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NATIONAL FOREWORD

R?s v Eesti standard EVS-EN I1SO
8 :2003 sisaldab Euroopa standardi
EN 8362-3:2003 ingliskeelset teksti.
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Kéesolev@ ent on joustatud
06.06.2003 le kohta on avaldatud
teade Eesti st rdiorganisatsiooni

ametlikus valja .
mesti

Standard on kattes
standardiorganisatsi

This Estonian standard EVS-EN I1SO
8362-3:2003 consists of the English text of
the European standard EN ISO 8362-
3:2003.

This document is endorsed on 06.06.2003
with the notification being published in the
official publication of the Estonian national
standardisation organisation.

The standard is available from Estonian
standardisation organisation.
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Kasitlusala:

7
This part of ISO 83625pecifi&luminium
caps for injection vials as desctj in
ISO 8362-1 and ISO 8362-4 @
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Scope:

This part of ISO 8362specifies aluminium
caps for injection vials as described in
ISO 8362-1 and ISO 8362-4

ICS 11.040.20

Voétmesdnad: closing devices, injection bo, injection containers, inj
instruments, injections, knurled caps, marking, medical equipment,

medicine, packages, packing, parenteral
specification (approval), specifications
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médicﬁsciences,
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infusion equipment, products,

Standardite reprodutseerimis- ja levitamisdigus kuulub Eesti Standardikeskusele
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Sa40.20 Supersedes EN 28362-3:1993
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English version

% Injection containers and accessories

Part 3: Aluminium caps for injection vials
Q (ISO 8362-3:2001)

Récipients et accessoire% produits injectables — Injektionsbehaltnisse fir Injektionspraparate und Zubehdr —
Partie 3: Capsules en &Jm pour flacons Teil 3: Aluminium-Bordelkappen fir Injektionsflaschen

(ISO 8362- f (ISO 8362-3:2001)

This European Standard was approve bw on 27 December 2002.

CEN members are bound to comply with @EN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to th agement Centre or to any CEN member.

This European Standard exists in three official versi (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its guage and notified to the Management Centre has the same status as the official
versions.

CEN members are the national standards bodies of Aust elgium, Czech Republic, Denmark, Finland, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Luxembourg, Malta, Netherlghds, klorway, Portugal, Slovak Republic, Spain, Sweden, Switzerland and

United Kingdom. /

EUROPEAN COMMITTEE FOR STANDARDIZATION

COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Management Centre: rue de Stassart, 36 B-1050 Brussels

© 2003 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 8362-3:2003 E
worldwide for CEN national Members.



EN ISO 8362-3:2003 (E)

Contents

) Page
Foreword .«... T T 3
Introduction @ ............................................................................................................................................... 3
1 85T oo o - PSPPSR 4
2 Normativ (=] o= 4
3 Dimensions (=57 [ T 1o o 4
3.1 [ 114 L= 0 13 o o T 4
3.2 [ T==3 T T g =T T N o 4
4 ReqUIremMeNnts ........li .. .......eeeeeeeeeenenesnn s s s snsnsnsnsnsnsnsssssssssssssssssssssssnsssnsnsnssnnnnnnnnnnnnnnnnnnnnnn 4
41 [ C =Y 0 1= - | [« 4
4.2 Force required to remo T 4
421 Two- or three-bridge tab €S B @Nd C) ... 4
4.2.2 Complete tear-off tab (type / ......................................................................................................... 4
5 Packaging ......ccoceeeveeernerseessensnins /‘ ..................................................................................................... 5

6 1V F= T (] 3V d\ .................................................................................................... 5

Annex ZA (normative) Normative reference@international publications with their relevant
European PUBIICAtIONS .......oooeeeeeeeee s e s s nmnnan 8



EN ISO 8362-3:2003 (E)

Foreword

The ext of 1ISO 8362-3:2001 has been prepared by Technical Committee ISO/TC 76 “Transfusion, infusion
a injection equipment for medical and pharmaceutical use” of the International Organization for
Sta dization (ISO) and has been taken over as EN ISO 8362-3:2003 by CMC.

*

This Eﬁgan Standard shall be given the status of a national standard, either by publication of an identical
text or ndorsement, at the latest by August 2003, and conflicting national standards shall be withdrawn at

the latest bWst 2003.

This documer@)ersedes EN 28362-3:1993.

According to theQ /CENELEC Internal Regulations, the national standards organizations of the following

countries are bou implement this European Standard: Austria, Belgium, Czech Republic, Denmark,
oéab’ 7S

Finland, France, G Greece, Hungary, Iceland, Ireland, Italy, Luxembourg, Malta, Netherlands,
Norway, Portugal, SI pain, Sweden, Switzerland and the United Kingdom.
SO Endorsement notice

The text of ISO 8362-3:2001 hgb(/een approved by CEN as EN ISO 8362-3:2003 without any modifications.

NOTE Normative references to Ir&ational Standards are listed in Annex ZA (normative).
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Introduction

*
The materials from which injection containers (in@g the elastomeric closures) are made are suitable
primary packaging materials for storing injectable pr until they are administered. However, in this part of
ISO 8362, aluminium caps are not considered as ary packaging materials in direct contact with

pharmaceutical preparations.
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1 Scope

This partof;O 8362 specifies aluminium caps for injection vials as described in ISO 8362-1 and ISO 8362-4.

2 Norn‘é eferences

The following &native document contains provisions which, through reference in this text, constitute
provisions of this p ISO 8362. For dated references, subsequent amendments to, or revisions of, any of
these publicationsot apply. However, parties to agreements based on this part of ISO 8362 are
encouraged to inves @ the possibility of applying the most recent edition of the normative document
indicated below. For uh@dted references, the latest edition of the normative document referred to applies.
Members of ISO and IEGsamaintain registers of currently valid International Standards.

ISO 8872, Aluminium caps f@vsfusion, infusion and injection bottles — General requirements and test

methods
)

3 Dimensions and designa@a(
*

3.1 Dimensions {p

The dimensions of aluminium caps shall be a@wn in Figure 1 and as given in Table 1.

3.2 Designation /O
)

Aluminium caps are designated according to type: the types A, B, C and D are illustrated in Figure 1. The
designation is expressed as the number and part of th &rn‘ational Standard, followed by the nominal size
of the container, followed by the type letter. /

EXAMPLE A type B (i.e. two-bridge tab) aluminium cap (B) OQ inal size 13 complying with the requirements laid
down in this part of ISO 8362 is designated.

Aluminium cap I1SO 8362-3(@

e
4 Requirements %
Ve

4.1 General @
©

4.2 Force required to remove tab O/

The caps shall meet the requirements of ISO 8872.

4.2.1 Two- or three-bridge tabs (types B and C) 6

The force needed to remove the tab shall be determined in accordance with ISO 8872 and ?ﬂall begwithin the
range given in Table 2. &

4.2.2 Complete tear-off tab (type D) L

The force needed to remove the tab completely shall be determined in accordance with ISO 8872 and s‘aﬁe
within the range given in Table 3.



