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PART A- Cosmetic product safety information 

1. Quantitative and qualitative composition of the cosmetic product 

Product Name: POWERFUL EYE & NECKLINE CREAM SPF-20 

Manufacturer HEALTH & BEAUTY LTD DEAD SEA COSMETICS 

STUDY PERIOD March 2014 

QACS LAB ID 13 06 01370 

Product Category FACE CREAM (SKIN CARE) 

 
 

TABLE I. FORMULA PROVIDED 

RAW MATERIAL 

TRADE NAME * 
INCI * CAS No. % FUNCTION 

- AQUA 7732-18-5 QS 100 SOLVENT 

- CERA ALBA 8012-89-3 6.55 

BINDER, EMULSION STABILIZER, 

SURFACTANT-EMULSIFYING 

AGENT; VISCOSITY INCREASING 

AGENT-NONAQUEOUS 

- CETYL ALCOHOL 36653-82-4 6.4 

EMULSION STABILIZER; 

PACIFYING AGENT; 

SURFACTANT- EMULSIFYING 

AGENT; SURFACTANT-FOAM 

BOOSTER; VISCOSITY 

INCREASING AGENT-AQUEOUS; 

VISCOSITY INCREASING AGENT; 

NONAQUEOUS 

- STEARYL ALCOHOL 112-92-5 6.4 

EMULSION STABILIZER; 

SURFACTANT – EMULSIFYING 

AGENT; SURFACTANT – FOAM 

BOOSTER; VISCOSITY 

INCREASING AGENT – AQUEOUS; 

VISCOSITY INCREASING AGENT - 

NONAQUEOUS 

- MONTAN CERA 8002-53-7 6.4 
BINDER; VISCOSITY INCREASING 

AGENT-NONAQUEOUS 

- 
COPERNICIA CERIFERA 

CERA 
8015-86-9 6.4 

ABSORBENT; BINDER; FILM 

FORMER; VISCOSITY INCREASING 

AGENT- NONAQUEOUS 

- 
ETHYLHEXYL 

METHOXYCINNAMATE 
5466-77-3 6.4 

ULTRAVIOLET LIGHT ABSORBER. 

THIS IS 3 SPF UNITS 

- 
SIMMONDSIA CHINENSIS 

SEED OIL 
90045-98-0 4.4 

HAIR CONDITIONING AGENT; 

SKIN CONDITIONING AGENT-

OCCLUSIVE 

- 
BUTYROSPERMUM 

PARKII BUTTER 

194043-92-0 - 

91080-23-8 
4.4 

SKIN CONDITIONING AGENT-

OCCLUSIVE 
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- TITANIUM DIOXIDE 13463-67-7 4.4 
COLORANT; OPACIFYING AGENT; 

ULTRAVIOLET LIGHT ABSORBER 

- SQUALANE 111-01-3 2 

HAIR CONDITIONING AGENT; 

SKIN-CONDITIONING AGENT - 

OCCLUSIVE 

- 
OENOTHERA BIENNIS 

OIL 
90028-66-3 1.8 

SKIN-CONDITIONING AGENT-

MISCELLANEOUS 

- LACTIC ACID 50-21-5 1.4 

HUMECTANT, PH ADJUSTER, 

SKIN CONDITIONING AGENT-

HUMECTANT 

- 
BORAGO OFFICINALIS 

SEED OIL 
225234-12-8 1 

SKIN-CONDITIONING AGENT-

MISCELLANEOUS 

- 
CALENDULA 

OFFICINALIS OIL ** 
** 1 FRAGRANCE COMPONENT 

- 
HAMAMELIS VIRGINIANA 

EXTRACT ** & AQUA 

84696-19-5, 

7732-18-5 
1 BIOLOGICAL ADDITIVE 

- 
DUNALIELLA SALINA 

EXTRACT 
- 1 BIOLOGICAL ADDITIVE 

- SORBITOL 50-70-4 1 

FLAVORING AGENT; 

