SEZNAM STANDARDOYV

katerih uporaba ustvarja domnevo o skladnosti medicinskega pripomocka s pravilnikom
o medicinskih pripomockih

Oznaka standarda’

Naslov standarda
v slovenskem jeziku?

Naslov standarda
v angleskem jeziku®

Referenéni dokument*

Oznaka
nadomesce-
nega
standarda®

Datum
prenehanja
domneve®

SIST EN 285:2000

Sterilizacija — Parni steril-
izatorji — Veliki sterilizatorji

Sterilization — Steam ster-
ilizers — Large sterilizers

EN 285:1996

SIST EN 375:2001

Informacije proizvajalca o
diagnosti¢nih reagentih in
vitro za poklicno uporabo

Information supplied by

the manufacturer with in
vitro diagnostic reagents
for professional use

EN 375:2001

SIST EN 376:2002

Informacije proizvajalca o
diagnosticnih reagentih in
vitro za samopreskusanje*

Information supplied by

the manufacturer with in
vitro diagnostic reagents
for self-testing

EN 376:2002

SIST EN 455-1:2001

Medicinske rokavice za
enkratno uporabo — 1.
del: Zahteve in preskusi
za ugotavljanje odsotnosti
lukenj

Medical gloves for single
use — Part 1: Require-
ments and testing for
freedom from holes

EN 455-1:2000

SIST EN 455-2:2001

Medicinske rokavice za
enkratno uporabo — 2. del:
Zahteve in preskusi za
ugotavljanje fizikalnih last-
nosti (vkljuéno s tehni¢nim
popravkom 1:1996)

Medical gloves for single
use — Part 2: Require-
ments and testing for
physical properties
(including Corrigendum
1996)

EN 455-2:2000

SIST EN 455-3:2000

Medicinske rokavice

za enkratno uporabo

— Zahteve in preskusi za
biolosko ovrednotenje

Medical gloves for single
use — Part 3: Require-
ments and testing for
biological evaluation

EN 455-3:1999

SIST EN 475:2000 Medicinski pripomocki Medical devices — Elec- EN 475:1995 - -
— Elektriéne alarmne trically generated alarm
naprave signals

SIST EN 540:2000 Kliniéne raziskave medi- | Clinical investigation of EN 540:1993 - -
cinskih pripomockov za medical devices for hu-
ljudi man subjects

SIST EN 550:2000 Sterilizacija medicinskih Sterilization of medical EN 550:1994 - -
pripomockov — Validacija | devices — Validation and
in redni nadzor sterilizaci- | routine control of ethylene
je z etilenoksidom oxide sterilization

SIST EN 552:2000 Sterilizacija medicinskih Sterilization of medical EN 552:1994 - -

pripomoc¢kov — Validacija
in redni nadzor sterilizaci-
je z obsevanjem

devices — Validation and
routine control of steriliza-
tion by irradiation
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SIST EN 552:2000/
A1:2000

Sterilizacija medicinskih
pripomockov — Validacija
in redni nadzor sterilizaci-
je z obsevanjem

Sterilization of medical
devices — Validation and
routine control of steriliza-
tion by irradiation

EN 552:1994/
A1:1999

SIST EN 552:2000/
A2:2001

Sterilizacija medicinskih
pripomockov — Validacija
in rutinska kontrola ster-
ilizacije z obsevanjem/
ZarCenjem

Sterilisation of medical
devices — Validation and
routine control of sterilisa-
tion by irradiation

EN 552:1994/ A2:2000

SIST EN 554:2000 Sterilizacija medicinskih Sterilization of medical EN 554:1994 - -
pripomockov — Validacija | devices — Validation and
in redni nadzor sterilizaci- | routine control of steriliza-
je z vlazno toploto tion by moist heat

SIST EN 556:1999 Sterilizacija medicinskih Sterilization of medical EN 556:1994 - -

pripomockov — Zahteve ze
medicinske pripomocke,
ki morajo biti oznaceni kot
“sterilni”

devices — Requirements
for medical devices to be
labelled “Sterile”

SIST EN 556-1:2002

Sterilizacija medicinskih
pripomockov — Zahteve za
medicinske pripomocke,
ki morajo biti oznaceni

s “STERILNO” — 1. del:
Zahteve za konéno
sterilizirane medicinske
pripomocke

Sterilisation of medical
devices — Requirements
for medical devices to be
designated ‘Sterile’ — Part
1: Requirements for ter-
minally sterilised medical
devices

EN 556-1:2001

SIST EN 591:2002 Zahteve za priro¢nike za | Instructions for use in vitro | EN 591:2001 - -
uporabnike diagnosti¢nih | diagnostic instruments for
instrumentov in vitro za professional use
profesionalno uporabo

SIST EN 592:2002 Navodila za up- Instructions for use forin | EN 592:2002 - -
orabo diagnosti¢nih vitro diagnostic instru-
instrumentov in vitro za ments for self-testing
samopreskuSanje*

SIST EN 600:2000 Moski kondomi iz nara- Natural rubber latex male | EN 600:1996 - -
vnega kav€uka condoms

SIST EN 724:2000 Navodilo za uporabo EN | Guidance on the applica- |EN 724:1994 - -

29001 in EN 46001 ter EN
29002 in

EN 46002 za ne-aktivne
medicinske pripomocke

tion of EN 29001 and EN
46001 and of EN 29002
and EN 46002 for non-ac-
tive medical devices

SIST EN 737-1:2000

Sistemi napeljav za
medicinske pline — 1. del:
Kon¢ni deli za stisnjene
medicinske pline in
podtlak

Medical gas pipeline sys-
tems — Part 1: Terminal
units for compressed
medical gases and
vacuum

EN 737-1:1998

SIST EN 737-2:2000

Sistemi napeljav za

medicinske pline — 2. del:
Sistemi za odstranjevanje
anestezijskih plinov in hl-
apov — Osnovne zahteve

Medical gas pipeline sys-
tems — Part 2: Anaesthetic
gas scavenging disposal
systems — Basic require-
ments

EN 737-2:1998

SIST EN 737-2:2000/
A1:2000

Sistemi napeljav za

medicinske pline — 2. del:
Sistemi za odstranjevanje
anestezijskih plinov in hl-
apov — Osnovne zahteve

Medical gas pipeline
systems — Part 2: Ana-
esthetic gas scavenging
disposal systems — Basic
requirements

EN 737-2:1998/
A1:1999

SIST EN 737-3:2000

Sistemi napeljav za
medicinske pline — 3. del:
Napeljave za stisnjene
medicinske pline in
podtlak

Medical gas pipeline sys-
tems — Part 3: Pipelines
for compressed medical
gases and vacuum

EN 737-3:1998

SIST EN 737-3:2000/
A1:2000

Sistemi napeljav za
medicinske pline — 3. del:
Napeljave za stisnjene
medicinske pline in
podtlak

Medical gas pipeline sys-
tems — Part 3: Pipelines
for compressed medical
gases and vacuum

EN 737-3:1998/
A1:1999

SIST EN 737-4:2000

Sistemi napeljav za
medicinske pline — 4. del:
Kon¢éni deli sistemov za
odstranjevanje anestezi-
jskih plinov in hlapov

Medical gas pipeline sys-
tems — Part 4: Terminal
units for anaesthetic gas
scavenging systems

EN 737-4:1998
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SIST EN 738-1:2000

Tlaéni regulatorji za
medicinske pline — 1. del:
Tlaéni regulatoriji in tlacni
regulatorji s preto€nimi
merilniki

Pressure regulators for
use with medical gases

— Part 1: Pressure regula-
tors and pressure regula-
tors with flow metering
devices

EN 738-1:1997

SIST EN 738-1:2000/
A1:2002

Tlaéni regulatorji za
medicinske pline - 1. del:
Tlaéni regulatoriji in tlacni
regulatorji s preto¢nimi
merilniki

Pressure regulators for
use -with medical gases
— Part 1: Pressure regula-
tors and pressure regula-
tors with flow metering
devices

EN 738-1:1997/
A1:2002

SIST EN 738-2:2000

Tlaéni regulatoriji za
medicinske pline — 2. del:
Tlaéni regulatorji v razdel-
ilnikih in ceveh

Pressure regulators for
use with medical gases

— Part 2: Manifold and line
pressure regulators

EN 738-2:1998

SIST EN 738-3:2000

Tlaéni regulatorji za
medicinske pline — 3. del:
Tlaéni regulatorji v sklopu
ventilov jeklenk

Pressure regulators

for use with medical
gases — Part 3: Pressure
regulators integrated with
cylinder valves

EN 738-3:1998

SIST EN 738-3:2000/
A1:2002

Tlacni regulatoriji za
medicinske pline — 3. del:
Tlaéni regulatorji v sklopu
ventilov jeklenk

Pressure regulators

for use with medical
gases — Part 3: Pressure
regulators integrated with
cylinder valves

EN 738-3:1998/
A1:2002

SIST EN 738-4:2000

Tlacni regulatorji za
medicinske pline — 4. del:
Nizkotlaéni regulatorji za
vgradnjo v medicinske
naprave

Pressure regulators for
use with medical gases

— Part 4: Low-pressure
regulators intended for
incorporation into medical
equipment

EN 738-4:1998

SIST EN 738-4:2000/

Tlaéni regulatorji za

Pressure regulators for

EN 738-4:1998/

A1:2002 medicinske pline - 4. del: | use with medical gases A1:2002
Nizkotlagni regulatorji za |- Part 4: Low-pressure
vgradnjo v medicinske regulators intended for
naprave incorporation into medical
equipment
SIST EN 739:2000 Nizkotlacne povezovalne | Low-pressure hose as- EN 739:1998 - -

cevi za delo z medicins-
kimi plini

semblies for use with
medical gases

SIST EN 739:2000/

Nizkotlaéne povezovalne

Low-pressure hose as-

EN 739-1:1998/

A1:2002 cevi za delo z medicins- semblies for use with A1:2002
kimi plini medical gases

SIST EN 740:2000 Delovna mesta za anes- | Anaesthetic workstations | EN 740:1998 - -
teziranje in njihova op- and their modules — Par-
rema — Posebne zahteve | ticular requirements

SIST EN 793:2000 Posebne zahteve za var- | Particular requirements EN 793:1997 - -

nost medicinskih preskr-
bovalnih enot

for safety of medical sup-
ply units

SIST EN 794-1:2000

Pljucni ventilatorji — 1.
del: Posebne zahteve za
ventilatorje za intenzivno
nego

Lung ventilators — Part 1:
Particular requirements
for critical care ventilators

EN 794-1:1997

SIST EN 794-1:2000/
A1:2001

Plju¢ni ventilatorji — 1.
del: Posebne zahteve za
ventilatorje za intenzivno
nego

