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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapToB Poccunckon ®epepaummm — OCT P 1.0—2004 «CTtaHaapTtusaumsa B Poccumnckon ®epgepanmn.

OCHOBHbIE NONOXEHUA»
CBepgeHUA o cTaHaapTe

1 NMOAINrOTOBIEH 3akpbITbiM akUuoHepHBIM 0bwecteoM « MeantecT» Ha OCHOBE CODCTBEHHOIO ayTeH-
TUYHOIO NepeBoda cTaHaapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHunyeckum komnuteToM No cTaHaapTusaunm TK 436 «YnpaBneHne Ka4eCcTBOM U COOTBET-
CTBYHOLLME acnekTbl 4Nd MeaAULUHCKUX U3gennnn

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE [MMpukasom PenepanbHOro areHTCTBa no TEXHNYECKOMY
perynmposaHunto umetponorn ot18 aekadbpsa 2008 r. Ne 459-ct

4 Hactosawmn ctaHgapT naeHTudeH mexayHapogHomy ctaHgapty NCO/TC 19218:2005 «N3genus
MeaununHekme. CTpyKTypa KogoB BUAOB U NPUYMH HebnaronpuaTtHbiX cobbiTun» (ISO/TS 19218:2005 «Medical

devices — Coding structure for adverse event type and cause»)

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM yKa3amere « HalyuoHarnbHbie cmaHOapmabl», a mekKcm U3MeHeHU U U Morpasok — 8 eXxeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
fowas UHgbopmayus, yeeooMrieHue U meKkcmaei pasMelaromcs makxe 8 UHpopMayUoHHOU cucmeme obuieao
ronb308aHUs — Ha obuyuarnbHOM calume PeodepalibHO20 azeHmcemaea rio mexHU4eCcKoMy pea2ynupogaHuro U

MempoJsioauu e cemu MIHmepHem

© CtaHgaptuHdopm, 2009

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

HacTosawmn cTtaHaapT npeactaBnsieT CcoOOW ayTEeHTUYHBIA TEKCT MeXAyHapoAHOro craHaapTa
NMCO/TC 19218, paspaboTaHHoro MexayHapoaHbIM TEeXHUYECKMM KOMUTETOM Mo cTaHaapTusaumnm
MCO/TK 210 «YnpaBneHue Ka4eCTBOM U COOTBETCTBYHOLLME 0OLLMe acneKThl AN MeaAULMHCKUX U3geniny .

CTpyKTypa KogoB HebnaronpusiTHbIX COObLITUN, yCTAHOBMNEHHAsA HACTOSLMM CTaHAAPTOM, NpeaycMaTpu-
BAaeT, YTO UCTOUYHUKOM coobLlleHnda O HebnaronpUATHbIX COBLITUAX B OTHOLWEHUN MeaULUMUHCKOro nsaenus
MOXeT ObITb NMonb3oBaTeNb MO0 UIrOTOBUTENL AaHHOIC nsaenus. NpUMeHUTEeNbLHO K TakoMy onpeaeneHunto
Nonb3oBaTENSAMU MOTYT ObITh Kak NpodyeccnoHarnsl B 0bnactu 3aapaBooXpaHeHUs, Tak U npeacTtaBUTENN LUAPO-
KX KPYroB HaceneHusa. Hactoawmn ctaHgaapT ycTaHaBnMMBaET CTPYKTYPY KOAOB, NO3BONAICLLYIO UCNONb30BaTh
cBeaeHusa o Buae u/mnu Hadbnwgaemon(m) npnvnHe (CneactsmMm) HedNaronpUATHOro cCobbITUA M NOCPEACTBOM
HabnwaeHUa cobupaTtb MHOPMAaLLMIO O paccMaTpuBaeMoM MeanLUHCKOM U3genun. Habnogaemyto(oe) npu-
UMHY (CneacTBUe ) onpeaensatoT UCXoas U3 NepBOoHaYanbHOW OLEHKN HEDNaronpuaTHOro cobblTua. cnonb3o-
BaHWe AaHHOW CTPYKTYpPbI, BYAaCTHOCTU UCNONb30BaHWe 0DLLEenpUHATBIX KoAoB, obneryaeT obMeH nony4eHHon
MHPOPpMaLen Mexay perynmpyowmmMmm cpraHamMmm Ha MmeXxayHapoaHOM YPOBHE.

CyLlecTBYIOT cneayowme cnocodbl NPUMEHEHUS HACTOSALWEro cTaHaapTa nonb3oBaTensiMn, M3roTOBU-
TEeNnaMu 1 perynmpyroLwmmmn opraHamMmu;

- NONb3oBaTEeNN AN onNUcaHns HedNaronPUATHOro CobbITUA MOTYT COODLLIATL U3TOTOBUTENIO UM pery-
nupytoLemy opraHy HoMmep Koga, 4to byget oguHakoBO NOHATHO 00eM CTOpOHAaM;

- U3rOTOBUTENN U perynupyroline opraHel MOTYT NEerko pacrnosHaBaTb YHMBepcalbHble koAbl BUMOOB
He®bnaronpUATHBIX CODLITUN, 3aKPEennATb KoAdbl, NoNyvYeHHbIe Ha OCHOBaHWUKM NepBoHaYvarnbHOM OUEeHKU NPUYK-
Hbl (CNeacTBMs) HebnaronpUATHOrO CobLITUSA, YTO CNOCODCTBYET €ro pacno3HaBaHMIC PErynnpyomMmMmn opra-
HaMW Ha MeXXayHapoaHOM YPOBHE;

- KaK MONb30BaTENAU, Tak U WU3rOTOBUTENM MOTYT MPUMEHATb AdaHHble KoAbl Kak 4YacTb CUCTEMB
npeaynpexgeHusa n onoseLleHns.