HUMECTANT; SKIN – 

CONDITIONER AGENT – 

HUMECTANT 

- 
CAMELLIA SINENSIS 

LEAF EXTRACT 
84650-60-2 1 BIOLOGICAL ADDITIVE 

- XANTHAN GUM 11138-66-2 1 SKIN CONDITIONING AGENT 

- MARIS SAL - 1 
SKIN CONDITIONING AGENT- 

HYMECTANT 

- 
ALOE BARBADENSIS 

LEAF JUICE 

85507-69-3 / 

94349-62-9 
1 BIOLOGICAL ADDITIVE 

- TOCOPHERYL ACETATE 
7695-91-2 / 58-

95-7 
1 

ANTIOXIDANT; SKIN-

CONDITIONING AGENT - 

MISCELLANEOUS 

- 
SODIUM ASCORBYL 

PHOSPHATE 
66170-10-3 1 

ANTIOXIDANT; FRAGRANCE 

INGREDIENTS; PH ADJUSTER SKIN 

CONDITIONING AGENT-

MISCELLANEOUS 

- 
HIPPOPHAE 

RHAMNOIDES OIL 

225234-03-7 / 

90106-68-6 
1 SKIN CONDITIONING AGENT 

- GLYCOLIC ACID 79-14-1 1 EXFOLIANT; PH ADJUSTER 

- POTASSIUM SORBATE 24634-61-5 0.5 PRESERVATIVE 

- SODIUM BENZOATE 532-32-1 0.5 PRESERVATIVE 

Notes: 

* The Trade Names of the raw materials are not mentioned in the provided formula. Moreover, no 

sufficient data (MSDS, TDS etc) were provided for some of the raw materials. Thus, the correlation 

between the ingredients mentioned in the formula and the provided data (MSDS, TDS etc) of the 

raw materials and the identification of the correct INCI names are not possible in all cases. 

** The exact INCI names and CAS numbers cannot be identified because of the lack of data.    
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2. Physical/chemical characteristics and stability of the cosmetic product 

- Supplier’s specifications for each raw material have been reviewed (Safety 

and Technical Data Sheets, MSDS and TDS). 

- Specifications of Final Product: Have been reviewed.  

pH 6.00 ±0.50 

Color White 

Viscosity 45000 ±10000 

 

- Stability of The Product: Has been reviewed. 

SUGGESTION: Stability studies ensure that the product maintains its physical 

and chemical characteristics through its shelf life. Analysis of active 

ingredients/assays (for instance preservatives) is very important to be in 

place for the fully justification of the date of minimum durability and/or 

PAO. 

3. Microbiological quality 

Microbiological Quality: The product, due to the presence of preservatives in 
the formula (e.g. Potassium Sorbate and Sodium Benzoate) is unlikely to 
present, under normal production conditions, any kind of bio burden. 
 
Challenge Test: The test has been performed (QACS Ltd.) according to the 
current EUROPEAN PHARMACOPOEIA. 
Each strain mentioned below, has been studied at least with: St. Aureus 
ATCC 6538, Ps. Aeruginosa ATCC 9027, E. Coli ATCC 8739, C. Albicans ATCC 
10231, A. Brasiliensis ATCC 16404. 
Results are satisfactory. 

4. Impurities, traces, information about the packaging material 

- Regarding any traces and impurities from the raw materials please refer to 

Table I of section 1 Quantitative and qualitative composition of the cosmetic 

product and section 8. Toxicological Profile of the Substances. 

- Properties of Packaging Material: According to the presentation and the 

formula of the product, package is considered unlikely to affect its purity 

and stability. 

Type of packaging material: Jar: Glass. Seal: PE. Cap: AL. 

- Production Method: Has been reviewed. 

- G.M.P. Compliance: IQC REF. Number 15251C (Expiration date: 04/08/2014).  
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5. Normal and reasonably foreseeable use 

The product is applied on the face and it is not rinsed off. External use only. 

6. Exposure to the cosmetic product 

The product is applied on the face and it is not rinsed off, so taking under 

consideration the SCCS/1501/12 opinion it can be studied toxicologically as a face 

cream (skin care product) with an estimated daily amount applied 1.54 g and a 

calculated relative daily exposure 24.14 mg/Kg bw/day. 

Target Group for Use: Adults 

7. Exposure to the substances 

Please refer to Table I of section 1. 1. Quantitative and qualitative composition of 

the cosmetic product 

8. Toxicological profile of the substances 

- The product itself has not been tested on animals (Article 18). 
 
