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FOCT P 53469—2024

Mpeancnoeue

1 NOOTOTOBIEH ObwecTBOM C OrpaHUYeHHON OTBETCTBEHHOCTLIO «Jlasepbl M ONTUYECKUE CUCTEMBI»
(OO0 «JTOC») n AkumoHepHbIM 0bwecTBoM «JIOMO» (AO «JTOMO») Ha ocHoBe coBCcTBEHHOrO NepeBoja Ha
PYCCKWIA A3bIK aHINOSA3bIYHOW BEPCUMM CTaHAapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHu4ecknM KOMUTETOM No cTaHaaptusauun TK 296 «OnTuka u hoToHUKa»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom denepanbHOro areHTCTBA MO TEXHWUYECKOMY
perynupoBaHunio 1 metponorum ot 12 centabpa 2024 r. Ne 1208-ct

4 HacToslumMin cTaHaapT sSBnaeTcs MoauULMPOBaHHBIM MO OTHOLLEHWUIO K MEXAYHApPOOAHOMY cTaHaap-
Ty MCO 8600-1:2015 «3Hgockonbl. MegnunHCKMe 3HOOCKOMbI U YCTPOMCTBA, OTHOCALLMECs K obnactn sHAo-
Tepanuu. Yacte 1. Obwume TpebosaHusy» (ISO 8600-1:2015 «Endoscopes — Medical endoscopes and endo-
therapy devices — Part 1: General requirements», MOD) nyTem naMeHeHWs OTAENbHbLIX (dpa3 (CMOB, CCbIMNOK),
KOTOpbIE BblAENEHbI B TEKCTE KYPCUBOM, UCKMNIOYEHUSA U3 Bubnuorpadumn nHdopmaunm o JOKYMEHTAX, CChINKU
Ha KOTOpbIe He MCNOoMb30BaHbl MPY M3NOKEHWM HACTOALLEro ctTaHgapTa.

BHeceHVe yKasaHHbLIX TEXHWYECKMX OTKITOHEeHWA HanmpaBneHO Ha y4yeT noTpebHOoCTerd HauMOoHarbHOM
aKkoHoMUKKM Poccuitickon ®eaepaumm 1 ocobeHHOCTen obbeKkTa cTaHaapTM3aUnn, xapaktepHblx ons Poccuin-
ckon ®egepauumn.

HavmeHOBaHMe HacToALWEro cTaHaapTa M3AMEHEHO OTHOCUTENBHO HAMMEHOBAHWA YKA3aHHOIO MexXay-
HapofgHoro ctaHgaprta anga npueseaeHus B cooteetcteue ¢ FTOCT P 1.5—2012 (nyHkT 3.5).

CeefeHus 0 COOTBETCTBUMN CChINOYHbLIX MEXIOCY4apCTBEHHbIX M HalMOHAaSIbHbIX CTAHAAPTOB MeXayHa-
pPOOHLIM CTaHA4apTaM, UCNONb30BAHHLIM B KAYECTBE CCbINOYHbLIX B MPUMEHEHHOM MeXQyHapo4HOM cTaHgap-
Te, NnpuBedeHbl B JONONHUTENBHOM NpunoxeHnn OA

5 B3AMEH IOCT P 53469—2009 (MCO 8600-1:2005)

MNpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoseHbl 8 cmambse 26 @edepanbHoz0 3aKoHa
om 29 uwHa 2015 2. No 162-®3 «O cmaHdapmu3zauuu 8 Pocculickoli @edepayuuy. MHpopmauus ob
UBMEHEHUSX K HacmosiweMy cmaHdapmy nybrnukyemcs 8 exxee00HOM (10 COCMOoaHUK Ha 1 SHeaps MeKyLwezo
a2o0a) uHghopMayUOHHOM ykazamene «HayuoHansHele cmaHdapmel», a oghuyuanbHbil Mmekcm uamMeHeHul
U MOApagoK — 8 eXeMeCcAYHOM UHGOPpMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmbl». B cnydyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHdapma coomeemcemeyroujee ysedomieHue bydem
onybnukosaHo 8 brnuxaluwieM 8biycKe eXeMecsYHO20 UHEOPMayUuOoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmbl». Coomeemcmeyrowas UHgpopmayus, yeedoMieHUe U MeKcmbl pasMewiaromecss makie 6
UHGhopMayUoHHOU cucmeme obLeao rnonb3osaHus — Ha oghuuuansHoM calime @edepanbHO20 ageHmemaa
0 MexXHU4YeCcKOMY pezyriuposaHulo u Memponoauu ¢ cemu MumepHem (www.rst.gov.ru)

© 1S0, 2015
© Odopmnenue. OIBY «MHCTUTYT cTaHgapTusauum», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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FOCT P 53469—2024
(MCO 8600-1:2015)

HAULUWOHANBbHBIWA CTAHOAPT POCCUMNCKOWN PEOQOEPALULWUMK

OnTtuka u poToHuMKa
3HOOCKOMNbI U NPUBOPLI SHOOTEPANEBTUYECKME MEOULUWHCKUE
Yacte 1
O6wue TpeboBaHUA

Optics and photonics. Endoscopes and medical endotherapy devices. Part 1. General requirements

Oarta BeepgeHna — 2025—01—01

1 O6bnacTtb NnpumeHeHnA

Hactoawmn CTaHOdapT pacnpoCcTpaHAeTCcAa Ha 3HOO0CKOMNbI 1 aHOOTepaneeBTU4eCKne I'Ipl/l60pbi, NMPUMeHs#-
eMble B I'IpaKTW—IECKOVI MeguuunHe, U yctaHaBnmBaet O6LI.WIE TDEGOBE!HI/IFI, npegbAaBnAeMble K 9HOOCKONaM M
aHAOTEepaneBTU4YEeCKUM anGOpaM, U MeTobl UX UCMbITAHUNA.

2 HopmaTuBHbIe CCbINKK

B HacToslwem cTaHgapTe UCNONb30BaHbl HOPMATMBHLIE CChIMKU HA cnefyrolve cTaH4apThl:

FOCT 31508 M3denus meduuyuHckue. Knaccughukayus 8 3agucuMocmu om nomeHuyuanbHo20 pucka
npumeHeHus. Obujue mpebosaHus

FOCT ISO 10993-1 WM3penua meguumHckme. OueHka BrMonornyeckoro gencTBMA MeOUUWMHCKUX u3ge-
nuia. Yacte 1. OueHka u nccnegoBaHnsA B NpoLecce MeHegKMeHTa pucka

FOCT ISO 14971—2021 Wapenua meguuuHckue. MNMpuMeHeHne MeHeaXXMeHTa pUcka K MeguLMHCKAM
n3nenuam

FOCT P 50444—2020 [Mpubopel, annapamel u obopydosaHue meduyuHckue. Obujue mexHuUYyeckue
mpebosaHus

MOCT P 55037 OnTuka n ontu4eckne npubopbl. AHO0CKONbLI U Nprubopkl aHAOTEepaneBTUYecKne Mean-
UMHCKMe. HacTHble TexHuYeckne TpebosaHumsa. MeToabl UCNbITAHWIA NapamMeTpoB

FOCT P 58936 Onmuka u ghomoHuka. IHO0cKons! U Npubopsl 3HOoMepanesmuyeckue MeduULUUHCKUE.
Obwue mexHuyeckue mpebosaHus U Memoob! UCbIMaHull

FOCT P UCO 8600-6 Onmuka u onmudyeckue npubopsi. 3HOockomns! U npubopsl sHOomepaneemuye-
ckue meduyuHckue. Yacms 6. TepmMmuHbi U onpedeneHus

FOCT P MCO 15223-1 Mzdenus meduuuHckue. Cumgonsl, npuMeHseMsle Ons nepedadyu uHgopma-
uuu, npedocmasnsemol uzeomogumenem. Yacme 1. OcHosHble mpebosaHus

FOCT P M3K 60601-1 U3denus meduuuHckue snekmpudeckue. Yacms 1. Obuwiue mpebosaHus
b6e3onacHOCMU C y4emoM OCHOBHLIX (hYHKUUOHAITbHLIX Xapakmepucmuk

MMOCT P M3K 60601-2-18 WMagenua meguumMHCKMe anekTpudeckue. Yacte 2-18. YacTHble TpeboBaHus
©e30nNacHOCTM C y4ETOM OCHOBHbIX (DYHKLMOHAIbHbIX XapakTepUCTUK K 3HOOCKONMYECKON annapaTtype

