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NMpeancnoBue

Lenu n npuHunnel ctaHaapTusauum B Poccuitckon deaepauum yctaHosneHsl defiepasnbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TeXHUYECKOM perynmpoBaHn1y, a npasumna npuMeHeHUs1 HauuoHanbHbIX
ctangapTtoB Poccuiickont ®egepaumm — FOCT P 1.0—2004 «CtaHaapTtusauusa B Poccuiickon deaepavmu.
OCHOBHbIE NONOXEHNAY

CBeaeHun o cTaHAapTe

1 NOArOTOBNEH 3akpbiTbiM akLMOHepHBIM 06w ecTBOM «MeauTecT» Ha 0CHOBe COBCTBEHHOTO ayTeH-
TUYHOro NepesoAaa cTaHaapTa, ykazaHHOro B NyHKTe 4

2 BHECEH TexHu4vecknm koMuTeTOM NO cTaHaapTusaumnn TK 436 «YnpasneHue KayecTBOM U COOTBET-
CTBYIOLLME acnekTbl ANA MeAULMHCKUX N3aenuiny

3 YTBEPXIEH W BBEAEH B AENCTBUE Mpukasom deaepansHOro areHTCTsa o TeXHUYECKoMy
perynuposaHuio U meTposornn ot 18 aekabps 2008 r. Ne 459-ct

4 HacTosiWwuWin cTaHAapT MAEHTUYEH MexayHapoaHomy cTangapty MCO/TC 19218:2005 «Uspenus
meauunHckme. CTpyKTypa KoAoB BUAOB U NPUYUMH HebnaronpuaTHeIX cobbiTuiny (ISO/TS 19218:2005 «Medical
devices — Coding structure for adverse event type and cause»)

5 BBEJEH BINMEPBbIE

UHbopMmayus 06 UsMeHeHUsX K HacmosiuemMy cmaHOapmy rybriukyemcsi 8 exe200H0 u3dagsaeMoM
UHopMayUOHHOM yKasamerie « HauuoHansHble cmaHOapmbl», @ meKcm uUsMeHeHUU U rornpasoKk — 8 exxeme-
CAIYHO U3dasaeMbixX UHGhOPpMaUUOHHBIX yKazamerisx « HayuoHarnsHbsie cmaHOapmel». B criyyae nepecmompa
(3aMeHb!) unu ommeHsl Hacmosiueao cmarHdapma coomeememeyioluyee ygedomneHue 6ydem onybnukoeaHo
8 eXxeMecs4Ho usdasaeMoM UHOpMaUyUOHHOM yKkasamerne «HauuoHansHsie cmaHdapmel». Coomeemcemaey-
rowas uHgbopmayusi, yeedoMIeHUe U meKembl pasMelalomcesi makxe 8 UHghopMayuoHHol cucmeme obujezo
10/1b308aHUs — Ha oguyuansHoM calime ®edepanbHO20 azeHMcemea 1o MexXHUHECKOMY pe2ynuposaHuio u
mempoinoauu e cemu lHmepHem

© CraHgapTuHdopm, 2009

HacToswuii cTaHaapT He MOXET BbITb MOMHOCTBIO UMK YaCTUYHO BOCTIPOU3BEAEH, TUPaXMPOBaH 1 pac-
MPoCTpaHeH B kKauecTBe ouLMansHOro n3aaHus 6e3 paspelueHnsa deaeparnsHOro areHTCTBa No TEXHUYECKo-
MY pPerynmpoBaHuio U MeTponorim
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BBegeHue

HacTtoswmin ctaHgapT npeacTtasnsieT coboM ayTEHTUYHBIA TEeKCT MeXxAyHapodHOoro cTaHgapTa
NUCO/TC 19218, paspaboTaHHoro MexayHapoaHbIM TEXHUYECKAM KOMUTETOM MO cTaHdapTy3auuun
NCO/TK 210 «YnpaBneHue Ka4ecTBOM U COOTBETCTBYIOLLME 06LLIMe acnekTbl AN MEAULNHCKUAX U3OETNNAY.

CTpyKTypa koaoB HebnaronpuATHLIX COOLITUN, yCTaHOBIIEHHASA HACTOSALLUM CTaHAapPTOM, NpegycMaTpu-
BaeT, UTO UCTOYHMKOM COOBLLEHNS O HeGNaronpusATHbLIX COBbITUAX B OTHOLUEHWUN MeOULMHCKOro U3aenus
MoXeT 6bITb Monb3oBaTeNb MO0 N3roTOBUTENb AaHHOTO U3genust. MpuUMeHUTENLHO K TaKoMy onpeaeneHuno
nonb3oBaTensAMu MoryT 6bIThb Kak NpodeccnoHanbl B 06nacTu 3apaBooxpaHeHust, Tak U npeacTaBUTenn LUMpo-
KNX KpYroB HaceneHnsi. HacTosawunin cTangapT ycTaHaBNMBAET CTPYKTYPY KOAOB, MO3BOAIOLLYHO UCMOMb30BaThb
cBeeHus o Buae u/nnu Habnogaemoni(m) npuymnHe (criegctsnm) HebnaronpuATHOro cobbITUSI U NOCPEACTBOM
HabntogeHus cobrpatb MHDopMaLUo 0 paccMaTpMBaeMOM MeguLMHCKOM n3genun. Habnogaemyto(oe) npu-
UYKMHyY (CneacTBUE) ONpeaensitoT UCXoas 13 nepBoHavanbHoN oLeHKn HebnaronpuaTHoro cobbiTus. Mcnonbso-
BaHWe A aHHOW CTPYKTYpPbI, B YaCTHOCTW MCNOb30BaHMe obLLenpuHATEIX KOAoB, 0bneryaetT obMeH Nony4YeHHoN
WHpopMaLMen Mexay perynupyowmMmm opraHamm Ha MexxayHapoaHOM YPOBHE.

CyluecTBylOT cnegytoLme cnocobbl MPUMEHeHNS HacTOSILLEro cTaHAapTa Mosb3oBaTeNsiMun, U3roToBK-
TeNsAMU 1 perynupyroLmMMm opraHamu:

- nonb3oBaTenu 4ns onucaHua HebnaronpuaTHOro cobbITUA MOryT coobLLaTL N3rOTOBUTENIO UMK pery-
nupyloLLeMy opraHy Homep koga, 4To 6yaeT o4UHaKoBO NOHATHO 0benm cTopoHamMm;

- U3rOTOBUTENN U perynupyrolire opraHbl MOMYT Jierko pacrno3HaBaTb YHWBepcalbHble koAbl BUOOB
HebraronpuATHBIX COBLITUIA, 3aKpPennATb KoAbl, MOfyYeHHble Ha OCHOBaHUM NepBOHaYvanbHOM OLEHKA Npuyn-
Hbl (CneacTBusl) HebnaronpUATHOrO cobbITUSA, YTO CMOCOBCTBYET €ro pacno3HaBaHUI PErynMpyoLWnuMn opra-
Hamu Ha MexayHapoAHOM YPOBHE;

- KaKk Monb3oBaTenu, Tak WM WU3rOTOBUTENM MOTYT MPUMEHSTb AaHHble KOoAbl Kak 4YacTb CUCTEMBI
npeaynpexxaeHust n ornoBeLLeHUs!.