MSDS TOXICOLOGICAL REVIEW: 

Respiratory : Not required for consumer use of this product. Inhalation exposure is 
not applicable for this type of product. 

Skin : This product is unlikely to be sensitizing to human skin. It is not 
expected to produce allergy by skin contact, except the cases of 
people with known allergic reaction in the specific allergens referred 
on the label. The absorption through the skin is considered limited.  

Eye  : As with any material contacting the eye its accidental exposure may 
result in slight eye irritation. 

Ingestion : Although some ingredients used in the manufacture of this product 
are considered hazardous on an individual basis, the final formulation 
of this product is considered non-hazardous. 

All information available refers to the relevant MSDS of each raw material that 
takes part in the formula of the product. The specific ingredients that have been 
chosen for the production of this product have been used for years, for same 
products, without any known toxicity problems, under foreseeable conditions of 
use.   

- Especially for ‘hazardous’ raw materials (substances under restrictions listed in 
the Annexes i.e. Annex II-Substances Prohibited in Cosmetic Products, Annex III- 
Substances Which Cosmetic Products Must Not Contain Except Subject to the 
Restrictions, Annex IV-Colorants Allowed, Annex V-Preservatives Allowed and Annex 
VI-UV Filters Allowed ) there are already limits in legislation. 
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- There are no data for evaluation in the product of any impurities of the 
substances and raw material used. 

- There is no evidence from the formula of the product for interaction of 
substances.  

-  There are no colours in the formula. 

-  There are known plant-derived raw materials used in the formula. 

- It may contain Quercetin (Camellia Sinensis, Calendula Officinalis, Hamamelis 
Virginiana). Quercetin was shown to cause reverse mutation in bacteria and to 
produce genetic damage in human and rodent cells in vitro. In vivo, however, it 
was not genotoxic in experimental models. The rapid metabolic inactivation may 
be a major reason for the lack of genotoxicity in vivo. Quercetin has been tested 
for carcinogenicity in several experiments and only one investigation provided 
some evidence of carcinogenic effect with an increased incidence of renal tumours 
only in male rats. There are no available data on skin irritation, mucous membrane 
irritation, skin sensitization, skin penetration and subchronic toxicity. Quercetin 
has significant antioxidant properties and may inhibit tumor growth. Like other 
flavonoids, it exhibits estrogenic properties. The available data on systemic toxicity 
do not indicate potential risks of quercetin exposure for human health, however, 
further studies on skin effects and skin penetration are necessary to establish a 
complete toxicological profile. In the meantime it is recommended to keep the 
amount of quercetin in plant extracts used for cosmetics at the detection level 
(Plants in cosmetics - Potentially harmful components - Volume III - prepared by 
the Committee of Experts on Cosmetic Products). 

- It may contain Methyl Salicylate (Camellia Sinensis). Taking into account data on 
hepatotoxicity, the toxic effect on reproduction, the ability to cause severe 
malformation in the unborn, the ability to irritate skin and mucous membranes and 
the skin penetration, the concentration of methyl salicylate in plant extract should 
be limited in order to not to exceed 2% in finished cosmetic products. Due to 
irritation potential when combined with ethanol the maximum authorised 
concentration in products high in that vehicle should not exceed 0.4%. Methyl 
salicylate should be forbidden in products near the eyes. Further data on 
mutagenicity (in vivo) and photo toxicity should be provided. (Plants in cosmetics - 
Potentially harmful components - Volume III - prepared by the Committee of 
Experts on Cosmetic Products). 

- It may contain Emodin (Aloe Barbadensis). In light of the findings so far, it cannot 
be excluded that emodin has a weak genotoxic potential and that it is also a low-
potency carcinogen. Studies indicate a possible oral intake in humans through diet 
of up to 3mg/kg bw per day. However, the emodin content does probably not 
represent a high priority genotoxic risk in a balanced human diet, taking into 
consideration the measured concentrations of emodin in foodstuffs as well as the 
protective effects of other components in food. This risk should not be increased 
because of use of cosmetics. Therefore it is recommended to keep the amount of 
emodin in plant extracts used for cosmetics at the detection level (below 1ppm) 
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(Plants in cosmetics Potentially harmful components-Volume III-prepared by the 
Committee of Experts on Cosmetic Products). 

