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BBenenune

Cama nocranoBKa 3a/1a4u cornoctaBuTh OOmIHe TpeOoBaHUAM 0€30MacHOCTH U 3P (EKTUBHOCTH [T MEAULMHCKUX U3/ENUI, TPON3BOAUMBIX JUIS
PBIHKOB Pa3IMYHBIX CTPA, BBI3BAHA TEM, YTO B HACTOSIIEE BPEMS IPHHATH HOBBIC JOKYMEHTHI, OTIEACIIIONINE KaK MPaBIJIa PETHCTPALINH U3ACIUN B CTpaHax
EBpasuiickoro skoHoMuueckoro coro3a (EADC), Tak n npaBuia cepTudukanuu B ctpaHax EBpormeiickoro skonomuueckoro cooduiecta (EQC).

[Ipeamonaraercs, 4TO NPEACTaBICHHBIA MaTepHall, XOTS U HOCUT BCETO JIUIIb HHPOPMAIIMOHHBIA XapaKTep, SIBISETCS aKTyaJIbHBIM U OyJeT 0e3yCI0BHO
WHTEPECEH MPOU3BOIUTEINSIM MEAUIIMHCKIX U3EIUNA MTPH COCTABIICHUU TIEPEYHS O COOTBETCTBUM MX U3aenuii O0muM TpeboBaHmusIM 0€30MacHOCTH U
3¢ PeKTUBHOCTH.

BaxHo y4ecTb, 4TO B TEXHUUECKOM (haiiie Ha MEIUIIMHCKOE U3/IeNINe HAJTMUUE TaKOTO MEePEeYHs ¢ yKazaHHEM PEKOMEHIYeMbIX CTaHJapTOB SIBISETCS
obs3aTenbHbIM. Tak, Hanpumep, HOBbIE [IpaBuila perucTpanuu 1 SKCIepTU3bl 0€30M1aCHOCTH, KauecTBa U 3()p(HEKTUBHOCTH MEJULIMHCKUX U3/IE€IHUN, IPUHSTHIE
Pemenuem CoBet EBpasuiickoii OxoHomuueckoit Komuccuu ot 12 ¢espans 2016 rona N 46, ykas3pIBaroT, YTO MPOBEACHUE IKCIEPTH3BI MEIUITTHCKOTO
U3JIeNNs BKJIIOYAET B ce0sl aHAJIN3 NMPeACTABJIEHHbIX IPOM3BOUTEIeM CBEeHUH 0 COOTBETCTBHU MEANLIMHCKOI0 H3/1e/IUsl 0011M TPeOOBaAHUAM
0e3onmacHOCTH ¥ 3PPEeKTUBHOCTH MEIUIUHCKUX U3eJHi, TPeOOBAHMAM K MX MAPKHPOBKE H JKCILTyaTallHOHHON JOKYMEHTALlMH HA HUX.



Crmcox MCII0JIb30BaHHBIX 0(1)I/II_II/IELTIBHBIX HTOKYMCHTOB

1) IMpunoxenue [ (ANNEX I) GENERAL SAFETY AND PERFORMANCE REQUIREMENTS - O6miue TpeboBanus 1o 6€30MacHOCTH U
npousBoauTeabHOCTU. DTO npriiokenne BXoauT B REGULATION (EU) 2017/745, npunstbie S anpeas 2017 roaa, - HoBble persiameHThl ctpad EQC o
MEIULIMHCKUX U3/eNusaX, koTopsie B 2020 roay, Mo UCTEYEHNUHU IIEPEXOIHOTO Neproia, okoHuaTeabHo 3ameHsT JupektuBy 90/385/EEC Ha akTuBHBIE
MEIUIIMHCKUE UMITIaHTUpYyeMbIe ycTpoiicTBa U JupekTuBy 93/42/EEC Ha MeauIIMHCKHE TPUOOPHI, YCTPOKUCTBA, 000PYIOBaHHUE. ,

2) Obs3arenpHOE puiiokeHre Annex B (normative) Table relating essential principles to standards. OTo npunoxeHne BXOAUT B MEKTYHAPOIHBIN
crannapt ISO 16142-1:2016, onyoiankoBannbiid 1 mapta 2016 roga
Medical devices -- Recognized essential principles of safety and performance of medical devices -- Part 1: General essential principles and additional specific
essential principles for all non-IVD medical devices and guidance on the selection of standards
3aryiaBue Ha pycCKOM si3bIke: M3aenust MeauuuHckue. BaxHeline npuHIUIBI o0ecriedeHns: 6e30MacHOCTH U 3KCIITyaTallMOHHBIX XapaKTePUCTUK
MeTuIMHCKUX m3aenuid. Yacte 1. O0mme u JonoJHUTEIbHbIC CIeU(UYECKUE BAXKHEHIIINE TPUHITUIIBI U BCEX MEIUIIMHCKUX U3ACIIUNA, KpOME U3JICTUHN IS
JUArHOCTHKH in Vitro, ¥ pyKOBOACTBO MO BEIOOPY CTaHIapPTOB.

Ilpumeuanue: Poccuiickuii 'OCT, coomeemcmayrowuti 1ISO 16142-1:2016, omcymemayroem (naxooumcs ¢ cmaouu pazpabomxu), a I OCT P HCO/TO
16142 — 2008 ssnsemcs ycmapewium.

3) PEHHIEHUE CoBeta EBpa3uiickoii 3xoHOMHU4YecKkoii komuccuu ot 12 dpeBpans 2016 roga N 27 "OO yrBepkIeHUH 00IIMX TPEOOBAHMI
6e3onmacHOCTH U 3(h(PEKTUBHOCTH METUITMHCKHUX M3AETIHHA, TpeOOBAaHUH K UX MAPKHUPOBKE M HKCIUTYaTAlMOHHOW JOKYMEHTAIMK Ha HUX". DTO Pemenune BXoauT
B cIIUCOK HOBBIX COIUIallleHUi 0 €IMHBIX MPUHIIUIAX U MIPaBUiIaxX oOpalleHus] MeIULIUHCKUX U3JeNni (M3Aenil MeIULIMHCKOrO Ha3HAaYeHHsI U MEIUIIMHCKOM
TexHukn) B pamkax EADC, BerynuBmux B cuity 2 nexadps 2015 roga. Ilo ucreuennn nepexoanoro nepuoaa ¢ 31 gexadpst 2021 roga perucrpaiioHHbIe
YIOCTOBEPEHUS HA METMIIMHCKHE U3JIENHSI YTPATAT CBOIO CHUITY, T.€. HE00X0IMMO Oy/IeT IPONTH MPOLEeypy PErUCTpalK TOBTOPHO 110 HOBBIM IpaBUiIaM,
MpeAYyCMOTPEHHBIM IoKyMeHTamMu EBpasuiickoii skonomuyeckoi komuccuu (EDQK) - mocTostHHO e CTBYIONIMM HaTHAIMOHATIBHBIM PETYIUPYIOIIMM OpraHOM
EADC.

4) llpunoxenne k Pekomenganusam Konnerun Eppasuiickoii 3xoHoMu4eckoi komuccnn ot 4 ceHTsiopst 2017 roga N17 "llepeuens craniapTos, B
pe3ynbTaTe MPUMEHEHUs! KOTOPBIX Ha JOOPOBOIBHON OCHOBE MOJIHOCTBHIO MIIM YACTHUYHO 00EeCTIeYnBaETCs COOJII0/IEHNE COOTBETCTBUS MEIULIMHCKUX U3
OOuM TpeboBanusM Oe3omacHOCTH U 3((HEKTUBHOCTH MEIUIIMHCKUX U3JIENINH, TpeOOBAaHUAM K MX MAPKUPOBKE U 3KCILTyaTallMOHHON TOKYMEHTAllUU Ha
HUX".

Jara Bcrymuienus B cuity: 6 Mmapta 2018 roga.

st mponsBoanTENEH METUIIMHCKUX U3IETTNIA, TOCTABIISIIOIINX CBOKO MPOAYKIMIO KaK Ha peiHOK cTpadH EADC, Tak u Ha peiHOK cTpaH EDC, BaxxHO
ACTAJIBHO 11O ITYHKTaM:
a) coroctaBuTh OOmME TpedboBanust HOBBIX PernmamentoB EDC 1 HOBBIX mpaBui oOparieHuss MeauimHckux u3aenuii B EADC,
6) YBUIACTH U MMPOAHATIU3UPOBATE COOTBCTCTBYIOIIUC CIIMCKH TPUMCHACMBIX CTAHIAPTOB.



DTO COMOCTABIICHHE BBHIITOJIHEHO B BUC TAOJIHUIIBI.
B nepBoM cTos101€ (C coOXpaHEeHHEeM HyMepaIlluu MyHKTOB) npeacTaBieHbl TpedoBanus npuinokennn ANNEX [ «KGENERAL SAFETY AND
PERFORMANCE REQUIREMENTS», onyonukoBanusie B REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
oT 5 anpensa 2017 roga Ha aHTJIMHACKOM SI3bIKE

Bo BTOpOM cTO0J1011€ (C COXpaHEHHEM HyMepaIliu IMMyHKTOB) MIPEICTaBIICHBI TPEOOBaHMsSI M CCHUIKM Ha TPUMEHsIeMbIE CTaHAapThI U3 ma3jaena Essential
Principles Applicable to all Medical Devices and IVD Medical Devices mpoekra pykoBoacTBa International Medical Device Regulators Forum (IMDRF) GRRP
WG(PD1)/N47 ot 18 ssuBapst 2018 rona.

B Tperbem cToabue (takke ¢ coxpaneHueM Hymepanun myHkroB) npeacrasinenst «OBILIME TPEBOBAHUS BE3OITACHOCTH U SPOEKTUBHOCTH
MEJUINHCKUX U3JEJINU, TPEBOBAHUA K UX MAPKNPOBKE 1 SKCIUVTYATAIHMOHHOU JOKYMEHTALIUM HA HUX», yTBepx’acHHBIC
Pemennem Coseta EBpasuiickoil s5koHOMHUUYeckor komuccuu ot 12 despans 2016 roga N 27.

B dyeTBEépTOM CTOJIOLIE TTPECTABICHBI COOTBETCTBYIONINE ITYHKTaM TPEOOBaHUH CCHUIKHM Ha MPUMEHsIEMbIe cTaHaapThl U3 [Ipunoxenus k Pexkomengamusm
Komnerunn EQK ot 4 centsiops 2017 roga N17.

B nsiToM cT0/1611€ TaHBI KOMMEHTapUH 00 WIACHTUYHOCTH WM PA3IMUuU CO/lepKaHus TpeOOBaHUH.

B Tabuune npuHATHI CIEAYIOIUE COKPAILICHHUS:
GR - "General requirements",
EP — " Essential Principles Applicable to all Medical Devices and IVD Medical Devices "
OT - "O6mume TpeboBaHus".



Tabnuia cormocTaBiaeHus O0MUX TpeOOBaHMI Oe30macHOCTH U YPHEKTUBHOCTH

CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMA Ge3onacHOCTH U
3(h(heKTUBHOCTU, NPUMEHUMBIE KO BCEM
MEANLMHCKUM U3Aenusam

Mpumensembii FTOCT

KOMM&HTapVIVI U npumMmeYaHusa

1. Devices shall achieve
the performance intended by
their manufacturer and shall
be designed and
manufactured in such a way
that, during normal conditions
of use, they are suitable for
their intended purpose.

5.1. General

5.1.1. Medical devices and
IVD medical devices should
achieve the performance
intended by their manufacturer
and should be designed and
manufactured in such a way
that, during normal conditions of
use, they are suitable for their
intended purpose taking account
of the generally acknowledged
state of the art.

ISO 14971

ISO 13485

ISO/TR 14969

ISO 14155

IEC 60601 (all parts)
IEC/ISO 80601 (all parts)

6. MeagnumHckne nsgenus
DOIMKHbI 6bITb 9P(PEKTUBHLIMU TaK,
Kak 9TO NpegycMoOTpeHO
npoun3BoauTenem, U AOMKHbI ObITb
CMPOEKTMPOBaHbI U N3rOTOBJIEHDI
Takum obpasom, 4ToObI B
HOpMarnbHbIX YCIOBUSIX
aKcnyaTaunm OHU
COOTBETCTBOBANM LENsam
NPUMEHEHMNS NO Ha3HaYEHNIO,
onpeneneHHoMy Npou3BOANTENEM.

FOCT 28271-89
FOCT 21643-82 no 31.12.2019
FOCT 31509-2012
FOCT 31515.3-2012 go 31.12.2019
FOCT 31589-2012 go 31.12.2019
FOCT 31620-2012 go 31.12.2019
FOCT IEC 60522-2011
FOCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 go 31.12.2019
FOCT ISO 10555-5-2012 no 31.12.2019
FOCT ISO 11138-1-2012 no 31.12.2019
FOCT ISO 11138-2-2012 po 31.12.2019
FOCT ISO 11138-3-2012 po 31.12.2019
FOCT ISO 11140-1-2011 po 31.12.2019
FOCT ISO 11140-3-2011 po 31.12.2019
FOCT ISO 13485-2011 go 31.12.2019
FOCT ISO 14971-2011
OCT ISO 7864-2011 go 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011 po 31.12.2019
FOCT ISO 9801-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 53469-2009
FOCT P 54794-2011
FOCT P NCO 10651-4-2015
FOCT P NCO 10993-2-2009 po 31.12.2019
FOCT P NCO 11334-1-2010
FOCT P NCO 12866-2011
FOCT P NCO 14155-2014
FOCT P NCO 14630-2011
FOCT P NCO 15032-2001
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 25539-2-2012 po 31.12.2019
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

TpeboBaHus
NepBOro NpeanoXeHns
n.1 GR nonHocTbi0
MAOEHTUYHbI .6 OT.

TpeboBaHusa n.5.1.1.
EP cdopmynnpoBaHsbl
Bbonee pacLumpeHo.




CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

MpogomkeHne nepeyHs FOCT no n.6

FOCT P M3K 60601-1-2010 no 31.12.2019

FOCT P M3K 60601-1-3-2013

FOCT P M3K 60601-2-1-2013

FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013

FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201

FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201

FOCT P M3K 60601-2-4-2013

FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015

FOCT P M3K 60627-2005 o 31.12.2019

FOCT P M3K 62083-2013

FOCT P M3K 62220-1-2-2010
FOCT P M3K 62220-1-3-2013
CT PKTOCT P MCO 10328-2010

no 31.12.2019

CT PKTOCT P NCO 15032-2008
CT PKMNCO 3826-3-2011

CTB EN 12470-1-2014

CTB EN 12470-2-2014

CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012

CTB IEC 60645-1-2014

CTB IEC 60645-2-2010

CTB ISO 3826-3-2014




CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

They shall be safe and
effective and shall not
compromise the clinical
condition or the safety of
patients, or the safety and
health of users or, where
applicable, other persons,
provided that any risks which
may be associated with their
use constitute acceptable risks
when weighed against the
benefits to the patient and are
compatible with a high level of
protection of health and
safety, taking into account the
generally acknowledged state
of the art.

They should be safe and
perform as intended and should
not compromise the clinical
condition or the safety of
patients, or the safety and health
of users or, where applicable,
other persons.

ISO 14971

ISO 13485

ISO/TR 14969

ISO 14155

IEC 60601 (all parts)
IEC/ISO 80601 (all parts)

3. MegunuuHckne nspgenusa
NMPOEKTUPYIOTCHA U U3FOTOBMSIOTCH
Takum obpasom, YToObl Npu
NCMOMb30BaHWM B YCIIOBUSX U B
Lensix, COOTBETCTBYIOLLMX UX
HasHa4yeHuto, onpeaeneHHoMy
npousBoguTeneM, 1 nNpu
HeobxoOUMOCTU C y4ETOM
TEXHUYECKNX 3HAHWI, OMbITa,
o6paszoBaHusa nnu cneynansHom
MOArOTOBKM, KITMHUYECKOTO U
(PM3M4EeCKOro COCTOSAHMS
nonb3oBaTens OHW AencTBOBanu
COrNacHO Ha3HayeHuio,
onpeaeneHHOMy Npou3BoOaUTENEM,
1 Obinu 6e3onacHbl Ans
nonb30BaTens u TpeTbMX N1y, Npy
YCINOBUU, YTO PUCK, CBSI3AHHbIN C X
NPUMEHEHMEM, ABMSIETCS
nprMemnemMbiM MNpu ConocTaBeHnn
C NoNb30W Ansi NonbL3oBaTens.

He ponyckaeTtcsa orpaHnyeHune
B3aMMO3aMEHAEMOCTH
MeOULMHCKUX U3genui nytem
MCMNOMb30BaHWs cneumarnbHbIX
TEXHUYECKMX UMW NPOrpamMmMHbIX
cpeacTB MM gpyrumu cnocobamm.

FOCT 28271-89
FOCT 21643-82 no 31.12.2019
FOCT 31509-2012
FOCT 31589-2012 go 31.12.2019
FOCT 31620-2012 go 31.12.2019
FOCT EN 556-1-2011
FOCT IEC 60522-2011
OCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 o 31.12.2019
FOCT ISO 10555-5-2012 no 31.12.2019
FOCT ISO 11138-1-2012 po 31.12.2019
FOCT ISO 11138-2-2012 po 31.12.2019
FOCT ISO 11138-3-2012 po 31.12.2019
FOCT ISO 11140-1-2011 go 31.12.2019
FOCT ISO 11140-3-2011 po 31.12.2019
FOCT ISO 13485-2011 go 31.12.2019
FOCT ISO 14971-2011
FOCT ISO 7864-2011 po 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011 po 31.12.2019
FOCT ISO 9801-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 53469-2009
FOCT P 54794-2011
FOCT P 8.605-2004
FOCT P NCO 10651-4-2015
FOCT P NCO 10993-2-2009 po 31.12.2019
FOCT P NCO 11334-1-2010
FOCT P NCO 12866-2011
FOCT P NCO 14155-2014
OCT P NCO 14630-2011 po 31.12.2019
FOCT P NCO 15032-2001
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 25539-2-2012 po 31.12.2019
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
OCT P NCO 80601-2-13-2013

TpeboBaHus BTOpOro
npeanoxennsa n.1 GR u
nepsoro a63aua n.3 OT
He NOJTHOCTbO
WOEHTUYHbI, pasHuLa B
ToM,BN.1 GRuen.1
ER rosopuTtcs o patient,
aBn80To
nonb3oBarene.

B n.1 GR HeT
TpeboBaHus,
COOTBETCTBYIOLLETO
BTOpoMy ab3auy n.3 OT.
Bonee ToOro, He
NMOHATHO, KaKNUMMU
MeTodaMn MOXHO
NPOBEPUTL BbIMNOSHEHWE
3TOro TpeboBaHus.




CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

MpogomkeHne nepeyHs FOCT no n.3

FOCT P M3K 60601-1-2010 no 31.12.2019
FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
FOCT P M3K 60627-2005 o 31.12.2019
FOCT P M3K 62083-2013
FOCT P M3K 62220-1-2-2010
FOCT P M3K 62220-1-3-2013
FOCT P M3K 62304-2013 go 31.12.2019
CT PK 2.189-2010
CT PKTOCT P NCO 10328-2010

no 31.12.2019
CT PKTOCT P NCO 15032-2008
CT PKNCO 3826-3-2011
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB EN 556-2-2008 no 31.12.2019
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB IEC 60645-1-2014
CTB IEC 60645-2-2010
CTB ISO 3826-3-2014
CTB F'OCT P 8.605-2012




CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

2. The requirement in this
Annex to reduce risks as far
as possible means the
reduction of risks as far as
possible without adversely
affecting the benefit-risk ratio.

Copepxanue n.2 GR
HOCUT CnpaBOYHbIl
xapakrep.
CooTBeTCTBYHOLNIA
nyHkT B OT oTcyTcTBYET

3. Manufacturers shall
establish, implement, document
and maintain a risk management
system. Risk management shall
be understood as a continuous
iterative process throughout the
entire lifecycle of a device,
requiring regular systematic
updating. In carrying out risk
management manufacturers shall:
(a) establish and document a risk
management plan for each
device;

(b) identify and analyse the
known and foreseeable hazards
associated with each device;

(c) estimate and evaluate the
risks associated with, and
occurring during, the intended use
and during reasonably
foreseeable misuse;

(d) eliminate or control the risks
referred to in point (c) in
accordance with the requirements
of Section 4;

(e) evaluate the impact of
information from the production
phase and, in particular, from the
post-market surveillance system,
on hazards and the frequency of
occurrence thereof, on estimates
of their associated risks, as well
as on the overall risk, benefit-risk
ratio and risk acceptability; and

(f) based on the evaluation of the
impact of the information referred
to in point (e), if necessary amend
control measures in line with the
requirements of Section 4.

5.1.2. Manufacturers should
establish, implement, document and
maintain a risk management systemto
ensure the ongoing quality, safety and
performance of the medical device and
IVD medical device. Risk management
should be understood as a continuous
iterative process throughout the entire
lifecycle of a medical device and IVD
medical device, requiring regular
systematic updating. In carrying out risk
management manufacturers should:

(a) establish and document a risk
management plan for each medical
device and IVD medical device;

(b) identify and analyze the known and
foreseeable hazards associated with
each medical device and IVD medical
device;

(c) estimate and evaluate the risks
associated with, and occurring during,
the intended use and during reasonably
foreseeable misuse;

(d) eliminate or control the risks referred
to in point (c) in accordance with the
requirements of points 5.1.3 and 5.1.4
below;

(e) evaluate the impact of information
from the production phase and, in
particular, from the post-market
surveillance system, onhazardous
situationsand the frequency of
occurrence thereof, on estimates of their
associated risks, as well as on the
overall risk, benefit-risk determination
and risk acceptability; and

(f) based on the evaluation of the impact
of the information referred to in point (e),
if necessary amend control measures in
line with the requirements of points 5.1.3
and 5.1.4 below.

B OT otcyrctByeT
NyHKT,
COOTBETCTBYOLLNI N.3
GR, B KOTOPOM CKa3aHo,
yTo «[lMpounssogutenn
[OOIKHbI co3aBaTb,
BHEApPSITb,
[OKYMEHTUpOBaTb U
noagepXuBartb CUCTEMY
yrnpaBreHus pyuckamm
LD
BmecTo atoro, B n.4 OT
NALWb HEBHATHO
ckasaHo, uto «[pun
Heo6XxoaMmMocTu
npon3soauTenb
ynpasnseT puckamu

LoD,




CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

4. Risk control measures
adopted by manufacturers for
the design and manufacture of
the devices shall conform to
safety principles, taking
account of the generally
acknowledged state of the art.
To reduce risks,
Manufacturers shall manage
risks so that the residual risk
associated with each hazard
as well as the overall residual
risk is judged acceptable.

In selecting the most
appropriate solutions,
manufacturers shall, in the
following order of priority:

(a) eliminate or reduce risks
as far as possible through safe
design and manufacture;

(b) where appropriate, take
adequate protection
measures, including alarms if
necessary, in relation to risks
that cannot be eliminated; and

(c) provide information for
safety
(warnings/precautions/contra-
indications) and, where
appropriate, training to users.
Manufacturers shall inform
users of any residual risks.

5.1.3.

4. PeweHuns, npuHATbIE
npoussoguTenem npu
NMPOEKTUPOBaHNM U U3FOTOBMEHUN
MEeOMULMHCKOrO M3nennsi, 4OIKHbI
COOTBETCTBOBATbL MPUHLMMNAM
6e3onacHoOCTH C y4eToM
06LLenpu3HaHHOro YpoBHS
pa3suTUA 3HaHuK. Mpun
HeobXx04MMOCTUN MPON3BOAUTENb
ynpaBnsieT puckamm Takmm
obpasom, 4TOObLI OCTaTOUHbLINA PUCK,
CBSA3aHHbIN C N0BO ONacHOCThLIO,
ABMSANCS NPUEMMEMbIM.
lMpoussoguTenb pykOBOACTBYETCSH
crnegywoLwmuMmn NpuHUMnamm B
nopsigke NpuoOpUTETHOCTN:

- BbISIBIIEHNE U3BECTHOW MK
npeasuaMMoin onacHOCTU U OLeHKa
CBSI3aHHbIX C HEI PUCKOB,
BO3HMKAIOLLMX NPU UCNOSNb30BaHUN
MeOULMHCKOro M3genus no
HasHa4YeHuto 1 Npu NPeackasyemMmom
HenpaBUITbHOM UCMONb30BaHNK;

- YCTpPaHEeHne pUCKoB NyTem
MPUHATMS COOTBETCTBYHOLLMX
TEXHUYECKNX N TEXHONOIMYECKNX
peLleHnn Npu NPOEKTMPOBaHNN 1
N3roTOBMEHNN MEANLUHCKOrO
nsgenvs;

- CHWXKEHNE OCTATOYHbIX PUCKOB
nyTeM NPUHATUS ageKBaTHbIX
3aLUMTHBLIX Mep, BKITHOYas cUrHanbl
TPeBOry;

-UHOPMMpPOBaHME NOMb30BaTeNen
000 Bcex OCTaTOYHbIX PUCKaX.

