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[bookmark: _Toc451077607][bookmark: _Toc451077605][bookmark: _Toc265056588][bookmark: _Toc264891209][bookmark: _Toc506890723]Purpose

The purpose of the document is:

· To identify the content of instructions for use for products to be developed (purchased) within ELI project in accordance with [2] and [3], see also Annex 1 of the document.
· To provide a reference frame for verifying the content of the instruction for use for products to be reviewed within the Technology Readiness Review Program (TRRP, see [4])
· To ensure that the content of instruction for use is suitable for the organization of compulsory personal training as required by the Labor Code of the Czech republic (see, [10])
[bookmark: _Toc379202747][bookmark: _Toc401176091][bookmark: _Toc411032543][bookmark: _Toc442880268][bookmark: _Toc451077608][bookmark: _Toc506890724]Scope

This document was developed in accordance with IEC 82079-1 ([1]) principles and serves as a guide for specifying the content of all types of instructions for use (manuals) that will be necessary or helpful for systems (Device, Equipment) users to be developed and operated within ELI research programs to achieve required scientific objectives as well as to ensure relevant technical support solutions.

The document is intended for all parties involved in the preparation of instructions for use, for example:

• External and internal suppliers, technical writers, hardware/software designers or other people engaged in the work of conceiving and drafting such instructions for use.

As a guide, the document provides to the point, concise and specific information for authors of relevant technical documentation but does not define a complete set of the requirements for the contents of instructions for use.

Also, the document does not specify a fixed amount of documentation that has to be delivered with a product. The amount of documentation required, depends on the nature of the product, its complexity and the skills of the intended users.


[bookmark: _Toc451077606][bookmark: _Toc506890725]Glossary of abbreviations and terms

For the purpose of this document, the following terms, definitions and abbreviations apply:

[bookmark: _Toc506890726]Terms and definitions according to IEC 82079-1 (see [1]):

	Instructions for use
	Information provided by the supplier of a product to the user, containing all the necessary provisions to convey the actions to be performed for the safe and efficient use of the product
NOTE: Instructions for use of a single product comprise one or more documents, including product operating manual, maintenance procedure(s), getting started manual, etc.

NOTE: The term Manual can be used as a synonym.

	Manual

	Document containing information for the use of a product
NOTE: The term Manual covers such terms commonly used in ELI as: Product User Manual, Operating Manual, Operating Procedure or similar instructions and descriptions for equipment provided by external supplier as well as for equipment to be completed in ELI in accordance with a particular intended use.

NOTE: The term Instruction for use can be used as a synonym.

	Product
	Intended or accomplished result of labor, or of a specific process, which could be a good or service
NOTE: Instructions for use are seen as a part of a product.
NOTE: The term "product" as defined in IEC 82079-1 relates to consumer, non-consumer, electrical, electronic, electromechanical, and mechanical, software and other products type.


	Equipment
	Associated assemblies intended to achieve a defined final objective




[bookmark: _Toc506890727]General ELI terms and abbreviations

	EHS team
	Environmental Health and Safety team

	Device
	Any physical equipment, product or group of them which will be used and operated in ELI-BL

	Device owner
	Person who is responsible for the Device operation 

	DO
	Device owner

	TC ID
	Teamcenter identification number. Unique ID given by Teamcenter as soon as the document is assign in to the TC

	ELI-Beamlines (ELI-BL)
	Czech pillar of the ELI project

	EUN
	ELI Unique Number 

	PBS
	Product Breakdown Structure. Hierarchical breakdown (product tree) of the whole technology system providing details about the physical components of a particular product, or system, under consideration.

	PBS code
(PBS ID, PBS#)
	A unique identifier (code) assigned to each component in a Product Breakdown Structure (PBS).


[bookmark: _Toc506890728]Related/Reference and Applicable Documents
[bookmark: _Toc506890729]Applicable documents
1. [bookmark: _Ref504132228][bookmark: _Ref445807030]IEC 82079-1-2012 (ČSN EN 82079-1 / 2013) – Preparation of Instructions for use - Structuring, Content and Presentation
[bookmark: _Toc506890730]Reference Documents
1. [bookmark: _Ref505950467]General Quality Requirements Category-A,B	TC#00106507 
1. [bookmark: _Ref505950483]General Quality Requirements Category-C,D	TC#00106508
1. [bookmark: _Ref505950515]Technology Readiness Review Program	TC#00142889
1. [bookmark: _Ref445940971][bookmark: _Ref503878637]Laser Safety Manual	TC#00142979
1. [bookmark: _Ref445939663][bookmark: _Ref503941114]Dangerous goods transportation	TC#00142977
1. [bookmark: _Ref503942325][bookmark: _Ref503942549]Safety management system for lifting device	TC#00152996
1. [bookmark: _Ref504030161]Waste Management 	TC#00142895
1. [bookmark: _Ref506808202]Electrical Safety Manual	TC# 00142981
1. [bookmark: _Ref505950528]Act No. 262/2006 Coll. (Paragraph 2 of Section 103)	
[bookmark: _Toc506890731]Roles and responsibilities 
In according to applicable standard ELI quality requirements (see [2] and [3]) Device Owner shall ensure that each Device under his/her responsibility has to be completed by appropriate user documentation allowing safe operation of Device including required training of the operating staff (see [10]).
[bookmark: _Toc506890732]Content of instructions for use
[bookmark: _Toc506890733]Foreword
This methodology shall be applied as a guide to create the instructions for use for effective and safe operation of the product (Device, Equipment, System incl., software) to be developed and delivered within ELI project.

