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ASEAN Cosmetic Directive

Guidslines for Conbrad of Cosmetic Products in Mslsysls

Guidelines for Control of Cosmetic
Products in Malaysia

GUIDELINES FOR THE
SAFETY ASSESSMENT OF
A CosmeEeTic PrRoDuCT

MEI 2009

(rev02)
\ S Pagelcfls /

N _“
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Safety Assessment of Cosmetics

/ ASEAN Cosmetic Directive

Article 1: General Provisions
Article 2: Definition and Scope of Cosmetic Product
Article 3: Safety Requirements

Article 4: Ingredient Listings

Article 5: ASEAN Handbook of Cosmetic Ingredients
Article 6: Labeling

Article 7: Product Claims
Article 8: Product Information
Article 9: Methods of Analysis
Article 10: Institutional Arrangements
Article 11: Special Cases

\ Article 12: Implementation /
-~
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Safety Assessment of Cosmetics

/ ASEAN Cosmetic Directive ﬁ*m

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. /
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ASEAN Cosmetic Directive

SIRIM

N

Article 8: Product Information

... assessment of the safety for human health of the

e finished product,
e itsingredients (or substances),

its chemical structure and
its level of exposure.

/
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/ ASEAN Cosmetic Directive

Safety assessment
of cosmetic ingredients and products
remains a scientific exercise
that can only be performed
onh 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)

THE SCCS'S NOTES OF GUIDANCE
FOR THE TESTING OF COSMETIC SUBSTANCES
\ND THETR SAFETY EVALUATION

“Safety of cosmetic products in the EU is based on the safety of the
ingredients” (SCCS Notes of Guidance, 8" 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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/ ASEAN Cosmetic Directive ﬁ"“

Issues

 Good Manufacturing Practice

e Ingredients (substances)

* Packaging

e Quality control (microbiology and chemical)
e Stability studies

* Labeling

* Product surveillance

N /
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INGREDIENTS (SUBSTANCES)

N /
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Safety Assessment of Cosmetics

/ Ingredients ﬁ"“

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

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

Q Fragrance
Q Potential endocrine disruptors

QA Carcinogenic, mutagenic or toxic to reproduction
(CMR)

\EI Nanomaterials /
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/ Ingredients ﬁ"“

ASEAN Cosmetic Directive
Exclude ingredients in Annex |l

Restrictions laid down in Annex Il
Restrictions for colouring agents in Annex IV
Restrictions for preservatives in Annex VI

C OO0 O O

Restrictions for UV filters in Annex VII

N /
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Safety Assessment of Cosmetics

/ Ingredients

...exclude,

d Incompatible toxicological data
d Insufficient toxicological data
d 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 P,,,)
Additional specifications (flash point, liquid, solid, gases)
Homogeneity and stability
UV light absorption spectrum
Isomer composition
Functions and uses

cCoo0o0o0o0O0p00000

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



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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Safety Assessment of Cosmetics

SIRIM

/ Ingredients

Toxicological data

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)

L

o/
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Ingredients St

Toxicological data

Hen’s IEgg Test - ChorioA’IIa._r_\toic Membrane (HET-CAM)

0.1N NaOH M Haemorrhage (bleedings) /

M Vasclular lysis (blood vessel disintegration)
[1 Coagulation (protein denaturation)

-
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Safety Assessment of Cosmetics

/ Ingredients

Toxicological data

Safety Data Sheet (SDS)
Internet

U O

d Commercial data source
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Safety Assessment of Cosmetics

Ingredients

a

PU(A) 14397
CUPATIONAL SAFETY AND HEALTH

HAZARDOUS cialmcm.s; REGULATIONS 1997

TIONAL SAFETY AND HEALTH ACT 1984 JACT 514,

o
(CLASSIFICATION, PACKACING AND LABELLING OF

Toxicological data
Safety Data Sheet (SDS)

Occupational Safety and
Health Regulation

(Classification, Packaging and
Labeling of Hazardous Chemical)
CLP Regulation 1997

e

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

GUIDELINES FOR THE FORMULATION
OF A CHEMICAL SAFETY DATA SHEET

DEPARTMENT OF OCCUPATIONAL SAFETY AND HEALTH
MINISTRY OF HUMAN RESOURCES
MALAYSIA

JKKP: GP (I) 397
ISBN 983-90156-5-7
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Safety Assessment of Cosmetics

