ICS 13.040.35 SLOVENSKA TECHNICKA NORMA Marec 2024

Cisté priestory a prislu$né riadené prostredie | gTN
Cast 18: Posudzovanie vhodnosti spotrebného | gN [SO 14644-18
materialu (ISO 14644-18: 2023)

STN

12 5301

Cleanrooms and associated controlled environments - Part 18: Assessment of suitability of consumables (ISO 14644-18:2023)

Tato norma obsahuje anglicki verziu eurépskej normy.
This standard includes the English version of the European Standard.

Této norma bola oznamena vo Vestniku UNMS SR &. 02/24

Obsahuje: EN ISO 14644-18:2023, ISO 14644-18:2023

138266

Urad pre normalizaciu, metrolégiu a ski$obnictvo Slovenskej republiky, 2024
Slovenska technickd norma a technicka normaliza¢nd informécia je chrdnena zdkonom ¢. 60/2018 Z. z. o technickej normalizacii

v znen{ neskorsich predpisov.




STN EN ISO 14644-18: 2024 Urad pre normalizéciu, metrolégiu a sku$obnictvo Slovenskej republiky

EUROPEAN STANDARD EN ISO 14644-18
NORME EUROPEENNE
EUROPAISCHE NORM October 2023

ICS 13.040.35

English Version

Cleanrooms and associated controlled environments - Part
18: Assessment of suitability of consumables (ISO 14644-
18:2023)

Salles propres et environnements maitrisés apparentés Reinrdume und zugehorige Reinraumbereiche - Teil
- Partie 18: Evaluation de I'aptitude a I'emploi des 18: Bewertung der Reinraumtauglichkeit von
consommables (ISO 14644-18:2023) Verbrauchsgegenstianden (ISO 14644-18:2023)

This European Standard was approved by CEN on 17 September 2023.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references

concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,

Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2023 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 14644-18:2023 E
worldwide for CEN national Members.



STN EN ISO 14644-18: 2024 Urad pre normalizaciu, metrolégiu a skugobnictvo Slovenskej republiky

EN ISO 14644-18:2023 (E)

Contents Page

EUTOPEAN fOT@WOTI(......iuiuisinssnsssisissssssssssssssssssssssssssssssssssssssasasssssss s ssssssas sssssssssasasss s e e s sessassssssasasasanansnsnsnsnsssssssssasanass 3



STN EN ISO 14644-18: 2024 Urad pre normalizaciu, metrolégiu a skugobnictvo Slovenskej republiky

EN ISO 14644-18:2023 (E)

European foreword

This document (EN ISO 14644-18:2023) has been prepared by Technical Committee ISO/TC 209
"Cleanrooms and associated controlled environments" in collaboration with Technical Committee
CEN/TC 243 “Cleanroom technology” the secretariat of which is held by BSI.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by April 2024, and conflicting national standards shall be
withdrawn at the latest by April 2024.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national standards
body/national committee. A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and the
United Kingdom.

Endorsement notice

The text of ISO 14644-18:2023 has been approved by CEN as EN ISO 14644-18:2023 without any
modification.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO document should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO draws attention to the possibility that the implementation of this document may involve the use
of (a) patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed
patent rights in respect thereof. As of the date of publication of this document, ISO had not received
notice of (a) patent(s) which may be required to implement this document. However, implementers are
cautioned that this may not represent the latest information, which may be obtained from the patent
database available at www.iso.org/patents. ISO shall not be held responsible for identifying any or all
such patent rights.

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 209, Cleanrooms and associated controlled
environments, in collaboration with the European Committee for Standardization (CEN) Technical
Committee CEN/TC 243, Cleanroom technology, in accordance with the Agreement on technical
cooperation between ISO and CEN (Vienna Agreement).

Alist of all parts in the ISO 14644 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Cleanrooms and associated controlled environments are used for the control of contamination to levels
appropriate for performing contamination-sensitive activities.

Products and processes that benefit from the control of contamination include those in industries such
as aerospace, microelectronics, optics, displays, nuclear, micro-mechanical devices, consumer goods,
cosmetics and life sciences (e.g. pharmaceuticals, medical devices, food). Contamination control in
the healthcare sector benefits the patients by enabling access to products free of potentially harmful
particles.

Consumables are widely used during preparation and operations in cleanrooms, clean zones or
controlled zones to maintain the air or surface cleanliness level in the cleanroom by shielding a
contamination source or a vulnerable object or by removing contamination from a surface. For
monitoring and testing purposes, consumables can be used for sampling contamination. Consumables
need to be carefully selected and appropriately used in order to maintain cleanliness levels and mitigate
risk for processes and products.

Consumables are used for a limited time only. They do not constitute a part of the final product.

This document addresses the suitability assessment of consumables for use in cleanrooms, clean zones
or controlled zones in respect to contamination in air and on surfaces by:

— particles;
— chemicals;
— microorganisms.

Customers or users need to have the opportunity to assess a given consumable by matching their
intended use requirements with the designed use data of the supplier. This can be supplemented by
additional tests. This match of intended use and designed use is addressed as appropriate use.

Depending on the use case, an impact assessment to determine the kind and acceptable quantity of
contamination from consumables can be derived by benchmarking the requirements with respect to
emission of contaminants.

