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1. [bookmark: _Ref449132948][bookmark: _Toc430969703][bookmark: _Toc410921290][bookmark: _Toc393951449][bookmark: _Toc451186281][bookmark: _Toc11751642]
Introduction
0. [bookmark: _Toc430969704][bookmark: _Toc410921291][bookmark: _Toc393951450][bookmark: _Toc451186282][bookmark: _Toc11751643]Purpose
[bookmark: _Toc430969705][bookmark: _Toc410921292][bookmark: _Toc393951451][bookmark: _Toc451186283]This Requirements Specification Document (RSD) lists the technical requirements and constraints for the selection of a Portable Particle Counter(s). This shall lead to the identification of product interfaces with the ELI Beamlines science based technology and ELI Beamlines building facility. 
0. [bookmark: _Toc11751644]Scope
This RSD contains all of the technical requirements: functional, performance and design, transportation and installation, safety and quality requirements for the following product (tender TP17_021): Portable Particle Counters.  

The Portable Particle Counters are considered to be the standalone technology and will be used to monitor the cleanliness of rooms across the ELI Beamlines facility. The Portable Particle Counters are registered in the PBS software under the following PBS code: BLD.FACM.CC.4.1.

This product is a product Category A. Category A is an Off-the-shelf Product without necessity of modifications and necessity to be subjected to a verification programme (review of design, inspection and testing) for ELI applications by the actual project specifications. All verification activities performing by a supplier shall be executed in accordance with the supplier’s plan of outgoing inspection and tests. Internal Acceptance Procedure of the product Category A shall be established and applied before the product implementation (operation phase).


0. [bookmark: _Toc430969706][bookmark: _Toc410921293][bookmark: _Toc393951452][bookmark: _Toc451186284][bookmark: _Toc11751645]Terms, Definitions and Abbreviations
For the purpose of this document, the following abbreviated terms are applied:

	Abbreviation
	Meaning

	AC
	Alternating Current

	CA
	[bookmark: OLE_LINK9][bookmark: OLE_LINK10]Contracting Authority (Institute of Physics AV CR, v.v.i.)

	ELI
	Extreme Light Infrastructure

	NCR
	Nonconformity Report

	RH
	Relative Humidity

	RSD
	Requirements Specification Document

	USB
	Universal Serial Bus



0. [bookmark: _Toc11751646][bookmark: _Toc493064634]References to Standards
If this document includes references to standards or standardized/ standardizing technical documents the CA allows/permits also another equal solution to be offered.
1. [bookmark: _Toc430969710][bookmark: _Toc451186288][bookmark: _Toc11751647]General Functional, Performance and Design Requirements
REQ-025662/A	
The parameters of all supplied devices shall comply with the parameters defined in Table no.1 (see Annex).
1. [bookmark: _Toc430969711][bookmark: _Toc451186289][bookmark: _Toc11751648][bookmark: OLE_LINK11]Transportation Requirements
REQ-025671/A
The transportation to the final destination of the technologies shall be conducted by the Supplier.
NOTE: The bid price will be considered by the CA as the final price, including both transportation costs.
REQ-025672/A
The transportation procedure shall be discussed and reviewed by the CA’s officer.
REQ-027261/A
The Supplier shall ensure that their activities at the premises 
of devices will be performed without contaminating the place 
of installation unnecessarily. The premises include rooms with normal cleanliness and cleanrooms of class 7 according to ČSN EN ISO 14644 (equivalent to EN ISO 14644).


REQ-025673/A
The Supplier and the CA shall agree on the cleaning method to clean devices without decreasing the devices' performance and to avoid contamination of clean space.
NOTE: The cleaning methods may use high temperatures (baking out), high gas flow (dry air) and specialized chemical cleaning liquids (alcohol, Isopropyl alcohol, demineralized water).
1. [bookmark: _Toc430969713][bookmark: _Toc451186291][bookmark: _Toc11751649]Safety Requirements
REQ-025663/A
The Supplier shall supply a Declaration of Conformity or any other equivalent document legally recognized and accepted in the Czech Republic for each product type if the appropriate legislation determines the Supplier's obligation to have a Declaration of Conformity (or the equivalent document) for the purposes of a Device sale in the Czech Republic to fulfil the requirements of 2001/95/EC directive or applicable Czech law.
1. [bookmark: _Toc430969714][bookmark: _Toc451186292][bookmark: _Toc11751650]Quality Requirements
4. [bookmark: _Toc430969715][bookmark: _Toc451186293][bookmark: _Toc11751651]General Quality Requirements
REQ-025675/A	
[bookmark: OLE_LINK5]The Supplier shall provide Instructions for use (Product User Manual) as part of the delivered Product. The Instructions for use shall be written in accordance with standard ČSN EN 82079-1 (equivalent to EN 82079-1) and shall include the instructions and descriptions regarding the following:
· transport, handling and storage;
· installation, cleaning and calibration (see REQ-025676/A);
· general use of provided control software;
· safe operation and maintenance procedures;
· recycling and disposal of used batteries.
NOTE1: If the contractor defines special conditions relevant to quality preservation than the Instructions for use shall include information about such conditions.


