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Foreword 
 
 
 
The text of ISO 8362-4:2003 has been prepared by Technical Committee ISO/TC 76 
"Transfusion, infusion and injection equipment for medical and pharmaceutical use" of the 
International Organization for Standardization (ISO) and has been taken over as EN ISO 8362-
4:2004 by CMC. 
 
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standards shall be withdrawn at the latest by December 2004.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 supersedes EN 28362-4:1993. 
 
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. 
 
 

Endorsement notice 
 

The text of ISO 8362-4:2003 has been approved by CEN as EN ISO 8362-4:2004 without any 
modifications. 
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Annex ZA 

(informative) 
 

A-deviations 
 
 
A-deviation: National deviation due to regulations, the alteration of which is for the time being 
outside the competence of CEN/CENELEC member: 
 
NOTE: Where standards fall under EC Directives it is the view of the Commission of the 
European Communities (OJ No G 59, 9.3, 1982) that the effect of the decision of the Court of 
Justice in case 815/79 Cremonini/Vrankovitch (European Court Reports 1980, p.3583) is that 
compliance with A-deviations is no longer mandatory and that the free movement of products 
complying with such a standard should not be restricted except under the safeguard procedure 
provided for in the relevant Directive. 
 
A-deviations in an EFTA country are valid instead of the relevant provisions of the European 
Standard in that country until they have been removed. 
 
The European standard is not in agreement with the European Pharmacopoeia, 4th Edition,  § 
3.2.1 "Glass containers for pharmaceutical use", which is mandatory in Sweden by "Svensk 
Läkemedelsstandard 2004:1, page 25" and "Regulation LVFS 2004:1. 
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