- Based on current Cosmetic legislation 1223/2009, MoS must be calculated for 
every ingredient according to the relevant NOAEL.  

For ingredients without NO(A)EL values and total lack of safety reference, the 
calculation below is a ‘worst case approach’, where, taking under consideration 
the pure maximum concentrated material of the formula, the minimum NO(A)EL 
(oral) is calculated, according to the Estimated daily exposure (A) of the product (§ 
1.6). 

In this way ‘dangerous’ ingredients are considered only those with ‘hypothetical’ 
NO(A)EL  values lower than the minimum NO(A)EL calculated value and 
concentrations, even not greater than the pure maximum concentrated material, 
but able to result (under Safety calculation) in MoS<100.  

The combination above is statistically difficult to yield in MoS<100 as: 

1. The existence in calculations of the maximum concentrated material of the 
formula (without NOAEL), minimizes the possibilities of any other material to be so 
potent (in view of a NO(A)EL value),  

2. In this approach the calculation of the minimum NO(A)EL, is usually lower than 
1000 mg/Kg bw/day, depending on the type of the product. The minimum NO(A)EL  
values at these levels can be found only in ingredients like biocides/preservatives 
(i.e. Phenoxyethanol  500 mg/Kg bw/day or Methyl Paraben 1000 mg/Kg bw/day 
(SCCP/0125/99 & SCCP/0873/05 respectively).   

3. Ingredients with low NO(A)EL values (<1000 mg/Kg bw/day) are very well 
defined in toxicological literature and there are exact data that have already been 
taken into consideration for calculation of  the relevant MoS. 

 

Calculation of the ‘Worst Case Approach’: 

MoS= NO(A)EL / SED   > 100, With: 

SED (mg/kg bw/day) = Systemic Exposure Dosage 

A (mg/kg bw/day) = Estimated daily exposure to a cosmetic product per kg body 
weight, based upon the amount applied and the frequency of application (24.14). 

C (%) = the Concentration of the ingredient under study in the finished cosmetic 
product on the application site (here Montan Cera 6.4%),  

DAp (%) = Dermal Absorption expressed as a percentage of the test dose assumed 
to be applied in real-life conditions (100%). 

SED = A (mg/kg bw/day) x C (%)/100 x DAp (%)/100= 24.14 x 6.4/100 x 1= 1.54496 
mg/kg bw/day  

- The minimum NO(A)EL, according to the above suggested calculations 
(SCCS/1501/12) for the pure maximum concentrated ingredient should be: 
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Minimum NO(A)EL= MoS x SED = 100 * 1.54496 = 154.496 extrapolated to 155 
mg/Kg bw/day and is satisfactory. (Acceptable minimum NO(A)EL <1000 mg/Kg 
bw/day) 

Conclusion: It is unlike for the ingredients of the specific formula, without NO(A)EL 
values and total lack of safety reference, to present NO(A)EL values lower than the 
minimum NOA(E)L calculated according to the ‘Worst Case Approach’ and 
consequently, with  present concentrations, to yield in MoS<100. 

The ‘worst case approach’ is in compliance with Annex I, point 8: “All significant 
toxicological routes of absorption shall be considered as well as the systemic 
effects and margin of safety (MoS) based on a no observed adverse effects level 
(NOAEL) shall be calculated. The absence of these considerations shall be duly 
justified.” 

The following table includes the relevant available NOAEL and MoS calculated for 

each ingredient of the formula. 

TABLE II. 

INCI % NOAEL MoS NOAEL/SAFETY REFERENCE 

AQUA 
Q.S. TO 

100% 
Non 
toxic 

N/A - 

CERA ALBA 6.55 >220 >139 
http://www.efsa.europa.eu/en/scdocs/doc/

s615.pdf 

CETYL ALCOHOL 6.4 
No 

safety 
concern 

N/A 
http://www.inchem.org/documents/jecfa/je

cmono/v040je17.htm 

STEARYL ALCOHOL 6.4 5000 3236 www.fda.gov 

MONTAN CERA 6.4 N/A N/A - 

COPERNICIA 
CERIFERA CERA 

6.4 250 162 
http://www.efsa.europa.eu/en/scdocs/doc/

615.pdf 

ETHYLHEXYL 
METHOXYCINNAMA

TE 
6.4 450 291 

-http://ec.europa.eu/health/scientific_ 
committees/consumer_safety/opinions/sccnf

p_opinions_97_04/sccp_out145_en.htm 
(cosing max. 10%, cutaneous absorb 2%) 

