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jsou celosvétové vyhrazena narodnim ¢lentim CEN.

Predmluva

Text mezindrodni normy ISO 13485:2003 vypracovala
technicka komise ISO/TC 210 Management jakosti

a odpovidajici vseobecné aspekty pro zdravotnické
prostredky, pracovni skupina 1. Pfevedeni na evropskou
normu fidilo Ridici centrum CEN-CENELEC (CCMC) ve
spolupraci s CEN-CENELEC technickou komisi 3
Management kvality a prislusna vSeobecna hlediska
zdravotnickych prostiedka.

Této evropské normé je nutno nejpozdéji do srpna 2012
dat status narodni normy, a to bud vydanim identického
textu, nebo schvalenim k pfimému pouzivani, a narodni
normy, které jsou s ni v rozporu, je nutno zrusit nejpozdéji
do srpna 2012.

Upozorfiuje se na moznost, ze nékteré prvky tohoto
dokumentu mohou byt pfedmétem patentovych prav. CEN
[a/nebo CENELEC] nelze Cinit odpovédnym za identifikaci
jakéhokoliv nebo vSech patentovych prav.

Tento dokument byl vypracovan na zakladé mandatu
udéleného CEN Evropskou komisi a Evropskym sdruzenim
volného obchodu a podporuje pozadavky systému jakosti
smérnic EU pro zdravotnické prostiedky. Shoda

s EN 1SO 13485 neposkytuje predpoklad shody se vsemi
aspekty systém( jakosti smérnic pro zdravot-

nické prostredky. Je dilezité, aby organizace a autorizo-
vana osoba identifikovaly poZadavky predpisd, které
nejsou zajistény normou. Prilohy Z této normy museji byt
pouzity pro tento Ucel, popisujici vztah mezi touto
evropskou normou a pozadavky posuzovani shody smeérnic
pro zdravotnické prostredky.

Tento dokument nahrazuje EN I1SO 13485:2003.

POZNAMKA Nésledujici je uréeno zejména organizacim,
které museji dodrzovat jednu nebo vice evropskych
smérnic pro zdravotnické prostredky (90/385/EHS,
93/42/EHS, a 98/79/ES), aby mohly opatfit své produkty
oznaCenim CE, a ostatnim stranam zapojenym v tomto
procesu, kdyz pro oznaceni CE mohou byt vyzadovany
také i jiné smérnice.

Foreword

The text of the International Standard ISO 13485:2003 has
been prepared by Technical Committee ISO/TC 210
“Quality management and corresponding general aspects
for medical devices, Working Group 1”. The transposition
into a European Standard has been managed by the CEN-
CENELEC Management Centre (CCMC) with the assistance
of the CEN-CENELEC Technical Committee 3 “Quality
Management and corresponding general aspects for
medical devices”.

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 2012, and
conflicting national standards shall be withdrawn at the
latest by August 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 has been prepared under a mandate given
to CEN by the European Commission and the European
Free Trade Association, and supports quality system
requirements of EU Medical Devices Directives.
Compliance with EN I1SO 13485 does not provide

a presumption of conformity with all the aspects of the
quality systems of the Medical Devices Directives. It is
important that the organization and the Notified Body
identify the regulatory requirements that are not covered
by the standard. The Annexes Z of this standard shall be
used for this purpose, describing the relationship between
this European Standard and the conformity assessment
requirements of the Medical Devices Directives.

This document supersedes EN ISO 13485:2003.

NOTE The following is specifically intended for
organizations that need to comply with one or more of the
European Directives for medical devices (90/385/EEC,
93/42/EEC

and 98/79/EC) in order to affix CE marking on their
products and for other parties involved in that process
whilst other Directives might also require a CE marking.



Chtéji-li organizace uplatnovat systémy managementu
jakosti’ ve shodé se smérnicemi 90/385/EHS, 93/42/EHS
a 98/79/ES, mohou pouzit EN 1SO 13485:2012.

EN ISO 13485:2012 poskytuje rdmec k umoznéni vyrobci
plnit nékteré z pozadavk{ systému jakosti

pro ES Prohlaseni o shodé (pfiloha 2 a pfiloha 5 smérnice
90/385/EHS; pfiloha Il, V a VI smérnice 93/42/EHS; nebo
ptiloha llI, IV a VIl smérnice 98/79/ES).

Pri hledani shody s poZzadavky systéma jakosti smérnic pro
zdravotnické prostredky mohou organizace vyloucit
specifické pozadavky EN 1SO 13485. Tabulka nize ukazuje
vyjimky, které jsou pripustné.

