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A.2.3. Stability and shelf-life of the finished product 
 

The product is subjected to a stability test and/or storage test and/or durability test by the 
manufacturer.  In doing so the usual storage conditions and external influences such as 
temperature, light and product aging have been considered. The product is stable in its 
current composition. Based on the stability test and experience, the product has a shelf life of 
24 months. (See Product Information File) 
 
 

A.3. Microbiological quality and stability 

 

A.3.1. Microbiological quality 
 

The following microbiological testing is available for this product: 
 
 

Parameter Microbiological profile Reference value according 
to SCCS 

total aerobic germs < 10 CFU/g < 1000 CFU/g 

yeast/moulds < 10 CFU/g < 1000 CFU/g 

Pathogens n.d. n.d. 
 
 
 

A.3.2. Microbiological stability 
 

A germ-contamination test (06/29/2018) has been carried out. The testing was based on the 
European Pharmacopoeia in its current version respectively the requirements of the SCCS 
(Scientific Committee on Consumer Safety). The product was inoculated with 
Staphylococcus aureus, Pseudomonas aeruginosa, Escherichia Coli, Proteus mirabilis, 
Pluralibacter gergoviae, Candida albicans, Penicillium expansum, Trichoderma viride and 
Aspergillus brasiliensis. As a result, it was found that the product meets the adequate 
preservation, A criterion for topical use, according to the European Pharmacopoeia. 
According to the requirements of the SCCS the number of germs has to be less than 1000 
CFU/g. This requirement has also been met.  

 

A.4. Impurities, traces, information about the packaging material  

 

A.4.1. Impurities 
 

See point A.7. and Product Information File. Impurities are undesirable substances. They can 
be found in raw materials due to contamination or inadequate cleaning. This product contains 
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no impurities which affect the safety and quality or the shelf-life of the finished product.  
 
 

A.4.2. Traces 
 
 

Traces include undesirable substances, which can be found by contamination of the raw 
materials or by interactions between the ingredients in the finished product. (See Item A.7. 
and see Product Information File.) Traces are impurities in the ppm range (parts per million, 
millionth) or ppb (parts per billion, billionth). In particular, traces of heavy metals, solvents 
and pesticides residues have to be examined. This product does not contain traces of 
impurities that affect the safety and quality of the finished product or affect the shelf life. 

 

A.4.3. Information about the packaging material 
 
 

Packaging material: The packaging (primary packaging) is a 15ml bottle of glass. The 
present packaging information and specifications lead to the conclusion that no migration of 
undesirable components from the packaging in the product takes place or that the product 
can be changed by the packaging or that the safety of the product is impaired. In particular, 
traces of heavy metals, solvents and pesticides residues are considered. The packaging is in 
accordance with the legal provisions of the Commodities Regulation and Regulation (EC) 
1935/2004 or/ and VO(EG) Nr. 2023/2006 and/or VO(EG) Nr. 10/2011  in its current version. 
(See product information file) The packaging material is suitable for the cosmetic product. 
 
 

A.5. Normal and reasonably foreseeable use 
 
 
The product is used as Glue. The product is used by adults only. 
 
 

Exposure to the cosmetic product   

 
 

Basic information  

 
Sites of use: parts of body 
 
Amount of product applied: 0.8g (Estimation) 
 
Duration and frequency of use:  up to 1x/day 
 
Normal and reasonably foreseeable exposure route: dermal 
 
Target group or group exposed: adults 
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A.5.1. Estimation regarding absorption through the skin 
 
Chemical substances are absorbed differently though the structure of the skin (stratum 
corneum, stratum granulosum, stratum spinosum, basal membrane, dermis). The absorption 
can be considered as a multistage process: 
 
1. The substance must be absorbed on the surface of the stratum corneum. 
 
2 .The materials must perfuse through the stratum corneum dependent on molecular size 
and solubility  
 
3. They must reach the epidermis. 
 
4. The molecules must pass through the epidermis and into the dermis, where they reach 
other tissues in the body via the blood circulation. 
 
