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14254:2004 consists of the English text of 
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Käsitlusala: 
This standard specifies requirements and 
test methods for evacuated and non-
evacuated single-use specimen 
receptacles intended by their 
manufactures for the primary containment 
and preservation of spectimens, other 
than blood specimens, derived from the 
human body, for the purposes of in vitro 
diagnostic examination. 

Scope: 
This standard specifies requirements and 
test methods for evacuated and non-
evacuated single-use specimen 
receptacles intended by their 
manufactures for the primary containment 
and preservation of spectimens, other 
than blood specimens, derived from the 
human body, for the purposes of in vitro 
diagnostic examination. 
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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by endorsement, at the latest by December 2004, and conflicting national standards shall be withdrawn at the latest 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). 

EN ISO 3696, Water for analytical laboratory use — Specification and test methods (ISO 3696:1987) 

ISO 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 

EXAMPLE  Sampling spoons intended for the collection of solid specimens. 
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