Lung ventilators — Part 1:
Particular requirements
for critical care ventilators

EN 794-1:1997/ A1:2000

SIST EN 794-2:2000

Plju¢ni ventilatorji — 2.
del: Posebne zahteve za
uporabo na domu

Lung ventilators — Part 2:
Particular requirements
for home care use

EN 794-2:1997

SIST EN 794-3:2000

Pljuéni ventilatorji — 3. del:
Posebne zahteve za ven-
tilatorje za nujno medicin-
sko pomoc¢ in prevoz

Medical electrical equip-
ment — Lung ventilators
— Part 3: Particular requi-
rements for emergency
and transport ventilators

EN 794-3:1998

SIST EN 864:2000

Elektromedicinska op-
rema — Merilniki CO, (kap-
nometri) za uporabo pri
ljudeh — Posebne zahteve

Medical electrical equip-
ment — Capnometers for
use with humans — Par-
ticular requirements

EN 864:1996
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SIST EN 865:2000

Pulzni oksimetri
— Posebne zahteve

Pulse oximeters — Particu-
lar requirements

EN 865:1997

SIST EN 867-2:2000

Nebioloski sistemi za up-
orabo v sterilizatorjih — 2.
del: Indikatorji postopkov
(razred A)

Non-biological systems
for use in sterilizers — Part
2: Process indicators
(Class A)

EN 867-2:1997

SIST EN 867-3:2000

Nebioloski sistemi za
uporabo v sterilizatorjih
— 3. del: Specifikacija za
indikatorje razreda B za
uporabo v Bowie-Dick-
ovem preskusu

Non-biological systems
for use in sterilizers — Part
3: Specification for Class
B indicators for use in the
Bowie and Dick test

EN 867-3:1997

SIST EN 868-1:2000

Embalazni materiali in
sistemi za medicinske
pripomocke, ki jih je
treba sterilizirati — 1. del:
Splos$ne zahteve in pres-
kusne metode

Packaging materials

and systems for medical
devices which are to be
sterilized — Part 1: Gen-
eral requirements and test
methods

EN 868-1:1997

SIST EN 980:2000/
A1:2000

Grafi¢ni simboli za
oznacevanje medicinskih
pripomockov

Graphical symbols for use
in the labelling of medical
devices

EN 980:1996/
A1:1999

SIST EN 1041:2000

Informacije, ki jih proizva-
jalec prilozi medicinskim
pripomockom

Information supplied by
the manufacturer with
medical devices

EN 1041:1998

SIST EN 1060-1:2000

Neinvazivni sfigmomano-
metri —
1. del: Splo$ne zahteve

Non-invasive sphygmo-
manometers —

Part 1: General require-
ments

EN 1060-1:1995

SIST EN 1060-1:2000/
A1:2002

Neinvazivni sfigmomano-
metri —
1. del: Splo$ne zahteve

Non-invasive sphygmo-
manometers —

Part 1: General require-
ments

EN 1060-1:1998/
A1:2002

SIST EN 1060-2:2000

Neinvazivni sfigmo-
manometri —

2. del: Dodatne zahteve
za mehanske sfigmo-

Non-invasive sphygmo-
manometers —

Part 2: Supplementary
requirements for mechani-

EN 1060-2:1995

manometre cal sphygmomanometers
SIST EN 1060-3:2000 | Neinvazivni sfigmo- Non-invasive sphygmo- EN 1060-3:1997 - -
manometri — manometers —

3. del: Dodatne zahteve
za elektromehanske sis-
teme za merjenje krvnega
tlaka

Part 3: Supplementary
requirements for electro-
mechanical blood pres-
sure measuring systems

SIST EN 1089-3:1999

Plinske jeklenke

— Oznacevanje jeklenk
(razen UNP) —

3. del: Barvno
oznacevanje

Transportable gas cylin-
ders — Cylinder identifica-
tion —

Part 3: Colour coding

EN 1089-3:1997

SIST EN 1089-3:1999/
A1:2002

Plinske jeklenke — Ozna-
Gevanje jeklenk (razen
UNP) —

3. del: Barvno oznace-
vanje

Transportable Gas
cylinders — Gas cylinder
identification — Part 3:
Colour coding

EN 1089-3:1997/
A1:1999

SIST EN 1174-1:2000

Sterilizacija medicinskih
pripomockov — Ocena
populacije mikroorganiz-
mov na izdelku —

1. del: Zahteve

Sterilization of medical
devices — Estimation of
the population of micro-or-
ganisms on product — Part
1: Requirements

EN 1174-1:1996

SIST EN 1174-2:2000

Sterilizacija medicinskih
pripomockov — Ocena
populacije mikroorganiz-
mov na izdelku —

2. del: Navodilo

Sterilization of medical
devices — Estimation of
the population of micro-or-
ganisms on product — Part
2: Guidance

EN 1174-2:1996

SIST EN 1174-3:2000

Sterilizacija medicinskih
pripomockov — Ocena
populacije mikroorganiz-
mov na izdelku —

3. del: Vodilo za
validacijske metode
mikrobioloskih postopkov

Sterilization of medical
devices — Estimation of
the population of micro-or-
ganisms on product — Part
3: Guide to the methods
for validation of microbio-
logical techniques

EN 1174-3:1996




Oznaka standarda’ Naslov standarda Naslov standarda Referenéni dokument* Oznaka Datum
v slovenskem jeziku? v angleskem jeziku® nadomesce- | prenehanja
nega domneve®
standarda®
SIST EN 1280-1:2000 | Sistemi za nalivanje Agent specific filling EN 1280-1:1997 - -
specifiénih hlapnih systems for anaes-
anestetikov v anestezijske | thetic vaporizers — Part 1:
hlapilnike (vaporizatorje) | Rectangular keyed filling
—1. del: Sistemi systems
s pravokotnimi vtikaci
SIST EN 1280-1:2000/ | Sistemi za nalivanje Agent specific filling EN 1280-1:1997/ A1:2000 |- -
A1:2000 posebnih hlapnih anes- systems for anaes-
tetikov v anestezijske thetic vaporisers — Part 1:
hlapilnike (vaporizatorje) | Rectangular keyed filling
— 1. del: Sistemi systems
s pravokotnimi vtikaci
SIST EN 1281-1:2000 | Anestezijska in dihalna Anaesthetic and respira- | EN 1281-1:1997 - -
oprema — Stoz¢asti tory equipment — Coni-
prikljucki — cal connectors — Part 1:
1. del: Vtikaci in vti¢nice Cones and sockets
SIST EN 1281-1:2000/ | Anestezijska in dihalna Anaesthetic and respira- | EN 1281-1:1997/ - -
A1:2000 oprema — Stoz¢asti tory equipment — Coni- A1:1998
prikljucki — cal connectors — Part 1:
1. del: Vtikadi in vticnice | Cones and sockets
SIST EN 1281-2:2000 | Anestezijska in dihalna Anaesthetic and respira- | EN 1281-2:1995 - -
oprema — Stoz¢asti tory equipment — Coni-
prikljucki — 2. del: Nosilni | cal connectors — Part 2:
priklju¢ki z navojem Screw-threaded weight-
(ISO 5356-2:1987, spre- | bearing connectors
menjen) (ISO 5356-2:1987 modi-
fied)
SIST EN 1282-1:2000 | Anestezijska in dihalna Anaesthetic and respira- | EN 1282-1:1996 - -
oprema — Traheostomske | tory equipment — Trache-
cevke — ostomy tubes — Part 1:
1. del: Cevke, ki se upora- | Tubes for use in adults
bljajo pri odraslih
SIST EN 1282-2:2000 | Traheostomske cevke — | Tracheostomy tubes EN 1282-2:1997 - -
2. del: Cevke, ki se upora- | — Part 2: Pediatric tubes
bljajo pri otrocih
SIST EN 1422:2000 Sterilizatorji za uporabo v | Sterilizers for medical pur- | EN 1422:1997 - -
medicini — Sterilizatorji z | poses — Ethylene oxide
etilenoksidom — Zahteve | sterilizers — Requirements
in preskusne metode and test methods
SIST EN 1441:2000 Medicinski pripomocki — | Medical devices — Risk EN 1441:1997 (razvelja- |- 1. 4. 2004

Analiza tveganja

analysis

vljen)

SIST EN 1618:2000

Katetri, razen Zilnih
(intravaskularnih) katetrov
— Preskusne metode za
ugotavljanje splosnih
lastnosti

Catheters other than intra-
vascular catheters —

Test methods for common
properties

EN 1618:1997

SIST EN 1639:2000

Zobozdravstvo — Medicin-
ski pripomocki v zoboz-
dravstvu — Instrumenti

Dentistry — Medical
devices for dentistry — In-
struments

EN 1639:1996

SIST EN 1640:2000

Zobozdravstvo — Medicin-
ski pripomocki v zoboz-
dravstvu — Oprema

Dentistry — Medical
devices for dentistry
— Equipment

EN 1640:1996

SIST EN 1641:2000

Zobozdravstvo — Medicin-
ski pripomocki v zoboz-
dravstvu — Materiali

Dentistry — Medical
devices for dentistry
— Materials

EN 1641:1996

SIST EN 1642:2000

Zobozdravstvo — Medicin-
ski pripomocki v zoboz-
dravstvu — Zobni vsadki
(implantati)

Dentistry — Medical devic-
es for dentistry — Dental
implants

EN 1642:1996

SIST EN 1707:2000

Stoz&aste spojke s
6—odstotnim (Luerjevim)
nastavkom za injekcijske
brizge, igle in nekatero
drugo medicinsko opremo
— Spojke

Conical fittings with a 6 %
(Luer) taper for syringes,
needles and certain other
medical equipment — Lock
fittings

EN 1707:1996

SIST EN 1782:2000

Sapniéni (endotrahealni)
tubusi in prikljucki

Tracheal tubes and con-
nectors

EN 1782:1998

SIST EN 1819:2000

Laringoskopi za trahealno
intubacijo — Posebne
zahteve

Laryngoscopes for tra-
cheal intubation — Particu-
lar requirements

EN 1819:1997
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SIST EN 1820:2000

Dihalni baloni

Anaesthetic reservoir
bags

EN 1820:1997

SIST EN 1865:2000

Specifikacije za nosila in
drugo opremo za ravnanje
s pacienti v reSevalnih
vozilih

Specifications for stretc-
hers and other patient
handling equipment used
in road ambulances

EN 1865:1999

SIST EN 1970:2000

Nastavljive postelje za
invalidne osebe — Zahteve
in preskusne metode

Adjustable beds for disa-
bled persons— Require-
ments and test methods

EN 1970:2000

SIST EN 1985:2000

Pripomocki za hojo
— Splo$ne zahteve in
preskusne metode

Walking aids — General
requirements and test
methods

EN 1985:1998

SIST EN ISO 4074:
2002

Kondomi iz naravne-
ga kavcéuka — Zahteve
in preskusne metode
(1SO 4074:2002)*

Natural latex rubber
condoms — Require-
ments and test methods
(ISO 4074:2002)

