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	INSPECTION OF THE IMPORT OF FOOD CONTACT MATERIALS
	1 (8)

	
	(EC regulations 2023/2006, 1935/2004, 625/2017,
Food Act 297/2021)
	APPENDIX 2

	
	
	

	
	



	Date of inspection:
	[bookmark: Teksti1]     

	Present:
	[bookmark: Teksti2]     

	Supervisory authority:
	[bookmark: Teksti3]     



	A. COMPANY INFORMATION

	Name of company
	Business ID

	[bookmark: Teksti4]     
	[bookmark: Teksti5]     

	Street address / postal address
	Postal code and city

	[bookmark: Teksti6]     
	     

	Name and email address of contact person
	Phone number

	[bookmark: Teksti10]     
	     

	B. OPERATIONS

	Type of operation: Import
	|_|  Import from a third country  |_| Import from the internal (EU) market
Please list the countries of origin for imports.      

	In addition
|_| Wholesale operations
|_| Outsourced manufacture
|_| Exports, to which countries?      

	Distribution/marketing channels
	[bookmark: Valinta8]|_| Distribution/marketing from the company
[bookmark: Valinta10]|_| Company webstore, www address      
[bookmark: Valinta11]|_| Marketing on an external online platform, www.address?      
|_| Marketing via a social media platform, which one?      
|_| Contract customers
|_| Distribution/marketing via the wholesalers of central trade organisations
|_| Distance selling only
[bookmark: Valinta12]|_| Other distribution/marketing channel, please specify      

	Target groups of food contact materials
	[bookmark: Valinta16]|_| The products are intended to be sold to consumers
[bookmark: Valinta18]|_| The products are intended to be sold to food industry operators
[bookmark: Valinta17]|_| The products are sold both directly to consumers and to operators in the food industry and contact material sector
|_| The products are intended to be sold to operators in the food contact material sector for further processing

	Details of operations

	|_|  1. Active and intelligent materials and supplies
|_|  2. Adhesives
|_|  3. Ceramics
|_|  4. Cork
|_|  5. Rubber
|_|  6. Glass
|_|  7. Ion exchange resin
|_|  8. Metals and alloys
|_|  9. Paper and cardboard
	|_|  10. Plastics 
|_|  11. Printing inks
|_|  12. Regenerated cellulose (= cellophane)
|_|  13. Silicones
|_|  14. Textiles
|_|  15. Varnishes and coatings
|_|  16. Waxes
|_|  17. Wood
|_|  18. Other, please specify      

	Purpose of food contact materials
|_| Food packaging materials
|_| Production equipment and tools for the food processing industry
|_| Food storage solutions
|_| Kitchen equipment, tableware, utensils, etc.
|_| Intermediate materials and supplies for the further processing of food contact materials
[bookmark: Valinta51]|_|Other, please specify      


	Further specifications
|_| Food contact materials intended for the use of small children (0–3 years old), please specify      
|_| Exports, to which countries? * including exports to the internal market      
|_| Recycled materials, please specify      
|_| Foos contact materials contain surface biocides, please specify      

	Scope of operations
	Production volume / volume of imported food contact materials
[bookmark: Valinta48]|_| < 100 pcs/year or < 10,000 kg/year
[bookmark: Valinta49]|_| 100–1,000 pcs/year or 10,000-1 million kg/year
[bookmark: Valinta50]|_| > 1,000 pcs/year or > 1 million kg/year

Turnover
|_| < 2 MEUR /year
|_| 2–10 MEUR /year
|_| > 10 MEUR/year
	Floor area of the production and storage facilities
|_| < 100 m2
|_| 100–500 m2
|_| > 500 m2
|_| No storage facilities

Number of employees 
|_| < 15
|_| 15–100
|_| > 100

	More information on the imports of food contact materials

	[bookmark: Teksti22]     



	C. ASSESSMENT OF THE QUALITY MANAGEMENT SYSTEM AND ITS IMPLEMENTATION



	Assessment framework: A = compliant, B = good, minor deficiencies might exist, C = deficiencies that jeopardise food safety, corrective actions must be taken, D = deficiencies that jeopardise food safety, immediate corrective actions required



	1. Information on quality management system
	Assessment     |_| A         |_| B       |_| C        |_| D

	|_| Own-checks
	[bookmark: Valinta2]               |_| GMP quality system

	Compliant with which standard?
[bookmark: Teksti23]     
	|_| Regularly certified and audited

	Last checked (year)?
[bookmark: Teksti48]     

	Is the responsibility for the compliance of the food contact materials determined?
	[bookmark: Teksti55]|_| Yes, person(s) responsible?      
|_| No