SIMMONDSIA 
CHINENSIS SEED 

OIL 
4.4 N/A N/A 

http://www.cir-
safety.org/sites/default/files/115_buff3f_sup

pl.pdf 

BUTYROSPERMUM 
PARKII BUTTER 

4.4 N/A N/A 

The Food and Drug Administration (FDA) 
includes sheanut oil on its list of direct food 
substances affirmed as Generally Recognized 

As Safe (GRAS) 

TITANIUM DIOXIDE 4.4 375 353 SCCNFP/0005/98 (SAFE MAX. 25%) 

SQUALANE 2 N/A N/A 
http://www.accessdata.fda.gov/scripts/fcn/

gras_notices/grn_307.pdf (GRAS SAFE) 

OENOTHERA 
BIENNIS OIL 

1.8 N/A N/A 
http://ntp.niehs.nih.gov/ntp/noms/support_
docs/evening_primrose_nov2009.pdf (Dietary 

supplement) 

LACTIC ACID 1.4 500 1479 
http://www.epa.gov/hpvis/rbp/Lactic%20Aci

d_Web_SuppDocs_August%202008.pdf 
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BORAGO 
OFFICINALIS SEED 

OIL 
1 N/A N/A - 

CALENDULA 
OFFICINALIS OIL * 

1 N/A N/A - 

HAMAMELIS 
VIRGINIANA 
EXTRACT * 

<1 N/A N/A - 

DUNALIELLA 
SALINA EXTRACT 

1 N/A N/A - 

SORBITOL 1 7500 31069 
ec.europa.eu/.../6B%20Appendix%202....Παρ

όμοιες 

CAMELLIA SINENSIS 
LEAF EXTRACT 

1 4000 16570 
http://www.ncbi.nlm.nih.gov/pubmed/2103

4804 

XANTHAN GUM 1 250 1036 
www.inchem.org/documents/jecfa/.../v21je

13.htm 

MARIS SAL 1 N/A N/A - 

ALOE BARBADENSIS 
LEAF JUICE 

1 N/A N/A 

Aloe barbadensis (also known as Aloe vera)-
derived ingredients were not toxic in acute 

oral studies using mice and rats 
(anthraquinone levels should not exceed 

50ppm). 
http://gov.personalcarecouncil.org/ctfa-

static/online/lists/cir-pdfs/PR274.pdf 

TOCOPHERYL 
ACETATE 

1 
Non 
toxic 

N/A SCCNFP/0494/01, final 

SODIUM ASCORBYL 
PHOSPHATE 

1 90,3 374 
www.nicnas.gov.au/publications/car/new/st

d/stdfullr/.../std1010fr.pdf 

HIPPOPHAE 
RHAMNOIDES OIL 

1 
No 

safety 
concern 

N/A 
http://www.ncbi.nlm.nih.gov/pubmed/1942

5187 

GLYCOLIC ACID 1 150 621 
www.nicnas.gov.au/publications/car/pec/...

/pec_12_full_report_pdf.pdf 

POTASSIUM 
SORBATE 

0.5 2500 20713 JECFA, 1974 (Sorbic acid and its salts) 

SODIUM BENZOATE 0.5 500 4143 SCCP/0891/05  

 
NOTES: 
* The exact INCI names cannot be identified because of the lack of data. 

 
 
ALLERGEN FACTORS: 

 Allergens in the final product (determined by analysis - an allergen is declared 
on the label when its concentration in the final preparation is >0.001%): 

No data presented. 

 Allergens in the perfume: According to the provided formula, the product does 
not contain perfume. 

 Allergens from plant-derived raw materials (extracts, oils, waxes etc): 
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No data presented for all the plant-derived raw materials. 

The SCCS is of the opinion that for substances identified as posing a high risk to the 
consumer and for which no individual thresholds could be derived (Table 13-5), the 
general threshold of 0.01% would limit the problem of fragrance allergy in the 
consumer significantly. 