HacTtodawmn ctaHgapTt He npegHasHadeH Ang NpUuHATUS pelleHns o HeobxoanumocT onoBeLlleHnst ob
MHUMAOEHTE.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

N3gennAd MEQULUUNHCKUE

CTpyKTypa KogoB BUAOB U NPUYUH HEONAronpuUATHbLIX COOLITUIA

Medical devices.
Coding structure for adverse event type and cause

[laTta BBegeHmnsa — 2009—09—01

1 Obnactb NpUMeHeHUA

HacTtoawunn ctaHgapT ycTaHaBnuMBaeT TpeboBaHNSA K CTPYKTYpe KoAoB, NpeaHasHavYeHHbIX 419 onuca-
HUA HebnaronpuUATHBIX COBLITUA, OTHOCALWMXCHA K MeAUUMHCKUM n3aenmam. 3T Kodbl NnpegHasHadeHbl Ang
MnoSfib3oBaTeNen n U3roToBUTENEN MeJULMHCKNX N34ennii, a Takke AN perynmpyroLlnx opraHos.

2 TepMUHbI U onpegeneHUs

B HacTodAweM cTaHaapTe NpUMeHeHbl cnegyowme TePMUHbI C COOTBETCTBYHOLLMMK onpeaeneHnsaMNA:
2.1 TAXenoe nopaxeHwue (serious injury): CocTodHNE, KOTOPOE!
- MPUBOANT K OONEe3HU NNK TpaBMe, yrpoXatoLlen XXM3HU NauneHTa;

- MPUBOAUT K HeoDbpaTUMOMYy yxyaLweHuto (2.2) dYHKLUNOHUPOBAHUS OpraHnsmMa nnm Heobpatumomy Bpe-
ay (2.3), HaHOCUMOMY CTPOEHUIO OpPraHn3mMa;

- TpebyeT TepaneBTUYECKOro NN XMPYpruieckoro BMeLlaTenbCcTBa Ans npeaynpexgeHna HeobpaTumo-
ro yxyaweHua (2.2) yHKUMOHUPOBaHUA opraHiuama unm Heobpartumoro speaa (2.3), HAHOCUMOTro CTPOEHUIO
opraHusma.

[TpumevyaHwms
1 TspKenoe nopaxXeHne n3BeCcTHO TaKXKe Kak CeEpbe3HOe yXyALWEHNE COCTOSAHUSA 340POBbA.
2 HacTtosuwee onpegeneHne COOTBETCTBYET NpueegeHHomy B [1].

2.2 HeobpaTuMoe yxyauweHue (permanent impairment): HeBoccTaHOBUMOE yXyAdlWleHNe CTPOEHUS
NN PYHKLUOHNPOBAHUA opraHnusmMa, UCKoYaa HesHauvnTenbHoe yxyaweHue.

2.3 HeoOpaTuMbIN Bpepq (permanent damage): HeBoccTaHOBUMBIN Bped, NPUYMHEHHBLIA CTPOEHUIC
NN PYHKLMAM opraHnusma, UCKnovagd HesHaunTeNnbHbIN Bpe.

2.4 HebnaronpuaTHoe cobbITUe (adverse event): CobbiTne, CBA3aHHOE C NPUMEHEHNEM MeaNLIUH-
CKOro n3genusa n npusoasilee K CMepT UNn TAXKeNomMy nopaxkeHuro (2.1) 340poBbA NaLMeHTa, NoNb3oBaTens
MU TpeTbero nuua Un1 Mmoryliee nNpu ero NOBTOPEHUN NPUBECTU K CMEPTU UMK TSHKENTOMY NMopaXXeHUo 340-
POBbY NaLneHTa, NoNb3oBaTeNs NN TPEeTbEero nuLa.

[TpnmedyaHne—Hacrosiwee onpegeneHne COOTBETCTBYET NpuBeaeHHOMY B [1].

3 Cucrtema KogoB u TpeOGOBaHUA K HEWN

3.1 KogBugaHebnaronpmaTHOro coobITUA

Koo Bnaga HebnaronpuATHOro cobbiTUA XapaKkrepusyeT Habnogaemoe npuMeHeHune/HenpaBuiibHOoEe
PYHKLUUOHUPOBaHNUE/OTKA3 MeAULMHCKOrO N3aenmsl B MOMEHT, Koraa AaHHoe cobbITUe NPoNUCXoaunT. ITOT KoA
npeactaBnsieT cobon TpexsHayvHbl LUdPOBOU KoA, BbIDpaHHbLIN cornacHo tabnumue 1.

U3paHune odbmumanbHoe
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PekomeHayeTCHa NCNOMb30BaTh OAWMH KOA, Hanbdbonee ToOUHO ONUCkIBaoLLMN HEDNAronpuaTHOE CoDLITUE.
OgHako nHorga Aanst NofHoro onucaHus HebnaronpUATHOIO CobbITUS MOXET NoTpeboBaTbCH NMPUMEHeHUe
HEeCKOTbKUX KOOOB.

Koo Buaa HebnaronpusTHoro codbitTus (aanee —koa suaa HC), BeibpaHHbI ANs cnucaHug Hedbnaronpu-
ATHOIo cobbiTus (ganee — HC) B MOMEHT, Koraa gaHHoe CobbITUE NMPOUCXoOUT, AOIMKEH oTpaXaTb Hanbonee
TOYHYHO OLLEHKY HEBNAronpuUsTHOro CobbITUS C yH4ETOM AONONMHUTENBHOW MHdXOpMaLIMK, NONYyYeHHOW B Nepuoa
MeXay BO3HUKHOBEHUEM CODBLITUSI U Nepegaden COoDLLEHNSI O HEM.

[TpumeyaHune—Koasnaa HEOBNArONPUATHOIO CODBLITUA MOXET ObITb MCNONBL30BAaH MPU ONMUCAHUM OMACHOCTMN,
CBSI3aHHOW € JaHHbIM cObbITMEM. [laHHbIN KOO TaKXe MOXET ObiTb MPUMEHEH B «NONb30BATENbCKNX CUCTEMAX OMNOBELLLE-
HUS». bonee NoNHy XxapakrepucTuky HEGNAronPUATHOIO CODBLITUSA MOXHO NONYYUTL, COMETasA KO BUAa C KOAOM MPUYMHbI
HebnaronpusaTHOro cobbITUS.