Hacrosawumin ctaHgapT He npefHasHadeH AN NPUHATUSA pelleHnss 0 HeoBXoAMMOCTU onoBelleHns ob
MHUMAOEHTE.
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HAUWOHANbHBIN CTAHOAPT POCCUUCKOWNW OSGEONEPAUUM

n3nenua MEOQULUMHCKUE

CprKTypa KoAoB BUAOB U NPUYUH Heﬁnaronpum'nblx cobbITuin

Medical devices.
Coding structure for adverse event type and cause

Data BBeaenna — 2009—09—01

1 O6nacTb NpUMeHeHunsA

HacTosawumn ctangapt yCTaHaBnMBaeT TpeﬁOBaHVISl K CTPYKType KoaoB, NnpeaHa3HavYeHHbIX aAns onuca-
HWA HeGJ'IaI'OﬂpI/IﬂTHbIX cobbITUNA, OTHOCALLMXCS K MEAULIMHCKUM u3aennusm. ST Koabl npeaHasHadeHbl AnAa
nonb3oBaTenen n N3roToBUTeNen MeAULMHCKUX U34ennuia, a Tarke aAng perynmpyrowmnx opraHoB.

2 TepMUHBI U onpeaeneHns

B HacTosLeM cTaHaapTe NpUMeHeHb! creaytoline TEpMUHbBI C COOTBETCTBYIOLLIMMA OnpeaeneHUsIMU:

2.1 Tshkenoe nopaxeHue (serious injury): CocTosiHne, KoTopoe:

- NPUBOANT K BONE3HN UNK TpaBme, YrpoXKatoLLEen XXN3HWN NauneHTa;

- MPUBOANT K HeobpaTUMOoMy yXyaLueHWto (2.2) (byHKLMOHUPOBAHUS OpraHu3Ma unm HeobpaTuMomy Bpe-
Ay (2.3), HaHOCUMOMY CTPOEHMIO OPraHU3ma;

- TpebyeT TepaneBTUYECKOro U XMpypruieckoro BMeLwlaTenscTea ans npeaynpexaeHus Heobpatumo-
ro yxyawenus (2.2) pyHKUMOHMPOBaHUS opraHuama unv HeobpaTtumoro Bpeaa (2.3), HAHOCUMOTO CTPOEHUI0
opraHusma.

MpumevaHnwusn
1 Tspkenoe nopaxeHne M3BECTHO TaKKe Kak Cepbe3Hoe yXyZLeHne COCTOSIHUS 300POBbS.
2 Hactosiwee onpeaeneHne COOTBETCTBYET NpuBeaeHHOMY B [1].

2.2 HeobpaTtuMoe yxypaweHue (permanent impairment): HesocctaHoBUMOe yxyAweHne CTpoeHus
NN OYHKLMOHNPOBAHNSA OpraHM3Ma, UCKIToYasi HesHauUTeNbHOe yXyaLeHue.

2.3 HeobpaTtumbIn Bped (permanent damage): HeBoccTaHOBUMBIN Bped, NPUHUHEHHDBIA CTPOEHUIO
1nn pyHKLUAM OpraHnamMa, UCKNoyas HesHauuTenbHbIA Bpe,.

2.4 HeGnaronpusaTHoe cobbiTue (adverse event): CobbiTue, CBAI3AaHHOE C NPUMEHEHNEM MeaULUH-
CKOTO U3AENVS U NPUBOASALLIEE K CMEPTU UMK TSXKENOMY NopaxkeHuto (2.1) 30poBba NauueHTa, nonb3oBaTens
WK TpeTbero Mua UM MoryLuee rnpu ero NOBTOPEHUU MPUBECTU K CMEPTU UM TSHXKENOMY NMOPaKEHUo 300-
POBbSA NaLUMEHTa, NoMb3oBaTENs UM TPEeTbEero nuua.

MpwumeyaHne—Hacroswee onpegeneHne cOOTBETCTBYET NpuBeaeHHomy B [1].

3 Cucrema KonoB 1 TpeGoBaHUA K HEN

3.1 KopBupaHebnaronpuAaTHoro cobbiTus

Kog Buga HebnaronpusaTHoro cobbiTusl xapakTepusyeT Habmiogaemoe npumeHeHue/HenpasBunbHoOe
(hYHKUMOHUPOBAHWE/OTKA3 MEANLMHCKOro M3aennsa B MOMEHT, Koraa AaHHoe cobbiTue npoucxoauTt. 3ToT Koa,
npeacTtaenseT coboi TpexsHauHbIn LndpoBoi kof, BelbpaHHbIN cornacHo Tabnuue 1.

WU3paHne opnymnansHoe
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PekomeHayeTcst Ucnonb3oBaTh 0uH koA, Hanbonee TOYHO onUckIBatoLWMiA HebnaronpuaTHoe cobbiTue.
OpHako uHoraa Ans NnorHoro onucaHust HebnaronpUATHOro cobbITUS MOXET NOTPeboBaTLCA NPUMeHeHue
HeCKOMNbKUX KOAOB.

Kog Buaa HebnaronpustHoro cobbitus (aanee — koa snaa HC), BbIbpaHHbIin Ana onucaHus Hebnaronpu-
ATHOro cobbITUA (nanee — HC) B MOMeHT, korga AaHHoe coBbITUe NPOUCXOaUT, AOIKEH oTpaxaTb Haubonee
TOUHY!I0 OLleHKY HebnaronpuaTHOro cobbiTUsi C y4eToM AONONHUTENBbHON NHopMauun, NOAYyYeHHOW B nepuoa
MeXay BO3HUKHOBEHUEeM cobbITus n nepefayvein coobLueHnsa o Hem.

M pu meuyaHun e —KogeBuaa HebnaronpusiTHOro CobbITUA MOXKET BbITb UCMONB3OBaH NPY ONUCaHUM ONAcHOCTY,
CBSI3aHHOW C AaHHbIM cOBbITUEM. [laHHbIN KOA Takke MOXET ObiTb NPUMEHEH B «MOSNb30BaTENbCKUX CUCTEMAX ONOBELLe-
HUs». Bonee NonHyio XxapakTepUCTUKY HEGNaronpUATHOTO COBbLITUSI MOXXHO MONYYUTh, CoueTas KoZ BUAA C KOAOM NMPUUYNHBI
HebnaronpusiTHOro cobbLITUS.

