CnucoK eBpONEeiicKUX CTAHIAPTOB,
rapMOHU3HPOBAaHHLIX ¢ JIupekTHBOM
98/79/EC no MeaMIIHHCKUM npudopam
IJIA in Vitro IMarHOCTHKH

Hnentnunbie FOCToBI
(mo matepuasam UHTepHeET)
2 uroJuasa 2014 r.

EN 556-1:2001

Sterilization of medical devices -
Requirements for medical devices to be
designated "STERILE" - Part 1:
Requirements for terminally sterilized
medical devices

EN 556-1:2001/AC:2006

I'OCT EN 556-1-2011

Crepunusanus MEIUIUHCKUX u3aennid. TpeboBaHus k
MEIULMHCKUM U3ICINAM KaTerOPUHU «CTEPUIIBHBICY.
Yacte 1. TpeboBaHUS K MEAUIIMHCKUM H3IACTHUSM,
HoJyIeXKaluM (PUHUIIHON cTepuiIn3anun

Nnentrnuen mexayHnaponnomy cranaapty EN 556-
1:2001

EN 556-2:2003

Sterilization of medical devices -
Requirements for medical devices to be
designated "STERILE" - Part 2:
Requirements for aseptically processed
medical devices

I'OCT orcyrcrByer

Yacts 2 EN 556-2 ycTranaBnuBaeT TpeOOBaHUS K
MCIUIUHCKUM U3ACIINUAM B ACCIITUICCKUX YCIIOBUAX

EN ISO 11137-2:2012

Sterilization of health care products -
Radiation - Part 2: Establishing the
sterilization dose (ISO 11137-2:2012)

EN ISO 11737-2:2009

Sterilization of medical devices -
Microbiological methods - Part 2: Tests of
sterility performed in the definition,
validation and maintenance of a sterilization
process (ISO 11737-2:2009)

I'OCT P CO 11137-2-2008

Crepunu3zanusi MEIUIIMHCKOW MPOTYKIIUH.
Panuannonnas crepunmuzanus. Yacts 2. Y cTaHOBICHUE
CTEPUITU3YIOIIEH JO3bI

HNnentuyen mexaynapoaaomy cranaapry ISO
11137-2:2006

EN 12322:1999

In vitro diagnostic medical devices - Culture
media for microbiology - Performance
criteria for culture media

EN 12322:1999/A1:2001

I'OCT P EH 12322-2010

U3 nenns MEQUIIMHCKUE U1 JUATHOCTHUKH 1n Vitro.
[TutaTenbHbIC cpeabl A1 MUKpoouosioruu. Kpurepun
(YHKIIMOHATTLHBIX XaPaKTEPUCTUK MUTATEIBHBIX CPE.l

WNnentrnyen mexayHapoaHoMy cranaapry EN
12322:1999

EN ISO 13408-1:2011

Aseptic processing of health care products -
Part 1: General requirements (ISO 13408-
1:2008)

I'OCT P UCO 13408-1-2000

AcenTrueckoe MPOU3BOJCTBO MEAUIIUHCKON
npoaykuuu. Yacts 1. O6mume TpeboBaHus

CoaepKuT ayTEHTHYHBIH TEKCT MEKIYHAPOIHOI0
crangapra UCO 13408-1-98




EN ISO 13408-2:2011

Aseptic processing of health care products -
Part 2: Filtration (ISO 13408-2:2003)

I'OCT P UCO 13408-2-2007

AcenTu4yecKkoe MpOU3BOJCTBO MEIUIIUHCKOMN
npoaykuuu. Yacts 2. GunbTpanus

Nnentrnuen mexaynaponnomy cranaapty MCO
13408-2:2003

EN ISO 13408-3:2011

Aseptic processing of health care products -
Part 3: Lyophilization (ISO 13408-3:2006)

I'OCT P CO 13408-3-2011

AcenTu4yecKkoe MpOU3BOJCTBO MEIUIIUHCKOMN
npoaykmun. Yacts 3. JInodunuzanus

WNnentnyen mexaynapoanomy cranaapty MCO
13408-3:2006

EN ISO 13408-4:2011

Aseptic processing of health care products -
Part 4: Clean-in-place technologies (ISO
13408-4:2005)