Tabnwuya 1 — Bug HebnaronpuaTHOro cobbiTus

KOﬂH?ﬂa HavmenosaHue Buga HC Onucanue suaa HC [Tpumepei
100 He cooTBeTCTBYIOWASA He cooTBeTCTBYHOWAA HOPME WA Anneprmyeckas peakumsi Ha W3-

HOpPME WU HENpeaBu-
aeHHass buonorndeckas

peakuus

HenpeaBuaeHHas Bbuonornyeckas

peakyus

aenvsi, coaepXxawmue HaTtyparnbHbiy
Kay4yKOBbIWM NaTeKkc, HanpuMmep Karte-
TEPbI, APEeHaXHble TPYOKM mnn nep-

HAaTKU

110

AnnapaTtHoe obecne-
YEeHMEe KOMNboTEpPAa

JIloboe HenpasunbHoOe cpabaTbi-
BaHMe annapartHoro obecneveHus
KOMMbOTEPA MEAULIMHCKOro wn3genus
(HANpPUMeEP, BHYTPEHHEIO XECTKOro
INCKA, BHELLHUX AUCKOBOAOB), NPUBO-

asilee K 0TKasy nagenus

[TonomMKa BHYTPEHHEro »XeCTKOro
ONCKa UEHTparbHOW CUCTEMblI MOHW-
TOPUHIa, NPUBOASLLAS K HEBO3MOX-
HOCTW AanbHenwero YyHKLUOHUPO-
BaAHUSA CUCTEMBbI, 8 TAKXKe MoTepe UH-

dopmMmaymn 0 KOHKPETHOM NaymneHTe

120 CoeanHeHue HeHagnexawee CcoeauHeHne W3- [logcoeAMHEHNE K SNEKTPUYEC-
Oennn, ux 4acTten, KOMNOHEHTOB UMW | KOW PO3eTKe NnpoBoda, uaywero or
COEONHUTENbHBLIX  3NEMEHTOB, HEe | naumeHTa
npeaHasHavYeHHbIX A5 coeaNHEHUS

130 BoiBOA/CHUNTbIBAHUE HenoctaTtouHOCTb AaHHbIX, MOny- B naeHTMOUKALUNOHHOM HOMepe

aHHbIX YyaeMblX MPWU 3Kcnnyatauuu wvagenus, | naynmeHta Ha pgucnnee AgnarHocTu-

Hanpumep Habniogaembl HENPAaBUIb- | YECKOro yCTPOUCTBA HE BbICBEYUBA-
HbIM  pe3ynbTar WCMbITAHUA MOXET | eTcs BEPXHSAS YacTb LumMdp(bl)
cTatb NPUYNHOUN HEMPaBUNbHOIO AEWN-
CTBUS UINMN METOAA NEeYEeHUS

140 PasbeanHEHNE HenpeaHamepeHHoe oOTCOoeanHe- OTcoeanHeHne wImbl OT noca-
HUE WM HEYCTONYMBOE COEeAVHEHWNE | OOYHOWN BTYIIKM.
OBYX UMM HECKOIbKUX YacTen (Hanpwu- OTcoeauHeHne OT KaTeTepa
MeEpP, 3MEKTPUYECKUX, MEXAHNYECKUX, B
Buage TPyboK), npmBoasilLee K OTKa3ly
n3genus

150 SnekTpuyeckoe HenpaBunbHoe cpabaTtbiBaHWE [leperpeB 3NeKTPUYECKUX LUENEN,
SNEKTPUHECKON YacTuU JIMNeKTpoMean- | UCKPEHUe pene, rMpepbiBaHNe Ka-
LUMHCKOro wm3genus (Hanpumep, no- | NenbHOro BBEAEHUA NEKAPCTBEHHbIX
BpeXOEHNE 3SNEKTPUHECKON LEMU, KOH- | CPeAcTB, NMPUBOASLLEE K MOPaAKEHUNID
TakTa UMM KOMMNOHEHTA), NPUBOASALLEE | 3NEKTPUHECKUM TOKOM.
K OTKasy W3denus, gaxe ecrnm OTka3s [leperpeB npoBOAOB, MPUBOOS-
n3gaerind HOCUT I'IepHO,EI,M‘-IECI{MF'I XdpakK- |_|_||p1|71 K 06p|;,||3y NPOBOAKU
TEep

160 CBA3aHHOE C OKpY- BpeaHoe BO3OenCTBUE TeMMnepa- Crepunumsaumss napom nporesa

Xalowen cpeaon

TYPbl, TUIMEHUYECKUX OCODBEHHOCTEN
NoNb30BaTensi, yCroBMNU TPaHCMOPTU-
POBaHWUs, XpaHeHuss Ha QMYHKUNOHMU-

poBaHNE N3geriinA

beapa, npuBogswas K orpybneHuto
NOBEPXHOCTU NPOTE3A.

UpeamepHO BbiCOKass Temnepa-
Typa XpaHeHus, NPUBOASLLAS K XPYI-
KOCTU PE3MHOBBLIX U NNacTMacCoOBbIX
MaTepuanos
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KOﬂHB(;ma HaumeHoBaHue Bnaa HC OnucaHue suaga HC [Tpumepsb
170 OTKa3 MMMNNaHTUPO- CwvelweHne, HenpaBunbHoe cpabdba- OTcoegnHeHne OT NopTa KaTeTe-
BaAHHOIO U3aenus TbiBAHME WUINKM OTKa3 UMNMNAHTUPOBaH- | pa, obecnevunBatlolEero OCTyn K Be-

HOMo M3genusa (aKkTUBHOIO WNM Heak- | HO3HOW CUCTEME.
TUBHOIO), NpuBoasilee K Heobxogu- PaszbeUHEHNE OBYX YacTen op-
MOCTU BbIMONHEHNA WHBAa3MBHOWU MpO- | Tonegu4yeckoro naaesvs.
Leaypbl, pe3ynbTatoM KOTOPOWU MOXET YTeuka ns uMmnnaHrara MmornovyHou
ObiTb 3SKCMMaHTauusi, Hanpumep WUM- | weneab.
NNaHTATOB MOINOYHOU Xenesbl, Kap-
ONOCTUMYITATOPOB, WHTPAOKYIIAPHbIX
NMNH3