Smérnice 90/385/EHS

Pro pfilohu 2 nejsou pfipustné zadné
vyjimky

Pro prilohu 5 je pripustna vyjimka ze
7.3 EN ISO 13485

Smeérnice 93/42/EHS

Pro pfilohu Il nejsou pripustné zadné vyjimky

Pro pfilohu V je pripustnd vyjimka
ze 7.3 EN ISO 13485

Where organizations wish to implement quality systems?
in conformance with Directives 90/385/EEC, 93/42/EEC and
98/79/EC, they may use EN ISO 13485:2012.

EN 1SO 13485:2012 provides a framework to enable

a manufacturer to meet some of the quality system
requirements for an EC Declaration of Conformity (Annex 2
and Annex 5 of Directive 90/385/EEC; Annex Il, V and VI of
Directive 93/42/EEC; or Annex lll, IV and VII of Directive
98/79/EC).

In seeking compliance with the quality systems
requirements of the Medical Devices Directives,
organizations may exclude specific requirements from EN
ISO 13485. The table below shows the exclusions that are
permitted.

Smeérnice 98/79/ES

Pro prilohu lll a IV nejsou pripustné
zadné vyjimky

Pro prilohu VII je pfipustna vyjimka
ze 7.3 EN ISO 13485

Pro prilohu VI jsou pripustné vyjimky z 7.3,
7.5.1a7.5.2 ENISO 13485

Directive 90/385/EEC

For Annex 2, no exclusions
are permitted

For Annex 5, exclusion of 7.3
of EN ISO 13485 is permitted

Directive 93/42/EEC

For Annex Il, no exclusions are permitted

For Annex V, exclusion of 7.3 from
EN ISO 13485 is permitted

Directive 98/79/EC

For Annex Ill and IV,
no exclusions are permitted

For Annex VII, exclusion
of 7.3 from EN ISO 13485
is permitted

For Annex VI, exclusion of 7.3, 7.5.1 and
7.5.2 from EN ISO 13485 are permitted

M3 se vzit v Uvahu, Ze shoda s EN I1SO 13485:2012 nesmi
byt prohlasena, jsou-li prfekroCeny vyjimky popsané v 1.2
EN ISO 13485:2012.

It should be noted that where the exclusions described in
1.2 of EN ISO 13485:2012 are exceeded, conformity to EN
ISO 13485:2012 shall not be claimed.



Pozadavky v ISO 13485:2003 popisuji systematicky
pristup, v rdmci kterého mohou vyrobci identifikovat,
prezkoumat a rozhodnout o vhodném zplsobu zaclenéni
pozadavkd predpisd, jinych norem a dokumentd navod(
predpist do svych systémd managementu jakosti. V tomto
kontextu EN 1SO 13485 pozaduje, aby vyrobce zajistil
prvky systému managementu jakosti v€etné: nezbytnych
zdrojl, infrastruktury a kompetentniho personalu;
dokumentace a zdznam0 pro fungovani systému
managementu jakosti; systém{ interniho auditu

a prezkoumani systému managementu; systémd pro
urceni neshody, ndpravnych opatreni a preventivnich
opatrent.

M4 se vzit v Uvahu, ze EN ISO 13485:2012 je systém
managementu jakosti pro zdravotnické prostredky
zejména pro Ucely predpist. To je zalozeno na

EN ISO 9001:2000, ale v jednotlivostech byly poza-

davky na ,spokojenost zadkaznika” a ,,neustéalé zlepSovani*
modifikovany. Proto, prestoze EN ISO 13485:2012 ma
stejnou formu jako EN ISO 9001:2000 a vétSinu stejnych
pozadavkd, shoda s EN ISO 13485:2012 neposkytuje shodu
s EN ISO 9001:2000.

Podle vnitrnich predpisd CEN/CENELEC jsou tuto evropskou
normu povinny zavést narodni normaliza¢ni organizace
nasledujicich zemi: Belgie, Bulharska, Ceské republiky,
Danska, Estonska, Finska, Francie, Chorvatska, Irska,
Islandu, Itdlie, Kypru, Litvy, LotySska, Lucemburska,
Madarska, Malty, Némecka, Nizozemska, Norska, Polska,
Portugalska, Rakouska, Rumunska, Recka, Slovenska,
Slovinska, Spojeného kralovstvi, Spanélska, Svédska,
Svycarska a Turecka.