Mpumeyanue— Npy NONL30BAHUN HACTOALMM CTAHAAPTOM LienecoobpasHo NpoBepUTs AeMCTBUE CCbINOYHbIX
CTaH4apToB B MHOPMALMOHHOM cucTeme 0BLLEro Nonb30BaHMa — Ha ouymansHom cainTe degepansHOro areHTCTea no
TEXHUYECKOMY PErynupoBaHunio U METPONOrK B CETU MIHTEPHET UNK MO eXerogHoMy MHGOPMaLMOHHOMY yKkasaTenio «Ha-
UMOHamNbHbIE CTAaHOAPTLI», KOTOPLIA ONYyBNMKoBaH NO COCTOSHWMIO Ha 1 AHBApPs TEKYLLEro roda, U Mo BbIMyCKaM exXeMecsay-

MapaHune ochbuumnansHoe
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HOro MHCbOpMaLI,VIOHHOFO YKa3zaTensd «HaumoHaneHbIe CTaHdapTbl» 3a TE.‘I{yLi.lMﬁ roa. Ecnn 3ameHeH cCbINoYvHbIN CTaHaapT,
Ha KOTprII?I fAaHa HeJaTWpOoBaHHAA CCbiNKa, TO pekoMeHOyeTCAd UCNOoNb30BaTh ﬂeﬁCTByPOLI.I,yPO BEPCUIO 3TOro craHgapTta
C Yy4€TOM BCEX BHECEHHbIX B OAHHYKD BEPCUIO nameHeHuin. Ecnu zameHeH ccbinoYHbIN CTaHaapT, Ha KOTOprI;‘I AdaHa gartu-
poBaHHasA CCblfiKa, TO peKkoMeHOYeTCA UMCNnonb30BaTbk BEPCUIKO 3TOMO CTaHO4apTa C yKa3aHHbIM Bbille rogomM yTBepXaeHus
(I'IpI/IHHTI/‘Iﬂ). Ecnn nocne yTBEPXKOEHWA HACTOALWEero CtTaHgapTa B CChINMOYHbIN CTaHgapT, Ha KDTOpbiI;“I AaHa JaTupoBaHHaA
CCblI1Ka, BHECEHO M3MeHEeHWe, 3aTparmearLlee nonoxeHne, Ha KOTopoe JaHa CCbIiKa, TO 3TO NonoXeHne pekoMmeHayeTcs
NMPUMEHATD 6es yvyeTa 0aHHOro naMmeHeHus. Ecnu ccbinoyvHbIN CTaHgapT OTMeHeH Be3 3aMeHbl, TO NONoXeHWe, B KOTOpPOM
OaHa CChbINKa Ha Hero, pekoMeHayeTCca NpuMeHATb B 4acTuH, He SanaFMBaPOLLI,EI;I 3TY CCbINKY.

3 TepMuHbI U onpegeneHus

B HacTosllweM cTaHgapTe NpUMeHeHbl crnefyLle TepMUHbl C COOTBETCTRYOLLUMK ONpeaeneHusMn:

3.1 anpockon (endoscope): MeguuuHckuin npubop, UMELWMIA YCTPOUCTBO Ana HabnwaeHus, cogep-
*allee UM He codepxallee ONTUYecKUe 3NeMeHThl, BROOUMEIA BO BHYTPEHHMWE NONOCTY U OpraHbl YenoBeka
yepes3 ecTeCcTBEHHbIE UMK CO3[aHHbIE XMPYpPruyeckum cnocoboM kaHanbl Ons npoBefeHusa obcrnenoBaHus,
AWarHOCTUKK UMK NeYeHns.

Mpumeyvarnunn

1 PaznuyatoT }KecTkue 1 rmbk1Me 3HOOCKOMbI; BCE TUIMbl MOTYT UMETE Pasnu4YHbIe CUCTEMBI NMOMYYeHUa n300pameHns
(HanpuMep, ¢ NOMOLLBIO NIMH3 UMK YNBTPA3BYKOBLIX AaTYMKOB) U pa3nMYHbIE CUCTEMbI Nepefavu n3obpakeHus (Hanpu-
Mep, ONTUYECKME NMMH3OBLIE UMK BOMOKOHHO-OMTUYECKUE CUCTEMBI, UMK 3NEKTPUYECKUM CNocoBoMm).

2 [ononHuTenbHaa nHgopmauua cogepxmtes 8 FOCT P MCQO 8600-6.

3.2 anpotepaneBTUYeckuin npubop (endotherapy device): MeauunHckoe yCcTpoWCTBO, NpedHasHa-
YeHHoe ANA BBOAA Yepe3 O4WH C 9HOOCKOMNOM KaHan WNu Yepes3 OTAEeNbHbIA eCTECTBEHHbIA UMW CO3AaHHbINA
XUpyprudecknum cnocobomM kaHan BO BpeMs NMpoBefeHUs 3HO0CKONUYeckux npouenyp obcnenoBaHus, gua-
FTHOCTUKW UAWN NEeYeHns.

Mpumeyvarnnn

1 3HpoTepaneBTMYeckue nNpubopbl cogepkaT YCTPOMCTBO, Yepes KOTOPOe BBOAAT 3HAOCKOMN WIM caMm 3HAoTepa-
neBTUYECKMIA Npubop B BMAe Hanpaenslowe TpyOKkW, Tpoakapa Mnu ckonbaswen Tpybku 1 ap. B yncno aHooTepanes-
TUYEeCKUX NpUBOPOB BXOOAT YCTPOWCTBA, BBOAMMLIE HE B T& KaHamnbl, B KOTOpbIe BBOAAT 3HAOCKOM, Ana obecrneyeHuns
BesonacHoCTK Npu NpegnonaraeMom X UCMOoMNb30BaHWMKM B YCNOBUAX 3HOOCKONUYECKOro HabnogeHus.

2 HononHuTensHaa uHgopmauua cogepxutea B FOCT P MCO 8600-6.

3.3 xecTkuMi aHgockon (aHgoTepaneBTnyecknin npubop) [rigid endoscope (endotherapy device)]: Oh-
gockon (aHgoTepaneBTuHeckuin npnbop), paboyas yacTb KOTOPOro He NnoABepraeTca M3rnby B eCTECTBEHHbIX
UMW CO3AHHBIX XUPYPrMYecknM cnocobom KaHanax B opraHM3Me 4YernoBeka Wv B MHCTPYMEHTASbHbBIX KaHa-
nax.

[MpumeyaHune — JononHuTenbHas MHgopmauns cogepxkmtea B FOCT P MCO 8600-6.

3.4 rmbkui anpgockon (3HOoTepaneBTudeckuin npubop) [flexible endoscope (endotherapy device)]: OH-
Jockon (sHaooTepaneBTudeckuin npubop), paboyas YacTb KOTOPOro NoABep:}eHa U3rnby B eCTECTBEHHbLIX UMK
CO34aHHbIX XMPYPru4eckum cnocobom KaHanax B opraHM3ame YenoBeka U B MHCTPYMEHTarnbHbIX KaHanax.

MpumeyaHune — JononHuTensHas uHgopmauns cogepxkutca B FOCT P MCO 8600-6.

3.5 d¢ppaHuyackana Mmepa Fr; wkana Uappwepa (French measure; Charriére scale): Mepa pa3mepa He-
KOTOPbIX KPYIMbIX U HEKPYIMbLIX CeYeHU 3HO0CKOMOR, onpedensemMas no gopmMyne

Fr=2, (1)

"

roe u — rnepuMeTp NnonepeYyHoro ce4eHus, Mm.
MpumeyaHune — JononHuTensHas UHopmauns cogepxkutea B FOCT P MCO 8600-6.

3.6 puctanbHbIA KoHel (distal end): YyacTok ynpaBnsemMon 4acTu 3HAOCKOMNA MMM 3HA0TepaneBTH-
yeckoro npubopa c ONTUYECKUMM 3NIEMeHTaMW, PAcNONOXKEHHbLIA OT onepaTopa Aanblle HEKOTOPOW ONOPHON
TOYKW.

MpumeyaHue— JononHuTensHasa uHgopmauna cogepxkutea B FOCT P MCO 8600-6.
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3.7 npokcumanbHaa 4acTb (proximal portion): YacTe sHOoCKONa unu aHgoTepaneBTU4eckoro npubo-
pa, pacnonoxeHHasl 0T onepatopa brnuxe HEKOTOPOW OMOPHO TOUKM.

MpumedyaHune— JononHutenbHas nHgopmMauus cogepxutcea B FOCT P MCO 8600-6.

3.8 MHCcTpyMeHTanbHbIA KaHan (instrument channel): Y4yacTtok sHgockona nnu sHooTepaneBTUYecKo-
ro npubopa, Ha NPOXOXAEHNE Yepes KOTOPbIA paccyMTaH SHAOCKON UMW 3HAoTepaneBTUYeckuin npubop.

MpumedaHune— dononHutenbHas MHdopmMauus cogepxutes B FOCT P MCO 8600-6.