Instructions for use and its content shall be adapted to the scope and complexity of the product and its operation.

The instructions for use shall be developed in accordance with 3x ASAP.
1. as suitable as possible
2. as simple as possible
3. as soon as possible

Following chapters are focused primarily on the product manual creation but can also be applied for request specification for the appropriate documents from external suppliers or producers.

Each product manual has to be created with respect to intended use including expected operating conditions and define rules for product safe and reliable operation.

[bookmark: _Toc506890734]Expected Content of instructions for use 

[bookmark: _Toc506890735]General

The instructions for use shall describe the functionality and characteristics of the product and provide answers to user questions such as: WHERE? WHO? WHAT? WHEN? HOW? This information shall correspond to the target group of users, conform to the product intended use and involve the required handling with the product at all stages of the product´s lifecycle. 

[bookmark: _Toc506890736]Identification of instructions for use

The document shall enable unambiguous identification of instructions for use by following information:
· Unique identification number (TC ID and its revision);· Date of issue; · Identification of the publisher (author) of instructions for use including publisher´s address if different from the supplier.[bookmark: _Toc506890737]Identification (description) of the product

The product identification shall include specification or description of the product and enable the user to identify the product through:  · Product identification number, i.e. serial number, version/model or/and type of the product including PBS and EUN, if required· Supplier's name / identification, including contact details relevant for communication; · Identification of providers of special tools, materials and technical assistance as the name, address, telephone number, fax number, e-mail address, and any other possible means of communication.In addition, the product specification or product description shall provide a general overview of requirements, characteristics and performance and, If possible, provide the following information concerning the product:· Complete measurements, such as weight, volume capacity and performance;· Information on power consumption and input voltage, isolation category;· Requirements for gas supply (e.g. type, pressure, etc.), water supply and for other relevant items as cleaning agents, cleaning consumables, lubricants, and electrical fuses (e.g., type, nominal value and characteristics); · Operating conditions, operating environment specification and required interfaces; · Emitted noise level;· Electromagnetic compatibility;· Qualification requirements for operating and maintenance personnel, etc.;· Standard and optional accessories;· Standards and legal requirements that the product meets;· Expected product life and safe disposal at the end of the product operation;· Notes on intended use and reasonably foreseeable misuse of the product.

