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<Instruction for compiling a FILE>

Technical 

File
for

<Insert equipment data below>

<type of equipment>

<function>

<type identification>

<insert address of company who is responsible for the file here>

Contents

1.  
Technical file

(A)
Technical file sheet 



1 page(s)
2.  
Technical documentation description 


<to be filled in>. page(s)
(01)
Block diagram


(02a)
Circuit diagram









(02b)
PCB layout
(02c)
Part list 

(02d)
Exterior photographs
(02e)
Interior photographs
(02f)
Label information
(03a)
Technical description
(03b)
User manual 

(04)
Standard list


(05)
Design calculations (if any, not using harmonized standards) 
(06)
EMC test reports 

(07)
Copy of the DoC
(08) 
Product quality assurance documents
<This page is more or less an index of attached documents. This page to be changed as desired, but realize that the mentioned information is the minimum information to be provided!!!>

Technical File 
We, the undersigned,

	Company
	<Add information here>

	Address, City
	<Add information here>

	Country
	<Add information here>

	Phone number
	<Add information here>

	Fax number
	<Add information here>


have established a Technical File as specified below to enable assessment of the product conformity with the essential requirements of the EMC directive:

	Item nr.
	Technical document description

	01
	Block diagram

	02a
	Circuit diagram

	02b
	PCB layout

	02c
	Parts list

	02d
	Exterior photographs

	02e
	Interior photographs

	02f
	Label information

	03a
	Technical description

	03b
	User manual

	04
	Standards list

	05
	Design calculations with respect to EMC (if applicable)

	06
	EMC test reports and corresponding annexes

	07
	Copy of the Declaration of Conformity (DoC)

	08
	Product Quality Assurance documents


for the following product:

	Product description/Supplementary info
	<Add information here>

	Manufacturer
	<Add information here>

	Brand
	<Add information here>

	Type
	<Add information here>


The Technical File as specified above will be kept for a period ending at least 10 years after the last product has been manufactured at the disposal of the relevant national authorities of any Member State for inspection purposes.


	FILE/TF reference nr.
	<insert FILE  reference number issued by manufacturer>

	Drawn up in
	<insert place>

	Date
	<insert mmmm dd, yyyy>

	<insert signature>

	Name and position
	<insert name and position>


(01)
Block diagram

<Small document related to parts and circuits related to the essential requirements. In many cases most of the information is incorporated in the test report. If so, reference to pages of test report may be added behind this sheet. Summarizing: add block diagram >

(02a)
Circuit diagram

<Small document related to parts and circuits related to the essential requirements. In many cases most of the information is incorporated in the test report. If so, reference to pages of test report may be added behind this sheet.  Summarizing: add circuit diagram>

(02b)
PCB layout

<Small document related to parts and circuits related to the essential requirements. In many cases most of the information is incorporated in the test report. If so, reference to pages of test report may be added behind this sheet.  Summarizing: add PCB Lay-out >
(02c)
Part list

<Small document related to parts and circuits related to the essential EMC requirements. In many cases most of the information is incorporated in the test report. If so, reference to pages of test report may be added behind this sheet.  Summarizing: add BOM >
(02d)

Exterior photographs

<All information and photo’s to identify the equipment should go here. In many cases most of the information is incorporated in the test report. If so, reference to pages of test report may be added behind this sheet. Summarizing: add photo's of the sample >
(02e)

Interior photographs

<All information and photo’s to identify the equipment should go here. In many cases most of the information is incorporated in the test report. If so, reference to pages of test report may be added behind this sheet. Summarizing: add photo's of the sample >
(02f)

Label information

<An example of the label must be included. The label should comply with the requirements of the Directive.

Apparatus shall be identified by the manufacturer by means of type, batch and/or serial numbers and by the name of the manufacturer or the person responsible for placing the apparatus on the market
 Summarizing: add example of label or photo of label >
(03a)

Technical description

<For complex equipment a technical description to understand the function of the equipment should go here. If the function is clear and can be derived from the user manual, reference to the user manual should go here.

Describing the way the equipment should be installed and the precautions to be taken to incorporate the equipment in the fixed installation in order not to compromise the compliance with EMC needs to go here!!!

Summarizing: add functional description>
(03b)

User manual

<In many cases the user manual describes the function of the equipment. Therefore it is very appropriate to add the user manual. Also important is the information to the user.. Describing the way the equipment should be installed and the precautions to be taken to incorporate the equipment in the fixed installation in order not to compromise the compliance with EMC should be part of the user manual.