3.9 pabouas 4acThb (insertion portion): YacTe 3HOoCKONa N aHOoTepaneBTUYeckoro npubopa, npes-
HasHa4yeHHasn O5is BBE4AEHWS B €CTECTBEHHbIN UMK CO30aHHbIA XMPYPrMYECKMM CrocobOoM KaHan B OpraHuame
YernoBeKa Wy BBeOEeHWUs B MHCTPYMEHTarbHbIA KaHan sHAoCKoNa MW aHgoTepaneBTUYeckoro npubopa.

MpumedyaHune— [JononHutensHasa nHgopmauma cogepxutca B FOCT P MCO 8600-6.

3.10 makcumanbHas wWupuHa pabo4yen yacTtu (maximum insertion portion width): MakcumansHas Ha-
py)KHasi LUMPWHA 3HOOCKOMNa WM 3HAOTepaneBTUYeCcKoro npubopa no Bcen AnvHe paboyein YyacTn.

MpumeyaHus

1 MakcumanbsHyo WupuHy noboro paclumpaeMoro unv TpaHcopMUPYEMOro y4acTka BBOAWMOW YacTw (Hanpu-
Mep, YBENMUYMBAIOLLMECH B PA3MEPE YNpPaBnsaeMble 3aNeMEHThI, 8 TakKe LWAaPHUPLI U WHblEe NoA0BHbIE 3NeMeHThI, LWMpKUHA
BBOOMMbIX YYACTKOB KOTOPLIX MOXET BbITh MBMEHEHA) HE PACCMAaTPUBAIOT KaK MaKCUManbHYH LWMPKUHY paboden YacTu.

2 [ononHutensHas uHgopMauus cogepxutca B FOCT P MCO 8600-6.

3.11 MMHUManNbHaA LWKWPMHA UHCTPYMeHTanbHoro kKaHama (minimum instrument channell width):
MWHMManbHas BHYTPEHHASA LWUMPUHA MHCTPYMEHTAalbHOro KaHana.

MpwunmedyaHue— JononHutenesHaa nHcopmauuna cogepxutea B FOCT P MCO 8600-6.

3.12 pabouas gnuHa (working length): OnvHa paboyeld yacTv, yKkasaHHas B 3KCMMyaTauuoHHOW O0-
KyMeHTauuu.

MpumeyaHune— JononHutensHas nHdopmauus cogepxutea B [OCT P MCO 8600-6.

3.13 none 3peHun (field of view): Takoe none 3peHns aHgockona, CHaGKeHHOro ONTUYECKUMUN SreMeH-
Tamu, KOTOpPOe COOTBETCTBYET yKazaHHOMY B 3KCMMNyaTaLUWoHHOW JOKyMeHTaumWu.

MpumeyaHun

1 TNoHATWME «none 3peHusa» HENPUMEHKMMO, ECINIM 3HAOCKOMN NpefHa3sHadyeH Ana paboThl B KOHTaKTe ¢ 00LEKTOM.

2 Ecnun n3obpaxeHus UMEIOT HeKpyrnyk hopmy, TO BENUYMHA NONSA 3pEHUS ONpeaensaeTca Kak AuaMeTp OnucaH-
HOIM OKPY>KHOCTW.

3 Cm. pucyHok 1.

4 [ononHuteneHaa nHdopmauma cogepxutca B FOCT P MCO 8600-6.

1 — pasmep Nons 3peHns B NPOCTPaHCTBE NPeAMETOB; 2 — Mose 3PeHns KPYInoro naobpaxeHus; 3 — BUAUMOE None 3peHust HeKpYrnoro
1n300pakeHusi; 4 — y4acTku n3obpaxkeHus, HedoCTyNHbIe Ans HabngeHws

PucyHok 1 — lNone 3peHua
3.14 nanpaBneHue HabnrogeHus (direction of view): MNonoxeHwe LeHTpa Nonsa npegmMmerTa OTHOCUTENb-

HO HOpMarnbHOM OCKM SHAOCKONA, BblpaKeHHOe B BUAE YIMa, B rpagycax, Mexay HOpMarbHOM OCbH 3HAO0CKONa
(0°) M LeHTpanbHOR OCLID NONSA 3pPEHUA (CM. PUCYHOK 2).
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1 — HOpManbHas ocb SHAOCKONA; 2 — HanpaBneHwe HabnwaeHus; 3 — LeHTpanbHas 0cb NONsa 3peHus

PucyHok 2 — HanpaeneHue HabnogeHua

MpumedaHune— JononHutensHasa uHopmauums cogepxutca B FOCT P MCO 8600-6.

3.15 ynpaBnaemas 4acTtb (controllable portion): Y4actok pabo4vei 4yactu aHOOCKONa WM aHAOTepa-
neBTUYECKOro Nnpubopa, ABMXEHMEM KOTOPOW onepaTop MOXET yNpaBnsTe AUCTaHLUOHHO.

MpumeyaHune — [JononHuTenbHas uHgpopmauns cogepxntca B FOCT P MCO 8600-6.

3.16 KOHHeKTOp [coeAMHUTENbHLIN 3NeMeHT] ANA XUAKUX UNK rasoobpasHbix cpep (fitting [con-
nector] for liquid or gaseous media): CoeaMHUTENBHLIAN 3NEMEHT, NPeaHAa3Ha4YeHHbIA ONs BBOAA/MHXKEKLWN
MNW BbiBOAA/acnupaumm XXMAKAX Unu rasoobpasHblix cped npu pabote ¢ aHAOCKONOM UMW 3HAOTEpaneBTUYe-
CKMM npubopom.

3.17 yrnoBow gmMana3oH «a (angulation range): Yron, o6pazoBaHHbiA MeXay LeHTpanbHON NMHWEN Bbl-
NPsSIMAEHHOR ynpaBngeMoin paboyei YacTu W LeHTpanbHON NMHKEN OTKITIOHEHHOTO AMCTaNbHOIO KoHua.

o — yron uarnba

PucyHok 3 — Yron narvba guctansHoro KoHua

4 O6wme TpeboBaHuA

4.1 O6WwKe NonoxeHUsA

4.1.1 Obwue mpebosaHus, npedbasnsaeMbie K MeOUUUHCKUM 3HO0cKonaM U 3HGomepanesmuyeckum
npubopam, domkHbI coomeemcmaosame mpebosaHuAM, U3NOXEHHbIM 8 HacmosweM pa3dene. Meduyux-
cKuUe 3HOOCKOMbI ¢ BOMOKOHHbLIMU c8emosodamu Q0mKHbI coomeemcmaeosams 06wuM mexHudeckum mpebo-
eaHusim rno FOCT P 58936.

4.1.2 Ou3aiH 1 KOHCTPYKLMUSA 3HOOCKOMOB UIMWM 3HO0TepaneBTM4eckux npubopo. AOMKHbLI COOTBETCTBO-
BaTb TpeboBaHWAM, yKazaHHbiM B 4.2—4.9.

4.2 Tpe6oBaHUA K NOBEPXHOCTU U KpasiM

4.2.1 JHAoCcKONbLl U sHOOTepaneeTMyeckne npubopbl HEOBXOOMMO KOHCTPYMpPOBAaTbL Takum obpasom,
yTobbl MX Npegnonaraemoe NpUMeHeHWe He NPUBENOo K HenpeaycMOTPeHHbIM TpaBmam. Pazpabomyuk 068-
3aH cobnrodames obuwue mpebosaHus no FOCT 31508.

4.2.2 Ha noBepxHOCTAX 3HAOCKOMNOB W 3HA0TepaneBTUYecknx Npubopos He AonycKaTcs Nop.l, TpeL -
Hbl U ocTaTkK o6pabaTtbiBaloLLMX CPEACTB.

4.3 Tpe6oBaHUA K MakCMManbHOW WKWPUHe paboyen YyacTun

MakcumansHas WwupuHa D860'-I917i 4acCTW He O0JKHA NpeBbllaTk 3Ha4YeHWA, yKa3aHHOro B aKcnnyartawum-
OHHOW OOKyMeHTauuu, l'Ipe,D,OCTaBJ'IFlEMOFI N3roToBUTENEM [CM. pasgen 7, nepe4vuvcrieHmne E), nos3numna TDETI:FI].

4
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4.4 TpeGoBaHUA K MUMHMMAaNLHOW LWWMPUHE NHCTPYMEHTaNbLHOro KaHana

MWHUMaNbHasA WNPKUHA MHCTPYMEHTamNbHOro KaHana He OomkHa ObiTb MeHbLUEe 3HAYEHWUI, YKazaHHbIX
B 3KCMiyaTauUOHHOW AOKYMEHTauWW, NpeaocTaBnsieMoi U3rotoButenem [cMm. pasgen 7, nepevncneHue e),
nosuumsa Yeteepras).

