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Conditioner safety assessment

This Safety Assessment is for a GK Hair Taming System with Juvexin deep conditioner
formulation dated 6 March 2013.

Part A

Cosmetic Product Safety Information

1 Quantitative and Qualitative composition

INCI name CAS No EINECS Function (%)
Aqua 7732-18-5 | 231-791-2 | Solvent 75-100
Cetearyl alcohol 67762-27-0 | 267-008-6 | Emulsifier/ viscosity controller 5-10
Cetrimonium bromide 57-09-0 | 200-311-3 | Antistatic/ hair conditioner/ 0.1-1
preservative
Behentrimonium chloride 17301-53-0 | 241-327-0 | Antistatic 0.1-1
Cetyl alcohol 36653-82-4 | 253-149-0 | Emollient/ hair conditioner 0.1-1
Stearyl alcohol 112-92-5 204-017-6 | Emollient/emulsion stabiliser 0.1-1
Cetrimonium chloride 112-02-7 203-928-6 | Antistatic/ hair conditioner 0.1-1
Amodimethicone 71750-80-6 - Antistatic 0.1-1
Parfum - - Fragrance 0.45
Acetamide MEA 142-26-7 205-530-8 | Antistatic/ hair conditioner 0.1-1
Keratin 68238-35-7 | 269-400-1 | Anustaud/ film former/ hair 0.1-1
conditioner
Panthenol 81-13-0 201-327-3 | Antistatic/ hair conditioner 0.1-1
Sorbitol 50-70-4 200-061-5 | Hair conditioner/ humectant 0.1-1
Sodium cocoyl collagen Antistatic/ hair conditioner
; . - - 0.1-1
amino acid /surfactant
Cocoyl sarcosine 68411-97-2 | 270-156-4 | Hair conditioner/ surfactant 0.1-1
Wheat germ acid 68938-32-9 . Emollient/ emulsifier/ hair 0.1-1
conditioner
gg:lrzu(;“ vulgare (wheat) 84012-44-2 | 281-689-7 | Emollient/ hair conditioner 0.1-1
Linoleic acid 60-33-3 200-470-9 | Antistatic/ emollient/ hair conditioner|  0.1-1
Sulfur 7704-34-9 | 231-722-6 | Antistatic/ hair conditioner 0.1-1
Polysorbate 80 9005-65-6 - Emulsifier/ surfactant 0.1-1
Oleth-10 9004-98-2 | 24871-34-9 | Emulsifier/ surfactant 0.1-1
Simmondsia chinensis (01962)| '90045-98-0 | 289-964-3 | Emollient! hair conditioner 0.1-1
Tocopheryl acetate 58-95-7 200-405-4 | Antioxidant 0.1-1
Hydrolyzgd - - Humectant 0.1-1
glycosaminoglycans
Guar hydroxypropyltrimonium oa. i Antistatic/ film former/ viscosity i
chloride 65497-29-2 controller 0.1-1
Polyquaternium 37 26161-33-1 - Antistatic Agent/ film former 0.1-1
Propylene glycol dicaprylate 68583-51-7 | 271-516-3 | Hair conditioner 0.1-1



mailto:enquiries@rm-consult.co.uk

dicaprate
PPG-1 trideth 6 - - Hair conditioner 0.1-1
Citric acid 77-92-9 201-069-1 | Buffer <0.1
Titanium dioxide 13463-67-7 | 236-675-5 | Colorant <0.1
Mica 12001-26-2 | 310-127-6 | Colorant <0.1
Methylchloroisothiazolinone 26172-55-4 | 247-500-7 | Preservative 0.001125
Methylisothiazolinone 2682-20-4 | 220-239-6 | Preservative 0.000375

2 Physical/chemical characteristics and stability of the cosmetic product

2.1 Physical/chemical characteristics of substances or mixtures.

The individual ingredients are purchased against an agreed specification and are supplied
with a certificate of conformity to that specification. The physical/chemical specification of
the ingredients are well known and commonly used in similar products. Their inclusions in
the finished product at the specified concentrations do not give rise to any concerns.

