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	1.	IDENTITY OF SUBSTANCE
	In this column the technical information will be provided in summary AS WELL AS THE REFERENCE TO THE TECHNICAL ANNEX where the information can be found in full.

	
	

	1.1	individual substance:
	information about the substances

	
	

	1.1.1	chemical name:
	

	1.1.2	synonym(s): 
	

	1.1.3	trade name(s):
	

	1.1.4	CAS Nr:
	

	1.1.5	molecular and structural formula:
	

	1.1.6	molecular weight:
	

	1.1.7	spectroscopic data:
	

	1.1.8	manufacturing details:
	

	1.1.9	purity (%):
	

	1.1.10	impurities (%): 
	

	1.1.11	specifications:
	

	1.1.12	other information
	

	
	

	1.2	defined mixture:
	information about the defined mixture

	
	

	1.2.1	chemical name:
	

	1.2.2	synonym(s): 
	

	1.2.3	trade name(s):
	

	1.2.4	CAS N°: 
	

	1.2.5	constituents: 
	

	1.2.6	proportions in the mixture:
	

	1.2.7	molecular and structural formula:
	

	1.2.8	molecular weight (Mw) and range:
	

	1.2.9	spectroscopic data: 
	

	1.2.10	manufacturing details:
	

	1.2.11	purity (%):
	

	1.2.12	impurities (%): 
	

	1.2.13	specifications
	

	1.2.14	other information:
	

	
	

	1.3	Non-defined mixture:
	information about the non defined mixture

	
	

	1.3.1	chemical name:
	

	1.3.2	synonym(s): 
	

	1.3.3	trade name(s):
	

	1.3.4	CAS N°:
	

	1.3.5	starting substances:
	

	1.3.6	manufacturing details:
	

	1.3.7	substances formed:
	

	1.3.8	purification by:
	

	1.3.9	by-products:
	

	1.3.10	molecular and structural formula:
	

	1.3.11	molecular weight (Mw) and range:
	

	1.3.12	purity (%):
	

	1.3.13	impurities (%): 
	

	1.3.14	spectroscopic data:
	

	1.3.15	specifications
	.

	1.3.16	other information:
	

	
	

	1.4	polymer used as additive:
	information about the polymer additive

	
	

	1.4.1	chemical name:
	

	1.4.2	synonyms:
	

	1.4.3	trade name(s):
	

	1.4.4	CAS N°:
	

	1.4.5	starting substances:
	

	1.4.6	manufacturing details:
	

	1.4.7	additive(s):
	

	1.4.8	structure of polymer:
	

	1.4.9	weight averaged molecular mass:
	

	1.4.10	number averaged molecular mass:
	

	1.4.11	molecular mass range:
	

	1.4.12	constituents with molecular mass <1000 (%):
	

	1.4.13	viscosity, if available:
	

	1.4.14	melt flow index, if available:
	

	1.4.15	density (g/cm3):
	

	1.4.16	spectroscopic data:
	

	1.4.17	residual monomers (mg/kg):
	

	1.4.18	purity (%):
	

	1.4.19	impurities (%):
	

	1.4.20	specifications
	

	1.4.21	other information:
	

	
	

	
	




	2.	PHYSICAL AND CHEMICAL PROPERTIES OF SUBSTANCE

	
	

	2.1	physical properties
	

	
	

	2.1.1	melting point (°C):
	

	2.1.2	boiling point (°C): 
	

	2.1.3	decomposition temperature (°C):
	

	2.1.4	solubility (g/l):
	solubility in water is necessary

	2.1.5	octanol/water partition (log Po/w):
	

	2.1.6	other information related to lipophilicity: 
	

	
	

	2.2	chemical properties
	

	
	

	2.2.1	nature:
	

	2.2.2	reactivity:
	

	2.2.3	stability:
	

	2.2.4	hydrolysis:
	information about the hydrolysis are important

	2.2.5	intentional decomposition/ transformation:
	

	2.2.6	unintentional decomposition/ transformation product(s):
	

	2.2.7	interaction with food substances:
	

	2.2.8	other information:
	

	

	3.	INTENDED APPLICATION OF SUBSTANCE

	
	

	3.1	drinking water contact material:
	

	3.2	technological function:
	

	3.3	maximum process temperature (°C):
	Description of the producing process

	3.4	maximum percentage in formulation:
	