	The employees have sufficient competence to ensure compliance with the requirements (keeping up-to-date with amendments to legislation, the staff has sufficient training and possibility for follow-up training, ensuring compliance has been taken into account in training?)
	|_| Yes
|_| No


	The quality management system is updated regularly
	|_| Yes                          |_| No


	The system takes into account the management of exceptions and disruptions (product withdrawal plan)
	|_| Yes                          |_| No
	

	More details on the quality management system

	[bookmark: Teksti24]     

























	2. Product composition management
	Assessment     |_| A         |_| B       |_| C        |_| D

	
	

	[bookmark: _Hlk202256201]Suppliers of food contact materials have been selected on the basis of whether they can supply food contact materials that are compliant with EU legislation (incl. compliance documents)
	

	The operator determines the composition and suitability of the materials and supplies selected for import for the use to which the products will be marketed?
	|_| Yes                               |_| No

	The operator requires declarations of compliance for the materials and supplies selected for import
	|_| Yes                               |_| No


	The operator has defined in advance or has knowledge of what information is required in the declaration of compliance for each material/type of supplies (definition of minimum information)?
	|_| Yes                               |_| No


	The operator requires that the supplier provide research results concerning the food contact materials and other supporting documentation in order to verify the information in the declaration of compliance and in the packaging labels and to possibly forward the information to the customer.

	|_| Yes                               |_| No

	[bookmark: _Hlk202256373]Details on food contact materials that contain recycled materials

	Does the operator import food contact materials that contain recycled materials?
	|_| Yes                               |_| No

	The operator ensures the origin of raw materials and their suitability for use in food contact materials
	|_| Yes                               |_| No


	The operator knows the approved recycling method in manufacturing recycled plastic raw material
	|_| Yes                               |_| No


	The operator has the registration data regarding the recycler, recycling facility, or recycling machinery from the Commission’s registry https://ec.europa.eu/food/food-feed-portal/screen/home.
	|_| Yes                               |_| No


	If the operator uses rPET plastic, it has knowledge about the approval of the recycling process, the Commission’s approval register for the recycling process, or a positive statement by EFSA: https://www.efsa.europa.eu/en/search?s=&f%5B0%5D=topic%3A384&page=0?
	|_| Yes                               |_| No


	If the operator uses other recycled plastics, it knows about the development of new technologies through the Commission’s register of developers of new technologies (or it knows that a registration notification has been submitted if the register has not yet been published) and is aware of the website where the results of the studies on contaminants have been published
	|_| Yes                               |_| No


	The operator regularly stays up-to-date on contaminant studies through the websites of developers of new technologies (or obtains this data from the developer of the new technology) to ensure that recycled plastic is compliant with the Regulation on plastic (EU) 10/2011.
	|_| Yes                               |_| No


	The operator has batch-specific declarations of compliance availability for recycled plastic or recycled plastic contained in food contact material
	|_| Yes                               |_| No


	Further details on managing the composition of imported food contact materials 

	[bookmark: Teksti27]     









	3. Examinations
	Assessment     |_| A         |_| B       |_| C        |_| D

	
	

	The importer carries out tests on imported food contact materials on a sample basis and/or when there are doubts about the compliance of the products?
	|_| Yes                         |_| No

	

	What tests have been commissioned?

	|_| Organoleptic examinations (odour, taste, colour stability)
	|_| Total migration (transfer from material to food)

	|_| Specific migration (transfer from material to food)
	|_| Total concentration of substances in contact material

	|_| Identification and risk assessment of NIAS
	|_| Determination of the concentration of identified NIAS

	|_| Migration of NIAS (transfer from material to food)
	|_| Other tests, please specify      

	Retention of test results

	[bookmark: Teksti30]     

	Further details on tests

	[bookmark: Teksti31]     












	4. Compliance documents
	Assessment      |_| A    |_| B    |_| C    |_| D

	
	

	[bookmark: _Hlk202256980]The operator delivers declarations of compliance to its customers
	|_| Yes                               
	          |_|  No 
	

	Automatically to all customers with the order
	|_| Yes
	
	

	New declarations regularly given to regular customers, at what frequency?     
	|_| Yes
	
	

	Delivered upon request
	|_| Yes
	
	

	Delivered only occasionally
	|_| Yes
	
	

	The operator prepares their own declaration of compliance or adds its contact details to the manufacturer’s declaration of compliance
	|_| Yes
	
	

	More details on the delivery of declarations of compliance
     

















	Control of the content of the declaration of compliance

	Based on risk, select at minimum three declarations of compliance to examine them in more detail. Note that the content requirements of the declaration of compliance for non-harmonised materials are recommendations and not laid down in legislation. However, operators are recommended to request their suppliers for a declaration of compliance in accordance with EDQM’s FCM resolution or general instructions from the Finnish Food Authority.