Ingredients

Toxicological data

d Internet

Google Yazioo! ‘ msn¥ biINg

ED U.S. Food and Drug Administration
m Protecting and Promoting Your Health

Personal Care s Products Council

-
.
I
. @ Cosmetic
Toxicology and Chemical Substances Review

European Chemicals Bureau

[ | United States
¥ |Nationaitibrary | TOXNET
U e INLM | of Medicine Toxicology Data Network
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Safety Assessment of Cosmetics

Ingredients

Toxicological data

d Commercial data source

ED U.S. Food and Drug Administration
[I'DlA_\ Protecting and Prom:l:gg Your Health

MEDL/NE Canadian Cenlt e for Occu I I
r pational Health and Safety
o\
’ @ RTECS Registry of Toxic Effects of Chemical Substances®

Data source: Accelrys, Inc.
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FINISHED PRODUCTS

N /
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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”

(D —
c~_T"
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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

NO(A)EL
SED

MoS =

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

MoS > 100

N /
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Safety Assessment of Cosmetics

Finished Products

9
SPECIES N HUMAN

L{_} (@O’ DIFFERENCES VARIABILITY
e S / —>
& &40 10

|
; SN
a
i

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

NOAEL

from human data

NOAEL

from animal data

N\

Inter-species
kinetics

4.0

Variability in
human kinetics
3.2

Inter-species
dynamics
2.5

Variability in
human dynamics
3.2

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

Finished Products

SED DA, (ug/cm?) x 10 mg/ug x SSA (cm?) x F (day™)
60 kg

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

DA, (mg/cm?) Dermal Absorption reported as amount/cm?2,
resulting from an assay under in-use mimicking
conditions

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

F (day?) Frequency of application of the finished product

60 kg Default human body weight
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Safety Assessment of Cosmetics

Finished Products

SIRIM

Table 2:

Mean exposed skin surface area per product type [Bremmer et al. 2005] and

frequency of application per product type
Skin surface area involved (RIVM)
Frequency
Surface

Product type Parameters of

area if ified) lication®

(cm2) (if specifie application
Bathing, showering
Shower gel 17500 total body area 1.43/day
Hand wash soap 860 area hands 10/day?
Bath ail, salts, ete. 16340 area body - area head 1/day
Hair care
- area hands
Shampoo 1440 + 1/2 area head 1/day

. " ) area hands -
Hair conditioner 1440 + 1/2 area head 0.28/day
. . ] i 1/2 area hands
Hair styling products 1010 + 1/2 area head 1.14/day
Semi-permanent hair 1/week
dyes (and lotions) 580 1/2 area head (20 min.)
Oxidative/permanent 1/month
hair dyes 580 1/2 area head (30 min.)
Skin care
. area body - area head

Body lotion 15670 fermnale 2.28/day
Face cream 565 1/2 area head female 2.14/day
Hand cream 860 area hands Z/day
Make-up
Liguid foundation 565 1/2 area head female 1/day
Make-up remover 565 1/2 area head female 1/day
Eye shadow 24 2/day
Mascara 1.6 Z/day
Eyeliner 3.2 2/day
Lipstick, lip salve 4.8 2/day

Frequency figures in italics correspond to the 90™ percentile values of the 2005/2009

Colipa (now Cosmetics Europe) studies (see next paragraphs for details on these

studies)
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Safety Assessment of Cosmetics

Finished Products

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

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

A (mg/cm?) 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

DA, (%) Dermal Absoption expressed as a percentage of the
test dose assumed to be applied in real-life
conditions
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Finished Products St

Table 3: Estirmated dally exposure |levels for different oosmetic prodect types
aooording to Colipd (Cosmetics Ewrope) data [SCONFR/DZZL/D0; Hall et al

00T, 2001].
Felathve = Caloulated
Estimarbed daly amaunt Rebention "ﬂr;lﬁlm redative daily

Product type amsunt ?:cdlec tactor & ExNpasUne cHpOsLng

applied LmF.'mq (o) Lr'l!:l_.'len;

bw/day] ooy )