There are no nanomaterials present in the finished cosmetic product either by design or as
accidental byproducts of the manufacturing processes.

2.2 Physical/chemical characteristics of finished cosmetic product

The physical/chemical characteristics of the finished cosmetic product are confirmed against
an in-house specification. There are no novel characteristics and the finished product is
similar to other cosmetic products currently marketed

2.3 Stability of cosmetic product

Stability studies where colour, odour, appearance, pH and viscosity were recorded at
various times up to 3 months on samples stored at room temperature or 45°C/75%RH
support a shelf life of 24 months and a Period After Opening of 24 months.

3 Microbiological quality

3.3.1 Microbiological quality of substances or mixtures
The microbiological quality of the ingredients conforms to the agreed specification and
stated on the certificate of conformity.

3.2 Microbiological quality of finished cosmetic product
The finished product meets or exceeds the requirements of microbial testing (USP 29).

4 Impurities, traces, package information

4.1 Purity of substances or mixtures

A statement has been provided by the bulk manufacturer that verifies that the cosmetic
product does conform with the cosmetic Directive 76/768/ EC and any presence of traces of
substances is within the allowed limits.

The ingredients in the formulation do not indicate any potential interactions that may result
in unintended impurities being present in the finished cosmetic product.

4.2 Evidence of technical unavoidability of traces of prohibited substances

There is no evidence of traces of prohibitive substances and none would be expected to be
present in this formulation. All finished cosmetic products are manufactured according to
Good Manufacturing Practice (GMP) with GMP certificates on file.

4.3 Relevant characteristics of package information




The product is presented as a 10, 200 and 1,000ml acrylic bottle and polypropylene inner
cap.

The immediate packaging used for the finished cosmetic product has been previously used
for similar formulation without any reported problems.

5 Normal and reasonable foreseeable use

The finished cosmetic product is intended for use as a conditioner. It is therefore expected
to be applied to the skin.

6 Exposure to the cosmetic product

SCCS Notes of Guidance 7™ Revision [SCCS/1416/11] quotes an estimated daily amount of
conditioner applied to be 3.92g. With a retention factor of 0.01 (ie rinse off) the calculated
daily exposure is 0.0392¢g /day and the calculated relative daily exposure is 0.65mg/kg
bodyweight/day based on a human bodyweight of 60kg.

7 Exposure to the substances
As stated above, based on the assumption that 0.0392g of conditioner is applied daily, the

table below gives the equivalent daily application values for each ingredient both as mg/day
and mg/kg bodyweight/day.

Equiv daily application *
INCI name (%) (mg) (mg/kg
9 bodyweight/day)

Aqua 75-100 39.2 0.6533
Cetearyl alcohol 5-10 3.92 0.0663
Cetrimonium bromide 0.1-1 0.392 0.0066
Behentrimonium chloride 0.1-1 0.392 0.0066
Cetyl alcohol 0.1-1 0.392 0.0066
Stearyl alcohol 0.1-1 0.392 0.0066
Cetrimonium chloride 0.1-1 0.392 0.0066
Amodimethicone 0.1-1 0.392 0.0066
Parfum 0.45 0.176 0.0029
Acetamide MEA 0.1-1 0.392 0.0066
Keratin 0.1-1 0.392 0.0066
Panthenol 0.1-1 0.392 0.0066
Sorbitol 0.1-1 0.392 0.0066
Sodium cocoyl collagen amino acid 0.1-1 0.392 0.0066
Cocoyl sarcosine 0.1-1 0.392 0.0066
Wheat germ acid 0.1-1 0.392 0.0066
Triticum vulgare (wheat) germ oil 0.1-1 0.392 0.0066
Linoleic acid 0.1-1 0.392 0.0066
Sulfur 0.1-1 0.392 0.0066
Polysorbate 80 0.1-1 0.392 0.0066
Oleth-10 0.1-1 0.392 0.0066
Simmondsia chinensis (jojoba) seed oil 0.1-1 0.392 0.0066
Tocopheryl acetate 0.1-1 0.392 0.0066
Hydrolyzed glycosaminoglycans 0.1-1 0.392 0.0066
Guar hydroxypropyltrimonium chloride 0.1-1 0.392 0.0066
Polyquaternium 37 0.1-1 0.392 0.0066
Propylene glycol dicaprylate dicaprate 0.1-1 0.392 0.0066
PPG-1 trideth 6 0.1-1 0.392 0.0066
Citric acid <0.1 0.0392 0.0007
Titanium dioxide <0.1 0.0392 0.0007
Mica <0.1 0.0392 0.0007
Methylchloroisothiazolinone 0.001125 | 0.0001 0.0001