- There are no detailed data for all allergens existing in the perfume and the plant-

derived raw materials (opinion 1459/11, Conclusions-question 1).  

- The corrections regarding allergens must be performed as soon as the perfume 

and plant-derived raw materials manufacturers will supply the relevant data as 

well as the EC gives final guidelines on the subject. 

- The present safety assessment was based on the provided formula (attached to 

this report) which contains the INCI names of the product ingredients and their % 

concentrations. The raw materials trade names are not mentioned in the formula, 

thus the correlation between the ingredients mentioned in the formula and the 

provided data (MSDS, TDS etc) of the raw materials is not possible in all cases. 

Moreover, it is not clear from the presentation of the formula whether the formula 

provided is the raw materials’ final quantity in the finished product, or the 

composition break-down of the complex raw materials. The Responsible 

Person/manufacturer must ensure that all the ingredients which are contained in 

the raw materials are added in the ingredient listing on the labelling of the 

product, with their correct INCI names, in accordance with the Article 19 of the 

Regulation (EC) No 1223/2009. 

SUGGESTIONS: 

- Since the product contains many plant derived ingredients an allergen 
determination in the final preparation is strongly recommended.  

- It contains Titanium Dioxide which is under investigation if it is used in 
a nanoparticle form, an issue which is currently under review from SCCP (OPINIONS 
1484/12, 1147/07, 1416/11) and New Regulation 1223/2009. New data 
for nanoparticles might lead to a reconsideration of the present certificate. The 
kind of the specific product may not permit the entrance of Titanium Dioxide 
through the skin. 
The actual particle size must be requested from the manufacturer/s (as well as for 
other possible nano-ingredients) and in case of a nanoparticle form: “after the 
name of the ingredient in the INCI list the word “nano“ in brackets has to follow 
[e.g. “Titanium Dioxide (nano)”] (EFfCI Guidance Paper on Nanomaterials in 
Cosmetics_2012-01.doc). 

9. Undesirable effects and serious undesirable effects 

Not known or reported. 
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10. Information on the cosmetic product 

- Patch Test: Satisfactory (Non Irritant – QACS Ltd) 

- Other Tests: No data available 

- Literature Data: Not Applicable  
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PART B- Cosmetic product safety assessment 
 

 
 

Product Name  POWERFUL EYE & NECKLINE CREAM SPF-20 

Product Category  FACE CREAM (SKIN CARE) 

  

Name and Address of Responsible Person 

Company Name Obelis S.A. 

Address Bd Général Wahis 53, 1030-Brussels, Belgium 

Tel +32(0)2 7325954 

Fax +32(0)2 7326003 

URL www.obelis.net 

e-mail mail@obelis.net 

  

Name and Address of Product Manufacturer 

Company Name  HEALTH & BEAUTY LTD DEAD SEA COSMETICS 

Address   19 Halechi St., Bney Brak 51200, Israel 

Tel  - 

Fax - 

URL www.hbdeadsea.com 

e-mail - 

  

Name and Address of Product Producer 

Company Name E.L. Erman Cosmetics Manufacturing Ltd. 

Address   3 Haplada St., Ashdod, P.O.B. 12189, ZIP 77524, Israel   

Tel  +972 (8) 853.2537 

Fax +972 (8) 852.1053 

URL www.elerman.com 

e-mail  

 

1. Assessment conclusion 

The product is considered safe with restrictions for human health when used 
under normal or reasonably foreseeable conditions of use. 
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2. Labelled warnings and instructions of use 

- Producer’s data have been reviewed. There is no need for further 
instructions of the use as this is clear to the consumer from its presentation.  

- The presentation of the cosmetic product and in particular its form, odour, 
colour, appearance, packaging, labelling, volume or size does not endanger 
health and safety of consumers due to confusion with foodstuffs, in 
accordance with Council Directive 87/357/EEC of 25 June 1987 on the 
approximation of the laws of the Member States concerning products which, 
appearing to be other than they are, endanger the health or safety of 
consumers. 

SUGGESTIONS: The container and packaging of the cosmetic product must 
bear all the necessary information in indelible, easily legible and visible 
lettering according to Article 19 of the Regulation (EC) No 1223/2009. 

