulnsg)
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(Microbiological Test):

2. A IVNUIIUIUT INVOULATNIS 8 Bele 19z m%mmﬂmim%mmﬂ(Total aerobic plate count) <
500 Inladnons maaﬂmﬂmwmum )

(ﬂimuJumiaqmmm%ummiaumqm mimmmqmmmﬂauaau uawmimmmqmmmﬂﬂma
a1n1 U N °n)

3. wmnwummui’mmaumﬂmia EJEW]LLa 31 ‘ﬂlfﬂiﬂlmﬂiﬂiﬂﬂi%BWﬂWﬁ(Total aerobic plate count) = <
1000 Iﬂiauﬂf’)ﬂiu‘ﬁﬁﬂaﬂ‘lJ"IﬁﬂL‘ﬁﬂmeﬁﬁ Glll!vlﬂ

) o 9
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(Microbiological Test):

15N NATDU (Test Method):

‘/Glﬁ)ﬂﬂﬁ’ DUMIUNINTIIU International Organization for Standardization (ISO) W30 United States
Pharmacopeia (USP) luiioaflineddoq atiuaiga
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ASEAN Microbiological Limits

Table 1. ASEAN Microbiological Limits

Products for children under 3 years, eye
area and mucous membranes

Other products

Total Aerobic Mesophilic
Microorganisms
(Bacteria, Yeast &
Molds)

=< 500 cfu/g or cfu/ml

=< 1000 cfu/g or cfu/ml

P. geruginosa

Absent in 0.1g or 0.1ml test sample

Absent in 0.1g or 0.1ml test sample

5. oureus

Absent in 0.1g or 0.1ml test sample

Absent in 0.1g or 0.1ml test sample

C. albicans

Absent in per 0.1g or 0.1ml test sample

Absent in 0.1g or 0.1ml test sample




ASEAN Maximum Limits of Heavy Metals

2. LIMITS OF HEAVY METALS:

Maximum limits of heavy metals:

Heavy Metals Limits
Mercury (Hg) MNMT 1 mg/kg or 1 mg/L (1 ppm) when tested by ASEAN Cosmetic Method
Lead (Pb) NMT 20mg/kg or 20 mg/L (20 ppm) when tested by ASEAN Cosmetic
Method
Arsenic (As) MNMT Smg/ke or 5 mg/L (5 ppm) when tested by ASEAN Cosmetic Method
Cadmium (Cd) NMT 5 mg/kg or 5 mg/L (5 ppm)** when tested by ASEAN Cosmetic Method|

The test method for Mercury, Lead, Arsenic and Cadmium follows ACMTHADS that has been adopted in
the 8% ACSE Meeting (10 - 11 December 2007, Viet Nam).

Note:
**Due to special circumstances such as national regulatory requirements, the limit of
cadmium in the Thailand is 3 mg/kg or 3 mg/L (3 ppm).



a A A 1% = P~ Y
ﬂ]i'ﬂﬂET@‘]J‘]J‘JZﬂﬂﬁﬂ]Wﬂ]Nﬂﬂﬁ]’Ji’)Nﬁﬁi‘l"lﬂﬂﬁ’ﬁi’)ﬂnﬁ’ﬁ]ﬂ!ﬁ]\‘l
(Product Efficacy Testing)

' a o P a A a o Jdo & a . .
NAMBNATINAVVOIHAANUHN IawanTnadoulszAnsnnuonandusid 15931959 (Cosmetic Efficacy Testing) 1Az
1 I~ (Y ana . . [ .
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Innaae (Efficacy Testing): 111/ UA0NITNANDUNLY
EY 1] E4

assnnauue Asnadeulszaninmasosdionsiiaail

‘/Clinical Testing

‘/Instrumental Testing

‘/Consumer User Testing (CUT)



SWOT ANALYSIS

Opportunities: F,Rel

1. Trend of Niched market of Thai
herbal and natural products

2. GMP required by trade partner

3. The availability of relating and
supported business

Threats :Riv

Rules/Laws/Regulation (Country
Specific Requirements of trade
partners)

Weaknesses: F,Stra
1. Communication/Language
2. Labor Cost
3. Raw Materials Cost
4. Marketing and Branding skills
5. Short team business, too fast
changing
Strengths: D, F

1. Trusted Products demanded
by neighbor countries.

2. Qualified R&D

3. Advanced Technology and
equipment

4. Logistic hub (geographical
area)
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COSMETIC INDUSTRY
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THANK YOU

NEERANARD JINACHAI (NEE)
NJINACHA@KENVUE.COM
TEL: 0944800205
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