[bookmark: _Toc506890738]Modification of the product
If the supplier does not allow for the product to be modified this shall be clearly stated in the instructions for use, including information about possible consequences resulting from a modification. Where applicable, it should be clearly stated that any product modification by the user is not recommended and any consequences will not be covered by support services or product warranties.If the supplier allows users to modify the product, both permissible (and non-permissible) modifications, it shall be clearly described in the instructions for use. In this case, instructions for use shall clearly define and illustrate how to undertake permissible modifications (or direct the user appropriate to a source of relevant information), so as to allow the user to modify the product correctly and to ensure continuing safe and efficient operation.[bookmark: _Toc506890739]Safety-related information
Safety information includes all potential risks and hazards. There has to be described each potential hazard related to the product. List of supposed types of hazards is in Annex 4 (chapter 10). In general, safety information should cover:· The intended use of the product, the main function / purpose and scope of use and the basic safety principles to be observed; (also electrical safety [9])
· Limits of the use of the product regarding, for example, place, time, environment and mode of the operation, materials and additives, any necessary tools, as well as climatic conditions for operation and storage, such as temperature and humidity, explosive atmosphere, limits for outdoor operation…
· Clear defined information about personal protective equipment (for example, clothing, protective goggles);
· Protective features that need to be installed or activated by users; 
· Potential hazards or precautions for specific groups of persons of which users shall be aware and which would not be immediately obvious without being pointed out;
· Description of the user type (e.g., level of experience and skills of persons)
· Specific indications that the product is no longer safe to use
· Information regarding safe disposal
· Explanation of graphical symbols used in safety-related information (ISO 7000, ISO 7010, IEC 60417);
· Signal words and/or graphical symbols including safety signs:
· Warning messages on hazards;
· Warning messages on reasonably foreseeable misuse:
· Warning messages on radiation, including any identified hazard, for example, sources of ionizing radiation, laser (in accordance with [5]) including related docs and IEC 60825-1), microwave, ultraviolet, infrared and lethal voltages etc.
[bookmark: _Toc506890740]
Product compliance
Where applicable, the instructions for use shall contain information on product compliance with the legislation and other standards applicable to the product.Where applicable, the purchased product shall have also the CE Declaration of Conformity.[bookmark: _Toc506890741]Preparing the product for use
Where applicable, the instructions for use shall include information for product protection and the required safety of persons during transportation, manipulation and storage, installation and commissioning of the product.1.1. [bookmark: _Toc506188480][bookmark: _Toc506877729][bookmark: _Toc506890742]Transportation, manipulation and storage
Instructions for use shall define requirements, appropriate methods for transportation, manipulation and storage of the product including:
· Dimensions, mass, and center of gravity (for large, heavy parts or for parts requiring difficult or dangerous manipulation or transport)· Methods of lifting, handling and transportation that are ergonomically efficient and prevent damaging impacts and unexpected shocks (see also: [7] and [6])· Qualification requirements for personnel which shall ensure or/and execute the manipulation· Requirements for storage including specification of ambient conditions (temperature, humidity, cleanness…)· Unpacking and Packaging the components for reuse· Safe disposal of packaging1.2. [bookmark: _Toc506188481][bookmark: _Toc506877730][bookmark: _Toc506890743]Installation
If necessary, the instructions for use shall define logic and identify the sequence of all activities to ensure and execute the installation of the product, namely: 
· Sequence of the installation work (mechanical erection, assembling and integration of the system/equipment, interfacing with support building and engineering services, cleaning etc.,) to achieve required configuration of the product;· Sequence of verification activities (inspections and tests) to provide evidence that stated installation requirements have been met.Including the following information:
· Appropriate safety instructions· List of all components (including assembly material)· List of tools used needed for assembly and installation (including special tools)· Conditions for unpacking, assembly and mounting (e.g. cleanness)· Cleaning procedure· Interface diagrams and requirements for interfacing the product with the power, gas, vacuum and other supplies1.3. [bookmark: _Toc506188482][bookmark: _Toc506877731][bookmark: _Toc506890744]Commissioning
Where applicable, the instructions for use shall specify a procedure of product functional and performance verification to provide evidence that the installed and verified product (equipment) meets the operation requirements for determined level of the product (equipment) configuration.[bookmark: _Toc506890745]Operation of the product
The instructions for usе shall contain information regarding normal and safe operation as well as abnormal operation of the product, specifically focused on:
· Definition of normal operating modes and regimes including description of relevant operation procedures · Description of automatic and remote control of the product· Indications of faults and warning signals· Exceptional/emergency situations· Troubleshooting and repair by non-skilled persons· Troubleshooting and repair by skilled persons[bookmark: _Toc506890746]Maintenance of the product
The document shall contain information on product maintenance including required cleaning procedures. The maintenance can be carried out by both skilled persons and persons without professional qualification (non-skilled). Relevant specification of the maintenance focused on qualified and unqualified personnel shall preferably be presented as separate documents, or at least as separate chapters. Instructions for use shall provide a list of possible maintenance and cleaning tasks including the frequency of tasks as well as inspection activities and related records.
Materials and tools used for the maintenance and cleaning, for example, appropriate chemical substances, cleaning cloths and brushes. Risks arising from the use of inappropriate materials and tools shall be clearly specified. Following information shall also be specified in maintenance description:
· Maintenance plan including preventive and predictive maintenance to ensure continuous availability, reliability and safety of the product· Cleaning plan (schedule)· The nature and frequency of maintenance and cleaning inspections, related reporting and problem solving procedure· Safety precautions and warnings needed when maintenance is carried out on powered on or operated product· Drawings and diagrams enabling effective execution of maintenance task · Regular inspections of alert equipment, related records, reporting and problem solving procedure· Details of cleaning methods. Where there is a possibility of an improper cleaning or decontamination process, or the use of incorrect cleaning materials that lead to a safety hazard or problems resulting from corrosion or weakening of structural parts of a product, this shall specifically be stated· Safe and documented disposal of waste, recycling, etc. (see [8]) [bookmark: _Toc506890747]Supplied accessories, consumables and spare parts
If required, the chapter shall specify accessories, consumables and spare parts required to ensure correct and safe operation and maintenance of the product.[bookmark: _Toc506890748]Information on special tools, equipment and materials
If required, the chapter shall specify special tools, equipment and materials required to ensure correct and safe operation and maintenance of the product. Also, the chapter shall contain specific safety instructions for use of special tools, equipment and materials and appropriate requirements for needed personnel training.[bookmark: _Toc506890749]Information on repair of products and replacement of parts
In case, the supplier and the law allow the customer to replace the parts of the product by himself, the following data should be identified in the instructions for use:
· method of repair or replacement; and· a test method to verify the repair resultIn case, the supplier does not allow the customer to replace parts by self-help, information about the relevant service organization shall be provided.[bookmark: _Toc506890750]Information required when the product is no longer needed
Instructions for use shall contain information relating to handling, recycling or disposal of the product after it is no longer needed.1.4. [bookmark: _Toc506188489][bookmark: _Toc506877738][bookmark: _Toc506890751]Disassembly
Disassembly by the customer shall only be permitted where this does not create a hazard. Where appropriate, the instructions of use shall include information, separately or in combination, on correct disassembly of the product including handling of waste materials with due regard to safety and environmental considerations (e.g., see [8]) 1.5. [bookmark: _Toc506188490][bookmark: _Toc506877739][bookmark: _Toc506890752]Recycling
Where specific procedures are necessary for recycling of the product or its components, these shall be specified in accordance with applicable legal requirements, safety regulations and/or relevant product standards.  1.6. [bookmark: _Toc506188491][bookmark: _Toc506877740][bookmark: _Toc506890753]Disposal
Instructions for use shall provide relevant information for the user on waste disposal and environmental protection.

In case the product contains any hazardous substance or if any hazardous substance is supplied together with the product, the necessary information on its constituents and the correct disposal procedure shall be involved in the instructions for use in accordance with safety and legal requirements.

[bookmark: _Toc506890754]Annex 1. General ELI quality requirements for a supplier identifying necessity to provide Product Manual

For products of category A and B (see [2]):

REQ-007179/A	
The Supplier shall provide the Product Manual as part of the delivered Device. Completeness of the Manual shall be approved by the CA. The Manual shall include the instructions and descriptions regarding the following procedures:
· transport;  
· handling; 
· storage; 
· installation and calibration (if required); 
· safe operation and maintenance procedures

For products of category C and D (see [3]):

REQ-006935/A	
The Supplier shall supply the following relevant manufacturing documents: 
· [bookmark: OLE_LINK11]Product Manual with instructions and descriptions regarding transport, handling, storage, installation, calibration, cleaning, safe operating (including step-by-step aligning procedure) and maintenance;
· Design supporting documentation (i.e. technical documentation);
· Breakdown list as built.
Verification method: R – review, I - inspection


[bookmark: _Toc506890755]Annex 2. An example checklist for review of Instructions for Use

A list, contained in a table A2.1, is based on EN 82079-1:2012 requirements for instructions for use of a product but should not be considered exhaustive.