Ta6nwuua 1— Bug HeGnaronpusaTHOro cobbiTUsA

Xarowen cpegon

TYpbl, TUMMEHNYECKUX OCOBEHHOCTEN
Monb30BaTens, YCNoBWW TPaHCNOPTU-
poBaHWsl, XpaHeHWsi Ha PYHKUUOHM-
poBaHve u3genus

Kqulgma HaumeHoBanue Buga HC Onucanue Bupa HC Mpumepsbi
100 He cootBeTcTBYIOWAA He cooTtBeTtcTByIOWAsA HOpME Unu Anneprmueckasi peakuusi Ha W3-
HOpPME WU Henpeasw- | HenpeaBUAEHHAs 6uonormueckan | Aenusi, cogepxawme HaTypanbHbIN
AeHHas Guonornyeckas | peakumst Kay4yKOBbIA NaTekc, Hanpumep Karte-
peakumsi Tepbl, APEeHaxHble TPy6kn unu nep-
HarTku
110 AnnapatHoe o6Gecne- Io6oe HenpaBunbHoe cpabatbl- Monomka BHYTPEHHEro XecTKoro
YeHMne KoMMnbioTepa BaHue annapartHoro obecneuveHusl | AMCKa UEHTPanbHOW CUCTEMbI MOHU-
KOMMbIOTEPA MEAMLIMHCKOIO WU3AENUSA | TOPUHra, NMPUBOAALWLAN K HEBO3MOX-
(Hanpumep, BHYTPEHHErO XXECTKOro | HOCTU AanbHenwero gyHKUMOHWUPO-
AWNCKa, BHELWHNX AUCKOBOAOB), NPUBO- | BaHUS CUCTEMBI, @ TaKKe NoTepe WH-
Aswee K OTKagy usgenmsi hopmauum 0 KOHKPETHOM NauneHTe
120 CoeanHenne Henagnexawee coeanHeHve wu3- MoacoeanHenne K anekTpuuec-
Aenvin, Ux 4Yacten, KOMMOHEHTOB MNWU | KON PO3ETKe NPOBOAAa, UAYWEro OT
COeAVHWTENbHBIX  3MEMEHTOB, He | mauweHTta
npegHasHa4YeHHbIX Ans cCoeANHEHs
130 BbiBoa/cunThIBaHNE HepgoctaTtoyHOCTb AaHHbIX, MOMy- B wgeHmmdurkaumoHHOM HOMepe
AaHHbIX YaeMbIX MpU 3KCMMyaTaumu m3genusl, | nauueHTa Ha aucruiee AMarHoctu-
HanpuMmep HabnwgaemMblii HENPaBUIb- | YECKOro YCTPOWCTBA He BbICBEYMBA-
Hblil  Pe3ynbTaT MCMbITAHWA  MOXET | eTcsi BEpXHSIS uacTb Lyudp(bl)
cTaTh NPUYUHOW HENpaBWUibHOIO AeW-
CTBUSI UNN METOAA NeYeHus
140 PasteguHeHne HenpeagHamepeHHoe oTcoeauHe- OTcoeguHeHne wWrnel OT noca-
HUE WM HEeyCTOWYMBOE COEAVMHEHWE | OOYHOW BTYIKU.
OBYX UNW HECKOMbKMX YacTen (Hanpu- OtcoenyHeHne OT KateTepa
Mep, ANEKTPUYECKUX, MEXaHUYECKUX, B
Buae TpybokK), npuBodsiliee K OTKasy
nagenus
150 AnekTpnueckoe HenpaeunsHoe cpabarbiBaHne [MeperpeB anekTpUYECKMX Lene,
3NEKTPUYECKOW YacTu SMeKTpoMeau- | UCKPeHve pene, npepbiBaHne Ka-
LUWHCKOrO wu3genusi (HampuMmep, no- | NenbHOro BBEAEHUS NEKapPCTBEHHbLIX
BpeXAeHne 3MeKTPUHECKON Lenu, KOH- | CPeacTB, NPYBOASLLEe K NOPaXKeHUto
TaKTa WM KOMIMOHEHTA), NPVBOASILLEE | SNEKTPUUECKUM TOKOM.
K OTKa3y M3genusi, Jaxe ecnu oTkas Meperpee npoBoAoB, NpuBOAS-
n3genua HoCcuT nepmo,qmqecmﬁ Xapak- LI.I,VIVI K 06prBy NPOBOAKU
Tep
160 CBsA3aHHOE C OKpY- BpeagHoe Bo3genctBue Temnepa- Crepunusaumsi napoMm npoTesa

6egpa, npueoaawWwan K orpybneHuio
NMoBEePXHOCTM NpoTes3a.

Upe3amepHO BbiCcOKasi Temnepa-
Typa XxpaHeHus, NprBoasilas K xpyn-
KOCTW Pe3VHOBbLIX U MIacTMacCOBbIX
maTepranoB




Tpodomxerue mabnuysi 1
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gocrarovHas gosa ne-
KapCTBEHHOIO cpeacTsa

4032 BBOAMMOIO MaUMEHTy IeKapcT-
BEHHOro CpeacTBa, CBs3aHHasA ¢ npu-
MEHEHUEM MEAMULIMHCKOrO U3aenus

Ko,qugl.qa Haumenosanue suna HC Onucanune suga HC Mpumepsl
170 OTtka3 wMMMNaHTMpo- CwmelleHuve, HenpaBunbHOE cpaba- OTcoeavHeHue OT nopTta KateTe-
BaHHOIO U3genusi TbiBaHUE WM OTKa3 MMNMNaHTMpOBaH- | pa, obecneuvealowero AocTyn K Be-

HOro M3genusi (aKTMBHOTO WNN HEaK- | HO3HOW cucTeme.
TUBHOIO), NpUBOAsiLLEe K Heo§xonu- PasveguHeHue aByx udacteun op-
MOCTHU BbINOINHEHUA NHBA3NBHOU NPO- Tonegnyeckoro n3genus.
ueaypbl, pe3ynbTatoM KOTOPOW MOXET YTeuka us umnnaHtTara MonoYHon
6bITb 3KCMNaHTaUUs, HanNpUMEpP WM- | sxenesb
MNaHTaTOB MOMNOYHOM Xenesbl, Kap-
OVOCTUMYISITOPOB,  MHTPAOKYNAPHbLIX
INWH3

180 HecoBmecTUMOCTb HepocratoyHass cOBMECTUMOCTb YHuBepcanbHbIi COeAMHUTENDb He
COCTaBHbIX 4acTel U KOMMOHeHToB, | oGecneunBaeT GeaonacHoro nopgco-
KOTOpble AOMKHbl (PYHKUMOHMPOBATL | €AMHEHWUA K annapaTty UCKYCCTBEHHOM
Hagnexawmm o6pasom B koM6uHauMmM | seHTunAumm nerkux (MBIT)
ApYr C APYrom, NpuBoOAAWasn K oTcyT-
CTBUIO HOPMAasIbHOTO B3auMOgencTBunA
OBYX TN HECKOMNBbKUX U3AENUN, YacTen
M3aenui, KOMMOHEHTOB, COeaANHUTENb-
HbIX 3MEMEHTOB WIM U3genusi u Be-
wecrBa (Hanpumep, nekapcrtea, u-
3MOMNOMNYECKON KMAKOCTH), KOTOpoe
JaHHOe n3genve coaepXuT unu nepe-
HocuT. OToT BuAa HC wmckniovaet ot-
coeuHeHue (pa3beauHeHne)

190 HeapeksaTHOCTL py- BbinonHeHve TpeGoBaHui Heaaek- Hacagka ¢ wecTurpaHHoONn ronos-
KOBOACTBA MO 3KCMnya- | BaTHOro, HEKOPPEKTHOrO PyKOBOACTBA | KOW ANS OTBEPTKM, BXOASWEN B Ha-
Taumum/MapKkupoBaHuIo no aKkcnnyaraumu/mapkupoBaHuio/yna- | 60p NHCTPYMEHTOB, CIIMLLKOM Benuka

KOBbIBaHWUIO, NpuBOAsLLee K Hebnaro- | Ansi ronoBoK KOCTHbIX BUHTOB, TaKke

NpUsSITHOMY COBbITUIO MNKM OTKa3y M3- | BXOASALWMX B AaHHbIA Habop.