I'OCT P CO 13408-4-2011

AcenTrueckoe MPOU3BOJCTBO MEAUIIUHCKON
npoaykuuu. Yacte 4. Ouncrka Ha MecTe

Nnentrnuen mexaynapoanomy cranaapty MCO
13408-4:2005

EN ISO 13408-5:2011

Aseptic processing of health care products -
Part 5: Sterilization in place (ISO 13408-
5:2006)

I'OCT P CO 13408-5-2011

AcenTuyeckoe MpOoru3BOJCTBO MEIUIIUHCKOMN
npoaykiuu. Yacte 5. Crepunnsanys Ha MecTe

WNnentrnuen mexaynapoanomy cranaapty MCO
13408-5:2006

EN ISO 13408-6:2011

Aseptic processing of health care products -
Part 6: Isolator systems (ISO 13408-6:2005)

I'OCT P UCO 13408-6-2009

AcenTrueckoe MPOU3BOJCTBO MEAUIIUHCKON
npoaykuuu. Yacte 6. M3onupyroiine cucTeMbl

Nnentnyen mexaynapoanomy cranaapty MCO
13408-6:2005

EN ISO 13485:2012

Medical devices - Quality management
systems - Requirements for regulatory
purposes (ISO 13485:2003)

EN ISO 13485:2012/AC:2012

I'OCT P UCO 13485-2004

I/IBI[e.HI/I}I MCIUIITUHCKHUC. CI/ICTGMBI MCHCIIPKMCHTA
kadecTBa. CUCTEMHBIC TPEOOBAHUS JUTS TICJICH
peryIMpoBaHus

HNnenTnyen me:xkaynapoaaomy cranaapry UCO
13485:2003

EN 13532:2002

General requirements for in vitro diagnostic
medical devices for self-testing

I'OCT P EH 13532-2010

Oo6mue TpedoBaHMs K MEIUIIMHCKAM U3ICTHSIM IS
JTUArHOCTHUKH 1N Vitro JJis CaMOTECTUPOBAHUS

Nnentnyen mexaynapoaHomy crangapty EH
13532:2002




EN 13612:2002

Performance evaluation of in vitro
diagnostic medical devices

EN 13612:2002/AC:2002

I'OCT P EH 13612-2010

Onenka (GyHKITMOHATBHBIX XapaKTEPHUCTHK
MEIULIMHCKUX U3ACSIUI I TUATHOCTUKH 1n Vitro

Wnentnuen mexayHapoaHomy crtanaapty EH 3612-
2002

EN 13640:2002

Stability testing of in vitro diagnostic
reagents

I'OCT P EH 13640-2010

HccnenoBanue cTaOMIIBHOCTH PEareHTOB JIIs
JNIMArHOCTHUKH 1n Vitro

WNnentnyen eBponeiickomy ctannapty EH 13640:2002

EN 13641:2002

Elimination or reduction of risk of infection
related to in vitro diagnostic reagents

I'OCT P EH 13641-2010

YcTpaHeHne Wi CHUKCHUE PUCKA HHOUITUPOBAHHUS,
CBSI3aHHOTO C peareHTaMu JJis JUArHOCTHKH in Vitro

WNnentnyen mexaynapoaHomy crangapty EH
13641:2002

EN 13975:2003

Sampling procedures used for acceptance
testing of in vitro diagnostic medical devices
- Statistical aspects

I'OCT orcyrcTrByer

[Tponetypst oT60pa mpoo, UCHOIAB3yeMbIe IS
HNPUEMHBIX JTA00PAaTOPHBIX HCIBITAHUN MEIUILIMHCKOTO
JIMarHOCTUYECKOT0 000opyaoBaHus. CTaTUCTHYECKUE
aCHEKTHI

EN 14136:2004

Use of external quality assessment schemes
in the assessment of the performance of in
vitro diagnostic examination procedures

I'OCT orcyrcrByer

Hcnonp3oBanue nporpaMM BHEIIHEW OLIECHKH KayecTBa
IIPU OLIEHKU paboyeil XapaKTepUCTUKH Ja00paTOPHBIX
JUarHOCTHYECKUX MPOLIENyp

EN 14254:2004

In vitro diagnostic medical devices - Single-
use receptacles for the collection of
specimens, other than blood, from humans

