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NACIONALNI UvoD

Standard SIST EN ISO 13485 (sl, en), Medicinski pripomocki — Sistemi vodenja kakovosti — Zahteve za
zakonodajne namene (ISO 13485:2016), 2016, ima status slovenskega standarda in je istoveten
evropskemu standardu EN ISO 13485 (en, de, fr), Medical devices — Quality management systems —
Requirements for regulatory purposes (ISO 13485:2016), 2016.

Ta standard nadome&¢a SIST EN ISO 13485:2012, SIST EN ISO 13485:2012/AC:2012 in SIST-TP
CEN ISO/TR 14969:2010.

NACIONALNI PREDGOVOR

Evropski standard EN ISO 13485:2016 je pripravil tehni¢ni odbor Evropskega komiteja za
standardizacijo CEN/CLC/TC 3 Vodenje kakovosti in ustrezni splosni vidiki za medicinske pripomocke
(Quality management and corresponding general aspects for medical devices). Slovenski standard
SIST EN ISO 13485:2016 je prevod evropskega standarda EN I1ISO 13485:2016. V primeru spora glede
besedila slovenskega prevoda v tem standardu je odlocilen izvirni evropski standard v enem izmed treh
uradnih jezikov CEN. Slovensko izdajo standarda je pripravil tehni¢ni odbor SIST/TC VAZ Varovanje
zdravja.

Odlocitev za izdajo tega standarda je dne 3. februarja 2016 sprejel SIST/TC VAZ Varovanje zdravja.
ZVEZE S STANDARDI

S privzemom tega evropskega standarda veljaje~za..omenjeni_namen referencnih standardov vsi
standardi, navedeni v izvirniku, razen tistih, ki se,Ze sprejeti v nacionalno standardizacijo:

SIST EN ISO 9000:2015 Sistemi vodenja:kakovosti < Osnove in slovar
OSNOVA ZA IZDAJO STANDARDA

— privzem standarda EN 1SO43485:2016
PREDHODNA IZDAJA

— standard SIST EN ISO 13485:2042,:S1ST EN 1SO 13485:2012/AC:2012 in SIST-TP CEN ISO/TR
14969:2010
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OPOMBE

— Povsod, kjer se v besedilu standarda uporablja izraz “evropski standard”, v SIST EN ISO
13485:2016 to pomeni “slovenski standard”.

— Uvod in nacionalni predgovor nista sestavni del standarda.
— Ta nacionalni dokument je istoveten EN ISO 13485:2016 in je objavljen z dovoljenjem

CEN-CENELEC
Upravni center
Avenue Marnix 17
B-1000 Bruselj

This national document is identical with EN ISO 13485:2016 and is published with the permission of

CEN-CENELEC
Management Centre
Avenue Marnix 17
B-1000 Brussels
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This European Standard was approved by, CEN-on 30.January*2016.

CEN and CENELEC members are<bound*to comply-with the CEN/CENELEC Internal Regulations
which stipulate the conditions far, giving“this. European Standard the status of a national standard
without any alteration. Up-to-date lists and’ bibliographical references concerning such national
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Predgovor k evropskemu standardu

Ta dokument (EN ISO 13485:2016) je pripravil tehni¢ni odbor ISO/TC 210 “Vodenje kakovosti in ustrezni
splosni vidiki za medicinske pripomocke” v sodelovaniju s tehniénim odborom CEN/CLC/TC 3 “Vodenje
kakovosti in ustrezni splo3ni vidiki za medicinske pripomocke”, katerega sekretariat vodi NEN.

Ta evropski standard mora dobiti status nacionalnega standarda bodisi z objavo istovetnega besedila
ali z razglasitvijo najpozneje septembra 2016, nasprotujoCe nacionalne standarde pa je treba razveljaviti
najpozneje marca 2019.

Opozoriti je treba na moznost, da so lahko nekateri elementi tega dokumenta predmet patentnih pravic.
CEN [in/ali CENELEC] ni odgovoren za ugotavljanje posameznih ali vseh patentnih pravic.

Ta dokument nadomescéa EN ISO 13485:2012.

Ta dokument je bil pripravljen v okviru mandata, ki sta ga Evropska komisija in Evropsko zdruzenje za
prosto trgovino dodelila CEN, ter podpira bistvene zahteve direktiv Evropske unije.

Za povezavo z direktivami Evropske unije glejte informativne dodatke ZA, ZB in ZC, ki so sestavni del
tega dokumenta.

V skladu z notranjimi predpisi CEN-CENELEC so dolzne ta evropski standard privzeti 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; " Nemdije, Nizozemske, Norveske,
Poljske, Portugalske, Romunije, Slovaske, Slovenije;. Spanije, Svedske, Svice, Turdije in Zdruzenega
kraljestva.

Za uporabo tega dokumenta so nujni naslednji referencni-dekumenti. Pri nedatiranih dokumentih velja
zadnja najnovejSa izdaja referencnega‘dokumenta-(vkljucno z vsemi dopolnili). Pri datiranih dokumentih
velja samo navedena izdaja. Pri vsaki uporabitegasstandarda, kot je opredeljena v dodatkih ZA, ZB in
ZC, naj uporabnik vedno preveriyali je bil referencni’dokument nadomes¢&en in ali njegova relevantna
vsebina Se vedno odraza sploSno priznane izsledke znanosti, tehnike in izkuSen;.

Kadar je v besedilu standarda ISO naveden standard IEC ali ISO, se to Steje kot normativna referenca
na ustrezni standard EN, Ce je ta na voljo;’drugace pa na datirano razlicico standarda 1SO ali IEC, kot
je navedeno spoda.

OPOMBA: Nacin, kako so ti referenéni dokumenti navedeni v normativnih zahtevah, dolo¢a obseg (v celoti ali deloma) njihove
uporabe.
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European foreword

This document (EN ISO 13485:2016) has been prepared by Technical Committee ISO/TC 210 “Quality
management and corresponding general aspects for medical devices” in collaboration with Technical
Committee CEN/CLC/TC 3 “Quality management and corresponding general aspects for medical
devices” the secretariat of which is held by NEN.

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 September 2016, and conflicting national standards
shall be withdrawn at the latest by March 2019.

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 13485:2012.

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 Directives.

For relationship with EU Directives, see informative Annex ZA, ZB and ZC, which are integral parts of
this document.

According to the CEN-CENELEC Internal Regulations, the national,'standards organizations of the
following countries are bound to implement this Eurepean,Standard: Austria, Belgium, Bulgaria, Croatia,
Cyprus, Czech Republic, Denmark, Estonia, Finland;£ormer Yugoslav Republic of Macedonia, France,
Germany, Greece, Hungary, Iceland, Ireland,‘ltaly,:latvia, Lithuania, Luxembourg, Malta, Netherlands,
Norway, Poland, Portugal, Romania, Slovakia, Slovenia; Spain; Sweden, Switzerland, Turkey and the
United Kingdom.

The following referenced documents,are indispensable for the application of this document. For undated
references, the latest edition of the referenced document (including any amendments) applies. For dated
references, only the edition cited applies. However, for any use of this standard within the meaning of
Annex ZA, ZB and ZC, the user should always check that any referenced document has not been
superseded and that its relevant contents-can still be considered the generally acknowledged state-of-
art.

When an IEC or ISO standard .is'referred to in the 1ISO standard text, this shall be understood as a
normative reference to the corresponding EN standard, if available, and otherwise to the dated version
of the ISO or IEC standard, as listed below.

NOTE The way in which these referenced documents are cited in normative requirements determines the extent (in
whole or in part) to which they apply.
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