aenwus O6o3HayeHHasi B MapKUPOBKe
npenomnsitolwas cnocobHOCTb  KOH-
TaKTHbIX MMH3 HE COOTBETCTBYET Npe-
NoMIAOWEN cnocobHOCTU NUH3, Ha-
XOASLUMXCS B YNAKOBKe

200 Mepwoguyeckoe He- Mepvnognyeckoe HenpaBwuibHOE Ma3obpaxeHne nepmoanyeckn nuc-
npaeuneHoe cpabaTtbiBa- | cpabaTbiBaHue HEYCTaHOBINEHHOIo | 4€3aeT C MOHWMTOpa U3Jenusi, a 3atem
HWe npovcxoxaeHus, npuBofsilee K OT- | NosiBNsETCA CHOBA

Kasy uagenusi

210 Otkas marepuana OrpaHn4eHHasi MpOYHOCTb MaTe- MonnmepHoe nokpbiTMe kabens
(BelecTBa) MM KOMMO- | pvana (MaTepwarnoB), U3 KOTOPOro(blX) | MHOFOPa3OBOrO MCMOMb30BaHWA Je-
HeHTa M3roToBneHo(bl) Bce wusgenue, ero | GOPMUPYETCA B MpoLecce CcTepw-

YacTb UM KOMMOHEHT (Hanpumep, N3o0- | Nu3auun, MpoBOAVMON MONb30Ba-
NSAUUOHHOTO  MaTepuwana, pesuHbl), | Tenem
NPVBOAALLAA K OTKa3y uagenusi

220 OTKa3 MexaHN4ecKoro Hedekt mexaHW4eckoro Komro- HepocTarowmn KOMMNOHEHT B Kac-

KOMMOHEHTa HeHTa, BKIloYas AedeKT ero ABUXYy- | CeTe KOMMIEeKTa WHMY3NOHHOro Ha-
WMXCA YacTell Mnu yanos, NPUBOASA- | COCa MPUBOAWT K HEKOHTPONMpPYeMo-

LLMIA K HENpaBWUibHOMY cpabaTbiBaHUIO | My BBEAEHUIO NEeKapcTBa.
nagenus (HanpvmMep, Nornomke, aedop- OcnabneHue WapHWpPOB B MOBO-
MauMKu, HeNpoXoAMMOCTH), a 3aTeM K | POTHOM OCHOBaHUWM OMarHoCTU4ec-
OTKa3y nagenus KOTo M3genvsa He No3BonseT yCTPow-
CTBY yOepXaTbCA B YCTaHOBIIEHHOM

NONOXEHUN

230 MepenoavpoBka/He- MepenosvpoBka/HegocTaToYHas WHY3MOHHBIN HAcoC BBOOUT Ne-

KapCTBEeHHOe CpeaCcTBO NauueHTy 3a
ABa vaca BMeCTO NATU
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Okonvanue mabnuust 1

Koanz?,qa HaumenosaHue suga HC Onucanuve suga HC Mpumepl
240 Opyrve sugbl HC* Bua HC, He BKkniouveHHbI B Ha- —
crosiwyto Tabnuuy, NPMBOSALWLMI K He-
6naronpusTHoMy cob6bITMIO, CBA3aH-
HOMY C U3genuem
250 OTKa3 UCTOYHUKA MNK- KonebaHna B nopgadve 3nekTpo- MopratmeHbin  gedmbpunnaTop
TaHuA 3Heprvn, NpUBOAsAWME K OTKasy u3de- | He nepesapspkaeTcsi nocne paspsga.
nwusi. MpuunHa moxeT 3akntodatecs B | [MpoBoaa, waywme k 6atapee nuta-
HeucrnpaBHocTn Gartapen, obecneun- | HUsi, ocrnabeBaloT U OTCOEAVHSIIOTCA
BalOLLMX NUTaHNE M3aenus unu Aonos- | OT U3aenusi, K KOTOPOMY [IOIDKHO MO-
HUTENbHbIX YCTPOWUCTB, HANPUMEP CUC- | CTynaTb NUTaHUE.
TeMbl TPEBOXHOW CUrHaNU3auum, 3ano- PesepBHbin 6ok Gatapen nuta-
MMHAIOLLErO YCTPONCTBa HUsI HE aKTUBUPYETCSH U3-32 HEXBATKN
ANeKTponuTaHus
260 Cpeacrea 3awmTbl HecpabaTbiBaHne cpeacts 3awm- B annaparte WBIJ1, oGecneunBaio-
Tbl, BKMioyasi HecpabaTbiBaHWe Tpe- | WEeM BKIIOYEHVE curHana TpeBoru
BOXHOW CWrHanu3auumv, unu Heeo3- | npu o6CTPYKUMM AblXaTenbHbIX MyTen
MOXHOCTb AUCTAHUMOHHOW nepeaavn | nauveHta U ymeHbLUEHUM MOCTyrne-
curHana TpeBOru Ha YCTPOMCTBO (MO- | HUSI BO3dyXa K nauueHTy, He cpaba-
HUTOP) TbiBaeT TPEBOXHAs CUrHanMaauus
270 WNany4enve HenpegHamepeHnHas nepenosun- PeHTreHoBcKkasi nneHka Ansi cro-
POBKa M3My4YeHUs1 NN HEJOCTATOYHOE | MaTOoJIONMM CIMWKOM 3aTeMHeHa Aris
u3nyyeHve B pe3ynbTaTe HeHagne- | CYMTbIBAHMS W3-3a HeHaanexallen
xawero  PYyHKUMOHVMPOBaHWA Meau- | [O3bl PEHTTEHOBCKONO N3MyYeHusl.
LUMHCKOro n3genusi He caHKUMOHMpOBaHHbIE NOMNb30-
BareneMm akTMeBauusa WU W3NydYeHue
nasepa
280 3agbiMneHue, BO3ro- 3agbiMneHve, BO3rOpaHue uIu Meperpes nsgenvsi, N(PUBOASILLNA
paHve, B3pLIB B3pbLIB MO MPUHMWHE HEHaANexallero | K ero BO3ropaHuio.
OYHKUMOHUPOBaHUS U3genusi Obim, BbIXOAAWMA KU3-noa 060-
noukK (Kopryca) nagenus
290 MporpammHoe obGec- YxygweHne  yHKUMOHWPOBaHWS HecaHkumoHnpoBaHHas nogada
neveHve M3genus unu UucKaxkeHne WHopma- | NEeKapCTBEHHbLIX CPeACTB Hacocowm,
UMK, MNONy4aemon C MOMOLLBK M3Ae- | KOHTPONUPYEMbIM NaLUEHTOM.
nvs, a TaKke NonyYeHne Henpaswullb- HaHHble naumeHTa XpaHsTcs B
HOW MNK HeuMTaemol MHGOPMaUuUKM B | kaTanore AaHHbLIX APYroro naumeHTa
pe3ynbTaTe cbos nporpamMmmHoro obec-
neveHust
300 ®PyHKLMOHUpPOBaHWE, Mapgenve pabotaeT He B COOT- Hedunbpunnatop He BblpabaTbl-
He COOTBETCTBYyIOLLEE | BETCTBMM C HasHa4YeHWeM, YTO NPUBO- | BaeT paspsiga npu  Hagnexawem
Ha3Ha4YeHUo OVT K ero HempaeunbHOMY cpabartbl- | akTMBUPOBaHWM MexaHumama cpaba-
BaHUQ, Hel'lpaBVIJ'IbHOVI NOoCTaHOBKe TbhiBAHUA
AVarHo3a unv HenpasBuIbHOMY reve-
HUiO
310 OkcnnyaraunoHHas OTCcyTCTBUME BO3MOXHOCTU  3KCII- MporpammypoBaHne MHAY3NOH-
nNpuUrogHoCTb nyataumu nagenvsi B COOTBETCTBMM C | HOFO Hacoca NpuBoAauT Kk bonee anu-
€ro Ha3Ha4eHvneM, NPYBOAsLLEe K He- | TeNbHOMY, MO CPaBHEHWIC C NpeaHas-
OXUAAHHBIM MOCMeAcTBUSAM ANA Na- | HavyeHHbIM, Nnepuody nogadvun nekap-
uMeHTa. OJKCnnyaTauuoHHas Mnpurod- | CTBEHHbIX CPEeACTB M3-3a HeYeTKOM
HOCTb — 3TO XapakTepucTvka, onpege- | naeHTUUKaLum eauHuL, BpeMeHn
NAWAaN pesynbTaTUBHOCTL U 3dhdek- | (TpebyloTcs MWUHYTHI, a BBEAeHbl B
TVBHOCTb MPUMEHEHWs W3AENWs, a | nporpammy Yachl)
Takke oby4aeMocTb W yAOBMETBO-
pPeHHOCTL oneparopa