4.5 TpeboBaHMA K NONK 3peHUnA

OTKNOHEeHWe 3Ha4YeHWs Nonsa 3peHust SHAO0CKoNa, coaepxallero onTU4Yeckne srneMeHTbl, 0T HOMUHAaNb-
HOro 3HAYeHWs!, YCTAHOBMEHHOIO M3roTOBMTENEM 8 HopMamueHoU QoKymMeHmayuu Ha KOHKPemHbIO mur 3H-
dockona, 0onm¥Ho bbITb He Bonee 15 %.

4.6 TpeboBaHMA K HanpaBneHU HabnwaeHus

OTKNOHEHWEe HanpaBneHns HabnwOeHUs KecTKOro 3HAO0CKONa, CoAepKallero onTUYecKmue 3MeMeHThl,
OT HOMWHAJIbHOTO 3HAYEHWSA, YCTAHOBMNEHHOTO M3rOTOBWUTENEM B 3KCMNyaTaLWOHHON SOKYMEHTaLMW, LOMKHO
BbiTb He Bonee 10° [cm. pa3den 7, nepeducrneHue e), NO3Uyus nepsas).

4.7 TpeboBaHMA K 6e3onacHOCTH

3HAOoCKoMbI U aHZoTepaneBTUYeckne nNpubopbl JOMKHLI COOTBETCTBOBATE 06WLUM mpebosaHusm Bes-
onacHocmu o FOCT P M3K 60601-1 u yacmHsiM mpebogaHusim — o FOCT P M3K 60601-2-18.

4.8 TpeboBaHusA K GMONOrMYeCcKONn COBMECTUMOCTH

MaTepuanbl, MmMeloLMe HEenoCPeACTBEHHbIA KOHTaKT C nauueHToM, AomkHbl obecneynBaTb Bbl-
nofHeHWe TpeboBaHWA, NpeAbsBAAEMbIX K 3HAOCKOMaM W 3HAOoTepaneBTUYeckuM npubopam cornacHo
FOCT ISO 10993-1.

4.9 Tpeﬁosal-mn K KOHHEKTOPEMICOE,D,MHHTeanbIM nemMeHTamMm U NOOKNHYeHNKO

4.9.1 B 3aBUCUMOCTM OT TUNa NpUMeHsaeMble 3HAO0CKOMNbI U 3HAOTepaneBTUYeckMe npubdopsl Heobxoaun-
MO cHabxaTb KOHHeKTopamu, obecrnedynBaolMMN UHXKEKLUID/acnnupaunio XXUaknux unm razoobpasHbix cpeq.
MarotoBuTENb 3HAOCKOMNOB W 3HAOTEpaneBTM4eckMx npubopos 0bsi3aH NPOBOAWMTL MPOUEAYPY MEHEeLKMEH-
Ta pucka B cootBeTcTBMM ¢ [OCT ISO 14971. 3ta npouenypa NpPoBOOUTCH B Lensx YCTaHOBMEHWA BEPOAT-
HOCTW HeHagnexallero noacoefnHeHUss MegULMHCKUX YCTPOACTB, obecneyunBatoLlLMX CBsA3b 3HOO0CKOMNOB UMn
3HO0TepaneBTUYECKMX NPUBOPOB, YTODLI y4ecTb BEPOATHOCTbL HEMPABUMBHOIO MOAKIIOYEHUA MEAULIMHCKUX
n3genvii, npegHasHavYeHHblX ANA NOOKNIYEHUA K 3HOOCKONaM MK aHaoTepaneBTudeckuM npubopam, K He-
9HOOCKOMUYECKUM COEOVMHUTENAM, CBA3aHHbIM C NaLuMeHToM (Hanpumep, 4nsi BHYTPMBEHHOIO BBEAEHWS).

4.9.2 Uenbio npouefypsl MEHEXKMEHTA PUCKa ABMNAETCH OLEeHKa:

- OM3N4ECKON BO3MONKHOCTM HENPaBUiIbHOMO NMOAKITHYEHNS MEeOQUUMHCKMX M3Aenni K HE3HO0CKoNMYe-
CKMM COefMHUTENSAM, CBA3aHHbLIM C NaLWMeHTOM, B YaCTHOCTK K coeguHuTensim no Jloapy (cMm. [1]);

- BEPOSATHOCTM BO3HWUKHOBEHWSA HEMNPaBWUILHOMO MOLKMIOYEHUS, YTO MOXET CTaTbk MOTEeHUManbHOW BO3-
MOXHOCTEH HaHeceHWs Bpeda nauueHTy.

4.9.3 B cny4ae Hanu4na COOTBETCTBYIOLNX HOPMATMBHbIX AOKYMEHTOB Ha KOHHEKTOPbI, KOTOPble COOT-
BETCTBYIOT NpegnonaraemMomMy NpUMMeHEeHUIo 3HO0CKONa, 3HA0TepaneBTUYecKoro npubopa unu MeaunLmnHCKoro
u3nenusa, npegHazHa4yeHHoro AN noakfyeHus K 3HAOoCKoNaM Unu aHgoTepanesTUdeckuMm npubopam, gaH-
Hele TpeboBaHuA crnegyeT NPUMEHSTL, €CMK OHW He MPOTMBOMOKa3aHbl NpoLenypo MeHeMKMEHTa pMCKa.

4.9.4 PykoBogdline ykaszaHusa no NpUMeHeHU0 MeHeoMeHTa pMcKa K KOHHeKTopam 3HOOCKOMOB, 3H-
poTepaneBTUHECKUX NPUBopPoB 1 MeOUUNHCKMX N3Oennin NpUBELEeHbl B NPUIOXeHun A,

4.10 Tpe6oBaHUA K yCTPOMCTBY OUCTaHLMOHHOIO yNpaBneHUsa U3ruéom ynpaBnsieMoi 4acTu

4.10.1 O6wKe nonoxeHua

Ecnu aHgockon cHabXeH YCTPOWCTBOM AMCTAaHUWOHHOTO YrnpaerneHust M3rnbom ynpaBnsiemoi 4acTu
M NPU 3TOM 3nemMeHT(bl) PYYHOro ynpaBneHWss pacnonoXeH(bl) Ha NpPaBoil CTOPOHE MPOKCMMAInbHOW YacTu
(C TOYKM 3peHKs Nonb3oBaTens), To cucTema ynpasneHus U3rnbomM yooBneTBOPsieT YCNOBUSM, NPUBEAEHHbIM
B 4.10.2—4.10.5.

Ecnu sHgockon cHabxeH TakMM YCTPOWCTBOM OMCTAHLMOHHOMO YnpaBrneHus Marnbom ynpasBnsemoi
4yacTu, KOTOpoe OTNMYAEeTCs OT YCTPOWCTBA, PACCMOTPEHHOIO HMKE, TO Ha SHAOCKOM HaHOCHAT MapKUpOBKY,

5
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Cnyxalwyr AnAa yka3aHua T0ro, B KAKOM HanpasrieHn JONnxeH 6yp,eT OTKNOHATLCA OUCTanNbHbIA KOHEL, ynpas-
NAEMON YacTun B Ccny4ae BpalleHuAa anemMeHTa ynpasrneHua B JaHHOM HanpaBrieHUN.

MpumevyaHwmne — [og paccmarpvBaeMblM 30E€Cb YCTPOWCTBOM ynpasneHwa marmbom nogpasymeBaeTcs Takoe
YCTPOWCTBO, B KOTOPOM B Ka4eCTBe 3NemMeHTa Py4HOro ynpasneHus MCnonb3yeTcs pyKosaTKa, KOTOPYO nonb3oBatens Bpa-
LLAET pPyKOW.

4.10.2 Tpe6oBaHuA K N3ruby ynpaBnaemMomr 4acTv B HanpaBneHUAX «BBEPX» U «KBHU3»

Mpw MaMeHeHUM yrna naruba ynpaBnsaemMoil 4acTu B HanpaBneHnn «BBEpPX» W «BHMU3» B X04e BpaLleHus
COOTBETCTBYHOLLEN PYKOATKA NMPOTUB YaCOBOA CTPEMKW AWCTANBHLIA KOHEL, YNPaBnsaeMo YacTu OOMKEH 13-
rmbaTbcsl BBEPX, NPW BPaLLEHUU PYKOATKM MO YaCOBOW CTPENKe — OTKNOHATLCH BHM3 (CM. PUCYHOK 4).