FOCT 28271-89
FOCT 31509-2012
FOCT 31515.3-2012 go 31.12.2019
FOCT 31589-2012 go 31.12.2019
FOCT IEC 60522-2011
FOCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 po 31.12.2019
FOCT ISO 10555-5-2012 no 31.12.2019
FOCT ISO 13485-2011 go 31.12.2019
FOCT ISO 14971-2011
OCT ISO 7864-2011 go 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011
no 31.12.2019
FOCT ISO 9801-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 54794-2011
FOCT P NCO 10651-4-2015
FOCT P NCO 11334-1-2010
FOCT P NCO 12866-2011
OCT P NCO 14630-2011 po 31.12.2019
FOCT P NCO 15032-2001
FOCT P NCO 16061-2011 go 31.12.2019
OCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 22675-2009 o 31.12.2019
FOCT P NCO 25539-1-2012
FOCT P NCO 25539-2-2012 po 31.12.2019
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

Copepxanue n.4 OT
otnuyaeTcs ot n.4 GR
Tem, yto B OT ckasaHo
«Mpn HeobxoanMMoOCTH
npousBoauTenb
ynpaBnfieT puckamm
...», HO He cKkasaHo ans
KaKuUX MeaULIMHCKUX
nU3genun Takas
HeobXxoaMMOCTb
npucyTCTBYET, a ANs
KaKMX HET, B TO Bpems,
kak B GR ckasaHo, yTo
npon3BoaUTENb OOJKEH
yNpaBnaTb pUckaMm
«Manufacturers shall
manage risks».
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MpogomkeHne nepeyns FOCT no n.4

FOCT P M3K 60601-1-2010 no 31.12.2019
FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
FOCT P M3K 60627-2005 o 31.12.2019
FOCT P M3K 62083-2013
FOCT P M3K 62220-1-2-2010
FOCT P M3K 62220-1-3-2013
FOCT P M3K 62304-2013 go 31.12.2019
CT PKTOCT P NCO 10328-2010

no 31.12.2019
CT PKTOCT P MCO 15032-2008
CT PKNCO 3826-3-2011
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB IEC 60645-1-2014
CTB IEC 60645-2-2010
CTB ISO 3826-3-2014
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5. In eliminating or
reducing risks related to use
error, the manufacturer shall:

(a) reduce as far as
possible the risks related to
the ergonomic features of the
device and the environment in
which the device is intended to
be used (design for patient
safety), and

(b) give consideration to the
technical knowledge,
experience, education, training
and use environment, where
applicable, and the medical
and physical conditions of
intended users (design for lay,
professional, disabled or other
users).

5.1.4.

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLLMI N.5
GR,

11
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6. The characteristics and
performance of a device shall
not be adversely affected to
such a degree that the health
or safety of the patient or the
user and, where applicable, of
other persons are
compromised during the
lifetime of the device, as
indicated by the manufacturer,
when the device is subjected
to the stresses which can
occur during normal conditions
of use and has been properly
maintained in accordance with
the manufacturer's
instructions.

5.1.5.

7. QkcnnyaTtaumMoHHble
XapaKTepUCTUKN 1 3PPEKTUBHOCTb
MeLMLMHCKOro N3aenns He AOSHKHbI
N3MEHATLCSA 4O TaKOW CTEMEHM,
4TOObI CTABUTb MOA YrPO3Y XU3Hb U
340pOBbE Nonb3oBaTeENen n
TpeTbUX NUL, B TEYEHNE CpoKa
akcnnyaTauuun, onpeaeneHHoro
npovssoguTenem, Nnpu ycrnosuu,
4YTO MeaULUHCKOE nsgenue
noaBepraeTcs BO3AENCTBUSM,
KOTOpblE MOTYT BO3HMKATb B
HOpMarsbHbIX YCITOBUSIX
aKcnnyaTauun, N TEXHNYECKoe
obcnyxmMBaHne NpoBoANTCS B
COOTBETCTBUM C MHCTPYKLMEN NO
NMPUMEHEHMNIO.

FOCT 28271-89
FOCT 31509-2012
FOCT 31515.3-2012 go 31.12.2019
FOCT 31589-2012 go 31.12.2019
FOCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 po 31.12.2019
FOCT ISO 10555-5-2012 o 31.12.2019
FOCT ISO 13485-2011 go 31.12.2019
FOCT ISO 14971-2011
FOCT ISO 7864-2011 no 31.12.2019
FOCT ISO 9801-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 54794-2011
FOCT P NCO 10651-4-2015
FOCT P NCO 11334-1-2010
FOCT P NCO 14630-2011 go 31.12.2019
FOCT P NCO 15032-2001
FOCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 22675-2009 o 31.12.2019
FOCT P NCO 25539-1-2012
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 7396-1-2011 go 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

TpeboaHusa n.6 GR
n n.7 OT nonHocTbio
WOEHTUYHBI.
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MpogomkeHne nepeyHs FOCT no n.7

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015

CT PKTOCT P MCO 10328-2010 go

31.12.2019
CT PKTOCT P MCO 15032-2008
CTb EN 12470-1-2014
CTB EN 12470-2-2014
CTb IEC 60601-1-2012
CTb IEC 60601-2-43-2012
CTB IEC 60645-1-2014
CTb IEC 60645-2-2010

13
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7. Devices shall be
designed, manufactured and
packaged in such a way that
their characteristics and
performance during their
intended use are not
adversely affected during
transport and storage, for
example, through fluctuations
of temperature and humidity,
taking account of the
instructions and information

provided by the manufacturer.

5.1.6.

5. MeguuuHckne nsgenusa
NMPOEKTUPYIOTCS, M3roTaBMNMBaKTCS
1 yNakoBbIBaOTCHA TakuMm 06pasom,
YTOObI NX 3KCMMyaTauuoHHbIE
XapaKTepUCTUKN 1 3PPEKTUBHOCTb
He HapyLlanucb npu
TpaHCNOPTUPOBKE U B NpoLiecce
XpaHeHUs1 B COOTBETCTBUN C
WHCTPYKLUMEN MO NPUMEHEHMNIO.

FOCT 21643-82 no 31.12.2019
FOCT 31509-2012
FOCT 31515.3-2012 go 31.12.2019
FOCT 31589-2012 go 31.12.2019
OCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 po 31.12.2019
FOCT ISO 10555-5-2012 o 31.12.2019
FOCT ISO 11138-1-2012 po 31.12.2019
FOCT ISO 11138-2-2012 po 31.12.2019
FOCT ISO 11138-3-2012 po 31.12.2019
FOCT ISO 11140-1-2011 go 31.12.2019
FOCT ISO 11140-3-2011 po 31.12.2019
FOCT ISO 13485-2011 go 31.12.2019
FOCT ISO 14971-2011
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011
no 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 54794-2011
FOCT P NCO 10651-4-2015
FOCT P NCO 11334-1-2010
FOCT P NCO 14630-2011 go 31.12.2019
FOCT P NCO 15032-2001
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 25539-2-2012 po 31.12.2019
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 80601-2-12-2013
OCT P NCO 80601-2-13-2013

TpeboaHusa n.7 GR
1 n.5 OT nonHocTbO
WOEHTUYHBI.
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MpogomkeHne nepeyHs FOCT no n.5

FOCT P M3K 60601-1-2010 no 31.12.2019
FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
FOCT P M3K 62304-2013 go 31.12.2019
CT PKTOCT P MCO 10328-2010

[o 31.12.2019
CT PKTOCT P MCO 15032-2008
CT PKNCO 3826-3-2011
CTb EN 12470-1-2014
CTb EN 12470-2-2014
CTB IEC 60601-1-2012
CTb IEC 60601-2-43-2012
CTb IEC 60645-1-2014
CTB IEC 60645-2-2010
CTb ISO 3826-3-2014
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8. All known and
foreseeable risks, and any
undesirable side-effects, shall
be minimised and be
acceptable when weighed
against the evaluated benefits
to the patient and/or user
arising from the achieved
performance of the device
during normal conditions of
use.

5.1.8.

8. Bce nsBecTtHble n
npeanonaraeMble pUCKu,
BO3HMKAOLLME NPU UCTIONTb30OBAHUN
MeOMULMHCKOro u3genus, u nobble
HexxenaTtenbHble adhdeKTbl OT
TaKoro UCnonb30BaHUSA CBOAATCH K
MUHUMYMY U JOMXKHbI ObITh
npuemMmnemMbIMn MNPy CONOCTaBNEHNN
C NMonb30on Ans nonb3oBaTenen,
nony4aemomn ot npegyCMOTPEHHOro
nponssoauTenem OencTBns
MEeLMLMHCKOro N3aenus npu
HOpMarsbHbIX YCITOBUSIX
aKcnnyaTauum.

FOCT 28271-89
FOCT 31509-2012
FOCT 31515.3-2012 go 31.12.2019
FOCT 31589-2012 go 31.12.2019
FOCT IEC 60522-2011
FOCT IEC 60601-2-22-2011
FOCT ISO 13485-2011 go 31.12.2019
FOCT ISO 14971-2011
FOCT ISO 9801-2011 go 31.12.2019
FOCT ISO/TS 10993-19-2011
FOCT ISO/TS 10993-20-2011
FOCT P 50267.2.54-2013
FOCT P 54794-2011
FOCT P NCO 11334-1-2010
FOCT P NCO 12866-2011
FOCT P NCO 14155-2014
FOCT P NCO 14630-2011 go 31.12.2019
FOCT P NCO 15032-2001
FOCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 25539-2-2012 go 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

TpeboaHusa n.8 GR
1 n.8 OT He NonHoCTbLIo
WOEHTUYHbI, pasHuLa B
ToM, B N.8 GR
roBoputcs o patient
and/or user, aB n.8 OT
O norb3oBaTene.
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MpogomkeHne nepeyHs FOCT no n.8

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
FOCT P M3K 60627-2005 o 31.12.2019
FOCT P M3K 62083-2013
FOCT P M3K 62220-1-2-2010
FOCT P M3K 62220-1-3-2013
FOCT P M3K 62304-2013 go 31.12.2019
FOCT P M3K 62366-2013 go 31.12.2019
CT PKTOCT P NCO 15032-2008
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB IEC 60645-1-2014
CTB IEC 60645-2-2010
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9. For the devices referred
to in Annex XVI, the general
safety requirements set out in
Sections 1 and 8 shall be
understood to mean that the
device, when used under the
conditions and for the
purposes intended, does not
present a risk at all or
presents a risk that is no more
than the maximum acceptable
risk related to the product's
use which is consistent with a
high level of protection for the
safety and health of persons.

18

B OT otcytctByeT
MyHKT,
COOTBETCTBYHOLLMI N.9
GR, B KOTOpOM
ChopmMynupoBaHsbI
TpeboBaHus K rpynne
n3genun no

MpunoxeHuto XVI.

Onsa cnpaskn:ANNEX XVI
LIST OF GROUPS OF
PRODUCTS WITHOUT AN
INTENDED MEDICAL
PURPOSE REFERRED TO IN
ARTICLE 1(2)

1. Contact lenses or other items
intended to be introduced into or onto
the eye.

2. Products intended to be totally or
partially introduced into the human
body through surgically invasive
means for the purpose of modifying
the anatomy or fixation of body parts
with the exception of tattooing
products and piercings.

3. Substances, combinations of
substances, or items intended to be
used for facial or other dermal or
mucous membrane filling by
subcutaneous, submucous or
intradermal injection or other
introduction, excluding those for
tattooing.

4. Equipment intended to be used to
reduce, remove or destroy adipose
tissue, such as equipment for
liposuction, lipolysis or lipoplasty.

5. High intensity electromagnetic
radiation (e.g. infra-red, visible light
and ultra-violet) emitting equipment
intended for use on the human body,
including coherent and non-coherent
sources, monochromatic and broad
spectrum, such as lasers and intense
pulsed light equipment, for skin
resurfacing, tattoo or hair removal or
other skin treatment.

6. Equipment intended for brain
stimulation that apply electrical
currents or magnetic or
electromagnetic fields that penetrate
the cranium to modify neuronal
activity in the brain.




CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

9. Ins kaxgoro MeanLIMHCKOro
n3genvs npegocTaBnseTcs
nHdopmaums, Heobxogumas ans
naeHTudumkaLmm aToro
MEeOULMHCKOTO M3Oenns n ero
npoussoauTensi, CTpaHbl
NPOUCXOXAEHUS, a TaKkKe
nHdopmaumsa ons nonb3oBartens
(NpodeccroHanbHOro unm
HenpogeccnoHarnbLHoro),
KacatoLascs 6e3onacHoCcTu
MEeOULMHCKOTO U3genus, ero
(PYHKLMOHArbHBIX CBOMUCTB U
SKCMITyaTaUMOHHbBIX XapaKTEPUCTUK.
Takaa nHgpopmMaunsa MoxeT
HaxoAWUTbCHA Ha CamMOM
MeOULMHCKOM U3Aenuu, Ha
yNakoBKE UINN B MHCTPYKLMM MO
NPUMEHEHMIO.

FOCT 31509-2012

FOCT 31515.3-2012 go 31.12.2019

FOCT 31589-2012 go 31.12.2019

FOCT ISO 11138-1-2012 po 31.12.2019

FOCT ISO 11138-2-2012 po 31.12.2019

FOCT ISO 11138-3-2012 no 31.12.2019

FOCT ISO 11140-1-2011 po 31.12.2019

FOCT ISO 11140-3-2011 po 31.12.2019

FOCT ISO 7864-2011 go 31.12.2019

FOCT ISO 7886-1-2011

FOCT ISO 7886-3-2011

FOCT ISO 7886-4-2011

FOCT ISO 8537-2011 po 31.12.2019

FOCT P NCO 11334-1-2010

FOCT P NCO 15032-2001

FOCT P NCO 22523-2007

FOCT P NCO 22675-2009 go 31.12.2019
FOCT P NCO 7396-1-2011 go 31.12.2019

FOCT P NCO 80601-2-12-2013

CT PKTOCT P MCO 15032-2008

CT PKWNCO 3826-2-2011

CT PKMNCO 3826-3-2011

CTb EN 12470-1-2014

CTB EN 12470-2-2014

CTB ISO 3826-3-2014

CTb ISO 80601-2-56-2016

CTB EH 1041-2006 no 31.12.2019

B GR Het
TpeboBaHus,

cooTBeTcTBYloLLero n.9
OT.
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CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

10. Hocutenb nHdopmauuu, ee
cdopmart, cogepxaHue u
pacnonoXeHne OOMKHbI
COOTBETCTBOBaTb MEAULIMHCKOMY
N30enuio, ero HasHauYeHuo 1
TEXHUYECKNM 3HAHUSM, ONbITY,
obpasoBaHuio UM NOAroToBKE
nonb3oBaTenen.

Hocutene nHdopmauuu B
Ka4yecTBe OrpaHUYeHnin No
NPUMEHEHNIO, MPOTUBOMOKa3aHUN,
Mep NpeaoCTOPOXHOCTU NN
npeaynpexaeHnst 4ormkeH
coAepxaTtb cBeaeHust 0o
OCTaTOYHbIX PUCKaXx, CBSI3@HHbIX C
NPUMEHEHNEM MEONLIMHCKOIrO
n3genus. MNoHatue
"npoTuBonokasaHns" He
NPUMEHMMO A5 MEeANLNHCKNX
n3genuin ong aMarHoCTUKK in vitro.

B nepeyHe ctaHgapToB
(MpunoxeHune ot 04.09.2017 N7)
OTCYTCTBYIOT cTaHgapTbl no n.10
OT.

B GR Het
TpeboBaHwus,

cooTBeTcTBYytowero n.10
OT.
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CHAPTERI
GENERAL REQUIREMENTS

5. Essential Principles Applicable to all
Medical Devices and IVD Medical
Devices

Il. O6wue TpeGoBaHMsA Ge3onacHOCTH U
3hheKTUBHOCTH, NPUMEHUMbIE KO BCEM
MEeOULMHCKUM M3AENnAM

Mpumensiembiin FTOCT

KommeHTapum u npumeyaHus

11. UHpopmavnms,
npegycMoTpeHHast MyHKToM 9
HacToAwmx O6wmx TpeboBaHun,
yKa3blBaeTCS Ha MapKMpOBKe U B
WHCTPYKLUM MO MPUMEHEHMIO Ha
PYCCKOM $13blKe, @ TakKe npu
HanM4YnM COOTBETCTBYIOLLNX
TpeboBaHWIn B 3aKOHOAATENLCTBE
rocyapCTB-4ieHOB Ha
rocyaapCTBEHHOM S3blKe
(rocynapCTBEHHbIX A3bIKax)
rocyapCTB-UIIEHOB.

Takaa nHgpopmMauna MoxeT
copepXaTtb CUMBOITbI,
YyCTaHOBMEHHbIE
MeXrocyaapCTBEHHbIMU
CTaHAapTamu, a Takke
YCTaHOBIEHHbIE MEXOYHAPOAHBLIMU
cTaHZapTamu (Npy yCnoBuK, 4To
6e3onacHOCTb MEOULIMHCKOTO
N3[Eenvs He HapyLLaeTCsi B CBA3N C
HEeNoHVMaHMeM OTAENbHBIMM
Nonb30BaTensMn 3Ha4eHUs Taknx
CYMBOJIOB).

FOCT 31515.3-2012 go 31.12.2019
FOCT ISO 11138-1-2012 po 31.12.2019
FOCT ISO 11138-2-2012 po 31.12.2019
FOCT ISO 11138-3-2012 po 31.12.2019
FOCT ISO 11140-1-2011 po 31.12.2019
FOCT ISO 11140-3-2011 po 31.12.2019
FOCT ISO 7886-1-2011

FOCT ISO 7886-3-2011

FOCT ISO 7886-4-2011

FOCT ISO 8537-2011 po 31.12.2019
FOCT P NCO 15223-1-2014

CT PKWNCO 3826-2-2011

CTB EN 12470-1-2014

CTb EN 12470-2-2014

CTB ISO 80601-2-56-2016

CTB EH 1041-2006 no 31.12.2019

B GR Het
TpeboBaHus,

cooTBeTcTBYylOLEero n.11
OT.
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CHAPTER Il REQUIREMENTS
REGARDING DESIGN AND
MANUFACTURE
10. Chemical, physical and biological
properties

5.3. Chemical, physical,
and biological properties

1. Xumuyeckue, pusunyeckue u
6uonormyeckue CBOMCTBA MEANLIMHCKNX
n3penun

KommeHTapuu u
npumeyvaHus

10.1. Devices shall be designed
and manufactured in such a way as
to ensure that the characteristics and
performance requirements referred to
in Chapter | are fulfilled. Particular
attention shall be paid to:

5.3.1

12. IMpwn npoekTnpoBaHun n

N3roTOBMEHUN MeOULMHCKUX U3aenuii
ocoboe BHUMaHWe OOIMKHO YaenATbCS:

FOCT 31509-2012
FOCT 31589-2012 go 31.12.2019
OCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 po 31.12.2019
FOCT ISO 10555-5-2012 no 31.12.2019
FOCT ISO 10993-11-2011
FOCT ISO 10993-1-2011 po 31.12.2019
FOCT ISO 10993-13-2011 po 31.12.2019
FOCT ISO 10993-13-2016
FOCT ISO 10993-14-2011
FOCT ISO 10993-15-2011
FOCT ISO 10993-16-2011 go 31.12.2019
FOCT ISO 10993-16-2016
FOCT ISO 10993-17-2011
FOCT ISO 10993-18-2011
FOCT ISO 10993-3-201140 31.12.2019
FOCT ISO 10993-4-2011
FOCT ISO 10993-5-2011 go 31.12.2019
FOCT ISO 10993-6-2011
FOCT ISO 7864-2011 go 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
OCT ISO 8537-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P NCO 11334-1-2010
FOCT P NCO 14630-2011 po 31.12.2019
FOCT P NCO 15032-2001
FOCT P NCO 16061-2011 go 31.12.2019
OCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22442-1-2011 go 31.12.2019
FOCT P NCO 22442-2-2011 go 31.12.2019
FOCT P NCO 22442-3-2011
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-201
no 31.12.2019
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(a) the choice of materials and
substances used, particularly as
regards toxicity and, where relevant,
flammability;

5.3.1(a)

1) BEIOOPY MCNONBb3yEMbIX
mMaTtepuanoB, 0COGEHHO B OTHOLUEHUU
TOKCMYHOCTM U BOCMTAMEHSEMOCTY;

MpogomkeHne nepeyHs FOCT no n.12

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PKTOCT P MCO 15032-2008
CT PKNCO 3826-3-2011
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB ISO 3826-3-2014

TpeboBaHus
n.10.1(a) GR u n.12(1)
OT WAEHTUYHBI.

(b) the compatibility between the
materials and substances used and
biological tissues, cells and body
fluids, taking account of the intended
purpose of the device and, where
relevant, absorption, distribution,
metabolism and excretion;

2) COBMECTUMOCTM MCMOMb3yeMbIX
MaTepuarnoB 1 OMOMOrMYECKNX KINETOK,
TKaHewn, XWaKocTen, BeLecTB U UX
Npo13BOAHbIX (Oanee - buonornyeckme
MaTepuanbl) C y4eTOM Ha3HavYeHus
MeaNLIMHCKOro U3aenus;

TpeboBaHus
n.10.1(b) GR n n.12(2)
OT nAEHTUYHBI.

B EP HeTt
TpeboBaHui,
COOTBETCTBYIOLLNX
npoanyHkTy n.10.1(b)
GR.

(c) the compatibility between the
different parts of a device which
consists of more than one
implantable part;

B EP nn.12 OT HeTt
TpeboBaHui,
COOTBETCTBYIOLLUX
noganyHkty 10.1 (c) GR.
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(d) the impact of processes on 5.3.1(b) B n.12 OT Het
material properties; TpeboBaHui,
COOTBETCTBYIOLLUX
noanyHkty 10.1 (d) GR.
(e) where appropriate, the results 5.3.1(c) B n.12 OT Hert
of biophysical or modelling research TpeboBaHui,
the validity of which has been COOTBETCTBYIOLLUX
demonstrated beforehand; noanyHkty 10.1 (e) GR
(f) the mechanical properties of 5.3.1(d) 3) BbIBOPY MCNOMb3yeMblX TpeboBaHus
the materials used, reflecting, where Marepuanos C y4eTOM TaKunx n.10.1(f) GR n n.12(3)
appropriate, matters such as nokasarenemn, Kak TBEpAOCTb, OT ngeHTUYHbI.
strength, ductility, fracture resistance, NM3HOCOCTOMKOCTb U yCTanocTHada
wear resistance and fatigue NPOYHOCTb.
resistance;
(g) surface properties; and 5.3.1(e) B n.12 OT Het
(h) the confirmation that the 5.3.1(f) TpeboBaHui,
device meets any defined chemical COOTBETCTBYHLLMX

and/or physical specifications.

noanyHktam 10.1 (g, h)
GR.
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10.2. Devices shall be designed,
manufactured and packaged in such
a way as to minimise the risk posed
by contaminants and residues to
patients, taking account of the
intended purpose of the device, and
to the persons involved in the
transport, storage and use of the
devices. Particular attention shall be
paid to tissues exposed to those
contaminants and residues and to
the duration and frequency of
exposure.

5.3.2

13. NMpwn npoekTMpoBaHuu,
N3roTOBIIEHUN U YNAKOBKE MEONLIMHCKNX
n3nennn gomkeH ObiTb MakCcMMarnsHO
CHWXXEH PUCK, CO30aBaeMbli
3arps3HALWMMN BELLLECTBAMM U UX
ocTaTKamu, Ansa nofb3oBarenemn u nuu,
Yy4YacTBYIOLUUX B TPAHCMOPTMPOBKE,
XpaHeHun n obcnyxmnsaHmm
MeOMLIMHCKUX 13aenum (C y4eTom
Ha3Ha4YeHNs MeaULIMHCKOro U3aenus, a
Takke ONMTENbHOCTU U YacTOThI
BO34ENCTBUS 3TUX BELLECTB Ha
OpraHusm 4erioBeka).

FOCT 31214-2016
OCT 31576-2012
FOCT ISO 10555-1-2011 go 31.12.2019
FOCT ISO 10555-5-2012 no 31.12.2019
FOCT ISO 10993-11-2011
FOCT ISO 10993-1-2011 go 31.12.2019
FOCT ISO 10993-12-2015
FOCT ISO 10993-13-2011 po 31.12.2019
FOCT ISO 10993-13-2016
FOCT ISO 10993-14-2011
FOCT ISO 10993-15-2011
FOCT ISO 10993-16-2011 go 31.12.2019
FOCT ISO 10993-16-2016
FOCT ISO 10993-17-2011
FOCT ISO 10993-18-2011
FOCT ISO 10993-3-2011 no 31.12.2019
FOCT ISO 10993-4-2011
FOCT ISO 10993-5-2011 go 31.12.2019
FOCT ISO 10993-6-2011
FOCT ISO 10993-7-2016
FOCT ISO 10993-9-2015
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011 po 31.12.2019
FOCT ISO 11138-1-2012 po 31.12.2019
FOCT ISO 11138-2-2012 po 31.12.2019
FOCT ISO 11138-3-2012 no 31.12.2019
FOCT ISO 11140-1-2011 po 31.12.2019
FOCT ISO 11140-3-2011 po 31.12.2019
FOCT P 52770-2016
FOCT P NCO 14630-2011 go 31.12.2019
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22442-1-2011 go 31.12.2019
FOCT P NCO 22442-2-2011 po 31.12.2019
FOCT P NCO 22442-3-2011
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-55-2015
CTB ISO 80601-2-56-2016

TpeboBaHusa n.10.2
GR 1 n.13 OT He
NMOJTHOCTbIO NOEHTUYHbI,
pasHuua B Tom, B n1.10.2
GR roeopuTtca o patient,
aBn.130To
nonb3oBarene..
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10.3. Devices shall be designed
and manufactured in such a way that
they can be used safely with the
materials and substances, including
gases, with which they enter into
contact during their intended use; if
the devices are intended to
administer medicinal products they
shall be designed and manufactured
in such a way as to be compatible
with the medicinal products
concerned in accordance with the
provisions and restrictions governing
those medicinal products and that the
performance of both the medicinal
products and of the devices is
maintained in accordance with their
respective indications and intended
use.

