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European foreword 

The text of ISO 16640:2021 has been prepared by Technical Committee ISO/TC 85 "Nuclear energy, 
nuclear technologies, and radiological protection” of the International Organization for Standardization 
(ISO) and has been taken over as EN ISO 16640:2022 by Technical Committee CEN/TC 430 “Nuclear 
energy, nuclear technologies, and radiological protection” the secretariat of which is held by AFNOR. 

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 June 2023, and conflicting national standards shall be 
withdrawn at the latest by June 2023. 

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. 
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, Türkiye and the 
United Kingdom. 

Endorsement notice 

The text of ISO 16640:2021 has been approved by CEN as EN ISO 16640:2022 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 documents 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).

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the Introduction and/or 
on the ISO list of patent declarations received (see www​.iso​.org/​patents).

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 85, Nuclear energy, nuclear technologies, 
and radiological protection, Subcommittee SC 2, Radiological protection.

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

This document focuses on monitoring the activity concentrations of radioactive gases. They allow the 
calculation of activity releases in the gaseous effluent discharge from facilities producing positron 
emitting radionuclides and radiopharmaceuticals. Such facilities produce short-lived radionuclides 
used for medical purposes or research. They include accelerators, radiopharmacies, hospitals and 
universities. This document provides performance-based criteria for the use of air monitoring 
equipment including probes, transport lines, sample monitoring instruments, and gas flow measuring 
methods. It also provides information covering monitoring program objectives, quality assurance, 
developing air monitoring control action levels, system optimisation, and system performance 
verification.

The goal of achieving an accurate measurement of radioactive gases, which are well mixed in the 
airstream, is accomplished either by direct (in-line) measurement within the exhaust stream or by 
extraction (bypass) from the exhaust stream for measurement remote from the duct. This document 
sets forth performance criteria and recommendations to assist in obtaining valid measurements.

﻿
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producing positron emitting radionuclides and 
radiopharmaceuticals

1 Scope

This document focuses on monitoring the activity concentrations of radioactive gases. They allow the 
calculation of the activity releases, in the gaseous effluent discharge from facilities producing positron 
emitting radionuclides and radiopharmaceuticals. Such facilities produce short-lived radionuclides 
used for medical purposes or research and can release gases typically including, but not limited to 18F, 
11C, 15O and 13N. These facilities include accelerators, radiopharmacies, hospitals and universities. This 
document provides performance-based criteria for the design and use of air monitoring equipment 
including probes, transport lines, sample monitoring instruments, and gas flow measuring methods. 
This document also provides information on monitoring program objectives, quality assurance, 
development of air monitoring control action levels, system optimisation and system performance 
verification.

The goal of achieving an unbiased measurement is accomplished either by direct (in-line) measurement 
on the exhaust stream or with samples extracted from the exhaust stream (bypass), provided that the 
radioactive gases are well mixed in the airstream. This document sets forth performance criteria and 
recommendations to assist in obtaining valid measurements.

NOTE 1 The criteria and recommendations of this document are aimed at monitoring which is conducted for 
regulatory compliance and system control. If existing air monitoring systems were not designed according to the 
performance criteria and recommendations of this document, an evaluation of the performance of the system 
is advised. If deficiencies are discovered based on a performance evaluation, a determination of the need for a 
system retrofit is to be made and corrective actions adopted where practicable.

NOTE 2 The criteria and recommendations of this document apply under both normal and off-normal 
operating conditions, provided that these conditions do not include production of aerosols or vapours. If the 
normal and/or off-normal conditions produce aerosols and vapours, then the aerosol collection principles of 
ISO 2889 also apply.

2 Normative references

There are no normative references in this document.

INTERNATIONAL STANDARD� ISO 16640:2021(E)
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