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1. CHECKLISTS FOR NON-NANOMATERIALS COSMETIC INGREDIENTS
1.1 Compliance with animal testing ban
	Information required
	Answer

	Confirmation by the Applicant that the information included in the dossier complies with the animal testing ban as laid down in Article 18(1) of the EU Cosmetics Regulation. The dossier should therefore include the following statement:

'The Applicant hereby confirms that the information contained in this dossier complies with the provisions on animal testing as laid down in Article 18(1) of Regulation (EC) No 1223/2009.'
	


1.2 Completeness of the dossier

	Information required
	Answer

	Same number of annexes as  provided in the summary
	

	Same content of annexes as provided in the summary
	

	Consistency in numbering
	


1.3 General information on the cosmetic ingredient

	Information required
	Answer

	Type of cosmetic ingredient

(preservative, UV-filter, colourant, hair dye, other)
	 FORMDROPDOWN 


	Maximal concentration in finished cosmetic product 

leave-on

rinse-off
	


	Exposure 

(oral, dermal, inhalation)
	

	Current use(s)
	



The checklists provide a maximum of 4 possible options for the Applicant to fill in the columns. In some cases, only one or two options are available. The Applicant shall select only one option by double clicking on the most appropriate one to indicate the answer as follows:

YES
The required information or documentation is included. 

IN PART
Only partial information or documentation is included. Justification for the missing elements must be provided in a separate document.
NO
The required information or documentation is not included in the dossier. Reasons for not providing the information must be included in a separate document.
NOT RELEVANT
The information or documentation is not relevant or requested for the application in question. Justification for their non-submission must be provided in a separate document.
	Confidentiality of commercial name(s) to be considered?
	


Table 1: Checklist for minimal physicochemical characterisation

	Information required
	Provided?

	Primary name and/or INCI name
	

	CAS / EC number
	

	Structural formula
	

	Empirical formula
	

	Physical form
	

	Molecular weight
	

	Purity and isomer composition*
	

	Impurities/accompanying contaminants
	

	Solubility
	

	Partition coefficient (Log Pow)
	

	Homogeneity 
	

	Stability
	


* for substances which are mixtures of isomers

Table 2: Checklist for more specific physicochemical characterisation

	Information required
	Provided?

	Organoleptic properties
	

	Flash point 
	

	For liquids:

· boiling point

· relative density

· pKa
· viscosity

· vapour pressure
	

	
	

	
	

	
	

	
	

	
	

	For solids:

· general appearance

· melting temperature

· pKa
	

	
	

	
	

	
	

	For gases:

· density

· auto-ignition temperature
	

	
	

	
	

	UV light absorption spectrum**
	


** for UV light-absorbing substance

Table 3: Checklist for hazard identification (toxicological data)

	Information required
	Reference
	Provided?

	Likelihood and extent of internal exposure via skin, lung, or oral route considering the use type
	Section 3-4.1 of SCCS/1564/15
	

	Dermal absorption
	SCCS/1358/10
	

	Acute Toxicity
	Section 3-4.2 of SCCS/1564/15
	

	Irritation and Corrosivity
	Section 3-4.3 of SCCS/1564/15
	

	Skin Sensitisation
	Section 3-4.4 of SCCS/1564/15
	

	Mutagenicity/ Genotoxicity
	Section 3-4.7 of SCCS/1564/15
	

	Repeated dose toxicity
	Section 3-4.5 of SCCS/1564/15
	

	Phototoxicity - for products intended for use in sunlight-exposed skin
	Section 3-4.9 of SCCS/1564/15
	

	Reproductive Toxicity (a)
	Section 3-4.6 of SCCS/1564/15
	

	Developmental Toxicity
	Section 3-4.6 of SCCS/1564/15
	

	Carcinogenicity (b)
	Section 3-4.8 of SCCS/1564/15
	

	Human data (where available)
	Section 3-4.10 of SCCS/1564/15 and SCCNFP/0633/02
	

	Other relevant information
	
	


(a) Where points 1 and 2 indicate significant systemic uptake

(b) Where points 1 and 2 indicate significant systemic uptake and/or bioaccumulation

Table 4: Checklist for information on exposure

	Information required (a)
	Provided?

	Category of cosmetic products in which the ingredient is intended for use
	

	Concentration of the ingredient in the finished cosmetic product
	

	Quantity of the product used at each application
	

	Frequency of use
	

	Total area of skin contact
	

	Duration of exposure
	

	Foreseeable uses which may increase exposure
	

	Consumer target groups (e.g., children, people with sensitive, damaged or compromised skin) where specifically required
	

	Quantity likely to enter the body (fraction absorbed) for each target group
	

	Application on skin areas exposed to sunlight
	

	Estimated dermal exposure based on the intended use of the product
	

	Estimated oral exposure based on the intended use of the product
	

	Estimated inhalation exposure based on the intended use of the product
	

	Exposure calculation for each target group
	

	Other relevant information
	


(a) In the absence of information, default values for some of the parameters may be used (SCCS Notes of Guidance SCCS/1564/15)
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