Oznameni o schvaleni

Text ISO 13485:2003 byl schvalen CEN jako
EN ISO 13485:2012 bez jakychkoliv modifikaci.
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The requirements in ISO 13485:2003 describe

a systematic approach, within which manufacturers can
identify, review and decide on the appropriate manner to
incorporate regulatory requirements, other standards, and
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EN ISO 13485 requires the manufacturer to provide quality
management system elements including: necessary
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compliance with EN ISO 13485:2012 does not provide
conformity with EN ISO 9001:2000.

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, Turkey and the United Kingdom.

Endorsement notice

The text of ISO 13485:2003 has been approved by CEN as
a EN ISO 13485:2012 without any modification.

Contents

Page

0 Introduction 8

1 Scope 10

2 Normative references 11

3 Terms and definitions 11

4 Quality management system 13

5 Management responsibility 16

6 Resource management 18

7 Product realization 20

8 Measurement, analysis and improvement 29

Annex A (informative) Correspondence between

ISO 13485:2003 and I1SO 13485:1996 34

Annex B (informative) Explanation of differences
between 1SO 13485:2003 and 1SO 9001:2000 42
Bibliography 107

Annex ZA (informative) Relationship between

this European Standard and the Conformity Assessment
Requirements

of EU Directive 90/385/EEC 108

Annex ZB (informative) Relationship between

this European Standard and the Conformity Assessment
Requirements

of EU Directive 93/42/EEC 114

Annex ZC (informative) Relationship between

this European Standard and the Conformity Assessment
Requirements

of EU Directive 98/79/EC 123



0 Uvod
0.1 VSeobecné

Tato mezindrodni norma stanovuje poZadavky na systém
managementu jakosti, ktery mizZe byt pouZit organizaci
pro navrh, vyvoj, vyrobu, instalaci a provadéni servisu
zdravotnickych prostredkd a ndvrh, vyvoj a dodavani
prislusnych sluzeb.

MdzZe byt rovnéz pouZit internimi a externimi stranami,
véetné certifika¢nich organd, pfi posuzovani schopnosti
organizace plnit poZadavky zdkaznika a poZadavky
predpisd.

Informace oznacené jako ,POZNAMKA" jsou navodem
k pochopeni nebo objasnéni souvisejiciho pozadavku.

Je nutno zddraznit, Ze poZadavky systému manage-
mentu jakosti specifikované touto mezinarodni normou
jsou doplriujicimi poZadavky k technickym poZadavkim na
produkty.

Zavedeni systému managementu jakosti ma byt
strategickym rozhodnutim organizace. Navrh a uplatio-
vani systému managementu jakosti organizace jsou
ovliviiovany ménicimi se potiebami, zvlastnimi cili,
poskytovanymi produkty, pouzivanymi procesy a velikosti
i strukturou organizace. Zdmérem této mezinarodni normy
neni, aby z ni nutné vyplyvala jednotnost struktury
systém{ managementu jakosti ani jednotnost
dokumentace.

Existuje Siroky rozsah zdravotnickych prostfedkd a nékteré
ze zvlastnich poZadavkd této mezindrodni normy se
vztahuji pouze na vybrané skupiny zdravot-

nickych prostiedkd. Tyto skupiny jsou stanoveny

v kapitole 3.

0.2 Procesni pristup

Tato mezindrodni norma je zaloZena na procesnim pristupu
k managementu jakosti.

Jakakoli ¢innost, ktera prijima vstupy a prevadi je na
vystupy je povaZovana za proces.

Aby organizace fungovala efektivné, musi identifi-

kovat a fidit mnoho vzéjemné propojenych procesd.

Vystup z jednoho procesu ¢asto pfimo tvori vstup pro dalsi
proces.

Aplikovani systému procest v organizaci spolu s identi-
fikaci téchto proces(, jejich vzajemnym plsobenim

a fizenim Ize nazyvat ,procesni pfistup”.

0.3 Vztah k ostatnim normam
0.3.1 Vztah k ISO 9001:2000

PrestoZe se jedna o samostatnou normu, je postavena na
zékladé 1SO 9001.

Kapitoly nebo clanky, které jsou citovany prfimo a beze
zmeény z 1SO 9001, jsou uvedeny béznym typem pisma.
Skutecénost, ze tyto ¢lanky jsou prevzaty nezménéné, je
uvedena v pfiloze B.

Znéni této mezindrodni normy, které neni totozné

s 1S0O 9001, véta nebo odsazeni textu obsahujici celé znéni,
je uvedena kurzivou (nebo modre v elektronické verzi).
Povaha zmény a divody ke zméné textu jsou uvedeny

v pfiloze B.