EN I1SO 4074:2002

SIST EN ISO 4135:
2000

Anesteziologija — Slovar
(1SO 4135:1995)

Anaesthesiology — Vocab-
ulary (ISO 4135:1995)

EN ISO 4135:1996

SIST EN ISO 4135:
2002

Anestezijska in dihalna
oprema — Slovar (ISO
4135:2001)

Anaesthetic and respira-
tory equipment — Vocabu-
lary (ISO 4135:2001)

EN ISO 4135:2001

SIST EN ISO 8185:
2000

Vlazilniki za uporabo v
medicini — Splo$ne zah-
teve za vlaZilne sisteme
(ISO 8185:1997)

Humidifiers for medical
use — General require-
ments for humidification
systems

(ISO 8185:1997)

EN ISO 8185:1997

SIST EN ISO 8359:
2000

Naprave za koncentriranje
kisika za uporabo v medi-
cini — Varnostne zahteve
(ISO 8359:1996)

Oxygen concentrators
for medical use — Safety
requirements

(ISO 8359:1996)

EN ISO 8359:1996

SIST EN ISO 9360-1:
2000

Anestezijska in dihalna
oprema — Izmenjevalniki
toplote in vlage (HMEs)
za navlazevanije dihalnih
plinov v ¢loveku — 1.

del: HMEs za uporabo z
najmanjso dihalno pros-
tornino 250 ml

(ISO 9360-1:2000)

Anaesthetic and respira-
tory equipment — Heat
and moisture exchangers
(HMEs) for humidifying
respired gases in humans
— Part 1: HMEs for use
with minimum tidal vol-
umes of 250 ml

(ISO 9360-1:2000)

EN ISO 9360-1:2000

SIST EN ISO 9360-2:
2003

Anestezijska in dihalna
oprema - Izmenjevalniki
toplote in vlage (HMEs)
za navlazevanje dihalnih
plinov v €loveku - 2. del:
HMEs za uporabo pri
pacientih z traheostomijo
z najmanjso dihalno pros-
tornino 250 ml

(1SO 9360-1:2001)

Anaesthetic and respira-
tory equipment - Heat
and moisture exchangers
(HMEs) for humidifying
respired gases in humans
- Part 2: HMEs for use
with tracheostomized
patients having minimum
tidal volumes of 250 ml
(ISO 9360-2:2001)

EN ISO 9360-2:2002

SIST EN ISO 9703-3:
2000

Alarmne naprave pri
anasteziji in oskrbi

— zdravljenju dihal — 3.
del: Navodilo za uporabo
alarmnih naprav (ISO
9703-3:1998)

Anaesthesia and respira-
tory care alarm signals

— Part 3: Guidance on
application of alarms (ISO
9703-3:1998)

EN ISO 9703-3:1998

SIST EN ISO 10079-1:
1999

Medicinska sukcijska
(aspiracijska) oprema — 1.
del: Elektri¢na sukcijska
(aspiracijska) oprema

— Varnostne zahteve (ISO
10079-1:1991 vklju¢no
stehni¢nim korigendumom
1:1992 in tehni€nim kori-
gendumom 2:1993)
Medicinska sukcijska
(aspiracijska) oprema — 1.
del: Elektri¢na sukcijska
(aspiracijska) oprema

— Varnostne zahteve (ISO
10079-1:1999)

Medical suction equip-
ment — Part 1: Electrically
powered suction equip-
ment — Safety require-
ments

(ISO 10079-1:1991 inc-
luding technical corrigen-
dum 1:1992 and technical
corrigendum 2:1993)
Medical suction equip-
ment — Part 1: Electrically
powered suction equip-
ment — Safety require-
ments

(ISO 10079-1:1999)

EN ISO 10079-1:1999




Oznaka standarda’

Naslov standarda
v slovenskem jeziku?

Naslov standarda
v angleskem jeziku®

Referenéni dokument*

Oznaka
nadomesce-
nega
standarda®

Datum
prenehanja
domneve®

SIST EN ISO 10079-2:
1999

Medicinska sukcijska
(aspiracijska) oprema — 2.
del: Roéna sukcijska (as-
piracijska) oprema (ISO
10079-2:1992)
Medicinska sukcijska
(aspiracijska) oprema — 2.
del: Ro¢na sukcijska (as-
piracijska) oprema (ISO
10079-2:1999)

Medical suction equip-
ment — Part 2: Manually
powered suction equip-
ment

(ISO 10079-2:1992)
Medical suction equip-
ment — Part 2: Manually
powered suction equip-
ment

(ISO 10079-2:1999)

EN ISO 10079-2:1999

SIST EN ISO 10079-3:
1999

Medicinska sukcijska
(aspiracijska) oprema — 3.
del: Podtlac¢na ali tlaéna
sukcijska (aspiracijska)
oprema (ISO 10079-3:
1992)

Medicinska sukcijska
(aspiracijska) oprema — 3.
del: Podtlac¢na ali tlacna
sukcijska (aspiracijska)
oprema (ISO 10079-3:
1999)

Medical suction equip-
ment — Part 3: Suction
equipment powered from
vacuum or pressure
source (ISO 10079-3:
1992)

Medical suction equip-
ment — Part 3: Suction
equipment powered from
vacuum or pressure
source (ISO 10079-3:
1999)

EN ISO 10079-3:1999

SIST EN ISO 10535:
2000

Dvigala za prestavljanje
invalidnih oseb — Zahteve
in preskusne metode (ISO
10535:1998)

Hoists for the transfer of
disabled persons — Re-
quirements and test meth-
ods (ISO 10535:1998)

EN ISO 10535:1998

SIST EN ISO 10555-1:
2000

Sterilni zilni katetri za
enkratno uporabo — 1.

del: Splo$ne zahteve (ISO
10555-1:1995)

Sterile, single-use intra-
vascular catheters — Part
1: General requirements
(ISO 10555-1:1995)

EN ISO 10555-1:1996

SIST EN ISO 10555-1:
2000/A1:2000

Sterilni zilni katetri za
enkratno uporabo — 1.
del: SploSne zahteve (ISO
10555-1:1996/AM1:1999)

Sterile, single-use intra-
vascular catheters — Part
1: General requirements
(ISO 10555-1:1996/AM1:
1999)

EN ISO 10555-1:1996/
A1:1999

SIST EN ISO 10651-4:
2002

Pljucni ventilatorji — 4.
del: Posebne zahteve za
naprave za ozivljanje, ki
jih upravlja operater (ISO
10651-4:2002)

Lung ventilators — Part 4:
Particular requirements
for operator-powered
resuscitators

(ISO 10651-4:2002)

EN ISO 10651-4:2002

SIST EN ISO 10993-1:
2000

Biolo$ko ovrednotenje
medicinskih pripomockov
1. del: Ocena in preskusi
(1SO 10993-1:1997)

Biological evaluation of
medical devices — Part 1:
Evaluation and testing
(ISO 10993-1:1997)

EN ISO 10993-1:1997

SIST EN ISO 10993-4:
2003

Biolo$ko ovrednotenje
medicinskih pripomockov
- 4. del: Izbira preskusov
za ugotavljanje interakcij s
krvjo (ISO 10993-4:2002)

Biological evaluation of
medical devices — Part
4: Selection of tests for
interactions with blood

(ISO 10993-4:2002)

EN ISO 10993-4:2002

SIST EN ISO 10993-5:
2000

BioloSko ovrednotenje
medicinskih pripomockov

5. del: Preskusi za ugo-
tavljanje citotoksi¢nosti
in vitro

(1SO 10993-5:1999)

Biological evaluation of
medical devices — Part 5:
Tests for in vitro cytotoxic-
ity (ISO 10993-5:1999)

EN ISO 10993-5:1999

SIST EN ISO 10993-7:
2000

Biolosko ovrednotenje
medicinskih pripomockov

7. del: Ostanki po sterili-
zaciji z etilenoksidom
(ISO 10993-7:1995)

Biological evaluation of
medical devices — Part 7:
Ethylene oxide steriliza-
tion residuals (ISO 10993-
7:1995)

EN ISO 10993-7:1995

SIST EN 10993-8:
2001

BioloSko ovrednotenje
medicinskih pripomockov
8. del: Izbira in ugotavlja-
nje referencnih materialov
za bioloske preskuse
(1ISO 10993-8:2000)*

Biological evaluation of
medical devices — Part 8:
Selection and qualification
of reference materials for
biological tests

(ISO 10993-8:2000)

EN ISO 10993-8:2001
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SIST EN ISO 10993-9:
2000

Biolosko ovrednotenje
medicinskih pripomockov
— 9. del: Okvirni sistem za
prepoznavanje in ugotav-
lianje koli¢ine morebitnih
razgradnih produktov
(1SO 10993-9:1999)

Biological evaluation of
medical devices — Part 9:
Framework for identifica-
tion and quantification

of potential degradation
products

(ISO 10993-9:1999)

EN ISO 10993-9:1999

SIST EN ISO 10993-
10:2003

Biolosko ovrednotenje
medicinskih pripomockov

10. del: Preskusi
drazenja in zakasnjene
preobcutljivosti

(ISO 10993-10:2002)

Biological evaluation of
medical devices — Part
10: Tests for irritation and
delayed-type hypersensi-
tivity (ISO 10993-10:2002)

EN ISO 10993-10:
2002

SIST EN ISO 10993-
12:2000

Biolosko ovrednotenje
medicinskih pripomockov
12. del: Priprava vzorcev
in referenéni materiali
(ISO 10993-12:1996)

Biological evaluation of
medical devices — Part

12: Sample preparation
and reference materials
(1ISO 10993-12:1996)

EN ISO 10993-12:
1996

SIST EN ISO 10993-
13:2000

Biolo$ko ovrednotenje
medicinskih pripomockov
13. del: Prepoznavanje in
ugotavljanje koli€ine raz-
gradnih produktov polime-
rov, iz katerih so izdelani
medicinski pripomocki
(1SO 10993-13:1998)

Biological evaluation of
medical devices — Part 13:
Identification and quan-
tification of degradation
products from polymeric
medical devices

(ISO 10993-13:1998)

EN ISO 10993-13:
1998

SIST EN ISO 10993-
14:2002

BioloSko ovrednotenje
medicinskih pripomoc¢kov
14. del: Prepoznavanje
in ugotavljanje koli¢ine
razgradnih produktov iz
keramike

(1SO 10993-14:2001)

Biological evaluation of
medical devices — Part 14:
Identification and quan-
tification of degradation
products from ceramics
(ISO 10993-14:2001)

EN ISO 10993-14: 2001

SIST EN ISO 10993-
15:2001

Biolo$ko ovrednotenje
medicinskih pripomockov

15. del: Identifikacija

in ugotavljanje koli¢ine
razgradnih produktov iz
kovin in zlitin

(ISO 10993-15:2000)