	[bookmark: _Hlk202173462]Contents of the declaration of compliance

	Product 1, please specify
     
	Product 2, please specify
     
	Product 3, please specify
     

	Date of issue of the declaration.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	The trade name, name, or identification of the contact material.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details of the composition and/or structure of the contact material (e.g. PP, virgin cardboard, printing ink).
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details of the raw materials that are permitted under restrictions (on the basis of safety recommendations).
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details on the use of any multi-purpose additives, their names and E-codes.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details of the identified NIAS and the results of their risk assessment.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes             |_| No 

	The legislation on which the compliance of the material or item is based. At minimum, the requirements of Regulation 1935/2004 must always be met; in addition, material-specific legislation or other safety recommendations, e.g. 
· Paper and cardboard - BfR recommendations, EDQM technical guidance of paper and board
· Metals - Nordic guideline on metals Tema Nord 2015:522, stainless steel or aluminium standards, EDQM technical guidance of metals and alloys
· Printing inks - EuPiA guideline on printing ink, Swiss Ink Ordinance 817.023.21 or Nordic guideline on ink Thema Nord 2012:521.
· Adhesives - FDA regulations
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Knowledge that the contact material has been manufactured in accordance with the quality control system provided for in Regulation 2023/2006 (EU).
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Results of studies or modelled calculations (e.g. total migration in plastic + specific migrations of substances within restrictions)
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No

	Food product types for which the material is suitable.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Limits of operating temperature.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Limits of operating time.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details of the potential activity or intelligence of the material or supply.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details of potential use of recycled materials in the contact material.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	Details of the use of surface biocides in the manufacture
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes            |_| No 

	If a functional barrier has been used, knowledge that its functionality has been ensured.
	|_| Yes             |_| No 
	|_| Yes             |_| No 
	|_| Yes             |_| No 

	The declaration of compliance is clear and not misleading and does not contain ambiguous information.
	|_| Yes             |_| No
	|_| Yes             |_| No
	|_| Yes            |_| No

	In the case of plastic intermediate material that is supplied for further processing into the final contact material product, the following factors must be considered:

	If the product was manufactured in compliance with the requirements of the Regulation on plastic before its amendment 351/2025 entered into force (21 January 2025) and placed on the market after 16 December 2025, the declaration of compliance should indicate that the product is not compliant with this Regulation and can only be used to manufacture plastic materials and items that are intended to be placed on the market before 16 September 2026.
	|_| Yes             |_| No
	|_| Yes             |_| No
	|_| Yes            |_| No

	[bookmark: _Hlk202173515]


Further details on the declaration of compliance for the inspected contact material

	     
	     
	     


















	General information on declarations of compliance for food contact materials
     















	[bookmark: _Hlk194583654]Additional requirements for the declaration of compliance introduced in Regulation on recycled plastic (EU) 1616/2022 (see the list of applicable legislation at the end of the form)

	|_|
	A declaration of compliance on contact material is prepared/available in accordance with the Annex IIIa or IIIb of the Regulation on recycled plastic (EU) 1616/2022.

	|_|
	The declaration of compliance is prepared separately for each batch.

	|_|
	In the case of intermediate material made from recycled plastic which is supplied for further processing into a finished contact material product, guidelines for further processing are given in the declaration of compliance.

	More information on declarations of compliance for contact material containing recycled plastic material
     








	5. Product labelling 
	Assessment     |_| A         |_| B       |_| C        |_| D

	
	

	[bookmark: _Hlk202258501]The information provided in the webstore / in other distance selling (if any) is checked similarly to other labelling
	|_|  Yes                     |_|  No

	Before marketing/distributing the products, the operator ensures that labelling is in order as required by EU Regulation 1935/2004 (on the product itself, on the packaging, or on the label) or in the case of sales to companies, that it is included in the documents accompanying the delivery
	[bookmark: Valinta83][bookmark: Valinta84]|_|  Yes                     |_|  No

	Do the labels include the following:

	Manufacturer’s name and contact details
	|_|  Yes                     |_|  No

	- the text ‘for food use’ or similar or a symbol indicating suitability for food use
	|_|  Yes                     |_|  No

	Instructions for use / limitations of use if needed (checked from the declaration of compliance and its supporting documentation)
	|_|  Yes                     |_|  No