0.3.2 Vztah k ISO/TR 14969

0 Introduction
0.1 General

This International Standard specifies requirements for

a quality management system that can be used by an
organization for the design and development, production,
installation and servicing of medical devices, and the
design, development, and provision of related services.

It can also be used by internal and external parties,
including certification bodies, to assess the organization,s
ability to meet customer and regulatory requirements.

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

It is emphasized that the quality management system
requirements specified in this International Standard are
complementary to technical requirements for products.

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 varying needs, particular
objectives, the products provided, the processes employed
and the size and structure of the organization. It is not the
intent of this International Standard to imply uniformity in
the structure of quality management systems or
uniformity of documentation.

There is a wide variety of medical devices and some of the
particular requirements of this International Standard only
apply to named groups of medical devices. These groups
are defined in Clause 3.

0.2 Process approach

This International Standard is based on a process
approach to quality management.

Any activity that receives inputs and converts them to
outputs can be considered as a process.

For an organization to function effectively, it has to
identify and manage numerous linked processes.

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,
can be referred to as the “process approach”.

0.3 Relationship with other standards
0.3.1 Relationship with ISO 9001

While this is a stand-alone standard, it is based on

1SO 9001.

Those clauses or subclauses that are quoted directly and
unchanged from ISO 9001 are in normal font. The fact that
these subclauses are presented unchanged is noted in
Annex B.

Where the text of this International Standard is not
identical to the text of ISO 9001, the sentence or indent
containing that text as a whole is shown in italics (in blue
italics for electronic versions). The nature and reasons for
the text changes are noted in Annex B.

0.3.2 Relationship with ISO/TR 14969



ISO/TR 14969 je technicka zpradva urend k poskytnuti
ndvodu k pouzivani ISO 13485.

0.4 Kompatibilita s jinymi systémy managementu

Tato mezindrodni norma odpovida formé ISO 9001 pro
pohodli uZivatel z oboru zdravotnickych prostiedkd.

Tato mezindrodni norma neobsahuje poZadavky, které jsou
specifické pro jiné systémy managementu, jako jsou
napfiklad poZadavky na environmentdini management,
management bezpecnosti a ochrany zdravi pri préci, nebo
management financi.

Nicméné tato mezindrodni norma umoznuje organizaci
sladit svdj vlastni systém managementu jakosti

s prislusnymi pozadavky na systém managementu nebo
tyto pozadavky zaclenit do svého vlastniho systému. Je
mozné, aby organizace pfizplsobila svij existujici systém
managementu tak, aby vytvorila systém managementu
jakosti, ktery vyhovuje pozadavkim této mezinarodni
normy.

1 Pfedmét normy
1.1 VSeobecné

Tato mezindrodni norma stanovuje poZadavky na systém
managementu jakosti v pripadech, kdy orga-

nizace potfebuje prokdzat svoji schopnost poskytovat
zdravotnické prostredky a pfislusné sluzby, které trvale
splriuji poZadavky zékaznik( a poZadavky predpist
vztahujicich se na zdravotnické prostredky a prislusné
sluzby.

Zakladnim cilem této mezindrodni normy je podporovat
poZadavky harmonizovanych predpist pro zdravotnické
prostredky v oblasti systému managementu jakosti.
Vysledkem je zakomponovani nékterych zvlastnich
poZadavkd pro zdravotnické prostredky a vylouceni téch
poZadavk( ISO 9001, které nejsou vhodné jako poZadavky
predpist. Vzhledem k témto vylou¢enim, nemohou
organizace jejichz systém managementu jakosti odpovida
této mezinarodni normé, uplatriovat ndrok na shodu

s 1SO 9001, pokud jejich systém managementu jakosti
nesplriuje vsechny poZadavky ISO 9001 (viz priloha B).

1.2 Aplikace

VSechny pozZadavky této mezindrodni normy jsou
specifické pro organizace dodavajici zdravotnické
prostredky nezavisle na typu nebo velikosti organizace.

Jestlize poZadavky predpist dovoluji vylouceni fizeni
ndvrhu a vyvoje (viz 7.3), mize to byt pouZito jako
opravnéni k vylouceni ze systému managementu jakosti.
Tyto predpisy mohou poskytovat alternativni usporadani,
které musi byt zahrnuto do systému managementu jakosti.
Odpovédnosti organizace je zajistit, aby tvrzeni o shodé

s touto mezindrodni normou zahrnovalo vylouceni fizeni
névrhu a vyvoje [viz4.2.2 a) a 7.3].

