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National foreword

This British Standard is the official English language version of 
EN 13312-3:2001.

The UK participation in its preparation was entrusted to Technical Committee 
CII/58, Biotechnology, which has the responsibility to: 

A list of organizations represented on this committee can be obtained on 
request to its secretary.

Cross-references

The British Standards which implement international or European 
publications referred to in this document may be found in the BSI Standards 
Catalogue under the section entitled “International Standards Correspondence 
Index”, or by using the “Find” facility of the BSI Standards Electronic 
Catalogue.

A British Standard does not purport to include all the necessary provisions of 
a contract. Users of British Standards are responsible for their correct 
application. 

Compliance with a British Standard does not of itself confer immunity 
from legal obligations.

— aid enquirers to understand the text;

— present to the responsible European committee any enquiries on the 
interpretation, or proposals for change, and keep the UK interests 
informed;

— monitor related international and European developments and 
promulgate them in the UK.
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Foreword

This European Standard has been prepared by Technical Committee CEN/TC 233
"Biotechnology", 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 August 2001, and
conflicting national standards shall be withdrawn at the latest by August 2001.

This European Standard has been prepared under a mandate given to CEN by the
European Commission and the European Free Trade Association.

This standard is one of a series of European Standards concerned with performance criteria
for piping and instrumentation. These standards are:

EN 13312-1, Biotechnology - Performance criteria for piping and instrumentation - Part 1 :
General performance criteria.

EN 13312-2, Biotechnology - Performance criteria for piping and instrumentation - Part 2 :
Couplings.

EN 13312-3, Biotechnology - Performance criteria for piping and instrumentation - Part 3 :
Sampling and inoculation devices.

EN 13312-4, Biotechnology - Performance criteria for piping and instrumentation - Part 4 :
Tubes and pipes.

EN 13312-5, Biotechnology - Performance criteria for piping and instrumentation - Part 5 :
Valves.

EN 13312-6, Biotechnology - Performance criteria for piping and instrumentation - Part 6 :
Equipment probes.

This standard includes a Bibliography.

According to the CEN/CENELEC Internal Regulations, the national standards organizations
of the following countries are bound to implement this European Standard: Austria, Belgium,
Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.
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Introduction

Sampling and inoculation devices are used to remove material from or add material to the
closed system. In order to perform a safe operation the device should perform in such a way
as not to breach the containment of the closed system.

NOTE   Recommendations for safe operation with and maintenance of sampling and
inoculation devices are given in EN 13092 (see [1]).

Use of this European Standard will aid the equipment manufacturer in the classification of
sampling and inoculation devices with regard to safe performance in biotechnological
processes. The classification is easily understandable and readily utilizable for the user and
the regulatory authorities.

1 Scope

This European Standard specifies performance criteria for sampling and inoculation devices
used in biotechnological processes with respect to the potential hazards to the worker and
the environment from microorganisms in use.

This European Standard applies where the intended use of the sampling and inoculation
device includes hazardous or potentially hazardous microorganisms used in
biotechnological processes or where exposure of the worker or the environment to such
microorganisms is restricted for reasons of safety.

Where the device is included as an integral part of other units of equipment or components
of equipment, the manufacturer of that equipment has the responsibility to interpret the
appropriate safety standard (relative to that equipment) as inclusive of a complete device.

2 Normative references

This European Standard incorporates by dated or undated reference, provisions from other
publications. These normative references are cited at the appropriate places in the text and
the publications are listed hereafter. For dated references, subsequent amendments to or
revisions of any of these publications apply to this European Standard only when
incorporated in it by amendment or revision. For undated references the latest edition of the
publication referred to applies (including amendments).

EN 13312-1:2001, Biotechnology - Performance criteria for piping and instrumentation - Part
1: General performance criteria.

3 Terms and definitions

For the purposes of this standard, the terms and definitions given in EN 13312-1:2001
apply.

Full document details: BS EN 13312-3:2001

http://dx.doi.org/10.3403/01902254U
http://dx.doi.org/10.3403/02241723
http://dx.doi.org/10.3403/02241723
http://www.avadocuments.com/doc/bs-en-13312-3-2001
http://www.avadocuments.com/doc/bs-en-13312-3-2001

