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Article 3: Safety Requirements 

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 account, in particular, of the product’s 
presentation, its labeling, instructions for its use and 
disposal, warning statements as well as any other 
indication or information provided by the manufacturer 
or his authorized agent or by any other person 
responsible for placing the product on the market. 

Safety Assessment of Cosmetics 

ASEAN Cosmetic Directive 
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Article 8: Product Information 

… assessment of the safety for human health of the  
• finished product,  
• its ingredients (or substances),  
• its chemical structure and  
• its level of exposure. 

Safety Assessment of Cosmetics 

ASEAN Cosmetic Directive 
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Safety Assessment of Cosmetics 

ASEAN Cosmetic Directive 

Safety assessment  
of cosmetic ingredients and products 

remains a scientific exercise  
that can only be performed  

on a case-by case basis 
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Safety Assessment of Cosmetics 

ASEAN Cosmetic Directive 

Generally,  
major basis for safety evaluation  

is provided  
considering the toxicological profile  

of its ingredients (substances) 

“Safety of cosmetic products in the EU is based on the safety of the 
ingredients” (SCCS Notes of Guidance, 8th Revision 2012) 
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Safety Assessment of Cosmetics 

ASEAN Cosmetic Directive 

As of March 11, 2013, the marketing ban will be 
enforced in Europe for cosmetics tested on animals. 
No chemical explicitly for use as a cosmetic 
ingredient should be tested on an animal after 
that date, anywhere in the world. 

Regulation (EC) No 1223/2009 of the European Parliament and of the Council  
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Safety Assessment of Cosmetics 

ASEAN Cosmetic Directive 

Issues 
• Good Manufacturing Practice 
• Ingredients (substances) 
• Packaging 
• Quality control (microbiology and chemical) 
• Stability studies 
• Labeling 
• Product surveillance 
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Safety Assessment of Cosmetics 

Ingredients 

 Mostly well-defined single chemical and often 
mixtures of chemicals 

 Synthetic or natural origin (mineral, animal, 
botanical or derived from biotechnology) 

 Fragrance 

 Potential endocrine disruptors 

 Carcinogenic, mutagenic or toxic to reproduction 
(CMR) 

 Nanomaterials 
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Safety Assessment of Cosmetics 

Ingredients 

ASEAN Cosmetic Directive 

 Exclude ingredients in Annex II 

 Restrictions laid down in Annex III 

 Restrictions for colouring agents in Annex IV 

 Restrictions for preservatives in Annex VI 

 Restrictions for UV filters in Annex VII 
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Safety Assessment of Cosmetics 

Ingredients 

 …exclude, 

 Incompatible toxicological data 

 Insufficient toxicological data 

 Not properly characterized 
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Safety Assessment of Cosmetics 

Ingredients 

Physical and Chemical Specifications 
 Chemical Identity 
 Physical form 
 Molecular weight 
 Characterization and purity of chemical 
 Characterization of the impurities/contaminants 
 Solubility 
 Partition coefficient (Log Pow) 
 Additional specifications (flash point, liquid, solid, gases) 
 Homogeneity and stability 
 UV light absorption spectrum 
 Isomer composition 
 Functions and uses 
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Safety Assessment of Cosmetics 

Ingredients 

Toxicological data 
 Acute toxicity 
 Corrosivity and Irritation (Skin and Eye) 
 Skin sensitization 
 Dermal/Percutaneous absorption 
 Repeated dose toxicity 
 Reproductive toxicity 
 Mutagenicity/Genotoxicity 
 Carcinogenicity 
 Toxicokinetic studies 
 Photo-induced toxicity 
 Human data 
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Skin Corrosion OECD No 430 (2004)  
OECD No 431 (2004) 

Skin Irritation OECD No 439 (2010) 

Skin Sensitization Adverse Outcome Pathway (AOP) 
OECD No 168, Part 1 & 2 (2012) 

Dermal Absorption OECD No 428 (2004) 

Photo-induced Toxicity OECD No 432 (2004) 



National Regulatory Conference 2013: Regulatory Innovation Towards Transformation 
7-9 May 2013, Kuala Lumpur 

Safety Assessment of Cosmetics 

Ingredients 

Toxicological data 
 Acute toxicity 
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 Repeated dose toxicity 
 Reproductive toxicity 
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Hen’s Egg Test – ChorioAllantoic Membrane (HET-CAM) 

0.1N NaOH  Haemorrhage (bleedings) 
  Vasclular lysis (blood vessel disintegration) 
 Coagulation (protein denaturation) 
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Safety Assessment of Cosmetics 

Ingredients 

Toxicological data 

 Safety Data Sheet (SDS) 

 Internet 

 Commercial data source 
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Safety Assessment of Cosmetics 

Ingredients 

Toxicological data 

 Safety Data Sheet (SDS) 

 Internet 

 Commercial data source Occupational Safety and 
Health Regulation  

 
(Classification, Packaging and 

Labeling of Hazardous Chemical) 
CLP Regulation 1997 

 
 

(Chemical Classification, Labeling 
and Safety Data Sheets) 
CLASS Regulation 201X 
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Safety Assessment of Cosmetics 

Finished Products 

Safety assessment is to be performed 
by a qualified professional defined as 

the “Safety Assessor” 
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Safety Assessment of Cosmetics 