180 HecoBMeCcTUMOCTb HepocraroyHas  COBMECTUMOCTb YHuBepcanbHbl COEANHUTENDb HE
COCTaBHbIX YacTen W KOMMOHEHTOB, | obecneunBaer 6e3onacHoro noaco-
KOTOPbIE OOIMKHbI (PYHKUMOHUPOBATL | €AUMHEHUSA K annapaTty UCKyCCTBEHHOW
Hagnexawmm obpasom B kKoMbnHaumn | sentunaumm nerkux (MBIN)
OpYyr ¢ apyrom, npuBogsLLasl K OTCyT-
CTBUIO HOPMAarbHOro B3anmMogencrBus
OBYX NN HECKOIBKNX U34ENUN, HacTeu
n3gennun, KOMMOHEHTOB, COeANHUTESb-
HbIX 3NEMEHTOB WU U3OENNs N Be-
uecrea (Hanpumep, nekapcrea, ou-
3MONOMMYECKON XUOKOCTU), KOTOpOE
OJaHHOEe nagenue coaepXuT Unmn nepe-
HOCUT. OTOoT BMAa HC wucknwvaetr oT-
coeanHeHne (pasbeAnHEHNE)

190 HeagekBaTHOCTb py- BbinonHeHne TpedboBaHuN Heagek- Hacagka ¢ lwecTturpaHHon ronos-
KOBOACTBA MO 3KCMnya- | BATHOINo, HEKOPPEKTHOIO PYKOBOACTBA | KOW AN OTBEPTKU, BXOASLLEN B Ha-
Taunn/MapKupoBaHUIo No sKkcnnyartaunn/mapkmpoBanuio/yna- | 6op MHCTPYMEHTOB, CIULLKOM BEIMKA

KOBbIBAHWUIO, NPUBOASLLLEE K HEDNAro- | Ans rornoBOK KOCTHbIX BUHTOB, TAaKXe

NPUATHOMY CODBLITUIO MNKM OTKA3Yy U3- | BXOASALWMX B JaHHbIN HABOP.

nenvs Obo3HavYeHHas1 B MapKUPOBKE
NpenoMnAlWAas CrnocCobHOCTb KOH-
TaKTHbIX NTMH3 HE COOTBETCTBYET MNpe-
NOMINSAIOWEN CNOCOBHOCTU NMUH3, Ha-
XOOSLWMXCA B YNAKOBKE

200 [lepnognyeckoe He- [lepnoanyeckoe HernpaBuUIibHoOE 3obpaxeHne nepnogmnyveckm uUc-
npaBunbHoOe cpabaTbiBa- | cpabaTblBaHME HEYCTaAHOBMNEHHOIo | 4e3aeTt C MOHUTOpa U3genuvs, a satem
HUe NMPONCXOXAEHUA, MNpuBoAdAWEE K OT- | NOABNAETCH CHOBA

Ka3y nagenvs

210 OTKa3 Marepuana OrpaHndyeHHass MpPoYHOCTb MaTe- [TonnmepHoe nokpbITME Kabens
(BEWECTBA) WM KOMMNO- | puana (matepuanoB), U3 KOTOPOro(blX) | MHOrOpPasoBOro WUCMONb30BaHUA [e-
HEeHTa N3roToBNeHO(bl) BCE wu3genue, e€ro | QopMUPyeTcs B MNpPOLECCE CTEPU-

4acTb UM KOMIMOHEHT (Hanpumep, n3o- | nu3auvn, npoBoAUMON TMOJNb30Ba-
NAUMOHHOIO  mMaTtepuana, pPe3uHbl), | Tenem
NPUBOAALLASA K OTKa3y nagenvs

220 OTKa3 MexaHn4eCcKkoro HedhekT mexaHn4yeckoro KoMro- Hepocrtalowmm KOMNOHEHT B Kac-

KOMIMOHEHTA HEHTa, BKMOYas OeeKT ero ABUXY- | CeTe KOMMNekrta UHJPY3IMOHHOIo Ha-
LWLMXCA YacTen unm y3noe, NPUBOASA- | coca NPUBOAUT K HEKOHTPOIIUPYEMO-

LLWN K HENPaBUNbHOMY cpabaTbiBaHMUIO | MYy BBEAEHUIO NEKAPCTBA.
ns3genua (Hanpumep, NoNoMkKe, aeop- OcnabnexHve WwapHUpoB B MOBO-
MaLUUK, HEMPOXOAMMOCTH), 8 3aTEM K | POTHOM OCHOBaHUM ANArHOCTUYEC-
OTKa3y nagenud KOIro nageliind He MNo3BOJIHeT yCTDOﬁ-
CTBY yAep>XaTbCA B YCTAHOBIIEHHOM

NONOXEHUW

230 [lepepo3npoBKa/He- [lepepo3npoBka/HegocTaToHvHas MHQY3MOHHBIN HACOC BBOOUT ne-

gocratoyHas posa  Ie-
KapCTBEHHOro cpeacTBa

403a BBOAMMOIO MNAUMEHTY INEKAPCT-
BEHHOIO CpeAcTBa, CBSAA3aHHAsA C NPuU-

MEeHEeHUeM MeaUUNHCKOro naaernus

KapCTBEHHOEe CpeACTBO MNauneHTy 3a
ABad 4YaCa BMECTO INATU
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OkonyaHue mabnuubi 1