1 — NpoKcMManeHas YacTb; 2 — 3NeMeHT Py4HOro ynpaeneHua; 3 — ynpasnaeMas YacTb B HEM30rHYTOM HanpasneHuu; 4 — HanpaBneHue
BpalleHns NpoTMB YacoBOW CTPENKW U M3MeHeHue yrna narnba esepx; 5 — HanpasfeHne BpalleHUs Mo YacoBOW CTPENKe N UsMeHeHue
yrna narnba sHus; U — geepx; D — gHU3

Pucyrok 4 — YnpaBneHuve narnbom ynpasnaemMoil 4acTu B HanpaBNeHUsAX «BBEPX» U « BHU3»

4.10.3 TpeboBaHuA K n3ruby ynpaBnsaemMor 4acTu «BNeBO» U «BNpaBo»

Mpw M3MeHeHUW yrna usrmba AUCcTanbHOro KOHUA B HanpasneHUU «BNEBO» U «BMpPaBo» B Xo4e Bpalle-
HUS COOTBETCTBYIOLLEN PYKOATKM MNPOTUB YAacOBOW CTPENKU OUCTANbHLIA KOHEL yNpaBnaeMoi YacT OOoMmKeH
narnbaTtbea BNpaBo, Npy BpalleHUn PpyKOATKW N0 YacoBOM CTPerike — OTKNOHATLCSA BMEBO (CM. PUCYHOK 5).

1 — NpokcUumansHas 4acTb; 2— 3NemMeHT py4Horo ynpasneHus; 3 — ynpaensemMas 4acTb B HEM3OTHYTOM HanpaBneHuu; 4 — HanpaeneHue
BpalleHnsa NpoTUB YacoBOMW CTPENKW 1 3MeHeHwe yrna uarnba enpaso; 5 — HanpasneHue BpalleHus No YacoBoW CTPEnke U U3sMeHeHne
yrna uaruba neso; L — eneso; R — enpaso

PucyHok 5 — YnpaeneHue narubom ynpasrnseMomn 4acTu B HAaNpaBneHUaxX «BMeBo» U «BrNpaBoy
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4.10.4 TpeboBaHUsA K pacnonoXeHUIO 31IEMEHTOB PY4YHOTo ynpaBreHusA

Ecnu anemMeHThI py4Horo ynpaBneHnus (pyKkoaTkW), cnyxallue Onst usMeHeHus yrna uarnba B Hanpaene-
HUSIX «BBEPX» W «BHW3» WU ONA U3MEHEHWS yrna u3rnba B HanpaBneHWAX «BNEBO» U «BMPaBO», PacnonoXeHbl
Ha 0bLen ocK, TO ANEMEHT yNpaBneHus, NpUMeHAEMbIN AA OCYLLeCTBIeHNA OTKITOHEHWS «BNeBO» — «Brpa-
BO», AOIDKEH OTCTOATL OT KOpnyca NpoKCUManbHOW YacTu ganblue, Yem OT Hero OTCTOUT 3MeMeHT ynpaene-
HWUS, CITyXalluiA NS BbIMNOMHEHWA OTKMOHEHWUS «BBEPX» — «BHU3» (CM. PUCYHOK 6).

1 — 2NeMeHT yNpaBneHns «BBEepX» — «BHU3»; 2 — ANEMEeHT YNpaBfeHs «BNeBo» — «BMNpPaso»;
a — CTOpOHA, HA KOTOPOU PacronoXeHsl 3NEMEHTbI PYHHOIO yNpasneHus

Pucyrok 6 — PacnonoxeHue anemMeHToB ynpasneHus narnbom

4.10.5 Tpe6oBaHUSA K MAaKCUMaNbHOMY OTKITIOHEHUIO yrma u3ruba ynpaBnsiemMoi 4acTu

3HaveHWe MakcUManeHOro yrna marmba AUCTanbHOro KoHUa ynpaBnseMon YacTu C MOMOLbK YCTPOR-
CTBa OUCTAHUWOHHOTO yNpaBneHus oT NepBoHa4anbHOro NpsMONIMHEMHOrO COCTOSAHMSA AOMKHO COOTBETCTBO-
BaTb YKa3aHHOMY B 3KCMyaTauMOHHOW AoKyMeHTauun. He gonyckaeTtcsa oTknoHeHue Bonee 15°.

5 MeToabl NCnNbITaHUA

5.1 O6wue nonoxeHUnA

Bce ucnbiTaHuA, npeacTaBneHHble B HACTOALLEM cTaHaapTe, ABNATCA eduHbiMU Ons 3HO0CKONo8 U
sHOomepanesmuyeckux npubopos.

5.2 MNMpoBepka NOBepXHOCTU U KpaeB

CooTBeTtcTBUE anGOpa Tp96OBaHI/!F|M 4.2 oueHnBaroT BU3yanbHbIM U CyﬁbeKTVIBHbIM MeToaamMun bes
NMPpUMEHEHUA YBEITMYUTENbHbIX CPEOCTB U NMpW OOCTaTOYHOM OCBELUEeHWN.

5.3 MpoBepka MakcMManbLHOW WUPUHBLI paboyen YacTu

MakcumaneHyto LWMpUHY pabodei yacTi no 4.3 onpegenstoT B cootBeTcTBMM ¢ TOCT P 55037.

5.4 MNMpoBepka MMHUManNbHOW WHWPUHBI MHCTPYMEHTanbLHOro KaHana

HDW onpegeneHnn MWHUManNbHON LWNPWHBI MHCTPYMEHTalbHOINO KaHana no 4.4 crnenyert nonb3oBaTbCA
cpeacTBaMK KOHTpOnsA, NOrpelllHOCTb KOTOPbLIX He MNMpeBblllaeT 0,01 mm.

5.5 MNpoBepka nona 3peHun
Mone 3peHusa aHgocKona no 4.5, cogepkallero onTUYeckne anemeHTsl, onpegenstoT no FOCT P 55037.

5.6 MpoBepka HanpaBneHUsa HabnwaeHUA

HanpaeneHue HabnwaeHWa »ecTKoro aHaockona no 4.6, cogepxallero onTU4eckne anemeHThl, onpe-
pgensaT no FTOCT P 55037.
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6 TpeboBaHMA K MApKUpPOBKe

6.1 Mapkupoeka sHdockonos u aHdomepanesmuyeckux npubopos AomxHa coomeemcmeosams mpe-
6osaHusm MOCT P 50444—2020 (pa3den 11) ¢ O0nonHeHusMU U YImoYHeHUSMU, U3NOXEeHHbIMU 8 Hacmosuwem
pasdene.

6.2 KaxabliA 3HAOCKON W SHAOTEPAaneBTUYECKUI NpUMBop OOMKHBI MMETb CNEAYIOLYI0 MUHUMAaNbHY
MapKUpPOBKY:

a) HoMmep no kaTtanory Wunu uHoe obosHadeHWe, ocTaTouHoe AnA uaeHTudukaumMu npubopa v ero
N3roToBUTENS;

b) MakcumanbHy WWPKUHY paBoyeil YacTu, MUHUMAILHYHO LWWMPUHY MHCTPYMEHTaNLHOro KaHana, anu-
Hy pabodelt YacTu, none 3peHus U/MNu HanpaeneHe HabnaeHUs, ecny Takas uaeHTUdUKaLus Heobxoguma
ANs npeanonaraeMoro UCNonb30BaHUs SHAOCKONAa WUNKW aHOoTepanesTUYeckoro npubopa. LUnpuHy paboyei
4acTu U LUMPUHY MHCTPYMEHTaNLHOro KaHana BelipaxatoT B MunnMMeTtpax. LWupuny pabodeit yacTv v LWMPUHY
MHCTPYMEHTanNLHOro KaHana gonyckaetcs Takke obosHavaTk No hpaHuyackoi mepe no 3.5, naeHtTuduumpo-
BaHHOW paamepoM Fr, UK YMCrOM B Kpyre;

c) Npubopbl M CbEMHBLIE KOMMOHEHTE!I UMM CbEMHBLIE He MOMHOCTLI0 COBPaHHbLIE KOMMOHEHTH! MO BO3-
MOXHOCTN MASHTUULIMPYIOT MO HOMEpPY NapTUX UMK 3aBOACKOMY HOMEpY.

6.3 MapkupoBka nomkHa GbiTb HECMblBaeMON, pa3bopuBoii BO BpeMsa WMCMNOMNb30BaHUA, YACTKKU, Ae-
3UHGEKUNM, CTEPUNM3ALIMM U XpaHeHWs nNpuvbopa, OCYLLECTBNSEMbIX B COOTBETCTBUN C 3KCMMyaTaluWOHHOW
OOKYMeHTaLWein N3roToeuTens.

6.4 Ecnu Ha npuBopbl, CbeMHbIE KOMMOHEHThI UMW CbEMHbIe He MOMHOCTLI COBpaHHble KOMMOHEHTEI
MapKMPOBKY HAHECTU HeMb3s U3-3a UX pasMepoB UMK KOHMUTYpaLUK, TO HEOBXOAMMYK MapPKUPOBKY HAHOCAT
Ha 3TUKeTKY, YNaKoBKY UINW YKa3blBaKT B 3KCMMyaTaUUOHHOW OKYMEHTaL UK.