* Mpwn ncnonbsoBaHun gaHHoro koda euaa HC Heob6xoaumo nogpobHoe onucaHue atoro HC.
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3.2 Koa npuyunHbI HeGnaronpuAaTHOro cobbiTuA
Koa npuunHbel HebnaronpuaTHOro CoBBITUSI XapakTepuayeT nocregHNe No BpeMeHn pesynbTaThl aHanmsa
NPUYNHBI HeBNaronPUATHOro COBLITUSA. DTO TPeX3HaYHbIA LM POBON KoA, BeIOpaHHbIA U3 TabnuLbI 2.

MpnmevaHusda
1 [ns nonHoro onucaHns NpuYnH(bl) HebnaronpmaTHOro COGbLITUA MOXET NOTPeGoBaTLCH HECKOMNBbKO KOA0B.
2 Kopa npvumHbl HebnaronpuATHOro cobbITUA MOXET BbITb HEOBX0AUM A5 M3FOTOBUTENEN U PEryNUPYIOWUX opra-
HOB MPU U3y4eHUn cooBLLEeHNI 0 HebnaronpusTHLIX COBLITUSX M NPUHSITBIX MO HUM Mepax. B coveTaHun ¢ kogom BUAa
HebnaronpusTHOro coObITUSI OH NO3BONSET Nyulle oXapakTepn3oBaTth HebnaronpusitHoe cobbiTue.
3 lMocnegHne No BpeMeHW pe3ynbTaThl aHanu3a xapakrepuayoT HebnaronpusTHoe cobbiTve Ha noGoi cTagum
aHanvsa unu uccneaoBaHus.

Tabnwnuya 2—lpuyrHa HebGnaronpusiTHOro cobbITUsI

Kon
NPUHKHBI Haumerosanue npuynHel HC OnucaHune npu4uHel HC
HC
500 HeHopmanbHas akcrinyarta- BeinonHeHwe wnnM HeBbINONMHEHWe OelCTBUS Monb3oBaTeneM Wmm
ums onepaTopoM MEAULMHCKOrO u3genusl, npuesogswee K yHKLMOHUPO-
BaHWIO W3denusi, He COOTBETCTBYWOLWeEeMY O6OCHOBaHHbIM crniocobam
ynpaBreHusi pUCKOM, YCTaHOBIMEHHbIM U3rOTOBMTENEM, Hanpumep yMbIw-
NeHHOe HapyLleHWe UHCTPYKLUMIA, Mpoueayp nnv akcnnyarauus nagenus
0O 3aBeplleHnsi MOHTaxa (YCTaHOBKM), Kak creacteve npuBoasiuee K
OTKa3y usgenusi
510 HeHopmanbHass wnu  He- HeHopmanbHasi unu HenpeaeuaeHHan duanonorndeckas peakums,
npeasuaeHHas  hM3NONorMye- | Takasi Kak NoBbILEHHAs YYBCTBUTENbHOCTL (anneprus)
ckan peakumsi

520 OTKa3 cUCTEMbI TPEBOXHON Wapenue He nogaet HeobxoauMbIn(e) TPeBOXHbIN(E) curHan(sl) nnm

curHanmaaumm He nepepaet aToT(M) curHan(bl) yaaneHHOMY NPUEMHUKY

530 VMcnonb3osaHne Guonorm- Wcnonb3oBanne Gnonorvyeckux maTepuanos B MEAUUMHCKOM usae-

YeckMx marepuanos nuKn, CcTaBlwee NPUYMHOW peakuuu OpraHnama, OTIIMYHOW OT HeMea-
NEHHOTO NPOSABNEHUS MOBbLILLEHHON YYBCTBUTENBHOCTU (anneprum)

540 Kanu6poska Pes3ynbTaTtom HenpaBuribHOW KanvwbpOBKM MOXET CTaTb HETOYHOCTb
M3MEPEHUN, BLINMOSHSEMbIX MEAULMHCKUMM U3ZENusiMu  (Hanpumep,
n3mepeHun Temnepartypbl, Macchl, pH)

550 AnnapatHoe o6ecnevenne TMoboe HeHapnexawee ¢yHKUMOHMPOBaHUE arnapaTHoro obecrie-

KoMMbloTEpa YeHUA KOMNbloTepa, Hanpumep BHYTPEHHETO XeCTKOro AWUCKA, BHELIHUX
AVCKOBOAOB, MOXET CTaTb NPUUYMHON OTKa3a uagenus
560 3arpsiaHeHne B npouecce U3pgenne 6biN0 MOABEpPrHyTO PUCKY BO3AEUCTBUSI 3arpsi3HSAOMUX
Npou3BOACTBa SNeMEHTOB WNW 3arpsAI3HEHO B NPOLECCe MPOM3BOACTBA M HE OUMLLEHO
Hagnexawum o6pas3om B npouecce npeaBapuTenbHon 06paboTku
570 3arpsia3HeHne nocne M3ro- M3genue 6b1no nogBeprHyTo pUCKy BO3AENCTBUS 3arpsA3HSIOLLMX re-
TOBNEHUs! MEHTOB WUNW 3arpsi3HEHO, UMK COAEPXKUT UCTOYHMKM 3arpsi3HEHUs], KOTO-
pble MOTyT BO3QENCTBOBATb HA BCE U3QENUE, ero KOMMOHEHT UMK YacTb,
HanpUMep CUHTETUYECKME YacTuubl MMM 4YacTULbl Pe3uHbl, BHeLHue/
BHYTPEHHWE YaCTUYKW TPA3N UMW OCTATOUHLIE KONMYECTBA XWAKOCTEWN,
KPOBM, TKaHEN UMK YWHOM Cepbl, KOTOPLIE MOMYT BO3AEICTBOBaTL Ha BCE
n3genve unm ero YacTb

580 MpoektuposaHune HeebinonHeHve nsgenuemM npegHasHavYeHHbIX PyHKUMIA U3-32 HECOOT-
BETCTBMSA NpoUecca NpoeKTMpoBaHus/pa3paboTkm