KOﬂHBgﬂa HaumeHoBaHue Buaa HC OnucaHue suga HC [Tpumepbl
240 Dpyrve Buabl HC* Bua HC, He BKNIOYEeHHbIN B Ha- —
cTosAwyo Tabnuuy, NPUBOASALWMNKN K HE-
bnaronpusaTHOMY CODbLITUIO, CBA3aH-
HOMY C U3germmem
250 OTKa3 UCTOYHUKA TMK- Konebanmsa B nogade 9nekTpo- [TopTatmBHbin  aedmnbpnnnaTop
TaHUHA 3Heprnn, NPUBOAsiLLME K OTKa3y uage- | He nepesapsixaeTcs nocrne paspsga.
nus. Npuunna moxet 3akntodatbes B | [lpoBoaa, naywmue Kk batapee nuta-
HencnpaBHOCTKM OaTtapen, obecneun- | HUSA, ocnabeBaldT U OTCOEOUNHAIOTCS
BaOWMWMX MMTAaHNE U3LENUA UNN AONOMN- | OT N3aenns, K KOTOPOMY OOJKHO Mo-
HUTENbHbLIX YCTPOUCTB, HAaNpUMep CUc- | cTynartb NUTaHUE.
TEMbl TPEBOXHOW CUTHaANMU3auum, 3arno- Pe3epBHbIM BNOK BaTapen nurta-
MWUHAaIoLWEero yCTpoﬁCTBa HUA HE aKTUBUPYETCH N3-3a HEXBATKU
SNEKTPONUTaHUS
260 CpeacrBa 3almThl HecpabaTbiBaHne cpeacrts 3allu- B annapate VIBJ1, obecne4vunBato-
Tbl, BKMO4Yash HecpabartbiBaHne Tpe- | WeM BKIMIOYEeHUe curHana TpeBorm
BOXHOW CUrHanmM3auunm, Wunn HEBO3- | Mpu OOCTPYKUMM OblXaTENbHbIX NYTEN
MOXHOCTb AMCTAaHUMOHHOM nepegaqvv | nauyueHta M ymMeHbLUEHUN MOCTyne-
CurHana TpPeBOrnm Ha yCTPOUCTBO (MO- | HUS BO3AyXa K NnauneHTty, He cpaba-
HUTOP) TbIBAET TPEBOXHAA CUrHanum3auyus
270 N3anydeHne HenpeaHamepeHHast nepenosun- PEeHTreHOBCKAs MNeHKa ans CTo-
POBKa U3INy4YeHUs Ui HeEQOCTaTOYHOE | MaTonornMm CriuwKkoM 3aTeMHeHa ans
N3ny4vyeHne B pe3ynbTate HeHaane- | CHMTbIBaHUs W3-3a HeHaaleXallew
Xawero QyHKUMOHNPOBaAHUA Meau- | A03bl PEHTIEHOBCKOIO U3Ny4YeHUs.
LHNHCKOIro n3genus He CaHKUMOHMPOBAHHbLIE MOMNb30-
BatenemMm aktmBauusi u  U3nydYeHue
nasepa
280 3aabiMneHue, BO3ro- 3agbIMNeHne, BO3ropaHue WUNu [leperpeB nagenusi, NPUBoOASLLUN
paHue, B3PbIB B3pblB MO TMNPUYMHE HeHaanexXallero | K ero BO3ropaHnia.
POYHKUMOHNPOBAHNSA N3aenuns [lbim, BbIXOAAWMKA KM3-Noa o060-
NOYKKM (Kopryca) nagenus
290 [TporpammHoe obec- YxyaweHne - PyHKUNOHUPOBAHUS HecaHKuMOHMpoOBaAHHaAA nojada
neYyeHume N3O0ennsa UNU UCKaXKeHne UHPOpMa- | NEKAPCTBEHHbLIX CPeacTB HAaCOCOM,
UMUK, nonyvYaemon C MNOMOLLbLIO Mn3de- | KOHTPONMUPYEMbIM MaUNEHTOM.
Nnvs, a Takke MnonyvYeHmne HenpaeBwuIlb- llaHHble nauneHTa XpaHATCS B
HOW WM He4YnTaemMon UHOPMaUMK B | kaTtanore AaHHbIX APYroro naumeHTa
pe3ynbTaTte cbos NporpamMmHoro obec-
NneYeHus
300 OyHKUMOHNPOBAHME, Napenne pabotaer He B COOT- HNedmnbpunnatop He Bbipabatbi-
HEe COOTBETCTBYIOLLEE | BETCTBMM C HA3HAYEHUEM, YTO NPUBO- | BAET paspsaga npu  Haanexawem
Ha3HAYEHUIO OUT K €ero HenpasuIiibHOMY cpabaTbl- | akKTUBUPOBaAHUM MeXaHunama cpaba-
BaAHWUIO, HENPaBUITbHOW TMOCTAHOBKE | TbIBAHWUS
auarHosa unv HenpasuilbHOMY JieYe-
HUIO
310 JKcnnyataumoHHas OTCyTCTBME BO3MOXHOCTU  9KCI- [lporpammupoBaHne MHQPY3NOH-
NPUroAHOCTb nyaraumm nsgenusi B COOTBETCTBUM C | HOMO Hacoca NpmBoauT K bonee anwm-

ero HasHa4deHuem, npmBodsilee K He-
OXWOAHHbIM MOCNeacCTBUAM ANA na-
UMEeHTa. JKecnnyaTtaunoHHas Mnpuroa-
HOCTb — 3TO XapaKTepUCTUKa, onpeae-
nswan pe3ynbTatmBHOCTb U adpdhek-
TUBHOCTb TMPUMEHEHUS W3OEeNnus, a
TakKke o0by4yaemMoCTb W YOOBIETBO-

PEHHOCTb onepaTopa

TENBbHOMY, NO CPABHEHUIO C NPeaHAa3s-
HA4YEeHHbIM, Nepuoay nogadvn nekap-
CTBEHHbIX CPeACTB U3-3a HEYETKOW
naeHTudpukaumm eauHnL, BpPEeMeEHWn
(TpebyloTCA MUMHYTbI, @ BBeAEHbl B

nporpamMmmy 4acsol)

* [Mpn ncnonb3oBaHum gaHHoro koga emga HC Heobxognmo nogpobHoe onucanume storo HC.




OCT P UCO/TC 19218—2008

3.2 Kognpu4inHbl HeO6NAaronpUATHOro CoobLITUA
Koa npuinHel HeGNaronpusTHOro CODLITUA XapakTepusyeT nocneaHne no BpeMeHun pesynbTaThl aHanumsaa
MPUYNHBLI HEBAronNnPUATHOTO COBLITUA. DTO TPEX3HAUYHbLIN LMD POBOU KO, BbIOpaHHbINA 13 Tabnuubl 2.