	Labels are in Finnish and Swedish
	|_|  Yes                     |_|  No

	If the contact material contains less than 100% of recycled plastic, the proportion of recycled plastic must be marked on the product
	|_|  Yes                     |_|  No

	In the case of a finished plastic contact material product that is intended for repeated use, the following labelling requirements of the Regulation on plastic (EU) 10/2011 (Article 14a, paragraphs 1 (a-c) and 2) must be taken into account (transition period 16 September 2026, after which products compliant with the previous Regulation on plastic may be sold until finished):

	The labels include instructions that help the consumer delay the degradation of the item.
	|_|  Yes                     |_|  No

	The labels include a description of changes which indicate that the item or material has been damaged.
	|_|  Yes                     |_|  No

	The labels include a warning if damage or preventable misuse of the material can cause a risk of transfer of chemical substances or it would make the material no longer suitable for food use.
	|_|  Yes                     |_|  No

	If a plastic material or item has been manufactured using ingredients listed in Annex I of the Regulation on plastic (EU) No 10/2011 which are subject to restrictions when in use for specific food products or categories of foods, the labelling should include:
· specific foods or groups of foods,
· contact time and/or temperature, and/or
· heating conditions such as oven and microwave use.
In addition, the user manual should list any restrictions and consumers are given instructions to help them use the product within the given restrictions.
	|_|  Yes                     |_|  No

	In the case of intermediate material that contains recycled plastic which is delivered for further processing, the recycled plastic containers should have the following information:

	The glass and fork symbol as defined in Annex II of the Framework Regulation (EC) 1935/2004
	|_|  Yes                     |_|  No

	The marking RIN and registration number of the decontamination installation in which the recycled plastic was produced
	|_|  Yes                     |_|  No

	Label "Batch No" etc. and the batch number
	|_|  Yes                     |_|  No

	Percentage by weight of recycled material
	|_|  Yes                     |_|  No

	If 100% of the intermediate material made of recycled plastic cannot be used in the final contact material product, the percentage by weight that can be added to the final contact material containing the recycled plastic must be indicated.
	|_|  Yes                     |_|  No

	The symbol defined in ISO 7000 with reference number 1641 if the declaration of compliance provides further instructions.
	|_|  Yes                     |_|  No

	The minimum font size of labels must be at least 17 points (6 mm) on containers of which the largest dimension is smaller than 75 centimetres, 23 points on containers of which the largest dimension is in between 75 centimetres and 125 centimetres, and 30 points on containers where the largest dimension exceeds 125 centimetres.
	|_|  Yes                     |_|  No

	The container is connected to a vehicle or equipment, in which case the above-mentioned markings can be omitted.
	|_|  Yes                     |_|  No

	The restrictions and specifications for the use of contact material that contains recycled plastic as referred to in Annex I of Regulation on recycled plastic (EU) 1616/2022 are attached to the labels.
	|_|  Yes                     |_|  No




	[bookmark: _Hlk202258518]Further details on labels of food contact materials

	     









	6. Traceability
	Assessment     |_| A         |_| B       |_| C        |_| D

	
	

	[bookmark: _Hlk202258850]Traceability one step back is realised
	|_| Yes                          |_| No

	Traceability one step forward is realised
	|_| Yes                          |_| No

	There is a connection between all compliance documents and the contact material itself
	|_| Yes                          |_| No

	Ensuring traceability

	The company makes its own entries to ensure traceability
	|_| Yes                          |_| No

	Traceability is verified with documentation
	|_| Yes                          |_| No

	Based on which more detailed information?

	     

	More information on traceability

	[bookmark: Teksti40]     









	7. Processing methods/processes
	Assessment     |_| A         |_| B       |_| C        |_| D

	
	

	[bookmark: _Hlk202259088]Hazard analysis and risk assessment (Please specify in the further details section)

	Operator’s own checks include a description of the import process (import, storage, and handling, delivery to customers, document management, labelling, and traceability).
	|_| Yes                       |_| No

	The operator has identified risks in import activities, such as material-, country- or activity-specific risks, or risks related to documents, labelling or traceability of food contact materials
	|_| Yes                       |_| No

	Critical control points and their oversight have been defined for the operations
	|_| Yes                       |_| No 

	The operator has kept entries on critical control points and their oversight
	|_| Yes                       |_| No

	The operator has laid down corrective measures in case of shortcomings in the operations
	|_| Yes                       |_| No

	The operator regularly verifies compliance with own-check procedures and the reliability of documentation related to the process
	|_| Yes                       |_| No