14. MeguuuHckmne nsgenusa
NPOEKTUPYIOTCA U N3rOTaBIMBAOTCS
Takum obpasom, YTOObl OHM MOTNN ObITh
©e30nacHoO UCMosb30BaHbI C
MaTepuanamu, BeLecCTBamMu 1 razamu, ¢
KOTOPbIMW OHWN BXOOAT B KOHTaKT Npu
HOpMarbHbIX YCINOBUSIX SKCMyaTauum
UNU Npy NpoBeaeHNn TEXHNYECKOTO
obcnyxumBaHus. Ecnu meguumHckue
n3genusl npeaHasHaveHbl 4nsi BBEAEHMWS
NEeKapCTBEHHbIX CPeacTB, NX
NPOEKTUPOBaAHNE U U3FOTOBIIEHNE
OCYLLIECTBMSOTCS Taknum obpasom,
YTOObI OHM ObINN COBMECTUMbI C
NeKapCTBEHHbIMU cpeacTBamm (npu
ycrnosun cobniogeHns orpaHuyeHui no
NX NPUMEHEHMIO) B LieNsix obecneveHuns
3 hEeKTUBHOCTM KaK NleKapCTBEHHOIO
CpeAacTBa, Tak U MeaAULMHCKOro n3aenus
B COOTBETCTBMM C HA3HAYEHNEM.

FOCT IEC 60601-2-22-2011
FOCT ISO 11138-1-2012 po 31.12.2019
FOCT ISO 11138-2-2012 po 31.12.2019
FOCT ISO 11138-3-2012 no 31.12.2019
FOCT ISO 11140-1-2011 go 31.12.2019
FOCT ISO 11140-3-2011 po 31.12.2019
FOCT ISO 7864-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P NCO 14630-2011 po 31.12.2019
FOCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 7396-1-2011 go 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-201
no 31.12.2019
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PKNCO 3826-3-2011
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB ISO 3826-3-2014
CTB ISO 80601-2-56-2016

TpeboBaHusa n.10.3
GRwunn.14 OT
WOEHTUYHbI.
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10.4. Substances
10.4.1. Design and manufacture of
devices Devices shall be designed and
manufactured in such a way as to reduce
as far as possible the risks posed by
substances or particles, including wear
debris, degradation products and
processing residues, that may be
released from the device.
Devices, or those parts thereof or those
materials used therein that:
— are invasive and come into direct
contact with the human body,
— (re)administer medicines, body liquids
or other substances, including gases,
to/from the body, or
— transport or store such medicines,
body fluids or substances, including
gases, to be (re)administered to the body,
shall only contain the following
substances in a concentration that is
above 0,1 % weight by weight (w/w)
where justified pursuant to Section
10.4.2:
(a) substances which are carcinogenic,
mutagenic or toxic to reproduction
(‘CMR’), of category 1A or 1B, in
accordance with Part 3 of Annex VI to
Regulation (EC) No 1272/2008 of the
European Parliament and of the Council,
or
(b) substances having endocrine-
disrupting properties for which there is
scientific evidence of probable serious
effects to human health and which are
identified either in accordance with the
procedure set out in Article 59 of
Regulation (EC) No 1907/2006 of the
European Parliament and of the Council
or, once a delegated act has been
adopted by the Commission pursuant to
the first subparagraph of Article 5(3) of
Regulation (EU) No 528/2012 of the
European Parliament and the Council, in
accordance with the criteria that are
relevant to human health amongst the
criteria established therein.

B OT otcytcTByeT
MYHKT,
COOTBETCTBYHOLL MM
n.10.4.1 GR.

TpeboaHusa n.15(1)
OT MOXHO cumnTaThb No
CMbICITYy YaCTUYHO
WMOEHTUYHBIM
copepxanuio n.10.4.1(a)
GR.
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10.4.2. Justification regarding the
presence of CMR and/or endocrine-
disrupting substances The
justification for the presence of such
substances shall be based upon:

(a) an analysis and estimation of
potential patient or user exposure to
the substance;

(b) an analysis of possible alternative
substances, materials or designs,
including, where available,
information about independent
research, peer-reviewed studies,
scientific opinions from relevant
scientific committees and an analysis
of the availability of such alternatives;
(c) argumentation as to why possible
substance and/ or material
substitutes, if available, or design
changes, if feasible, are
inappropriate in relation to
maintaining the functionality,
performance and the benefit-risk
ratios of the product; including taking
into account if the intended use of
such devices includes treatment of
children or treatment of pregnant or
breastfeeding women or treatment of
other patient groups considered
particularly vulnerable to such
substances and/or materials; and (d)
where applicable and available, the
latest relevant scientific committee
guidelines in accordance with
Sections 10.4.3. and 10.4.4.

B OT otcytcTByeT
MYHKT,
COOTBETCTBYHOLL MM
n.10.4.2 GR.

28




10.4.3. Guidelines on phthalates

For the purposes of Section 10.4.,
the Commission shall, as soon as
possible and by 26 May 2018,
provide the relevant scientific
committee with a mandate to prepare
guidelines that shall be ready before
26 May 2020. The mandate for the
committee shall encompass at least
a benefit-risk assessment of the
presence of phthalates which belong
to either of the groups of substances
referred to in points (a) and (b) of
Section 10.4.1. The benefit-risk
assessment shall take into account
the intended purpose and context of
the use of the device, as well as any
available alternative substances and
alternative materials, designs or
medical treatments. When deemed
appropriate on the basis of the latest
scientific evidence, but at least every
five years, the guidelines shall be
updated.

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLL MM
n.10.4.3 GR.

10.4.4. Guidelines on other CMR
and endocrine-disrupting substances
Subsequently, the Commission

shall mandate the relevant scientific
committee to prepare guidelines as
referred to in Section 10.4.3. also for
other substances referred to in points
(a) and (b) of Section 10.4.1., where
appropriate.

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLL MM
n.10.4.4 GR.
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10.4.5. Labelling

Where devices, parts thereof or
materials used therein as referred to
in Section 10.4.1. contain substances
referred to in points (a) or (b) of
Section 10.4.1. in a concentration
above 0,1 % weight by weight (w/w),
the presence of those substances
shall be labelled on the device itself
and/or on the packaging for each unit
or, where appropriate, on the sales
packaging, with the list of such
substances. If the intended use of
such devices includes treatment of
children or treatment of pregnant or
breastfeeding women or treatment of
other patient groups considered
particularly vulnerable to such
substances and/or materials,
information on residual risks for those
patient groups and, if applicable, on
appropriate precautionary measures
shall be given in the instructions for
use.

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLL MM
n.10.4.5 GR.
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10.5. Devices shall be designed
and manufactured in such a way as
to reduce as far as possible the risks
posed by the unintentional ingress of
substances into the device taking into
account the device and the nature of
the environment in which it is
intended to be used.

15. INpwn npoekTnpoBaHun n
N3roTOBMEHNN MEANLNHCKMX U3genumi
OOIMKHbI BbITb MakCUManbHO CHUXXEHbI
pUCKu:

1) BbI3BaHHbIE BO3MOXHbIM
BblAeNeHNeM UM BbIMbIBaHMEM U3
MEeAMLIMHCKOro U3aenus onacHbIX 1
(nnn) BpeaHbIX BeLEeCTB (C y4eTOM UX
CeHCnbnNnanpyoLLLero 4encTeug,
KaHLEepOreHHOCTU, MyTareHHOCTH UIn
OTpYLaTENBHOMO BUSHMUSA Ha
penpoayKTUBHYI (OYHKLMIO);

2) cBA3aHHbIE C HeNpegHaMepPeHHbIM
nonagaHvem B MeAuLMHCKOE usgenve
MOCTOPOHHMX BELLECTB (C y4eTOM
Ha3HayeHus1, onpeaerieHHoro
npovssoauTenem, u npegnonaraeMbix
YCIOBWUIA MPUMEHEHUS MeaMULIMHCKOrO
nsgenus).

FOCT 31214-2016

OCT 31576-2012

OCT IEC 60601-2-22-2011
FOCT ISO 10993-11-2011

FOCT ISO 10993-1-2011 go 31.12.2019

FOCT ISO 10993-12-2015

FOCT ISO 10993-13-2011 go 31.12.2019

FOCT ISO 10993-13-2016
FOCT ISO 10993-14-2011
FOCT ISO 10993-15-2011

FOCT ISO 10993-16-2011 go 31.12.2019

FOCT ISO 10993-16-2016

FOCT ISO 10993-17-2011

FOCT ISO 10993-18-2011

FOCT ISO 10993-3-201100 31.12.2019
FOCT ISO 10993-4-2011

FOCT ISO 10993-5-2011 go 31.12.2019

FOCT ISO 10993-6-2011

FOCT ISO 10993-7-2016

FOCT ISO 10993-9-2015

OCT ISO 7864-2011 go 31.12.2019
FOCT ISO 7886-1-2011

FOCT ISO 7886-3-2011

FOCT ISO 7886-4-2011

FOCT ISO 8537-2011 po 31.12.2019
FOCT ISO/TS 10993-19-2011

FOCT ISO/TS 10993-20-2011

FOCT P 50267.2.54-2013

FOCT P 52770-2016

FOCT P NCO 7396-1-2011 po 31.12.2019

FOCT P NCO 80601-2-12-2013

FOCT P NCO 80601-2-13-201 no
31.12.2019

FOCT P NCO 80601-2-55-2015

TpeboBaHusa n.15(1)
OT MOXHO cunTaTb No
CMbICY YaCTUYHO
NOEHTUYHbIM
copepxanuio n.10.4.1(a)
GR.

TpeboBaHusa n.10.5
GRwun.15(2) OT
NOEHTUYHbI.
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MpogomkeHne nepeyHs FOCT no n.15

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PKNCO 3826-3-2011
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB ISO 3826-3-2014
CTE ISO 80601-2-56-2016

10.6. Devices shall be designed
and manufactured in such a way as
to reduce as far as possible the risks
linked to the size and the properties
of particles which are or can be
released into the patient's or user's
body, unless they come into contact
with intact skin only.

Special attention shall be given to
nanomaterials.

B OT otcyrctByeT
NyHKT,
COOTBETCTBYIOLLUI
n.10.6 GR.

TpeboBaHus ¢
yKasaHUsMn o
HaHoMmaTepuanax gaHbl
B n.23.2(4) OT.
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11. Infection and microbial contamination

9. Infection and microbial

2. MHheKUMOHHOE M MUKPOOHOE 3arpsisHeHne

KommeHTapum u

contamination MEeAMULIMHCKMX U3Lennii npumMeYyaHums
11.1. Devices and their 9.1 16. Mpwu n3roToBNEHUN FOCT EN 556-1-2011 Tpe6GosaHus n.11.1
manufacturing processes shall be ISO 10993 (series) MeOULIMHCKOro U3aenus OomKeH ObiTb Fgg :28 ;gggfg&ﬁo 31.12.2019 GRunn16 OT
designed in such a way as to ISO 7405 YCTPaHEH WM CHVKEH [0 JoMyCTUMOro FOCT ISO 7886-3-2011 NAEHTUYHBI.
eliminate or to reduce as far as IS0 14971 YPOBHS! PUCK MHULIMPOBAHMS FOCT ISO 7886-4-2011
possible the risk of infection to nonb3oBarternei u TpeTbUx nuu,. FOCT ISO 8537-2011
patients, users and, where KOHCTPYKUMS MeAULIMHCKOTrO M3aenus Ao 31.12.2019
; FOCT P NCO 14630-2011
app]lcable, other persons. The fonxkHa obecneymBaTb NPOCTOTY B [0 31.12.2019
design shall: akcnnyaTauum n 06CnyxmBaHum n npu rOCT P NCO 21534-2013
HEeo6XoaUMOCTU MakCUMarbHO CHU3UTb Fgg E ngg g}ggggg}g
PUCK T1I0BBIX MUKDOBHBIX yTeueK 13 [OCT P VICO 22442-1-2011 po 31.12.2019
ME/IVLIMHCKOTO U3ienus 1 (Mnk) FOCT P CO 22442-2-2011 o 31.12.2019
MUKPOBHOro BO3OENCTBUSA B MpoLecce FOCT P UCO 22442-3-2011
penorisosann 2 Taoxe gl Sha
NPeACTBPaLLATE MUKPOBHOE FOCT P UCO 7396-1-2011 g0 31.12.2019
3arpsa3HeHne meanumHCKoro nsgenma FOCT P UCO 80601-2-12-2013
UM NpoGbl Nosib3oBaTeNneM Unm FOCT P UCO 80601-2-55-2015
TPETLVM JTULIOM. CT PK NCO 3826-3-2011
CTE EN 12470-1-2014
CTB EN 556-2-2008 1o 31.12.2019
CTE ISO 3826-3-2014
CTE ISO 80601-2-56-2016
(a) reduce as far as possible and
appropriate the risks from unintended
cuts and pricks, such as needle stick
injuries,
(b) allow easy and safe handling,
(c) reduce as far as possible any 9.1(b)

microbial leakage from the device
and/or microbial exposure during
use, and

ISO 23328 (series)

(d) prevent microbial
contamination of the device or its
content such as specimens or fluids.

9.1(c)
ISO 23328 (series)

11.2. Where necessary devices
shall be designed to facilitate their
safe cleaning, disinfection, and/or re-
sterilisation.

B OT otcytctByeT
NyHKT,
COOTBETCTBYIOLLUI
n.11.2 GR.
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11.3. Devices labelled as having a
specific microbial state shall be
designed, manufactured and
packaged to ensure that they remain
in that state when placed on the
market and remain so under the
transport and storage conditions
specified by the manufacturer.

9.2
ISO 15985
IS0 10993-11
ISO 11737 (series)

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLL MM
n.11.3 GR.

11.4. Devices delivered in a sterile
state shall be designed,
manufactured and packaged in
accordance with appropriate
procedures, to ensure that they are
sterile when placed on the market
and that, unless the packaging which
is intended to maintain their sterile
condition is damaged, they remain
sterile, under the transport and
storage conditions specified by the
manufacturer, until that packaging is
opened at the point of use. It shall be
ensured that the integrity of that
packaging is clearly evident to the
final user.

9.3
ISO 11607 (series)
ISO 11135 (series)
ISO 11137 (series)
ISO 11138 (series)
ISO 11140 (series)
ISO 13004
ISO 13408 (series)
ISO 14160
ISO 14161
ISO 14937
ISO 15882
ISO 15883 (series)
ISO 17664
ISO 25424

17. MNpwn npoekTnpoBaHum,
N3roTOBMEHUN W YNAKOBKE MEOMULIMHCKNX
n3genui, UMeLMX crneymanbHbIn
MUKPOOMONOornyeckuin ctatyc B
COOTBETCTBMM C MaPKMPOBKOM, AOMMKHO
ObITb rapaHTUPOBAHO, YTO
MUKPOBMONOrnyeckun ctaTyc octaeTcs
6€e3 n3mMeHeHu Npu codnaeHnn
YCINOBUIN TPAHCMOPTUPOBKM M XpPaHEHUS,
onpeneneHHblX NnpoMsBoauTenem, Ao
Tex nop, Nnoka 3aluTHas yrnakoBka He
OyQeT HapyLleHa unu BekpbiTa.

B nepeyHe ctangapToB
(MpunoxeHune ot 04.09.2017 N7)
OTCYTCTBYIOT CTaHgapThbl no n.17
OT.

TpeboBaHus n.11.4
GRunn17 OT
NOEHTUYHbI.
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18. Mpwn npoekTMpoBaHuu,
N3roTOBIEHNN M YNAKOBKE MEONLIMHCKNX
N34envn, NoCTaBnsieMbIX B CTEPUITBHOM
COCTOSIHUK, JOIDKHA ObITh
rapaHTMpoBaHa UX CTEPUNbLHOCTb Npu
cobnoeHnn yCroBuin TpaHCNOPTUPOBKU
N XpaHeHusi, onpeaeneHHbIX
npoussoguTenem, 4o Tex nop, noka
3alluTHas ynakoBka He byaet
HapylweHa unu BckpbiTa. Takue
MeOULMHCKUE U3OEeNnus ynakoBbIBaOTCS
B OQHOPAa30BYHO YNaKOBKY.

FOCT ISO 11135-2012 go 31.12.2019
FOCT ISO 11137-1-2011
FOCT ISO 11137-2-2011 po 31.12.2019
FOCT ISO 14160-201100 31.12.2019
OCT ISO 7864-2011 go 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
OCT ISO 8537-2011 go 31.12.2019
FOCT P NCO 13408-1-2000 go 31.12.2019
FOCT P NCO 13408-2-2007
FOCT P NCO 13408-3-2011
FOCT P NCO 13408-4-2011
FOCT P NCO 13408-5-2011
FOCT P NCO 13408-6-2009
FOCT P NCO 14630-2011 go 31.12.2019
FOCT P NCO 14937-2012
FOCT P NCO 15882-2012
FOCT P NCO 15882-2012
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 17665-1-2016
FOCT P NCO 20857-2016
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 25424-2013
FOCT P NCO 25539-1-2012
FOCT P NCO 80601-2-55-2015
CT PKNCO 3826-3-2011
CTB EN 12470-2-2014
CTB ISO 3826-3-2014

B GR oTtcytcTBYET
MYHKT,
cooTBeTCTBYHOLWMI N.18
OT.
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11.5. Devices labelled as sterile
shall be processed, manufactured,
packaged and, sterilised by means of
appropriate, validated methods.

9.4

ISO 13004

ISO 13408 (series)
ISO 14160

ISO 14161

ISO 14937

ISO 15883 (series)
ISO 17664

ISO 17665-1

1SO 18472

ISO 20857

19. CtepunbHble MeguLMHCKNE
n3nenunsa nMbo MeauumHCKne nsnenvs,
MMetlLme cneunanbHbIn
MUKpOBMONornyeckun craTtyc,
narotaBnuearTcs, obpabaTbiBaloTCA U
npyv HEOBXOANMOCTUN CTEPUNUIYIOTCS C
NPUMEHEHNEM BanMaMpPOBaAHHbLIX
MeTonoB, 06opyaoBaHus, NPOLLECCOB.

FOCT EN 556-1-2011
FOCT ISO 11135-2012 po 31.12.2019
FOCT ISO 11137-1-2011
FOCT ISO 11137-2-2011 po 31.12.2019
FOCT ISO 11737-1-2012 po 31.12.2019
FOCT ISO 11737-2-2011 po 31.12.2019
FOCT ISO 14160-2011 go 31.12.2019
FOCT P NCO 13408-1-2000 go 31.12.2019
FOCT P NCO 13408-2-2007
FOCT P NCO 13408-3-2011
FOCT P NCO 13408-4-2011
FOCT P NCO 13408-5-2011
FOCT P NCO 13408-6-2009
FOCT P NCO 14630-2011 po 31.12.2019
FOCT P NCO 14937-2012
FOCT P NCO 15882-2012
OCT P NCO 15882-2012
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 17665-1-2016
FOCT P NCO 20857-2016
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 25424-2013
FOCT P NCO 25539-1-2012
CTB EN 556-2-2008 no 31.12.2019
CTB ISO 80601-2-56-2016

TpeboBaHua n.11.5
GRwunn.19 0T
WOEHTUYHbI.

Ho npuMeHAeMble
CTaHOapTbl Pa3yIN4HbI.

11.6. Devices intended to be
sterilised shall be manufactured and
packaged in appropriate and
controlled conditions and facilities.

9.5
ISO 14644 (all parts)
ISO 14698 (all parts)

20. MeaunumHckue nspenus,
TpebyoLme cTepunmsauumn, OIMKHbI
ObITb M3rOTOBIEHbI B YCITOBUAX
KOHTPOSNMPYEMOW YUCTOTbI
NPON3BOACTBEHHbLIX 30H.

FOCT NUCO 14644-1-2002 po 31.12.2019
FOCT NCO 14698-1-2005
FOCT NCO 14698-2-2005
FOCT P NCO 14630-2011 go 31.12.2019
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013

TpeboBaHusa n.11.6
GRunn.20 OT
WOEHTUYHbI.

11.7. Packaging systems for non-
sterile devices shall maintain the
integrity and cleanliness of the
product and,

where the devices are to be
sterilised prior to use, minimise the
risk of microbial contamination; the
packaging system shall be suitable
taking account of the method of
sterilisation indicated by the
manufacturer.

9.6,9.7
ISO 17664
IEC 60601 (all parts)
IEC/ISO 80601 (all parts)

9.7
ISO 10993 (series)
ISO 7405
ISO 11607 (series)

21. YnakoBKa HeCTepPUIbHbIX
MeOULMHCKUX U3genui oImkHa
obecneynBaTb UX LENOCTHOCTb U
YNCTOTY M B Crny4yae, ecnv MeauLMHCKoe
nsgenue JOmKHO BbITb CTEPUNM30BAHO
nepea MCnonb3o0BaHUEM, MakCUMansHO
CHU3UTb PUCK MUKPOBHOrO 3arpsisHeHus,
npy 3TOM ynakoBka [oMmKHa 6bITb
COBMECTMMOW C METOA0M
cTepunusauum, ykasaHHbIM
npou3soguTenem.

FOCT P NCO 14630-2011
no 31.12.2019

FOCT P NCO 16061-2011 oo
31.12.2019

FOCT P NCO 21534-2013

FOCT P NCO 21535-2013

FOCT P NCO 21536-2013

FOCT P NCO 22523-2007

TpeboBaHusa n.11.7
GRwun.21 0T
WOEHTUYHbI.
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11.8. The labelling of the device
shall distinguish between identical or
similar devices placed on the market
in both a sterile and a non-sterile
condition additional to the symbol
used to indicate that devices are
sterile.

9.8
1SO 15223-1
ISO 80601 (series)

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLL MM
n.11.8 GR.
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12. Devices incorporating a substance
considered to be a medicinal product and
devices that are composed of substances
or of combinations of substances that are

absorbed by or locally dispersed in the

human body.

10. Medical devices
incorporating a
substance considered to
be a medicinal
product/drug

3. MeguumHckue nsgenus, cogepxatime
BeLLeCTBO, pacCMaTpuBaemoe Kak
neKapcTBeHHOEe CPpeAcTBO

KommeHTapum u
npumevaHus

12.1. In the case of devices
referred to in the first subparagraph of
Article 1(8), the quality, safety and
usefulness of the substance which, if
used separately, would be considered
to be a medicinal product within the
meaning of point (2) of Article 1 of
Directive 2001/83/EC, shall be
verified by analogy with the methods
specified in Annex | to Directive
2001/83/EC, as required by the
applicable conformity assessment
procedure under this Regulation.

22. B cny4ae ecnu meguumHcKue
nsgenusa cogepkaT BeLeCcTBO, KOTOpoe
npy CamMoCTOATENBHOM UCMOMb30BaHWUMU
MOXET CUMTaTbCS NEKapCTBEHHBIM
CpeacTBOM B COOTBETCTBUM C MYHKTOM 1
ctateun 1 CornaweHms o eauHbIX
NpuHUMNax u npaeunax obpaileHunsi
nekapCTBEHHbIX CPeACcTB B paMKkax
EBpasminckoro SKOHOMUYECKOro coko3a
ot 23 pgekabps 2014 roga n kotopoe
oKasblBaeT JOMNOMNHUTENbHOE
BO3JENCTBME Ha OpraHM3M YeroBeka
HapsiAy ¢ BO3AENCTBUEM MEOULNHCKUX
nsgenun, noaTeepXxaeHme
6e30nacHOCTU N 3PPEKTMBHOCTUN TaKUX
MEeOULMHCKUX U34envin BKITOYaeT B
cebs1 nogTBEPXAEHNE ©E30MNacHOCTM U
3 PEKTUBHOCTUN NIEKAPCTBEHHOIO
cpencTBa C y4eTOM €ro NpUMEHEHUS B
COCTaBe MeAMLUUHCKMX N3OEeNUN.

FOCT P NCO 14630-2011
no 31.12.2019
FOCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 25539-1-2012

TpeboBaHus n.12.1
GRwunn.22 0T
WOEHTUYHbI C Y4ETOM
yKasaHuin Ha
COOTBETCTBYIOLLME
pernaMmeHTupyoLwmne
[okymeHTbl EQC n
EASC.
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12.2. Devices that are composed
of substances or of combinations of
substances that are intended to be
introduced into the human body, and
that are absorbed by or locally
dispersed in the human body shall
comply, where applicable and in a
manner limited to the aspects not
covered by this Regulation, with the
relevant requirements laid down in
Annex | to Directive 2001/83/EC for
the evaluation of absorption,
distribution, metabolism, excretion,
local tolerance, toxicity, interaction
with other devices, medicinal
products or other substances and
potential for adverse reactions, as
required by the applicable conformity
assessment procedure under this
Regulation.