This list includes verification criteria that could be applied during review of Product Manual (instructions for use of the product)

Table A2.1 – Checklist for conformity and comments
(See TC_00163567-A_Annex_2_Instructions for Use_Check List.xlsx)




	Items of Product Manual to be checked
	Compliance
     (Y/N)
	Comments

	1.
	 
	Product (Device, Equipment) identification
	 
	 

	1.1
	 
	Brand and type designation
	 
	 

	1.2
	 
	No. of model, version, type, subgroup
	 
	 

	1.3
	 
	Expiry date
	 
	 

	1.4
	 
	Up-to-date check / for example. date of publication of the handbook coverage of product modifications
	 
	 

	1.5
	 
	Supplier and provider of special tools, material etc. and technical assistance
	 
	 

	1.6
	 
	Contact details of supplier/service agency
	 
	 

	1.7
	 
	Certification references
	 
	 

	1.8
	 
	Requirements of specific product standards
	 
	 

	2.
	 
	Product technical specification and its residual hazards
	 
	 

	2.1
	 
	Functions and range of application
	 
	 

	2.2
	 
	Safe and correct use: principal residual hazards. general warnings about product or use
	 
	 

	2.3
	 
	Dimensions — mass — capacity
	 
	 

	2.4
	 
	Chemical composition
	 
	 

	2.5
	 
	Performance data
	 
	 

	2.6
	 
	Supply data for power, gas, water and other consumables (for example. detergents. lubricants)
	 
	 

	2.7
	 
	Energy consumption and methods of measurement used
	 
	 

	2.8
	 
	Emission of noise, waste water, etc., with methods of measurement used
	 
	 

	2.9
	 
	Expected product life and intended disposal
	 
	 

	2.10
	 
	Information on personal protection (for example. clothing)
	 
	 

	2.11
	 
	Information on dangers to particular vulnerable groups (for example. potential allergy or strobe effects)
	 
	 

	3.
	 
	Preparing the product for use
	 
	 

	3.1
	 
	Safely precautions before installation
	 
	 

	3.2
	 
	Unpacking
	 
	 

	3.3
	 
	Sale disposal of packaging
	 
	 

	3.4
	 
	Installation and assembly (for example. special tools. space for maintenance and repair)
	 
	 

	3.5
	 
	Storage and protection during intervals in normal use
	 
	 

	3.6
	 
	Repackaging to prevent damage in transport
	 
	 

	3.7
	 
	Information on operations to be carried out only by skilled persons. Separation of this information from instructions for use to users. Comprehensiveness of instructions for use to experts.
	 
	 

	4.
	 
	Product operation
- structure from basic to sophisticated operations/functions
- meaningful separation between basic product and optional modules
	 
	 

	4.1
	 
	Basic functions
- Complete for correct intended use
- Complete for safe intended use
- Complete for reasonably foreseeable misuse
- Conformity with minimum list in relevant product standard(s)
	 
	 

	4.2
	 
	Secondary functions (identical to 4.1 above)
	 
	 

	4.3
	 
	Optional modules and extras
	 
	 

	4.4
	 
	Personal protection
	 
	 

	4.5
	 
	Quick references
- by reminder cards, stickers or labels
- by reference to handbook. etc.
	 
	 

	4.6
	 
	Disposal of waste products
	 
	 

	5.
	 
	Information needed by user
	 
	 

	5.1
	 
	Explanations of visible and audible signals
	 
	 

	5.2
	 
	Distinctions between characteristics of normal and faulty/dangerous operation
	 
	 

	5.3
	 
	Trouble-shooting advice (for example. in the form of Frequently Asked Questions and fault detection procedures) - intelligible to consumers and paying due regard to safety
	 
	 

	6.
	 
	Maintenance of the product
	 
	 

	6.1
	 
	Safety precautions (for example. personal protection. special tools)
	 
	 

	6.2
	 
	Product maintenance by non-skilled persons
	 
	 

	6.3
	 
	Product maintenance by skilled persons
	 
	 

	6.4
	 
	Safety/deterioration checks during maintenance
	 
	 

	7.
	 
	Critical information on safety and health
	 
	 

	7.1
	 
	Warning messages
- correct locations
    •    on product and/or
    •    on packaging and/or
    •    in instructions for use
- it relevant, visibility at point of sale
- correct use of terms
- correct use of signal words
- use of simple/standardized phrases
- durability of warnings
- conformity with requirements in relevant product standard(s)
	 
	 

	7.2
	 
	Safety signals
	 
	 

	7.3
	 
	Information on residual risk
	 
	 

	7.4
	 
	Safe disposal of product at the end of its useful fife
	 
	 

	7.5
	 
	Environmental impacts of using the product
	 
	 

	8.
	 
