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Foreword

This document (EN ISO 15378:2011) has been prepared by Technical Committee ISO/TC 76 "Transfusion,
infusion and injection, and blood processing equipment for medical and pharmaceutical use".

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text or by endorsement, at the latest by May 2012, and conflicting national standards shall be withdrawn at the
latest by May 2012.

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 15378:2007.

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, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,

Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of ISO 15378:2011 has been approved by CEN as a EN ISO 15378:2011 without any modification.



SIST EN ISO 15378:2012

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN ISO 153782012
https://standards.iteh.ai/catalog/standards/sist/675e9d4c- 1617-4£24-8e90-
2b601fc19156b/sist-en-iso-15378-2012



INTERNATIONAL ISO
STANDARD 15378

Second edition
2011-11-01

Primary packaging materials for
medicinal products — Particular
requirements for the application of
ISO 9001:2008, with reference to Good
Manufacturing Practice (GMP)

Articles de conditionnement.primaire pour médicaments — Exigences
particulieres pourl'application'de I'ISO '9001:2008 prenant en
considération,les .Bonnes Pratiques de Fabrication (BPF)

= Reference number
= — ISO 15378:2011(E)

© SO 2011



ISO 15378:2011(E)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2011

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 ¢ CH-1211 Geneva 20

Tel. +4122749 01 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © IS0 2011 — All rights reserved



ISO 15378:2011(E)

Contents Page
o =YY o o ST SP v
1011 Y o [ Lo 4 o o 0SSP vi
0.1 (7= 3= - vi
0.2 Lo o Yo =T=3= o] o T o o N viii
0.3 Relationship With ISO 9004 ... s e s s e e s s sse e e s s s snn e e eassnn s e nensanenesssnnenaan X
0.4 Compatibility with other management Systems...........oooc s X
1 8T o o - 1
11 €= 3 1= - | 1
1.2 72X 0 o1 1o ¥ 1 oY 1 1
2 NOIMALIVE FEfEIENCES ...ccuu i iiiiiiiiee i e e s s s e sanaaa st e ressnssa s s e e e e s ansnaasa s e e eannnanasssaeseannnnn 2
3 Terms and defiNItiONS .......ccveeeiiiiiiiii s e s aa s e e s s s ssaaa s e e e nanasa s e s e s e nnnannnaan 2
4 Quality management SYSteM.......cccociiiiiiinii i ————— 12
4.1 General reqUIrEMENLES ........cccceeiiiiiiiicicssesrer e resss s sssmse s e e s eesss s s ssmer e e e essassssssmn e e e e eesaassssmneneeeessnsnmnnnnennsann 12
4.2 Documentation reqUIremMENtS .........cccccciiiiiiiiccciseirrr e e s ssse s s s s s ssmne e e e e s s e s nnmnee e nannnn 13
5 Management reSPONSIDIlItY .......occriieiciisicrerriieseiissasnearneesssssasenensessassssssnsneessssasssssmsnesssssssssssssenessasses 16
51 Management commitment ... . o Y e 16
5.2 CUSTOMEE FOCUS ...ieeuuiiiiiesiiiensssireesssirrenssssrmasssednsssssrmsssssssntissesnsssssansssssensssssensssssensssssssnssssensnsssssenssnnsenns 16
5.3 Quality POliCY .....covcvmmrinniteit st i b i a L L a  r——————— 17
5.4 e 10T o ' 17
5.5 Responsibility, authority and communication c.c.i - 18
5.6 ManagemMeNt FEVIEW ... iueieuisssiiemseshuns asnsshnredasesnsssssudpaihsnipas ininhiinehs Duds R psCHJanee e e na s nnnnnnnnsennssassannnnnarennnaan 19
6 Resource management ... ) L 20
6.1 PrOVIiSION Of F@SOUICES......cciiiiiiieeiiiiiiierssas e rss s e rsanasas e resansssssarresaanasasasreressnnssssseenennnnns 20
6.2 LT = 1 T (=30 LU o< Y- 20
6.3 = T3 0 e (] 22
6.4 WOTrK €NVIFONMENT ........coiiieieiiiicecieeeece e e et e e e e e e e e e e s e e s s nsnsesmsmsmsmsmsmsmsmsmssssssssssssssssssssmsnsnsnnnnnnnnnn 22
6.5 MainteNANCE ACLIVILIES ... s s 23
7 Product realiZation .........cccciieeeiiiiieeiiiiieiiireseiirss s s rssss s srens s sranssssrenssssssansssssansssssansssssenssssssennsnsrennssnren 24
71 Planning of product realization...........ccccriiiiicciisimini e e 24
7.2 Customer-related ProCESSES.......ccviiiiiiiiriiiiir i rar s an s s an e annns 25
7.3 Design and development ... —————— 26
7.4 T o2 T= £ T 29
7.5 Production and Service ProviSion ... e 31
7.6 Control of monitoring and measuring equUIPMEeNt ............cccciiiicecirirccse e 36
8 Measurement, analysis and improvement...........coo i ———— 37
8.1 L CT=Y s =Y - | 37
8.2 Monitoring and MeAaSUrEMENT ...........cccciiiiiiiicccieerre s ss e e e e s s sssn e e e e e e e s s s s smnnn s e e e e essnsssannnennesannnn 37
8.3 Control of nonconforming Product ... e s ssmn e e e e e e s s mmne e e s 40
8.4 F N F 1)V T 53 e - | T S 41
8.5 00T 0T A=Y 4 =1 o 41
Annex A (normative) GMP requirements for printed primary packaging materials ............ccccceeiiinnnnennn. 43
Annex B (informative) Guidance on verification and validation requirements for primary

