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Text této mezinarodni normy 1SO
13485:2003 byl vypracovan technickou
komisi ISO/TC 210 ,Management jakosti a
odpovidajici vseobecné aspekty pro
zdravotnické prostredky, pracovni skupinou
1“. Prevedeni na evropskou normu fidilo
Ridici centrum CEN (CMC) ve spolupraci s
CEN/CENELEC koordinujici pracovni skupinu
zabyvaijici se jakosti zdravotnickych
prostredka.

Tato evropska norma nahrazuje EN ISO
13485:2000 a EN 1SO 13488:2000.

Této evropské normé je nutno nejpozdéji do
ledna 2004 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 Cervence 2006.

Tento dokument byl vypracovan na zakladé
mandatu, udéleného CEN Evropskou komisi a
Evropskym sdruzenim volného obchodu, a
podporuje zakladni pozadavky smérnic(e)
EU.

Vazba na smérnici(e) EU, viz informativni
prilohu ZB, ktera je nedilnou soucasti této
normy.

POZNAMKA Naésledujici text je uréen
zejména organizacim, které musi
dodrzovat evropské smérnice ,nového
pristupu“ pro zdravotnické prostredky
(90/385/EEC, 93/42/EEC, a 98/79/EC),
aby mohly opatrit své produkty
oznacenim CE, a ostatnim stranam
zapojenym v tomto procesu.
Zverejnéni EN 1SO 13485:2003 souvisi s
rozhod-nutim Rady 93/465/EHS ze dne 22.
cervence 1993 o modulech pro rlizné faze
postupl posuzovani shody a o pravidlech pro
pripojovani a pouzivani oznaceni shody CE,
které jsou urceny k pouZiti ve smérnicich
technické harmonizace. Je dllezité
poznamenat, ze moduly pouzité v
jednotlivych smérnicich technické
harmonizace se mohou ve srovnani s moduly
popsanymi v rozhodnuti Rady 93/465/EHS v
nékterych ohledech liSit. Ve vSech pripadech
je to praveé priloha aplikovatelné
(aplikovatelnych) smérnice (smérnic), ktera
(které) je (jsou) pravné zavazna (zavazné).
Zasady uvedené v této predmluveé jsou bez
ohledu na tyto odliSnosti platné.

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 Management Centre (CMC) with
the assistance of the CEN/CENELEC Co-
ordinating Working Group on quality
supplements for medical devices.

This European Standard supersedes EN ISO
13485:2000 and EN ISO 13488:2000.

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 January 2004,
and conflicting national standards shall be
withdrawn at the latest by July 2006.

This document has been prepared under a
mandate given to CEN by the European
Commission and the European Free Trade
Association, and supports essential
requirements of EU Directive(s).

For relationship with EU Directive(s), see
informative Annex ZB, which is an integral part
of this document.

NOTE The following is specifically
intended for organisations that need to
comply with one or more of the “New
Approach” 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 to other
parties involved in that process.

The publication of EN ISO 13485:2003 has
implications for Council Decision 93/465/EEC
of 22 July 1993 concerning the modules for the
various phases of the conformity assessment
procedures and the rules for affixing and use
of the CE conformity marking, which are
intended to be used in the technical
harmonization directives. It is important to
note that the modules used in individual
technical harmonization directives may vary in
some respects compared to those described in
Council Decision 93/465/EEC. In all cases, it is
the annex of the applicable directive(s) which
is legally binding. The principles set out in this
foreword remain valid regardless of these
variations.



Dva z moduld citovanych v rozhodnuti Rady,
tj. moduly D a H, vyzaduiji, Ze ,vyrobce musi
zajistit fungovani schvaleného systému
jakosti". Oblast pouziti systém{ jakosti,
pozadovana témito moduly, pokryva:

- vyrobu, vystupni kontrolu a zkouSeni
(modul D),

- navrh, vyrobu a kontrolu a zkouseni
hotového produktu (modul H).
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Two of the modules cited in Council Decision,
i.e. modules D and H, require that “the
manufacturer must operate an approved
quality system”. The scope of the quality
systems required by these modules addresses:
- production, final inspection and testing
(module D),

- design, manufacture and final product
inspection and testing (module H).

Chtéji-li organizace uplatiiovat systémy
manage-mentu jakosti ve shodé s moduly D
nebo H, mohou k tomu pouzit normu EN ISO
13485:2003. Pfi hledani souladu s moduly D
nebo H mohou organizace vyloucit specifické
pozadavky.

Chtéji-li organizace uplatiiovat systémy
mana-gementu jakosti ve shodé s modulem
E, mohou k tomu pouzit normu EN
46003:1999 (ktera je v tomto procesu
revidovana do formy odpovidajici EN 1ISO
13485:2003).

Where organizations wish to implement quality
management systems in conformance with
modules D or H, they may use EN ISO
13485:2003. In seeking compliance with
modules D or H organizations may exclude
specific requirements.

