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Evropski predgovor

Ta dokument (EN ISO 15378:2017) je pripravil
tehniéni odbor ISO/TC 76 "Transfuzijski,
infuzijski in injekcijski pripomocki ter oprema
za obdelavo krvi za uporabo v medicini in
farmaciji”.

Ta evropski standard mora z objavo
istovetnega besedila ali z razglasitvijo dobiti
status nacionalnega standarda najpozneje do
aprila 2018, nacionalne standarde, ki so v
nasprotju s tem standardom, pa je treba
umakniti najpozneje do aprila 2018.

Opozoriti je treba na moznost, da je nekaj
elementov tega dokumenta lahko predmet
patentnih  pravic. CEN ne prevzema
odgovornosti za identifikacijo katerihkoli ali
vseh takih patentnih pravic.

Ta dokument nadomes$éa standard EN ISO
15378:2015.

V skladu z notranjimi pravili CEN-CENELEC
morajo ta evropski standard prevzeti
nacionalne  organizacije za standarde
naslednjih drzav: Avstrije, Belgije, Bolgarije,
Cipra, Ceske republike, Danske, Estonije,
Finske, Francije, Grcije, Hrvaske, Irske,
Islandije, Italije, Latvije, Litve, Luksemburga,
Madzarske, Malte, Nekdanje jugoslovanske
republike Makedonije, Nemcije, Nizozemske,
Norveske, Poljske, Portugalske, Romunije,
Slovaske, Slovenije, Srbije, Spanije, Svedske,
Svice, Turgije in ZdruZenega kraljestva.

Razglasitvena objava

Besedilo mednarodnega standarda [ISO
15378:2017 je CEN odobril kot evropski
standard EN ISO 15378:2017 brez
kakrsnihkoli sprememb.

European foreword

This document (EN 1SO 15378:2017) 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 April 2018, and
conflicting national standards shall be
withdrawn at the latest by April 2018.

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

This document supersedes EN ISO
15378:2015.

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, Serbia, Slovakia,
Slovenia, Spain, Sweden, Switzerland, Turkey
and the United Kingdom.

Endorsement notice

The text of ISO 15378:2017 has been
approved by CEN as EN ISO 15378:2017
without any modification.
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Predgovor

Mednarodna organizacija za standardizacijo
(ISO) je svetovna zveza nacionalnih organov za
standarde (Clanov ISO). Mednarodne standarde
praviloma pripravljajo tehni¢ni odbori ISO. Vsak
¢lan, ki ga zanima podrocje, za katero je bil
ustanovljen tehni¢ni odbor, ima pravico biti
zastopan v tem odboru. Pri delu sodelujejo tudi
mednarodne vladne in nevladne organizacije,
povezane z ISO. V vseh zadevah, ki so
povezane s standardizacijo na podrocju
elektrotehnike, SO tesno sodeluje =z
Mednarodno elektrotehniSko komisijo (IEC).

Postopki, uporablijeni pri razvoju tega
dokumenta, in postopki, predvideni za njegovo
nadaljnje vzdrzevanje, so opisani v Direktivah
ISO/IEC, 1. del. Posebna pozornost naj se
nameni razliénim kriterijem odobritve, potrebnim
za razli¢ne vrste dokumentov ISO. Ta dokument
je bil pripravljen v skladu z urednidkimi pravili
Direktiv ISO/IEC, 2. del (glej
www.iso.org/directives).

Opozoriti je treba na moznost, da je neka;j
elementov tega dokumenta lahko predmet
patentnih pravic. ISO ne prevzema odgovornosti
za identifikacijo katerihkoli ali vseh takih
patentnih pravic. Podrobnosti o morebitnih
patentnih pravicah, identificiranih med pripravo
tega dokumenta, bodo navedene v uvodu in/ali
na seznamu patentnih izjav, ki jih je prejela
organizacija 1ISO (glej www.iso.org/patents).

Morebitna trgovska imena, uporabljena v tem
dokumentu, so informacije za uporabnike in ne
pomenijo podpore blagovni znamki.

Za razlago pomena specifi€nih pojmov in izrazov
ISO, povezanih z ugotavljanjem skladnosti, ter
informacij o tem, kako ISO spoStuje nacela
Mednarodne trgovinske organizacije (WTO) v
Tehniénih ovirah pri trgovanju (TBT), dglej
naslednji naslov URL:
www.iso.org/foreword.html.

Ta dokument je pripravil tehni¢ni odbor ISO/TC
76  Transfuzijski, infuzijski in injekcijski
pripomocCki ter oprema za obdelavo krvi za
uporabo v medicini in farmaciji.