For the diffusion of these substances the physical laws of diffusion (Fick's law) are 
essentially. That means that a substance is absorbed depending on molecular size and 
molecular structure, solubility, time and thickness of the skin structure. (see Lehrbuch der 
Toxikologie, H. Marquardt and S.G. Schäfer, Spectrum Publishing). The absorption is 
estimated by the SCCS and by general toxicological assumptions and is given in the 
following table. 
 
 

Flux (Jmax-
µg/cm2/hour) 

Molecular  Weight 
in g/mol 

Log Pow Max.  Absorption in 
% 

negligible >600 <-1 or >5 negligible 

<0,1 >300 <-1 or >5 <  10 

0,1-1,0 200-300 2,0-2,5 < 10 

1,0-10,0 150-250 1,0-2,0 < 20  

10,0-100,0 60-200 0,5-3,0 < 40 

>100 <150 0,5-1,5 <80 
 

(Source: Training materials DGK/IKW-training for safety assessors from 23.to 24.09.2009) 

 
 
Exceptions are: 
 
Perfume oils      100% (worst case) 
Preservatives:     100% (worst case) 
 
 
 

A.5.2. Exposure to the substances (basis of calculation) 
 
 

Abbreviation
s used in the 
formular 

Explanation Numerical 
value 

Unit Literature 
source/Informat
ion 

A The amount applied in 
g / day is calculated 
according to 

0.8 g/day SCCS/ 
Estimation 
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specifications of Annex 
I, Part A.6 of Regulation 
(EC) No 1223/2009 of 
the European 
Parliament and of the 
SCCS Notes of 
Guidance for the 
Testing of Cosmetic 
Substances and Their 
Safety Evaluation 

F Application frequency  Up to 1x  /day SCCS/ 
Estimation 

C Percentage 
concentration of the 
toxicologically relevant 
material in the final 
product 

  recipe 

BW Standard body weight 
adults 

60 kg SCCS 

R Retention factor; 
percentage of the 
product that is (so long) 
in contact to the skin 
that penetration can 
take place. The 
retention factor shall 
consist of dilution 
factors and distribution 
factors.  
 

1.0 - SCCS 

DA Leave-on-Coefficient variable - Worst case 
estimation. See 
A.7. 

TD (NOAEL) Toxicological data, e.g. 
NOAEL 
Should no data 
regarding subacute / 
subchronic toxity are 
available, such an 
assessment will be 
conducted by TTC 
concept used or other 
data. 

See A.7. mg/kg See A.7. 

SED Systemic exposure 
dose 

See A.7. mg/kg calculated 

MoS Margin of Safety See A.7. Without unit calculated 
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A.9. Information on the cosmetic product 
 
 

A.9.1. Data on acute toxicity, inhalation toxicity and sensitization 
 

Acute oral and dermal toxicity: All ingredients used in this product show a value of> 
2000 mg / kg regarding LD50 (rat, oral) and LD50 (rabbit, dermal). 
The ingredients for which no data are available are either regulated by CIR (Cosmetic 
Ingredient Review), the SCCS (Scientific Committee of Consumer Safety), the Regulation 
(EC) No. 1223/2009 or could be classified as acutely toxic harmless by other sources. 
Therefore an acute toxic hazard for the consumer should be expected neither from the pure 
raw materials nor from the finished mixture in the present cosmetic product under 
reasonable, foreseeable use.  
 
 
Inhalation toxicity: Intake by inhalation of Cosmetic Glitter Glue, Hautkleber für Glitzer is 
not expected neither by normal nor by foreseeable use. An assessment of inhalation toxicity 
can be omitted.  
 