Biological evaluation of
medical devices — Part
15: Identification and
quantification of degrada-
tion products from metals
and alloys (ISO 10993-15:
2000)

EN ISO 10993-15:
2000

SIST EN ISO 10993-
16:2000

Biolo$ko ovrednotenje
medicinskih pripomockov

16. del: Nacrt
toksikokineti¢nih raziskav
razgradnih produktov in
izluznin (ISO 10993-16:
1997)

Biological evaluation of
medical devices — Part 16:
Toxicokinetic study design
for degradation products
and leachables

(ISO 10993-16:1997)

EN ISO 10993-16:
1997

SIST EN ISO 11196:
2000

Monitorji za spremljanje
anestezijskih plinov in
hlapov (ISO 11196:1995,
vkljuéno s tehni¢nim pop-
ravkom 1:1997)

Anaesthetic gas monitors

(ISO 11196:1995 including
Technical Corrigendum 1:

1997)

EN ISO 11196:1997

SIST EN ISO 11810:
2003

Optika in opti¢ni in-
strumenti - Laserjiin z
laserji povezana oprema

- Preskusna metoda za
ugotavljanje odpornosti
proti laserju za kirurSke
zastirke in/ali za varovalna
pokrivala za paciente

Optics and optical instru-
ments — Lasers and laser-
related equipment — Test
method for the laser-resis-
tance of surgical drapes
and/or patient-protective
covers (1ISO 11810:2002)

EN ISO 11810:2002

SIST EN ISO 11990:
2000

Optika in optic¢ni instru-
menti — Laserji in laserska
oprema — Ugotavljanje
odpornosti sapni¢nih
(endotrahealnih) tubusov
proti laserskemu Zarku

Optics and optical
instruments — Lasers and
laser-related equipment
— Determination of laser
resistance of tracheal
tube shafts (ISO 11990:
1999)

EN ISO 11990:1999
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SIST EN 12006-1:
2000

Neaktivni kirurski vsadki
(implantati) — Posebne
zahteve za srénozilne
vsadke (kardiovaskularne
implantate) — 1. del: Na-
domestki sréne zaklopke

Non active surgical
implants — Particular
requirements for cardiac
and vascular implants

— Part 1: Heart valve
substitutes

EN 12006-1:1999

SIST EN 12006-2:
2000

Neaktivni kirurski vsadki
(implantati) — Posebne
zahteve za srénozilne
vsadke (kardiovaskular-
ne implantate) — 2. del:
Zilne proteze, vkljuéno s
cevastimi vsadki s srénimi
zaklopkami (tubularnimi
grafti)

Non active surgical im-
plants — Particular require-
ments for cardiac and
vascular implants — Part
2: Vascular prostheses
including cardiac valve
conduits

EN 12006-2:1998

SIST EN 12006-3:
2000

Neaktivni kirurdki vsadki
(implantati) — Posebne
zahteve za srénozilne
vsadke (kardiovaskularni
implantati) —

3. del: Znotrajzilni
pripomocki

Non active surgical
implants — Particular
requirements for cardiac
and vascular implants

— Part 3: Endovascular
devices

EN 12006-3:1998

SIST EN 12010:2000

Neaktivni kirurski vsadki
(implantati) — Sklepne pro-
teze — Posebne zahteve

Non-active surgical
implants — Joint replace-
ment implants — Particular
requirements

EN 12010:1998

SIST EN 12011:2000

Instrumenti, ki se upo-
rabljajo pri neaktivnih
kirurskih vsadkih (implan-
tati) — SploSne zahteve

Instrumentation to be
used in association with
non-active surgical im-
plants — General require-
ments

EN 12011:1998

SIST EN 12180:2000

Neaktivni kirurski vsadki
(implantati) — Vsadki za
oblikovanje telesa — Po-
sebne zahteve za vsadke
dojk®

Non-active surgical
implants — Body contour-
ing implants — Specific
requirements for mam-
mary implants

EN 12180:2000

SIST EN 12182:2000

Tehniéni pripomocki za
invalidne osebe — Splosne
zahteve in preskusne
metode

Technical aids for dis-
abled persons — General
requirements and test
methods

EN 12182:1999

SIST EN 12183:2000

Invalidski vozi¢ki na ro¢ni
pogon — Zahteve in pres-
kusne metode

Manually propelled wheel-
chairs — Requirements
and test methods

EN 12183:1999

SIST EN 12184:2000

Elektrini invalidski
vozicki, skuterji in njihovo
polnjenje — Zahteve in
preskusne metode

Electrically powered
wheelchairs, scooters and
their charges — Require-
ments and test methods

EN 12184:1999

SIST EN 12218:2000

Traéni nosilci za pritrditev
medicinske opreme

Rail systems for support-
ing medical equipment

EN 12218:1998

SIST EN 12218:2000/
A1:2002

Traéni nosilci za pritrditev
medicinske opreme

Rail systems for support-
ing medical equipment

EN 12218:1998/
A1:2002

SIST EN 12322:2000/
A1:2002

Diagnosti¢ni medicin-

ski pripomocki in vitro

— Gojis¢a za mikrobiologi-
jo — Merila za kakovost
gojis¢

In vitro diagnostic medical
devices — Culture media
for microbiology — Perfor-
mance criteria for culture
media

EN 12322:1999/ A1:2001

SIST EN 12342:2000

Dihalne cevke za uporabo
z anestezijskimi aparati in
ventilatorji

Breathing tubes intended
for use with anaesthetic
apparatus and ventilators

EN 12342:1998

SIST EN 12442-1:
2001

Zivalska tkiva in njihovi
derivati, uporabljeni v
proizvodnji medicinskih
pripomockov —

1. del: Analize in obvlado-
vanje tveganja

Animal tissues and their
derivatives utilized in the
manufacture of medical
devices — Part 1: Analysis
and management of risk

EN 12442-1:2000

SIST EN 12442-2:
2001

Zivalska tkiva in njihovi
derivati, uporabljeni v
proizvodnji medicinskih
pripomockov —

2. del: Nadzor pri nabavi,
zbiranju in ravnanju

Animal tissues and their
derivatives utilized in the
manufacture of medical
devices — Part 2: Controls
on sourcing, collection
and handling

EN 12442-2:2000
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SIST EN 12442-3: Zivalska tkiva in njihovi Animal tissues and their | EN 12442-3:2000 - -
2001 derivati, uporabljeni v derivatives utilized in the
proizvodnji medicinskih manufacture of medical
pripomockov — devices — Part 3: Valida-
3. del: Validacija pri tion of the elimination
izlogGitvi in/ali inaktivaciji and/or inactivation of
virusov in nalezljivih viruses and transmissible
agensov agents
SIST EN 12470-1: Kliniéni termometri — 1. Clinical thermometers — EN 12470-1:2000 - -
2000 del: Zaprti stekleni termo- | Part 1: Metallic liquid-in-
metri s tekoC€imi kovinami | glass thermometers with
maximum device
SIST EN 12470-2: Klini¢ni termometri — 2. Clinical thermometers — EN 12470-2:2000 - -
2001 del: Termometri, ki zaz- Part 2: Phase change
navajo spremembo faze | type (dot matrix) ther-
(to¢kovna matrica) mometers
SIST EN 12470-3: Kliniéni termometri — 3. Clinical thermometers EN 12470-3:2000 - -
2000 del: Delovanje zaprtih — Part 3: Performance of
trdnih elektri¢nih termo- compact electrical ther-
metrov mometers (non-predic-
(brez ali z umerjanjem) tive and predictive) with
maximum device
SIST EN 12470-4: Kliniéni termometri — 4. Clinical thermometers — EN 12470-4:2000
2001 del: Delovanje elektri¢nih | Part 4: Performance of
termometrov za nepretr- | electrical thermometers
gano merjenje for continuous measure-
ment
SIST EN 12523:2000 |Zunanje proteze za ude in | External limb prostheses | EN 12523:1999 - -
zunanje ortoze — Zahteve |and external orthoses
in preskusne metode — Requirements and test
methods
SIST EN 12563:2000 | Neaktivni kirurski vsadki Non-active surgical EN 12563:1998 - -
(implantati) — Sklepne pro- | implants — Joint replace-
teze — Posebne zahteve | ment implants — Specific
za umetni kolk requirements for hip joint
replacement implants
SIST EN 12564:2000 | Neaktivni kirurski vsadki Non-active surgical EN 12564:1998 - -
(implantati) — Kolenske implants — Joint replace-
proteze — Posebne zahte- | ment implants — Specific
ve za kolensko protezo requirements for knee
joint replacement implants
SIST EN 12598:2000 | Monitorji za kisik pri Oxygen monitors for EN 12598:1999 - -
vdihavanju dihalne zmesi | patient breathing mixtures
— Posebne zahteve — Particular requirements
SIST ENV 12718:2002 | Medicinske kompresijske | Medical compression EN 12718:2001 - -
nogavice hosiery
SIST ENV 12719:2002 | Medicinske nogavice za Medical thrombosis pro- | ENV 12719:2001 - -
prepreCevanje tromboze | phylaxis hosiery
SIST EN ISO 12870: Ocesna optika — Okviri Ophthalmic optics — Spec- | EN ISO 12870:1997 - -
2000 oCal — SploSne zahteve in | tacle frames — General
preskusne metode (ISO requirements and test
12870:1997) methods (ISO 12870:
1997)
SIST EN 13014:2000 | Prikljucki za plinske Connections for gas sam- | EN 13014:2000 - -
vzorcne cevke pri aneste- | pling tubes to anaesthetic
zijski in dihalni opremi and respiratory equipment
SIST EN 13220:2000 | Preto€ni merilniki za Flow-metering devices EN 13220:1998 - -
prikljucitev na konéne dele | for connection to termi-
napeljav za medicinske nal units of medical gas
pline pipeline systems
SIST EN 13221:2000 | Visokotlaéni prilagodljivi High-pressure flexible EN 13221:2000 - -
priklju¢ki za uporabo connections for use with
medicinskih plinov medical gases
SIST EN 13328-1: Sistem dihalnih filtrov za | Breathing system filters EN 13328-1:2001 EN 46001: |1.3.2004
2002 anestezijsko in dihalno for anaesthetic and respi- 1996

uporabo — 1. del: Pres-
kusna metoda s soljo za
ocenitev ucinkovitosti
filtracije

ratory use — Part 1: Test
method to assess filtration
performance
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SIST EN 13328-2: Sistem dihalnih filtrov za | Breathing system filters EN 13328-2:2002
2003 anestezijsko in dihalno for anaesthetic and
uporabo - 2. del: Nefiltra- | respiratory use - Part 2:
cijski vidiki Non-filtration aspects
SIST EN ISO 13485: Sistem kakovosti Quality systems — Medi- [EN ISO 13485:2000 EN 46001: |1.3.2004
2002 — Medicinski pripomocki | cal devices — Particular 1996
— Posebne zahteve za requirements for the (SISTEN
uporabo EN ISO 9001 application of EN ISO 46001:
(revizija EN 46001:1996) |9001 (revision of EN 1999)
(ISO 13485:1996) 46001:1996) (identical to
ISO 13485:1996)
SISTEN ISO 13488: | Sistem kakovosti Quality systems —Medi- |[EN ISO 13488:2000 EN 46002: |1.3.2004
2002 — Medicinski pripomocki | cal devices — Particular 1996 (SIST
— Posebne zahteve za requirements for the EN 46002:
uporabo EN ISO 9002 application of ISO 9002 1999)