590 PasbeguHenue HenpegHamepeHHoe pa3beavHEeHWE ABYX UMM HECKONBbKUX YacTen
(Hanpumep, ANEeKTPUHECKNX, MEXaHUYECKUX, TPYD), NpuBoasEee K OTKasy
nsgenus

600 OnNeKTpUYeCKUin KOMNOHEHT HencnpaBHOCTb 3NEKTPUHECKOTO KOMNOHEHTA UMK NOBPEXAEHNE NPo-
BOAKM, Bbi3blBaloLee OTKas usgenus

610 dnekrTpuyeckas Lenb Henagnexawee yHKUMOHUMPOBAHUE SNEKTPUYECKOW LEnu BCNeacT-

BUE BO3OENCTBUSI TaKMX (DaKTOPOB, KaK NPOHWMKHOBEHWE XWAKOCTH,
neperpes n 1.4.
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Tpodomxenue mabnuyps! 2

Kon
NPUYUHLI HaumeHosanue npuuntsl HC Onucanune npuynHel HC
HC
620 OneKTPUYECKNIi KOHTaKT MoBpexaeHne nnu HeHaAEeXHOCTb SNEKTPUYECKOro KOHTaKTa, NPUBO-
Asilee(asn) K HeHaanexalemy QyHKUMOHVPOBaHUIC u3genus (Hanpumep,
npepbiBaHMe KOHTAaKTa, KOPPO3Wsi, BLICOKOE COMPOTUBIIEHWE, TepMuqe-
CKUI yaap, apend, Murpaums nnu HenpegHamepeHHoe nepemMeLleHune)
630 OneKTpoMarHMTHLIE MNOMEXU Henagnexawee ®OYHKUMOHMPOBAHWE AKTUBHOMO MeAMLMHCKOrO W3-
Aenvs, NOAKIIYEeHHOTO K MCTOMHUKY SNEeKTPOCHaGXXeHUs1, Kak crneacTeue
3MEKTPOMArHUTHBIX MOMEX, BKIOYasi paguonoMexmu
640 Cpok rogHocTn MpumeHeHve nsgenvsi NO NCTeYEHM CPOKa rogHOCTH, NPUBoAALLEE K
OTKa3y usgenusi
650 OwwmboyHoe oTpuuaHue W3penve BolgaeT HeBepHOe coobLeHne 0 TOM, YTO UCKoMoe cobbiTne
He 0BbHapY>KeHO UMM YTO OHO He HaxoaWTCs B YCTAHOBNEHHOM AnanasoHe
660 OwnbBoyHoe noaTeepxae- W3penve BoigaeT HeBepHOe CoobLeHne 0 TOM, YTO UCKoMoe cobbiTne
Hue 0BHapyXeHO WM YTO OHO HaxoAMTCsl B YCTaHOBMEHHOM AuanascHe
870 OwnBoYHble  pesynbTaThl [Mpn ncnonb3oBaHUN MeANLMHCKUX U3genui ans in vifro AnarHoCTuku
ncnbiTaHum M3Oenne MOXeT MMETb HeHaanexalme sKCnyaTaunoHHbIe XapakTepue-
TUKU (YYBCTBUTENBHOCTb, CNEUUUIHOCTb, TMHENHOCTL, CTaBUNBHOCT,
NOMEXOYCTONYMBOCTb U T.4.), YTO MPUBOAMT K MOMYyYEHWIO OWMBOYHBIX
pes3ynbTaToB UCMbITAHWN
680 OTkaz  MMMNaHTUPyeMoro Murpauus, HeHagnexawee OYHKLMOHUPOBAHUE MU OTKa3 UMIMaH-
n3genus TUPOBAHHOTO M3genusi (aKTWBHOMO WNW HEaKTMBHOIO) MOXET cTaTb
NPVYYMHOW NPOBeOeHUs WMHBA3WBHOM Mpoueaypbl MO  3KCrulaHTauum,
HanpUMep VMNNAHTATOB MOJIOMHON enesbl, KapAWoCTUMYNSITOPOB,
VMHTPaOKyISIPHbIX ITMH3
690 Henagnexawas okpyxato- MNpumeHenne wn3genua B OKPyXalowen cpeae, cocTosHue/ycrnoBusi
was cpeaa KOTOPOM SBMAIOTCA NPUYMHON €ro OoTKasa WM HeHagnexawero
OYHKLMOHMPOBAHUS
700 HecoemecTmocTb HepoctaToyHas COBMECTMMOCTb [BYX WM HECKONIbKUX U3Oenvn,
YacTen, KOMMOHEHTOB WIWU U3Jernuii, coAepXalmx IeKapCTBeHHble
cpeacTBa WNWU COeAUHUTENbHbIE 3NEMeHTbl, MPUBOAAWAS K OTKasy
n3genus
710 PykoBoacTeO No akcnnyara- Heto4Hoe nnu HepgocTaTouHO NOApPobHOE PYKOBOACTBO MO 3KCNNya-
UMM N MaPKNPOBAHUIO Taumn/mMapkMpoBaHUIO, BLINONHEHWE KOTOPOrO MPUBOAMUT K OTKa3y W3-
Aenus
720 YTeuka/HapylweHnve repme- OTKa3 nspenusi n3-3a yTeuku BelecTsa, 06bIYHO XUAKOCTW UNu rasa,
TUHMHOCTU NN K13-3a HapyLleHusl TepMeTUYHOCTM, TMPUBOOSLLErO K NonagaHuio
BELEeCTBa B U3geNnue Unm ero KOMMOHEHT
730 O6cnyxneanune nsgenus HecooTeeTcTBylOlee NOCTOSIHHOE MINW nepuoguyeckoe ob6cnyxuea-
HWe U3genus, NPUBOASILLEE K ero 0TKasy UIn HeHaanexaiemy OyHKUMO-
HUPOBAHUIO
740 M3roToBneHue C6o1 (hyHKUMOHMPOBAHUSI CUCTEMbI Ka4ecTBa U3roTOBUTENS, NPUBO-
BAWWIA K HeHagnexawemy pyHKUMOHMPOBaHWIO UMW OTKa3y U3genws unu
€ro KOMNOHeHTa, KPOME NMPUUMH, CBA3AHHBIX C KOHCTPYKUMEN n3genus
750 Matepuan Hanu4une B n3genum martepuana ¢ orpaHM4eHHOW NPOYHOCTLIO NP
JKcnnyaTauun, YTo MPUBOAUT K HeHagnexawemy (OyHKUMOHMPOBAHUIO
n34enusa, HanpUMep K O0TKa3y KIeeBoro CoegUHeHNst
760 MexaHn4yeckn KOMNOHEHT HeHapgnexawee yHKUMOHMPOBAHME MEXaHWYEeCKOro KOMMOHEHTA,
npueogsiee K OTKasy u3aenusi, HaNnpuMmep K nonomke, aedopmauum,
HapYLWeHUI0 NPOXOAUMOCTH
770 Hernrmennuxle ycnoeums OTKa3 nsgenusi BCneacTBUe HEHAATIEKALLEro IMIMeHNYeCcKoro CocTos -
HUA NOMb30OBaTENSsI UMM MECTA €r0 HAXOXKAEHNA
780 MpuyKHbl, He CBSI3aHHbIE C MpuunHbl COOLITUIA, He CBSA3aHHbLIE C U3AENNEM

nagenvem
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Kon
NPUYUHBI
HC

HaumeHoBaHue npuynHel HC

OnucaHune npu4unHel HC

790

Opyrve npuymnHbl

MpuunHbl COBBITUIA, HEe BOLEALME B HACTOSILLYI Tabnuuy, HO NPMBO-
asime K HebnaronpuaTHLIM COBLITUAM, CBSI3aHHBIM C U3AENUEM