B OT otcyrctByeT
NYHKT,
COOTBETCTBYHOLL MM
n.12.2 GR,
cofepxXaLlnin CCbIfKy Ha
pernaMmeHTUpyoLwnin
nokymeHT ESC.
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13. Devices incorporating materials of
biological origin

11. Medical devices
incorporating materials
of biological origin

4. MegmumHcKue nsaenus, cogepxatime
maTepuanbi 6MoNormyeckoro
NPOUCXOXKAEHUA

KommeHTapuu u
npvMeYaHus

13.1. For devices manufactured
utilising derivatives of tissues or cells
of human origin which are non-viable
or are rendered non-viable covered
by this Regulation in accordance with
point (g) of Article 1(6), the following
shall apply:

(a) donation, procurement and testing
of the tissues and cells shall be done
in accordance with Directive
2004/23/EC;

(b) processing, preservation and any
other handling of those tissues and
cells or their derivatives shall be
carried out so as to provide safety for
patients, users and, where applicable,
other persons. In particular, safety
with regard to viruses and other
transmissible agents shall be
addressed by appropriate methods of
sourcing and by implementation of
validated methods of elimination or
inactivation in the course of the
manufacturing process;

(c) the traceability system for those
devices shall be complementary and
compatible with the traceability and
data protection requirements laid
down in Directive 2004/23/EC and in
Directive 2002/98/EC.

11.1
ISO 22442 (all parts)
ASTM F2027
ASTM F2212

23. B cnyyae ecnvu meauumHckme
nsgenusi cogepxat buonoruyeckue
MaTepwuarnbl XXUBOTHbIX, TO UCMOMb3yeMble
ONS 3TUX Lenem XXMBOTHbIE AOMKHbI
noaBepraTbCs BETEPUHAPHOMY KOHTPOJIO
(Hagsopy), No pesynbTaTtamM KOTOPOro OHU
OOJDKHbI ObITb MPU3HAHbLI 300POBLIMY C
Y4Y4ETOM Ha3Ha4YeHWs1 UCNONb3yeMbIX
6uonornyeckmx matepmanos. 340pOBbIM
KMBOTHOE MPU3HAETCs B Crlydae OTCYTCTBMUS
3aboneBaHuiA, KOTOpblEe MOTYT NMOBMNUSITL HA
6e3onacHOCTb U 3 HEKTUBHOCTD
MEAMWLMHCKOro U3aenusi.

WHdopmauua npomssogmtens
MEAMLMHCKOro u3aenusi o buonormyeckmx
MaTepuanax, B TOM 4ucre o Bbibope
XMBOTHBIX, X reorpacuyeckom
NPOUCXOXAEHUU, B3ATUM NPO6, yCnoBmsax
06paboTku, XpaHeHUst n obpaLleHus ¢
GuonornyeckuMn Mmatepuanamm, OrmKHa
XPaHUTbCS B YNOMHOMOYEHHOM OpraHe
rocygapcTsa - uneHa Coto3a B chepe
3[paBOOXpaHeHus (aanee -
YNOSTHOMOYEHHbIV OpraH rocygapcrea-
uneHa).

O6paboTka, XpaHeHune, TECTUPOBaHUE U
ob6palleHune ¢ bruonornyeckumm
MaTtepuanamMmm XXMBOTHOTO MPOUCXOXOEHMS
OOJDKHbI 06ecneynBaTh 6€30MacHOCTb
nonb3oBartenen n TpeTbux nuu. B
YaCTHOCTK, 6€30MaCHOCTb B OTHOLLEHWUN
BUPYCOB, OPYIMX UHIEKLNOHHBIX areHTOB U
MHbIX BO3OyauTener 6onesHen, obLwmx ans
YyenoBeka U XXMBOTHbIX, AOMKHa
obecneymBaTbCs NOCPEACTBOM NPUMEHEHUS
BanNUAMPOBaHHbIX METOLAOB YHUUYTOXEHUS
WITM UHAKTUBALUK B Xo4e
Npon3BOACTBEHHOIO npoLlecca.

FOCT 31515.3-2012
no 31.12.2019
FOCT P NCO 14630-2011
no 31.12.2019
OCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22442-1-2011 po 31.12.2019
FOCT P NCO 22442-2-2011 go 31.12.2019
FOCT P NCO 22442-3-2011
FOCT P NCO 25539-1-2012

TpeboaHus n.13.
GR caepxat cCbIfikM Ha
eBponenckme
OupekTunebl 2004/23/EC
1 2002/98/EC 1
oTnunyatTcs oT
TpeboBaHnn n.23 OT.
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13.2. For devices manufactured
utilising tissues or cells of animal
origin, or their derivatives, which are
non-viable or rendered non-viable the
following shall apply:

(a) where feasible taking into account
the animal species, tissues and cells
of animal origin, or their derivatives,
shall originate from animals that have
been subjected to veterinary controls
that are adapted to the intended use
of the tissues. Information on the
geographical origin of the animals
shall be retained by manufacturers;
(b) sourcing, processing,
preservation, testing and handling of
tissues, cells and substances of
animal origin, or their derivatives,
shall be carried out so as to provide
safety for patients, users and, where
applicable, other persons. In
particular safety with regard to viruses
and other transmissible agents shall
be addressed by implementation of
validated methods of elimination or
viral inactivation in the course of the
manufacturing process, except when
the use of such methods would lead
to unacceptable degradation
compromising the clinical benefit of
the device;

(c) in the case of devices
manufactured utilising tissues or cells
of animal origin, or their derivatives,
as referred to in Regulation (EU) No
722/2012 the particular requirements
laid down in that Regulation shall

apply.

11.2
ISO 22442 (all parts)
ASTM F2027
ASTM F2212

24. B cny4ae ecnv meavunHCKue
nsgenus cogepxat buonornyeckue
MaTepwuarnbl YeJIOBEYECKOrO
NPOUCXOXAEHUS, TO BbIDOP JOHOPOB, a
Takke obpaboTka, XxpaHeHue,
TecTupoBaHue 1 obpalleHne ¢
BGronormyeckumn matepmanamm
YenoBEeYeCKOro NPOMCXoXAeHUS
OCYLLECTBMAKTCS B COOTBETCTBUN C
3aKOHOAATENbCTBOM roCyAapCTB -
yneHoB Coto3a 1 A0mMKHBbI
obecneunBaTb ONTMMarbHYHO
©e30nacHOCTb NoNnb3oBaTenen u
TpeTbux nuy. B yacTtHoCTH,
6e30nacHOCTb B OTHOLLEHUN BUPYCOB U1
OPYrMX MHAPEKLMOHHBIX areHTOB AOoMkHa
obecneumnBaTbCcs NOCPEACTBOM
NpUMeEHeHNs1 BanNnnanpoBaHHbIX METOAOB
YHUUTOXEHUS UNN NHAKTMBALMMN B XO4E
NpPOM3BOACTBEHHOIO NPoLec He
MOMHOCTbIO MAEHTUYHbI, pa3HuLa B TOM,
Bn.1 GRuB n.1 ER roBoputcs o
patient, a B .8 OT o nonb3oBaTene.ca.

B nepe4He ctaHgapToB
(MpunoxeHune ot 04.09.2017 N7)
OTCYTCTBYIOT cTaHAapTbl no n.24 OT.

TpeboBaHus n.
13.2 GR cxoxu no
CMbICITY C
TpeboBaHnamu n 24 OT.

Mn.13.2GR
COOEPXKUT CChINKY Ha
€BpONEencKkni
PernameHnT 722/2012, a
n 24 OT —Ha
3aKOHOAATENbCTBO
EAQ3C.
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13.3. For devices manufactured
utilising non-viable biological
substances other than those referred
to in Sections 13.1 and 13.2, the
processing, preservation, testing and
handling of those substances shall be
carried out so as to provide safety for
patients, users and, where applicable,
other persons, including in the waste
disposal chain. In particular, safety
with regard to viruses and other
transmissible agents shall be
addressed by appropriate methods of
sourcing and by implementation of
validated methods of elimination or
inactivation in the course of the
manufacturing process. 5.5.2017 L
117/98 Official Journal of the
European Union EN

11.3
ISO 22442 (all parts)
ASTM F2027
ASTM F2212

25. B cny4ae ecnv meavunHckue
nsgenuvsa cogepxart buonormyeckue
MaTepwuanbl MMKPOGHOIo
npovcxoxaeHus, To obpaboTtka,
XpaHeHue, TECTUPOBaHUe 1 obpalleHne
¢ BronorvyeckumMmm maTepumanamm aTom
npupoabl SOMKHbI 0becneynBaTb
onTumarnbHyto 6e3onacHoOCTb
nonb3oBartenen u TpeTbux nuu,. B
YacTHOCTU, 6e30MacHOCTb B OTHOLLIEHUN
BMPYCOB M APYrMX MHPEKLMOHHbIX
areHToB JomkHa obecneyvnBaTbCs
nocpeacTBOM MPUMEHEHUS
BanmaupoBaHHbIX METOAOB
YHUUTOXEHWS UNN MHaKTMBALMKN B XO4e
NpPOu3BOACTBEHHOIO NpoLecca.

B nepeyHe ctaHgapToB
(MpunoxeHune ot 04.09.2017 N7)
OTCYTCTBYIOT cTaHAapTbl no n.25 OT.

TpeboBaHus n.
13.3 GR cxoxu no
CMbICITY C
TpeboBaHnamu n 26 OT.
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14. Construction of devices and interaction

12. Environmental

5. MeguuuHckne nspenums, npuMeHseMble B

KommeHTapuu u

with their environment properties YCNOBUAIX BO3AEWCTBUSA BHELIHNX (paKTOPOB npumMeyaHums
14.1. If the device is intended for 12.1 27. B cny4yae ecnv meavumnHcKne rOCT 31515.3-2012 #o 31.12.2019 Tpe6osaHus n.14.1
. . . . . IEC 60601 (all arts) OCT IEC 60601-2-22-2011
use in combination with other devices p n3genua npegHasHaveHbl s FOCT ISO 10555-1-2011 go 31.12.2019 GRwunn.27 OT
or equipment the whole combination, | IEC/ISO 80601 (all parts) | qpmeHermns B koMBUHaLMM C APYrMU rOCT ISO 10555-5-2012 #0 31.12.2019 WOEHTUYHBI.

including the connection system shall
be safe and shall not impair the
specified performance of the devices.
Any restrictions on use applying to
such combinations shall be indicated
on the label and/or in the instructions
for use. Connections which the user
has to handle, such as fluid, gas
transfer, electrical or mechanical
coupling, shall be designed and
constructed in such a way as to
minimise all possible risks, such as
misconnection.

ISO 80369 (all parts)
ISO/IEEE 11073 (all
parts)

ASTM F2761

1SO 14971

ISO 5356 (series)
ISO 5359

ISO 21969

IEC 80001-1
IEC/ISO 80001-2
(series)

MEeAMLMHCKUMU U3genmusmm n (unm)
obopyaoBaHueM, Bcs KOMBUHaUWs,
BKITOMAsA COEQNHUTENBHYO CUCTEMY,
nomkHa bbiTb 6e3onacHoOn 1 He JoMmKHa
yXyowaTh 3asABEHHbIE
PYHKLMOHarbHbIE XapaKTePUCTUKN
MeauLMHCKNX n3genun. Jliobble
N3BECTHbIE OrpaHMYeHNs No
NPUMEHEHMIO TaKOW KOMOMHAaLMK
YKa3bIBalOTCsl HA MapKNPOBKE U (UNn) B
WHCTPYKLUUKN NO NpuMeHeHuto. lMpun
NPOEKTUPOBAHUN N N3FOTOBIIEHUN
COEOUHUTENbHbIX CUCTEM OOKHbI BbITh
MaKCUMambHO CHUXEHbI BO3MOXHbIE
PUCKN HENPaBWUIbHOIO COeaUHEHNS.

FOCT ISO 7864-2011 no 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011 no 31.12.2019
FOCT P 50267.2.54-2013
FOCT P NCO 14630-2011 go 31.12.2019
FOCT P NCO 16061-2011 go 31.12.2019
FOCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 22675-2009 o 31.12.2019
FOCT P NCO 25539-1-2012
FOCT P NCO 7396-1-2011 go 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PKNCO 3826-3-2011
CTB ISO 3826-3-2014
CTB I1SO 80601-2-56-2016

CTB EH 1041-2006 no 31.12.2019
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14.2. Devices shall be designed and
manufactured in such a way as to remove
or reduce as far as possible:

(a) the risk of injury, in connection with
their physical features, including the
volume/pressure ratio, dimensional and
where appropriate ergonomic features;

(b) risks connected with reasonably
foreseeable external influences or
environmental conditions, such as
magnetic fields, external electrical and
electromagnetic effects, electrostatic
discharge, radiation associated with
diagnostic or therapeutic procedures,
pressure, humidity, temperature,
variations in pressure and acceleration or
radio signal interferences;

(c) the risks associated with the use of the
device when it comes into contact with
materials, liquids, and substances,
including gases, to which it is exposed
during normal conditions of use;

(d) the risks associated with the possible
negative interaction between software and
the IT environment within which it
operates and interacts;

(e) the risks of accidental ingress of
substances into the device;

(f) the risks of reciprocal interference with
other devices normally used in the
investigations or for the treatment given;
and

(g) risks arising where maintenance or
calibration are not possible (as with
implants), from ageing of materials used
or loss of accuracy of any measuring or
control mechanism.

12.2
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

(@)
IEC 62366-1
IEC 60601-1-6

(b)

IEC 62366-1
IEC 60601-1-6
AAMI HE

(c)

IEC 60601-1-2
IEC 60601-1-11
IEC 60601-1-12

(d)

IEC 60601 (all parts) and
IEC/ISO 80601 (all parts)
ISO 13402

(e)

IEC 60601-1

IEC 62304

ISO/IEEE 11073 (all parts)

(f)

ISO/IEEE 11073 (all parts)
IEC 60601-1-2

28. MeaunumHckue nsgenusi
NMPOEKTUPYIOTCH M U3roTaBMNMBaloTCA
Takum obpasom, YToObl YCTPaHUTb Unn
CHU3WTb 40 NPUEMIIEMOIO YPOBHS:

1) pyCk TpaBMUPOBaHWSA NOMb30BaTENS
UNn TPeTbUX NUL, B CBA3M C
PU3NYECKMMM XapaKTEPUCTMKAMU
MEeOULMHCKOTO U3Oenus;

2) pyck oLnBKM Npu MCNOMb30BaHUK
MeOULMHCKUX u3genui ns-3a
KOHCTPYKTMBHbIX XapakTEPUCTUK UK
YyeroBeyeckoro gpakTopa;

3) p1CK, CBA3aHHbI C 0O BEKTUBHO
npeackasyemMbiMy BHELLHUMM
BO3OENCTBUAMW UMW TaKUMK
OKpYXarLUMn yCIoBUSIMK, Kak
BHELLHWE 3NEKTPOMAarHuTHbIE MOons,
anekTpocTaTMyeckne paspsagbl,
nsnydeHue, atmocepHoe aaBneHune u
ero nepenagbl, BNaXHOCTb 1
TemnepaTypa Bo3ayxa;

4) pUck, CBA3aHHbIW C UCMONIb30BaHNEM
MEeOULMHCKUX U3Jenui Npu KOHTaKTe ¢
mMatepuanamu, XMaKoCTsIMU 1 rasamu,
BO30EWNCTBUIO KOTOPbIX MEOULUHCKME
n3aenvs NoABeprarTcs B HOpMaribHbIX
YCINOBUSIX 3KCMyaTauuu;

5) pucK, CBA3aHHbINA C BO3MOXHbIM
HeraTMBHbLIM B3aMMOLENCTBMEM MEXAY
nporpaMmHbiM obecneyeHnem
MEeOULMHCKUX U34EeNni U yCNoBUsiMU, B
KOTOPbIX OHO 3KCNIyaTupyeTcs;

6) pyck cnyyanHoro nonagaHust
MOCTOPOHHUX BELLECTB B MEANLIMHCKNE
nsgenvs;

7) pUCK B3aMMHbIX NMOMEX, CBA3aHHbIX C
OPpYrMMu yCTponcTBamm, obbl4HO
NpMMEHAEMbIMU B fie4ebHo-

OnarHocTn4ecKkom npouecce,

8) p1CK, BO3HUKAIOLLUIA NP HEBO3MOXHOCTU
TEXHUYECKOro 06CNyXMBaHWSA UNu KanubpoBKn
MeOULMHCKUX u3genuin (Hanpumep, ans
MMMNaHTaToB), U3-3a CTAapPEHNS UCTIONb3YEMbIX
MaTepuarioB Unm noTepu TOYHOCTH
N3MEepUTENBHOIO UMW KOHTPONBHOMO YCTPOMCTBA.

FOCT 31515.3-2012 go 31.12.2019
OCT IEC 60601-2-22-2011
FOCT ISO 10555-1-2011 go 31.12.2019
FOCT ISO 10555-5-2012 no 31.12.2019
OCT ISO 7864-2011 go 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 52459.27-2009
FOCT P 52459.31-2009
FOCT P NCO 14630-2011 po 31.12.2019
FOCT P NCO 16061-2011 go 31.12.2019
OCT P NCO 16201-2010
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-2-2014 go 31.12.2019
FOCT P M3K 60601-1-6-2014
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PKWNCO 3826-3-2011
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB ISO 3826-3-2014
CTB ISO 80601-2-56-2016

MepBble
npegnoxeHusa n.14.2
GRunn.28 OT
VWOEHTUYHbI.

TpeboBaHus n.14.2
(a) GRn n.28(1,2) OT
Mo CyTM MOXHO CYMTaTb
NOEHTUYHBIMMN.

TpeboBaHusa n.14.2
(b) GR n n.28(3) OT
NpaKkTU4Yecku
NMOEHTUYHbI.

TpeboBaHus n.14.2
(c,d,e,f,g) GRu
n.28(4,5,6,7,8) OT
NOEHTUYHbI.
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14.3. Devices shall be designed
and manufactured in such a way as to
minimise the risks of fire or explosion
during normal use and in single fault
condition. Particular attention shall be
paid to devices the intended use of
which includes exposure to or use in
association with flammable or
explosive substances or substances
which could cause combustion.

12.4
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

29. MeguunHckue nagenusi
NMPOEKTUPYIOTCH M U3roTaBNMBaloTCA
Takum obpasom, YToObl YCTPaHUTb Unun
MaKCMMarbHO CHU3UTL PUCK
BOCMIIaMEHEHUs1 Unn B3pbiBa B
HOpMarbHbIX YCMOBUSIX SKCMyaTauum
Unu B criyyae eaMHUYHOro OTKasa.
Ocoboe BHMUMaHWe JOIMKHO YAensaTbes
MEeOULMHCKUM U38enusam,
NPUMEHSEMbIM C UCMOfb30BaHNEM
NEerkoBOCMNIaMEHSIOLLIMXCH UMK
B3pbIBYaTbIX BELLECTB.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 16201-2010
FOCT P NCO 22523-2007

FOCT P NCO 7396-1-2011 po 31.12.2019

FOCT P NCO 80601-2-12-2013

FOCT P NCO 80601-2-13-2013

FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTE ISO 80601-2-56-2016

TpeboBaHusa n.14.3
GRunn.29 OT
WOEHTUYHbI.
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14.4. Devices shall be designed
and manufactured in such a way that
adjustment, calibration, and
maintenance can be done safely and
effectively.

12.5
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

26. MeguunHckue nagenusi
NMPOEKTUPYIOTCH M U3roTaBnMBaloTCA
Takum obpasom, YTodbl nx cbopka,
HacTpowka, kKanubposka,
Mcnonb3oBaHue N obcnyxrBaHue B
YCINOBUSIX BO3OENCTBUS BHELLHUX
¢akTopoB 6bINKU NpoBeaeHbl 6e3onacHo
n obecneumnu oxmaaemyio
3 PEKTUBHOCTb MEANLIMHCKOTO
NMPUMEHEHMS.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012

TpeboBaHusa n.14.4
GRwunn.26 OT
WOEHTUYHbI.

14.5. Devices that are intended to
be operated together with other
devices or products shall be designed
and manufactured in such a way that
the interoperability and compatibility
are reliable and safe.

B OT, a Takxe B EP
OTCYTCTBYET MYHKT,
COOTBETCTBYHOLLMI
n.14.5 GR

14.6 Any measurement,
monitoring or display scale shall be
designed and manufactured in line
with ergonomic principles, taking
account of the intended purpose,
users and the environmental
conditions in which the devices are
intended to be used.

13.3
IEC 60601-1-6
IEC 62366-1
AAMI HE75

32. UsmepuTtenbHble, KOHTPOMbHbIE
UNW UHOUKATOPHbIE LLKanbI
NPOEKTUPYIOTCA B COOTBETCTBUN C
3ProHOMUYECKUMU NPUHLIMNAMU C
y4eTOM Ha3HayYeHMs MeaNLMHCKOro
nsgenvsi.

MpumeHsiemble k N.32 FTOCTbI cMOTpU
HuxXe

TpeboBaHusa n.14.6
GR naoeHTUYHBbI
nepBoMy NpeanoXeHuto
n.32 OT n3 pasgena «6.
MeauumHckne nsgenus,
OTHOCSLLMECS K
cpeacTBam U3aMepeHniny
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14.7. Devices shall be designed
and manufactured in such a way as to
facilitate their safe disposal and the
safe disposal of related waste
substances by the user, patient or
other person. To that end,
manufacturers shall identify and test
procedures and measures as a result
of which their devices can be safely
disposed after use. Such procedures
shall be described in the instructions
for use.

30. MeanumHckne nsgenus
NPOEKTUPYIOTCA U N3rOTaBIMBAOTCS
Takum obpasom, YToObl CNOCOOCTBOBATL
BGe3onacHon yTunusaumm oTxoa0s,
obpasoBaBLUMXCS Nocne
NCNONb30BaHUSA MeAULMHCKUX U3OeNniA.

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012

TpeboBaHusa n.14.7
GR 1 n.30 OT no cyTtu
NOEHTUYHbI.
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15. Devices with a diagnostic or measuring
function

5.9. Medical devices with
a diagnostic or
measuring function

6. MeauuuHckne u3genus, OTHOCSALWMECS K
CpeAcTBaM U3MepeHui

KommeHTapuu u
npvMeYaHus

15.1. Diagnostic devices and
devices with a measuring function,
shall be designed and manufactured
in such a way as to provide sufficient
accuracy, precision and stability for
their intended purpose, based on
appropriate scientific and technical
methods.

The limits of accuracy shall be
indicated by the manufacturer.

5.9.1.

31. MeanumHckne nsgenus,
BKITHOYEHHbIE B NepeyYeHb MeaUNLIMHCKMX
N30enuin, OTHOCALLMXCA K CPeacTBamM
N3MEpPEHNI, B OTHOLLEHNN KOTOPbIX
NPOBOOATCS MUCMbITaHMS B LiEeNsax
YTBEPXAEHMSA TUMA CPeacTB N3IMEpPEHUHN,
NPOEKTUPYIOTCA U U3rOTaBMMBaOTCA
Takum obpasom, 4Tobbl obecneunTb
OO0CTaTOUYHY TOYHOCTb,
NPEeLMN3NOHHOCTb N CTabUNBHOCTL C
YY4E€TOM Ha3HAYeHUS MeULMHCKOrO
nsgenus.

FOCT 28271-89
FOCT 31515.3-2012

no 31.12.2019
FOCT IEC 60580-2011
OCT IEC 60601-2-22-2011
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
OCT ISO 9801-2011

no 31.12.2019
FOCT OIML R 76-1-2011
FOCT P 54794-2011
FOCT P NCO 12866-2011
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB IEC 60645-1-2014
CTB IEC 60645-2-2010
CTB ISO 80601-2-56-2016

TpeboBaHusa n.14.7
GR 1 n.30 OT no cytu
WOEHTUYHbI.

B GR otcytcTBYET
NOHATUE « NEpPEYEHb
MeLMWLMHCKMUX U3Lenun,
OTHOCSILLNXCA K
cpenctesaMm U3MEpPEHUIN»
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32. NamepuTtesnbHble, KOHTPOSbHbIE
UNN MHOVKaTOPHbIE LIKanbl
NMPOEKTUPYIOTCH B COOTBETCTBUN C
3ProHOMUYECKUMM NPUHLIMNAMU C
Y4E€TOM Ha3HaYeHUs MeaULMHCKOro
nsgenus.

UuncnoBble 3HaYeHNA JOMKHbI BbIThb
BblpaKeHbl B 0OLLENPUHATLIX eauHuLax

n3MepeHuna N NOHATHbI NOJ1b30BATENAM.

FOCT 28271-89
FOCT 31515.3-2012 no 31.12.2019
OCT IEC 60580-2011
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011 po 31.12.2019
OCT ISO 9801-2011 go 31.12.2019
FOCT OIML R 76-1-2011
FOCT P 50267.2.54-2013
FOCT P 54794-2011
FOCT P 8.605-2004
FOCT P NCO 12866-2011
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 62366-2013 go 31.12.2019
CT PK 2.189-2010
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60645-1-2014
CTB IEC 60645-2-2010
CTB ISO 80601-2-56-2016
FOCT P M3K 60601-1-6-2014
CTB FOCT P 8.605-2012

TpeboBaHusa nepBoro
npeanoxenuns n.32 OT
MaeHTUYHbI N.14.6 GR

15.2. The measurements made by
devices with a measuring function
shall be expressed in legal units
conforming to the provisions of
Council Directive 80/181/EEC.