(revizija EN 46002:1996)
(1SO 13485:1996)

(revision of EN 46002:
1996), (Identical to ISO
13488:1996)

SIST EN 13503-8:
2000

Ocesni vsadki (implantati)
— Intraokularne lece — 8.
del: Osnovne zahteve
(ISO 11979-8:1999, spre-
menjen)

Ophthalmic implants

— Intraocular lenses — Part
8: Fundamental require-
ments (ISO 11979-8:1999,
modified)

EN 13503-8:2000

SIST EN 13544-1:
2002

Dihalna oprema za
zdravljenje — 1. del:
Razpr$evalni sistemi in
njihovi sestavni deli

Respiratory therapy
equipment — Part 1:
Nebulising systems and
their components

EN 13544-1:2001

SIST EN 13544-2:
2003

Dihalna oprema za zdrav-
lienje - 2. del: Cevke in
prikljucki

Respiratory therapy
equipment — Part 2: Tub-
ing and connectors

EN 13544-2:2002

SIST EN 13544-3:
2002

Dihalna oprema za zdrav-
lienje — 3. del: Vhodne
naprave za zrak

Respiratory therapy
equipment — Part 3: Air
entrainment devices

EN 13544-3:2001

SIST EN 13718-1:
2002

Ambulantna vozila za
zrak, vodo in tezke

terene - 1. del: Zahteve za
povezave medicinske op-
reme za nenehno oskrbo
bolnikov

Air, water and difficult ter-
rain ambulances — Part 1:
Medical device interface
requirements for the conti-
nuity of patient care

EN 13718-1:2002

SIST EN 13718-2:
2002

Ambulantna vozila za
zrak, vodo in teZke terene
- 2. del: Operativne in
tehnié¢ne zahteve za ne-
nehno oskrbo bolnikov

Air, water and difficult ter-
rain ambulances - Part 2:
Operational and technical
requirements for the conti-
nuity of patient care

EN 13718-2:2002

SIST EN 13726-1:
2002

Preskusne metode za
sanitetni material za
primarno oskrbo rane - 1.
del: Vidiki absorpcije

Test methods for primary
wound dressings - Part 1:
Aspects of absorbency

EN 13726-1:2002

SIST EN 13726-2:
2002

Preskusne metode za
sanitetni material za
primarno oskrbo rane - 2.
del: Hitrost prepustnosti
za vodne pare prepustnih
filmskih oblog

Test methods for primary
wound dressings - Part 2:
Moisture vapour transmis-
sion rate of permeable
film dressings

EN 13726-2:2002

SIST EN 13867:2003

Koncentrati za hemodial-
izo in podobne terapije

Concentrates for hae-
modialysis and related
therapies

EN 13867:2002

SIST EN ISO 14160:
2000

Sterilizacija medicinskih
pripomockov za enkratno
uporabo, ki vsebujejo ma-
teriale zivalskega izvora
— Validacija in redni nad-
zor sterilizacije s teko€imi
kemijskimi sredstvi za
sterilizacijo (ISO 14160:
1998)

Sterilization of single-use
medical devices incorpo-
rating materials of animal
origin — Validation and
routine control of steriliza-
tion by liquid chemical
sterilants

(ISO 14160:1998)

EN ISO 14160:1998
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SIST EN ISO 14534 Ocesna optika - Kon- Ophthalmic optics — Con- [ EN ISO 14534:2002
2002 taktne le€e in izdelki za tact lenses and contact
vzdrzevanje kontaktnih lens care products — Fun-
le€ — Temeljne zahteve damental
(ISO 14534:2002) requirements
(ISO 14534:2002)
SIST EN ISO 14602: Neaktivni kirurski vsadki Non-active surgical EN ISO 14602:1998 - -
2000 (implantati)- Vsadki za implants — Implants for
osteosintezo — Posebne | Osteosynthesis — Par-
zahteve (ISO 14602:1998) | ticular requirements (ISO
14602:1998)
SIST EN ISO 14630: | Neaktivni kirurski vsadki | Non-active surgical im- EN ISO 14630:1997 - -
2000 (implantati) — Splosne plants — General require-
zahteve (ISO 14630:1997) | ments
(ISO 14630:1997)
SIST EN ISO 14889: | Ocesna optika — Stekla Ophthalmic optics — Spec- | EN ISO 14889:1997 - -
2000 oCal — Temeljne zahteve | tacle lenses — Fundamen-
za nebruSena gotova ste- | tal requirements for uncut
kla (ISO 14889:1997) finished lenses
(ISO 14889:1997)
SIST EN ISO 14937: | Sterilizacija izdelkov Sterilisation of health EN ISO 14937:2000 - -
2001 za zdravstveno nego care products — General
— Splosne zahteve za requirements for charac-
opredelitev lastnosti terisation of a sterilising
sterilizacijskih sredstev agent and the develop-
in za razvoj, validacijo ter | ment, validation and
rutinsko kontrolo sterili- routine control of a sterili-
zacijskih postopkov za sation process for medical
medicinske pripomocke devices (ISO 14937:2000)
(ISO 14937:2000)
SIST EN ISO 14971: Medicinski pripomocki Medical devices — Ap- EN ISO 14971:2000 EN 1441: 1. 4. 2004
2001 — Uporaba obvladovanja | plication of risk manage- 1997
tveganja pri medicinskih ment to medical devices (SISTEN
pripomockih (ISO 14971:2000) 1441:
(ISO 14971:2000) 2000)

SIST EN ISO 15004:
2000

Oftalmicni instrumenti
— Temeljne zahteve in
preskusne metode (ISO
15004:1997)

Ophthalmic instruments
— Fundamental require-
ments and test methods
(ISO 15004:1997)

EN ISO 15004:1997

SIST EN ISO 15225:
2000

Poimenovanje — Specifi-
kacija za sistem poime-
novanja medicinskih
pripomockov za obvezno
izmenjavo podatkov
(1SO 15225:2000)

Nomenclature — Speci-
fication for a nomencla-
ture system for medical
devices for the purpose of
regulatory data exchange
(ISO 15225:2000)

EN ISO 15225:2000

SIST EN 20594-1:
2000

Stoz¢aste spojke s 6-
odstotnim (Luerjevim)
nastavkom za injekcijske
brizge, igle in nekatero
drugo medicinsko opremo
1. del: Splos$ne zahteve
(1SO 594-1:1986)

Conical fittings with a 6%
(Luer) taper for syringes,
needles and certain other
medical equipment — Part
1: General requirements
(ISO 594-1:1986)

EN 20594-1:1993

SIST EN 20594-1:
2000/A1:2000

Stozcaste spojke s 6-
odstotnim (Luerjevim)
nastavkom za injekcijske
brizge, igle in nekatero
drugo medicinsko opremo
— 1. del: SploSne zahteve
(1SO 594-1:1986)

Conical fittings with a 6%
(Luer) taper for syringes,
needles and certain other
medical equipment — Part
1: General requirements
(ISO 594-1:1986)

EN 20594-1:1993/
A1:1997

SIST EN 27740:2000

Kirurski instrumenti,
skalpeli s snemnimi rezili,
mere nastavkov (ISO
7740:1985)

Instruments for surgery,
scalpels with detachable
blades, fitting dimensions
(ISO 7740:1985)

EN 27740:1992

SIST EN 27740:2000/
A1:2000

Kirurski instrumenti,
skalpeli s snemnimi rezili,
mere nastavkov (ISO
7740:1985)

Instruments for surgery,
scalpels with detachable
blades, fitting dimensions
(ISO 7740:1985)

EN 27740:1992/
A1:1997




Oznaka standarda’ Naslov standarda Naslov standarda Referenéni dokument* Oznaka Datum

v slovenskem jeziku? v angleskem jeziku® nadomesce- | prenehanja

nega domneve®
standarda®

SIST EN 30993-3: Biolosko ovrednotenje Biological evaluation of EN 30993-3:1993 - -
2000 medicinskih pripomoc¢kov | medical devices — Part

- 3: Tests for genotoxicity,

3. del: Preskusi genske carcinogenicity and repro-

toksi¢nosti, kanceroge- ductive toxicity

nosti in toksi¢nosti za (1ISO 10993-3:1992)

razmnozevanje

(1SO 10993-3:1992)*
SIST EN 30993-4: Biolo$ko ovrednotenje Biological evaluation of EN 30993-4:1993 - -
2000 medicinskih pripomoc¢kov | medical devices — Part

- 4: Selection of tests for

4. del: Izbira preskusov interactions with blood

za ugotavljanje interakcij | (1ISO 10993-4:1992)

s krvjo

(1SO 10993-4:1992)
SIST EN 30993-5: Biolo$ko ovrednotenje Biological evaluation of EN 30993-5:1993 - -
2000 medicinskih pripomoc¢kov | medical devices — Part

- 5: Tests for cytotoxicity

. del: Preskusi za ugo- — in vitro methods (ISO

tavljanje citotoksi¢nosti 10993-5:1992)

in vitro

(1SO 10993-5:1992)
SIST EN 30993-6: BioloSko ovrednotenje Biological evaluation of EN 30993-6:1994 - -
2000 medicinskih pripomoc¢kov | medical devices — Part 6:

- Tests for local effects after

6. del: Preskusi, poveza- |implantation

ni z lokalnimi uginki po (ISO 10993-6:1994)

implantaciji

(1SO 10993-6:1994)
SIST EN ISO 30993- | BioloSko ovrednotenje Biological evaluation of EN ISO 30993-11: - -
11:2000 medicinskih pripomoc¢kov | medical devices — Part 11: | 1995

- Tests for systemic toxicity

11. del: Preskusi sis- (ISO 10993-11:1993)

temske toksi¢nosti (ISO

10993-11:1993)
SIST EN 46001:1999 | Sistemi kakovosti — Medi- | Quality systems — Medi- | EN 46001:1996 - 1. 3. 2004

cinska oprema — Posebne | cal devices — Particular (razveljavljen)

zahteve za uporabo EN requirements for the ap-

1ISO 9001* plication of EN ISO 9001
SIST EN 46002:1999 | Sistemi kakovosti — Medi- | Quality systems — Medi- | EN 46002:1996 - 1. 3. 2004

cinska oprema — Posebne
zahteve za uporabo EN
1ISO 9002*

cal devices — Particular
requirements for the ap-
plication of EN ISO 9002

(razveljavljen)