Jestlize nejsou nékteré poZadavky kapitoly 7 této
mezinarodni normy aplikovatelné na systém manage-
mentu jakosti vzhledem k charakteru zdravotnického(ych)
prostredku(t), nemusi organizace tyto poZadavky do svého
systému managementu jakosti zahrnout

[viz 4.2.2 a)].

ISO/TR 14969 is a Technical Report intended to provide
guidance for the application of ISO 13485.

0.4 Compatibility with other management systems

This International Standard follows the format of ISO 9001
for the convenience of users in the medical device
community.

This International Standard does not include requirements
specific to other management systems, such as those
particular to environmental management, occupational
health and safety management, or financial management.

However, this International Standard enables an
organization to align or integrate its own quality
management system with related management system
requirements. It is possible for an organization to adapt its
existing management system(s) in order to establish

a quality management system that complies with the
requirements of this International Standard.

1 Scope
1.1 General

This International Standard specifies requirements for

a quality management system where an organization
needs to demonstrate its ability to provide medical devices
and related services that consistently meet customer
requirements and regulatory requirements applicable to
medical devices and related services.

The primary objective of this International Standard is to
facilitate harmonized medical device regulatory
requirements for quality management systems.

As a result, it includes some particular requirements for
medical devices and excludes some of the requirements of
1SO 9001 that are not appropriate as regulatory
requirements. Because of these exclusions, organizations
whose quality management systems conform to this
International Standard cannot claim conformity to

ISO 9001 unless their quality management systems
conform to all the requirements of ISO 9001 (see Annex B).

1.2 Application

All requirements of this International Standard are specific
to organizations providing medical devices, regardless of
the type or size of the organization.

If regulatory requirements permit exclusions of design and
development controls (see 7.3), this can be used as

a justification for their exclusion from the quality
management system. These regulations can provide
alternative arrangements that are to be addressed in the
quality management system. It is the responsibility of the
organization to ensure that claims of conformity with this
International Standard reflect exclusion of design and
development controls [see 4.2.2 a) and 7.3].

If any requirement(s) in Clause 7 of this International
Standard is(are) not applicable due to the nature of the
medical device(s) for which the quality management
system is applied, the organization does not need to
include such a requirement(s) in its quality management
system [see 4.2.2 a)].



Procesy poZadované touto mezindrodni normou, které jsou
aplikovatelné na zdravotnické prostfedky, ale které nejsou
organizaci provadény, jsou zahrnuty do jeji odpovédnosti
a musi byt vzaty do uvahy v systému managementu
jakosti organizace [viz 4.1 a)].

Terminy ,jestlize je to vhodné“ a , kdyZ je to vhodné” jsou
v této mezindrodni normé nékolikrat pouzity. Pokud je
poZadavek uveden nékterym z téchto termind, je
povaZovan za ,vhodny*, jestlize organizace
nedokumentuje oprdvnénost jinak. PoZadavek je

povazovan za vhodny, jestlize je nezbytné, aby

* produkt splfoval specifikované pozadavky, a/nebo
* organizace provadéla opatreni k ndpravé.

Organizace musi vytvorit a udrzovat prirucku jakosti, kterd
zahrnuje

a) predmét systému managementu jakosti, véetné
podrobnosti a zddvodnéni jakychkoli vylouceni a/nebo
nepouZzivani (viz 1.2),

b) dokumentované postupy vytvorené pro systém
managementu jakosti nebo odkazy na tyto postupy a
¢) popis vzajemného plsobeni mezi procesy systému
managementu jakosti.

Prirucka jakosti musi vymezit strukturu uzivané
dokumentace v systému managementu jakosti.

The processes required by this International Standard,
which are applicable to the medical device(s), but which
are not performed by the organization, are the
responsibility of the organization and are accounted for in
the organization,s quality management system [see 4.1
a)l.

In this International Standard the terms “if appropriate”
and “where appropriate” are used several times. When

a requirement is qualified by either of these phrases, it is
deemed to be “appropriate” unless the organization can
document a justification otherwise. A requirement is
considered “appropriate” if it is necessary in order for

¢ the product to meet specified requirements, and/or
* the organization to carry out corrective action.

The organization shall establish and maintain a quality
manual that includes

a) the scope of the quality management system, including
details of and justification for any exclusion and/or non-
application (see 1.2),

b) the documented procedures established for the quality
management system, or reference to them, and

¢) a description of the interaction between the processes
of the quality management system.

The quality manual shall outline the structure of the
documentation used in the quality management system.

Konec nahledu - text dale pokraéuje v placené verzi CSN.