Bathing, showering
Shoraer gel 18.47 g 27920 0ol 015 2.73
Hand wash scap? H.00 g - puol o220 3.23
Hair care
S pson 10.46 g 150259 0.aL 011 1.51
Haailr cond ithoner 3529 - 0uol 0o .50
Haiir styling produds 4.0 g L3740 0.1 D0 5,74
Semi-permanant halr 5 ml i o1 Mot
dhyes [and lothons ) {per sppdicatiomn) caloulabed
Cridathvey permanent L0¢0 mil i o1 Mot
il dyes - {per sppdicatiomn) caloulbated *
Skin cane
Blioadty bothon T.E2g 12320 1.0 742 133,30
Faoe cream 1.54 g 24.14 1.0 154 F4. 14
Hand cream 216 g 3270 1.0 416 2.7
Make-up
Ligukd foumdaticn 0.5l g 7.30 1.0 051 7.90
Make-up remower %.00 g 0.1 050 8.23
Eye shadow 002 g 1.0 0.2 a.33
Mazara ! no25 g 1.0 0.02% .42
Epelingr - 0.00% g 1.0 0UD0% .08
Lipstick, lip salve n.o4T g 090 1.0 0uosT 0.50
Deosdorant
Cadorant non-spray 1.50 g 2308 1.0 150 X2.08
Desndorant aermso
& pray 1.43¢g 2063 1.0 143 H0.E3
{ ethanol-bas )
m"ﬂ;’;ﬂ‘l‘_";’"ﬁﬂ 069 g 10,00 1.0 0069 10.00
oral e v
Toothpaste [adult) E27h g 41289 005 0138 2,06
Mouthreash 163 g 22540 010 416 2254

. th . .
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Safety Assessment of Cosmetics

Finished Products

Microbiology
Category 1 Category 2
Cosmetic products Products specifically Other products

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

Quantitative & qualitative limits*

Total viable count for aerobic Should not exceed Should not exceed
mesophyllic microorganisms 102 cfu/g or 102 cfu/ml 103 cfu/g or 103 cfu/ml
Quantitative & gualitative limits*

Pseudomonas aeruginosa, Must not be detectable Must not be detectable
Staphylococcus aureus and inlgorlml in0.1gor0.1ml
Candida albicans of a product of a product

(previously 0.5 g or ml)

*Based on Colipa 1997, McEwen et al. 2001, US FDA 2001
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TEST FACILITIES

N /
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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

D4 Login English | Bahasa Malaysia -
ﬂ About Us Standards Accreditation Global Competitiveness Knowledge Centre Media Centre CAB Directories Contact Us Q

The Official Website of Department of Standards Malaysia
@ mDST: STANDARDS P y

MALAYSIA

Ministry of Science, Technology and Innovation (MOSTI)

Testing Laboratories

STANDARDS MALAYSIA Lab Directory Laboratories Directory Testing Laboratories

= Column Filter
Lab Directory
SAMM No

Laboratories Directory

Inoperative Laboratories Organization Name

Suspended Laboratories

- e Field

Withdrawn Accreditation

Certification Bodies Directory show 50 [*] entries Search all columns:
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SIRIM

/ 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

N

/
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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
S e 1 Nootemies

Chemical 286
Biological 48
Microbiological 58
Toxicity 2

Database search on 30 April 2013
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Test Facilities

OECD GLP Compliant

GOOD LABORATORY PRACTICE COMPLIANCE PROGRAM | ™™™ Lo oovios
lzxue Daie 1 July 2012
LIST OF GLP COMPLIANT TEST FACILITIES Eﬂ W.E,h_: 3
Pape 1of 1

These Test Facilities are entered in the HPCBE GLP Compliance Monitoring Program and shall be periodically inspected.

TEAR : 2012
TEST FACILITY & REGISTRATION AREA OF DATE OF
ADDRESS NUMBER SEras EXPERTISE | CERTIFICATE | CONTACT PERSON
Environmental Technology GLP 001 Pharmaceuficals | Mutagenicity 27 February 2012 | Dr. Chan Sau Soon
Research Centre (ETRC), SIRIM Cosmafics Tal: 03-55446564
Bearhad Vaterinary Drugs
1, Parsiaran Dato’ Menteri, Food Additives
Seksyen 2, PO Box 7035,
40911 Shah Alam.
Melaka Biotechnology GLP 002 Pharmaceuticals | Mutagenicity 30 November 2011 | Datin Mor Sabrina
Corporation Cosmatics Maohd Moar
Lot 7. MITC City, Vatarinary Drugs Tal: 06-2313622
Hang Tuah Jaya, Food Additives
75450 Ayer Keroh, MELAKA,
Info Kinetics Sdn Bhd GLP 003 Pharmaceuticals | Analytical and |7 May 2012 Dr. Lee Toong Chow
Suite 126, Kompleks Euraka, Cosmatics Clinical Tal: 04-6580220
Universiti Sains Malaysia, 11800 Veterinary Drugs | Chemistry
Minden, Pulaw Pinang. Food Additives

http://portal.bpfk.gov.my [30 April 2013]
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Test Facilities