6.5 Cumeonsl, npuMeHsieMbie Mpu MapKkupoexke 3HO0OCKonoe U 3Hdomepanesmuyeckux npubopos, 8 do-
KyMeHmayuu uszaomosumerns 0omkHbl coomeemcmeogams mpebosaHusam FTOCT P MCO 15223-1.

7 TpeboBaHMA K 3KCNNyaTaLUMOHHOW AOKyMeHTauum

MaroToBMTensb 3HAOCKONOB UMK 3HAOTEpaneBTUYecknx Npubopos 0ba3aH NpeaocTaBUTh NONb30BATEND
3KCMNyaTaLMOHHYIO AOKYMEHTALMI, COAEPKALLYO CrefyoLLy MHOOPMALUIO:
a) uoeHTUUKALMIO M3TOTOBUTENS, NOCTABLLNKE U MOAENKU YCTPOWCTRA:
1) HaMMeHoBaHWe W afpec U3rOTOBUTENS UMW NOCTaBLLMKA;
2) HOMep no KaTtanory w/wnu HaumeHosaHue npubopa;
b) ykasaHwe npeanonaraemoro Ucnonb3oBanus npubopa;
C) MHCTPYKLMIO Mo dyHKUUSM U HagnexalleMy UCnonb3oBaHuio npubopa;
d) uzobpaxeHue npubopa ¢ NOSCHEHUAMKN, YTOOLI A4aTh NOMbL30BATENO BO3MOXKHOCTE MOEHTUULUPO-
BaTb COOTBETCTBYIOLLME YACTU U XapaKkTepucTuku npubopa, Ha KOTopble 4aeTCs CCbifKa B 3KCNyaTalUoHHOM
OOKYMeHTauuu;
e) onucaHue u TeXHUYeckne AaHHble npubopa, BKNoYas:
1) HanpaeneHwe HabnogeHWs,
2) none 3peHWs (ecnv BeNMYMHa 3TOTO NapaMeTpa 3ajaHa),
3) MakcumanbHyK LWWpUHY paboyel 4acTu M pabodylo ONWHY; B crnyvyae HeobxogumMocTWu B 3KC-
nnyaTalMoHHY0 OOKYMEHTaLMWI0 BKIOYAT cnegyrllee npegynpexgeHue: «Ecnu npu BeiGope
YCTPOWCTB YYUTLIBANUCE UCKIIOUYMTENEHO MakKCUManbHas WWpUHa BBOAUMOR YacTn n pabouyas
AINWHA, TO Mbl HE TapaHTUPYeM, YTO 3TW YCTPONCTBA OKaXKyTCH MPUIOAHBIMU MPW YCMOBUKU UX MPU-
MEHEHUA B COMETAHUAX C MEOULMNHCKUMUK U3OEeNUaMu»,
4) MUHUMAnNbHYIO LUMPUHY MHCTPYMEHTAaNbHOTO KaHana kaxaoro npubopa; B criyyae Heobxo4umMocTu
B 3KCMNyaTaLMOHHYIO JOKYMEHTALMUIO BKAOYAT creayollee npegynpexaeHue: «He rapantupy-
eTca, 4To NpPUbopbI, BbIBpaHHbIE TOMBKO C YYETOM YKa3aHHOW MUHUMANbHOW WWNPUHEI MHCTPYMEH-
TanLHOro KaHana, OyayT B3anmo3aMeHseMbl B COYETaHWAX C MeOULMHCKUMI N30EeNTUSMN» ;
f) onucaHme ycTpoidcTBa AUCTAHLUMOHHOIO YNPaBneHua U CBA3AHHLIX C HUMMW NOMOXEHWIA ynpaBnsemMon
yacTu;
g) onucaHue cbopku npubopa Ao HayYana ero UCNonb30BaHKs, a Takke onMcaHue, B KOTOPOM yKa3saHa
Kak pasbopka, Tak 1 NoBTopHasa cbopka npubopa nocne YUCTKKU, Ae3nHdeKuMn W/unm cTepunmaagum;
h) Mepbl NpenoCTOPOXHOCTY K IKCNNYATALWMOHHAA LOKYMEHTAUUA NO NpeayCcMOTPEHHOMY UCMNONL30Ba-
HUto nNpubopa, B TOM YMCNE B YacCTU SMNEKTPUYECKMX, SMEKTPOHHbBIX, 3NEKTPOHHO-ONTUYECKUX, 3NeKTpomMeau-
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LUHCKWMX UMW 3MEeKTPOaKyCTMHECKMX Y3NOB, NpeAHa3HavYeHHbIX AN COBMECTHOTO UCNOSb30BaHUS C AaHHbIM
npubopom 1 oTBeYawwmx TpebosaHnam FTOCT P M3K 60601-1n TOCT P M3K 60601-2-18:
1) Hanuuve Unu OTCYTCTBUE KUAKOCTEN, MpeaHa3HauyeHHbIX NS UCNONb30BaHUSA BMECTe C 3HO0CKO-
MOM, HanpuMep KOHTPACTHON cpefbl, aHTUCKNEPO3aHTOR, CMa304YHLIX MaTepuarnos 1 aHecTe3npy-
IOWNX CPEACTB, a Takke NpeaynpexneHui, KacarLLMXCs XUOKOCTENR, He NepevncreHHbIX Bhille,
2) Mepbl NPEAOCTOPOXKHOCTH MO UCMOMb30BaHWID MEAVLMHCKUX U3AENUA B TOploYen cpeae;
i) MHCTPYKUWMK MO NPOBEAEHMID OCMOTPA B LIeNnsAxX NpoBepky paboTocnocobHOCTM MEANLIMHCKUX U3OEMNNIA;
j) NHCTPYKLUMK MO YACTKE MEOMLMHCKWX M3Aenuii MHOTOKPaTHOrO MCMONb30BaHWA C yKaszaHUem crneuu-
anbHbIX YUCTAWMNX NpUcrocobrneHnin unu obopynoBaHus;
k) MHCTpYKUMK MO OCOBLIM YCNOBUAM AE3UHMEKLUN U CTePUNN3ALIUK, KOTOpbIE NPUBOpP MOXKET Bblaep-
XaThb;
|) pekomeHayemble METOAMKKM MO XPaHEHND MEAWLWHCKUX N3AENWI Nepes UCNorb30BaHWEM, a s Me-
OWLUMHCKUX M38enWid MHOTOKPaTHOTO MCMNOMb30BaHNUA — MEXay nepuogaMv npumMeHeHus;
m) nepedncrieHne Tex anemMeHToB npubopos, KOTopble MOTryT BbiTh 3aMEHEHbl CaMUM NOMbL30BaTeNeM,
W yKa3aHWs, KacarllMecs OCyLLecTBNeHMs 3aMeHbl TakUX 3NeMeHTOB;
n) agpeca MacTepckux TexobcnyXuBaHus HUPMbI-M3roTOBUTENS, B KOTOPbIe MOryT obpallathcs nonb-
30BaTenM yCTPOMCTB.

8 TpeboBaHuA K ynakoBKe, mpaHCopmMupoO8aHUro U XPaHeHUr

8.1 TpeboesaHus K ynakoeke, mpaHCIOPMUPOBaHUD U xpaHeHU aHOocKonoe u sHoomepanesmuye-
ckux npubopos npusedeHbl 8 FTOCT P 50444.

8.2 WNarotoBuTenb 06A3aH ynakoBaTk 3HAOCKOMN 1 aHAOTEpaneBTU4eckne npnbopel Takum 0bpasom, 4To-
6bl 3alMTUTE UX OT HeBrNaronpUATHLIX BO3OENCTBUIA OKpYXaloLein cpeabl.

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 13/20
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-53469-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69158
https://gostexpert.ru/gost/gost-53469-2024?utm_source=pdf&utm_medium=69158&utm_term=page

FOCT P 53469—2024

MpunoxeHune A
(cnpaBo4Hoe)

PyKOBO,D,HLLlHe YKa3aHWA No NpUMeHeHUID MeHegXKMeHTa pUCcKa gnA COEHMHMTEHEﬁ JHAOCKONoOB,
JHOOTepaneBTHUYECKUX I'IpHGOpOB n MeEQUUMHCKUX Hsp,enuﬁ

A.1 [JaHHOEe NpUNOXEHWE COOEPKUT PYKOROAALLME yKa3aHWs ANS U3rOTOBUTENEN SHOOCKOMOB, 3HAOTEpaneBTUYe-
CK1X NpMBOPOB U MEOUUMHCKUX W3OENNA, NpeaHa3HavYeHHbIX ANA NOAKMTHYEHWUS K 3HA0CKONaM UM 3HO0TEpaneBTUYECKUM
npubopam Npu OLeHKEe YPOBHA PUCKA, CBA3AHHOTO C COEOUHUTENAMM, B OTHOLLEHWM MX NPEANONaraemoro UCnonb30BaHug,
€CIu crneLumansHble COeaVHUTENW He MpeayCMOTPEHEI COOTBETCTRYOLMMK CTaHAapTaMm.

