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IMPORTANT — PLEASE NOTE

This is a mark-up copy and uses the following colour coding:

Text example 1 — indicates added text (in green)

Fext-exampte2 — indicates removed text (in red)

| | — indicates added graphic figure

———— ] — indicates removed graphic figure
1x.. — Heading numbers containg modifications are highlighted in yellow in

the Table of Contents

All changes in this document have yet to reach concensus by vote and as such should only
be used internally for review purposes.

DISCLAIMER

This Redline version provides you with'a quick and-easy way to compare the main changes
between this edition of the standard and-its previous,edition. It doesn’t capture all single
changes such as punctuation buthighlights theunodifications providing customers with
the most valuable information. Therefore it is‘important to note that this Redline version is
not the official ISO standard and that theaisers must consult with the clean version of the
standard, which is the official standard; for implementation purposes.
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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.

in accordance with the
org[directivesl.

may

I %@entarv information
~

o

_ ISO/TC 209, Cleanrooms @s‘k‘ociated controlled environments.

NN

ISO 14644 consists of the following parts, under the general title Cleanrooms and associated controlled
environments:

— Part 3: W methods

— Part 4: Design, construction and start-up

— Part 5: Operations

— Part 6—Ferms-amd-defiitios7: Separative devices (clean air hoods, gloveboxes, isolators and mini-

— Part# F ; — -
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Introduction

This of ISO 14644

with [SO 14644-1

In some circumstances, relevant regulatory &g’enaegn;}é& H{({bose supplementary olicies
fth

orrestrictions. In such situations, appropriate adapt
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Cleanrooms and associated controlled environments —

Part 2:
Monitoring to provide evidence of cleanroom performance
related to air cleanliness by particle concentration

1 Scope

This part of ISO 14644 specifies requ
cleanroom or clean zone tepro

for monitoring of &
e o o 1] o . .
RESLE LS e A TS e r o b1

QO 4 A4 A 4 C_ 0 _ ] _ - [y . .

RO R
2 Normative references .\@9 o

)

- 4G4 . For dated references, sulysequent

The following e

ouraged-to-investigate-thre-possibitity-of-applyng ©
et . For undated

references, the latest edition of the i fes:
[SO 14644-1:3555 , Cleanrooms and associated controlled environments—. Part 1: Classification of
air cleanlines g

15644 644=3—"1)Cleanroonsandassociatedcontrottedenviromnrents—FartFtetrotogyand-testmethods:

3 Terms and definitions

For the purposes of this p-arl-n'f-l-&e-l-‘l-e-'l-l-_ the terms and definitions given in ISO 14644-1 and

the following applyel

1) Fobepublisired:
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nnex A

4.3.2t04.3.13

Ariskassessment shall be undertaken in order to

ey bR cnkenyatonf e censoom o s sonand
—  determine the monitoring requirements to provide evidence of performance.

For guidance on what to consider when undertaking a risk assessment, see informative Anncx A.
423 Festing for-eontinued-complianee Monitoring plan

4.3.1  The monitoring plan shall take into account the output from the risk assessment.

When developing the monitoring plan, the factors described in 4.3.2to 4.3 13 shall be included asa minimum.
—
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Fablet—Scheduleoftesting toderions N S

. . . >, .
M Maximum time interval Test methO(/

<ISOClass5 | ————_6 months Annex B4rts0 14644-1:1999
> IS0 Class 5 12 moNtAS~——e—t—__ Annex B in ISO 14644-1:1999
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