800

YnakoBbiBaHue

HeHagnexawme UM HECOOTBETCTBYIOWME YNaKOBKa/ynakoBbiBaHUe,
0b6ycrnoenmBalowWwye 0TKas nagenus

810

Anatomus/bumanonorust na-
umeHTa

KoHCTpyKUMSl M3aenusi, OCHOBaHHasi Ha YCPeAHEHHbIX aHaToMuYe-
CKUX/PM3NOMNOrMHECcKMX NoKa3aTensx NauMeHToB, He NoaXoauT Ans KOH-
KPETHOro nauueHTa

820

CocTosiHMe naumeHTa

CocrosiHve nauneHta (BO3MOXHO, HEernporHo3upyemoe) npuveoguT K
OTKa3y UnM HeHagnexalemy (YHKUMOHUPOBaHUIO M3Aenusi, Hanpumep
BMHTOBOW MMMIMAHTaT MOXET ObiTb MOTEPsiH U3-3a Pa3BUBLLEroCs OCTeo-
noposa

830

McToYHMK nuTaHus

HepocTtaTodHoe anekTponvTaHne, npueogdwee K OTKa3y nsgenusa

840

CpeacTBa 3awmTbl

OTKas CpeacTB 3alWThl MHLIX, Y&M CUCTEMAa TPEBOXHOM CWUIHamM-
3aumu

850

ObGecrneveHne KadecTBa B
yupeXaeHun 3apaBooxpaHeHust

HepocratouHoe obecneyeHne ka4ecTBa yCTAHOBIEHHbIX NMpoLeayp B
yupexaeHu 34paBoOXpaHeHusl, Hanpumep HeHaanexalwui npouecc
3aKYMNOK, HeHaaMexalumin BXOJHOW KOHTPOIb WMM HEMpaBunbHas ycTa-
HOBKa (MOHTaxX)

860

PagnoaktveHOe nany4eHune

PagnoakTvBHOe uanydeHve, oOyCrnoBNeHHOE OTKAa3OM u3genus, Ha-
npumep B siAePHON MeauLUHE, PEHTTEHONOorMKU, NP oGNyHeHnn KpoBwm,
3abope pagnonMmyHonpob

870

MporpammHoe  obecneve-

HWne

YxyaweHne PyHKUMOHMPOBAHNA M3denusa uUnu nckaxeHwe uHgop-
MaLumu, nony4aeMon oT u3genusi, NoCTynneHue HernpaBuIlbHOWM UMM HeYK-
TaeMon uHQopMaLUM U3-3a HeHagnexawero yHKUMOHUPOBAHUS UINU
HECOOTBETCTBUS NPOrPammHoro obecrneueHust. ITo MOXET BbITb, HaNPW-
Mep, HernpasBnIbHOE NPOrpaMMUPOBaHKe, yCTapeBLLEee UITM HEMNPaBUITbHO
yCcTaHOBNEeHHoe nporpammHoe obecnevenune, Bkniovuas 6onee HoBbIe €ro
Bepcun

880

Crepunusaunsi/gesnHdek-
umns/ouncTka

HeHapgnexawas crepunmaaums, 4e3nHMEKLMsI UMK OUYNCTKA, BKITIOYast
pVCK BO3O4EUCTBUS NOTEHUMANBHO BPeOHbIX MUKPOOPIraHN3MOB MMM TOK-
CUYHbIX BELLECTB, HanpUMep OCTaTKOB OKcnaa STuneHa

890

YenoBus xpaHeHus

KoHKpeTHble yCroBUs XpaHeHUs (Hanpumep, HeHaanexalast KomHaT-
Has TeMnepaTypa, BNaXHOCTb, OCBELLEHHOCTL ), MPUBOAALLME K OTKA3Y U3-
aenus

900

Monomka/noagenka/cabo-
Tax

MpegHamepeHHOEe COBepLUEHME NPECTYNMHLIX MaHUMYIALMIA B NpoLec-
Ce U3roTOBMNeHUst U3genus B Lensx ero nopyu (caborax) unu B npowecce
MCMONb30BaHMsA (NONOMKa), UMM WU3rOTOBMNEHWe anbWMBOrO U3Zenust
(noggenka), NpMBoAsLLee K HeHaanexalleMy pyHKLMOHMPOBaHWIO nage-
s n/vnv okasblBaoLwee BpegHoe BO3eNcTBMe Ha ledeHne naumenTa. K
TakUM MaHWNynsiLMAM MoxeT BbiTb OTHECEHO BO3AENCTBME NaumeHTa unm
TPETLErD NULA Ha PerynMpoBOYHbIE NapaMeTpbl MU OYHKUUMOHUPOBaHME
n3genus NocpeacTBOM N3MEHEHWs pexnma neveHnst nauneHTa unm npu-
YMHEHVS Bpeda penyTauvu m3genui gadHoro Buga (crnocoby npous-
BOACTBA U MOZENVPOBaHWA) W/MNM BMelaTenbCTBO W3rOTOBUTENS B
NPOU3BOACTBEHHBIN MPOLECE, yXydWwalowee HaAeXHOCTb BbiMNyCKaeMblX
n3genun

910

O6yueHue

OTcyTCTBUE UMM HEJOCTATOUHOCTb 0BYYeHUs MAEHTUULMPOBAHHOIO
none3oBarens pabote ¢ nagenvem

920

TpaHcnopTupoBaHme u no-
CTaBku

HapyweHve npaewn TpaHCNOPTUPOBaHUS U MOCTABOK MEAULMHCKMX
M3genvin, npuesogslee K HeHagnexawemy GOYHKUMOHMPOBAHUIO WU
OTKa3y n3genui unu nx KOMNOHEHTOB




roCT P UCO/TC 19218—2008

OkoxyaHue mabnuusi 2

Kon
MPUYUHBI Havwmenosanue npuynHel HC OnucaHune npu4nHel HC
HC
930 HeyctaHoBneHHble  npU4n- OTCyTCTBUE BEPOATHBIX MU YCTAHOBIEHHbIX MPUYKUH. HenasecTHble
Hbl obcToATeNbCTBA, NPUBOASLLME K OTKA3y n3genus
940 OkecnnyartaunoHHas npurog- HepoctatouHasa skcnnyaTauMoHHasi MPUrogHOCTb, MPUBOAALLAS K
HOCTb OTKasy msgenusa. OkCnnyatauMoHHas NpUrogHocTb — 3TO XapaKTepuc-
THKa, onpegensowas pe3ynsTaTtuBHOCTb U 3PEKTUBHOCTL NPUMEHEHUS
uagenus, a Takke oby4aemocTb U yAOBNETBOPEHHOCTL onepaTopa
950 Owwbka akcrnnyaTaumm BeinonHeHve nnu HEBLINONHEHWE AENCTBUSA, NPUBOAALLEE K pe3yrib-
TaTy, OTNIUYHOMY OT NPedyCMOTPEHHOIO N3rOTOBUTENEM UITU OXXNOAEMOro
onepaTopom, u obycrnoenvBeatLLee otkas usgenus®
960 M3Hoc MameHeHne wnu yxygweHve QYHKUMOHMPOBAHUSA MeAWLMHCKOro

uagenus us-3a ero ANWTenbHOW 3JKChnyatauun, W3HOCa WK KauecTsBa
TeKyLero o0CnyX1BaHusl, MPMBOASLLETO K OTKa3y n3genusi