packaging materials ... ————————— 47
Annex C (informative) Guidance on risk management for primary packaging materials ............ccce........ 56

© ISO 2011 — Al rights reserved iii



ISO 15378:2011(E)

iv © 1S0O 2011 — All rights reserved



ISO 15378:2011(E)

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.

ISO 15378 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 (ISO 15378:2006), which has undergone a minor
revision to adapt this International Standardto<1S©9001:2008 and update references.

© 1SO 2011 — All rights reserved \"
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Introduction

0.1 General

This International Standard identifies Good Manufacturing Practice (GMP) principles and specifies
requirements for a quality management system applicable to primary packaging materials for medicinal
products. The realization of GMP principles in production and control of primary packaging materials within
organizations is of great importance for the safety of a patient using the medicinal product, because of their
direct product contact. The application of GMP for pharmaceutical packaging materials helps ensure that
these materials meet the needs and requirements of the pharmaceutical industry.

This International Standard is an application standard for primary packaging materials, which contains the
normative text of ISO 9001:2008.

The conventions for the layout of this International Standard are the following.

— Those clauses or subclauses that are quoted directly and unchanged from ISO 9001:2008 are in boxed
text.

— Texts in italics contain additional relevant, GMP . information regarding primary. packaging materials.

GMP terms and definitions are included in Clause 3.-If listed, the source is referred to in brackets.

vi © 1S0O 2011 — All rights reserved
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ISO 9001:2008, Quality management systems — Requirements

0.1 General

The adoption of a quality management system should be a strategic decision of an organization. The
design and implementation of an organization's quality management system is influenced by

a) its organizational environment, changes in that environment, and the risks associated with that
environment,

b) its varying needs,

c) its particular objectives,

d) the products it provides,

e) the processes it employs,

f)  its size and organizational structure.

It is not the intent of this International Standard to imply uniformity in the structure of quality management
systems or uniformity of documentation.

The quality management system requirements specified in this International Standard are
complementary to féequirements 'for \products.» Information' ‘marked. \'NOTE” is for guidance in
understanding or clarifying the ‘associated requirement.

This International Standard can be used by'internal®and external parties, including certification bodies, to
assess the organization's ability to meet customer, statutory and regulatory requirements applicable to
the product, and the organization's own-requirements!

The quality management principles;statedin/1SO.2000 and:1SO-9004 have been taken into consideration
during the development of this International Standard.

A key objective of this International Standard is to define harmonized primary packaging material
requirements. It includes some particular requirements for primary packaging materials, which are derived
from Good Manufacturing Practices for the production, control, etc. of medicinal products.

© ISO 2011 — Al rights reserved Vi
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0.2 Process approach

1ISO 9001:2008, Quality management systems — Requirements

0.2 Process approach

This International Standard promotes the adoption of a process approach when developing,
implementing and improving the effectiveness of a quality management system, to enhance customer
satisfaction by meeting customer requirements.

For an organization to function effectively, it has to determine and manage numerous linked activities. An
activity or set of activities using resources, and managed in order to enable the transformation of inputs
into outputs, can be considered a process. Often the output from one process directly forms the input to
the next.

The application of a system of processes within an organization, together with the identification and
interactions of these processes, and their management to produce the desired outcome, can be referred
to as the “process approach”.

An advantage of the process approach is the ongoing control that it provides over the linkage between
the individual processes within the system of processes, as well as over their combination and
interaction.

When used within a quality management system, such an approach emphasizes the importance of
a) understanding and meeting requirements,

b) the need to consider processes in terms of added value,

c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process
linkages presented in Clauses 4 to 8. This illustration shows that customers play a significant role in
defining requirements as inputs. Monitoring of customer satisfaction requires the evaluation of
information relating to customer perception as to whether the organization has met the customer
requirements. The model shown in Figure 1 covers all the requirements of this International Standard,
but does not show processes at a detailed level.

NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes.
PDCA can be briefly described as follows.

Plan: establish the objectives and processes necessary to deliver results in accordance with customer
requirements and the organization's policies.

Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for the product
and report the results.

Act: take actions to continually improve process performance.

viii © ISO 2011 — Al rights reserved
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Figure 1 — Model of a process-based quality management system
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