Methylisothiazolinone | 0.000375 | 0.0001 | 0.0001 |

* based on the top range value

Several of the ingredients have restrictions on their maximum concentration in the final
product:-

Ingredient % in final Max Complies
product permitted
Methylchloroisothiazolinone 0.001125 0.0015 Yes
Methylisothiazolinone 0.000375 0.0005 Yes

The body’s exposure to the remaining ingredients can be calculated based on the estimated
daily application of 0.0392g of conditioner. In the absence of absorption data the
assumption is made that 100% is absorbed, representing a worst-case scenario.

8 Toxicological profile of the substances

8.1 General considerations on Toxicological Profile as part of the Safety Assessment
The exposure to the ingredients has been discussed in section 5, 6 and 7 above.

The toxicological profile of this formulation is similar to many cosmetic products with well-
known ingredients and none of the ingredients are novel.

There are specific restrictions on the concentration of some of the ingredients as listed in 7
above.

8.2 Toxicological profile of substances for all the relevant toxicological endpoints
There are no toxicological concerns with the ingredients and their presence.

8.3 Consideration of all the significant routes of absorption
As the product is applied to the skin, the main route of absorption will be dermal.

No other routes apply when used as intended.

8.4 Consideration of systemic effects and calculation of the margin of Safety

Conc Derma}I SED
INCI Name (%) absorption (ma/kg MoS
(%) bodyweight/day)
Aqua 75-100 100 0.6533 nc
Cetearyl alcohol 5-10 100 0.0663 nc
Cetrimonium bromide 0.1-1 100 0.0066 37,878
Behentrimonium chloride 0.1-1 100 0.0066 37,878
Cetyl alcohol 0.1-1 100 0.0066 393,939
Stearyl alcohol 0.1-1 100 0.0066 378,787
Cetrimonium chloride 0.1-1 100 0.0066 37,878
Amodimethicone 0.1-1 100 0.0066 303,030
Parfum 0.45 100 0.0029 Within IFIIi?nqtitatement
Acetamide MEA 0.1-1 100 0.0066 nc
Keratin 0.1-1 100 0.0066 nc
Panthenol 0.1-1 100 0.0066 151,515
Sorbitol 0.1-1 100 0.0066 151,515
Sodium cocoyl collagen 0.1-1 100 0.0066 nc
amino acid )
Cocoyl sarcosine 0.1-1 100 0.0066 nc
Wheat germ acid 0.1-1 100 0.0066 nc
Triticum vulgare (wheat) 0.1-1 100 0.0066 151,515




germ oil

Linoleic acid 0.1-1 100 0.0066 nc

Sulfur 0.1-1 100 0.0066 303,030

Polysorbate 80 0.1-1 100 0.0066 378,787

Oleth-10 0.1-1 100 0.0066 nc

Simmondsia chinensis (jojoba) 0.1-1 100 0.0066 nc

seed oll '

Tocopheryl acetate 0.1-1 100 0.0066 303,030

Hydrolyzed 0.1-1 100 0.0066 nc

glycosaminoglycans )

Guar hydroxypropyltrimonium 0.1-1 100 0.0066 151,515

chloride '

Polyquaternium 37 0.1-1 100 0.0066 nc

Propylene glycol dicaprylate 0.1-1 100 0.0066 nc
dicaprate '