- All ingredients referred in formula and the TDS and MSDS of the raw 
materials should be written on the label with their correct INCI names in 
descending order (see Table II). Ingredients in concentrations of less than 
1 % may be listed in any order after those in concentrations of more than 
1 %. The labelling must follow Article 19 of regulation 1223/2009. 

Claim support: 

- A Dermatological in vivo test (cutaneous irritancy test-patch test) has been 
performed with satisfactory results (Non Irritant-QACS Ltd). Based on these 
results the claim ‘Dermatologically tested’ can be referred on the label, 
even though the number of volunteers is not statistically significant. 

SUGGESTIONS: 

- The name of the product should be proved with supporting documents.  

- The claims regarding the cosmetic efficacy of the product (e.g. ‘SPF 20’, ‘UV 
protection’, ‘protection against UVA & UVB sun rays’, ‘assists in reducing 
dryness’) need further documentation (efficacy clinical studies with the use 
of the final product) in order to be duly justified. 

- The phrase ‘Paraben free’ needs further documentation to prove that the 
hypothetical presence of traces of the above substances in the product is 
practically unavoidable in good manufacturing practice of the 
suppliers/producer. 
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3. Reasoning 

Taking under consideration 

 The composition of the product 

 The physicochemical properties of the raw material contained in the final 
product 

 The manufacturing process of the product 

 The microbial purity of the raw materials and final product. 

 Impurities –Traces in the final product or substances 

 Properties of packaging material 

 The preservation efficacy of the final product. 

 The chemical structure and toxicological properties of the raw materials  

 Studies on human volunteers / relevant literature. 

 The level of exposure of the consumer to the final product 

 Data on documented undesirable effects to the product (no such data 
reported/available) 

 Labelled warnings & instructions of use 

Additionally the Product Manufacturer / Responsible person is aware of the 
following: 

 All necessary measurements have been followed for the product to comply with 
the article 18 (Animal testing) of Regulation 1223/2009. 

 All colouring agents whose number is preceded by the letter ‘E’ in accordance 
with the EEC Directive of 1962 concerning foodstuffs and purity criteria as set 
out in Commission Directive 95/45/EC (ANNEX IV) 

 The Responsible person / Product manufacturer is responsible for the accuracy 
of primary information contained in the product dossier.  

 This safety assessment relates to the information received up until the date the 
assessment was performed.  
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All information provided by the technical dossier may be used, for any legal 
purpose within the EU, and according to the best current scientific knowledge, the 
product fulfils the requirements for safety for the consumers, under conditions of 
normal use, as long as data contained will be updated in accordance with the 
SUGGESTIONS mentioned above and the guidelines of the current Regulation 
1223/2009. 

In the case that any complaint is communicated to the Responsible person and/or 
Product manufacturer or there are any alterations in the information regarding the 
product these should be also taken into the consideration of the signatory of this 
certificate. 

 

4. Assessor’s credentials and approval of part B 

NAME:      DIMITRIOS A. MELISSOS   

EDUCATION:     CHEMIST MSc,  

ADDRESS / TEL-FAX:    ANTIGONIS 1, METAMORFOSSI 14451, ATHENS,  

GREECE / +30 210 2934745 - +30 210 2934606 

DATE:    22/04/2014 

 

ERPA Member 

                                                        EC, Scientific Advisor on Risk Assessment     
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FORMULA PROVIDED  

Product Full Commercial Name: Powerful Eye & Neckline cream 20SPF

Formula  Reference Number: 102001 Formula  used s ince (date ): May 31, 2008

Product function Moisturizer

Product target group Personal , adults

Product type leave on

Phys ica l  form cream

Raw materia ls  general  country of 

origin 

Is rael , France, Germany, China, India , Ita ly, 

USA, Belgium, Russ ia , Japan

 Qualitative & Quantitative composition of the finished product

 

