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Foreword

This document (prEN 1SO 3826-1:2010) has been prepared by Technical Committee ISO/TC 76 "Transfusion,
infusion and injection equipment for medical and pharmaceutical use" in collaboration with Technical
Committee CEN/TC 205 “Non-active medical devices” the secretariat of which is held by DIN.

This document is currently submitted to the parallel Enquiry.

This document will supersede EN ISO 3826-1:2003.

Endorsement notice

The text of ISO/DIS 3826-1:2010 has been approved by CEN as a prEN ISO 3826-1:2010 without any
modification.
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[Revision of first edition (ISO 3826-1:2003)]

ICS 11.040.20

ISO/CEN PARALLEL PROCESSING

This draft has been developed within the International Organization for Standardization (ISO), and
processed under the ISO-lead mode of collaboration as defined in the Vienna Agreement.

This draft is hereby submitted to the ISO member bodies and to the CEN member bodies for a parallel
five-month enquiry.

Should this draft be accepted, a final draft, established on the basis of comments received, will be
submitted to a parallel two-month approval vote in ISO and formal vote in CEN.

In accordance with the provisions of Council Resolution 15/1993 this document is circulated in
the English language only.

Conformément aux dispositions de la Résolution du Conseil 15/1993, ce document est distribué
en version anglaise seulement.

To expedite distribution, this document is circulated as received from the committee secretariat.
ISO Central Secretariat work of editing and text composition will be undertaken at publication
stage.

Pour accélérer la distribution, le présent document est distribué tel qu'il est parvenu du
secrétariat du comité. Le travail de rédaction et de composition de texte sera effectué au
Secrétariat central de I'ISO au stade de publication.

THIS DOCUMENT IS A DRAFT CIRCULATED FOR COMMENT AND APPROVAL. IT IS THEREFORE SUBJECT TO CHANGE AND MAY NOT BE
REFERRED TO AS AN INTERNATIONAL STANDARD UNTIL PUBLISHED AS SUCH.

IN ADDITION TO THEIR EVALUATION AS BEING ACCEPTABLE FOR INDUSTRIAL, TECHNOLOGICAL, COMMERCIAL AND USER PURPOSES, DRAFT
INTERNATIONAL STANDARDS MAY ON OCCASION HAVE TO BE CONSIDERED IN THE LIGHT OF THEIR POTENTIAL TO BECOME STANDARDS TO
WHICH REFERENCE MAY BE MADE IN NATIONAL REGULATIONS.

RECIPIENTS OF THIS DRAFT ARE INVITED TO SUBMIT, WITH THEIR COMMENTS, NOTIFICATION OF ANY RELEVANT PATENT RIGHTS OF WHICH
THEY ARE AWARE AND TO PROVIDE SUPPORTING DOCUMENTATION.
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Copyright notice

This 1ISO document is a Draft International Standard and is copyright-protected by ISO. Except as permitted
under the applicable laws of the user's country, neither this ISO draft nor any extract from it may be
reproduced, stored in a retrieval system or transmitted in any form or by any means, electronic, photocopying,
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of nationaks ards bodies
(ISO member bodies). The work of preparing International Standards is normally carriec~out thifough 1SO
technical committees. Each member body interested in a subject for which a hnical committee has been
established has the right to be represented on that committee. International orgat i

ent may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all suc rights.

ISO 3826-1 was prepared by Technical Committee ISO/TC 76, Tran
for medical and pharmaceutical use.

This second edition cancels and replaces the fi
following changes have been made:

— Figure 1 on the schematic representatior ics containers has been updated,;

— 5.8 on the outlet port(s) has be ted regarding a good compatibility with closure piercing-devices in
accordance with 1SO 1135-4;

© ISO 2007 — All rights reserved Vv
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Introduction

the chemical names and quantities of any addmves whether incorporated by
containers or present in the raw material, as well as full details of any additive

Universal leucocyte depletion is mandatory in various countries. This part of
document for other standards which include technical innovations.

The requirements in this part of ISO 3826 are intended to
a) ensure that the quality of blood and blood components is maintained as\hig necessary;

b) make possible efficient and safe collection, identification, storage, separation and transfusion of the
contents, with special attention to reducing or minimizing the risks resulting from

— contamination, in particular microbiological ¢ mination,
— air embolism,

— errors in identification of plastics containers and any r sentative samples of contents,

— interaction between the plastics ¢ its contents;

¢) ensure functional compatibility wh in combination with transfusion sets as specified in

ISO 1135-4;

d) provide a package with appropriate resistance to’breakage and deterioration.
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