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amendment A1:2001, has the status of a British Standard
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Committees responsible for this
British Standard

The preparation of this British Standard was entrusted by the Health Care
Standards Policy Committee (HCC/-) to Technical Committee HCC/2, upon
which the following bodies were represented:

Association of British Health-care Industries

Association of Clinical Pathologists

British Diabetic Association

British Glass Manufacturers Confederation

British Surgical Trades Association

Department of Health

Disposable Hypodermic and Allied Equipment Manufacturers’ Association
(UK)

Medical Sterile Products Association

Royal Pharmaceutical Society of Great Britain

This British Standard, having
been prepared under the
direction of the Health Care
Standards Policy Committee,
was published under the
authority of the Standards
Board and comes into

effect on

90 December 1991 Amendments issued since publication

© BSI 31 January 2002 Amd. No. Date Comments
. 8750 July 1995
The following BSI references
relate to the work on this . . .
standard: 13264 21 December | Indicated by a sideline
Committee reference HCC/2 2001
Draft for comment 88/55196 DC -
13672 31 January Incorporating annex ZA
Incorp. 2002
Corr. No. 1
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National foreword

This British Standard is the official English language version of
EN IS0 9626:1995, including amendment A1:2001. It is identical with
IS0 9626:1991, including amendment 1:2001.

Cross-references

The British Standards which implement international or European publications
referred to in this document may be found in the BSI Standards Catalogue under
the section entitled “International Standards Correspondence Index”, or by using
the “Find” facility of the BSI Standards Electronic Catalogue.

A British Standard does not purport to include all the necessary provisions of a
contract. Users of British Standards are responsible for their correct application.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, pages i and ii,
the EN ISO title page, pages 2 to 11, the annex ZA page, an inside back cover and
a back cover.

The BSI copyright notice displayed in this document indicates when the
document was last issued.

Sidelining in this document indicates the most recent changes by amerﬁrﬁe&tu ments
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EUROPEAN STANDARD EN ISO 962(_5]

" February 1995
NORME EUROPEENNE + A1l

EUROPAISCHE NORM June 2001

ICS 11.040.20

Descriptors: Medical equipment, hypodermic needles, stainless steels, steel tubes, specifications, dimensions, tests

English version

Stainless steel needle tubing for the manufacture of medical
devices

(includes amendment A1:2001)
(IS0 9626:1991 + amd. 1:2000)

Tubes d’aiguilles en acier inoxydable pour la Kanitilenrohre aus nichtrostendem Stahl zur
fabrication de matériel médical Herstellung von Medizinprodukten

(inclut ’'amendement A1:2001) (enthélt Anderung A1:2001)

(IS0 9626:1991 + amd. 1:2001) (ISO 9626:1991 + amd. 1:2001)

This European Standard was approved by CEN on 1994-11-14. Amendment
A1:2001 was approved by CEN on 2001-06-01. CEN members are bound to
comply with the CEN/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 the Central Secretariat or to any
CEN member.

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

CEN members are the national standards bodies of Austria, Belgium, Czech
Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and
United Kingdom.

CEN

European Committee for Standardization
Comité Européen de Normalisation
Européisches Komitee fiir Normung

Central Secretariat: rue de Stassart 36, B-1050 Brussels

© 1995 Copyright reserved to CEN members
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Foreword

This European Standard has been taken over by
Technical Committee CEN/TC 205, Non-active
medical devices, from the work of ISO/TC 84,
Medical devices for injections, of the International
Organization for Standardization (ISO).

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
August 1995, conflicting national standards shall be
withdrawn at the latest by August 1995.

According to the CEN/CENELEC Internal
Regulations, the following countries are bound to
implement this European Standard: Austria,
Belgium, Denmark, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland and United Kingdom.

CORRECTED 2001-12-12

Foreword to amendment Al

The text of this Amendment

EN ISO 9626:1995/A1:2001 to the

EN ISO 9626:1995 has been prepared by Technical
Committee ISO/TC 84, Medical devices for
injections, in collaboration with Technical
Committee CEN/TC 205, Non-active medical
devices, the Secretariat of which is held by BSI.

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 2001, and conflicting national standards
shall be withdrawn at the latest by December 2001.

According to the CEN/CENELEC Internal
Regulations, the national standards organizations
of the following countries are bound to implement
this European Standard: Austria, Belgium, Czech
Republic, Denmark, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland and United Kingdom.

Endorsement notice

The text of the Amendment to the International
Standard ISO 9626:1991/AM 1:2001 has been
approved by CEN as an Amendment to the
European Standard without any modification.

NOTE Normative references to International
Standards are listed in annex ZA (normative).
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