Raw Material INCI Name Raw Material Trade Name CAS #

Raw Material 

Quantity in the 

Finished Product (%) Descripton of the Raw Material Function

Aqua Water 7732-18-5 55,029 Solvent

Cera  Alba Bees  wax 8006-40-4 6,55%
 ;Binder, emuls ion s tabi l i zer, surfactant-emuls i fying agent

viscos i ty increas ing agent-Nonaqueous

Cetyl  Alcohol Cetyl  Alcohol 36653-82-4 6,40%

 Emuls ion s tabi l i zer; paci fying agent; surfactant- emuls i fying

-agent; surfactant-foam booster; viscos i ty increas ing agent

aqueous ; viscos i ty increas ing agent; Nonaqueous

Stearyl  Alcohol Stearyl  Alcohol 112-92-5 6,40%

 Emuls ion Stabi l i zer; Surfactant – Emuls i fying Agent; Surfactant

 ;Foam Booster; Viscos i ty Increas ing Agent – Aqueous  –

Viscos i ty Increas ing Agent - Nonaqueous

Montan wax  Montan wax 8002-53-7 6,40% Binder; Viscos i ty Increas ing Agent-Nonaqueous

Copernicia  Ceri fera  wax Carnauba wax 8015-86-9 6,40%
 -Absorbent; Binder; Fi lm Former; Viscos i ty Increas ing Agent

Nonaqueous

Octyl  Methoxynnamate Octyl  Methoxynnamate 5466-77-3 6,40% Ultraviolet l ight absorber. This  i s  3 SPF units

Buxus  / Simmonds ia  Chinens is  oi l Jojoba oi l 61789-91-1 4,40%
Hair conditioning agent; skin conditioning agent-occlus ive

Butyrospermum Parki i Shea Butter 91080-23-8 4,40% Skin conditioning agent-occlus ive

Titanium Dioxide Titanium Dioxide 13463-67-7 4,40% Colorant; opaci fying agent; ul traviolet l ight absorber

Squalane Squalane 111-01-3 2,00% Hair conditioning agent; skin-conditioning agent - occlus ive

Oenothera   Biennis  oi l Evening Primrose oi l
CTFA Monograph 

ID: 9249
1,80%

Skin-conditioning agent-miscel laneous

Lactic acid Lactic acid 50-21-5/79-33-4 1,40% Humectant, ph adjuster, skin conditioning agent-humectant

Borago Officina l i s  Seed Oi l Borage seed oi l 84012-16-8 1,00% Skin-conditioning agent-miscel laneous

Calendula  Officina l i s  oi l Ca lendula  oi l 70892-20-5 1,00% Fragrance Component

Hamamel is  Vi rginiana Extract & 

Aqua
Witch Hazel  extract & Water 84696-19-15 1,00%

Biologica l  additive

Dunal iel la  Sa l ina  extract Algae Extract 92128-82-0 1,00% Biologica l  additive

Sorbitol  (Natura l ) Sorbitol  (Natura l ) 68425-17-2 1,00%
 – Flavoring Agent; Humectant; Skin – Conditioner Agent

Humectant

Camel l ia  Sinens is  extract Green tea  Extract 84650-60-2 1,00% Biologica l  additive

Xanthan Gum Xanthan Gum 11138-66-2 1,00% Skin conditioning agent

Maris  Sa l Dead Sea Sa l t 7647-14-5 1,00% Skin conditioning agent- Hymectant

Aloe Barbadens is  leaf Juice Aloe Vera  extract 8001-97-6 1,00% Biologica l  additive

Tocopheryl  Acetate Tocopheryl  Acetate - Vi tamin E 7695-91-2 1,00% Antioxidant; skin-conditioning agent - miscel laneous

Sodium Ascorbi l  Phosphate
Sodium Ascorbi l  Phosphate - 

Vi tamin C 
66170-10-3 1,00%

 Antioxidant; Fragrance Ingredients ; ph adjuster Skin

conditioning agent-Miscel laneous

Hippophae Rhamnoides  oi l Sea  Buckthorn oi l
CTFA Monograph 

ID: 9779
1,00%

Skin Conditioning Agent

Glycol ic acid Glycol ic acid 79-14-1 1,00% Exfol iant; Ph Adjuster

Potass ium Sorbate Potass ium Sorbate 24634-61-5 0,50% Preservative

Sodium benzoate Sodium benzoate 532-32-1 0,50% Preservative

Raw Materials (Ingredients) of the Finished Product
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 PRODUCT ARTWORK 
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 PATCH TEST 

 