[bookmark: OLE_LINK2]REQ-025676/A	
The Supplier shall provide a Calibration Certificate giving details of the calibration (e.g. method of calibration and results) and the List of authorized service centers. The list of authorized service centers shall include specification of provided services and typical service periods (example: Company XYZ, warranty and off-warranty services - 4 weeks; Calibration services - 3 weeks).
NOTE: Recommended calibration interval for the Portable Particle Counters shall be defined and documented in the Calibration Certificate or Instructions for use (see REQ-025675/A).
REQ-027262/A
The Supplier shall supply Calibration Certificate which shall establish:
· relation between quantity values with measurement uncertainties provided by measurement standards and the corresponding indications with associated measurement uncertainties;
· relation for obtaining a measurement result from an indication (if required).
NOTE: This requirement is applied for items of category Measuring Equipment and Devices only (see also ISO/IEC GUIDE 99:2007, 2.39).
REQ-025678/A
The Supplier shall provide information on execution of outgoing check of the Product. At least this information shall comprise declaration about execution of outgoing check and declaration of conformity with technical requirements defined by the product RSD and completeness of the Product.
NOTE: Alternatively the Supplier might provide the CA with information (e.g.: catalogue/technical data sheets, product manuals or other similar documentation) subject to the condition that such documentation is detailed enough to prove meeting all requirements stipulated herein.
REQ-025664/A
The Supplier shall establish and maintain a nonconformity control system compatible with ČSN EN ISO 9001 (equivalent to EN ISO 9001).
4. [bookmark: _Toc430969716][bookmark: _Toc451186294][bookmark: _Toc11751652]Specific Quality Requirements
REQ-027263/A
The sensor shall have 1 year valid calibration from the date of delivery to the CA.


REQ-025680/A	
[bookmark: OLE_LINK14]In case of the Portable Particle Counters repair by the Supplier within the warranty period, the Supplier (or authorized service center recommended by Supplier) shall recalibrate the Portable Particle Counters. Once the repair is completed, the results of this process shall be provided to the CA.
The Supplier shall provide the CA with a list of authorized service centers. The list of authorized service centers shall include specification of provided services and typical service periods 
(e.g.: Company XYZ, warranty and off-warranty services - 4 weeks; Calibration services - 3 weeks).
REQ-025681/A	
[bookmark: OLE_LINK34][bookmark: OLE_LINK33]All documentation provided by the Supplier shall be written in Czech or English.
REQ-025682/A	
The supplier provides the warranty for the period of at least 12 months from the signature of the Acceptance protocol.
[bookmark: _Toc529810777][bookmark: _Toc11751653]Acceptance
In case of successful acceptance phase the CA shall provide to the Supplier signed Acceptance protocol. In case of unsuccessful acceptance stage the CA shall provide the Supplier with the Nonconformity Report (NCR) and process the issue 
in accordance with REQ-025664/A.

REQ-025683/A	
The Acceptance phase shall demonstrate the following:	
· Portable Particle Counters are free of fabrication defects and are ready for the intended operational use.
The Acceptance protocol shall be signed after the supplier hands over to the CA the following documents:
· Calibration Certificate (1 year valid calibration from the date of delivery to the CA);
· documents on execution of outgoing check of the Product;
· list of authorized service centers.


[bookmark: _Toc529810778][bookmark: _Toc11751654]Annex
[bookmark: _Toc529810779][bookmark: _Toc11751655]Table no.1 - Technical Specifications

	Product Name 
	Specification

	Portable Particle Counter
	· suitable for use in ISO 5 - ISO 8 class of clean environments by ISO EN 14644 standard;
· minimum 4 simultaneous data;
· minimum scope of measuring particle size: 0.3 µm, 0.5 µm, 1.0 µm a 5.0 µm;
· minimum flow (sample) rate: 1 CFM ± 5% 
(28,3 l/min);
· counting efficiency (conforms to ISO 21501-4 standard):
· 50% ± 20% for most sensitive channel and particles with a size close to the minimum detectable particle size;
· 90% ± 10% for particles with a size 1.5 - 2.0 times larger than the minimum detectable particle size;
· sample tube: of maximal 1,5 m in length;
· Environmental Sensors: the product may allow the probes to be connected to environmental monitoring:
· possibility of temperature measurement 
(10-30 °C ) and humidity (35 – 65%)
· possibility of connecting a diffuser that can measure compressed air and helium;
· operating range: temperature 20°C ± 50%, humidity 50% ± 30%, RH with no visible condensation;
· automatic switch-off in case of malfunction;
· [bookmark: _GoBack]automatic switch-off in case of blocked gas/air suction tube;
· resistant against chemicals (isopropyl alcohol or demineralized water), antistatic features;
· data storage: minimum of  3000 sample records 
(at least for weekly continuous monitoring);
· possibility to download data to PC;
· power supply (electric power at 230 V AC and 50 Hz) operation and (rechargeable) battery operation;
· possibility to pre-set the name (the description) 
of individual sample recordings;
· easy cleaning and sanitation;
· conforms to standards: ISO EN 14644 a ISO 21501;
· weight including batteries: up to 7,5 kg.
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