SIST EN 46003:2002

Sistemi kakovosti — Medi-
cinska oprema — Posebne
zahteve za uporabo EN
1ISO 9003*

Quality systems — Medi-
cal devices — Particular

requirements for the ap-
plication of EN ISO 9003

EN 46003:1999

SIST EN 50103:1998

Navodilo za uporabo EN
29001 in EN 46001 ter EN
29002 in

EN 46002 za aktivne
(vklju€no z aktivnimi
implantanti) medicinske
pripomocke*

Guidance on the applica-
tion of EN 29001 and EN
46001 and of EN 29002
and

EN 46002 for the active
(including active implant-
able) medical device
industry

EN 50103:1995

SIST EN 60118-13:
1998

Slusni pripomoc¢ki — 13.
del Elektromagnetna
zdruzljivost*

Hearing aids — Part 13:
Electromagnetic compat-
ibility (EMC)

EN 60118-13:1997

SIST EN 60522:2002

Dolocitev stalnega filtri-
ranja sklopov rentgenskih
cevi*

Determination of the per-
manent filtration of X-ray
tube assemblies

EN 60522:1999

SIST EN 60580:2002

Medicinska elektri¢na op-
rema — Merilniki produkta
povrSina-doza*

Medical electrical equip-
ment — Dose area prod-
uct meters

EN 60580:2000

SIST EN 60601-1:
1995

Medicinska elektricna
oprema — 1. del: Splo$ne
zahteve za varnost*

Medical electrical equip-
ment — Part 1: General
requirements for safety
(IEC 601-1:1988)

EN 60601-1:1990




Oznaka standarda’ Naslov standarda Naslov standarda Referenéni dokument* Oznaka Datum
v slovenskem jeziku? v angleskem jeziku® nadomesce- | prenehanja
nega domneve®
standarda®
SIST EN 60601-1: Medicinska elektricna Medical electrical equip- | EN 60601-1:1990/ - -
1995/A1:1998 oprema — 1. del: SploSne | ment. Part 1: General A1:1993
zahteve za varnost* requirements for safety
—|EC 601-1:1988/
A1:1991
SIST EN 60601-1: Medicinska elektricna Medical electrical equip- | EN 60601-1:1990/ - -
1995/A2:1998 oprema — 1. del: SploSne | ment — Part 1: General A2:1995
zahteve za varnost* requirements for safety
SIST EN 60601-1: Medicinska elektricna Medical electrical equip- | EN 60601-1:1990/ - -
1995/A13:1998 oprema — 1. del: Splosne | ment — Part 1: General A13:1995
zahteve za varnost* requirements for safety
SIST EN 60601-1-1: Medicinska elektricna Medical electrical equip- |EN 60601-1-1:1993 -
1995 oprema — 1. del: Splosne | ment. Part 1: General
zahteve za varnost — 1. requirements for safety
spremljevalni standard: - 1. Collateral standard:
Varnostne zahteve za Safety requirements for
medicinske elektricne medical electrical systems
sisteme* - IEC 601-1-1:1992
SIST EN 60601-1-1: Medicinska elektricna Medical electrical equip- |EN 60601-1-1:1993/ - -
1995/A1:1998 oprema — 1. del: Splosne | ment — Part 1: General A1:1995
zahteve za varnost — 1. requirements for safety
spremljevalni standard: — 1. Collateral standard:
Varnostne zahteve za Safety requirements for
medicinske elektricne medical electrical systems
sisteme* (IEC 60601-1-1:1992/
A1:1995)
SIST EN 60601-1-1: Medicinska elektricna Medical electrical equip- |EN 60601-1-1:2001 EN 60601- |[1.12.2003
2002 oprema — 1. del: SploSne | ment — Part 1-1: General 1-1:1993
zahteve za varnost — 1. requirements for safety —
spremljevalni standard: 1. Collateral standard:
Varnostne zahteve za Safety requirements for
medicinske elektricne medical electrical systems
sisteme*
SIST EN 60601-1-2: Medicinska elektricna Medical electrical equip- |EN 60601-1-2:1993 -
1995 oprema — 1. del: Splosne | ment — Part 1: General
zahteve za varnost — 2. requirements for safety
Spremljevalni standard: — 2. Collateral standard:
Elektromagnetna Electromagnetic compat-
zdruZljivost — Zahteve in | ibility — Requirements and
preskusi* tests
SIST EN 60601-1-2: Medicinska elektricna Medical electrical equip- | EN 60601-1-2:2001 EN 60601- |1.11.2004
2002 oprema — Del 1-2: Splo$- | ment - Part 1-2: General 1-2:1993

ne zahteve za varnost
— Spremljevalni stan-
dard: Elektromagnetna
zdruZljivost — Zahteve in
preskusi*

requirements for safety

- Collateral standard:
Electromagnetic compat-
ibility - Requirements and
tests

SIST EN 60601-1-3:

1998

Medicinska elektricna
oprema — 1. del: Splo$ne
varnostne zahteve — 3.
spremljevalni standard:
Splosne zahteve za za-
§¢ito pred sevanjem pri
opremi za rentgensko
diagnostiko*

Medical electrical equip-
ment — Part 1: General
requirements for safety

- 3. Collateral standard:
General requirements for
radiation protection in di-
agnostic X-ray equipment

EN 60601-1-3:1994

SIST EN 60601-1-4:

1998

Medicinska elektricna
oprema —1. del: SploSne
varnostne zahteve —

4. spremljevalni standard:
Programirljivi elektri¢ni
medicinski sistemi*

Medical electrical equip-
ment — Part 1: General
requirements for safety
— 4. Collateral standard:
Programmable electrical
medical systems

EN 60601-1-4:1996

SIST EN 60601-1-4:

1998/A1:2002

Medicinska elektricna
oprema —1. del: Splos-

ne varnostne zahte-

ve — 4. spremljevalni
standard: Programirljivi
elektriéni medicinski siste-
mi — Dopolnilo A1*

Medical electrical equip-
ment — Part 1: General
requirements for safety
— 4. Collateral standard:
Programmable electrical
medical systems Amend-
ment A1

EN 60601-1-4:1996/
A1:1999




Oznaka standarda’ Naslov standarda Naslov standarda Referenéni dokument* Oznaka Datum
v slovenskem jeziku? v angleskem jeziku® nadomesce- | prenehanja
nega domneve®
standarda®
SIST EN 60601-2-1: Medicinska elektricna Medical electrical equip- |EN 60601-2-1:1998 - -
1999 oprema — 2. del: Posebne | ment — Part 2-1: Particular
varnostne zahteve za requirements for the safe-
elektronske pospesevalni- |ty of electron accelerators
ke v obmogju od in the range of 1 MeV to
1 MeV do 50 MeV* 50 MeV
EN 60601-2-1:1999/ Medicinska elektricna Medical electrical equip- |EN 60601-2-1:1998/ - 1. 6. 2005
A1:2003 oprema - 2. del: Posebne | ment —Part 2-1: Particular | A1:2002
varnostne zahteve za requirements for the safe-
elektronske pospesSeval- |ty of electron accelerators
nike v obmocju od 1 MeV |in the range of 1 MeV to
do 50 MeV - Dopolnilo A1 | 50 MeV; Amendment A1
(IEC 60601-2-1:1998/A1: | (IEC 60601-2-1:1998/A1:
2002 2002
SIST EN 60601-2-2: Medicinska elektricna Medical electrical equip- | EN 60601-2-2:1993 - -
1995 oprema —2. del: Posebne | ment — Part 2: Particular
varnostne zahteve za requirements for the
visokofrekvenéno kirursko | safety of high frequency
opremo surgical equipment
(IEC 601-2-2:1991)* (IEC 601-2-2:1991)
SIST EN 60601-2-2: Medicinska elektricna Medical electrical equip- |EN 60601-2-2:2000 1. 8.2003

2002

oprema —2. del: Posebne
varnostne zahteve za
visokofrekvenéno kirur§ko
opremo

(IEC 601-2-2:1991)*

ment — Part 2-2: Particular
requirements for the
safety of high frequency
surgical equipment

SIST EN 60601-2-3:
1995

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
kratkovalovno terapevtsko
opremo*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of short-wave
therapy equipment

EN 60601-2-3:1993

SIST EN 60601-2-3:
1995/A1:1999

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
opremo za kratkovalovno
terapijo — Dopolnilo A1*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of short-wave
therapy equipment
Amendment A1

EN 60601-2-3:1993/
A1:1998

SIST EN 60601-2-5:
2002

Medicinska elektricna
oprema — 2-5. del: Po-
sebne varnostne zahte-
ve za ultrazvoéno psiho-
terapevtsko opremo

Medical electrical equip-
ment — Part 2-5: Particular
requirements for the
safety of ultrasonic phys-
iotherapy equipment

EN 60601-2-5:2000

SIST EN 60601-2-7:
1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
visokonapetostne na-
pajalnike generatorjev
diagnosti¢nih rentgenskih
zarkov (IEC 60601-2-7:
1998)*

Medical electrical equip-
ment — Part 2-7: Particular
requirements for the
safety of high-voltage
generators of diagnostic
X-ray generators (IEC
60601-2-7:1998)

EN 60601-2-7:1998

SIST EN 60601-2-8:
1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
terapevtsko rentgensko
opremo, ki deluje v ob-
mocju od 10 kV do 1 MV*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of therapeutic X-ray
equipment operating in
the range 10 kV to 1 MV

EN 60601-2-8:1997

SIST EN 60601-2-8:
1998/A1:1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
terapevtsko rentgensko
opremo, ki deluje v ob-
mocju od 10 kV do 1 MV
— Dopolnilo A1*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of therapeutic X-ray
equipment operating in
the range 10 kV to 1 MV
Amendment A1

EN 60601-2-8:1997/
A1:1997

SIST EN 60601-2-9:
1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
pacientske kontaktne
dozimetre, ki se uporab-
ljajo med radioterapijo
ob elektri¢no priklju¢enih
detektorjih sevanja (IEC
60601-2-9:1996)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of patient contact
dosemeters used in
radiotherapy with electri-
cally connected radiation
detectors

(IEC 60601-2-9:1996)

EN 60601-2-9:1996




Oznaka standarda’ Naslov standarda Naslov standarda Referenéni dokument* Oznaka Datum
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SIST EN 60601-2-10: | Medicinska elektricna Medical electrical EN 60601-2-10:2000 - -
2002 oprema — 2-10. del: equipment — Part 2-10:

Posebne varnostne za- Particular requirements

hteve za ziv€ne in miSi¢ne | for the safety of nerve and

stimulatorje muscle stimulators
SIST EN 60601-2-10: | Medicinska elektricna Medical electrical EN 60601-2-10:2000/ 1. 11. 2004
2002/A1:2002 oprema — 2-10. del: equipment - Part 2-10: A1:2001

Posebne varnostne za- Particular requirements

hteve za Ziv€ne in miSi¢ne | for the safety of nerve

stimulatorje — Dopolnilo and muscle stimulators

A1 — Amendment A1 (IEC

(IEC 60601-2-10:1987/A1: | 60601-2-10:1987/A1:

2001) 2001)
SIST EN 60601-2-11: | Medicinska elektricna Medical electrical equip- | EN 60601-2-11:1997 - -
1998 oprema —2. del: Posebne | ment — Part 2: Particular

varnostne zahteve za requirements for the

opremo za terapijo z safety of gamma beam

gama Zarki therapy equipment

(IEC 60601-2-11:1997)* (IEC 60601-2-11:1997)
SIST EN 60601-2-16: | Medicinska elektricna Medical electrical equip- | EN 60601-2-16:1998 - -
1998 oprema — ment — Part 2-16: Particu-

2-16. del: Posebne lar requirements for the

varnostne zahteve za safety of haemodialysis,

opremo za hemodializo, haemodiafiltration and

hemodiafiltracijo in hemo- | haemofiltration equipment

filtracijo (IEC 60601-2-16:1998)

(IEC 60601-2-16:1998)*
SIST EN 60601-2-17: | Medicinska elektricna Medical electrical equip- | EN 60601-2-17:1996 - -
1998 oprema —2. del: Posebne | ment — Part 2: Particular

varnostne zahteve za requirements for the safe-

daljinsko krmiljeno samo- |ty of remote-controlled

dejno gnano opremo z automatically-driven

naknadnim polnjenjem z | gamma-ray after-loading

gama zarki (IEC 60601-2- | equipment (IEC 60601-2-

17:1989)* 17:1989)
SIST EN 60601-2-17: | Medicinska elektrina Medical electrical equip- | EN 60601-2-17:1996/ - -
1998/A1:1998 oprema —2. del: Posebne | ment — Part 2: Particular | A1:1996

varnostne zahteve za requirements for the safe-

daljinsko krmiljeno samo- |ty of remote-controlled

dejno gnano opremo z automatically-driven

naknadnim polnjenjem z | gamma-ray afterloading

gama zarki — Dopolnilo A1 | equipment (IEC 60601-2-

(IEC 60601-2-17:1989/A1: | 17:1989/

1996)* A1:1996)
SIST EN 60601-2-18: | Medicinska elektricna Medical electrical equip- | EN 60601-2-18:1996 - -
1998 oprema —2. del: Posebne | ment — Part 2: Particular

varnostne zahteve za en- | requirements for the

doskopsko opremo (IEC | safety of endoscopic

60601-2-18:1996)* equipment

(IEC 60601-2-18:1996)

SIST EN 60601-2-18: | Medicinska elektricna Medical electrical equip- | EN 60601-2-18:1996/ - 1. 8.2003

1998/A1:2002

oprema —2. del: Posebne
varnostne zahteve za
endoskopsko opremo

— Dopolnilo A2 *

ment - Part 2-18: Par-
ticular requirements for
the safety of endoscopic
equipment — Amendment
A2

A1:2000

SIST EN 60601-2-19:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
otroSke inkubatorje (IEC
60601-2-19:1990)

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of baby incubators
(IEC 60601-2-19:1990)

EN 60601-2-19:1996

SIST EN 60601-2-19:

1998/A1:1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
otroske inkubatorje — Do-
polnilo A1

(IEC 60601-2-19:1990/A1:
1996)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of baby incubators
—Amendment A1 (IEC
60601-2-19:1990/A1:
1996)

EN 60601-2-19:1996/
A1:1996
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SIST EN 60601-2-20:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
transportne inkubatorje*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of transport incuba-
tors

EN 60601-2-20:1996

SIST EN 60601-2-21:

1995

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
otroSke sevalne ogrevalni-
ke (IEC 601-2-21:1994)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of infant radiant
warmers

(IEC 601-2-21:1994)

EN 60601-2-21:1994

SIST EN 60601-2-21:

1995/A1:1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
otroSke sevalne ogrevalni-
ke — Dopolnilo A1

(IEC 60601-2-21:1994/A1:
1996)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of infant radiant
warmers — Amendment
A1 (IEC 60601-2-21:
1994/A1:1996)

EN 60601-2-21:1994/
A1:1996

SIST EN 60601-2-22:

2000

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
lasersko diagnosti¢no in
terapevtsko opremo

(IEC 601-2-22:1992)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of diagnostic and
therapeutic laser equip-
ment

(IEC 601-2-22:1992)

EN 60601-2-22:1996

SIST EN 60601-2-23:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
opremo za transkutano
(skozikozno) nadzorova-
nje delnega tlaka*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of transcutaneous
partial pressure monitor-
ing equipment

EN 60601-2-23:1997

SIST EN 60601-2-23:

2002

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
opremo za transkutano
(skozikozno) nadzorova-
nje delnega tlaka*

Medical electrical equip-
ment —

Part 2-23: Particular
requirements for the
safety, including essential
performance, of transcu-
taneous partial pressure
monitoring equipment

EN 60601-2-23:2000

SIST EN 60601-2-24:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za infu-
zZijske Crpalke in krmilnike
(IEC 60601-2-24:1998)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of infusion pumps
and controllers

(IEC 60601-2-24:1998)

EN 60601-2-24:1998

SIST EN 60601-2-25:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
elektrokardiografe*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of electrocardio-
graphs

EN 60601-2-25:1995

SIST EN 60601-2-25:

1998/A1:2002

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
elektrokardiografe — Do-
polnilo A1*

Medical electrical equip-
ment — Part 2-25: Particu-
lar requirements for the
safety of electrocardio-
graphs — Amendment A1

EN 60601-2-25:1995/A1:

1999

SIST EN 60601-2-26:

1995

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
elektroencefalografe (IEC
601-2-26:1994)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of electroencepha-
lographs

(IEC 601-2-26:1994)

EN 60601-2-26:1994

SIST EN 60601-2-27:

1995

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
elektrokardiografsko nad-
zorovalno opremo

(IEC 601-2-27:1994)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the safe-
ty of electrocardiographic
monitoring equipment
(IEC 601-2-27:1994)

EN 60601-2-27:1994
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SIST EN 60601-2-28: | Medicinska elektricna Medical electrical equip- | EN 60601-2-28:1993 - -
1995 oprema —2. del: Posebne | ment — Part 2: Particular
varnostne zahteve za requirements for the
vire rentgenskih zarkov in | safety of X-ray source as-
sklope rentgenskih cevi za | semblies and X-ray tube
medicinsko diagnostiko assemblies for medical
(IEC 601-2-28:1993)* diagnosis
(IEC 601-2-28:1993)
SIST EN 60601-2-29: | Medicinska elektricna Medical electrical equip- | EN 60601-2-29:1999 - -
2002 oprema — ment —
2-29. del: Posebne var- Part 2-29: Particular requi-
nostne zahteve za radio- |rements for the safety of
terapevtske simulatorje* radiotherapy simulators
SIST EN 60601-2-30: | Medicinska elektricna Medical electrical equip- | EN 60601-2-30:1995
1998 oprema — 2 del: Posebne | ment — Part 2: Particular
varnostne zahteve za requirements for the sa-
opremo za posredno nad- | fety of automatic cycling
zorovanje krvnega tlaka z | indirect blood pressure
avtomati¢nim cikliranjem* | monitoring equipment
SIST EN 60601-2-30: | Medicinska elektricna Medical electrical equip- | EN 60601-2-30:2000 - 1.2.2003

2002

oprema — 2-30. del: Po-
sebne varnostne zahte-
ve za opremo, VKkljuéno
Z njenimi osnovnimi
lastnostmi, za posredno
nadzorovanje krvnega
tlaka z avtomati¢nim
cikliranjem™

ment —

Part 2-30: Particular
requirements for the
safety, including essential
performance, of automa-
tic cycling non-invasive
blood pressure monitoring
equipment

SIST EN 60601-2-31:

1995

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
zunanje sréne spod-
bujevalnike z vgrajenim
napajanjem*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of external cardiac
pacemakers with internal
power source

EN 60601-2-31:1995

SIST EN 60601-2-31:

1995/A1:1998

Medicinska elektricna
oprema —

2-31. del: Posebne var-
nostne zahteve za zuna-
nje sréne spodbujevalnike
Z vgrajenim napajanjem

— Dopolnilo A1

(IEC 60601-2-31:1994/A1:
1998)*

Medical electrical equip-
ment — Part 2-31: Particu-
lar requirements for the
safety of external cardiac
pacemakers with internal
power source — Amend-
ment A1 (IEC 60601-2-31:
1994/A1:1998)

EN 60601-2-31:1995/
A1:1998

SIST EN 60601-2-32:

1995

Medicinska elektricna
oprema —2. del: Posebne
varnost zahteve za opre-
mo, prigrajeno rentgenski
opremi (IEC 601-2-32:
1994)*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of associated
equipment of X-ray equip-
ment

(IEC 601-2-32:1994)

EN 60601-2-32:1994

SIST EN 60601-2-33:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
opremo z magnetno
resonanco za medicinsko
diagnostiko*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of magnetic
resonance equipment for
medical diagnosis

EN 60601-2-33:1995

SIST EN 60601-2-33:

1998/A11:1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
opremo z magnetno
resonanco za medicinsko
diagnostiko — Dopolnilo
A11 — Dopolnilo k dodatku
AA standarda EN*

Medical electrical equip-
ment — Part 2: Particular
requirements for the safe-
ty of magnetic resonance
equipment for medical
diagnosis — Amendment
A11 — Amendment to an-
nex AA of EN

EN 60601-2-33:1995/A11:
1997

SIST EN 60601-2-34:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
opremo za neposredno
nadzorovanje krvnega
tlaka*

Medical electrical equip-
ment — Part 2: Particular
requirements for the safe-
ty of direct blood pressure
monitoring equipment

EN 60601-2-34:1995
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SIST EN 60601-2-34: | Medicinska elektricna Medical electrical EN 60601-2-34:2000 EN 60601- |1.11.2003
2002 oprema — 2-34. del: equipment — Part 2-34: 2-34:
Posebne varnostne za- Particular 1995

hteve za opremo, vklju¢no
Z njenimi osnovnimi
lastnostmi za neposredno
nadzorovanje krvnega
tlaka*

requirements for the
safety, including essential
performance, of invasive
blood pressure monitoring
equipment

SIST EN 60601-2-35:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
odeje, blazine in Zimnice,
namenjene za ogrevanje
v medicinski rabi*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of blankets, pads
and mattresses, intended
for heating in medical use