33. Pe3ynbTaTthl uUsmepeHui,
BbIMOJSIHEHHbLIX C UCMOJTb30BaAHNEM
MEANLMHCKOro U3aenusi, OTHOCSLLIErocst
K cpeacTBaM U3MEPEHUIA, BblpaXatoTcst
B eQuHMLax BenuunH MexxgyHapoaHom
cuctembl eamnHuny (CA) nnm Bo
BHECUCTEMHbIX €ANHULAX BENUYNH B
COOTBETCTBUN C NEPEYHEM
BHECUCTEMHbIX €AUHUL, BEMUYUH,
NpPUMEHsIEMbIX Npu pa3paboTke
TexHu4eckux pernameHtoB Cotosa
(BKItOYAs MX COOTHOLLEHUS C
MexayHapoaHon cucteMon eanHuL,
(CW), yTBepxxgaembim EBpasunckon
3KOHOMMYECKOW KOMUCCUEN (panee -
Komuccus).

FOCT 28271-89
FOCT 31515.3-2012
no 31.12.2019
FOCT IEC 60580-2011
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 9801-2011
no 31.12.2019
FOCT OIML R 76-1-2011
FOCT P 54794-2011
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 62366-2013 go 31.12.2019
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60645-1-2014
CTB IEC 60645-2-2010
CTB ISO 80601-2-56-2016
CTB EH 1041-2006 go 31.12.2019

TpeboBaHus n.14.7
GR 1 n.30 OT no cytu
NMOEHTUYHbI.

Ho B n.15.2 GR paHa
Ccbifika Ha [upekTuBy
ESC, an.33 OT —Ha
pernameHnTbl EASC.
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16. Protection against radiation

5.11. Protection against

7. 3awWwmTa oT U3nyyeHus

KommeHTapuu u

radiation npumMeyaHms
16.1. General 34. MeguuunHckne nsgenus rOCT IEC 60601-2-22-2011 TpebGoBaHus
NPOEKTUPYIOTCS, N3rOTaBNMBAKOTCA U Fgg Eg&;‘g‘;@gﬁfg%m 31.12.2019 n.16.1(a) GR nn.34 OT
(a) Devices shall be designed, 5.11.1. ynaKkoBbIBaOTCS Takum 06pas3oM, 4Tobbl FOCT P MCO 80601-2-12-2013 NOEHTUYHBI.
manufactured and packaged in such MUHMMaIbLHO noasepraTtb rOCT P 1CO 80601-2-13-2013
a way that exposure of patients, users nonb3oBartenei U TpeTbUX nuu rOCT P MOK 60601-1-2010 po 31.12.2019
and other persons to radiation is BO34ENCTBMIO N3NYYEHUs, HE YMEeHbLUas Fgg E ng 28281_;_?_3812
reduced as far as possible, and in a npy TOM YCTaHOBIEHHbIE YPOBHM FOCT P M3K 60601-2-16-2016
manner that is compatible with the n3ny4deHusi, Heobxoammble Ans rOCT P M3K 60601-2-18-2014
intended purpose, whilst not JOCTUXEHUS AUarHOCTUYECKUX U roCT P M3K 60601-2-19-2011
restricting the application of TepaneBTUYECKNX Lenen. Fgg E ng gggg]'g'g?‘ggl ;
appropriate specified levels for FOCT P M3K 60601-2-2-2013 B OT otcytcTByet
therapeutic and diagnostic purposes. rOCT P M3K 60601-2-25-2016 MYHKT,
FOCT P M3K 60601-2-27-2013 COOTBETCTBYHOLLMIA

(b) The operating instructions for 5.11.2. FOCT P MK 60601-2-28-2013 n.16.1(b) GR

devices emitting hazardous or
potentially hazardous radiation shall
contain detailed information as to the
nature of the emitted radiation, the
means of protecting the patient and
the user, and on ways of avoiding
misuse and of reducing the risks
inherent to installation as far as
possible and appropriate. Information
regarding the acceptance and
performance testing, the acceptance
criteria, and the maintenance
procedure shall also be specified.

FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTE IEC 60601-2-43-2012
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16.2. Intended radiation
(a) Where devices are designed to
emit hazardous, or potentially
hazardous, levels of ionizing and/or
non- ionizing radiation necessary for
a specific medical purpose the benefit
of which is considered to outweigh
the risks inherent to the emission, it
shall be possible for the user to
control the emissions. Such devices
shall be designed and manufactured
to ensure reproducibility of relevant
variable parameters within an
acceptable tolerance.

(b) Where devices are intended to
emit hazardous, or potentially
hazardous, ionizing and/or non-
ionizing radiation, they shall be fitted,
where possible, with visual displays
and/or audible warnings of such
emissions.

14.2(a)
IEC 60601 (all parts)
IEC/ISO 80601 (all parts)
IEC 60601-1-3
IEC 60825
IEC 61217
IEC 62471

14.2(b)
IEC 60825
IEC 62471

35. B MeANLMHCKUX n3genusx,
npegHasHa4YeHHbIX Ansi reHepupoBaHns
OMNacHbIX UK NOTEHLMANbHO ONacHbIX
n3ny4yeHni, HeobXoANMbIX OIS
OOCTUXKEHUS KOHKPETHbIX MEANLIMHCKUX
uernen, B cnyyae ecnu nonb3a ot
NCNONb30BaHUA ATUX U3NYYEHUI
BbICOKON MHTEHCUBHOCTM CUMTaeTcH
Bonee 3HaA4YMTENbHOW MO OTHOLLEHUIO K
OMacCHOCTK, 3aKro4arlLLencs B
N3ny4yeHnn, JOImKHa
npegycmMaTpuBaTbCs BO3MOXHOCTb
ynpaBreHnst 3TUM1 U3NYy4EHUSMN CO
CTOpPOHbI Nonb3osatend. Mpu
NPOEKTUPOBAHNN U U3FOTOBMEHUN TaKNX
MEeOMLMHCKMX U34enni A0MmKHa
obecneunBaTbCcsa BOCMPOM3BOAUMOCTb
N3MeHsAeMbIX NapaMeTpoB
reHepMpyemoro usny4yeHus B
OOoNyCTUMbIX Npeaenax.

MeauunHckne nsgenus,
npegHasHa4YeHHble 1S reHepMpoBaHUs
onacHoro BUANMOro u (unu)
HEeBUOMMOrO U3Ny4yeHusi, ocHallaTCcs
BM3yarnbHbIMU U (M) 3BYKOBbLIMM
cpegcTBamMu nNpeaynpexgeHns o
Hanuunu (aKTMBHOCTW) TaKOro
N3nNy4yeHus.

FOCT IEC 60601-2-22-2011

OCT IEC 60825-1-2013 no 31.12.2019

FOCT P 50267.2.54-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012

TpeboBaHus
n.16.2(a,b) GR n n.35
OT WAEHTUYHBI.
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16.3. Devices shall be designed
and manufactured in such a way that
exposure of patients, users and other
persons to the emission of
unintended, stray or scattered
radiation is reduced as far as
possible. Where possible and
appropriate, methods shall be
selected which reduce the exposure
to radiation of patients, users and
other persons who may be affected.

5.11.4

5.11.5.

36. Npu npoekTnpoBaHuu un
N3roTOBMEHNN MEANLNHCKUX U3genum
OOMMKHO MaKCUMarbHO CHUXEHO
BO34eNCTBME HenpeaHaMepeHHO
reHepmMpyemoro no6o4YHoro unu
paccesiHHOro U3ny4yeHus.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

TpeboBaHusa n.16.3
GR 1 n.36 OT no cytu
WOEHTUYHbI.
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16.4. lonising radiation
(a) Devices intended to emit ionizing
radiation shall be designed and
manufactured taking into account the
requirements of the Directive
2013/59/Euratom laying down basic
safety standards for protection
against the dangers arising from
exposure to ionising radiation.
(b) Devices intended to emit ionising
radiation shall be designed and
manufactured in such a way as to
ensure that, where possible, taking
into account the intended use, the
quantity, geometry and quality of the
radiation emitted can be varied and
controlled, and, if possible, monitored
during treatment.

(c) Devices emitting ionising radiation
intended for diagnostic radiology shall
be designed and manufactured in
such a way as to achieve an image
and/or output quality that are
appropriate to the intended medical
purpose whilst minimising radiation
exposure of the patient and user.

(d) Devices that emit ionising
radiation and are intended for
therapeutic radiology shall be
designed and manufactured in such a
way as to enable reliable monitoring
and control of the delivered dose, the
beam type, energy and, where
appropriate, the quality of radiation.

14.5(a)
IEC 60601-1-3
IEC 60336
IEC 60522
IEC 60627

14.5(b)

IEC 60601-1-3
IEC 60336

IEC 60522

1IEC 60627

IEC 62220 (series)
IEC 62494-1

14.5(c)
IEC 60580
IEC 61217

37. lNpun npoekTnpoBaHuun un
N3roTOBMEHNN MEANLUHCKMX N3Oennn,
npegHasHa4YeHHbIX Ansi reHepupoBaHns
WNOHN3MPYIOLLLETO U3NYYEeHNS, AOMKHbI
obecneunBaTbCcs perynuposaHue
KOMNYECTBEHHbIX Y reOMETPUHECKMX
nokasaTtenew reHepmpyemoro
N3Ny4yeHnsi C y4HeTOM Ha3HavyeHus,
onpeneneHHoro npomM3sBoanTenemMm.

MepuunHckne nsgenus,
reHepupytowmne NoOHN3npyoLLee
n3nyyeHue n npegHasHayYeHHble Ans
pPaanoniorMyeckon AMarHoCTUKN,
NMPOEKTUPYIOTCH M U3roTaBnMBaloTCA
Takum obpasom, YToObI Npu
MUWHVMManbHOM BO34ENCTBUN U3NTyYeHns
Ha nonb3oBaTensa obecneynBanoch
HeobxoammMoe AN ANarHOCTUKK
KayecTBO n30bpaxeHus n (1nm)
nony4yaembix pe3ynbTaTos
nccneaoBaHum.

MepuunHckne nsgenus,
reHepupyrowmne NoOHN3npyoLLee
n3nyyeHve n npegHasHayYeHHble Ans
paguonorn4eckon Tepanuu,
NMPOEKTUPYIOTCH M U3roTaBnMBaloTCA
Takum obpasom, 4YToObI
obecneynBanuncb KOHTPOIb U
ynpasreHue A4o30in obny4yeHnsi, TUMnom,
3Heprnemn n Npm HeObXoAMMOCTH
pacnpegeneHmem aHeprum
HanpaBiEHHOro U3ny4yeHus.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-1-3-2013
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012

TpeboBaHus
n.16.4(a,b) GR un
nepsoro ab3aua n.37
OT no cyT\ MOeHTUYHBI.

JdononHutensHo B N
16.4(a) paHa ccbinka Ha
€BpOMNenNCKyo
OupekTnsy
2013/59/Euratom

TpeboBaHus
n.16.4(c,d) GR u
BTOPOro U TPETLETO
absaues n.37 OT
WMOEHTUYHbI.
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17. Electronic programmable systems —
devices that incorporate electronic
programmable systems and software that
are devices in themselves

15. Medical devices
that incorporate
software and software
as a medical device

8. MeanumHcKne usgenvs, BKNYawme B
cebs nporpaMmHoe obecneyeHue, u
aBTOHOMHOE nporpaMmHoe obecneyeHue,
ABNAoWeecs MeAULUMHCKUM u3aenvuem

KommeHTapuu u
npvMeYaHus

17.1. Devices that incorporate
electronic programmable systems,
including software, or software that
are devices in themselves, shall be
designed to ensure repeatability,
reliability and performance in line with
their intended use. In the event of a
single fault condition, appropriate
means shall be adopted to eliminate
or reduce as far as possible
consequent risks or impairment of
performance.

15.1
IEC 60601-1
IEC 62304
ISO/IEC 15026 (series)

38. MeanumHckne nsgenus,
BKITHOMatoLLMe B cebs nporpamMmmHoe
obecneyeHne, 1 aBTOHOMHOE
nporpaMmmHoe obecrneyeHue,
ABMSOLLEECs MEOULNHCKUM U3gennem,
NMPOEKTUPYIOTCH M U3roTaBnMBaloTCA
Takum obpasom, 4Tobbl obecneunsaTtb
cTtabunbHoe, HagexHoe 1 3apdeKkTnBHoe
(PYHKUMOHNPOBaHME 3TUX MEOULMHCKNX
n3genumn B COOTBETCTBUM C
Ha3HayeHveMm, onpeaeneHHbIM
npovssBoauTenem.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P 8.605-2004
FOCT P NCO 16201-2010
FOCT P NCO 22523-2007
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P MCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
FOCT P MOK 62304-2013 go 31.12.2019
CT PK 2.189-2010
CTB IEC 60601-1-2012
CTb IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016
CTE 'OCT P 8.605-2012

TpeboBaHusa n.17.1
GRunn.38 OT
NOEHTUYHbI.
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17.2. For devices that incorporate
software or for software that are
devices in themselves, the software
shall be developed and manufactured
in accordance with the state of the art
taking into account the principles of
development life cycle, risk
management, including information
security, verification and validation.

15.2
IEC 60601-1
1IEC 62304
ISO/IEC 15026 (series)

B OT otcytctByeT
MYHKT,
COOTBETCTBYHOLL MM
n.17.2 GR.

17.3. Software referred to in this
Section that is intended to be used in
combination with mobile computing
platforms shall be designed and
manufactured taking into account the
specific features of the mobile
platform (e.g. size and contrast ratio
of the screen) and the external factors
related to their use (varying
environment as regards level of light
or noise).

B OT, a takke B ER
OTCYTCTBYET MYHKT,
COOTBETCTBYHOLL MM
n.17.3 GR.

17.4. Manufacturers shall set out
minimum requirements concerning
hardware, IT networks characteristics
and IT security measures, including
protection against unauthorised
access, necessary to run the software
as intended.

B OT, a takke B ER
OTCYTCTBYET MYHKT,
COOTBETCTBYHOLL MM
n.17.4 GR.
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18. Active devices and devices connected
to them

16. Active medical
devices and devices
connected to them

9. AKTUBHbIE MeOULIMHCKWE U3aenus,
CBA3aHHbIe C UCTOYHUKOM 3HEPTUU UMK
060pyfoBaHHbIE MCTOYHWMKOM 3HEPruu

KommeHTapuu u
npvMeYaHus

18.1. For non-implantable active
devices, in the event of a single fault
condition, appropriate means shall be
adopted to eliminate or reduce as far
as possible consequent risks.

16.1
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

39. [Ins aKkTUBHbIX MEeANLIMHCKNX
n3genuin B criydae equHUYHON
HEeNCnpaBHOCTU NPUHMMAOTCS
COOTBETCTBYIOLLME MepbI ANs
YCTPaHEHMUS UINN CHDKEHUSA
nocnenyoLmMx pUCKoB.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTE IEC 60601-2-43-2012

TpeboBaHusa n.18.1
GR 1 n.39 OT no cytu
WOEHTUYHBI.

Ho B n.18.1
OoroBapuBaeTcs, 4TO
peyb MAET o0 non-
implantable nsgenusx

18.2. Devices where the safety of
the patient depends on an internal
power supply shall be equipped with
a means of determining the state of
the power supply and an appropriate
warning or indication for when the
capacity of the power supply
becomes critical. If necessary, such
warning or indication shall be given
prior to the power supply becoming
critical.

16.2

40. AKTUBHblE MeauLIMHCKNe
n3genus, npyu NCNosib30BaHUN KOTOPbIX
©e30nacHOCTb NONb3oBaTENEN 3aBUCUT
OT BHYTPEHHEr0 UCTOYHMKA NUTaHKUS,
obopyaylTca cpeacTBOM onpeaeneHus
COCTOSIHUSI UCTOMHMKA NUTAHUS.

FOCT P NCO 22523-2007
FOCT P NCO 80601-2-12-2013

TpeboBaHus n.18.2
GR 1 n.40 OT He
NOSTHOCTbIO NOEHTUYHDI,
pasHuua B ToM, B 1.18.2
GR roeopwuTtca o patient,
aBn400To
nonb3oBaTterne.

56




18.3. Devices where the safety of 16.3 41. AKTUBHbIE MeauLMHCKMe OCT 31515.3-2012 no 31.12.2019 Tpe6GoBaHus n.18.3
the patient depends on an external n3genns, npym NCNosib30BaHUN KOTOPbIX rocgozrg%é%fggéggg_f‘;_%i;2'2019 GR unn.41 OT He
power supply shall include an alarm ©e30nacHOCTb Nosib3oBaTENEN 3aBUCUT NOSTHOCTBIO NOEHTUYHDI,
system to signal any power failure. OT BHELUHEro UCTOYHMKA NUTaHus, pasHuua B ToM, B N.18.3
OOJIKHbI BKNIOYaTh B cebs cuctemy GR roBopuTtcs o patient,
curHanmsauum ansi onoBeLLEHNS O aBnd410To
nepeboe B NUTaHUW. nonb3oBartene.
18.4. Devices intended to monitor 16.4 42. AKTUBHbIE MeauLIMHCKNe rOCT 31515.3-2012 go 31.12.2019 TpeboBaHus n.18.4
one or more clinical parameters of a U3Aenusa, npeaHasHavyeHHble Ons Fgg :Egog%t;og'gfzzﬁg” GRwunn.42OT
patient shall be equipped with MOHUTOPWUHIa OAHOIO UM HECKOMbKUX FOCT P VICO 80601-2-12-2013 NOEHTUYHbI.

appropriate alarm systems to alert the
user of situations which could lead to
death or severe deterioration of the
patient's state of health.

KMUHUYECKNX NapameTpoB
nonb3oBarersi, 00opyaytTCs
COOTBETCTBYHOLLMMU CUCTEMAMM
CUrHanusauum gns npeaynpexaeHus
nonb3oBaTessi 0 BO3HWKHOBEHUM
CUTyaLun, KOTopasi MOXET NMPUBECTU K
CMEpPTU UM CEPbE3HOMY HapYLLEHUIO
COCTOSIHMS! ero 340pO0BbS.

FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016
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18.5. Devices shall be designed
and manufactured in such a way as to
reduce as far as possible the risks of
creating electromagnetic interference
which could impair the operation of
the device in question or other
devices or equipment in the intended
environment.

16.5
IEC 60601-1-2

43. AKTVBHbIE MeOUNLMHCKNE
n3genus NpoeKkTUpPYyTCs n
N3roTaBnMBaOTCA Takum obpasom,
4TOObLI MaKCUManbHO CHU3UTb PUCK
CO34aHuUs ANEKTPOMarHUTHbIX Nonen
(anekTpoMarHuUTHbIX NoMeX), KOTopble
MOryT oTpuLIaTENbHO CKa3aTbCs Ha
paboTe Apyrnx MeauLMHCKUX N3aennin,
obopynoBaHus 1 cpeacTs CBA3U B
COOTBETCTBUN C UX HA3HAYEHNEM.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P 52459.27-2009
FOCT P 52459.31-2009
OCT P NCO 16201-2010
FOCT P NCO 22523-2007

FOCT P NCO 7396-1-2011 go 31.12.2019

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-2-2014 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

TpeboBaHusa n.18.5
GRunn430T
WOEHTUYHbI.
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18.6.Devices shall be designed
and manufactured in such a way as to
provide a level of intrinsic immunity to
electromagnetic interference such
that is adequate to enable them to
operate as intended.

16.6
IEC 60601-1-2

44. AKTVBHbIE MeOUNLMHCKNE
N3aenna NPoeKTUPYHTCS U
M3roTaBnMBalOTCs Takum obpasom,
4YTOBLI 0BEcnevnTb YpOBEHb
YCTONYMBOCTYU K 3NIEKTPOMAarHUTHLIM
nomexam (MOMexoyCTONYMBOCTH),
obecneyunBaroLLnm UX
OYHKUMOHNPOBaHME B COOTBETCTBUM C
HasHayeHveM, onpeaerneHHbIM
NpPoOV3BOAUTENEM.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P 52459.27-2009

FOCT P 52459.31-2009

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-2-2014 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012

TpeboBaHusa n.18.6
GR unn.44 OT
WOEHTUYHbI.
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18.7. Devices shall be designed
and manufactured in such a way as to
avoid, as far as possible, the risk of
accidental electric shocks to the
patient, user or any other person,
both during normal use of the device
and in the event of a single fault
condition in the device, provided the
device is installed and maintained as
indicated by the manufacturer.

16.7
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

45. AKTVBHbIE MeOUNLMHCKNE
n3genus NpoeKTUpPYyTCs n
N3roTaBnMBaOTCA Takum obpasom,
4TOObLI MakCUManbHO CHU3UTb PUCK
CNy4anHOoro nopaxeHus nonb3oBartens
U1 TPETLETrO N NEKTPUYECKNM
TOKOM KaK Npuv HOpMarnbHbIX YCIOBUSIX
akcnnyaTauumn MeguumMHCKOro nsaenus,
Tak 1 B YCNOBUSIX €ANHUYHOWN
HEeMCnpaBHOCTU NPU YCITOBUK, YTO
MeOMLMHCKOE U3genue yCTaHOBMNEHO U
obcnyxmMBaeTcs B COOTBETCTBUM C
YKa3aHUAMU NpoM3BOAUTENS.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 16201-2010
FOCT P NCO 22523-2007

FOCT P NCO 7396-1-2011 po 31.12.2019

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTE ISO 80601-2-56-2016

TpeboBaHua n.18.7
GR unn.450T
WOEHTUYHbI.

18.8. Devices shall be designed
and manufactured in such a way as to
protect, as far as possible, against
unauthorised access that could
hamper the device from functioning
as intended.

B OT, a takke B EP
OTCYTCTBYET MYHKT,
COOTBETCTBYHOLLMI
n.18.8 GR
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19. Particular requirements for active
implantable devices

KommeHTapuu u
npvMeYaHus

19.1. Active implantable devices
shall be designed and manufactured
in such a way as to remove or
minimize as far as possible:

(a) risks connected with the use of
energy sources with particular
reference, where electricity is used, to
insulation, leakage currents and
overheating of the devices,

(b) risks connected with medical
treatment, in particular those resulting
from the use of defibrillators or high-
frequency surgical equipment, and
(c) risks which may arise where
maintenance and calibration are
impossible, including:

- excessive increase of leakage
currents

- ageing of the materials used,

- excess heat generated by the
device,

- decreased accuracy of any
measuring or control mechanism.

B OT otcyTcTtBytOT
TpeboBaHus K
UMMAaHTUPYEMbIM
MeANLNHCKUM
n3genuam.

19.2. Active implantable devices
shall be designed and manufactured
in such a way as to ensure
- if applicable, the compatibility of the
devices with the substances they are
intended to administer, and
- the reliability of the source of
energy.

B OT otcyTcTtBytOT
TpeboBaHus K
UMMNNaHTUPyEMbIM
MEeOULIMHCKUM
nsgenusam.

19.3. Active implantable devices
and, if appropriate, their component
parts shall be identifiable to allow any
necessary measure to be taken
following the discovery of a potential
risk in connection with the devices or
their component parts.

B OT otcyTcTtBytOT
TpeboBaHus K
UMMNNaHTUPYEMbIM
MEeOULIMHCKUM
nsgenusam.
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19.4. Active implantable devices
shall bear a code by which they and
their manufacturer can be
unequivocally identified (particularly
with regard to the type of device and
its year of manufacture); it shall be
possible to read this code, if
necessary, without the need for a
surgical operation.

B OT otcyTcTtBytOT
TpeboBaHus K
UMMAaHTUPYEMbIM
MEeOULMHCKUM
n3genusim.
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20. Protection against mechanical and

17. Protection against

10. 3awmTa OT MeXaHMYECKUX N TEPMUYECKUX

KommeHTapuu u

thermal risks mechanical risks pUCKoB npuMeyaHums
20.1. Devices shall be designed 171 46. MeguumMHCcKue nsgenus rOCT IEC 60601-2-22-2011 Tpe6osaHus n.20.1
and manufactured in such a way as to | ISO 14630 NPOEKTUPYIOTCA U N3rOTaBIMBAOTCS Fgg E ﬁggﬁgﬁ%g 10 GR unn.46 OT
protect patients and users against igg igggi TakuM 06pasom, 4ToGbI 3aLUTUTb FOCT P VICO 16201-2010 WOEHTUYHBI.

mechanical risks connected with, for
example, resistance to movement,
instability and moving parts.

IEC 60601 (all parts) and
IEC/ISO 80601 (all
parts)

nonb3oBaTens U TPeTbUX N, OT puUcka
MeXaHUYeCKMX NopaxeHui, CBA3aHHOIO
C COMpPOTUBEHNEM OBUXKEHUIO,
HecTabuUNbHOCTbIO U HaNMMunem
ABWKYLLIMXCS YacTel B COCTaBe Taknx
MEeOULMHCKUX U3Oenui.

FOCT P NCO 22523-2007
FOCT P NCO 22675-2009 go 31.12.2019

FOCT P NCO 7396-1-2011 go 31.12.2019

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTbE ISO 80601-2-56-2016
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20.2. Devices shall be designed

and manufactured in such a way as to

reduce to the lowest possible level
the risks arising from vibration
generated by the devices, taking
account of technical progress and of
the means available for limiting
vibrations, particularly at source,
unless the vibrations are part of the
specified performance.