Finished Products 

Safety Assessor 

• Recognized competence & ethics 

• Access to toxicological and analytical information 

• Not involved with commercial aspect of product 
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Safety Assessment of Cosmetics 

Finished Products 

MoS   = 
NO(A)EL 

SED 

MoS : Margin of Safety 
NO(A)EL : No Observed (Adverse) Effect Level 
SED : Systemic Exposure Dosage 

MoS > 100 
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Safety Assessment of Cosmetics 

Finished Products 

“Safety of cosmetic products in the EU is based on the safety of the 
ingredients” (SCCS Notes of Guidance, 8th Revision 2012) 
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Safety Assessment of Cosmetics 

Finished Products 

“Safety of cosmetic products in the EU is based on the safety of the 
ingredients” (SCCS Notes of Guidance, 8th Revision 2012) 



National Regulatory Conference 2013: Regulatory Innovation Towards Transformation 
7-9 May 2013, Kuala Lumpur 

Safety Assessment of Cosmetics 

Finished Products 

SED   = 
DAa (mg/cm2) x 10-3 mg/mg x SSA (cm2) x F (day-1) 

60 kg 

SED (mg/kg bw/day)  Systemic Exposure Damage 

DAa (mg/cm2) Dermal Absorption reported as amount/cm2, 
resulting from an assay under in-use mimicking 
conditions 

SSA (cm2) Skin Surface Area expected to be treated with the 
finished product 

F (day-1) Frequency of application of the finished product  

60 kg Default human body weight 
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Safety Assessment of Cosmetics 

Finished Products 

SCCS Notes of Guidance, 8th Revision 2012 
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Safety Assessment of Cosmetics 

Finished Products 

SED (mg/kg bw/day)  Systemic Exposure Damage 

A (mg/cm2) Estimated daily exposure to a cosmetic product per 
kg body weight, based upon the amount applied and 
the frequency of application 

C (%) the Concentration of the substance under study in 
the finished product on the application site 

DAp (%) Dermal Absoption expressed as a percentage of the 
test dose assumed to be applied in real-life 
conditions 

SED = A (mg/kg bw/day) x C (%)/100 x DAp (%)/100 



National Regulatory Conference 2013: Regulatory Innovation Towards Transformation 
7-9 May 2013, Kuala Lumpur 

Safety Assessment of Cosmetics 

Finished Products 

SCCS Notes of Guidance, 8th Revision 2012 
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Safety Assessment of Cosmetics 

Finished Products 

Microbiology 

Category 1 Category 2 

Cosmetic products Products specifically 
intended for children 
under 3 years, to be 
used in the eye area on 
mucous membranes 

Other products 

Quantitative & qualitative limits* 
Total viable count for aerobic 
mesophyllic microorganisms 

  
Should not exceed  
102 cfu/g or 102 cfu/ml 

  
Should not exceed  
103 cfu/g or 103 cfu/ml 

Quantitative & qualitative limits* 
Pseudomonas aeruginosa, 
Staphylococcus aureus and 
Candida albicans 

  
Must not be detectable 
in 1 g or 1 ml  
of a product 
(previously 0.5 g or ml) 

  
Must not be detectable 
in 0.1 g or 0.1 ml  
of a product 

 
*Based on Colipa 1997, McEwen et al. 2001, US FDA 2001 
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Safety Assessment of Cosmetics 

Test Facilities 

Skim Akreditasi Makmal Malaysia (SAMM) 
MS ISO/IEC 17025: 2005 

http://www.standardsmalaysia.gov.my/directory/testing-lab 
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Safety Assessment of Cosmetics 

Test Facilities 

Skim Akreditasi Makmal Malaysia (SAMM) 
MS ISO/IEC 17025: 2005 

http://www.standardsmalaysia.gov.my/directory/testing-lab 

Fields 
Chemical 
Biological 

Microbiological 
Toxicity 
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Safety Assessment of Cosmetics 

Test Facilities 

Skim Akreditasi Makmal Malaysia (SAMM) 
MS ISO/IEC 17025: 2005 

http://www.standardsmalaysia.gov.my/directory/testing-lab 

Total Active Testing Laboratories (as of 31 March 2013) 

380 
Fields No of Entries 

Chemical 286 

Biological 48 

Microbiological 58 

Toxicity 2 

Database search on 30 April 2013 
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Safety Assessment of Cosmetics 

Test Facilities 

OECD GLP Compliant 

http://portal.bpfk.gov.my [30 April 2013] 
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Safety Assessment of Cosmetics 

Test Facilities 

OECD GLP Compliant 
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Safety Assessment of Cosmetics 

Test Facilities 

OECD GLP Compliant 

http://www.standardsmalayisa.gov.my [30 April 2013] 
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Safety Assessment of Cosmetics 

Test Facilities 

OECD GLP Compliant 

In Vitro Toxicity Laboratory 
SIRIM Berhad 
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Mohd Helme bin Mohd Helan 
Product Safety & Hazard Assessment Section 
Environmental Technology Research Centre 
SIRIM Berhad 
 
Tel: 03-5544 6577 
Fax: 03-5544 6590 
Email: mhelme@sirim.my 