[TpyumevyaHNH

1 Ans nonHOro onncanmns NpuYnH(bl) HEBGNAronPUATHOrO COBLITUA MOXET NOTPEDbOBATLCH HECKONBbKO KOAOB.

2 Kop npuymnHbl HEBNaronpUATHOIO cobbITUSA MOXET BbITb HEOBXOAUM ANSA N3FOTOBUTENEN U PETYITUPYIOLWNX Opra-
HOB MPU N3y4YeHnn coobLEeHN 0 HEBNAronpuUsTHLBIX COBLITUAX N MPUHATBIX NO HUM Mepax. B codeTaHum ¢ kKogom Bnaa
HeBnaronpuATHOro CoBbITUSA OH MNO3BOMAET NyUlle oXapakrepuioBaTtb HebaronpusaTHoe cobbiTHE.

3 locneaHne nNo BPpEMEHN pPe3yNnbTaTbl aHanmiaa Xxapakrepuaylot HebnaronpusitTHoe cobbiTne Ha nobon cTagmm
aHanna3a nnv nccnegoBaHus.

Tadbnwunuya 2—lNpnurnHa HeEDNaAronpuATHOIro cobbITUSA
Kon
NPUYUHBI HaumeHoBaHue npuynHbl HC OnuncaHue npudnHel HC
HC
500 HeHopmanbHas 3kcnnyara- BbinonHeHne WM HEBLIMONMHEHWE AEUCTBUS MONMb30BaTENEM WU
LN onepaTtopomMm MeAgMUMHCKOro uagenus, npueogswee K PyHKUUOHUPO-
BAaHUIO W3OENUsl, HE COOTBETCTBYIOWEMY OOOCHOBaAHHLIM crnocobam
yrpaBneHns pPUCKOM, YCTaHOBITEHHbLIM U3rOTOBUTENEM, HANPUMEP YMbILL-
NEeHHOE HapyLeHne MHCTPYKUMK, npoueayp nnu akcnnyartayus nagenvs
00 3aBeplieHnss MOHTaxa (YyCTaHOBKW), Kak CneacrBme nNpuBogsillee K
OTKa3y nsgenuvs
510 HeHopmanbHas wWNM  He- HeHopmanbHas vnun HenpeaBuaeHHas MU3NONOrMYecKasl peakuus,
npeaBuaeHHas U3NONOIrNYe- | Takas Kak NoBbllLeHHAas YyBCTBUTENbHOCTL (anneprus)
CKas peakums
520 OTKa3 cucTemMbl TPEBOXHOW N3pgenne He nogaeTt Heobxoaumbin(e) TPEeBOXHbIN(E) curHan(bl) nnm
CUrHanm3auumm He nepeaaeTt 3ToT(n) curHan(bl) yaaneHHOMY NPUeMHUKY
530 Mcnonb3oBaHne HBuonoru- Micnonb3oBaHne BMoONorMyYeckux marepmanos B MEAULUMHCKOM U3ae-
YeCKUX MaTepuanoB nun, CTaBllee MNPUYMHOW peakuun opraHunama, OTINUYHOW OT HeEMel-
NTEHHOr 0 NPOSIBNEHNSA NOBLILWLWEHHON YYBCTBUTENBHOCTU (anneprumn)
540 Kannbposka Pe3ynbTaTOM HENPAaBUNBHOW KanMbpPOBKU MOXET CTaTb HETOYHOCTb
N3MEPEHNWN, BbIMOJTHAEMbIX MEAUUMHCKUMN Un3gennsamm  (Hanpumep,
N3MEPEHNN TEMMEPATYPLI, Maccol, pH)
550 AnnapatHoe obecneveHne ITioboe HeHagnexawee QYHKUMOHUPOBaHME annapaTtHoro obecne-
KOMMNbloTEpA YEeHUs KOMMbIOTEPA, HaNnpuMep BHYTPEHHErO XECTKOro ANCKa, BHELHUX
OVNCKOBOOOB, MOXET CTaTb NPUYMHON OTKa3a nagenums
560 3arpsi3HeHne B Mpouecce N3pgenne 6bIN0 NOABEPrHYTO PUCKY BO3AEUCTBUS 3arpsisHAKOLWMX
NpPoOn3BOACTBA 3NEMEHTOB UMW 3arpsi3HEHO B Npouecce npou3BoACcTBA U HE OYULLEHO
Hagnexawmm odbpasom B NpoLecce npeaBapuTenbHON 0bpaboTku
570 3arpsi3HeHUe nMocrne Wu3ro- N3genne Bbino NnogBeprHyTo PUCKY BO3AENCTBUSA 3ArPSA3HAIOLWLMNX 3Ne-
TOBNEHUH MEHTOB WUIMN 3arpsA3HEeHO, UNN COOEPKUT NCTOYHUKU 3arps3HEHUNs, KOTO-
pble MOIyT BO3AENCTBOBATb HA BCE U34enne, ero KOMMOHEHT UMK YacTb,
HanpuMep CUHTETUYECKUWE YacTuubl WUIMKU YacTUlbl Pe3nHbl, BHELWHWe/
BHYTPEHHNE YaCTUYKU TPA3N UMM OCTaATOYHbIE KONMUYECTBA XUOKOCTEW,
KPOBW, TKAHEW UIN YLWWHOW CEPbI, KOTOPbLIE MOIyT BO34ENCTBOBATL HA BCE
n3genne Unu ero 4YacTb
580 [poekTnpoeBaHue HeBbinonHeHwe nagenvem npegHasHaveHHbIX PYHKUMN N3-3a HECOOT-
BETCTBUS npoLecca NpoeKkTnpoBaHusi/paspaboTkm
590 PazbeanHEHNE HenpegHamepeHHoe pa3beguHeHne AOBYX WUINMU HECKONbKUX 4vacTeu
(HaNpUMEpP, 3NEKTPUHECKNX, MEXAHMNYECKUX, TPYD), NpuBoasiLLEE K OTKA3Y
n3genus
600 INEKTPUYECKUN KOMMNOHEHT HeuncnpaBHOCTb 3NEKTPUYECKOro KOMMOHEHTA UM NOBPEXAEHNE NPO-
BOJKW, Bbl3blBaloLLEee OTKA3 N3aenus
610 SnekTpuyeckas uenb HeHagnexauwee QyHKUMOHUPOBAHME IMEKTPUYECKON LENU BCNEeacT-
BUE BO3AEUCTBUS TaKUX PaKTOpPOB, KaK MPOHUKHOBEHUE XWUIOKOCTW,
neperpes n 1.4.
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[lpodomxerHue mabnuusi 2