Ta Cetrta izdaja standarda razveljavlja in
nadomes¢a tretjo izdajo (ISO 15378:2015), ki je
bila tehni¢no revidirana. Glavne tehni¢ne in
redakcijske spremembe zajemajo:

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 1SO, also take part in the work. ISO
collaborates closely with the International
Electrotechnical Commission (IEC) on all matters
of electrotechnical standardization.

The procedures used to develop this document
and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In
particular the different approval criteria needed for
the different types of ISO documents should be
noted. This document was drafted in accordance
with the editorial rules of the ISO/IEC Directives,
Part 2 (see www.iso.org/directives).

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. Details
of any patent rights identified during the
development of the document will be in the
Introduction and/or on the ISO list of patent
declarations received (see www.iso.org/patents).

Any trade name used in this document is
information given for the convenience of users
and does not constitute an endorsement.

For an explanation on the voluntary nature of
standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as
well as information about ISO's adherence to the
World Trade Organization (WTQ) principles in the
Technical Barriers to Trade (TBT) see the
following URL: www.iso.org/foreword.html.

This document was prepared by ISO/TC 76,
Transfusion, infusion and injection, and blood
processing  equipment for medical and
pharmaceutical use.

This fourth edition cancels and replaces the third
edition (ISO 15378:2015), which has been
technically revised. The main technical and
editorial changes comprise:
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vkljuitev sektorsko specificnih zahtev o
sistemih vodenja kakovosti za zdravila v
standard ISO 9001:2015,

izbris zahtev o poslovniku kakovosti,

vklju€itev vseh dodatkov k ISO 9001:2015 v
ta dokument,

prilagoditve terminologiji ISO 9000:2015, ¢e
je relevantno,

vklju€itev abecednega kazala opredeljenih
izrazov, uporabljenih v tem dokumentu.

the integration of the sector-specific
requirements on quality management
systems for medicinal products into ISO
9001:2015;

the deletion of the requirements on quality
manual;

the inclusion of all annexes of ISO
9001:2015 into this document;

adjustments to the terminology of ISO
9000:2015, where relevant;

the inclusion of an alphabetical index of
defined terms used in this document.
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Uvod
0.1 Splosno

Ta dokument opredeljuie nacela dobre
proizvodne prakse (DPP) in dolo¢a zahteve za
sistem vodenja kakovosti na podroc¢ju primarnih
embalaznih materialov za zdravila. lzvajanje
DPP pri proizvodnji in nadzoru primarnih
embalaznih materialov je zaradi neposrednega
stika z zdravilom zelo pomembno za varnost
pacienta, ki ga uporablja. Uporaba DPP za
farmacevtske embalazne materiale pomaga
zagotoviti, da ti materiali izpolnjujejo potrebe in
zahteve farmacevtske industrije.

Ta dokument je aplikacijski standard za primarne
embalazne materiale in vsebuje besedilo
standarda ISO 9001:2015.

Dogovori o postavitvi tega dokumenta so
naslednji:

— Tiste toCke, podtoCke ali dodatki, ki so
citirani neposredno in nespremenjeno iz
ISO 9001:2015 in ISO 9000:2015 (pod
tocko 3), so v okvirjih.

— Dodatne zahteve in priporocila v zvezi z
DPP ter izrazi in definicije, ki so relevantni
za proizvodnjo primarnih embalaznih
materialov, so zunaj okvirjev.

Introduction
0.1 General

This document 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 document is an application standard for
primary packaging materials, which contains the
text of ISO 9001:2015.

The conventions for the layout of this document
are the following.

— Those clauses, subclauses or annexes that
are quoted directly and unchanged from
ISO 9001:2015 and ISO 9000:2015 (under
Clause 3) are in boxes.

— Additional GMP related requirements and
recommendations as well as terms and
definitions relevant to the manufacture of
primary packaging materials are outside
boxes.

1ISO 9001:2015, Sistemi vodenja kakovosti —
Zahteve

0.1 Splosno

Privzem sistema vodenja kakovosti je
strateSka odloCitev organizacije, ki ji lahko
pomaga izboljSati celotno izvajanje in daje
trdno podlago pobudam za trajnostni razvoj.

Koristi, ki jih ima lahko organizacija od
izvajanja sistema vodenja kakovosti na
podlagi tega mednarodnega standarda, so:

a) zmoznost, da dosledno zagotavlja izdelke
in storitve, ki izpolnjujejo zahteve

odjemalcev  ter veljavhe zahteve
zakonodaje in regulative;
b) dajanje priloznosti  za povecCanje

zadovoljstva odjemalcev;

ISO 9001:2015, Quality management
systems — Requirements

0.1 General

The adoption of a quality management system
is a strategic decision for an organization that
can help to improve its overall performance
and provide a sound basis for sustainable
development initiatives.

