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National foreword

This British Standard is the official English language version of
EN 14254:2004.

The UK participation in its preparation was entrusted to Technical Committee
CH/212, IVDs, which has the responsibility to:

— aid enquirers to understand the text;

—  present to the responsible international/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.

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 Catalogue
under the section entitled “International Standards Correspondence Index”, or
by using the “Search” facility of the BSI Electronic Catalogue or of British
Standards Online.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

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

Summary of pages

This document comprises a front cover, an inside front cover, the EN title page,
pages 2 to 18, an inside back cover and a back cover.

The BSI copyright notice displayed in this document indicates when the
document was last issued.
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Foreword

This document (EN 14254:2004) has been prepared by Technical Committee CEN/TC 140 “In vitro diagnostic
medical devices”, the secretariat of which is held by DIN.

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by endorsement, at the latest by December 2004, and conflicting national standards shall be withdrawn at the latest
by December 2004.

This document has been prepared under a mandate given to CEN by the European Commission and the European
Free Trade Association, and supports essential requirements of EU Directive(s).

For relationship with EU Directive(s), see informative annex ZA, which is an integral part of this document.
Annexes A, B, C, D and E are normative.

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

This standard specifies requirements and test methods for single-use evacuated and non-evacuated receptacles,
intended by their manufacturers, for the primary containment and preservation of specimens, other than blood
specimens, derived from the human body, for the purposes of in vitro diagnostic examination.

NOTE 1 Requirements and test methods for evacuated and non-evacuated single-use venous blood specimen containers
are specified in EN_14820.

NOTE 2  While it is desirable that specimen receptacles should be designed to avoid spontaneous discharge of the contents,
when being opened, this standard does not specify a test procedure for this because it has not been possible to devise an
objective and reproducible test.

This standard does not specify requirements for collection needles or needle holders or other accessories used in
conjunction with specimen receptacles.

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).

N ISO 3696, Water for analytical laboratory use — Specification and test methods (SO 3696:198

SO 4788, Laboratory glassware — Graduated measuring cylinders

3 Terms and definitions
For the purposes of this European Standard, the following terms and definitions apply.

3.1

receptacle

vessel, whether evacuated or not, intended to contain a specimen, together with any receptacle accessory and
additive, with closure in place

3.2

evacuated receptacle

receptacle intended for specimen collection by means of evacuation, either already induced by the manufacturer
(i. e. pre-evacuated receptacle), or induced by the user immediately before a liquid specimen is taken

3.3
container
part of the receptacle without the closure, and without any accessory, that contains the specimen

NOTE Depending on the intended application, the part of the receptacle, without the closure, that contains a specimen,
may also be known as a “tube”, “bottle”, “vial”, or similar name.

3.4
closure
component by which the container is closed

3.5
receptacle accessory
component inside the receptacle which is intended by the manufacturer to assist in the collection or mixing, or

separation, of the specimen Documents
EXAMPLE Sampling spoons intended for the collection of solid specimens. Document Sharing Hub
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3.6

holder and suction tip assembly

device that is intended to be attached to an evacuated receptacle to enable liquid sample collection to be
performed

3.7
primary pack
smallest pack of receptacles

3.8

receptacle interior

inside surface of the container receptacle or closure and the surface of any receptacle accessory exposed to the
specimen

3.9

additive

substance, other than surface treatments designed to be irremovable, that is placed inside the receptacle to
facilitate the preservation of the specimen, or is intended to react with the specimen, in order to allow the intended
analysis to be performed

EXAMPLE Solid culture media.
3.10

nominal liquid capacity
volume of specimen with which the receptacle is intended to be filled plus the volume of any additive

NOTE This volume is stated on the label and/or the instructions for use.
3.11
free space

extra capacity, or headspace, which is provided to allow adequate mixing of the contents of a receptacle
NOTE This volume is determined by the minimum free space tests described in annexes A, B and C.

3.12
nominal fill line
mark on a container, or its label, to indicate the nominal liquid capacity of a container.

NOTE A container can be marked with more than one fill line.

3.13
filling capacity
volume of a liquid specimen needed to achieve the required additive to specimen ratio

3.14

minimum fill line

mark on a container, or its label, to indicate the minimum volume of specimen required to ensure that the in vitro
diagnostic test, for which the specimen is intended, can give accurate results

3.15

maximum fill line

mark on a container, or its label, to indicate the maximum volume of specimen permitted to ensure that the in vitro
diagnostic test, for which the specimen is intended, can give accurate results

3.16
graduation line
mark on a container, or its label, to enable an estimate of the volume of a liquid specimen

NOTE A container can be marked by more than one graduation line.

3.17 Documents
draw volume .
quantity of liquid specimen drawn into an evacuated receptacle Document Sharing Hub
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