	3.5	conditions of contact in practice:
	application in the water distribution, 

	3.5.1	contact with drinking water:
	

	3.5.2	time and temperature:
	

	3.5.3	surface to volume ratio:
	

	3.5.4	other information:
	

	3.6	treatment of drinking water contact material prior to use:
	

	3.7	other uses:
	

	3.8	other information:
	

	

	4.	AUTHORISATION OF SUBSTANCE

	
	

	4.1	EU countries 
	

	4.1.1	in Member States:
	

	4.1.2	notified as “new substance” in the context of 6th Amendment of Directive 67/548/EEC
	

	4.1.3	other information:
	

	4.2	non-EU countries
	

	4.2.1	in USA:
	

	4.2.2	in Japan:
	

	4.2.3	in other countries:
	

	4.2.4	other information:
	

	4.3	other information:
	

	

	5.	DATA ON MIGRATION OF SUBSTANCE

	
	migrationtest according to DIN EN 12873

	5.1	specific migration (SM)
	Substances itself and their reaction products and impurities

	5.1.1	substance:
	

	5.1.2	test sample:
	

	5.1.2.1	chemical composition:
	

	5.1.2.2	physical composition:
	

	5.1.2.3	density, melt flow index of polymer:
	

	5.1.2.4	dimensions of test sample:
	

	5.1.2.5	dimensions of test specimen:
	

	5.1.3	treatment of test sample prior to testing:
	

	5.1.4	test water:
	

	5.1.5	contact mode:
	

	5.1.6	contact time and temperature:
	

	5.1.7	surface to volume ratio:
	

	5.1.8	analytical method:
	

	5.1.9	detection/ determination limit:
	

	5.1.10	precision of test method:
	

	5.1.11	recovery:
	

	5.1.12	other information:
	

	5.1.13	results:
	Give the results in a table appropriate to the specific case. An example of table recommended is indicated below.

	
	

		Specific migration
	Sequential number of the migration period n

	
	1
	3[footnoteRef:1] [1: . The cold water test ends with the third test period. In the hot water test the migration water from this migration period is not tested.
] 

	6
	7

	

	
	
	
	

	
	
	
	
	

	

	
	
	
	

	
	
	
	
	

	

	
	
	
	

	

	
	
	
	


where

 is the concentration of a substance measured in the migration water of the mixed samples in mg/l,

 is the concentration of a substance measured in the mixed sample of the control water in mg/l,

 is the concentration of the substance,

 is the maximum expected tap concentration of a migrating substance,
n is the sequential number of the migration period,
T is the test temperature
For the modelled concentrations, a record should be produced of all the data entered (printout of the relevant software report), which shall constitute part of the test report. The recorded values shall include the characteristic values used and the details of the test run (temperature, surface of the sample, volume of the migration water, contact time).


	5.2	the results of the requirements of the specific guideline 
	TOC and additional requirements if their relevant

	
	

	5.2.1	test sample:
	

	5.2.2	treatment of sample prior to testing:
	

	5.2.3	test water:
	

	5.2.4	contact mode:
	

	5.2.5	contact time and temperature:
	

	5.2.6	surface to volume ratio:
	

	5.2.7	test method:
	

	5.2.8	other information:
	

	5.2.9	results:
	Give the results in a table appropriate to the specific case. An example of table recommended is indicated below.



		TOC-migration:
	Sequential number of the migration period n

	
	1
	2
	3[footnoteRef:2] [2:  The cold-water test ends with the third test period. In the hot water test the migration water from this ] 

	6
	7
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where

 _ is the concentration of a substance measured in the migration water in mg/l l, 

 _ is the concentration of a substance measured in the control water in mg/l,

 is the concentration of the substance,

 is the maximum expected tap concentration of a migrating substance,
n is the sequential number of the migration period,
T is the test temperature 

	Specific migration
	Sequential number of the migration period n

	
	1
	3[footnoteRef:3] [3:  The cold-water test ends with the third test period. In the hot water test the migration water from this migration period is not tested..
] 

	6
	7

	

	
	
	
	

	
	
	
	
	

	

	
	
	
	

	
	
	
	
	

	

	
	
	
	

	

	
	
	
	


where

 is the concentration of a substance measured in the migration water of the mixed samples in mg/l,

 is the concentration of a substance measured in the mixed sample of the control water in mg/l,

 is the concentration of the substance,

 is the maximum expected tap concentration of a migrating substance,
n is the sequential number of the migration period,
T is the test temperature
For the modelled concentrations, a record should be produced of all the data entered (printout of the relevant software report), which shall constitute part of the test report. The recorded values shall include the characteristic values used and the details of the test run (temperature, surface of the sample, volume of the migration water, contact time).