17.2
ISO 14630
ISO 16061
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

47. MegvuuHckmne nsgenusa
NPOEKTUPYIOTCA U N3rOTaBIMBAOTCS
Takum obpasom, YToObl MakCMMarbHO
CHU3NTb PUCK, CBA3AHHbLIN C BUGpaumen,
co3gaBaemMon 3TUMN MeaNLNHCKUMN
n3genvsamu, nyTem NpMMeHeHus
CcpeacTB, NO3BOSIAOLLMX OrPaHNYNTL
BMbpaumto, ecnv Tonbko BUbpauns He
SIBMSIETCA YacCTblo NpegHa3HayYeHns
MEANLMWHCKMUX N3aenui.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 22523-2007

FOCT P NCO 7396-1-2011 go 31.12.2019

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

TpeboaHusa n.20.2
GR unn47 OT
WOEHTUYHbI.
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20.3. Devices shall be designed
and manufactured in such a way as to
reduce to the lowest possible level
the risks arising from the noise
emitted, taking account of technical
progress and of the means available
to reduce noise, particularly at
source, unless the noise emitted is
part of the specified performance.

17.3
ISO 14630
ISO 16061
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

48. MeguuuHckmne nsgenusa
NPOEKTUPYIOTCA U N3rOTaBIMBAOTCS
Takum obpasom, YToObl MakCMMarbHO
CHU3UTb PUCK, CBSAA3aHHbIN C
cO34aBaeMbIM LLYMOM, NyTEM
NPUMEHEHMWS CPEACTB, UCMOMb3yeMbIX
ONsl YMEHbLUEHWS LWyMa, eCnn TONbKO
co3gaBaeMmblii LUYM He SBMSIETCS YacTbio
npeaHasHayYeHnss MeanLMHCKNX
n3genun.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 22523-2007
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

TpeboaHusa n.20.3
GR unn.48 OT
WOEHTUYHbI.
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20.4. Terminals and connectors to
the electricity, gas or hydraulic and
pneumatic energy supplies which the
user or other person has to handle,
shall be designed and constructed in
such a way as to minimise all
possible risks.

17.4
ISO 14630
ISO 16061
1SO 14971
ISO 80369 (series)
IEC 60601 (all parts)
IEC/ISO 80601 (all parts)
ISO 5356 (series)
ISO 5359

49. Knemmbl, pasbembl,
coeauHWUTENU 1 gpyrve ycTponcTea
NOAKIIOYEHNST MEANLNHCKNX N3OEeNUi K
NUCTOYHMKAM 3NEKTPUYECKOWN,
rmapaBnnyeckon Nnm NHEBMaTUHECKON
3HEprum NPOEKTUPYIOTCH U
N3roTaBnuBalTCA Takum obpasom,
4TO6bI MaKCUManbLHO CHU3UTL Ntobble
BO3MOXHbIE PUCKN.

FOCT 31515.3-2012

no 31.12.2019

OCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
OCT P NCO 16201-2010
FOCT P NCO 22523-2007

FOCT P NCO 7396-1-2011 go 31.12.2019

FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

TpeboaHusa n.20.4
GR unn.49 OT
WOEHTUYHbI.
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20.5. Errors likely to be made
when fitting or refitting certain parts
which could be a source of risk shall
be made impossible by the design
and construction of such parts or,
failing this, by information given on
the parts themselves and/or their
housings.

The same information shall be
given on moving parts and/or their
housings where the direction of
movement needs to be known in
order to avoid a risk.

17.5
ISO 14630
ISO 16061
ISO 80369 (series)
ISO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all parts)
IEC 62366-1
ISO 5356 (series)
ISO 5359
ISO 21969

50. MeanumHckne nsgenus
NMPOEKTUPYIOTCH M U3roTaBnMBaloTCA
Takum obpasom, YToObl MakCMMarbHO
CHU3WTb PUCK OLLUNMOOK, BO3HUKAMOLLIMX
npu HeENpaBWITbHOM NOAKMYEHUN UK
nepeknoyYeHn Bo BpeMsi paboTbl
annapaTtypbl Unn getanen B coctase
TaKMX MEAMLMHCKMX U3OENUNA.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013

FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013

FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201

FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201

FOCT P M3K 60601-2-4-2013

FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015

FOCT P M3K 62366-2013 go 31.12.2019

CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012

TpeboaHusa n.20.5
GR 1 n.50 OT no cytu
WOEHTUYHbI.
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20.6. Accessible parts of devices
(excluding the parts or areas intended
to supply heat or reach given
temperatures) and their surroundings
shall not attain potentially dangerous
temperatures under normal conditions
of use.

17.6
ISO 14630
ISO 16061
1SO 14971
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

51. OTKpbITble YacT MEANLIMHCKMX
n3genun (3a UCKITDYEHNEM YacTen,
npeAHasHadeHHbIX Ans nogaum tenna
M1 OOCTUMXKEHUS 3a4aHHbIX 3HA4YEHUN
TemnepaTyp) He AOMKHbl 4OCTUraThb
NOTEHLNANbHO OMAacCHbIX 3HAYEeHUN
TemnepaTyp Npu HOpMarbHbIX YCIOBUSIX
akcnnyaTauumn.

FOCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P NCO 16201-2010
FOCT P NCO 22523-2007
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

TpeboaHusa n.20.6
GRwunn.51 0T
WOEHTUYHbI.
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18. Protection against

21. Protection against the risks posed to the risks posed to the 11. 3awmTa OT pMCKOB, BOHUKAIOLMX AN K
- . . . y OMMeHTapum u
the patient or user by devices supplying patient by energy nonb3oBaTens oT NoAaBaeMoW 3HePrum Unu OMMEYaHMS
energy or substances supplies or BelecTs P
substances
21.1. Devices for supplying the 18.1 52. MeaunuuHckme nsaenus, rOCT IEC 60601-2-22-2011 TpeboBaHus n.21.1

patient with energy or substances
shall be designed and constructed in
such a way that the amount to be
delivered can be set and maintained
accurately enough to ensure the
safety of the patient and of the user.

IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

npeaHasHadeHHble Ans nogayn
nonbL30BaTenNo 3HEPrnM U BELLECTB,
NPOEKTUPYIOTCS U U3roTaBNMBaoTCA
Takum obpasom, YTOObI KONMYECTBO
rogaBaeMol SHeprum Unu BeLLlecTea
MOXHO GbINoO ycTaHaBNMBaTh U
NoAAepKuBaTb C TOYHOCTbIO,
JocTaTo4YHol aAnsa obecneveHus
©e3onacHoCTK nonb3oBaTens.

FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT P 50267.2.54-2013
FOCT P 8.605-2004

FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PK 2.189-2010
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB II'OCT P 8.605-2012

GR 1 n.52 OT He
NOSTHOCTbIO NOEHTUYHDI,
pasHuua B ToM, B n.21.1
GR roeoputcsa o nogade
3Hepruu patient, a B
n.52 OT o nogayve
3HEeprum nonb3oBaTento.
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21.2. Devices shall be fitted with
the means of preventing and/or
indicating any inadequacies in the
amount of energy delivered or
substances delivered which could
pose a danger. Devices shall
incorporate suitable means to
prevent, as far as possible, the
accidental release of dangerous
levels of energy or substances from

an energy and/or substance source.

18.2
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

53. MeanumHckne nsgenus
OCHallalTcs cpeacTBamm
npeAoTBpaLLeHns U (MNK) MHAMKaLUK
NOObIX HECOOTBETCTBUI B
nocTaBrieHHOM KONMYECTBE SHEPTUU
UNK BeELLECTBa, KOTOPOe MOXEeT
NpeacTaBnsaTb ONACHOCTb.

FOCT IEC 60601-2-22-2011
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT P 50267.2.54-2013
FOCT P 8.605-2004
FOCT P NCO 22523-2007
FOCT P NCO 7396-1-2011 po 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PK 2.189-2010
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTB II'OCT P 8.605-2012

TpeboBaHusa n.21.2
GR 1 n.53 OT no cytu
WOEHTUYHbI.

Ho B n.21.2 GR ecTb
BTOpPOE NpenarioxeHue,
KOTOpOe OTCYTCTBYET B
n. 53 OT.
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21.3. The function of the controls
and indicators shall be clearly
specified on the devices. Where a
device bears instructions required for
its operation or indicates operating or
adjustment parameters by means of a
visual system, such information shall
be understandable to the user and, as
appropriate, the patient.

19. Controls and
indicators

19.2,19.2
IEC 60601 (all parts)
IEC/ISO 80601 (all
parts)

54. Ha megnuUmMHCKOM 1U3aenmm 4YeTko
yKasblBaeTca NHpopmaLms 0 PyHKLKNAX
CPEACTB yNpaBlieHUss U MHOMKaATOPOB.
Ecnu nmeeTcs MHCTPYKLMSA NO
NPUMEHEHMIO, UM PYKOBOACTBO MO
akcnnyaTauum, Unn BusyarnbHble
cpeacTea MHAMKaUMM onepaumoHHbIX
UNU perynmpoBOYHbIX NapameTpoB
MEANLMNHCKOro n3genus, To Takas
MHpbopMaumst 4ormkHa OblTb MOHATHOM
Nnonb30BaTEeNHo.

FOCT 31515.3-2012

no 31.12.2019

OCT IEC 60601-2-22-2011
FOCT P 50267.2.54-2013
FOCT P 8.605-2004

FOCT P NCO 16201-2010
FOCT P NCO 22523-2007

FOCT P NCO 7396-1-2011 po 31.12.2019

FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015

FOCT P M3K 60601-1-2010 go 31.12.2019

FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CT PK 2.189-2010

CTB IEC 60601-1-2012

CTB IEC 60601-2-43-2012
CTB ISO 80601-2-56-2016

CTB EH 1041-2006 no 31.12.2019

CTB FOCT P 8.605-2012

TpeboBaHusa n.21.3
GR 1 n.54 OT He
NMOJTHOCTbIO NOEHTUYHbI,
pasHuua B ToM, B nN.21.3
GR roeopwuTtca o patient,
aBn540To
nonb3oBaTtene.

71




20. Protection against

12. 3awmTa OT pMCKOB, BO3HUKAIOLWMX B CBA3MN

; ; . the risks posed by C MCNOJIb30BaHMEM MEANLIMHCKMX U3AENNH,
22. Protection against the risks posed by . :
. A medical devices npeAHasHayYeHHbIX Npou3BoANTENeM Ans KommeHTapum u
medical devices intended by the intended by the NpUMeHEeHUs NONb30BaTENsAMU, He npumeyaHus
manufacturer for use by lay persons y P ’ P
manufacturer for use by MMEIOLMMM CMeLanbHOro MeaMLIMHCKOro
lay persons obpa3oBaHus
22.1. Devices for use by lay 20.1 55. MeanuunHckme nsaenus, roCT P UCO 11334-1-2010 TpeboBaHus n.22.1

persons shall be designed and
manufactured in such a way that they

IEC 60601-1-6
IEC 60601-1-11

npegHa3Ha4YeHHble npon3soanTenem
ana npumMmeHeHua nonb3oBaTenAamMun, He

FOCT P M3K 60601-1-2010 no 31.12.2019
FOCT P M3K 60601-1-6-2014
FOCT P M3K 62366-2013 go 31.12.2019

GR 1 n.55 OT no cytu
WOEHTUYHbI.

perform appropriately for their IEC 62366-1 VMEIOLLVIMIU CrieLManbHOro CTB IEC 60601-1-2012
intended purpose taking into account AAMI HET75 MeaMLMHCKOro obpasoBaHus, Ho B n.22.1 GR ecTb
the skills and the means available to NPOEKTUPYHOTCA N N3roTaBNMBAKOTCSA C BTOpOE npenroxeHue,
lay persons and the influence y4eTOM HaBbIKOB U CPeacCTB, AOCTYMHbIX KOTOpOe OTCYTCTBYET B
resulting from variation that can be 3TUM Nuuam, Takmm obpasom, 4YTobbI n. 55 OT.
reasonably anticipated in the lay MeaM LMHCKMe usgenus
person's technique and environment. YHKUNOHNPOBANM B COOTBETCTBUU C UX
Has3Ha4YeHNeM B YCNOBUSIX OO BEKTUBHO

The information and instructions OXuaaeMblx OENCTBUA CO CTOPOHbI 9TUX
provided by the manufacturer shall be nay,
easy for the lay person to understand
and apply. 5.5.2017 L 117/102 Official
Journal of the European Union EN

22.2. Devices for use by lay 20.2 56. MeguuunHckune nsgenus, rOCT P UCO 11334-1-2010 Tpe6GoBaHus n.22.2

persons shall be designed and
manufactured in such a way as to:

- ensure that the device can be used
safely and accurately by the intended
user at all stages of the procedure, if
necessary after appropriate training
and/or information,

- reduce, as far as possible and
appropriate, the risk from unintended
cuts and pricks such as needle stick
injuries, and

- reduce as far as possible the risk of
error by the intended user in the
handling of the device and, if
applicable, in the interpretation of the
results.

1IEC 60601-1-6
IEC 60601-1-11
IEC 62366-1
AAMI HE75

npegHasHavYeHHble AN NPUMEHEHNS
nonb3oBaTensAMu, He UMEIOLLIMMM
cnewumansHOro MeguLMHCKOro
0bpasoBaHusi, NPOEKTUPYHOTCS U
N3roTaBnMBalTCsA Takum obpasom,
YTOObI MaKCMMarbHO CHU3WUTb PUCK
OLWMOBKN B NpoLecce NpMMEHEHNS
MeOULMHCKUX U34enni, a Takke npu
WHTepnpeTaumm pe3ynbTaToB
TECTUPOBaHMS.

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-6-2014
FOCT P M3K 62366-2013 go 31.12.2019
CTB IEC 60601-1-2012

GR 1 n.56 OT no cytu
WOEHTUYHbI.
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22.3. Devices for use by lay
persons shall, where appropriate,
include a procedure by which the lay
person:

-can verify that, at the time of use, the
device will perform as intended by the
manufacturer, and

- if applicable, is warned if the device
has failed to provide a valid result.

20.3
IEC 60601-1-6
IEC 60601-1-11
IEC 62366-1
AAMI HE75

57. MeaonumHckmne nsgenus,
npeAHasHayYeHHbIe OIS NPUMEHEHNSI
nonb3oBaTensMu, He UMelo LMK
cneumanbHOro MeauLMHCKOro
obpaszoBaHus, OOMKHbI UMETb, €CNN 3TO
00 BEKTUBHO BO3MOXHO, OYHKLMIO
noaTBEPXKAEHNSA TOrO, YTO NMpu
MCMNONb30BaHUN 3TN MeaULIMHCKNe
nsgenusa 6yayt yHKUMOHNPOBATL B
COOTBETCTBUM C HA3HAYEHUEM,
onpegeneHHbIM NpoM3BOAUTENEM.

FOCT P NCO 11334-1-2010

FOCT P M3K 60601-1-2010 go 31.12.2019
FOCT P M3K 60601-1-6-2014
FOCT P M3K 62366-2013 go 31.12.2019
CTB IEC 60601-1-2012

TpeboBaHusa n.22.3
GR n n.57 OT no cytu
NOEHTUYHbI.

Ho B n.22.1 GR ecTb
nocneaHun absau,
KOTOPbI OTCYTCTBYET B
n. 57 OT.
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CHAPTER I
REQUIREMENTS REGARDING THE
INFORMATION SUPPLIED WITH THE
DEVICE
23. Label and instructions for use

21. Label and
instructions for use

13. TpeGoBaHUA kK MapKUPOBKE MEANLIMHCKUX
u3genumn
14. TpeGoBaHusa kK uHGopmaLuu,
cogepxaluencs B UHCTPYKLMK NO
NPMMEHEHNI0 MESULIMHCKOTO n3penus

KommeHTapum u
npumevaHus

23.1. General requirements regarding
the information supplied by the manufacturer
Each device shall be accompanied by the
information needed to identify the device
and its manufacturer, and by any safety and
performance information relevant to the
user, or any other person, as appropriate.
Such information may appear on the device
itself, on the packaging or in the instructions
for use, and shall, if the manufacturer has a
website, be made available and kept up to
date on the website, taking into account the
following:

(a) The medium, format, content,
legibility, and location of the label and
instructions for use shall be appropriate to
the particular device, its intended purpose
and the technical knowledge, experience,
education or training of the intended user(s).
In particular, instructions for use shall be
written in terms readily understood by the
intended user and, where appropriate,
supplemented with drawings and diagrams.

MyHkTHI 21.1,21.2 1
21.3 ER no TekcTy He
COBCEM COOTBETCTBYIOT
n.23.1 (a,b,c,d,e,f,g) GR

(b) The information required on the label
shall be provided on the device itself. If this
is not practicable or appropriate, some or all
of the information may appear on the
packaging for each unit, and/or on the
packaging of multiple devices.

61. MapkupoBka formkHa bbITb HaHeceHa
Ha MeguuuHckoe napenve. Ecnn ato
HEeBO3MOXHO MNnu HelenecoobpasHo,
MapK1poBKa (4aCTUYHO UMM NOSTHOCTBIO) MOXET
6bITb HaHECEHa Ha YNakoBKy A5 KaXaon
€OVHULbI MEANLIMHCKOrO usgenus, n (unu) Ha
rpynnoBy yNakoBKy, U (Mfn) Ha UHCTPYKLMIO
No NPUMEHEHMIO.

TpeboBaHus n.
23.1(b) GR no cytn
MOEeHTUYHbI .61 OT.

(c) Labels shall be provided in a human-
readable format and may be supplemented
by machine-readable information, such as
radio-frequency identification ('RFID') or bar
codes

62. MapkmpoBka MOXeT ObITb JOMOMHEHA
MHOpMaUnen o0 MeQULMHCKOM U3genuu B
MaLunHounTaemom gpopmaTte, B TOM Yncne ¢
MCMONb30BaHNEM PafMOYacTOTHOM
MAEHTUDMKALUWN NN LUTPUX-KOZOB.

TpeboBaHus n.
23.1(c) GR no cytun
MOEHTUYHbI .62 OT.
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(d) Instructions for use shall be provided
together with devices. By way of exception,
instructions for use shall not be required for
class | and class lla devices if such devices
can be used safely without any such
instructions and unless otherwise provided
for elsewhere in this Section.

67. IHCTpyKUMSA MO NPUMEHEHUIO MOXET
6bITb NPeaCcTaBreHa B COKPaLLEHHOM BMAE UMK
Ha MapK1poBKe (AN MeAULIMHCKUX U3aenui
KNaccoB NOTEHLMANbHOro pucka npumeHeHus 1
1 2a), ecnv MeguLUHCKOe U3fenne Moxet
ObITb MCNONb30BaHO 6e30nacHo 1 No
Ha3HayeHWo, onpeaeneHHoOMy
npoussoauTenem, 6e3 MHCTPYKUMK No
NPUMEHEHUIO.

B nepeyHe ctaHpapToB
(MpunoxeHune ot 04.09.2017 N7)

OTCYTCTBYIOT CcTaHAapTbl no n.67 OT.

TpeboBaHus n.
23.1(d) GR ngeHTnYHbI
n.67 OT.

(e) Where multiple devices are supplied
to a single user and/or location, a single
copy of the instructions for use may be
provided if so agreed by the purchaser who
in any case may request further copies to be
provided free of charge.

68. OgHoro ak3emMnnsipa MHCTPYKLMK NO
NPUMEHEHUIO MOXET ObITb 4OCTATOYHO, ecnu
NocTaBnseTCA HECKONbKO MeaULIMHCKNX
n3genuii ogHOMy Mosib3oBaTento Mo OAHOMY
agpecy. Mo TpeboBaHuio noTpebuTens
NPOVM3BOAUTENb OOMMKEH NPeoCTaBUTb
OONONMHUTESBbHBbIE 3K3EMMIAPbLI MHCTPYKLMM MO
NMPUMEHEHMIO.

B nepeyHe cTrangapToB
(MpunoxeHune ot 04.09.2017 N7)

OTCYTCTBYIOT CTaHAapTbl no n.68 OT.

TpeboBaHus .
23.1(e) GR naeHTNYHbl
n.68 OT.

(f) Instructions for use may be provided
to the user in non-paper format (e.g.
electronic) to the extent, and only under the
conditions, set out in Regulation (EU) No
207/2012 or in any subsequent
implementing rules adopted pursuant to this
Regulation.

64. VIHCTPYKUNSi NO MPUMEHEHNIO MOXET
ObITb MPegocTaBneHa nonb3oBaTento Ha
6yMaxHOM HocuTene Nnbo B SMEKTPOHHOM
BMAE KaK BMECTe C MEAMLNHCKAM U3genvem,
TaK W OTAENbHO OT Hero, B TOM Yucne nytem
pasmeLleHnst HopMaLmMKN Ha aKpaHe,
ABMSAIOLLEMCS YaCTblO MEANLIMHCKOIO n3genuns

TpeboBaHus .
23.1(f) GR no cyTtu
WOEHTUYHbI NEPBOMY
npeanoxenuto n.64 OT.

(9) Residual risks which are required to
be communicated to the user and/or other
person shall be included as limitations,
contra-indications, precautions or warnings
in the information supplied by the
manufacturer.

(h) Where appropriate, the information
supplied by the manufacturer shall take the
form of internationally recognised symbols.
Any symbol or identification colour used
shall conform to the harmonised standards
or CS. In areas for which no harmonised
standards or CS exist, the symbols and
colours shall be described in the
documentation supplied with the device.

21.4
ISO 7000
ISO 7010
1SO 15223-1
1IEC 60417
IEC 60878
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23.2. Information on the label The 58. MapkumpoBka MeanULMHCKOro FOCT 31515.3-2012 fo 31.12.2019
FOCT EN 556-1-2011

label shall bear all of the following n3genus JoJhKHa CoaepXaTb FOCT IEC 60601-2-22-2011
articulars: crneayoLyo NHOpPMaLUnIo: rOCT ISO 7886-1-2011

P AyloLLy! (*) P H [OCT ISO 7886-3-2011
[OCT ISO 7886-4-2011
[OCT ISO 8537-2011

no 31.12.2019
FOCT ISO 9801-2011

no 31.12.2019
[OCT P 50267.2.54-2013
[OCT P UCO 11334-1-2010
FOCT P NCO 14630-2011

no 31.12.2019
OCT P UCO 15223-1-2014
[OCT P UCO 16061-2011 oo 31.12.2019
FOCT P NCO 17664-2012
[OCT P UCO 21534-2013
FOCT P NCO 21535-2013
[OCT P UCO 21536-2013
[OCT P UCO 22523-2007
OCT P UCO 22675-2009 go 31.12.2019
[OCT P UCO 25539-1-2012

FOCT P NCO 7396-1-2011 go 31.12.2019

[OCT P UCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
[OCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
[OCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
[OCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
[OCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
[OCT P M3K 60601-2-46-2014
[OCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
[OCT P M3K 60601-2-65-2015
CT PK NCO 3826-2-2011
CT PK MCO 3826-3-2011
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTb IEC 60645-1-2014
CTb IEC 60645-2-2010
CTB ISO 3826-3-2014
CTB ISO 80601-2-56-2016
CTB EH 1041-2006 oo 31.12.2019
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(a) the name or trade name of the 21.5(a) 1) HanmeHoBaHue u (Mnn) Toproeoe TpeboBaHus
device; HaMMeHOBaHUEe MeLMULMHCKOro U3genus; n.23.2(a) GR n n.58(1)

OT WUAEHTUYHBI.

(b) the details strictly necessary for 21.5(b) 2) nHcdbopmMaums, Heobxogmmasi ansi TpeboBaHus

a user to identify the device, the
contents of the packaging and, where
it is not obvious for the user, the
intended purpose of the device;

naeHTnmkauumn MeauLmMHCKoOro
nsgenus, a Takke uHpopmaums o ero
Ha3HayeHun (Npyn HeobxoauMocCTK);

n.23.2(b) GR n n.58(2)
OT WAEHTUYHBI.
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(c) the name, registered trade
name or registered trade mark of the
manufacturer and the address of its
registered place of business;

(d)if the manufacturer has its
registered place of business outside
the Union, the name of the authorised
representative and address of the
registered place of business of the
authorised representative;

21.5(a)

21.5(a)

3) cBeaeHus o npomsBoguTene,
BKITO4as MOSTHOE U COoKpallleHHoe (rpu
Hann4MM) HaMMeHOBaHUSA KOPUANYECKOTO
nuua, Mecto HaxoXxaeHus (dpamunus,
nUMs, 0T4eCTBO (MPU HaNM4YUKM) N MecTo
XuUTenbctea M3nM4eckoro nuua,
3aperncTpupoBaHHOIO B KA4eCcTBe
WHAMBUAOYaNbLHOrO NpeanpuHUMaTens),
NMoYTOBbIN agpec NPon3BOANTENS,
CTpaHa NPOVCXOXAEHUS MEeOULMHCKOTO
nsgenu4. NoyTtoBbIN agpec
NpPOM3BOAUTENS MOXET HE YKa3blBaTbCs
B MapKMPOBKE, €CINN OH COAEPXNTCH B
WHCTPYKLUM MO NPUMEHEHWIO,
npunaraeMomn K MeauMUMHCKOMY
n3genuio.

Ha meauuuHckue nsgenus,
npov3BeaeHHble B rocyfapcTBe, He
apngaruiemca YneHom Corosa, MoOXeT
HaHOCUTbCHA AONONTHUTENbHAasA
MapKMpOBKa, coaepxallasi cBefeHus ob
YMOSIHOMOYEHHOM NpeacTaBuTene
WHOCTPaHHOro Npomn3BoauTens,
BKITHO4as MOSTHOE U COoKpallleHHoe (rpu
HannU4MmM) HaMMeHOBaHUSA KOPUANYECKOTO
nuua, Mecto HaxoXxaeHus (dpamunus,
UMS1, OTYECTBO (NPU HaANU4MM) N MECTo
XuUTenbctea M3n4eckoro nuua,
3aperncTpupoBaHHOro B Ka4ecTBe
MHAUBMAYaNbLHOro NpeanpuHMMaTens),
NMOYTOBbIN agpec YNONHOMOYEHHOro
npeAacTaBuUTENsI NPOU3BOAUTENS.