The potential benefits to an organization of
implementing a quality management system
based on this International Standard are:

a) the ability to consistently provide products
and services that meet customer and
applicable  statutory and regulatory
requirements;

b) facilitating opportunities to enhance
customer satisfaction;
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Cc) obravnavanje tveganj in priloZnosti,
povezanih z njenim kontekstom in cilji;

d) zmoznost, da dokaze izpolnjevanje
skladnosti s specificiranimi zahtevami
sistema vodenja kakovosti.

Ta mednarodni standard lahko uporabljajo
strani znotraj in zunaj organizacije.

Ta mednarodni standard nima namena
nakazovati potrebe po:

— enotni zgradbi razli¢nih sistemov vodenja
kakovosti;

— uskladitvi dokumentacije s strukturo tock
tega mednarodnega standarda;

— uporabi specifitne terminologije tega
mednarodnega standarda v organizaciji.

Zahteve sistema vodenja kakovosti, doloCene
v tem mednarodnem standardu, dopolnjujejo
zahteve za izdelke in storitve.

Ta mednarodni standard uporablja procesni
pristop, ki vkljuCuje cikel "planiraj-izvedi-
preveri-ukrepaj" (PDCA) in razmiSljanje na
podlagi tveganja.

Procesni pristop pomaga organizaciji planirati
njene procese in njihovo interakcijo.

Cikel PDCA pomaga organizaciji zagotavljati,
da svoje procese podpre z ustreznimi viri in jih
vodi ter da identificira priloZnosti za izboljSanje
in ustrezno ukrepa.

Razmi$ljanje na podlagi tveganja pomaga
organizaciji opredeliti dejavnike, ki bi lahko
povzroCili odstopanje njenih procesov in
njenega sistema vodenja kakovosti od
planiranih rezultatov, sprejeti preventivne
ukrepe za zmanjSanje negativnih vplivov ter
kar najbolje izkoristiti priloznosti, ko se
ponudijo (glej tocko A.4).

Dosledno izpolnjevanje zahtev ter
obravnavanje prihodnjih potreb in pri€akovanj
v vse bolj dinami¢nem in kompleksnem okolju
predstavljata za organizacije velik izziv. Da bi
organizacija dosegla ta cilj, se ji lahko zdi
potrebno, da poleg korekcij in nenehnega
izboljSevanja sprejme razli€ne oblike izboljSav,

c) addressing risks and opportunities
associated with its context and objectives;

d) the ability to demonstrate conformity to
specified quality management system
requirements.

This International Standard can be used by
internal and external parties.

It is not the intent of this International Standard
to imply the need for:

— uniformity in the structure of different
quality management systems;

— alignment of documentation to the clause
structure of this International Standard;

— the use of the specific terminology of this
International ~ Standard  within  the
organization.

The quality management system requirements
specified in this International Standard are
complementary to requirements for products
and services.

This International Standard employs the
process approach, which incorporates the
Plan-Do-Check- Act (PDCA) cycle and risk-
based thinking.

The process approach enables an organization
to plan its processes and their interactions.

The PDCA cycle enables an organization to
ensure that its processes are adequately
resourced and managed, and that
opportunities for improvement are determined
and acted on.

Risk-based thinking enables an organization to
determine the factors that could cause its
processes and its quality management system
to deviate from the planned results, to put in
place preventive controls to minimize negative
effects and to make maximum use of
opportunities as they arise (see

Clause A.4).

Consistently meeting requirements and
addressing future needs and expectations
poses a challenge for organizations in an
increasingly dynamic and complex
environment. To achieve this objective, the
organization might find it necessary to adopt
various forms of improvement in addition to
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kot so na primer prebojne spremembe,
inovacije in reorganizacija.

V tem mednarodnem standardu so uporabljene
naslednje glagolske oblike:

— "treba je" ali "mora" oznacuje zahtevo;
— "naj" oznacuje priporodcilo;
— "sme" oznacuje dovoljenje;

— "lahko" oznaguje mozZnost ali sposobnost.

Informacije, oznalene kot "OPOMBA:", so
namenjene usmerjanju pri razumevanju ali
pojasnjevanju pripadajoCe zahteve.

correction and continual improvement, such as
breakthrough change, innovation and re-
organization.

In this International Standard, the following
verbal forms are used:

— ‘“shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

“ ”

— “can” indicates a possibility or a
capability.