	Consistency of the information presented in Product Manual with the design and intended use of the product
	 
	 

	8.1
	 
	Integrated design of product and instructions for use - No compensation for design deficiencies
	 
	 

	8.2
	 
	Consistent terminology on the product itself: on the packaging: in accompanying material, on Web site resources and in marketing media
	 
	 

	8.3
	 
	Structure of text and graphics
- structure follows communication principles
- meaningful headings used
- unnecessary material excluded to avoid information overload (for example. sales promotion. extensive repetition. too many documents)
	 
	 

	8.4
	 
	Location(s) and presentation of instructions for use
	 
	 

	8.5
	 
	Numbered pages and/or paragraphs with table of contents and/or index appropriate to length and complexity of text. Use of keywords
	 
	 




[bookmark: _Toc505672777][bookmark: _Toc506890756]Annex 3. Structure of instructions for use content

The Annex provides a structure of the content of instructions for use in Czech and English (see TC_00163567-A_Annex_3_Instructions for Use_Content.xlsx)




[bookmark: _Ref506876993][bookmark: _Toc506890757]Annex 4 Types of hazards:

<1>. Laser radiation hazard<2>. Ionizing radiation hazard<3>. Electrical installation hazard<4>. High voltage hazard<5>. Flammable gases hazard<6>. Toxic gases hazard<7>. Inert gases hazard<8>. Vacuum hazard<9>. Ozone hazard<10>. Toxic substances hazard<11>. Biohazard<12>. Electromagnetic interference hazard<13>. Magnetic field hazard<14>. Radioactive materials hazard<15>. Cooling system hazard<16>. Pneumatic hazard<17>. Pressurized systems hazard<18>. Robotic systems hazard<19>. Waste management hazard<20>. Mechanical factors (maintenance) hazard[image: ]
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		Checklist for conformity and comments



		Items of Product Manual to be checked																Compliance
     (Y/N)
				Comments



		1. Product (Device, Equipment) identification

		1.1   Brand and type designation

		1.2   No. of model, version, type, subgroup

		1.3   Expiry date

		1.4   Up-to-date check / for example. date of publication of the handbook coverage of product modifications

		1.5   Supplier and provider of special tools. material. etc. and technical assistance

		1.6   Contact details of supplier/service agency

		1.7   Certification references

		1.8   Requirements of specific product standards

		2.   Product technical specification and its residual hazards 

		2.1   Functions and range of application

		2.2   Safe and correct use: principal residual hazards. general warnings about product or use

		2.3   Dimensions — mass — capacity

		2.4   Chemical composition

		2.5   Performance data

		2.6   Supply data for power, gas, water and other consumables (for example. detergents. lubricants)

		2.7   Energy consumption and methods of measurement used

		2.8   Emission of noise, waste water, etc., with methods of measurement used

		2.9   Expected product life and intended disposal

		2.10   Information on personal protection (for example. clothing)

		2.11   Information on dangers to particular vulnerable groups (for example. potential allergy or strobe effects)

		3.   Preparing the product for use

		3.1   Safely precautions before installation

		3.2   Unpacking

		3.3   Sale disposal of packaging

		3.4   Installation and assembly (for example. special tools. space for maintenance and repair)

		3.5   Storage and protection during intervals in normal use

		3.6  Repackaging to prevent damage in transport

		3.7   Information on operations to be carried out only by skilled persons. Separation of this information from instructions for use to users. Comprehensiveness of instructions for use to experts.

		4.   Product operation
- structure from basic to sophisticated operations/functions
- meaningful separation between basic product and optional modules


		4.1   Basic functions
- Complete for correct intended use
- Complete for safe intended use
- Complete for reasonably foreseeable misuse
- Conformity with minimum list in relevant product standard(s)


		4.2   Secondary functions (identical to 4.1 above)

		4.3   Optional modules and extras

		4.4   Personal protection

		4.5   Quick references
- by reminder cards. stickers or labels
- by reference to handbook. etc.


		4.6   Disposal of waste products

		5.   Information needed by user

		5.1   Explanations of visible and audible signals

		5.2   Distinctions between characteristics of normal and faulty/dangerous operation

		5.3   Trouble-shooting advice (for example. in the form of Frequently Asked Questions and fault detection procedures) - intelligible to consumers and paying due regard to safety

		6.   Maintenance of the product

		6.1   Safety precautions (for example. personal protection. special tools)

		6.2   Product maintenance by non-skilled persons

		6.3   Product maintenance by skilled persons

		6.4   Safety/deterioration checks during maintenance

		7.   Critical information on safety and health

		7.1   Warning messages
- correct locations
    •    on product and/or
    •    on packaging and/or
    •    in instructions for use
- it relevant, visibility at point of sale
- correct use of terms
- correct use of signal words
- use of simple/standardized phrases
- durability of warnings
- conformity with requirements in relevant product standard(s)


		7.2   Safety signals

		7.3   Information on residual risk

		7.4   Safe disposal of product at the end of its useful fife

		7.5   Environmental impacts of using the product

		8.   Consistency of the information presented in Product Manual with the design and intended use of the product

		8.1   Integrated design of product and instructions for use - No compensation for design deficiencies

		8.2   Consistent terminology on the product itself: on the packaging: in accompanying material, on Web site resources and in marketing media

		8.3   Structure of text and graphics
- structure follows communication principles
- meaningful headings used
- unnecessary material excluded to avoid information overload (for example. sales promotion. extensive repetition. too many documents)


		8.4   Location(s) and presentation of instructions for use

		8.5   Numbered pages and/or paragraphs. with table of contents and/or index appropriate to length and complexity of text. Use of keywords
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Requests

		ELI		Supplier		Kapitola		Detail		Chapter		Detail

		X		X		Identifikace				Identification

		X		X		Identifikace		Značka a typové označení		Identification		Brand and type designation

		X				Identifikace		Inventární číslo		Identification		Inventory number

		X		X		Identifikace		Číslo modelu, verze, typu, podskupiny 		Identification		No. of clel. version. type, subgroup