	5.3	Quantification and identification of migrating oligomers and reaction products derived from monomers, starting substances and additives:
	 

	5.3.1	test sample:
	

	5.3.1.1	chemical composition:
	

	5.3.1.2	physical composition:
	

	5.3.1.3	density, melt flow index of polymer:
	

	5.3.1.4	dimensions of test sample:
	

	5.3.1.5	dimensions of test specimen:
	

	5.3.2	treatment of test sample prior to testing:
	

	5.3.3	test water/extraction solvent(s):
	

	5.3.4	contact mode:
	

	5.3.5	contact time and temperature:
	

	5.3.6	surface to volume ratio in migration tests:
	

	5.3.7	analytical method:
	

	5.3.8	detection/ determination limit:
	

	5.3.9	recovery:
	

	5.3.10	other information:
	

	5.3.11	results:
	

	

	

	6.	DATA ON RESIDUAL CONTENT OF SUBSTANCE IN THE FOOD CONTACT MATERIAL

	
	

	6.1	actual content:
	

	6.2	substance
	

	6.3	test sample
	

	6.3.1	chemical composition:
	

	6.3.2	physical composition:
	

	6.3.3	density, melt flow index of polymer:
	

	6.3.4	dimensions of test sample:
	

	6.3.5	dimensions of test specimen:
	

	6.4	treatment of sample:
	

	6.5	test method:
	

	6.5.1	detection/ determination limit:
	

	6.5.2	precision of test method:
	

	6.5.3	recovery
	

	6.5.4	other information:
	

	6.6	results:
	

	6.7	calculated migration (worst case):
	

	6.8	residual content versus specific migration:
	

	

	7	MICROBIOLOGICAL PROPERTIES OF SUBSTANCE


	7.1	Is the substance used as an antimicrobial agent?
	

	7.2	What is the intended microbiological function?
	

	7.2.1	Protection agent during production process or storage of products
	

	7.2.2	Means of reducing microbial contamination on the surface of a FCM
	

	7.2.2.1	Intended applications of use 
	

	7.2.2.2 	Other information
	

	7.3	Spectrum of microbiological activity:
	

	7.4	Level of activity:
	

	7.5	Possible consequences of the use of the antimicrobial substance:
	

	7.6	Efficacy:
	

	7.7	Efficacy upon repeated use
	

	7.8	Demonstration of the lack of antimicrobial activity against microbes in/on the food:
	

	7.9	Other information:
	

	7.10 	Information on claim or disclaimer in accordance with the requirement of the relevant Directives.
	

	7.11	Information on authorization as biocidal product in the frame of Directive 98/8/EC
	

	

	
8.	TOXICOLOGICAL DATA

A summary should be completed for each study reported in this section. The main findings should be summarised and a statement made on whether significant deviations from control and normal values occurred. 


	8.1	Genotoxicity
	original study or sources of literatures with the tables of the test results

	8.1.1	Gene mutation in bacteria:
	

	8.1.2	In vitro mammalian cell gene mutation test:
	

	8.1.3	In vitro mammalian chromosome aberration test:
	

	8.1.4	Other information:
	

	
	

	8.2	General toxicity
	

	8.2.1	Subchronic (90d) oral toxicity:
	

	8.2.2	Chronic toxicity/carcinogenicity:
	

	8.2.3	Reproduction/ Developmental toxicity:
	

	8.2.4	Other information: 
	

	
	

	8.3	Metabolism
	

	8.3.1	Absorption, distribution, biotransformation and excretion:
	

	8.3.2	Accumulation in man:
	

	8.3.3	Other information:
	

	
	

	8.4	Miscellaneous
	

	8.4.1	Effects on immune system:
	

	8.4.2	Neurotoxicity:
	

	8.4.3	Induction on peroxisome proliferation:
	

	8.4.4	Other information:
	

	
	

	9.	REFERENCES
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