	The importer has ensured that the products are adequately protected against contamination
· when a delivery is received, the goods are checked to verify that no contamination has occurred during transport
· the goods are stored separate from sources of contamination, such as chemicals or waste, sufficiently protected, not in contact with the floor
· contamination during transport is prevented during transport to the customer

	|_| Yes                       |_| No

	Outsider access to the storage areas has been restricted and instructed
	|_| Yes                       |_| No



	Further details on the processing methods/processes of food contact materials

	[bookmark: Teksti41]     







	
Assessment framework: A = compliant, B = good, minor deficiencies might exist, C = deficiencies that jeopardise food safety, corrective actions must be taken, D = deficiencies that jeopardise food safety, immediate corrective actions required




	D. MEASURES TO BE TAKEN AS A RESULT OF THE INSPECTION 

	
|_| Guidance and instruction         |_| Request              |_| Preparation of coercive measures is started (Chapter 9 of the Food Act 297/2021)


	Inspector’s statement

	     







	Deadline:

	     

	Hearing of the operator

	     





[bookmark: _Hlk194585188]

[bookmark: _Hlk202254960]Applicable legislation
· Framework regulation (EC) 1935/2004
· GMP regulation (EC) 2023/2006
· National degree on migration of heavy metals 268/1992
· Regulation on plastic (EU) 10/2011
· Regulation on recycled plastic (EU) 2022/1616
· Regulation (EC) 450/2009 on active and intelligent materials
· Decree 697/2005 on regenerated cellulose
· Ceramics decree 165/2006
· Commission regulation (EU) on bisphenols 3190/2024
· Regulation (EC) 1895/2005 on epoxy derivatives
· Decree 903/2004 on N-nitrosamines
· Regulation (EU) 284/2011 on the import of plastic kitchenware
· Food Act 297/2021


	Additional requirements for declaration of compliance and labelling of contact material due to the presence of recycled plastic

	
Regulation (EU) 1616/2022 
Article 2, paragraph 20  ‘batch’ means a quantity of material of the same quality, and produced using uniform production parameters at a certain manufacturing stage, stored and contained to exclude mixing with other materials, or contamination, and designated as such by a single production number.
Article 5, paragraphs 1 and 2
1. Individual batches of recycled plastic and of recycled plastic materials and articles shall be subject to a single document or record regarding their quality, and shall be identified by a unique number and the name of the manufacturing stage from which they originate.
2. Recycled plastic placed on the market shall be accompanied by a declaration of compliance in accordance with Article 29.

Article 29
1. Recyclers shall provide a declaration of compliance in accordance with the description and template set out in Part A of Annex III.
2. The declaration of compliance shall include instructions to converters that are sufficient for ensuring that converters can further process the recycled plastic into recycled plastic materials and articles that are in compliance with Article 3 of Regulation (EC) 1935/2004. These instructions shall be based on the specifications, requirements or restrictions set out for the recycling technology applied and, where applicable, the recycling process used.
3. Converters shall provide a declaration of compliance in accordance with the description and the template set out in Part B of Annex III.

Labels
Article 5, paragraph 3.
3. Containers of recycled plastic delivered to converters shall be labelled.
The label shall show the symbol defined in Annex II to Regulation (EC) No 1935/2004, followed by
a) the symbol and the registry number of the decontamination installation where the recycled plastic was manufactured in accordance with Article 24,
b) the symbol followed by the batch number, 
c) the percentage by weight of the recycled content,
d) the maximum percentage by weight of the recycled content that final recycled plastic materials and articles containing the recycled plastic may contain, if this is less than 100 %, and,
e) when the declaration referred to in paragraph 2 provides additional instructions, the symbol defined in ISO 7000 with reference number 1641. 4. The labels referred to in paragraph 3 shall be at all times clearly legible, be located at a visible place, and be firmly attached. The minimum font size on the labels shall be at least 17 points (6 mm) on containers of which the largest dimension is smaller than 75 centimetres, 23 points on containers of which the largest dimension is in between 75 centimetres and 125 centimetres, and 30 points on containers where the largest dimension exceeds 125 centimetres.
5. By derogation to paragraph 4, labelling may be omitted from fixed containers mounted in installations or on vehicles.
6. Restrictions and specifications laid down in Annex I concerning the use of recycled plastic materials or articles manufactured with a suitable recycling technology, and, where relevant, restrictions and specifications laid down in the authorisation concerning the use of recycled materials or articles manufactured with a recycling process shall be included in the labelling required by Article 15 of Regulation (EC) No 1935/2004 of recycled materials or articles provided to food business operators or to final consumers.
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