Where organizations wish to implement quality
management systems in conformance with
module E, they may use EN 46003:1999
(which is in the process of being revised into
the format of EN 1SO 13485:2003).

Modul D
Pripustna vylouceni

Modul H
Pripustna vylouceni

Clanek 7.3: Navrh a vyvoj

Nejsou pripustna zadna vylouceni

98/79/EC.

93/42/EEC a prilohy Il smérnice 98/79/EC.

Modul D je zakladem pfilohy V smérnice 93/42/EEC a je zakladem pfilohy VIl smérnice

Modul H je zakladem pfilohy 2 smérnice 90/385/EEC, a je zakladem pfilohy Il smérnice

Module D
Permissible exclusions

Module H
Permissible exclusions

Sub-clause 7.3: design and development

NO exclusions permitted

98/79/EC directive.

and for annex Il of 98/79/EC directive.

Module D is the basis for annex V of 93/42/EEC directive and the basis for annex VII of

Module H is the basis for annex 2 of 90/385/EEC directive, for annex Il of 93/42/EEC directive




Ma se vzit v Uvahu, ze EN I1SO 13485:2003 je
systém managementu jakosti pro
zdravotnické prostfedky zejména pro Ucely
predpist. To je zaloZzeno na EN ISO
9001:2000, ale na modifiko-vanou Cast
pozadavk{ na ,spokojenost zakaznika"“ a
~neustalé zlepSovani“. Prestoze EN ISO
13485:2003 ma stejnou formu jako EN 1SO
9001:2000 a vétsinu stejnych pozadavkd,
soulad s EN I1SO 13485:2003 neposkytuje
shodu s EN 1SO 9001:2000.

Ma se vzit v Uvahu, ze shoda s EN ISO
13485:2003 nesmi byt prohlasena, jsou-li
prekrocena vylouceni popsana v 1.2 EN ISO
13485:2003

Podle vnitrnich predpist CEN/CENELEC jsou
tuto evropskou normu povinny zavést
narodni normalizacni organizace
nasledujicich zemi: Belgie, Ceské republiky,
Danska, Finska, Francie, Irska, Islandu, Italie,
Lucemburska, Madarska, Malty, Némecka,
Nizozemska, Norska, Portugalska, Rakouska,
Recka, Slovenska, Spojeného kralovstvi,
©panélska, ©védska a ©vycarska.
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It should be noted that EN ISO 13485:2003 is a
Quality Management System for medical
devices specifically for requlatory purposes. It
is based on EN I1SO 9001:2000 but in particular
the requirements for “customer satisfaction”
and “continual improvement” have been
modified. Therefore, while EN 1ISO 13485:2003
has the same format as EN ISO 9001:2000 and
most of the same requirements, compliance
with EN ISO 13485:2003 does not provide
conformity with EN ISO 9001:2000.

It should be noted that where the exclusions
described in sub-clause 1.2 of EN ISO
13485:2003 are exceeded, conformity to EN
ISO 13485:2003 shall not be claimed.
According to 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, Hungary,
Iceland, Ireland, Italy, Luxembourg, Malta,
Netherlands, Norway, Portugal, Slovakia,
Spain, Sweden, Switzerland and the United
Kingdom.

Ozndmeni o schvaleni

Text 1ISO 13485:2003 byl schvalen CEN jako
EN ISO 13485:2003 bez jakychkoli
modifikaci.

POZNAMKA Seznam normativnich odkaz{ na
mezinarodni normy je uveden v priloze ZA
(normativni).

ISO (Mezinarodni organizace pro normalizaci)
je celosvétovou federaci narodnich
normaliza¢nich organt (¢lenskych organizaci
ISO). Mezindrodni normy obvykle pfipravuji
technické komise ISO. Kazdy ¢len ISO, ktery
se zajima o predmeét, pro ktery byla vytvorena
technickd komise, ma pravo byt v této
technické komisi zastoupen. Prace se
zUcCastnuji také vladni i nevladni mezinarodni
organizace, s nimiz ISO navazala pracovni
styk. ISO Uzce spolupracuje s Mezinarodni
elektro-technickou komisi (IEC) ve vSech
zalezitostech normalizace v elektrotechnice.

Endorsement notice

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

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

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.



Mezinarodni normy se navrhuji podle
pravidel uvedenych ve smérnicich ISO/IEC,
Casti 2.

Hlavnim Ukolem technickych komisi je
pfipravovat mezinarodni normy. Navrhy
mezinarodnich norem pfijaté technickymi
komisemi se rozesilaji clenskym organim k
hlasovani. Zverejnéni mezinarodni normy
vyzaduje schvaleni alespon 75 % hlasu-jicich
¢lend

Upozornuje se na moznost, ze nékteré prvky
tohoto dokumentu smi byt predmétem
patentovych prav. ISO neni odpovédna za
identifikovani jakychkoli nebo vSech
patentovych prav.