B 4.9 npuBeneHa wuHcbopMauus O TOM, YTO M3rOTOBWUTENb 3HAOCKOMNOB WM 3HOOTEpaneBTUYecKuX NpubopoB
0643aH OCYyLWEeCTBNATL NPOLEOYPY YNPaBNeHUs pyucKkamy B COOTBETCTBUW C TEMW YKa3aHWAMM, KOTOpble COAEPKaTCA B
FOCT ISO 14971. 3ma npouyedypa nMpoeodumcs € Uersx ycmaHoefleHUsi eeposimHocmu HeHadnexaweao nodcoedu-
HeHusa MeduyuHCKUX ycmpaoticme, obecrevyusanuiux cesass 3HO0CKONoe unu aHdomepaneeamuyeckux npubopoe ¢ memu
moykamu Ha mene nayueHma, npsamoe nodcoeduHeHue aHOOCKONo8 unu aHdomepanesmuyeckux npubopos K Komopbim
He npedcmasnsemcss 603MOXHbLIM. YKasaHHble MeOuyuHcKue ycmpolcmea MPUMEHSIom, Hanpumep, npu rnposedeHuu
B8HYMPUBEHHO20 UCCIE008aHUS.

OcHoBHas Uernb OCyLLEeCTBMNEeHNUs NpoLeaypbl yNpasneHns puckaMmy 3aknio4aeTcs B OLIEHKE TOro, HACKOMbKO BEMWKa
BEPOSATHOCTL NPW NMPOBEAEHNM MEOMLIMHCKUX OCMOTPOB OCYLLUECTBMEHUS HEMPABUIMBHOTO NOACOEOUHEHWA BhilLeyKa3aH-
HbIX MEOWLMHCKMX YCTPOWCTB K TEM TOYKaM Ha Tene naumneHTa, NoAcoequHEHWE SHOOCKOMNOB UMW dHO0TEepaneBTUYECKUX
npuBopoB K KOTOPLIM UCKMYeHo. [py 3TOM 3acnyKMBaeT BHUMaHUS NPYMEHEHWUE COEOUHUTENbLHbIX 3neMeHToR Jloapa,
yKasaHuA K KoTopbiM NpuBeneHs! B [1]. [lpyrasa uens NnpoBeeHWsa nNpoLeaypsl yNpaBneHnsa puckamMmuy 3aKkrio4aeTcs B OLEH-
Ke BEPOATHOCTW BO3HWKHOBEHWUS COEOMHEHUA, KOTOPOe MOXKET 0OYCMNOBUTL NPUYMHEHWe Bpeda nauueHTy. [pu ycnoeum
HanW4usi CTaHOApPTOR, OTHOCSALNXCS K COEAVHUTENBHBLIM 3NEMEHTaM, KOTopkie 06ecneynBaloT cornacoBaHHoe yHKLMO-
HUPOBaHUE 3HOOCKONA, 3HA0TEPANneBTUYECKOro Npubopa U MEAULMHCKOrO YCTPOWMCTBA, NOACOEAVUHSAEMOro K 3HA0CKoNaMm
UMK 3HOOTEepaneBTUYECKMM Npubopam, OaHHbLIE YKa3aHWA PEKOMEHOYETCA MPUMEHATbL A0 TEX Mop, MoKa B pesynsrare
NpoBeAeHWA NPoLEeaypbl YNpPaBNeHWa PUCKaMKU He NOCTYNUT YKa3aHWe KacaTenksHo NpekpalleHns ux NpUMeHeHus.

B GaHHOM npunoxeHuu codepxamcs pexkoMeHdayuu KacameisHO moza0, KakuMm obpa3om cnedyem ocywecmeansams
OUEHKY YPO8HS pucka, 00ycnosneHHo20 npedrnonazaemMbiM MpUMeHeHUeM COeOUHUMENbHbIX 3TEMEHIMOS, 8X00AWUX 8 CO-
cmae 3HOOCKOMUYECKUX CUCMEM, MPUMEHUMENLHO K MeM cry4yasam, Kozda coeduHuUmernsHsle anemeHmsl ocoboao muna,
ucxo0s U3 Mekcmoe coomesemcmeyruux cmaHdapmos, npocmo He cywecmeyrom. MNpusedeHHsie 30eck pekoMeHdayuu
npedcmaensAm uHmepec 018 uzzomosumenet 3HO0CKoNos, aHoomepaneamuyeckux npubopos u maxkux MedUuUUHCKUX
ycmpodcms, Komopsle npedHasHaqyeHsl 0nst nodcoeduHeHUs K aHOockonaMm u aHoomepaneamuyeckum rnpubopam.

A.2 B cooteetctBuM ¢ FOCT ISO 14971—2021 (npunoxeHue C) OLEHKY YPOBHSA puUcKa Ans MeauUnHCKUX U3Oenui
NMPOBOAAT NyTEM KOMBUHMPOBAHWA ABYX KOMMOHEHTOR:

- BEPOSTHOCTM BO3HWKHOBEHWS Bpeaa (Kak 4acTo MOXET BO3HWKATL Bpen);

- NOCNencTBMA Bpeaa (CTeneHb TAXKECTW HAHECEHWA Bpeaa).

OueHKy BEPOATHOCTY BO3HWKHOBEHWUS BpEa OCHOBLIBAKOT HA KONMWYECTBEHHBIX AAHHBIX, HO ECINKN TAKNX AaHHBLIX HET,
NMPUMEHSIOT Ka4eCTBEHHbIW NMOAX0M, KOTOPLIN BKIKOYAET NPOrHO3MpOBaHWE BEPOATHOCTY BO3HWKHOBEHWS Bpeaa C UCMorb-
30BaHMEM aHaNMUTUYECKX UM MMUTUPYIOLLMX METOOOB W/UMK C YY4ETOM MHEHWA SKCNepTa.

OBbI4HO BbIBAET NPOLLE KONMYECTBEHHO PaHXMPOBAaTb CTEMNEHb TSXKECTWM HAHECEHWA Bpeda, pacnpedenus ee Ha
TPpW UMK YETLIPE YPOBHS.

[MpremnemocTb pycKa, kak NpaBnno, NOAPa3AensT Ha TPU KaTeEropuu:

a) B UEenoM NpUMemMneMsbin;

b) pasymMHO HW3KWMIA OONYCTUMBIA PUCK;

C) HenpveMneMmbli.

A.3 Tpn paccmMoTpeHun COedMHUTENEN aHanM3 PYCKOB W3rOTOBWTENS OOMKEH BKNIOYATb PacCcMOTpPeHWe BEpOAT-
HOCTW W TSKECTU CNeayoLmMx (pakTopoB:

a) nepekpecTHbIX COEOUHEHWN;

b) HenpaBWnbLHOrO NOAKMIOYEHUA K COEAMHUTENSM, HE CBA3AHHBLIM C MalUUEHTOM;

C) HEenpaeuIbHOMO NOAKIMIOYEHUSA K COEAUHUTENSAM, HE CBA3aHHLIM C MeaWLIMHCKMM 0D0pyaoBaHUEM;

d) HagexHOCTV CoOeAVHEHUI B HOPMarbHLIX YCINOBUAX W MPY OOUHOYHOW HEUCTPABHOCTY;

€) npenycMOTPEHHOrO MUCMONb30BaHUs cCoeavHUTENS (HanpymMep, cneuuansHblid UM YHUBEPCanbHLIN);

f) nopaboTku coeaMHUTENEN MHOTOKPaTHOIO UCMNOMb30BaHUS.

