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Corrigendum

Tato oprava CSN EN ISO 13485:2003 je ¢eskou verzi opravy EN ISO 13485:2003/AC:2007-06. Pieklad byl
zajistén Ceskym normalizacnim institutem. M4 stejny status jako oficialni verze.

This Corrigendum to CSN EN ISO 13485:2003 is the Czech version of the Corrigendum
EN I1SO 13485:2003/AC:2007-06. It was translated by Czech Standards Institute. It has the same status as the
official version.

CSN EN ISO 13485 (85 5001) Zdravotnické prostiedky — Systémy managementu jakosti — Pozadavky
pro ucely predpist z prosince 2003 se opravuje takto:

Na titulni strané se ¢lanek Nahrazeni pfedchozich norem na konci véty doplriuje takto:

... a CSN EN 46003 (85 5004) z &ervna 2000.
Oprava na titulni strané evropské normy

Ke stavajicim nahrazovanym normam se doplriuje:
,EN 46003:1999".

Oprava druhého odstavce Predmluvy
Nahrazuje se nasledujicim:

»1ato evropska norma nahrazuje EN 46003:1999,
EN ISO 13485:2000 a EN ISO 13488:2000."

Modification to the title page of the European
standard

Add the following reference to the superseding note:
“EN 46003:1999".

Modification to the 2nd paragraph
Replace with the following:

“This European Standard supersedes EN 46003:1999,
EN I1SO 13485:2000 and EN ISO 13488:2000.”
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Oprava tretiho odstavce Predmluvy

Nahrazuje se ,Cervenec 2006“ za ,Cervenec 2009°.

Oprava sedmého odstavce Pfredmluvy
Prvni véta se nahrazuje nasledujici:

,1Ti zmodull citovanych vrozhodnuti Rady, f.
moduly E, D a H, vyZaduji, Ze vyrobce musi zajistit
fungovani schvaleného systému jakosti“.

Nasledujici odrazka se doplni ke dvéma stavajicim:

,— Kontrolu a zkouseni hotového produktu (modul E),*

Oprava osmého odstavce Pfredmluvy

V prvni a druhé vété se dvakrat nahrazuje ,moduly
D nebo H" za ,moduly E, D nebo H".

Oprava devatého odstavce Predmluvy

Rusi se odstavec.

Oprava tabulky

Tabulka se nahrazuje nasledujici:

Modification to the 3rd paragraph
Replace “July 2006” with “July 2009".

Modification to the 7th paragraph
Replace the first sentence with the following:

»1hree of the modules cited in Council decision, i.e.
modules E, D and H require that the manufacturer
must operate an approved quality system®.

Add the following first dash to the existing two:

“~ Final product inspection and testing (module E),”

Modification to the 8th paragraph

Replace twice in the first and second sentences
“‘modules D or H” with “modules E, D or H”.
Modification to the 9th paragraph

To be deleted.

Modification to the table

Replace the table with the following:

Modul D
PFipustna vylouceni

Modul E

jakosti produktu®

PFipustna vylouc¢eni pro shodu ,prokazovani

Modul H
PFipustna vylouceni

Clanek 7.3: Navrh a vyvoj

sluzeb

Clanek 7.3: Navrh a vyvoj
Clanek 7.5.1: Rizeni vyroby a poskytovani

Clanek 7.5.2: Validace proces( vyroby
a poskytovani sluzeb

Nejsou pfipustna
Zadna vylouceni

smérnice 98/79/EC.

Modul D je zakladem pfilohy V smérnice 93/42/EEC a je zakladem pfilohy VII smérnice 98/79/EC.
Modul E je zakladem pfilohy VI smérnice 93/42/EEC.
Modul H je zakladem pfilohy 2 smérnice 90/385/EEC, a je zakladem pfilohy Il smérmice 93/42/EEC a pfilohy IV

Module D
Permissible exclusions

Module E

Permissible exclusions for conformity
of “product quality assurance”

Module H
Permissible exclusions

Sub-clause 7.3: design and
development

Sub-clause 7.3: design and development

Sub-clause 7.5.1: control of production
and service provision

Sub-clause 7.5.2: validation of processes
for production and service provision

NO exclusions
permitted

of Directive 98/79/EC.

Module D is the basis for annex V of 93/42/EEC Directive and the basis for annex VII of 98/79/EC Directive.
Module E is the basis for annex VI of Directive 93/42/EEC.
Module H is the basis for annex 2 of Directive 90/385/EEC, for annex Il of Directive 93/42/EEC and for annex IV

Oprava Oznameni o schvaleni

Rusi se poznamka.

Modification to the endorsement notice

Delete the nofte.



Oprava prilohy ZA

Pfiloha ZA se nahrazuje nasledujicim:

,PFiloha ZA (informativni)

Vztah mezi touto evropskou normou
a zakladnimi pozadavky
Smérnice EU 90/385/EEC

Tato evropska norma byla vypracovana na zakladé
mandatu udéleného CEN Evropskou komisi a Evrop-
skym sdruzenim volného obchodu a je jednim ze
zpusobu zajisténi shody se zakladnimi pozadavky
Smérnice nového pfistupu 90/385/EEC.

Jakmile je tato norma uvedena v Urednim véstniku
Evropskych spoleCenstvi pod touto smérnici a je
pfevzata jako narodni norma alespori jednim Elenskym
statem, je splnéni normativnich ustanoveni této normy,
v rozsahu daném prfedmétem normy, pfedpokladem
shody s pfislusnymi zakladnimi pozadavky této
smérnice a pfidruzenych pfedpisu ESVO.