[ononHutensHas MapknupoBka He
[OIMKHa CKpbIBaTb MapKUpPOBKY,
coaepallyt cBeeHUs o
npoussoauTene MeauLUHCKOro
nspgenvs;

TpeboBaHus
n.23.2(c) GR n nepBoro
absaua n.58(3) OT
WOEHTUYHbI.

TpeboBaHus
n.23.2(d) GR n BTOporo
absaua n.58(3) OT
WOEHTUYHBbI.

B TpeboBaHunx
n.23.2(d) GR
OTCYTCTBYIO
TpeboBaHusI TPETbEro
absaua n.58(3) OT.
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(e) where applicable, an indication
that the device contains or
incorporates:

- a medicinal substance, including a
human blood or plasma derivative, or
- tissues or cells, or their derivatives,
of human origin, or

- tissues or cells of animal origin, or
their derivatives, as referred to in
Regulation (EU) No 722/2012;

(f) where applicable, information
labelled in accordance with Section
10.4.5;

4) nHchopmaumsi 0 HanMunn B
MEeOULMHCKOM U34ennmn NeKapCTBEHHbIX
cpencTB UM Buonormyeckux
MaTepuanos, a TaKkke HaHOMaTepuarnos,
€Cnn Takme HaHomaTtepuarbl He
cofepxaTcsl B CBA3aHHOM COCTOSIHUM,
NCKNIOYaoLLEM BO3MOXHOCTb UX
nonagaHus B OpraHu3m nonb3oBatens
npy UCNOMNb30BaHUMN MEeANLIMHCKOro
N34enuvs Mo HasHa4YeHuto,
onpeaeneHHoMy NMpon3BoanTenem

TpeboBaHus
n.23.2(e, f) GR nuwb
YaCTUYHO OTPaKeHbI B
n.58(4) OT.

(g) the lot number or the serial 21.5(d) 5) kog (Homep) napTum nnu TpeboBaHus
number of the device preceded by the EN 1041 CEPUNHBIA HOMEP MEeONLIMHCKOro n.23.2(g) GR 1 n.58(5)
words LOT NUMBER or SERIAL n3genus; OT WAEHTUYHBI.
NUMBER or an equivalent symbol, as
appropriate;

(h) the UDI carrier referred to in CooTBeTCTBYIOLWME
Article 27(4) and Part C of Annex VII; TpebosaHua B OT

OTCYTCTBYIOT.

(i) an unambiguous indication of t 6) cpok (C ykasaHuem roga u TpeboBaHusa n1.23.2(i)
the time limit for using or implanting MecsLa), 40 NCTEYEHUS KOTOPOro GR un n.58(6) OT
the device safely, expressed at least MeOULIMHCKOE n3aenne MoxeTt WOEHTUYHbI.
in terms of year and month, where ©e30nacHoO NCNonb30BaTbCs
this is relevant;

(j) where there is no indication of 21.5(d) 7) rof Bbinycka MeauLMHCKOro TpeboBaHusa n.23.2(j)
the date until when it may be used EN 1041 n3genus, ecnv He ykasaH Cpok, 4O GR unn.58(7) OT

safely, the date of manufacture. This NCTEYEHMS KOTOPOro MeAMULMHCKOe WOEHTUYHbI.
date of manufacture may be included nsgenve Moxet 6esonacHo
as part of the lot number or serial ncnonb3oBaTtbces. of Bbinycka
number, provided the date is clearly MEeOMLIMHCKOro N3aenns BKNIOYaeTcs B
identifiable; HOMEpP NapTUN NN CEPUNHBIN HOMEP
npu YCrNoBWUW, YTO rof BbiMycKa Nerko
naeHTMdMLMpyeTCs B COCTaBe Takoro
HOMepa;
(k) an indication of any special 8) nHgpopmavmsa 06 ocobbix TpeboBaHus

storage and/or handling condition that
applies;

YCIOBUSIX XpaHeHus1 1 (unn) obpalleHnst
MeAMLMUHCKOro nsaenus (npw
HeobxoQMMocCTH);

n.23.2(k) GR 1 n.58(8)
OT WAEHTUYHBI.
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(1) if the device is supplied sterile, 21.5(c, m) 9) nHgopmaLmsa O CTEPUITBHOCTHU TpeboaHusa n.23.2(1)
an indication of its sterile state and ISO 17664 MeOMLMHCKOro nsgenus (ecnm GR 1 n.58(9) OT
the sterilisation method; MeaULIMHCKOE n3genne NnocTaBnsieTcs B WOEHTUYHbI.
CTEpPUIIbHOM BUAE) C yka3aHMeM meToaa
cTepunmsaunm;
(m) warnings or precautions to be 10) npegynpexaeHne unm mepsl TpeboBaHus
taken that need to be brought to the NpeaoCTOPOXHOCTU, KOTOPbIE n.23.2(m) GR 1 n.58(10)
immediate attention of the user of the yKa3bIBaloTCs Taknum obpasom, YTobbI OT WAEHTUYHBI.
device, and to any other person. This npueneyb BHUMaHWe nonb3oBaTens unm
information may be kept to a TpeTbero nuua. 9ta nHgopmaums
minimum in which case more detailed MOXET ObITb CBeAeHa K MUHUMYMY B
information shall appear in the cny4ae, ecnv 6onee getanbHas
instructions for use, taking into MHOpMaLUNA COAEPKUTCS B UHCTPYKLMUK
account the intended users; Nno NPUMEHEHMWIO;
(n) if the device is intended for 21.5(f) 11) nHcpopmaumst 06 ogHOpPa3oBOM TpeboBaHus
single use, an indication of that fact. A NCNONb30BaHUN MEOVULVHCKOTO N3aenust n.23.2(n) GR n n.58(11)
manufacturer's indication of single (ecnu megmumHckoe usgenve OT WAEHTUYHBI.
use shall be consistent across the npegHasHavaeTcs Ans ogqHoOpa3oBoro
Union; MCNONb30BaHMs);
(o) if the device is a single-use 12) nHpopmaumst 0 BocCTaHOBNEHUM TpeboBaHus
device that has been reprocessed, an MeOMLMHCKOrO U3OeNns ¢ ykasaHmem n.23.2(o) GR n n.58(12)
indication of that fact, the number of yucra NnpousBefeHHbIX LMKNoB OT WAEHTUYHBI.
reprocessing cycles already BOCCTaHOBMEHMWS U NIOObLIX OrpaHnYeHnin
performed, and any limitation as No YMCIy LUKITOB BOCCTAHOBMEHUSA
regards the number of reprocessing (ecnu megmumHckoe n3genve ansi
cycles; O[HOPa30BOro NCMONb30BaHWS
ABMNSETCH BOCCTAHOBMEHHbIM);
(p) if the device is custom-made, 21.5(g) 13) nHcpopmaumst 06 N3roToBneHUn TpeboBaHus
the words 'custom-made device'; MeLMLMHCKOro u3genus no n.23.2(p) GR n n.58(13)
WHAMBUOYanNbHOMY 3akasy OT no CyT\ NOeHTUYHBI.
Nnonb30BaTENs UCKMIOYUTENBHO AN
NINYHOTO NPUMEHEHNS B COOTBETCTBUM C Ho B 58(13) OT ectb
HasHa4YeHNeM MeLMULMHCKOro hpasa o0 «HasHadeHuu,
cneumanucTa, BbiJaHHbIM B BblJaHHbLIM B
nMCcbMeHHON hopMeE; NMCbMEHHON hopME».
(q) an indication that the device is 21.5(h) 14) nudbopmaumsa o npegHasHavYeHUm TpeboBaHus

a medical device. If the device is
intended for clinical investigation only,
the words 'exclusively for clinical
investigation';

MeOULIMHCKOro M3aenns TonbKo Ang
NpoBeAeHUst KNUHUYECKUX UCTbITAHUI B
Lensax perycrpaumu;

n.23.2(q) GR n n.58(14)
OT no cyT! MOeHTUYHBI.
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15) nHcpopmaumsi o npegHasHayveHnn
MEANLMHCKOro U3aenust Tonbko Ans
BbICTABOYHbIX UITM AEMOHCTPALMOHHbIX
uenen. B atom cnyyae TpeboBaHus no
MapKNpOBKe, yKasaHHble B nognyHkTax 1
- 14 HacTosILEero NyHKTa He ABMSAOTCA
obszaTenbHbIMY;

B GR otcytcTBYET
TpeboBaHue,
COOTBETCTBYHOLLEE
n.58(15).

(r) in the case of devices that are
composed of substances or of
combinations of substances that are
intended to be introduced into the
human body via a body orifice or
applied to the skin and that are
absorbed by or locally dispersed in
the human body, the overall
qualitative composition of the device
and quantitative information on the
main constituent or constituents
responsible for achieving the principal
intended action;

B OT otcytctByeT
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.2(r) GR.

16) uHdpopmaums 06 nHakTnBauuu
BO3MOXHbIX BUPYCOB U OApYrnX
WH(PEKUNOHHBIX areHTOB B
MeOMLMHCKOM M30envn, HaHOCUMas B
BMAe Hagnucu "antutena k BUY 1, 2 n
Bupycam renatutos C n HBsAg
OTCyTCTBYIOT" (€CNM MeANLMHCKOE
n3genue nmeeT B CBOEM COCTaBe
CbIBOPOTKY (MNnasmy) KpoBU YenoBeka
WNW SNEMEHTbI TKaHM YenoBekKa).

B GR otcytcTBYyeET
TpeboBaHue,
COOTBETCTBYIOLLEE
n.58(16).

(s) for active implantable devices,
the serial number, and for other
implantable devices, the serial
number or the lot number.

B OT otcyTcTtBytOT
TpeboBaHus K
UMMNNaHTUPYEMbIM
MEeOULIMHCKUM
nsgenvam.
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59. B cniyyae ecnv meguumHCKue
n30ennsa UnNu X KOMMNOHEHTHI,
npeaHasHadYeHHble 4115 BBEAEHMS B
opraHm3m u BbIBEAEHUS U3 OpraHnamMa
YyernoBeka NekapCTBEHHbIX CPeACTB,
XWOKOCTEN opraHu3ma unuv apyrux
BeLlecTB NMbo Ans TPaHCNOPTUPOBKM U
XPaHEeHUs Taknx CpeacTB, XNOKOCTEN
UInn BELWEeCTB, coaepXXaTt BpeaHble
BellecTBa, obnagatowine B
3aBUCUMMOCTM OT UX KOHLEHTpaumm
KaHLepOreHHbIMW, MyTareHHbIMU Uin
TOKCUMYHBIMW AN PENPOaYKTUBHOMN
(OYHKLMKN CBOMCTBAMU, UK coaepxaT
dTanaTbl, TO TakKne MeguLUHCKNe
n3genua noanexar cneumansHom
MapKMpoBKe. JTa cneumanbHas
MapKMpOBKa HAHOCUTCS Ha
MeOMLMHCKOE u3aenue n ero ynakoBky
nn6bo npm HeOBXOAMMOCTM Ha BHELLHIOK
YMaKoBKY, UCMOMb3YyeMYI0 AN XpaHeHUs
N TPAHCMOPTMPOBKM MEANLIMHCKOrO
n3nenus.

B nepeyHe ctaHgapToB
(MpunoxeHue ot 04.09.2017 N7)

OTCYTCTBYIOT cTaHAapTbl no n.59 OT.

B GR otcytcTBYET
TpeboBaHue,
cooTBeTcTBYylOLEee n.59.

60. MapkupoBKka CTepUnbHbIX U
HEeCTEPUNbHBIX MEANLMHCKUX U3aenun
AormkHa obecneyvmBaTb BO3MOXHOCTb
pasrpaHNYeHns MAEHTUYHBIX NI
CXOXUX BUOOB MEAULIMHCKNX U3aenun,
BbINyLLEHHbIX B o6palleHne B
CTEPUIbHOM U HECTEPUNBHOM BUAE, U
pasnuyaTbCHa Takum o6pas3om, YToObI
nons3oBaTternb MOr C MOMOLLbIO
MapKUPOBKN OTANYUTL CTEPUNBbHOE
MeauUMHCKoe n3genve ot
HEeCTEepPUIBHOrO.

FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 8537-2011
no 31.12.2019
FOCT P NCO 14630-2011
no 31.12.2019
FOCT P NCO 15223-1-2014

OCT P NCO 16061-2011 go 31.12.2019

FOCT P NCO 21534-2013

FOCT P NCO 21535-2013

FOCT P NCO 21536-2013

FOCT P NCO 25539-1-2012
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-55-2015
CTB EN 12470-2-2014

CTB ISO 80601-2-56-2016

CTB EH 1041-2006 o 31.12.2019

B GR otcytcTBYET
TpeboBaHue,
cooTBeTcTBYlOLee n.60.
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61. MapkupoBka gomkHa 6bITb
HaHeceHa Ha MeauUMHCKoe naaenve.
Ecnu 370 HEBO3MOXHO MK
Heuenecoobpa3Ho, MapKMpoOBKa
(4aCcTMYHO UM NONHOCTLIO) MOXET BbITh
HaHeceHa Ha ynakoBKY AN KaXaoun
€AVHNLbI MeAWLMHCKOro n3genusi, u (unm)
Ha rpynnoByto YNakoBKy, 1 (Mnn) Ha
WHCTPYKLMIO MO NPUMEHEHMIO.

B nepeyHe ctaHpapToB
(MpunoxeHune ot 04.09.2017 N7)

OTCYTCTBYIOT cTaHAapTbl no n.61 OT.

TpeboaHusa n.61 OT
Mo CYTU MOEHTUYHBI
n.23.1(b) GR.

62. MapkupoBka MOXeT bbITb
[OnosiHeHa MHgopMaumen o
MeONLMHCKOM U3OeNun B
MalLMHOYMTaeMoM popmaTte, B TOM Yucre
C UCMNofb30BaHMEM paamnovacToOTHOM
naeHTUUKaLMM UK LITPUX-KOZOB.

B nepeyHe cTrangapToB
(MpunoxeHune ot 04.09.2017 N7)

OTCYTCTBYIOT CTaHAapTbl no n.62 OT.

TpebosaHusa n.61 OT
Nno CyTV MOEHTUYHBI
n.23.1(c) GR.

63. MeanuunHckue nagenus,
npoLuelwmne yCTaHOBMNEHHbIE B paMKax
Coto3a npoueaypbl permctpauum un
NoATBEepPXXOEHNs COOTBETCTBUS 0bLLMM
TpeboBaHMAM 6e30MacHOCTM U
3 PEKTMBHOCTM MEOULIMHCKUX U3OENNNA,
TpeboBaHMAM K BHEOPEHUIO U
noaaepkaHuio CUCTEMblI MEHEI)KMEHTA
KayecTBa MeAMLMHCKUX M3Oenui, nepeg,
BbIMyCKOM B 0OpaLleHne B pamkax Cotosa
noanexar o6a3arenbHON MapKUpoBKe
crneuvanbHbIM 3HakoM obpalleHns
MeOULMHCKOro n3genus Ha pbiHke Coto3a
(oanee - cneumanbHbIV 3HaK obpalleHus).

MapkupoBka cneumanbHbIM 3HaKoM
obpalleHus, HaHocUMasl Ha MeauLUUHCKOoe
n3genve, BbiNonHAeTcs NnobbiM
TEXHOJTOrMYECKUM CNocoboM,
obecne4ynBaloLLM YETKOE U SICHOE ero
n3obpaxxeHne B Te4eHUe BCEro cpoka
cnyx6bl (rogHOCTN) MEANLIMHCKOro
ns3genus.

CneuuanbHbI 3HaK obpalleHnst He
HaHOCUTCHA Ha MeauLUMHCKoe nsgenuve B
crny4ae, ecrnv 3T0 TEXHONOMMYECKN
HEBO3MOXHO 1nu ByaeT npeacTaenaTb
Yrpo3y XXM3HU 1 300POBbLI0 NOMb30BATENS.

B nepeyHe ctaHpapToB
(MpunoxeHune ot 04.09.2017 N7)

OTCYTCTBYIOT cTaHAapTbl no n.63 OT.

B GR otcytcTBYET
TpeboBaHue,
cooTBeTCTBYMOLLEE N.63.
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23.3. Information on the packaging
which maintains the sterile condition
of a device ('sterile packaging’) The
following particulars shall appear on
the sterile packaging:

B OT otcytctByeT
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.3 GR 06
MHgOpMaLUK Ha
yrnaKkoBKe CTEPUIbHbIX
n3genuvn.

(a) an indication permitting the
sterile packaging to be recognised as
such,

(b) a declaration that the device is
in a sterile condition,

(c) the method of sterilisation,

(d) the name and address of the
manufacturer,

(e) a description of the device,

() if the device is intended for
clinical investigations, the words
‘exclusively for clinical investigations’,

(9) if the device is custom-made,
the words ‘custom-made device’,

(h) the month and year of
manufacture,

(i) an unambiguous indication of
the time limit for using or implanting
the device safely expressed at least
in terms of year and month, and

(j) an instruction to check the
instructions for use for what to do if
the sterile packaging is damaged or
unintentionally opened before use.
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23.4. Information in the instructions for
use

14. TpeGoBaHuA kK UHGOpMaLK,
copepxallencs B UHCTPYKLUK NO

KommeHTapum un

The instructions for use shall contain all of npuMeyaHus
: : . NPUMEHEHNI0 MeAULIMHCKOro n3aenus
the following particulars:
64. VIHCTPYKUMSA MO NPUMEHEHUI0 B nepeyHe cTtaHgapToB B uenom B GR
MOXeT ObITb NpegocTaBneHa (MpunoxeHune ot 04.09.2017 N7) OTCyTCTBYET
nonb3oBarernto Ha 6ymaxHoM Hocutene OTCYTCTBYIOT cTaHAapThbl no n.64 OT. | TpeboBaHue,

nnbo B 3NEKTPOHHOM BUAE Kak BMECTE C
MeONLIMHCKUM n3genveM, Tak u oTaensHo
OT Hero, B TOM YMCIe NyTEM pa3MeLleHms
nHOpMaLUn Ha 3KpaHe, ABNSILLEMCS
4YacTblo MEQMUMHCKOTO U3aenus.
BbibpaHHbI cnocob npegocTaBneHus
WHCTPYKLMMW NO NPUMEHEHUNIO JOMKEH
ObITb NPUrogeH M JOCTYNEH Ans
nonb3oBatenein. Ecnu nHcTpykums no
NPUMEHEHUI0 NPefoCTaBeHa Ha
HocuTene, OTIINYHOM OT ByMaXkHOrO,
npoussBoauTeNb AOMKEH rapaHTUpPOBaThb,
4YTO NOTPEBUTENDL NHPOPMMPOBAH O
cnocobax:

1) npocmoTpa MHCTPYKLUMK Mo
NPUMEHEHWUIO;

2) nony4yeHns akTyanbHON BeEpCUn
WHCTPYKLMMN NO NPUMEHEHUIO;

3) nonyyeHus GymaxHon Bepcum
MHCTPYKLMM NO NPUMEHEHMUIO.

COOTBETCTBYIOLLEE N.64.

Ho nepsoe
npeanoxexHue n.64
cootBeTtcTByeT 23.1(f)
GR
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(a) the particulars referred to in
points

(a),

(c), (e), (f), (k), (1), (n) and (r) of
Section 23.2;

65. HCTPYKLMS NO NPUMEHEHMIO
AOIDKHa cogepaTtb CreayoLLyo
MHopMaLnIo:

1) HaMmeHoBaHWe 1 (Unn) TOpProBoe

HanmeHoBaHMe MeanLNHCKOro n3aenusa,

FOCT 31515.3-2012 go 31.12.2019
FOCT IEC 60601-2-22-2011
FOCT ISO 11138-1-2012 go 31.12.2019
FOCT ISO 11138-2-2012 no 31.12.2019
FOCT ISO 11138-3-2012 go 31.12.2019
FOCT ISO 11140-1-2011 no 31.12.2019
FOCT ISO 11140-3-2011 go 31.12.2019
FOCT ISO 7886-1-2011
FOCT ISO 7886-3-2011
FOCT ISO 7886-4-2011
FOCT ISO 9801-2011 no 31.12.2019
FOCT P 50267.2.54-2013
FOCT P 54794-2011
FOCT P NCO 11334-1-2010
FOCT P NCO 17664-2012
FOCT P NCO 21534-2013
FOCT P NCO 21535-2013
FOCT P NCO 21536-2013
FOCT P NCO 22523-2007
FOCT P NCO 25539-1-2012
FOCT P NCO 7396-1-2011 go 31.12.2019
FOCT P NCO 80601-2-12-2013
FOCT P NCO 80601-2-13-2013
FOCT P NCO 80601-2-55-2015
FOCT P M3K 60601-1-2010 o 31.12.2019
FOCT P M3K 60601-2-1-2013
FOCT P M3K 60601-2-16-2016
FOCT P M3K 60601-2-18-2014
FOCT P M3K 60601-2-19-2011
FOCT P M3K 60601-2-20-2011
FOCT P M3K 60601-2-21-2013
FOCT P M3K 60601-2-2-2013
FOCT P M3K 60601-2-25-2016
FOCT P M3K 60601-2-27-2013
FOCT P M3K 60601-2-28-2013
FOCT P M3K 60601-2-29-2013
FOCT P M3K 60601-2-33-201
FOCT P M3K 60601-2-36-2016
FOCT P M3K 60601-2-37-2009
FOCT P M3K 60601-2-41-201
FOCT P M3K 60601-2-4-2013
FOCT P M3K 60601-2-43-2013
FOCT P M3K 60601-2-44-2013
FOCT P M3K 60601-2-45-2014
FOCT P M3K 60601-2-46-2014
FOCT P M3K 60601-2-47-2015
FOCT P M3K 60601-2-49-2015
FOCT P M3K 60601-2-50-2012
FOCT P M3K 60601-2-63-2015
FOCT P M3K 60601-2-65-2015
CTB EN 12470-1-2014
CTB EN 12470-2-2014
CTB IEC 60601-1-2012
CTB IEC 60601-2-43-2012
CTb IEC 60645-1-2014
CTB IEC 60645-2-2010
CTB ISO 80601-2-56-2016
CTB EH 1041-2006 no 31.12.2019

TpeboBaHusa n.65(1)
OT unpeHTn4Hbl N.23.4(a)
n23.2(a) GR.

B n.65 OT
OTCyTCTBYET
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.2 (c), (e), (f), (k), (1),
(n)m (r) GR
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2) cBedeHus1 0 npounsBoauTene
MeAMLMHCKOro nsgenus n (unm) ero
YMOSIHOMOYEHHOM NpeacTaBuUTene,
BKJIHOYAS MOJTHOE M COKpaLLleHHoe (Mpu
HanM4YnM) HaMMEeHOBaHNSA FPUANYECKOTO
nuua, MecTo HaxoxaeHus (dpamunus,
nUMs, 0T4ECTBO (MpU HaNM4YUKM) N MecTo
XUTenbcTBa U3nYeckoro nuua,
3aperncTpupoBaHHOrO B KayecTBe
MHOUBMAYANbHOro NpeanpuHMMarens),
NnoYTOBLIN agpec, HoMepa TernedoHa,
dakca, agpec MeKTPOHHOM NoYThl (Npn
Hanu4um);

B GR oTtcytcTBYET
TpeboBaHue,
COOTBETCTBYHOLLEE
n.65(2).

(b) the device's intended purpose
with a clear specification of
indications, contra-indications, the
patient target group or groups, and of
the intended users, as appropriate;

3) HasHayeHne MeaNLMHCKOro
n3genusa ¢ ykasaHueM rnonb3oBaTerns
(Hanpumep, NaUUEHT, MeaULIMHCKUIA
cneumanucT, ousndeckoe nuo,
npuMeHsiioLiee MeauLUHCKoe uaaenuve
No HasHayeHuo, ornpeaeneHHoOMY
NPOM3BOANTENEM);

TpeboBaHusa n.65(3)
OT nAEHTUYHBI
n.23.4(b).

(c) where applicable, a
specification of the clinical benefits to
be expected.

B OT otcyrctByeT
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.4 (c),

(d) where applicable, links to the
summary of safety and clinical
performance referred to in Article 32;

5) 0600LEeHHbIE pe3ynbTaThl
KIMMHUYECKUX UCTbITaHUIA, NPOBEeAEHHbIX
B Liensx perucTpaunm MeamnumMHCKoro
N3enns, UM ccbifika Ha UCTOYHWK, rae
Takasi HopMaums AOCTynHa ons
nonb3oBaTtens;

TpeboBaHusa n.65(5)
OT B LENOM MAEHTUYHBI
n.23.4(d).