OECD GLP Compliant

| LIST OF GLP COMPLIANT TEST FACILITIES (As of 1 September 2011) | STﬁ"Eﬁ!‘EE
TEST FACILITY ADDRESS & CONTACT | CATEGORY
AREA OF RECOGHNITION | CERTIFICATE
NO. DETAILS PERSON | OF TEST ITEM" EXPERTISE" FROM NO.
1. | Acumen Scientific Sdn. Bhd. Mr. Yeow i-Pesticides | 1-Physical-chemical 02-03-2010 GLP 001
Plot 256, Tingkat Perusahaan 5, | Liang Ming testing

kawasan Perindusirian Prai 2,
13600 Prai, Pulau Pinang,
Malaysia.

Tel: +604-3883777

Fax: +604-3987880

Email: inguiry @acumen.com.my/
liang-ming.yeow@acumen.com.my

2. | sumitomo Chemical Enviro- Dr. Muney i-Pesticides | 1-Physical-chemical 02-03-2010 GLFP 002
Agro Asia Pacific Sdn. Bhd. Serit testing
Lot 624, Persiaran Bunga Tanjung
1, Senawang Industrial Park,
70400 Seremban, Negeri
Sembilan, Malaysia.

Tel: +606-6793711

Fax: +606-6793698

Email: muneyserit@sumitomo-
chem.com.my
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Safety Assessment of Cosmetics

Test Facilities

OECD GLP Compliant

TEST FACILITY ADDRESS & CONTACT CATEGORY
NO. DETAILS PERSON | OF TEST ITEM | AREA OF EXPERTISE | NCoeniON | CERTIFICATE
3. | Toxicology Laboratory Mr.Haslan | ii-Pesticides | 3-Mutagenicity 01-08-2011 GLP 003
Melaka Biotechnology Corporation | Roslie Testing
Lot 7, MITC City, Hang Tuah Jaya,
75450 Ayer Keroh, Melaka.
Malaysia.
Tel: +606-2313622
Fax: +606-2323276
Email: haslan@mib.gov.my
4. | Environment Technology Dr. Chen Findustrial | 3-Mutagenicity 10-08-2011 GLF 004
Research Centre Sau Soon Chemicals Testing
SIRIM Berhad, 1, Persiaran Dato’ li-Pesticides | 4-Environmental
Menten, Section 2, P.O Bax 7035, Toxiclty Studies on
40911 Shah Alam, Selangor. aquatic organisms
Malaysia. 5 Studies on
Tel: +603-5544 6564 behaviour in water,
Fax: +603-5544 6579 soil and air
Email: sau.soon chen@sinm.my

“Mota:
* Category of Test kem
Foliowing code to be usa:
i Industrial Chemicals
ii- Pesticides
jii- Feed Additives
V- Biotachnology (nom-
pharmacaufical products)

"Area of Expertise

Following code to ba use:

Physical-chemical testing

- Taoxicity Tesfing

- Mutagenicity Testing

Environmeant Toxicity Studies on aguatic and terrestrial organisms
Studias on behaviour in water, soil, air; bioaccumulation

- Residue studies

- Studies on effect on Mesocosms and Natural Ecosystems
Analytical and clinical chemistry testing

- Other studies: to specify

0 @ e

http://www.standardsmalayisa.gov.my [30 April 2013]
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Test Facilities

OECD GLP Compliant

In Vitro Toxicity Laboratory
SIRIM Berhad
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SIRIM

Mohd Helme bin Mohd Helan

Product Safety & Hazard Assessment Section
Environmental Technology Research Centre
SIRIM Berhad

-t .lll‘lux
e b danndll 111170 C TN

bexhy

Tel: 03-5544 6577
Fax: 03-5544 6590
Email: mhelme@sirim.my
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