Ko
NPUYUHBI HaumeHoBaHue npuymnHel HC OnucaHue npudnHel HC
HC
620 GHEI{TpMHECI{Mﬁ KOHTaKT ﬂOBpE)I{,EI,EHHe NN HEHAO4EXHOCTb 3NEKTPUYECKOINro KOHTakKTa, npuBo-
asiwee(as) K HeHagnexawemy OYHKUMOHUPOBAHUIO n3genus (Hanpumep,
npepbiBAHUE KOHTAKTA, KOPPO3Us, BbICOKOE COMPOTUBNEHUE, TEPMUHYE-
CKMW yaap, gpend, murpaumst Unn HenpegHamepeHHoe nepemMeLl,eHne)
630 SJ'IEI{TpOMEerHTHbIe NMnoMeXHu Henaonexawee beHI{LI,MOHM[IJOBaHME aKTUBHOIo mMmeamumHCKoOro wm3-
Oenusl, NOoAKMIYEHHOro K NCTOYHUKY 3NEKTPOCHABXKEHUS, Kak CNeacTBUE
SNEKTPOMArHUTHbLIX NOMEX, BKIMoYas pagnonomMmexm
040 CpoOK rogHOCTH [ToumeHeHne n3genus No NCTeYEHUN CpoKa rogqHoCcTH, NpuBoasLLee K
OTKa3y nagenuvs
650 OwunBo4yHOe oTpuLaHne M3pgenve BblgaeT HEBEepHOe coobleHne 0 TOM, YTO UCKOMOe cobbiTue
HEe OBHaPY>KEHO NN YTO OHO HE HAXOAUTCH B YCTAHOBIEHHOM AMana3oHe
660 Ownbo4yHoe noaTBepxKae- M3penue BblgaeT HEBEPHOE COObLWEeHMne 0 TOM, YTO NCKOMOE CobbITHE
HUE 0BHapPY>XEHO UMM YTO OHO HAXOAUTCH B YCTAHOBMNEHHOM AMana3oHe
670 OwnboyHble  pesynbraThl [Tpn ncnonb3oBaHMM MeaAUUMHCKNX n3gennn ans in vitro QnarHoCTUKKU
ncnbliTaHUIA n3genue MOoXeT MMEeTb HeHaanexauwme aKcnnyataunoHHbIe XapakTepuc-
TUKN (YYBCTBUTENBHOCTb, CNEUNPUYHOCTL, JIMHENHOCTb, CTAbUIMBHOCTD,
NOMEXOYCTONYUBOCTb U T.A4.), UTO NPUBOAUT K MONYHEHUIOD OLUIMOOYHbLIX
pe3yNbTaToOB UCTbITAHUW
680 OTkaz  MMNIaHTUPYEMOIO Murpauus, HeHagnexauwee PYHKUMOHNPOBAHUE UMM OTKA3 UMISIaH-
n3aenuvs TUPOBAHHOIO wm3aenust (akTMBHOTO WM HEAKTUBHOIO) MOXET CTaTb
NPUYMHON NPOBEAEHUSA WHBA3MBHOW Mpoueaypbl MO  3KCnnaHtayuw,
HaNnpUMep WMNNAaHTaAaTOB MOJIOMHOM Xenesbl, KapaunoCTUMYNATOPOB,
NHTPAOKYNAPHbLIX NTNH3
690 HeHagnexawas oKpyXxato- [lppumeHeHne unagennsa B OKpyXalwLwew cpene, COCTosHue/yCcnoBus
was cpeaa KOTOPOW SABNSOTCA MNPUYUHOW €ro oTKasa WM  HeHaanexXalwero
PYHKUNOHNPOBAHUA
700 HecoBmeCcTUMOCTb HepgocrtatoyHass COBMECTUMOCTb ABYX WM HECKONbKUX WU3OENUM,
yacTen, KOMMOHEHTOB WU W3genun, coaepxawmx neKapcTBEHHbIE
cpeactBa WU COeAMHUTENbHbIE 3MNEMEHTbI, MNPUBOAALWLAA K OTKa3sy
nagenus
710 PYKOBOACTBO MO 3KCnnyara- HeTouHOE nnn HegocTaTtouHo NogpobHOEe PYKOBOACTBO MO 3KCMNya-
LU U MAPKUPOBaHUIO Taunn/MapKNpoBaHMIO, BBIMONIHEHME KOTOPOro NPUBOAUT K OTKA3y W3-
nenus
720 YTeuka/HapyLlLeHne repme- OTKa3s usgenusi n3-3a yTeuku BewecTBa, 0bbIYHO XUOKOCTU UMK rasa,
TUYHOCTWU NN un3-3a HapyweHusi repmMeTUyHOCTU, MPUBOASAWEro K nonagaHwuio
BELWECTBa B U3genue U ero KOMNOHEHT
730 ObcnyxmnBanne nagenus HecooTBeTCTBYOWEE NOCTOAHHOE UMK Nepuogndeckoe obcnyxmBa-
HUE N3genus, NPMBOAALLEE K €ro OTKA3y NN HEHanexawemy PYyHKLUNO-
HUPOBAaHUIO
740 N3roToBneHune Coon PyHKUMOHMPOBAHUS CUCTEMbBI KQ4eCcTBa N3roTOBUTENS, NPUBO-
OAWWN K HeHaaneXxawemy pyHKUMOHNPOBAHNIO I OTKa3y U3genuns unwu
ero KOMINoHeHTa, KpoMe MPUYnH, CBA3AHHbLIX C KOHCTPYKUWMEN N3OENNS
750 MaTepunan Hanun4ine B nagenum marepuana ¢ orpaHU4YeHHOW MpoOYHOCTBIO MPW
aKkcnnyartaumm, 4YTo NpUBOAUT K HeHaanexawemy PYHKUMOHUPOBAHUIO
N3genusa, HanNnPUMEP K OTKa3y KNeeBoro coeanHeHus
760 MexaHnyecKknm KOMIMNOHEeHT HeHaanexawee dDyHI{LI,MOHMp(JBaHMe MEXAHNYECKOIo KOMIMOHEHTA,
npuBoAsiLlee K OTKasy uagenus, Hanpumep K nonomke, aedopmauunm,
HapYLWEHNIO NPOXOANMOCTH
770 HermrmeHn4Hbele YyCITOBUS OTKa3 n3genuns BCrneacTBne HeHagneXawero rmrmeHnYecKoro CoOCcTos -
HUS NONb30BATENSA UMW MECTa ero HaxoXxaeHus
780 [IpnynHbI, HEe CBsi3aHHbIE C [TpnynHbl COBBITUN, HE CBAA3aHHbIE C U3OENnem
nagennem
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Ko
NPUYUHbI
HC