UPOZORNENI Na vyrobek (vyrobky), ktery je (které
jsou) pfedmétem této normy, se mohou vztahovat
dalSi poZadavky a dalSi smérnice EU."

Oprava pfilohy ZB

Priloha ZB se nahrazuje nasledujicim:

,Priloha ZB (informativni)

Vztah mezi touto evropskou normou
a zakladnimi pozadavky
Smérnice EU 93/42/EEC

Tato evropska norma byla vypracovana na zakladé
mandatu udéleného CEN Evropskou komisi a Evrop-
skym sdruZenim volného obchodu a je jednim ze
zpUsobl zajisténi shody se zakladnimi pozadavky
Smeérnice nového pristupu 93/42/EEC.

Jakmile je tato norma uvedena v Urednim véstniku
Evropskych spoleCenstvi pod touto smérnici a je
pfevzata jako narodni norma alespon jednim ¢len-
skym statem, je splnéni normativnich ustanoveni
této normy, v rozsahu daném pfedmétem normy,
predpokladem shody s pfislusnymi zakladnimi poza-
davky této smeérnice a pfidruzenych predpisl
ESVO.

UPOZORNENI Na vyrobek (vyrobky), ktery je (které
jsou) pfedmétem této normy, se mohou vztahovat
dal8i pozadavky a dal§i smérnice EU."
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Modification to Annex ZA

Replace Annex ZA with the following:

“Annex ZA (informative)

Relationship between this European
Standard and the Essential
Requirements of EU Directive 90/385/EEC

This European Standard has been prepared under
a mandate given to CEN by the European Commission
and the European Free Trade Association to provide
a means of conforming to Essential Requirements
of the New Approach Directive 90/385/EEC.

Once this standard is cited in the Official Journal of
the European Union under that Directive and has
been implemented as a national standard in at least
one Member State, compliance with the normative
clauses of this standard confers, within the limits of
the scope of this standard, a presumption of conformity
with the corresponding Essential Requirements of
that Directive and associated EFTA regulations.

WARNING: Other requirements and other EU Directives
may be applicable to the product(s) falling within
the scope of this standard.”

Modification to Annex ZB

Replace Annex ZB with the following:

“‘Annex ZB (informative)

Relationship between this European
Standard and the Essential
Requirements of EU Directive 93/42/EEC

This European Standard has been prepared under
a mandate given to CEN by the European Commission
and the European Free Trade Association to provide
a means of conforming to Essential Requirements
of the New Approach Directive 93/42/EEC.

Once this standard is cited in the Official Journal of
the European Union under that Directive and has
been implemented as a national standard in at least
one Member State, compliance with the normative
clauses of this standard confers, within the limits of the
scope of this standard, a presumption of conformity
with the corresponding Essential Requirements of
that Directive and associated EFTA regulations.

WARNING: Other requirements and other EU Directives
may be applicable to the product(s) falling within
the scope of this standard.”
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Oprava prilohy ZC

Priloha ZC se nahrazuje nasledujicim:

,Priloha ZC (informativni)

Vztah mezi touto evropskou normou
a zakladnimi pozadavky Smérnice
EU 98/79/EC

Tato evropska norma byla vypracovana na zakladé
mandatu udéleného CEN Evropskou komisi Evrop-
skym sdruzenim volného obchodu a je jednim ze
zpusobu zajisténi shody se zakladnimi pozadavky
Smérnice nového pfistupu 98/79/EC.

Jakmile je tato norma uvedena v Ufednim véstniku
Evropskych spole€enstvi pod touto smérnici a je
pfevzata jako narodni norma alespon jednim ¢len-
skym statem, je splnéni normativnich ustanoveni
této normy, v rozsahu daném predmétem normy, pred-
pokladem shody s pfisluSnymi zakladnimi poZadavky
této smérnice a pfidruzenych predpist ESVO.

UPOZORNENI Na vyrobek (vyrobky), ktery je (které
jsou) pfedmétem této normy, se mohou vztahovat
dal§i pozadavky a dal§i smérnice EU.®

Vypracovani opravy normy

Modification to Annex ZC

Replace Annex ZC with the following:

“Annex ZC (informative)

Relationship between this European
Standard and the Essential
Requirements of EU Directive 98/79/EC

This European Standard has been prepared under
a mandate given to CEN by the European Commission
and the European Free Trade Association to provide
a means of conforming to Essential Requirements
of the New Approach Directive 98/79/EC.

Once this standard is cited in the Official Journal of
the European Union under that Directive and has
been implemented as a national standard in at least
one Member State, compliance with the normative
clauses of this standard confers, within the limits of
the scope of this standard, a presumption of conformity
with the corresponding Essential Requirements of
that Directive and associated EFTA regulations.

WARNING: Other requirements and other EU Directives
may be applicable to the product(s) falling within
the scope of this standard.”

Zpracovatel: Cesky normalizaéni institut, IC 48135283, Ing. Tomas Osi¢ka

Technicka normaliza¢ni komise: TNK 6 Management kvality a prokazovani kvality

Pracovnik Ceského normaliza&niho institutu: Ing. Tomas Osicka

Upozornéni:

Zmény a dopliky, jakoz i zpravy o nové vydanych normach jsou uvefejiovany ve Véstniku

Uradu pro technickou normalizaci, metrologii a statni zkugebnictvi.
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