 

Allergisation:  
Contact allergies can generally occur as unwanted effects in every contact with a chemical 
substance of natural or synthetic origin. In the present state of science and on the basis of 
the data available for the ingredients no or only a very mild and short-term effect is expected 
in case of a contact with the potential allergens (such as the perfume oil constituents) in this 
product. The perfume oil is IFRA certified resp. rated and thus safe in the present use. In 
addition, arising from the composition of the product, there is no justifiable evidence that 
there is a risk of sensitizing effects due to the regular use of this product. The INCI indication 
showing all ingredients on the packaging allows the consumer/user to identify known 
allergens and to avoid the product if necessary. An adequate risk minimization is achieved by 
regular analysis of the Cosmetovigilance data.  
 
  
 

A.9.2. Patchtest 
 
 

The product Cosmetic Glitter Glue, Hautkleber für Glitzer of company Little Star Events 
GmbH was subject to a patch test (04/12/2018). For that purpose 50 subjects were selected 
with age between 18-71 years, of different sexes and with different skin sensitivity. The 
product was applied in a standardized method using square plastic chambers under 
occlusion for 48h/72h. The dermatological testing on humans available was conducted in 
accordance with GLP guidelines and the relevant recommendations of the Working Group 
Colipa (AP Walker et. al.Test Guidelines for Assessment of Skin Compatibility of Cosmetic 
Finished Products in Man). Because of the test result and the selected test conditions, the 
product is classified as safe regarding a possible irritant effect on the skin. 
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A.9.3. Nanomaterials and CMR-substances 
 

This product contains no nanomaterials and CMR substances according to Article 15 and 
Article 16 of Regulation (EC) No. 1223/2009. 
 

B. Safety assessment of the cosmetic product 
 
 

B.1. Conclusion from the safety assessment 
 
 

The cosmetic product Cosmetic Glitter Glue, Hautkleber für Glitzer of company Little Star 
Events GmbH is classified as 
 
 

SAFE 
 
 
for human health under normal and reasonably foreseeable use according to regulation 
1223/2009 (EC).  
 
 

B.2. Warnings and instructions for use 
 

 
The product contains ingredients that require special conditions of use or warnings 
on the label. The warning notices must be attached and checked accordingly! The 
following proposal is made: Keep out of the reach of children. Do not get in eyes. Can 
irritate the eyes. 
 

 
 

B.3. Justifications 
 

B.3.1. Composition of the finished product  
 
 

According to the information provided under point A.1. the product correspondents in its 
composition to the guidelines of the cosmetics Regulation EC 1223/2009. 
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B.3.2. Microbiological quality and stability of the finished product  
 
The microbiological quality of this product complies with the requirement of the SCCS Notes 
of Guidance, 9th/10th Revision because of the tests carried out and is therefore been 
classified as safe. Because of the storage experiments conducted, and the physical / 
chemical tests carried out, as well as the passed germ-contamination test, he product is 
considered to be sufficiently stable and a shelf life of 24 months is considered to be justified. 
 
 

B.3.3. Packaging information 
 

According to the information and documents of the respective manufacturers listed in A.4, 
the primary packaging complies with the relevant requirements and recommendations and is 
thus suitable as packaging for the cosmetic product. 
 
 
 

B.3.4. Normal and reasonably foreseeable use 
 

The normal and reasonably foreseeable use of this product as glue is clearly identified in the 
product description, labelling and presentation. 
 
 
 

B.3.5. Raw materials, impurities, traces, toxicological profile  
 

All raw materials used in this product comply with the Cosmetics Regulation regarding its 
purity. The use in the specified amounts complies with the Cosmetics Regulation. The testing 
of raw materials showed that all limits and recommendations are complied with. The use of 
certain cosmetic ingredients is regulated in Annexes III to VI of Regulation (EC) No 
1223/2009 and its amendments.The formula is thus to be evaluated as safe. 
 