* CooTBeTCTBYET [2].
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MpunoxeHne A
(cnpaBo4Hoe)

Cucrtema KoaoB ANsl oNUcaHNA HebnaronpUATHLIX cobObITUIA

CTpyKTypa cucTeMbl KOAOB BKoYaeT B cebs NsiTb BUAOB AAHHLIX, UTO MO3BOMSIET COCTABUTL TOYHLIN U NOAPOOHbIN
OTYET 0 HeBNaronpPUSITHLIX COBLITUAX, MPOU3OLWEALLNX C MEAULMHCKUMU U3AENUAMU, U 0ONErYnTh 06MEH JaHHbLIMW MeXay
perynupylowummy opraHamMmmn Ha MexayHapoaHoM ypoBHe. [ns NpaBunbHOW MAEHTUUKALUKN N3genusi u BbiGopa ogHoro
WIN HECKOMbKUX KOAOB BUAOB M MPUYNH HEGNAronpusiTHeIX COGLITUIA HE0BX0ANMO UMETE KOHKPETHYH0 MHCDOPMAaLIMIO O MPo-
uaoweawmx HebnaronpusTHbIX cobbITUAX. MATh BUAOB HEOGXOAUMBIX AaHHbIX NpeacTaBneHbl B Tabnnue A.1.

Tab6nunua A1 — NHdopmauus, Heobxogumasi Anst NPaBUITbHON UAEHTUUKALUKN HebnaronpusTHbIX COOLITUI, NPOW-
30WeAWnX C U3genvem

Kon Bupa Koa npuunHbl Koa naumneHTta/nons3osatens/
Ko HomeHknaTtypel
Wanenus Bua nspenus HebnaronpusiTHoro HebnaronpusiTHoro TpeTLero nuua
cobbITus cobbiTuA (oononHuTenLHO)
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Mpunoxenve B
(cnpaBo4Hoe)

Mpumepbl kogupoBaHUA

B.1 Mpumep1

CobbiTne 1. W3genve npegHasHaueHo Ans apTponnacTuku TasobegpeHHoro cyctasa. [JBa HeGnaronpusiTHbIX
co6bITVSA NPOM3OLLNK M3-3a TOTO, YTO NONUITUNEHOBLIN BKNaapIWw He Mor GbiTe BBEAEH B rMy6b aueTabynsipHoi Mmetannv-
Yeckor Yawm. B o6oux cnyvasix B pesynbTare UCMONb30Banu KepaMUYecKnii BKaabiLL.

Koaeupga HC: 180 HecoBmectumocTtb

B pesynbTaTte nccnegoeaHws, npeanpuHATOrO MarotoButenem, boina obHapyxeHa ownbka Npu U3roToBNEHUU
(HecobnogeHVe TOYHbIX Pa3MepoB).

Kog npuumHel HC: 740 UaroToBneHne

B.2 Mpumep 2

CobbiTue 2. TMpy NpoBeaeHUM XMPYPIMUECKOl Npoueaypsl oTkasan annapat UBJ, n nauueHTa gonxHsol 6b11m pea-
HUMUPOBATh BPY4HYI0. DnekTponMTaHue He ObINo HapyLWeHo, HO K NaUMEHTY He NOCTYNanm AbiXxaTernbHble rasbl OT annapa-
Ta WBJ. TpesoxHas curnanvsauyms annaparta MBJ1 He cpaboTtana. MNpw 3anycke annapat UBJ1 6bin npoBepeH, u olunbok He
6bIN0 BbISIBMEHO.

Koaeupga HC: 220 OTka3 MexaHN4eckoro KOMNoHeHTa
MaroToBuTens ycTaHOBWIT, YTO NPUYMHON OTKa3a cTano nepuoanyeckoe HecpabartbiBaHue pene.
Kog npuymHbl HC: 610 OnekTpryeckas uenb

B.3 Mpumep 3
Cob6biTne 3. Cton npvnpoBeaeHUM MpoLeaypbl NauMeHTy BHe3anHo GbICTPo NpuHsin nonoxexnue TpeHageneH6ypra.

Koaeupga HC: 220 OTka3 MexaHn4eckoro KOMnNoHeHTa

W3aroToBuTenb yCTaHOBUI, YTO CTPYHA NOCTENEHHO NepeTepna ruapasnmyeckyio Tpy6Ky, KoTopas B pesyribTare 3T0-
ro Ha4ana npoTekatb. CTON He NogBeprany NNaHoBoMy 06CNyXMBaHUIO.

Kog npyvumnnel HC: 730 O6cnyxuBanue nagenusi, 960 N3Hoc, 850 ObecneveHne KaveCcTea B yHpeXaeHUN 34paBooXx-
paHeHus

B.4 Mpumep 4
CobbiTre 4. BHewHWi aedunbpunnatop He obecneumnn 3NeKTpoLLoKa.

Kogenga HC: 300 ®yHKkuMOHMpOBaHWe, HE COOTBETCTBYIOLEE HAa3HAUYEHUIO
M3roToBuUTENb YCTAHOBWI HEUCNPABHOCTD SMEKTPUUYECKON Lenu.
Koa npuunnbl HC; 610 3nekTpuyeckas Luenb

B.5 Mpumep 5
CobbiTne 5. Kapgumonornyeckuii MOHUTOP HEBEPHO MOKa3biBAET HacTOTy CepAeYHbIX COKpaLLEeHU.

Kogeuga HC: 130 BbelBoa/cunTbiBaHUe AaHHbIX
WaroToButens obHapyxun owmnbky B NporpaMmmHoM obecneyeHun.

Koa npuunHbl HC: 870 MporpammHoe oGecneveHne
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[1] GHTF/N21R8:1999

(GHTF/N21R8:1999)
[2] M3K 60601-1-6:2004

(IEC 80601-1-6:2004)

FOCT P UCO/TC 19218—2008

Bubnuorpadua

KoHTponb 1 HabnogeHve 3a MeQULUHCKMMK M3denusaMuy nocne mx npogaxu. Mpegno-
JKEHWSI MO COCTaBMeHMIo oT4YeTa 06 OWwMBKax akcnryaTauum MeguUMHCKUX U3Zenui ux
M3roTOBUTENEM UMK NONHOMOYHBIM NPeacTaBUTeNeM N3roTOBUTENS

(Medical Device Postmarket Vigilance and Surveillance: Proposal for Reporting of Use
Errors with Medical Devices by their Manufacturer or Authorized Representative)

WM3genvs meguumnHckue anektpudeckue. Yacte 1-6. O6wme TpeboBaHms 6Ge3onacHoOCTy.
JononHuteneHbIV cCTaHA4APT. OKCMNyaTaunoHHas NPUrogHoOCTb

(Medical electrical equipment — Part 1-6: General requirements for safety — Collateral
standard: Usability)
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