I'OCT P EH 14254-2010

U3 nenns MEQUIIMHCKUE U1 JUATHOCTHKH 1n Vitro.
OnHOpa3oBbIe EMKOCTH 7151 cOOpa 00pas3IoB y
4eJIoBeKa (KpoMe KpOBH)

WNnentrnyen mexayHaponHoMy cranaapry EH
14254:2004

EN 14820:2004

Single-use containers for human venous
blood specimen collection

I'OCT orcyrcrByer
Konrelinepsl onHOpa3zoBbie 11t cOopa 00pa3ioB
BEHO3HOW KPOBH YEJIOBEKA

Ho ectb crangapt 'OCT P CO 6710-2011

Konreiineps! 11 c6opa 06pasiioB BEHO3HOW KPOBU
oJHOpa3oBble. TexHnueckue TpeOOBaHUs U METO/IbI
WCTIBITAHU I

EN ISO 14937:2009

I'OCT P 1CO 14937-2012




Sterilization of health care products -
General requirements for characterization of
a sterilizing agent and the development,
validation and routine control of a
sterilization process for medical devices
(ISO 14937:2009)

Crepunuzanusi MEAUIIMHCKON poayKitnu. O01me
TpeOOBaHUS K OTPEICIICHUIO XapaKTEPUCTHK
CTEPHJIM3YIOIIETO areHTa U K pa3paboTke, BaIuIaIluu
Y TEKYIIEMY KOHTPOJIIO POoLiecca CTePUIIN3alun
MEIULMHCKUX W3IETAN

WNnentnyen mexaynapoanomy cranaapty MCO
14937:2009

EN ISO 14971:2012

Medical devices - Application of risk
management to medical devices (ISO
14971:2007, Corrected version 2007-10-01)

I'OCT ISO 14971-2011

W3 penusa menuuuckue. [I[pumMeHeHne MEHEKMEHTA
pUCKa K MEAUIIUHCKUM U3JETUAM

WNnentuuen mexxayHapoaHomy crtanaapty [ISO 14971-
2007

EN ISO 15193:2009

In vitro diagnostic medical devices -
Measurement of quantities in samples of
biological origin - Requirements for content
and presentation of reference measurement
procedures (ISO 15193:2009)

I'OCT P UCO 15193-2007

W3 nenust MEOUIIMHCKHE [UTSI JMArHOCTUKH 1N Vitro.
W3mepeHue BenTu4rH B Mpodax OMOIOTHYECKOTro
npoucxoxaeHus. Onucanue pedepeHTHBIX METOIUK
BBITIOJTHEHUS U3MEPEHUIN

Nnentnyen mexaynapoanomy cranaapty MCO
15193:2002

YBenomiieHne 0 pazpadoTKe IPOEeKTa HAIIHOHAIEHOTO
crannapta [OCT P UCO 15193 (mpsimoe npuMeHEeHHE
ISO 15193:2009). ot 21.05.2014

EN ISO 15194:2009

In vitro diagnostic medical devices -
Measurement of quantities in samples of
biological origin - Requirements for certified
reference materials and the content of
supporting documentation (ISO 15194:2009)

I'OCT P CO 15194-2007

W3 nenus MEOUIIMHCKAE TSI JMArHOCTUKH 1n Vitro.
M3mepeHue Benu4rH B Mpodax OMOIOTHYECKOTro
npoucxoxacHus. OnucaHue CTaHIapTHRIX 00pa3IoB

Nnentnyen mexaynapoanomy cranaapty MCO
15194:2002

EN ISO 15197:2003

In vitro diagnostic test systems -
Requirements for blood-glucose monitoring
systems for self-testing in managing diabetes
mellitus (ISO 15197:2003)

EN ISO 15197:2003/AC:2005

I'OCT ISO 15197-2011

CucteMbl quarHoctudeckue in vitro. TpeboBaHus K
crcTeMaM MOHUTOPHOTO HaOIOICHHS 32
KOHIICHTPALMEH TITIOKO3bI B KPOBH IS CAMOKOHTPOJIS
IIpY JICYCHUN CaxapHOTOo auadera

WNnentrnuen mexayHapoanomy cranaapty 1SO
15197:2003

EN ISO 17511:2003

In vitro diagnostic medical devices -
Measurement of quantities in biological
samples - Metrological traceability of values
assigned to calibrators and control materials
(ISO 17511:2003)