 

 
 

B.3.6. Safety of the individual ingredients  
 

The product contains ingredients which are all considered safe and in full compliance with 
Regulation EC 1223/2009 and amendments. The product contains no prohibited ingredients 
listed in Annex II or ingredients used beyond the limits and conditions laid down in Annex III 
of the EU Cosmetics Regulation. All ingredients are used at concentrations which have been 
shown to be non-irritating and non-sensitising at concentrations used. 
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B.3.7. Fragrances, labelling requirements for allergenic components  
 

There is no fragrance oil used. The following allergens have to be indicated: none 
 
 

B.3.8. Undesirable effects and serious undesirable effects  
 
This recipe is on the market for years. Data on undesirable effects and serious undesirable 
side effects have so far not been associated with the recipe. It is expected that this will 
continue to be the case.  
 

 

B.3.9. Information on the cosmetic product 
 

The product was subjected to a patch test for skin tolerance in humans. 
 
 

C. Qualification of the safety assessor and approval of part 
B 
 

C.1. Validity 
 

This safety assessment remains valid as long as no significant qualitative and / or 
quantitative changes in the recipe and in the application security and the scope of the 
relevant product are made, or a significant number of consumer complaints is present. 
Furthermore, this safety assessment remains valid until legal changes and / or new scientific 
knowledge. The GMP assessment remains unaffected. 
Note: Please check in principle your product information on labels, folding box, 
instruction leaflet etc. on legal compliance, since with this order only a safety 
assessment for your product was created.  
 
 

Nümbrecht,  21.09.2021              
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C.2. Curriculum Vitae of the safety assessor 
 

Name:  Sandra Marion Haßler geb. Freyer 
 
Date of birth:  18.09.1975 
 
Place of birth:  Nümbrecht 
 
Marital status:  married 
 
Professional education: 1996- 2000: Study of Food Chemistry at the "Rheinische 

Friedrich-Wilhelms-University" in 53012 Bonn  
 
Practical education: July 1995- December 1995: Company Sarstedt, equipment and 

disposables for medicine and science in 51588 Nümbrecht-
Rommelsdorf 

 
January 1996- March 1996: Aggerverband, supplier of drinking 
water and sanitation in 51645 Gummersbach 

 
December 2000 - January 2001: BELKAW, Bergische Licht-, 
Kraft- und Wasserwerke in 51432 Bergisch Gladbach 

    
February 2001 - April 2001: working student Bayer AG in 
51368 Leverkusen 

 
2001- 2002: professional practical year as prospective food 
chemist at the following locations: 

   Eismann und Family GmbH & Co KG in 40822 Mettmann 
   Food Control Officy city of Oberhausen in 46041 Oberhausen 

Chemistry and Geoscience Institute of the cities Essen and 
Oberhausen in 45127 Essen 

 
Occupation:  2002- 2013: Food chemist for Hollywood Nails GmbH, An der 

Hasenjagd 10, 42897 Remscheid 
Responsible for product development, quality assurance, 
product labelling, Safety Assessor, Regulatory Affairs, dealing 
with authorities and associations, health and safety measures, 
member of the working group Nagelmodelliermittel of the IKW 
2010: Freelancer as Cosmetics Legal Advisor, Expert for 
regulatory affairs and Safety Assessor, member of DGK, 
member of GdCh 

 
Further education: various seminars on hygiene, safety assessments of cosmetic 

products, CPNP, cosmetic law, GMP (Good Manufacturing 
Practice) and modelling means for artificial nails, Presentations 
at trade shows around the cosmetics law 
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C.3. Qualification of the safety assessor 
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http://www.sicherheitsbewerter.info/index.php?eID=tx_nawsecuredl&u=0&g=0&t=1507368093&hash=eb202a2a16bb43c66359ca3c979329b32edb2141&file=fileadmin/Media/Dokumente/Informationen/COS1306_30_KVO_D.pdf
http://www.sicherheitsbewerter.info/informationen/cosmetic-ingredient-review-cir.html
https://chem.nlm.nih.gov/chemidplus/chemidlite.jsp
https://chem.nlm.nih.gov/chemidplus/
https://www.cosmeticseurope.eu/library/
http://www.bfr.bund.de/de/start.html
http://www.inchem.org/pages/jecfa.html
https://www.ncbi.nlm.nih.gov/pubmed
https://toxnet.nlm.nih.gov/
http://www.personalcarecouncil.org/
https://pubchem.ncbi.nlm.nih.gov/
https://www.echemportal.org/echemportal/page.action?pageID=9
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ECOTOX Knowledgebase - https://cfpub.epa.gov/ecotox/quick_query.htm 
 