EN 60601-2-35:1996

SIST EN 60601-2-36:

1998

Medicinska elektricna
oprema —

2-36. del: Posebne
varnostne zahteve za
opremo za zunajtelesno
inducirano litotripsijo*

Medical electrical equip-
ment — Part 2-36: Particu-
lar requirements for the
safety of equipment for
extracorporeally induced
lithotripsy

EN 60601-2-36:1997

SIST EN 60601-2-37:

2002

Medicinska elektricna
oprema — 2-37. del:
Posebne varnostne
zahteve za ultrazvo¢no
medicinsko diagnosti¢no
in nadzorovalno opremo

Medical electrical
equipment — Part 2-37:
Particular requirements
for the safety of ultrasonic
medical diagnostic and
monitoring equipment

EN 60601-2-37:2001

SIST EN 60601-2-38:

1998

Medicinska elektricna
oprema —2. del: Posebne
varnostne zahteve za
elektriéno nastavljive
bolni$ni¢ne postelje*

Medical electrical equip-
ment — Part 2: Particular
requirements for the
safety of electrically oper-
ated hospital beds

EN 60601-2-38:1996

SIST EN 60601-2-38:

1998/A1:2002

Medicinska elektricna
oprema —

2-38. del: Posebne
varnostne zahteve za
elektricno nastavljive
bolniSni¢ne postelje — Do-
polnilo A1*

Medical electrical equip-
ment — Part 2-38: Par-
ticular requirements for
the safety of electrically
operated hospital beds
— Amendment A1

EN 60601-2-38:1996/
A1:2000

SIST EN 60601-2-39:

2002

Medicinska elektricna
oprema —

2-39. del: Posebne
varnostne zahteve za
opremo za peritonalno
dializo*

Medical electrical equip-
ment —

Part 2-39: Particular
requirements for the sa-
fety of peritoneal dialysis
equipment

EN 60601-2-39:1999

SIST EN 60601-2-40:

1998

Medicinska elektricna
oprema —

2-40. del: Posebne
varnostne zahteve za
elektromiografe in opremo
za izzvane odzive*

Medical electrical
equipment — Part 2-40:
Particular requirements
for the safety of electro-
myographs and evoked
response equipment

EN 60601-2-40:1998

SIST EN 60601-2-41:

2002

Medicinska elektricna
oprema —

2-41. del: Posebne
varnostne zahteve za
kirurS§ke svetilke in dia-
gnosti¢ne svetilke*

Medical electrical equip-
ment —

Part 2-41: Particular re-
quirements for the safety
of surgical luminaires and
luminaires for diagnosis

EN 60601-2-41:2000

SIST EN 60601-2-43:

2002

Medicinska elektricna
oprema — 2-37. del: Po-
sebne varnostne zahte-
ve za rentgensko opremo
za intervencijske postopke

Medical electrical equip-
ment — Part 2-43: Parti-
cular requirements for the
safety of X-ray equipment
for interventional proce-
dures

EN 60601-2-43:2000

SIST EN 60601-2-44:

2002

Medicinska elektricna
oprema —

2-44. del: Posebne
varnostne zahteve za
rentgensko opremo za
raCunalnisko podprto
tomografijo*

Medical electrical equip-
ment —

Part 2-44: Particular re-
quirements for the safety
of X-ray equipment for
computed tomography

EN 60601-2-44:1999
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SIST EN 60601-2-44: | Medicinska elektricna Medical electrical equip- | EN 60601-2-44:2001 EN 60601- |[1.7.2004
2002 oprema — ment — Part 2-44: Parti- 2-44:

2-44. del: Posebne cular requirements for the 1999

varnostne zahteve za safety of X-ray equipment

rentgensko opremo za for computed tomography

racunalnisko podprto

tomografijo*
SIST EN 60601-2-45: | Medicinska elektricna Medical electrical equip- | EN 60601-2-45:1998 - -
1999 oprema — ment —

2-45. del: Posebne Part 2-45: Particular re-

varnostne zahteve za quirements for the safety

mamografsko rentgensko | of mammographic X-ray

opremo in mamografske | equipment and mam-

stereotakti¢ne naprave* mographic stereotactic

devices

SIST EN 60601-2-45: | Medicinska elektricna Medical electrical equip- | EN 60601-2-45:2001 EN 60601- |1.7.2004
2002 oprema — ment - Part 2-45: Particu- 2-45:

2-45. del: Posebne lar requirements for the 1998

varnostne zahteve za safety of mammographic

mamografsko rentgensko | X-ray equipment and

opremo in mamografske | mammographic stereotac-

stereotakti¢ne naprave* tic devices
SIST EN 60601-2-46: | Medicinska elektricna Medical electrical equip- | EN 60601-2-46:1998 - -
1999 oprema — ment —

2-46. del: Posebne Part 2-46: Particular re-

varnostne zahteve za quirements for the safety

operacijske mize* of operating tables
SIST EN 60601-2-47: | Medicinska elektricna Medical electrical equip- | EN 60601-2-47:2001 - -
2002 oprema — 2-47. del: ment — Part 2-47: Parti-

Posebne varnostne cular requirements for the

zahteve za ambulantne safety, including essential

elektrokardiografske siste- | performance, of ambula-

me, vkljuéno z bistvenimi | tory electrocardiographic

zmogljivostmi systems
SIST EN 60601-2-49: | Medicinska elektricna Medical electrical EN 60601-2-49:2001 - -
2002 oprema — 2-49. del: equipment — Part 2-49:

Posebne varnostne za- Particular requirements

hteve za pacientovo ve¢- | for the safety of multifun-

funkcijsko nadzorovalno | ction patient monitoring

opremo equipment
SIST EN 60601-2-50: | Medicinska elektricna Medical electrical equip- | EN 60601-2-50:2002 - -
2002 oprema — 2-50. del: ment — Part 2-50: Parti-

Posebne varnostne za- cular requirements for the

hteve za otro$ko fototera- | safety of infant photothe-

pevtsko opremo rapy equipment
SIST EN 60627:2002 | Diagnosti¢na oprema za | Diagnostic X-ray imaging |EN 60627:2001 - -

rentgensko slikanje - Zna- | equipment — Characteri-

¢ilnosti sploSnonamenske | stics of general purpose

in mamografske protiraz- | and mammographic anti-

prsilne mrezice* scatter grids
SIST EN 60645-1: Avdiometri — 1. del: Avdio- | Audiometers — Part 1: EN 60645-1:1994 - -
1999 metri Cistega tona* Pure-tone audiometers
SIST EN 60645-1: Elektroakustika — Avdi- Electroacoustics — Audio- | EN 60645-1:2001 EN 60645- |1.10.2004
2002 oloska oprema — 1. del: logical equipment - 1:1994

Avdiometri Cistega tona

Part 1: Pure-tone audi-
ometers

SIST EN 60645-2:
2000

Avdiometri — 2. del: Opre-
ma za govorno avdiome-

Audiometers — Part 2:
Equipment for speech

EN 60645-2:1997

trijo* audiometry
SIST EN 60645-3: Avdiometri — 3. del: Krat- | Audiometers — Part 3: Au- | EN 60645-3:1995 - -
1999 kotrajni slusni presku$alni | ditory test signals of short

signali za avdiometri¢ne
in nevrootoloske namene*

duration for audiometric
and neuro-otological
purposes

SIST EN 60645-4:
1999

Avdiometri — 4. del: Opre-
ma za razS8irjeno visoko-
frekvenéno avdiometrijo*

Audiometers — Part 4:
Equipment for extended
high-frequency audiom-
etry

EN 60645-4:1995




Oznaka standarda’ Naslov standarda Naslov standarda Referenéni dokument* Oznaka Datum
v slovenskem jeziku? v angleskem jeziku® nadomesce- | prenehanja
nega domneve®
standarda®
SIST EN 61217:1998 | Radioterapevtska oprema | Radiotherapy equipment |[EN 61217:1996 - -
— Koordinate, premiki in — Coordinates, move-
lestvice* ments and scales
SIST EN 61217:1998/ | Radioterapevtska oprema | Radiotherapy equip- EN 61217:1996/ - 1.12. 2003

A1:2002

— Koordinate, premiki in
lestvice —Dopolnilo 1*

ment — Coordinates,
movements and scales
—Amendment 1

A1:2001

SIST EN 61223-3-1:
2002

Ocenjevanije in rutinsko
presku$anje oddelkov za
medicinsko slikanje — 3-1.
del: Prevzemni preskusi
— Slikovna zmogljivost
rentgenske opreme za
radiografske in eadio-
skopske sisteme*

Evaluation and routine
testing in medical imaging
departments — Part

3-1: Acceptance tests

— Imaging performance of
X-ray equipment for radi-
ographic and radioscopic
systems

EN 61223-3-1:1999

SIST EN 61223-3-4:
2002

Ocenjevanije in rutinsko
preskusanje oddelkov za
medicinsko slikanje — 3-4.
del: Prevzemni preskusi
— Slikovna zmogljivost
zobne rentgenske opre-
me*

Evaluation and routine
testing in medical imaging
departments — Part

3-4: Acceptance tests

— Imaging performance of
dental X-ray equipment

EN 61223-3-4:2000

SIST EN 62083:2002

Medicinska elektricna
oprema — Varnostne
zahteve za sisteme za
nacrtovanje radioterapevt-
skega zdravljenja*

Medical electrical equip-
ment — Requirements for
the safety of radiothe-
rapy treatment planning
systems

EN 62083:2001

"Oznaka standarda je standardizirana referenéna oznaka standarda, ki je sestavliena iz oznake za slovenski
standard (SIST), oznake privzetega standarda in letnice izdaje.

Naslov standarda v slovenskem jeziku iz glasila Slovenskega instituta za standardizacijo.

Naslov standarda v angleskem jeziku.
Referencnl dokument je dokument, ki je bil osnova za standard SIST.
Oznaka nadomescenega standarda je referencna oznaka standarda z letnico izdaje, Ce ta obstaja.
® Datum prenehanja domneve o skladnosti z razveljavljenim standardom: datum prenehanja domneve o skladnosti
je ponavadi enak datumu razveljavitve (“dow”), ki ga doloCi evropska organizacija za standardizacijo, vendar naj bodo
uporabniki teh standardov pozorni, ker je v nekaterih izjemnih primerih lahko tudi druga¢en oziroma na morebitno

prehodno obdobje.

* Naslov standarda v slovenskem jeziku ni bil objavljen v glasilu Slovenskega instituta za standardizacijo.
° Pomembno obvestilo: Referenca EN 12180: 2000 objavljena na strani 10 Uradnega lista OJC 182 z dne 31. 7.
2002 bo zbrisana v mnenju Komisije v Uradnem listu Evropske unije v letu 2003.