I'OCT ISO 17511-2011

W3 nenust MEOUIIMHCKHE [UTSI JMAarHOCTUKH 1N Vitro.
W3mepenue BeTu4rH B OMOIOTHYECKUX MTPOOax.
Mertponorudeckas npocaeKMBaeMOCTb 3HAYECHU,
MIPUIHCAHHBIX KATHOPATOPOM U KOHTPOIHHBIM




MaTepuaiam

Nnentnyen mexayHapoaHomy crangapty ISO
17511:2003

EN ISO 18113-1:2011

In vitro diagnostic medical devices -

Information supplied by the manufacturer
(labelling) - Part 1: Terms, definitions and
general requirements (ISO 18113-1:2009)

Ectb mpoext 'OCT P MCO 18113.1

Knuanueckue nabopaTopHbIe UCCIIEIOBAHUS U
MEIUIIMHCKAE CUCTEMBI U1 JUArHOCTUKH 1n VItro.
WNudopmanus, npeaocrapisieMas U3rOTOBUTEIEM
(mapkupoBka). - Yacts 1. TepMuHsbl, onpeneneHus u
obmrre TpeboBaHus

EN ISO 18113-2:2011

In vitro diagnostic medical devices -
Information supplied by the manufacturer
(labelling) - Part 2: In vitro diagnostic
reagents for professional use (ISO 18113-
2:2009)

Ectb npoext 'OCT P UCO 18113.2

W3 nenus MEOUIIMHCKAE UTSI JMArHOCTUKH 1N Vitro.
Nudopmanus, mpenocrapiseMas U3roTOBUTEIEM
(mapkupoBka). - Yacts 2. PeareHTsI 7151 AMarHOCTUKH
in vitro U1t po(heCCUOHATLHOTO TIPUMEHEHHUS

EN ISO 18113-3:2011

In vitro diagnostic medical devices -
Information supplied by the manufacturer
(labelling) - Part 3: In vitro diagnostic
instruments for professional use (ISO 18113-
3:2009)

Ecte nmpoext 'OCT P UCO 18113.3

W3 nenus MEOUIIMHCKAE UTST JMArHOCTUKH 1N Vitro.
Nudopmanus, mpenocrapiseMas U3roTOBUTEIEM
(mapkupoBka). - Yacts 3. UHCTpyMEeHTBI 1151
JMArHOCTHKH in Vitro it IpoQecCuOHaIbHOTO
MIPUMEHECHHSI

EN ISO 18113-4:2011

In vitro diagnostic medical devices -
Information supplied by the manufacturer
(labelling) - Part 4: In vitro diagnostic
reagents for self-testing (ISO 18113-4:2009)

Ecte npoext 'OCT P UCO 18113.4

W3 nenus MEOUIIMHCKAE TSI JMArHOCTUKH 1n Vitro.
Nudopmanus, mpenocrapiseMas U3roTOBUTEIEM
(mapkupoBka). - Yacts 4. PeareHTsI 7151 AMarHOCTUKH
in vitro Ui cCaMOTECTUPOBAHHUS

EN ISO 18113-5:2011

In vitro diagnostic medical devices -
Information supplied by the manufacturer
(labelling) - Part 5: In vitro diagnostic
instruments for self-testing (ISO 18113-
5:2009)

Ectb mpoexkt 'OCT P UCO 18113.5

W3 nenust MEOUIIMHCKHE [UTSI JMArHOCTUKH 1N Vitro.
Nudopmanus, mpenocrapiseMas U3roTOBUTEIEM
(mapkupoBka). - Yacts 5. UHCTpyMEHTHI J1s1
JMArHOCTHKH in Vitro JJisi CAMOTECTUPOBAHUS

EN ISO 18153:2003

In vitro diagnostic medical devices -
Measurement of quantities in biological
samples - Metrological traceability of values
for catalytic concentration of enzymes
assigned to calibrators and control materials
(ISO 18153:2003)