By adding the user manual, a lot of needed information for a FILE will become available. 
Summarizing: add manual >
(04)

Standards list

<Complete the list on next page>>
List of Standards
The following equipment:

	Description
	<Add information here>

	Manufacturer
	<Add information here>

	Brand
	<Add information here>

	Type
	<Add information here>


has been tested to and conforms with the following List of Harmonised Standards:
	Harmonised Standard
	Issue date

	<Add information here>
	<Add version date here>


As such standards have not been applied or do not exist, the 

following adopted solutions with descriptions and explanations  as listed below, have been applied in full or in part, to meet the essential requirements of the directive:

	Adopted solution
	Description and explanation

	<insert used reference, standard etc here>
	<insert comment here>





	FILE/TF reference nr.
	<insert FILE or TF (internal) reference number>

	Drawn up in
	<insert place>

	Date
	<insert mmmm dd, yyyy>

	<insert signature>

	Name and position
	<insert name and position>


(05)

Design calculations

< Since the use of standards is not mandatory any justification should be acceptable. If design calculations should prove compliance with the essential requirements, that information should go here. In most situations standards are used. Therefore this tab-sheet is often empty.. 

Summarizing: add any technical information proving compliance with all essential requirements of the EMCD if NO harmonized standards are used >
(06a)

EMC test reports

<Information of EMC compliance for particular parts (phenomena like only radiated or conducted Emission, or only immunity, like ESD only or Surges only) should go here. If EMC compliance is required for all phenomena (full EMC) then it should be indicated here too.

For all situations where the assessment should focus on, appropriate test reports or test data should be added. The test data should show and create appropriate confidence that measurements have been performed correct and with a confidence for quality

Beware that test reports need to assure that test data is valid. The best way is to have test data coming from accredited test laboratories. To avoid discussions, add accreditation data of laboratory here too >
(07)
Copy of Declaration of Conformity

<This is to complete the Technical File. It is also used to correct the customer, because many mistakes are made in DoC’s
Summarizing: add example of DoC >

Declaration of Conformity

We, the undersigned,

	Company
	<insert correct data in these fields >

	Address, City
	

	Country
	

	Phone number
	

	Fax number
	


certify and declare under our sole responsibility that the following equipment:

	Product description / Intended use
	

	Manufacturer
	<insert correct data in these fields >

	Brand
	

	Type
	


is tested to and conforms with the essential requirements for  Electromagnetic Compatibility (89/336/EC/2004/108/EC indicate which directive!), as included in following standards:

	Standard
	Issue date

	<insert EMC standard(s)>
	<insert edition and issue date>


The following Notified Body has been consulted in the Conformity Assessment procedure: (Only if a notified body has been consulted under the new Directive 2004/108/EC!!)
	Notified Body number
	Name and address

	1856
	TNO Electronic Products & Services (EPS) B.V., PO Box 15, 9822 ZG Niekerk, The Netherlands

	
	


The technical documentation as required by the Conformity Assessment procedure is kept at the following address:

	Company
	<insert correct data in these fields >

	Address, City
	

	Country
	

	Phone number
	

	Fax number
	



	FILE/TF reference nr.
	<insert FILE  (internal) reference number>

	Drawn up in
	<insert place>

	Date
	<insert mmmm dd, yyyy>

	<insert signature>

	Name and position
	<insert name and position>


(08)
Product quality assurance documents

<This is to complete the Technical File. This is very often an item underestimated by the customers.  Summarizing: add prove that it can be guaranteed that production samples will comply with the essential requirements of the EMC Directive>
Declaration of Product Quality Assurance.
	Company
	<Add information here>

	Address, City
	<Add information here>

	Country
	<Add information here>

	Phone number
	<Add information here>

	Fax number
	<Add information here>


declares under its sole responsibility that it has taken the following measures in order to achieve that the manufacturing process ensures compliance of the manufactured products with the technical documentation as established by

	Company
	<Add information here>


under the requirements of the EMC 89/336/EEC/2004/108/EC (indicate proper Directive) Directive and with the requirements that apply to them:

	Number
	Measures taken in order to achieve that the manufacturing process ensures compliance of the manufactured products

	1
	Design of the equipment is….<insert justification about design of equipment>

	2
	Manufacturing of the equipment is ….<insert justification about manufacturing of equipment>

	3
	End product quality control is ….<insert justification about end product checks>

	4
	<Indicate company system of quality guarantee> 


	FILE/TF reference nr.
	<insert FILE or TF (internal) reference number>

	Drawn up in
	<insert place>

	Date
	<insert mmmm dd, yyyy>

	<insert signature>



	Name and position
	<insert name and position>


Confidential
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