This document is written for suppliers (manufacturers of consumables or distributors) and customers
(as users of consumables) to assess the cleanroom suitability of consumables.

The cleanroom suitability assessment always has to be accompanied with a description of use, technical
data as required by the nature of the consumable and test results. A sole statement such as “suitable for
cleanroom of classification ISO 5” is not foreseen, due to the variety and complexity of use cases and
the likelihood that a cleanroom suitability assessment would not rely on test data relating solely to
airborne particle emissions.

vi © IS0 2023 - All rights reserved
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Cleanrooms and associated controlled environments —

Part 18:
Assessment of suitability of consumables

1 Scope

This document gives guidance for assessing personal and non-personal consumables for their
appropriate use in cleanrooms, clean zones or controlled zones, based on product and process
requirements, cleanliness attributes and functional performance properties. The cleanliness attributes
addressed are particles or chemicals in air or on surfaces. Biocontamination (viable particles,
microorganisms or pyrogens) is considered as a special property of consumables. Identification of
associated risks are considered.

This document complements cleanroom operation as outlined in ISO 14644-5.
This document gives guidance concerning:
— determination of cleanroom suitability of consumables in general;

— specification of requirements for an intended use of a consumable by the customer with respect to
functional performance, cleanliness attributes and special properties;

— specification of properties for a designed use of a consumable by supplier;
— assessment of a consumable for an appropriate use;
— documentation.

Informative annexes are used to list examples for personal and non-personal consumables, verification
methods for cleanliness attributes testing and the potential impact of consumables on a cleanroom.

Cleaning agents, disinfectants and lubricants are considered as consumables with respect to
their packaging, as their packaging is likely to have cleanliness requirements in common with all
consumables.

This document does not apply to:
— design details of consumables;

— testing of functional performance of materials, e.g. barrier properties of gloves, wear and slip
resistance of flooring;

— health and safety requirements; legal requirements can apply in specific countries;
— cleanability;

— (raw) materials which are added within the production process as ingredients;

— performance or function testing;

— transport containers;

— process media such as gases or liquids;

— the functional performance of cleaning agents, disinfectants and lubricants.

©1S0 2023 - All rights reserved 1
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2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments) applies.

ISO 14644-1, Cleanrooms and associated controlled environments — Part 1: Classification of air cleanliness
by particle concentration

ISO 14644-8:2022, Cleanrooms and associated controlled environments — Part 8: Assessment of air
cleanliness by chemical concentration (ACC)

ISO 14644-9, Cleanrooms and associated controlled environments — Part 9: Assessment of surface
cleanliness for particle concentration

ISO 14644-10:2022, Cleanrooms and associated controlled environments — Part 10: Assessment of surface
cleanliness for chemical contamination

koniecnahladu - textdalej pokracuje vplatenejverzii STN

2 © IS0 2023 - All rights reserved



	EN ISO 14644-18_2023 e_stf.pdf
	European foreword
	Endorsement notice

	ISO 14644-18_2023 ed.1 - id.81440 Publication PDF (en).pdf
	Foreword 
	Introduction 
	1 Scope 
	2 Normative references 
	3 Terms and definitions 
	4 Description and cleanroom suitability properties of consumables 
	4.1 Types of consumables 
	4.2 Properties of consumables 
	4.2.1 General 
	4.2.2 Functional performance properties 
	4.2.3 Cleanliness attributes 
	4.2.4 Special properties 

	4.3 Intended use 
	4.4 Consumable use 
	4.4.1 Single-use 
	4.4.2 Multiple-use 


	5 Contaminant of concern 
	5.1 General 
	5.2 Emission of contaminants into the air 
	5.3 Surface contamination by contact transfer 
	5.4 Surface contamination via liquids 

	6 Cleanroom suitability assessment prerequisites 
	6.1 General 
	6.2 Considerations 
	6.3 Associated risks 
	6.4 Requirements, properties and cleanliness attributes 
	6.5 Sustainability 

	7 Customer requirements 
	7.1 General 
	7.2 Description and intended use 
	7.3 Requirements for consumable assessment 
	7.3.1 Functional performance properties 
	7.3.2 Cleanliness attributes 
	7.3.3 Special properties 


	8 Consumable properties as designed by the supplier 
	8.1 General 
	8.2 Description and designed use 
	8.3 Consumable properties and attributes 
	8.3.1 Functional performance properties 
	8.3.2 Cleanliness attributes 
	8.3.3 Special properties 

	8.4 Supplier quality documentation 

	9 Assessment 
	9.1 General 
	9.2 Initial comparison 
	9.3 Detailed comparison 
	9.4 Cleanroom suitability assessment 
	9.5 Implementation 

	10 Documentation 
	10.1 General 
	10.2 Initial customer’s documentation 
	10.3 Supplier documentation 
	10.4 Assessment documentation 

	Annex A (informative)  Personal and non-personal consumables 
	Annex B (informative)  Impact of consumables on cleanroom cleanliness levels 
	Annex C (informative)  Test methods 
	Annex D (informative)  Worked examples 
	Bibliography 

	Prázdna strana
	Prázdna strana