		X		X		Identifikace		Datum ukončení použitelnosti		Identification		Expiry date

		X		X		Identifikace		Aktuální kontrola/například datum vydání návodu pokrývající verzi zařízení		Identification		Up-to-date check / for example. date of publication of the manual coverage of device modifications

		X		X		Identifikace		Dodavatel, a poskytovatel speciálních nástrojů, materiálu atd. a technické podpory		Identification		Supplier and provider of special tools, material, etc and technical assistance

		X		X		Identifikace		Kontaktní podrobnosti o servisní organizaci / agentuře 		Identification		Contact details of service organization / agency 

		X		X		Identifikace		Odkazy na certifikaci		Identification		Certification references

		X		X		Identifikace		Požadavky na specifické normy zařízení		Identification		Requirements of specific device standards

				X		Identifikace		Prohlášení o shodě (například CE nebo jiné)		Identification		Declaration of conformity (e.g. CE or others)

		X		X		Technická specifikace zařízení a jeho zbytková rizika 				Technical specification of the device and its residual hazards

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Funkce a rozsah aplikace (použití)		Technical specification of the device and its residual hazards		Functions and range of application

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Bezpečné a správné použití; hlavní zbytková nebezpečí, obecná varování o zařízení nebo použití		Technical specification of the device and its residual hazards		Safe and correct use; principal residual hazards, general warnings about device or use

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Rozměry,  hmotnost, objem 		Technical specification of the device and its residual hazards		Dimensions, mass, capacity 

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Chemické složení		Technical specification of the device and its residual hazards		Chemical composition

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Údaje o výkonu		Technical specification of the device and its residual hazards		Performance data

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Údaje o napájení energií; plyn, voda a jiné spotřební materiály (například čistidla, rozpouštědla, maziva)		Technical specification of the device and its residual hazards		Supply data for power, gas, water and other consumables (for example. detergents, lubricants)

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Spotřeba energie a použité měřicí metody		Technical specification of the device and its residual hazards		Energy consumption and methods of measurement used

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Provozní podmínky, specifikace prostředí, připojení k sítím, instalacím, ostatním zařízením,...		Technical specification of the device and its residual hazards		Operating conditions, environment specifications, network connections, installations connections, other devices connections, ...

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Podmínky skladování		Technical specification of the product and its residual hazards		Storage conditions

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Emise radiace, hluku, vibrací, odpadních vod, atd. a použité měřicí metody 		Technical specification of the device and its residual hazards		Emission of radiation, noise, vibration, waste water. etc.. with methods of measurement used

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Standardní a doplňkové příslušenství		Technical specification of the device and its residual hazards		Standard and optional accessories

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Očekávaná doba životnosti a zamýšlená likvidace		Technical specification of the device and its residual hazards		Expected device life and intended disposal

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Informace o osobní ochraně (například oděv, OOPP)		Technical specification of the device and its residual hazards		Information on personal protection (for example. clothing, OOPP) 

		X		X		Technická specifikace zařízení a jeho zbytková rizika 		Informace o nebezpečí pro specificky citlivé skupiny osob (např. potenciální alergie)		Technical specification of the device and its residual hazards		Information on dangers to particular vulnerable groups (for example. potential allergy)

		X		X		Příprava zařízení k použití a Provozování zařízení				Preparing the device for use and Operating of the device

		X		X		Příprava zařízení k použití a Provozování zařízení		Bezpečnostní opatření před instalací 		Preparing the device for use and Operation of the device		Safety precautions before installation 

		X		X		Příprava zařízení k použití a Provozování zařízení		Vybalení		Preparing the device for use and Operation of the device		Unpacking

		X		X		Příprava zařízení k použití a Provozování zařízení		Bezpečná likvidace obalu		Preparing the device for use and Operation of the device		Safe disposal of packaging

				X		Příprava zařízení k použití a Provozování zařízení		Ověření že zařízení nebylo poškozeno při transportu		Preparing the device for use and Operation of the device		Verification that the device has not been damaged during transport

				X		Příprava zařízení k použití a Provozování zařízení		Vysvětlení štítků a značek na zařízení		Preparing the device for use and Operation of the device		Explanation of labels on the product

		X		X		Příprava zařízení k použití a Provozování zařízení		Instalace a sestavení (například speciální nástroje, prostor pro údržbu a opravy)		Preparing the device for use and Operation of the device		Installation and assembly (for example. special tools, space for maintenance and repair)

		X				Příprava zařízení k použití a Provozování zařízení		postup sestavení zařízení		Preparing the device for use and Operation of the device		device assembly procedure

		X				Příprava zařízení k použití a Provozování zařízení		postupy manipulace s drobnými komponenty		Preparing the device for use and Operation of the device		procedures for handling small components

		X				Příprava zařízení k použití a Provozování zařízení		postupy manipulace s těžkými komponenty pomocí zdvihacích zařízení, specifické požadavky na kvalifikaci obsluhy zdvihacího zařízení		Preparing the device for use and Operation of the device		procedures for handling heavy components using lifting device, specific requirements for the qualification of the operator of the lifting device

		X				Příprava zařízení k použití a Provozování zařízení		specifické požadavky na manipulaci s extrémně choulostivými nebo nebezpečnými komponenty		Preparing the device for use and Operation of the device		specific handling requirements for extremely sensitive or dangerous components

		X				Příprava zařízení k použití a Provozování zařízení		specifické požadavky na očištění zařízení nebo jednotlivých komponent		Preparing the device for use and Operation of the device		specific requirements for cleaning the device or individual components

