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Foreword

This document (EN 1SO 3826-1:2013) 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 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text or by endorsement, at the latest by December 2013, and conflicting national standards shall be withdrawn
at the latest by December 2013.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN ISO 3826-1:2003.

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, see informative Annex ZA, which is an integral part of this document.
According to the CEN-CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.

Endorsement notice

The text of ISO 3826-1:2013 has been approved by CEN as EN 1SO 3826-1:2013 without any modification.

Documents
Document Sharing\g—lub

Full document details: BS EN ISO 3826-1:2013


http://dx.doi.org/10.3403/02947741
http://www.avadocuments.com/doc/bs-en-iso-3826-1-2013
http://www.avadocuments.com/doc/bs-en-iso-3826-1-2013

BS EN 1SO 3826-1:2013
EN 1SO 3826-1:2013 (E)

Annex ZA
(informative)
Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC on Medical devices

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 93/42/EEC, Medical devices.

Once this standard is cited in the Official Journal of the European Communities under that Directive and has
been implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in Table ZA.1 confers, within the limits of the scope of this standard, a presumption of
conformity with the corresponding Essential Requirements of that Directive and associated EFTA regulations.

Table ZA.1 — Correspondence between this European Standard and Directive 93/42/EEC, Medical

devices
Clause(s)/sub-clause(s) of this | Essential Requirements (ERs) Qualifying remarks/Notes
of Directive 93/42/EEC

6.2.3,6.2.8,6.3, 7.5 7.2 Only the protection to the
patients is explicitly addressed.
The part of ER 7.2 regarding the
packaging is not fully addressed.

5.1t05.8,6.2.5t06.2.8, 6.3 7.3 Only the first half sentence of ER
7.3 is addressed.

5.6.3,6.2.6, 6.2.7, 6.3, 6.4.3, 8.1 | 7.5 (first and second paragraph) | The part of ER 7.5 relating to
phthalates is not explicitly
covered.

5.7,5.8,6.4.2 7.6

5.7,5.8,6.2.2,6.4.2 8.1 The part of ER 8.1 relating to
easy handling is not addressed.

6.2.2,7.4,7.5 8.3

6.2.2 8.4

6.2.1 8.5

5.8,5.9 9.1 Restrictions indicated on the
label or in the instructions for
use are not addressed.

5.7,5.8.1 9.2 (first indent)

5.6,5.9,6.2.7 12.7.1 Only resistance to mechanical
stress is addressed.

8.2t08.5 131

8.1 13.2

8.21t08.5 13.3 The part of ER 13.3 related to
authorized representative is not
addressed.

8.2t08.5 13.4

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling within
the scope of this standard.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International
Standards adopted by the technical committees are circulated to the member bodies for voting.
Publication as an International Standard requires approval by at least 75 % of the member bodies
casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights.

[SO 3826-1 was prepared by Technical Committee ISO/TC 76, Transfusion, infusion and injection, and
blood processing equipment for medical and pharmaceutical use.

This second edition cancels and replaces the first edition (|[SO 3826-1:2003)), of which it constitutes a
minor revision with the following changes:

— Figure 1 on the schematic representation of plastics containers has been updated;
— Table 1 has been amended to include a plastics container with a nominal capacity of 600 ml;

— subclause 5.6.5 on requirements for sterile connection transfer tubing has been added;

— subclause 5.8.1 on the outlet port(s) has been amended by a specification for placement of the
septum and by a Note 2;

— subclauses 5.8.3 and 5.8.4 on further requirements for the outlet port(s) have been added;

— Clause B.5 on a test for sterile connection of tubing has been added;

— Annex C on biological tests has been completely revised and shortened in order to incorporate the
linkage to the [SO 10993 series;

— the Bibliography has been updated;
— minor editorial changes have been made throughout the whole document.

[SO 3824 consists of the following parts, under the general title Plastics collapsible containers for human
blood and blood components:

— Part 1: Conventional containers

— Part 2: Graphical symbols for use on labels and instruction leaflets
— Part 3: Blood bag systems with integrated features

The following parts are under preparation:

— Part 4: Aphaeresis blood bag systems with integrated features

Documents

. Document Sharing Hub
v © ISO 2013 - All rights reserved

Full document details: BS EN ISO 3826-1:2013


http://dx.doi.org/10.3403/02947741U
http://dx.doi.org/10.3403/02947741
http://dx.doi.org/10.3403/BSENISO10993
http://dx.doi.org/10.3403/BSENISO3826
http://www.avadocuments.com/doc/bs-en-iso-3826-1-2013
http://www.avadocuments.com/doc/bs-en-iso-3826-1-2013

BS EN ISO 3826-1:2013
ISO 3826-1:2013(E)

Introduction

In some countries, national pharmacopoeias or other government regulations are legally binding and
these requirements take precedence over this part of [SO 3826

The manufacturers of the plastics container, or the suppliers, are expected to disclose in confidence
to the national control authority, if requested by them, full details of the plastics material(s) and the
components of the materials and their methods of manufacture, details of manufacture of the plastics
containers, including the chemical names and quantities of any additives, whether incorporated by the
manufacturer of the plastics containers or present in the raw material, as well as full details of any
additives that have been used.