I'OCT P UCO 18153-2006

W3 nenust MEOUIIMHCKHE U JMArHOCTUKH 1N Vitro.
W3mepeHue BeTU4rH B OMOIOTHYECKUX MPOdax.
Mertponoruueckas npocaeKuBaeMOCTb 3HAYCHHI
KaTaJTUTHYeCKON KOHIICHTpaIui )epMEHTOB,
MPUIMKMCAHHBIX KaTMOpaTopaM 1 KOHTPOJIbHBIM
MaTepuagam

Nnentrnuen mexaynapoanomy cranaapty MCO
1815:2003




EN ISO 20776-1:2006

Clinical laboratory testing and in vitro
diagnostic test systems - Susceptibility
testing of infectious agents and evaluation of
performance of antimicrobial susceptibility
test devices - Part 1: Reference method for
testing the in vitro activity of antimicrobial
agents against rapidly growing aerobic
bacteria involved in infectious diseases (ISO
20776-1:2006)

I'OCT P UCO 20776-1-2010

Knuandeckue 1abopaTopHbIe UCCIEOBAaHHUS U
JIMArHOCTUYECKUE TECT- CUCTEMEI 1n Vitro.
HccnenoBanue 9yBCTBUTEIBHOCTH HH(EKIIHOHHBIX
areHTOB U OIEHKA (PYHKIIMOHAIBHBIX XapaKTEPUCTUK
W3JICTMH IJIs1 NCCIIeIOBAHUS YyBCTBUTEIILHOCTH K
aHTUMUKPOOHBIM cpencTBaM. YacTs 1. PedpepentHsrii
MEeTOJ1 JJAOOPaTOPHOTO HCCIEAOBAHNS aKTHBHOCTH
AHTUMUKPOOHBIX areHTOB MTPOTHB OBICTPOPACTYIIIHX
a’pOOHBIX OaKTEepHUil, BEI3BIBAIOIINUX WH(EKITMOHHBIC
Oose3Hu

WNnentuuen mexayHapoanomy cranaapty MCO
20776-1:2006

EN 61010-2-101:2002

Safety requirements for electrical equipment
for measurement, control, and laboratory use
-- Part 2-101: Particular requirements for in
vitro diagnostic (IVD) medical equipment
IEC 61010-2-101:2002 (Modified)

I'OCT IEC 61010-2-101-2013

be3onacHOCTP ANIEKTPHUECKUX KOHTPOIHHO-
M3MEPUTENBHBIX TPUOOPOB U J1a00PATOPHOTO
obopynoBanus. Yacte 2-101. YacTHbie TpeOOBaHUS K
MEIULUHCKOMY 000pyI0BaHHIO [T Ja00paTOPHOI
muarHoctuku (IVD)

JHara BBenenus B aeticteue 01.09.2015

EN 61326-2-6:2006

Electrical equipment for measurement,
control and laboratory use - EMC
requirements -- Part 2-6: Particular
requirements - In vitro diagnostic (IVD)
medical equipment

IEC 61326-2-6:2005

Ectb npoexkt 'OCT P MOK 61326-2-6

DIeKTpUIECKOe 000y I0BaHUE JIJIsI H3MEPEHUS,
YIpaBJIeHUS U JTJAOOPATOPHOTO UCIIOJIb30BAHUS.
Tpe6oBanus OMC. Yacts 2-6. Tpeboanus IMC
MEIUIIMHCKOTO 000PYA0BaHUS ISl TA0OpaTOPHOU
ANArHOCTUKHA

EcTb yBemoMiieHHE O 3aBEpILICHUH MTyOIUYHOTO
00CYX/IeHUs POEKTa HALIMOHAJIBHOIO CTaHAAPTA
or 21.05.2014

EN 62304:2006

Medical device software - Software life-
cycle processes
IEC 62304:2006

EN 62304:2006/AC:2008

I'OCT P MDK 62304-2013

Wznenus menunuackue. [IporpaMmmHoe obecrieueHue.
IIponeccel KU3HEHHOTO LIUKJIA

Hara BBenenus B aeticreue 01.01.2015

EN 62366:2008

Medical devices - Application of usability
engineering to medical devices
IEC 62366:2007

I'OCT P MDK 62366-2013
N3 nenusa menunuuckue. [IpoektupoBanue
MEIULUHCKUX U3IEIIMNA C yUETOM HKCILTyaTalldOHHOU

IMPUTOJHOCTH

Hara BBenenus B aericteue  01.01.2015