		X				Příprava zařízení k použití a Provozování zařízení		seřízení a kalibrace zařízení, postup ověření správnosti seřízení a kalibrace		Preparing the device for use and Operation of the device		device adjusting and calibration, adjusting and calibration accuracy verification procedure

		X				Příprava zařízení k použití a Provozování zařízení		rekalibrace zařízení, postup ověření správnosti rekalibrace		Preparing the device for use and Operation of the device		device recalibration, recalibration accuracy verification procedure

		X				Příprava zařízení k použití a Provozování zařízení		náběh zařízení		Preparing the device for use and Operation of the device		startup / warm up of the device

		X				Příprava zařízení k použití a Provozování zařízení		kontrolní plán po seřízení zařízení před spuštěním náběhu		Preparing the device for use and Operation of the device		control plan after adjusting the device before startup / warm up

		X				Příprava zařízení k použití a Provozování zařízení		kontrolní plán před spuštěním zařízení (experimentu) po náběhu		Preparing the device for use and Operation of the device		control plan before running the device (experiment) after the startup / warm up

		X				Příprava zařízení k použití a Provozování zařízení		kontrolní plán po dokončení experimentu		Preparing the device for use and Operation of the device		control plan after experiment complete

		X				Příprava zařízení k použití a Provozování zařízení		kontrolní plán doběhu zařízení a bezpečného vypínání		Preparing the device for use and Operation of the device		control plan for device overrun and safe shutdown

		X				Příprava zařízení k použití a Provozování zařízení		havarijní plán vypnutí zařízení při předvídatelných havarijních a/nebo kritických stavech		Preparing the device for use and Operation of the device		an emergency plan to shut down the device at predictable emergency and / or critical states

		X				Příprava zařízení k použití a Provozování zařízení		central / general stop		Preparing the device for use and Operation of the device		central / general stop

		X				Příprava zařízení k použití a Provozování zařízení		postup demontáže zařízení		Preparing the device for use and Operation of the device		device disassembly or dismantling procedure

		X		X		Příprava zařízení k použití a Provozování zařízení		Skladování a ochrana během přestávek při normálním použití 		Preparing the device for use and Operation of the device		Storage and protection during intervals in normal use 

		X		X		Příprava zařízení k použití a Provozování zařízení		Opětné zabalení, aby se zabránilo poškození při manipulaci, dopravě		Preparing the device for use and Operation of the device		Repackaging to prevent damage during handling or transport

		X		X		Příprava zařízení k použití a Provozování zařízení		Informace o operacích prováděných pouze osobami znalými. 		Preparing the device for use and Operation of the device		Information on operations to be carried out only by skilled persons. 

		X		X		Příprava zařízení k použití a Provozování zařízení		Oddělení těchto informací od návodů k použití uživateli. 		Preparing the device for use and Operation of the device		Separation of this information from instructions for use to users. 

		X		X		Příprava zařízení k použití a Provozování zařízení		Srozumitelnost návodů k použití pro odborníky.		Preparing the device for use and Operation of the device		Comprehensiveness of instructions for use to experts

		X		X		Příprava zařízení k použití a Provozování zařízení		struktura od základních k sofistikovaným operacím/funkcím		Preparing the device for use and Operation of the device		structure from basic to sophisticated operations/functions

		X		X		Příprava zařízení k použití a Provozování zařízení		účelné oddělení základního zařízení od volitelných modulů 		Preparing the device for use and Operation of the device		meaningful separation between basic device and optional modules

		X		X		Základní funkce, Sekundární funkce				Basic functions, Secondary functions

		X		X		Základní funkce, Sekundární funkce		kompletní pro správné, předpokládané použití		Basic functions, Secondary functions		Complete for correct intended use

		X		X		Základní funkce, Sekundární funkce		kompletní pro bezpečné, předpokládané použití		Basic functions, Secondary functions		Complete for safe intended use

		X		X		Základní funkce, Sekundární funkce		kompletní pro přiměřeně předvídatelné nesprávné/chybné použití		Basic functions, Secondary functions		Complete for reasonably predictable misuse

		X		X		Základní funkce, Sekundární funkce		shoda s minimálním seznamem podle příslušných norem zařízení 		Basic functions, Secondary functions		Conformity with minimum list in relevant device standard(s) 

		X		X		Základní funkce, Sekundární funkce		Volitelné moduly a mimořádné vybavení		Basic functions, Secondary functions		Optional modules and extras

		X		X		Základní funkce, Sekundární funkce		Příklady obvyklého použití, nastavení apod.		Basic functions, Secondary functions		Examples of common use, setting, adjustment, etc.

		X		X		Základní funkce, Sekundární funkce		Ochranné pomůcky		Basic functions, Secondary functions		Personal protection

		X		X		Rychlé odkazy				Quick references

		X		X		Rychlé odkazy		pomoci záznamových karet visaček, nálepek nebo štítků		Quick references		by reminder cards, stickers or labels

		X		X		Rychlé odkazy		odkazováním na příručku, atd.		Quick references		by reference to handbook. etc.