ISO 13485 byla vypracovana technickou
komisi ISO/TC 210 Management jakosti a
odpovidajici vseobecné aspekty pro
zdravotnické prostredky.

Toto druhé vydani rusi a nahrazuje prvni
vydani (ISO 13485:1996), jehoz je technickou
revizi. Také rusi a nahrazuje I1SO 13488:1996.
Organizace, které v minulosti pouzivaly ISO
13488, mohou pouzivat tuto mezinarodni
normu s vylouc¢enim urcitych pozadavkl v
souladu s 1.2.

Toto vydani ISO 13485 ma revidovany nazev
a je adresovano na prokazovani jakosti
produktu, pozadavk(d zakaznika a ostatnich
prvkl systému managementu jakosti.
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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 13485 was prepared by Technical
Committee ISO/TC 210, Quality management
and corresponding general aspects for medical
devices.

This second edition cancels and replaces the
first edition (ISO 13485:1996), which has been
technically revised. It also cancels and
replaces I1ISO 13488:1996. Those organizations
which have used ISO 13488 in the past may
use this International Standard by excluding
certain requirements in accordance with 1.2.
This edition of ISO 13485 has a revised title
and addresses quality assurance of product,
customer requirements, and other elements of
quality system management.

0 Uvod

0.1 VSeobecné

Tato mezindrodni norma stanovuje
poZadavky na systém managementu jakosti,
ktery mizZe byt pouZit organizaci pro névrh,
vyvoj, vyrobu, instalaci a provadéni servisu
zdravotnickych prostredk( a navrh, vyvoj a
dodavani prislusnych sluzeb.Mdze byt rovnéz
pouZit internimi a externimi stranami, vcetné
certifikacnich organd, pfi posuzovani
schopnosti organizace pinit poZadavky
zékaznika a poZadavky predpisd.

Informace oznac¢ené jako ,POZNAMKA" jsou
navodem k pochopeni nebo objasnéni
souvisejiciho pozadavku.

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.



Je nutno zdUraznit, Ze poZadavky systému
managementu jakosti specifikované touto
mezinarodni normou jsou doplriujicimi
poZadavky k technickym poZadavkdm na
produkty.

Zavedeni systému managementu jakosti ma
byt strategickym rozhodnutim organizace.
Navrh a uplathovani systému managementu
jakosti organizace jsou ovliviiovany meénicimi
se potrebami, zvlastnimi cili, poskytovanymi
produkty, pouzivanymi procesy a velikosti i
strukturou organizace. Zameérem této
mezinarodni normy neni, aby z ni nutné
vyplyvala jednotnost struktury systémd
managementu jakosti ani jednotnost
dokumentace.

Existuje siroky rozsah zdravotnickych
prostredkl a nékteré ze zvlastnich
poZadavkl této mezindrodni normy se
vztahuji pouze na vybrané skupiny
zdravotnickych prostredkd. Tyto skupiny jsou
stanoveny v kapitole 3.

0.2 Procesni pristup

Tato mezindrodni norma je zaloZzena 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 vzdjemné
propojenych proces.

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

Aplikovani systému procest v organizaci
spolu s identifikaci téchto proces(, jejich
vzajemnym pUsobenim a fizenim Ize nazyvat
~procesni pristup”.

Strana 10

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 Vztah k ostatnim normam
0.3.1 Vztah k I1SO 9001:2000

0.3 Relationship with other standards
0.3.1 Relationship with ISO 9001



Prestoze se jedna o samostatnou normu, je
postavena na zakladé I1SO 9001.

Kapitoly nebo clanky, které jsou citovany
primo a beze zmény z ISO 9001, jsou
uvedeny béznym typem pisma. Skutecnost,
Ze tyto clanky jsou prevzaty nezménéné, je
uvedena v pfiloze B.

Znéni této mezinarodni normy, které neni
totozné s ISO 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

ISO/TR 14969 je technicka zprava urcena k
poskytnuti navodu k pouzivani ISO 13485.

0.4 Kompatibilita s jinymi systémy
managementu

Tato mezinarodni norma odpovida formé ISO
9001 pro pohodli uzivatel( z oboru zdravot-
nickych prostredkd.

Tato mezinarodni norma neobsahuje
poZadavky, které jsou specifické pro jiné
systémy managementu, jako jsou napfiklad
poZadavky na environmentalni
management, management bezpecnosti a
ochrany zdravi pfi praci, nebo management
financi.

Nicméné tato mezinarodni norma umoznuje
organizaci sladit sv{j vlastni systém
managementu jakosti s prislusSnymi
pozadavky na systém managementu nebo
tyto pozadavky zaclenit do svého vlastniho
systému. Je mozné, aby organizace
prizpUsobila svdj existujici systém
managementu tak, aby vytvofila systém
managementu jakosti, ktery vyhovuje
pozadavklm této mezinarodni normy.
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While this is a stand-alone standard, it is based
on ISO 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 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.