Information marked as “NOTE” is for guidance
in understanding or clarifying the associated
requirement.

Klju€ni cilj tega dokumenta je dolociti DPP za
primarne embalazne materiale.

0.2 Nacela vodenja kakovosti

A key objective of this document is to specify
GMP for primary packaging materials.

0.2 Quality management principles

ISO 9001:2015, Sistemi vodenja kakovosti
— Zahteve

0.2 Nacela vodenja kakovosti

Ta mednarodni standard temelji na nacelih
vodenja kakovosti, ki so opisana v ISO 9000.
Opisi vklju€ujejo trditev za posamezno nacelo,
utemeljitev, zakaj je naCelo pomembno za
organizacijo, nekaj primerov koristi,
povezanih z nacelom, ter primere tipi¢nih
ukrepov za izboljSanje ucinkov delovanja
organizacije pri izvajanju nacela.

Nacela vodenja kakovosti so:

— osredoto¢enost na odjemalce,
— voditeljstvo,

— angaziranost ljudi,

— procesni pristop,

— izbolj8evanje,

— odlo€anje na podlagi dejstev,

— upravljanje odnosov.

ISO 9001:2015, Quality management
systems — Requirements

0.2 Quality management principles

This International Standard is based on the
quality management principles described in
ISO 9000. The descriptions include a
statement of each principle, a rationale of why
the principle is important for the organization,
some examples of benefits associated with
the principle and examples of typical actions
to improve the organization's performance
when applying the principle.

The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

— improvement;

— evidence-based decision making;

— relationship management.

10



SIST EN ISO 15378 : 2018

0.3 Procesni pristop

0.3.1 Splosno

0.3 Process approach

0.3.1 General

ISO 9001:2015, Sistemi vodenja kakovosti
— Zahteve

0.3 Procesni pristop
0.3.1 Splosno

Ta mednarodni standard spodbuja privzem
procesnega pristopa pri razvijanju, izvajanju in
izboljSevanju uspesSnosti sistema vodenja
kakovosti, da bi se z izpolnjevanjem zahtev
odjemalcev povecalo njihovo zadovoljstvo. V
to€ko 4.4 so vklju€ene posebne zahteve, ki se
Stejejo za bistvene za privzem procesnega
pristopa.

Razumevanje in vodenje medsebojno
povezanih procesov kot sistema prispevata k
uspeSnosti in ucinkovitosti organizacije pri
doseganju predvidenih rezultatov. Ta pristop
pomaga organizaciji obvladovati medsebojne
povezave in soodvisnost med procesi v
sistemu, tako da se lahko izbolj8ajo celotni
ucinki delovanja organizacije.

Procesni pristop vkljuuje sistematicno
doloditev in vodenje procesov ter njihove
interakcije za  doseganje  predvidenih
rezultatov v skladu s politiko kakovosti in
strateSko usmeritvijo organizacije. Procese in
celotni sistem je mogoce voditi z uporabo cikla
PDCA (glej tocko 0.3.2) s splosnim
poudarkom na razmiSljanju na podlagi
tveganja (glej tocko 0.3.3), namenjenem
preprecevanju nezelenih rezultatov.

Uporaba procesnega pristopa v sistemu
vodenja kakovosti omogoca:

a) razumevanje zahtev in njihovo dosledno
izpolnjevanije;

b) obravnavanje procesov z vidika dodane
vrednosti;

c) doseganje
procesov;

uspesSnega izvajanja

d) izboljSevanje procesov na podlagi
ovrednotenja podatkov in informacij.

ISO 9001:2015, Quality management
systems — Requirements

0.3 Process approach
0.3.1 General

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. Specific
requirements considered essential to the
adoption of a process approach are included
in4.4.

Understanding and managing interrelated
processes as a system contributes to the
organization's effectiveness and efficiency in
achieving its intended results. This approach
enables the organization to control the
interrelationships and interdependencies
among the processes of the system, so that
the overall performance of the organization
can be enhanced.

The process approach involves the systematic
definition and management of processes, and
their interactions, so as to achieve the
intended results in accordance with the quality
policy and strategic direction of the
organization. Management of the processes
and the system as a whole can be achieved
using the PDCA cycle (see 0.3.2) with an
overall focus on risk-based thinking (see
0.3.3) aimed at taking advantage of
opportunities and preventing undesirable
results.

The application of the process approach in a
quality management system enables:

a) understanding and consistency in
meeting requirements;

b) the consideration of processes in terms
of added value;

c) the achievement of effective process
performance;

d) improvement of processes based on
evaluation of data and information.
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