Universal leucocyte depletion is mandatory in various countries. This part of [SO 382§ is considered a
basic document for other standards which include technical innovations.

The requirements in this part of [SO 382§ are intended to
a) ensure that the quality of blood and blood components is maintained as high as 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 contamination,

— air embolism,

— errors in identification of plastics containers and any representative samples of contents,
— interaction between the plastics container and its contents,

c) ensure functional compatibility when used in combination with transfusion sets as specified in
[so1135-4

d) provide a package with appropriate resistance to breakage and deterioration.
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Plastics collapsible containers for human blood and
blood components —

Part 1:
Conventional containers

1 Scope

This part of specifies requirements, including performance requirements, for plastics
collapsible, non-vented, sterile containers complete with collecting tube outlet port(s), integral needle,
and with optional transfer tube(s), for the collection, storage, processing, transport, separation, and
administration of blood and blood components. The plastics containers may contain anticoagulant
and/or preservative solutions, depending on the application envisaged.

This part of [SO 382€ is also applicable to multiple units of plastics containers, e.g. to double, triple,
quadruple, or multiple units.

Unless otherwise specified, all tests specified in this part of [SO 3826 apply to the plastics container as
prepared ready for use.

This part of [SO 3826 is not applicable to plastics containers with an integrated filter.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any amendments) applies.

[SO 1135-4:2012, Transfusion equipment for medical use — Part 4: Transfusion sets for single use
[SO 3696:1987 Water for analytical laboratory use — Specification and test methods

[SO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

, Biological evaluation of medical devices — Part 4: Selection of tests for interactions with blood
[SO 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity
, Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
[SO 10993-11), Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

[SO 10993-12, Biological evaluation of medical devices — Part 12: Sample preparation and reference materials

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

3.1

plastics container

bag, of plastics material, complete with collecting tube and needle, port(s), anticoagulant, and/or
preservative solutions, and transfer tube(s) and associated container(s), where applicable
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3.2

shelf life

period between the date of sterilization and the expiry date after which the plastics container(s) should
not be used for the collection of blood

4 Dimensions and designation

4.1 Dimensions

Figure 1 illustrates the components of a plastics container. The values of the dimensions shown in
Figure 1 are binding and form part of the requirements of this part of [SO 3826; the dimensions given
in Table 1 are for guidance only.

4.2 Designation example

Plastics containers are_designated using the descriptor words “Plastics container” followed by the
number of this part of , followed by the nominal capacity of the container, in millilitres. For
example, the designation of a plastics container with a nominal capacity of 500 ml in accordance with
this part of is

Plastics container ISO 3826-1:2013, 500

5 Design

5.1 General

The design and manufacture of the plastics container shall provide for the safe and convenient collection,
storage, processing, transport, separation, and administration of whole blood and blood components.
The plastics container shall permit the collection of blood and the preparation of plasma or centrifuged
or resuspended cellular components with a minimal hazard of contamination by microorganisms. The
plastics container shall be functionally compatible with the transfusion set specified in . Its
design shall also ensure that it can be used in a centrifuge cup.

5.2 Air content

5.2.1 The total volume of air contained in the plastics container system divided by the number of
containers shall not exceed 15 ml.

NOTE Typical plastics container systems are described in [SO 3826-3.

5.2.2 When used in accordance with the manufacturer’s instructions, the plastics container shall be
capable of being filled with blood without air being introduced.

5.3 Emptying under pressure

The plastics container, when filled with a volume of water at a temperature of (23 * 5) °C equal to its
nominal capacity and connected to a transfusion set as specified in [[SO 1135-;] inserted in an outlet port
(see 5.8), shall empty without leakage within 2 min when gradually squeezed between two plates to an
internal pressure of 50 kPa above atmospheric pressure.

5.4 Pilot samples

The plastics container shall be designed so that pilot samples of unmistakable identity can be collected
for the performance of compatibility tests without the closed system of the plastics container being

penetrated. This may be accomplished, e.g. by using an unmistakable numbering system on the tubing.
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