PPG-1 trideth 6 0.1-1 100 0.0066 nc

Citric acid <0.1 100 0.0007 4,285,714

Titanium dioxide <0.1 100 0.0007 8,571,428

Mica <0.1 100 0.0007 nc

Methylchloroisothiazolinone 0.001125 100 0.0001 W|'th|n Sccp max

permitted concentration
Methylisothiazolinone 0.000375 100 0.0001 Within SCCP max
permitted concentration

nc Not calculated

The margin of safety (MoS) is calculated as:-

MoS = NOAEL Where MoS - margin of safety
SED NOAEL - No observable adverse effect level
SED Systemic Exposure Dosage

A MoS of 100 or more indicates a reasonable margin on safety for each ingredient.
All MoSs, where calculable, were in excess of 100

It is therefore considered unlikely that there would be any systemic effects for the product
user.

8.5 Impact on the toxicological profile of certain characteristics of the substances or
the product

The impurity profile of the ingredients is well documented, the ingredients are well-known
and have been extensively used in a range cosmetic products for several years.

It is therefore considered that the toxicological impact of the ingredients or the finished
product is negligible.

8.6 Use of read-across should be substantiated and justified

In previous years similar formulations have been marketed using the same or very similar
product formulation. The formulations are sufficiently similar to allow “read-across” of safety
data.

8.7 Identification of the sources of information

Safety data has been obtained from SCCS opinions, the use of European Commission
database, CoslIng, internet-based databases such as PubMed, TOXLINE, MEDLINE,
RTECS and from data supplied by ingredient and product manufacturers.

9 Undesirable effects and serious undesirable effects



Systems are in place to record and collate any and all reports of adverse events. These will
be listed and supplied to the safety assessor in a regular manner and this safety
assessment may be revised in the light of these adverse event reports.

No adverse events have been reported for similar formulations over the last 12 months.

10 Other information on the cosmetic product

No other information could be found relating to the safety of the ingredients or the finished
cosmetic product.



Annex 1 - Part B Cosmetic product safety assessment

This Safety Assessment is for a GK Hair Taming System with Juvexin deep conditioner
formulation dated 6 March 2013.

1 Assessment Conclusion

This safety assessment for human health is based upon the information available at this
date. Reviews of this assessment will be made as and when new information becomes
available. If significant adverse reactions are reported by consumers, a new evaluation will
be made and any appropriate action taken.

It is recommended that reviews of the supporting data are conducted every 2 years.

Based on the information provided and reviewed, it is considered that the formulations listed
above complies with Regulation (EC) No 1223/2009 of the European Parliament and the
Council of 30 November 2009 cosmetic product (Official Journal L 342, 22/12/2009 P. 0059-
0209)

2 Labelled warnings and instructions for use

The proposed label for this cosmetic product presentation is acceptable and no additions
are required.

3 Reasoning

3.1 Safety Evaluation of substances and/or mixtures
All ingredients have a well-known toxicological profile. They have been freely used in
similar products for many years without adverse health effects.

The information provided is sufficient to provide an informed safety evaluation of the
selection of the ingredients and therefore it is considered that no additional data needs to be
generated to support this evaluation.

3.2 Safety Evaluation of the Cosmetic Product

The assessment of the ingredients, the finished cosmetic product, immediate packaging,
intended use and product label has confirmed that the conditioner product complies with
Regulation (EC) No 1223/2009 of the European Parliament and the Council of 30 November
2009 cosmetic product (Official Journal L 342, 22/12/2009 P. 0059-0209).

Copies of all the supporting documentation are held by Van Tibolli Beauty Ltd (Ireland).

4 Assessors Credentials and approval of part B

It is concluded that the above formulations conform to Regulation No 1223/2009 and can
therefore be marketed in the EU.

The qualifications and experience of the assessor is provided below.

............................................... Dated 29 June 2013
M C Perry B.Sc., C.Biol.,, MSB., MTOPRA
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