		X		X		Rychlé odkazy		Likvidace opotřebeného zařízení		Quick references		Disposal of waste devices

		X		X		Informace nutné pro uživatele				Information needed by user 

		X		X		Informace nutné pro uživatele		Vysvětlivky vizuálních a akustických signálů.		Information needed by user 		Explanations of visible and audible signals

		X		X		Informace nutné pro uživatele		Rozdíly mezi charakteristikami normálního a chybného/nebezpečného provozu		Information needed by user 		Distinctions between characteristics of normal and faulty/dangerous operation

		X		X		Informace nutné pro uživatele		Rady pro hledání/odstraněni poruch (například ve formě Často kladených otázek a postupů při hledání závad)  srozumitelné pro obsluhu a beroucí v úvahu bezpečnost.		Information needed by user 		Trouble-shooting advice (for example. in the form of Frequently Asked Questions and fault detection procedures) - intelligible to operators and paying due regard to safety

		X		X		Údržba				Maintenance of the device

		X		X		Údržba		Bezpečnostní opatření (například osobni ochrana, speciální i nástroje/ nářadí)		Maintenance of the device		Safety precautions (for example. personal protection, special tools)

		X		X		Údržba		Pravidelná kontrola, čištění a údržba, periody činností, plán údržby		Maintenance of the device		Regular inspection, cleaning and maintenance, periods of operations, maintenance plan

		X		X		Údržba		Údržba zařízení osobami bez odborné způsobilosti (osobami neznalými)		Maintenance of the device		device maintenance by non-skilled persons 

		X		X		Údržba		Údržba zařízení osobami znalými		Maintenance of the device		device maintenance by skilled persons

		X		X		Údržba		Kontroly bezpečnosti/zhoršení stavu během údržby 		Maintenance of the device		Safety/deterioration checks during maintenance 

		X		X		Údržba		Zajištění bezpečnosti během údržby, odstávky, (LOTO), apod.		Maintenance of the device		Ensuring safety during maintenance, shutdown, (LOTO), etc.

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení				Critical safety and health information - Warning messages

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		správné umístění na zařízení a/nebo na obalu a/nebo v návodu k použití		Critical safety and health information - Warning messages		correct locations on device and/or on packaging and/or in instructions for use

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		správné použití termínů		Critical safety and health information - Warning messages		correct use of terms

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		správné použití signálních slov		Critical safety and health information - Warning messages		correct use of signal words

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		použití jednoduchých/standardních frází		Critical safety and health information - Warning messages		use of simple/standardized phrases

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		trvanlivost varování		Critical safety and health information - Warning messages		durability of warnings

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		shoda s požadavky v příslušných produktových normách 		Critical safety and health information - Warning messages		conformity with requirements in relevant device standard(s)

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		Bezpečnostní signály		Critical safety and health information - Warning messages		Safety signals

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		Informace o zbytkových rizicích		Critical safety and health information - Warning messages		Information on residual risk

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		Bezpečná likvidace zařízení na konci jeho užitečného života 		Critical safety and health information - Warning messages		Safe disposal of device at the end of its useful life 

		X		X		Kritické info o bezpečnosti a zdraví - Výstražná sdělení		Dopady na životní prostředí při použití zařízení		Critical safety and health information - Warning messages		Environmental impacts of using the device

				X		Záruky a záruční podmínky				Guarantee and warranty terms

				X		Záruky a záruční podmínky		Rozsah a podmínky záruky		Guarantee and warranty terms		Scope and conditions of the guarantee

				X		Záruky a záruční podmínky		Specifické okolnosti a podmínky záruky		Guarantee and warranty terms		Specific circumstances and conditions of the guarantee

		X		X		Konzistence uvedených informací a celého „zařízení"				Consistency in stated information and of whole 'product'

		X		X		Konzistence uvedených informací a celého „zařízení"		Integrovaný návrh zařízení a návodů k použití - Žádné kompenzování nedostatků při návrhu		Consistency in stated information and of whole 'product'		Integrated design of device and instructions for use - No compensation for design deficiencies

		X				Konzistence uvedených informací a celého „zařízení"		Jednotná terminologie na zařízení samotném; na obalu, v průvodním materiálu, ... 		Consistency in stated information and of whole 'product'		Consistent terminology on the device itself; on the packaging; in accompanying material, ... 

				X		Konzistence uvedených informací a celého „zařízení"		Jednotná terminologie na zařízení samotném; na obalu, v průvodním materiálu, na webových stránkách a v marketingových médiích		Consistency in stated information and of whole 'product'		Consistent terminology on the product itself; on the packaging; in accompanying material, on Web site resources and in marketing media

		X		X		Konzistence uvedených informací a celého „zařízení"		Struktura textu a grafiky		Consistency in stated information and of whole 'product'		Structure of text and graphics

		X		X		Konzistence uvedených informací a celého „zařízení"		struktura vychází z principů komunikace		Consistency in stated information and of whole 'product'		structure follows communication principles

		X		X		Konzistence uvedených informací a celého „zařízení"		používají se smysluplné hlavičky/titulky		Consistency in stated information and of whole 'product'		meaningful headings used

		X		X		Konzistence uvedených informací a celého „zařízení"		nepotřebný materiál vypuštěn, aby nedošlo k přetížení informacemi (nadměrné opakování, příliš mnoho dokumentů)		Consistency in stated information and of whole 'product'		unnecessary material excluded to avoid information overload (for example. extensive repetition, too many documents)

		X		X		Konzistence uvedených informací a celého „zařízení"		Umístění a prezentace návodů k použití		Consistency in stated information and of whole 'product'		Location(s) and presentation of instructions for use

		X		X		Konzistence uvedených informací a celého „zařízení"		Číslované stránky a/nebo odstavce, s obsahem a/nebo rejstříkem přiměřené délky a složitosti textu. Použití klíčových slov 		Consistency in stated information and of whole 'product'		Numbered pages and/or paragraphs, with table of contents and/or index appropriate to length and complexity of text. Use of keywords
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