ACToR - https://actor.epa.gov/actor/home.xhtml 
 
HouseHold Products Database - https://hpd.nlm.nih.gov/ 
 
NIOSH - https://www.cdc.gov/niosh/topics/chemical.html 
 
European Commission ChemAggora Portal - http://chemagora.jrc.ec.europa.eu/chemagora/ 
NLM Gateway - https://gateway.nlm.nih.gov/gw/Cmd/ 
 
FDA - https://www.fda.gov/Cosmetics/ 
 
EFSA - http://www.efsa.europa.eu/ 
 
World Health Organization - http://www.who.int/ipcs/features/en/ 
 
International Fragrance Association - http://www.ifraorg.org/ 
 
Research Institute For Fragrance Materials - http://www.rifm.org/ 
 
Elsevier - https://www.journals.elsevier.com/food-and-chemical-toxicology/ 
 
Documents on commodities such as safety data sheets, specifications and analyses, 
provided by client 
 
The Scientific Committee on Consumer Safety SCCS: SCCS´s Notes of Guidance for the 
testing of cosmetic ingredients and their safety evaluation, 8th and 9th Revision, 11.1.2012 
und 29.09.2015 
 
Datenbanken Internetrecherche: RTECS, TOXLINE; IUCLID, GESTIS, CIR, UNEP u.a. 
 
Colipa Guideline for the safety assessment of a cosmetic product 
 
Plants in cosmetics Vol.I, Council of Europe 2002 
 
Plants in cosmetics Vol II, Council of Europe 2001 
 
Plants in Cosmetics Vol III, Potentially harmful components, Council of Europe 2006 
 
Blue List Cosmetic Ingredients, Prof. Kemper, Prof. Luepke, Prof. Umbach, ECV Editio 
Cantor Verlag 2000 
 
Toxikologie, Prof. Marquardt, Prof. Schäfer, 1997, Spektrum Verlag 
 
Kosmetik, W.Umbach, 2. Auflage, Thieme Verlag 
 
Allgemeine Mikrobiologie, Schlegel, 7. Auflage, Thieme Verlag 
 
Taschenatlas der Pharmakologie, Lüllmann, Mohr, Ziegler, 3. Auflage, Thieme Verlag 
 
Hagers Enzyklopädie der Arzneistoffe und Drogen, 6. Auflage, 2007, Springer Verlag 
 

https://cfpub.epa.gov/ecotox/quick_query.htm
https://actor.epa.gov/actor/home.xhtml
https://hpd.nlm.nih.gov/
https://www.cdc.gov/niosh/topics/chemical.html
http://chemagora.jrc.ec.europa.eu/chemagora/
https://gateway.nlm.nih.gov/gw/Cmd/
https://www.fda.gov/Cosmetics/
http://www.efsa.europa.eu/
http://www.who.int/ipcs/features/en/
http://www.ifraorg.org/
http://www.rifm.org/
https://www.journals.elsevier.com/food-and-chemical-toxicology/
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Taschenbuch der Drogenkunde, Heinz A. Hoppe, WdG Verlag 
 
Toxikologie, W. Dekant und S. Vamvakas, 2. Auflage, 2005, Spektrum Verlag 
 
Allgemeine und spezielle Pharmakologie und Toxikologie, Aktories, Förstermann, Hofmann, 
Starke, 12. Auflage, 2017, Urban und Fischer Verlag 
 
Kosmetik und Hygiene von Kopf bis Fuß, W. Umbach, 3. Auflage, 2004, Wiley -VCH Verlag 
 
Lebensmittelrecht Kommentar, Zipfel und Ratke, Band 1-5, C.H. Beck Verlag 
 
 