(e) the performance characteristics
of the device;

4) pbyHKUMOHaNbHbIE
XapaKkTepucTnku MeanumHCKoro

TpeboBaHus 1.65(4)
OT naeHTUYHBI

n3genus; n.23.4(e).
(f) where applicable, information B OT otcytctBYyeT
allowing the healthcare professional TpeboBaHue,
to verify if the device is suitable and COOTBETCTBYIOLLIEE
select the corresponding software n.23.4 (f),

and accessories;
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(g) any residual risks, contra-
indications and any undesirable side-
effects, including information to be
conveyed to the patient in this regard;

6) ocTaTO4YHbIE PUCKMU,
NPOTUBOMNOKA3aHUs, OXXngaemble 1
npeackasyemble Nob6oYHbIe 3hdeKThbl,
CBSI3aHHbIE C NPUMEHEHNEM
MeAMLIMHCKOro usgenus no
Ha3HayeHuto, onpeaeneHHoMy
npovssBoauTenem;

TpeboBaHusa N.65(6)
OT B LENOM MAEHTUYHBI
n.23.4(g).

(h) specifications the user requires
to use the device appropriately, e.g. if
the device has a measuring function,
the degree of accuracy claimed for it;

7) TEXHUYECKME XapaKTEPUCTUKMU,
HeobxoAuMble Nonb3oBaTento ans
NpUMeHEeHNs MeaNLMHCKOro U3aenus no
Ha3Ha4YeHwuto, onpeaeneHHoMy
NPOM3BOAUTENEM;

TpeboBaHus n.65(7)
OT B LENOM UOEHTUYHbI
n.23.4(h).

8) nHgopmaumsa 0 HanU4uMm
nekapCTBEHHOro cpeacTBa,
Ouornoruyeckoro Mmatepuana u (1nm)
HaHomaTepuana;

9) nHgopmaLmsa o nopsigke
YCTaHOBKW 1 BBOAA B 3KCMyaTauuio
(Npn HeoBxoamMMocCTH), a Takke o
HeobXxo4MMOCTU NpeaBapuUTenbHOM
MOArOTOBKM K MCMOSb30BaHMIO
MEeOULMHCKOTO U3aenus;

10) cneyunanbHble TpeboBaHMsA B
OTHOLLIEHMN MOMELLEHNI, cneumanbHOn
noAroTOBKM nnmn ocobown keanmdukaumm
nonb3oBarens v (UnNu) TpeTbMx Nuu;

B GR otcytcTBYyET
TpeboBaHue,
COOTBETCTBYHOLLEE
n.65(8, 9, 10).
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(i) details of any preparatory
treatment or handling of the device
before it is ready for use or during its
use, such as sterilisation, final
assembly, calibration, etc., including
the levels of disinfection required to
ensure patient safety and all available
methods for achieving those levels of
disinfection;

11) nHcpopmaums, Heobxoammasi ans
NMPOBEPKN NPaBUITbLHOCTU YCTAHOBKM
MEeOMULMHCKOTO M3Oenns n ero
roTOBHOCTU K 6e3onacHomn pabote no
HasHa4yeHuto, onpeaeneHHoMy
npousBoauTeneM, ¢ ykasaHuem
cneayroLnx cBegeHNi:

copepaHue 1 nepnoamyHoCTb
TEXHUYECKOro obCnyxmBaHus, BKoYas
OYUCTKY U Ae3MHEKLNI0 MeANLIMHCKOTO
nsgenvs;

HanMyne pacxoAHbIX KOMMOHEHTOB
MEeOMLMHCKOro M3genusi u npouegypa mx
3aMeHbl;

HeobxooMMOCTb KannbpoBku A5
obecneyeHns Hagnexatlen un
©6e3onacHon paboTbl MEAULIMHCKOrO
N3aenvs B TeHYEHNE Cpoka ero cnyxosl;

MEeTO/bl CHUXKEHMWSI PUCKOB,
CBSI3aHHbIX C YCTAHOBKOWN, KannbpoBKom
nnmn o6cnyXnBaHMeM MeLMLNHCKOro
nsgenus

TpeboBaHusa n.65(11)
OT B LENOM MAEHTUYHBI
n.23.4(i).

12) nHcpopmaums o cneymarnbHbIX

B GR otcytcTBYET

YCITOBUSIX XpaHEHUs1 1 (1nn) TpeboBaHue,
0o6CcnyXMBaHNs MEOULMHCKOTO U3Oenus; COOTBETCTBYIOLLEE
n.65(12).

(j) any requirements for special B OT otcytctByeT
facilities, or special training, or TpeboBaHue,
particular qualifications of the device COOTBETCTBYHOLLEE
user and/or other persons; n.23.4 (j),

89




(k) the information needed to verify
whether the device is properly
installed and is ready to perform
safely and as intended by the
manufacturer, together with, where
relevant:

— details of the nature, and
frequency, of preventive and regular
maintenance, and of any preparatory
cleaning or disinfection,

— identification of any consumable
components and how to replace
them,

— information on any necessary
calibration to ensure that the device
operates properly and safely during
its intended lifetime, and

— methods for eliminating the risks
encountered by persons involved in
installing, calibrating or servicing
devices;

B OT otcyrctByeT
TpeboBaHue,
COOTBETCTBYlOLLEE
n.23.4 (k),

(1) if the device is supplied sterile,
instructions in the event of the sterile
packaging being damaged or
unintentionally opened before use;
5.5.2017 L 117/105 Official Journal of
the European Union EN

21.7(p)
ISO 17664

13) nHdpopmaums o nopsake
OEencTBui B Criydae HapyLlleHns
CTEepPWIbHOW YyNakoBKM MEeAMLUHCKOro
n3genvs nepeg ero Ucrnosnb3oBaHneM
(ecnn meguumMHCKoe usgenve
NOCTaBNSETCH CTEPUSIBHBIM);

TpeboBaHusa N.65(13)
OT B LENOM MAEHTUYHBI
n.23.4(1).

(m) if the device is supplied non-
sterile with the intention that it is
sterilised before use, the appropriate
instructions for sterilisation;

14) nHcpopmaums o metoae
cTepunM3auumn MeaunLMHCKOro nsgenms
(ecnn meguumMHCKoOe usgenve
NoCTaBNsieTCA HECTEPUIBbHBIM C
yKasaHnem HeobxoamMmMocTu ero
cTepunusauun nepes
NCNonbL30BaHUEM);

TpeboBaHusa N.65(14)
OT B LENOM UOEHTUYHbI
n.23.4(m).
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(n) if the device is reusable,
information on the appropriate
processes for allowing reuse, including
cleaning, disinfection, packaging and,
where appropriate, the validated
method of re-sterilisation appropriate to
the Member State or Member States in
which the device has been placed on
the market. Information shall be
provided to identify when the device
should no longer be reused, e.g. signs
of material degradation or the maximum
number of allowable reuses;

15) nHpopmaums o Hagnexawen
00paboTke MeguULMHCKOro nsgenusa ans
€ro NoBTOPHOTO UCMOSIb30BaHNS,
BKIIHOYAS OYUCTKY, Ae3NHAEKLMIO,
yNnakoBKy M Npu HeobxoanmMocT MeToz
NMOBTOPHOW CTepunusauum (ecnu
MeaMLUMHCKoe usaenve npeaHasHadeHo
ONnsi MHOropa3oBOro UCMosb30BaHusl), a
Takke KpUTepumn HeENpPUrogHoOCTH
NCMNonb30BaHUsA MeAULIMHCKOro
n3nenus;

TpeboBaHusa N.65(15)
OT B LENOM MAEHTUYHBI
n.23.4(n).

(o) an indication, if appropriate, that
a device can be reused only if it is
reconditioned under the responsibility of
the manufacturer to comply with the
general safety and performance
requirements;

B OT otcytctByeT
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.4 (o),

(p) if the device bears an indication
that it is for single use, information on
known characteristics and technical
factors known to the manufacturer that
could pose a risk if the device were to
be re-used. This information shall be
based on a specific section of the
manufacturer's risk management
documentation, where such
characteristics and technical factors
shall be addressed in detail. If in
accordance with point (d) of Section
23.1. no instructions for use are
required, this information shall be made
available to the user upon request;

B OT otcyrctByeT
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.4 (p).
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(q) for devices intended for use
together with other devices and/or
general purpose equipment:

— information to identify such devices
or equipment, in order to obtain a
safe combination, and/or

— information on any known
restrictions to combinations of
devices and equipment;

16) nHcpopmaums, Heobxogmmasi ans
naeHTuduKkaLmMm MeguUnMHCKUX n3genum
C Lenblo nonyydeHunst 6esonacHom
kKoMbuHaLmn n nigopmauus ob
N3BECTHbIX OrPaHNYEeHUsIX No
COBMECTHOMY UCMNOSb30BaHUIO
MeOMLMHCKUX n3genun (ans
MEAULNMHCKUX n3aenuin,
npegHasHa4YeHHbIX AN UCnonb30BaHUs
BMECTe C ApYrMMU MEOULUNHCKUMM
n3genusamun n (Mnu) ¢ u3nenMamm
o0Lero HasHayeHus);

TpeboBaHusa N.65(15)
OT B LENOM MAEHTUYHBI
n.23.4(q).

(r) if the device emits radiation for
medical purposes:
— detailed information as to the
nature, type and where appropriate,
the intensity and distribution of the
emitted radiation,
— the means of protecting the
patient, user, or other person from
unintended radiation during use of the
device;

21.7(s)

17) nHcpopmaums o npupoge, Tmne, a
Takke (npu HeobxooMMocCTH)
WHTEHCMBHOCTM U pacnpeneneHnm
n3ny4aemon MeguuMHCKUM U34enmem
paguauumn n cnocobax 3alnThbl
rnonb3oBaTtenen Unn TPeTbUX NnL, OT
HenpeaHaMepPeHHOro N3ny4YeHus B
npoLecce UCNoNb30BaHUS
MeauUMHCKOro n3genus (ecnm
MeANLUWHCKOEe n3genve cosgaet
onacHbIN U NoTeHUManbHO ONacHbLIN
YPOBEHb paanaumm B MEANLIMHCKMX
uensx);

TpeboBaHusa N.65(15)
OT B LENOM MAEHTUYHBI
n.23.4(r).
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(s) information that allows the user
and/or patient to be informed of any
warnings, precautions, contra- indications,
measures to be taken and limitations of use
regarding the device. That information shall,
where relevant, allow the user to brief the
patient about any warnings, precautions,
contra-indications, measures to be taken
and limitations of use regarding the device.
The information shall cover, where
appropriate:

— warnings, precautions and/or measures
to be taken in the event of malfunction of the
device or changes in its performance that
may affect safety,

— warnings, precautions and/or measures
to be taken as regards the exposure to
reasonably foreseeable external influences
or environmental conditions, such as
magnetic fields, external electrical and
electromagnetic effects, electrostatic
discharge, radiation associated with
diagnostic or therapeutic procedures,
pressure, humidity, or temperature,

— warnings, precautions and/or measures
to be taken as regards the risks of
interference posed by the reasonably
foreseeable presence of the device during
specific diagnostic investigations,
evaluations, or therapeutic treatment or
other procedures such as electromagnetic
interference emitted by the device affecting
other equipment,

— if the device is intended to administer
medicinal products, tissues or cells of
human or animal origin, or their derivatives,
or biological substances, any limitations or
incompatibility in the choice of substances to
be delivered,

— warnings, precautions and/or limitations
related to the medicinal substance or
biological material that is incorporated into
the device as an integral part of the device;
and

— precautions related to materials
incorporated into the device that contain or
consist of CMR substances or endocrine-
disrupting substances, or that could result in
sensitisation or an allergic reaction by the
patient or user;

18) nHdpopmauns gna nonb3oBartenemn
(npepynpexaeHusi, Mepbl NPeAoCTOPOXKHOCTH,
npeanpuHUMaeMble B criydae Heo6xoaMMocTu
Mepbl ¥ OrpaHUYeHUst MPY UCMOMNb30BaHNUN
MEANLIMHCKOrO U3Aenust), BKIYas:

npegynpexaeHue, Mepbl
npeaoCTOPOXHOCTU U (UNK) Mepbl,
npeanpuHUMaeMble B criyyae HeMmcnpaBHOCTU
MEANLMHCKOrO U3AENuUsi Ui OTKNOHEHWUI B €ro
(PYHKLMOHMPOBAHUM, KOTOPbIE MOFYT BIUSATbL Ha
6e30MacHOCTb MEAULIMHCKOTO U3Aenuss;

npegynpexaeHve, Mepbl
npeaoCTOPOXHOCTU U (UNK) Mepbl,
npeanpuHUMaeMble B criydae BO3AeNCTBUS Ha
(hYHKLMOHMPOBaHNE MEANLIMHCKOTO U3aenus
BHELLHMX (PaKTOPOB, CBA3@HHbIX C
NnpyuMeHeHneM MeQULMHCKOro U3Aenus B
KOMBMHaLUWU ¢ ApyrMMu MeanuUHCKUMM
nsgenusamm u (unu) obopyaoBaHMEM, UMK TaKnX
(haKTOpOB, KaK BHELLHWE 3MEKTPOMarH1THbIe
rnonsi, aneKkTpocTaTMieckue paspsabl,
n3ny4yeHune, atTMocepHoe AaBneHne u ero
nepenagbl, BMaXHOCTb 1 TemnepaTypa
BO34yXa;
npeaynpexaeHne, Mepbl NPeLOCTOPOXHOCTA 1
(vnn) Mepbl, NpeanpyYHMMaeMble B criyvae
npeacKa3yemoro pucka anekTpoMarHUTHbIX
rnomex, cosfaBaeMblX MEQULUHCKUM U3AenMem
npy NPOBEAEHNM U OLIEHKE pe3ynbTaToB
cneundrYecKnx AnarHoCTUYECKNX
nccneaoBaHuii, TepaneBTUYECKOro feyYeHns
UM NPY Ero UCMONb30BaHWUK (Hanpumep,
3MEKTPOMarHNTHOE U3nyyeHne MeguLUHCKOro
n3fenus, okasbliBatoLlee BNvsiHUE Ha apyroe
obopygosaHue);

cBefeHNa 06 orpaHNYeHUsIX Unm
HECOBMECTUMOCTU C MEAULIMHCKUM M3fenmemM
OTAeNbHbIX NIeKapCTBEHHbIX CPEACTB Uu
Ounonornyecknx maTepuanos (ecnm
MeAUUMHCKOe n3fenve npeaHasHayeHo ans
BBEAEHNS NEKaPCTBEHHbIX CPEACTB UK
6Guonornyecknx MaTep1anos);

npegynpexaeHue, Mepbl
NPeAOCTOPOXHOCTU U (MNN) OrpaHNYeHus,
CB$I3aHHbIE C NeKapCTBEHHbIMY BELLECTBaMM
unm GruonormyeckMu MaTepuanamMmm, KotTopble
BXOASAT B COCTaB MeAMLIMHCKOTO U3Lenuss;

TpeboBaHusa N.65(18)
OT B LENOM NOXOXW Ha
TpeboBaHus n.23.4(s)
GR, HO nonHocTLO
WMOETUYHBIMU NX HEMb3S
Ha3BaThb.
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— warnings, precautions and/or
measures to be taken in the event of
malfunction of the device or changes in
its performance that may affect safety,
— warnings, precautions and/or
measures to be taken as regards the
exposure to reasonably foreseeable
external influences or environmental
conditions, such as magnetic fields,
external electrical and electromagnetic
effects, electrostatic discharge,
radiation associated with diagnostic or
therapeutic procedures, pressure,
humidity, or temperature, — warnings,
precautions and/or measures to be
taken as regards the risks of
interference posed by the reasonably
foreseeable presence of the device
during specific diagnostic
investigations, evaluations, or
therapeutic treatment or other
procedures such as electromagnetic
interference emitted by the device
affecting other equipment, — if the
device is intended to administer
medicinal products, tissues or cells of
human or animal origin, or their
derivatives, or biological substances,
any limitations or incompatibility in the
choice of substances to be delivered, —
warnings, precautions and/or limitations
related to the medicinal substance or
biological material that is incorporated
into the device as an integral part of the
device; and
— precautions related to materials
incorporated into the device that contain
or consist of CMR substances or
endocrine-disrupting substances, or
that could result in sensitisation or an
allergic reaction by the patient or user,;

npeaynpexaeHue, CBA3aHHoe C
BXOOALLMMU B COCTaB MEANLIMHCKOIo
N30enus KaHLeporeHHbIMU,
MyTareHHbIMU I TOKCUYHBIMM
maTepuanamm, BO3MOXHOE BblaeneHue
UK BbIMbIBaHME KOTOPbIX MPUBOAMNT K
ceHcubunusaumm, annepruyeckon
peakuuu Unn oTpulaTensHo BIUSET Ha
PenpoAYKTUBHYIO (OYHKLNIO;

MpogormkeHne
COMOCTaBMEHNSs
n.23.4(s) GR n n.65(18)
oT

TpeboBaHusa N.65(18)
OT B LENoM NOXoXK1 Ha
TpeboBaHus n.23.4(s)
GR, He nonHocTbo
WMOETUYHBIMU NX HEMb3S
Ha3BaTb.
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(t) in the case of devices that are
composed of substances or of
combinations of substances that are
intended to be introduced into the
human body and that are absorbed by
or locally dispersed in the human body,
warnings and precautions, where
appropriate, related to the general
profile of interaction of the device and
its products of metabolism with other
devices, medicinal products and other
substances as well as contra-
indications, undesirable side-effects
and risks relating to overdose;

(u) in the case of implantable
devices, the overall qualitative and
quantitative information on the materials
and substances to which patients can

B OT otcyTcTtBytOT
TpeboBaHus K
UMMNNaHTUPyEMbIM

MeLWLMHCKUM
be exposed; usgenusam.
(v) warnings or precautions to be 65(18) nocnegHuin absay, TpeboBaHus

taken in order to facilitate the safe
disposal of the device, its accessories
and the consumables used with it, if
any. This information shall cover, where
appropriate:

— infection or microbial hazards such
as explants, needles or surgical
equipment contaminated with
potentially infectious substances of
human origin, and

— physical hazards such as from
sharps.

If in accordance with the point (d) of
Section 23.1 no instructions for use are
required, this information shall be made
available to the user upon request;

npegynpexaeHne nnm Mepbl
NpegoCcTOPOXHOCTU, NpeanpUHUMaeMble
nonb3oBaTenemM npu yTunusaumm
MEeOULMHCKOTO M3genus,
NPUHAONEXHOCTEN N PACXOOHbIX
mMaTepuarnos, UCMOSb3yeMbIX BMECTE C
HUM (MpY HaNU4MKM), BKIoYas
crieytoLne CBeAeHus:

NHEKLMOHHAs U MUKPoGHas
0OMNacHOCTb MEAMLMHCKOIO U3nenus;

3KoIornyeckas onacHocTb
MEeOULMHCKOTO U3Oenus;

dunaunyeckas onacHoOCTb
MEeOULMHCKOTO U3Oenus;

nocnegHero absaua
n.65(18) OT B uenom
NOEHTUYHbI N.23.4(V).

(w) for devices intended for use by
lay persons, the circumstances in which
the user should consult a healthcare
professional;

21.9
AAMI TIR49
EN 1041

19) nHdpopmaums od
o6cTosATeNnbCTBAX, NPU KOTOPbIX
nonb3oBaTterb AOMKEeH
MPOKOHCYNbTUPOBATLCS C MEANLIMHCKUM
cneumnanucTom (ans MeguUMHCKMX
n3aenuin, npeaHasHadeHHbIX Ans
NCNONb30BaHUSA NLLAMUN, HE NMEIOLLIMMN
MeauMLMHCKoro obpasoBaHns);

TpeboBaHusa N.65(19)

OT nAeHTUYHBI
n.23.4(w).
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(x) for the devices covered by this
Regulation pursuant to Article 1(2),
information regarding the absence of a
clinical benefit and the risks related to
use of the device;

B OT otcyrctByeT
TpeboBaHue,
COOTBETCTBYIOLLEE
n.23.4 (p),

(y) date of issue of the instructions
for use or, if they have been revised,
date of issue and identifier of the latest
revision of the instructions for use;

21.8

20) faHHble 0 BbIMyCcke Unm
nocnegHem nepecMoTpe MHCTPYKLUK No
NPUMEHEHMIO;

TpeboBaHus n.65(20)
OT naeHTUYHBI
n.23.4(y).

(z) a notice to the user and/or
patient that any serious incident that
has occurred in relation to the device
should be reported to the manufacturer
and the competent authority of the
Member State in which the user and/or
patient is established;

21) nucopmarms o HeobxogMMOoCTH
HanpasneHns coobLLeHns
Npou3BOAUTENIO UIN €ro
YNONTHOMOYEHHOMY NPEACTaBUTESIO O
HexxenaTernbHbIX COObITUAX, KOTOPble
MMeLOT NPU3HaKn HebnaronpusaTHOro
cobbITMSA (MHUMAOEHTA).

TpeboBaHusa N.65(21)
OT naeHTUYHBbI
n.23.4(z).

(aa) information to be supplied to
the patient with an implanted device in
accordance with Article 18;

B OT otcyTcTtBytOT
TpeboBaHus K
UMMNNaHTUPyEMbIM

MeaULMHCKUM
nsgennam.

(ab) for devices that incorporate B OT otcyrctByeT
electronic programmable systems, TpeboBaHue,
including software, or software that are COOTBETCTBYIOLLEe
devices in themselves, minimum n.23.4 (ab).

requirements concerning hardware, IT
networks characteristics and IT security
measures, including protection against
unauthorised access, necessary to run
the software as intended.
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3aKJIr0OYEHHE

1) [IpeacraBnenHas Tabinia COMOCTaBiICHUS AAET MPEACTABICHUE O CTETICHN UICHTHYHOCTH M pa3inyas 00mux TpeOoBaHui 0€3011acCHOCTH U
3¢ (HEeKTHBHOCTH MEIUIIMHCKUX U3ENUi, mpeabsBiseMbix B ctpanax EDC u EADC.

2) K paznuuusm cieayer OTHECTH TO, UTO:
- o6mme TpedoBanus EDC BrmouatoT B cebst 00beinHEHHBIE TPEOOBaHUS, KaK IS MEAUIIMHCKUX U3/IEIUN, TaK U JJIS aKTUBHBIX UMIUIAHTUPYEMBIX U3ICNNH;
- B 00mux TpedboBanusax EADC TepMUH «aKTHUBHBIE UMIUIAHTUPYEMBIE U3/IETHS» HE UCTIOIb3YETCs, U PeUb UAET TOJIBKO O MEAUIIMHCKUX U3JIETHSIX.

3) ITocnenoBaTenbHOCTH M3M0KEeHUS MyHKTOB TpeboBanuii E9C n EADC B nenom ouHaKkoBa, HO:
- obmme TpedoBanus EDC conepxat B Buae ornenbHbix paznenoB (CHAPTER) tpe6oBanus: «GENERAL REQUIREMENTS » u «cREQUIREMENTS
REGARDING DESIGN AND MANUFACTUREY;

- B o0mux TpeboBanusax EADC cooTBeTCTBYIOMINE pa3/iejIeHUE OTCYTCTBYIOT.
4) EcTb MHOTO MOJHOCTBIO UAEHTUYHBIX ITYHKTOB.
5) HekoTopsie MyHKTHI TPUCYTCTBYIOT TOJIBKO B TpeboBanusx EDC nnu EADC.

6) HGKOTOpBIG IMYHKTBI YaCTUYHO PA3JIMYAOTCA 1O COACPIKAHUTIO, YTO BBI3BIBACT H€O6XOI[I/IMOCTB AOMOJHUTCIBHOI'O BHUMATCIIBHOT'O paCCMOTPCHUS IIPU
AHAJIN3EC UX ITPUMCHCHUA.

7) B Pemennu Cosera EQK ot 12 deBpans 2016 roga N27 "O6 yrBepxkaeHnn odmux TpedoBanuii ..." ecTh myHKTHI TpeboBanuii 10, 17, 24, 25, 59, 61,
62, 63, 64, 67, 68, a B [Ipmnoxenun k Pexomennanusm Komnernn EQK ot 4 centsa6ps 2017 rona N17 "Ilepedens cTanaapToB ..." HE yKa3aHO HU OJTHOTO
CTaHAapTa MPUMEHUMOIO K 3TUM IIYHKTaM.

8) ABTOp cunTaet cBOMM NMpUATHBIM AoiaroM noodsmarogaputk C.B.Cononankosa ( OO0 «MEJIUTECT») 3a nposiBJIeHHBIN HHTEpEC K padoTe 1Mo
COCTaBJIEHUIO TAOJIUIIEL.
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[lepeuenn myOMKaIuit

1. REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on medical devices, amending
Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC
onyonukosan 05.05.2017 6 ogpuyuanvrom swcypuane Official Journal of the European Union, L117/1.
http://eur-lex.europa.eu/eli/reg/2017/745/0j

2.1S0O 16142-1:2016
Medical devices -- Recognized essential principles of safety and performance of medical devices -- Part 1: General essential principles and additional specific
essential principles for all non-IVD medical devices and guidance on the selection of standards
3aenasue na pycckom azvike: Mzoenus meduyunckue. Basicnetiwue npunyunst obecneuenusi 6e30nacHoCmu u SKCHIYAMAYUOHHBIX XAPAKMeEPUCUK
Mmeouyunckux uzoenuu. Yacmo 1. Obwue u donoarHumenvbHvle cneyuguyecKue 8adxicHeliuue NPUHYUNbL 01 8Cex MeOUYUHCKUX U30eaull, Kpome uzoeauil OJis
ouazHocmuKu in vitro, u pykogoocmeo no 8bloopy cmanoapmos.

3. Perncrpanust MeIHIMHCKUX H3euii B pamkax EBpasniickoro 3K0HOMHY€eCKOro cor3a
Nudopmanus Ha caiite Poc3npaBHamzopa.
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