[Mpwn oueHKe BEPOATHOCTU BO3HMKHOBEHUS TakMx (DAKTOPOB TaKoKe CNefyeT yYuTbiBaTb Apyrve (akTopbl, BKMYas
crnegyrowme:

- NpeaycMOTPEHHOE UMK OXUOaeMoe MEeCTO UCMOMb30BaHUA (HanpUuMep, MCMonb30BaHue B OTAENEHUN UHTEHCHB-
HOW Tepanuu, rae KONMMYecTBO COEOUHEHWMI, NMpegHasHaYeHHbIX ANA NauueHTa, MOXEeT npeacTaensaTs bonee BbICOKWE
PUCKX HEMPaBWUMBHOrO COeAMHEHNUS, YEM NPU UCMONL30BAHWK B 3HAOCKOMWYECKOM OTAENEHUM);
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- MPUHATO MK TO, YTO COEAMHEHWSA, CBA3AHHbIE C NaLMEHTOM, 3aKpbIThI/CNpATaHbl OT NPAMOro HabnaeHUa Npu Npo-
BEAEHUW NPEAYCMOTPEHHON NpoLeaypsl;

- HanW4Me TECHOTO COCeACTBa COeQUHEHWA 3HOOCKOMWYECKOW CUCTEMBI C APYTMMM BO3MOXHBIMU COEAMHEHUSMN,
CBA3aHHLIMK C MaLNEHTOM;

- UCMONb30BaHWE COEQUHWUTENSA BHYTPW MW CHAPYW HENOCPELCTBEHHOIO OKPYXEHUS NaLMeHTa;

- COXpaHeHWe CoOeaVMHEeHW C NauneHToM, 3a4eMCTBOBaHHbIX BO BPEMSA MPOBEAEHNS 3HOOCKOMMYECKOW NPOLEYPbI,
nocre 3aBepLUeHUs npoueayphbl;

- BO3MOXHOCTb JOTAHYTb COEAMHUTENb A0 NaLMeHTa B YCINOBUSX HOPMAanbHOMO MCMOMb30BaHWA UMK NPW e4uHNY-
HOI HEWCTPaBHOCTY;

- HopMarbHbIM YPOBEHb Haf3opa/kaapoBoro o6ecnevyeHns B CBS3U C NPOLEeypo.

B oTHOLIEHUM MEOWULIMHCKMX W3OENUiA MHOTOKPaTHOrO MCMOoNb30BaHUA Takke criefyeT OLEeHMBaTb PUCKU, BO3HMKA-
OLLME NPU M3MEHEHWUN CYLLECTBYIOLLENO COCTOSHUSA, BKITOYasA NepexoaHble Mepbl, KOTOpblE MOMyT CTaTb HE0OX0OUMbIMU,
ecnu npeanonarawT, 4To 000pyaoBaHNE C « HOBLIMU» COEAMHUTENSMU AOMKHO He3onacHo MCnonbL30BaTbcA B kKombuHa-
uun ¢ 0bopynoBaHUEM, UMEIOLLUM «CTapble» COEANHUTENN.

Ecnu, BeinonHaa TpeboBaHUA No NpUMeHeHW0 MeHeKMeHTa pucka B cootBeTcTBuM ¢ FOCT ISO 14971, naroTo-
BMUTENb peLlaeT UCMNonb3oBaTe coeanHuTens no Jiapy (cm. [1]), TO pekomeHOyeTca nNpeacTaBUTb NoNHoe ob6oCHOBaHWE
Taxkoro pelleHns B NPOTOKOMNE YNpaBrieHua pUcKamu, Tak Kak HenpaBUIbHOE COeOWHEHWE NUHWA, NMUTAIOLWMX IHO0CKON
(Hampumep, ANa BOYBaHWA rasa, 0Tcoca, NMPOMbLIBAKOLLEN XWOKOCTW), U BELLECTB, BBOAMMbLIX Yepes3 LWnpuL, (HanpumMep,
BO3YX, BOAA, KOHTPaCTHbIE Cpeabl, BellecTBa Ana MecTHoro 06e3bonmMeaHus, aHTUCKIIepPO3aHThLl, BELLLECTBA AN OKpaLuu-
BaHWUS CIIM3UCTON U T. A.), MOXET NPVYBECTMW K THKENbIM NOCNEACTBUSAM MPU HEMPABUIIBHOM MOAKMKYEHUN K HE3HOOCKOMNN-
YeckMm BXodam nauueHTa (HanpuMep, BOyBaHWe rasa nof BbiCOKUM AABMEHUEM B COCYAUCTYIO CUCTEMY).
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Mpunoxenue OA
(cnpaBo4Hoe)

CBEHEHHH O COOTBEETCTBUU CCLINOYHbIX HAUMOHANBbHLIX U MeXrocyngapCcTBeHHbIX CTaHQapTOB
MexayHapoOHbIM CTaHAapTam, UICNONb30OBaHHbLIM B KaYeCcTBe CCbINOYHbIX B NTPUMEHEHHOM
MeXxgyHapoaoHOM CTaHOapTe

Tabnuuya QJA1

OGo3zHavyeHne CCblNoYHoro
HaLMOHANLHOIO,
MEKIOCYOapCTBEHHOIO CTaHAapTa

CreneHb
COOTBETCTBUSA

0OBo3HavYeHne U HaMMEHOBAHKWE CChINTOYMHOO MEXOYHapOoa4HOIo
cTtaHgapTa

MOCT ISO 10993-1—2021

IDT

ISO 10993-1:2018 «OueHka Buonorn4eckoro AeWCTBMA Meau-
UMHCKUX nagenui. Yacte 1. OueHka 1 uccrnenoBaHua B npouecce
MeHeKMeHTa pucka»

MOCT ISO 14971—2021

IDT

ISO 14971:2019 «W3penus meguuunHckue. MNpuMeHeHve meHen-
XMEHTa pUCKa K MeOUUMHCKUM M3gennusams»

[OCT P 55037—2012

MOD

ISO 8600-2:2002 «Ontmka n ontudeckue npubopel. MeonumH-
CKWEe 3HOOCKOMbI M 3HAOTepaneBTUYeckwe npubopbl. YacTts 2.
YacTHble TpeboBaHuA K XecTkMM BpoHxocKonam»;

ISO 8600-3:2003 «OnTtuka u onTudeckne npubopel. MeanumH-
CKMe 3HOOCKOMbI M 3HAOTepaneBTuyeckue npubopel. YacTte 3.
OnpepgeneHue Monsa 3peHns W HanpaeneHws HabnogeHns aHao-
CKOMOB C ONTU4ECKUMK KOMMOHEHTaMMN»;

ISO 8600-4:1997 «OntMka u onTudeckue npubopbl. MeanuuH-
CKMe 3HOOoCKOMbl M 3HAOTEepaneBTUdYeckue npubopbl. YacTe 4.
OnpepenexHue HanbonbLen WNUPUHLE BBOAWUMOR YacTuy;

ISO 8600-5:2005 «OnTtuka u onTudeckue npubopel. MeanumH-
CKMe 3HOOCKOMbLI M 3HAOTepaneBTU4eckue npubopel. YacTe 5.
OnpepgeneHne onTUYECKOTO paspeLUeHs )KeCTKUX 3HOOCKOMNOB ¢
ONTUKON»

MOCT P M3K 60601-2-18—2014

IDT

IEC 60601-2-18:2009 «W3pgenusa mMeguuWHCKUE 3nekTpUu4eckue.
Yactb 2-18. YacTHele TpeboBaHns 6e30MacHOCTU C YYETOM OC-
HOBHbIX QYHKLWOHAMNBHEIX XapakTepUCTUK K 3HAOCKOMWYECKON
annapartype»

BETCTBUA CTaHOAPTOB!:

- IDT — ngeHTU4YHbIE CTaHOAapPThI;
- MOD — mogudvumMpoBaHHbIA CTaHAapT.

1 pumMmevyaHne — B HacToswen Tabnuue Mcnone3oeaHbl cnegywuiue yCrnoBHble 0603Ha4YeHnA CTeneHn cooT-
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Bubnuorpadcgun

[1] WMCO 80369-7:2021 CoeguHvTenn Manoro guamMerpa Ans KUOKOCTEN W ra3oB, UCMONb3yeMble B 30paBOOXpaHe-
HuKW. YacTb 7. CoeguHUTENM ANA BHYTPUCOCYOUCTBIX UITU MOAKOXKHBIX MPUMEHEHUI
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YOK 681.784.84:006.354 OKC 11.040.55

Kntouesble cnoBa: onTuka v hoToHMKa, 3HOOCKOMbI U NpuBopbl 3HAOTEpPaNeBTUYECKNe MeduLMHCKne, obLune
TpeboBaHuA
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Pepaktop M.B. MumpodbaHosa
Texnunyeckuin pegaktop B.H. [Npycakosa
Koppektop PA. Menmosa
KoMmneloTepHasn Bepctka flL.A. Kpyeoeol

CpaHo 8 Habop 13.09.2024. ToagnucaHo B nedatb 19.09.2024. dopmart 60%84%. [apHuTypa Apuan.
Yen. ney. n. 2,32, Y4.-u3g. n. 1,40.

MoAroToBMNEHO Ha OCHOBE 3MEKTPOHHOWM BEPCUM, MPEeAoCcTaBNeHHon paspaboTynkom ctaHgapTa

CoszpgaHo B eguMHM4HOM ucnonHeHun B IBY «MHCTUTYT cTaHgapTraaumu»
ansa koMnnektToBaHua PegepanbHoro MHopMauuoHHoro hoHaa cTaHaapTos,
117418 Mockea, Haxumosckuii np-1, 4. 31, k. 2.
www.gostinfo.ru info@gostinfo.ru
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