HaunmeHoBaHuWe npuynHel HC

Onucanune npuynHesl HC

790

Hpyrve npnymnHbl

[TpyumnHbl cOBbITMI, HE BOWeEALWWE B HACTOSLWYO Tabnuuy, HO NPUBO-
asawme K HebnaronpuATHbIM COBbITUAM, CBA3AHHBIM C U3AENNEM

800

YnakoBblBaHMe

HeHagnexawme nnm HECOOTBETCTBYIOLLME YNAKOBKA/yNakOBbIBAHUE,
0OyCrnoBnNMBaoLWMe O0TKa3 N3genvs

810

AHaToMUSA/PUINONOrMA na-
UMeHTAa

KOHCTPYKUMST n3genusi, OCHOBAHHAs Ha YCPeAHEHHbIX aHaToOMU4e-
CKUX/Pr3nonormyecknx nokasarensx nauneHToB, He NoAXoAUT AN KOH-

KPEeTHOIO nauneHTta

820

CocTosiHMe naumeHTa

CocTosiHMe naumeHTa (BO3MOXHO, HEMPOrHO3NpyeMoe) NPUBOAUT K

OTKa3dy WIN HeHadlexXalwemMy CbYHI{LI,MOHMpOBaHMPO nagerind, Haripyumep
BUHTOBOW UMMNMAaHTaT MOXeET BbITb MNoTepHAH N3-3a pa3BUBLLETOCH OCTEO0-

noposa

830

NCTOYHUK NUTaHUA

HepoctaTtouHoe anekTponuTaHne, NpMBoasWeEe K OTKa3y nagenus

840

CpeacrtBa 3almThl

OTka3 cpeacTB 3aluTbl UHbIX, YEM CUCTEMA TPEBOXHOW CUTHaNW-
3auUun

850

ObecnevyeHne KadvecTBa B
yupeXXgeHnn 3apaBooxXpaHeHus

HepoctatouvHoe obecnevyeHne KavecTBa YCTAHOBMNEHHBIX MPOoUeayp B
yUpeXXgeHnn 34paBooXpaHeHusl, HanpuMmep HeHagnexawunm npouece
3aKyNnoK, HeHaagneXawmun BXOOHOW KOHTPONb WUNWU HenpaBunbHas ycTa-

HOBKa (MOHTaxX)

860

Da,ﬂ,HOE]I{THBHOE U3J1yHeHNne

PagnoakTUBHOE M3nydeHue, obycrnoBneHHoe OTKa3oM U3Aenus, Ha-
npyumMmep B SAepPHOW MeauLUnHe, PEeHTIreHoONnormu, npu obnyyeHnmn KpoBw,

3abope pagnonmmyHonpob

870

[TporpammHoe  obecneve-

HUE

YXygweHve QYHKUMOHUPOBAHUA U3OENUA UMMM NCKaAXEeHUne WHPOopP-
Maunun, nonyvaemMmomn oT N3genns, noctynieHne HenpasuibHON NN HEYN-
TaemMon MHOpPMaUMN n3-3a HeHagexauwero PyHKUMOHUPOBAHUA WIK
HECOOTBETCTBUSA NMPOrpaMmmHoOro obecnevyeHmnsi. 3to MOXeT ObiTb, HAaNpwu-
MEpP, HEMPAaBUITBHOE MPOorpamMmMmmnpoBaHne, yCTapeBLllee nin HenpaeubHO
YCTAHOBIIEHHOE NporpammHoe obecrnevenne, Bktovas bonee HOBbIE €ro

BEepCcun

880

Crepunnsauns/aesanHdek-
LUNA/OHMNCTKA

Henapgnexawas ctepunuaagus, 4e3MHdeKkys U O4YnCcTKa, BKITIOYas
PUCK BO3AENCTBUSA MOTEHUMaNbHO BPeAHbIX MUKPOOPraHU3MOB UITN TOK-

CMYHBIX BEWECTB, HAllpUMep OCTaTKOB OKCWAda 3TUleHa

890

YcnoBust XpaHeHuns

KOHKpeTHblE YCNOBUSA XpaHeHUs (Hanpumep, HEHaanexawasi KoMHaT-
Hasa TeMmnepaTtypa, BNaXXHOCTb, OCBELLLEHHOCTb ), MPUBOASLLME K OTKa3y U3-

aenus

900

[Monomka/nogaenka/cabo-
Tax

[TlpegHamepeHHoOe coBepLUEHNE NPECTYNHBIX MAHUNYNALNN B NPOLEC-
Ce N3rOTOBMEHUA U3AENUS B LENSAX €ro nopyn (cabotax) unm B npouecce
NCMoNb30BaHUA (NONOMKA), WM MU3roTOBNEHNE ManbwmBoro mnagenvs
(nogaenka), NpuBoAsiLee K HeHaanexawemy pyHKUNOHNPOBAHUIO N3ge-
nmsa n/nnu okassiBatollee BpeaHoe BO3JENCTBUE HA NeYeHne naumneHTa. K
TaKUM MaHUNYNAUMAM MOXET ObITb OTHECEHO BO3AENUCTBME NALMEHTA UNN

TPETbLEro nuua Ha PEryrnMpoBOYHbIie napamMmeTpbl N QYHKLNOHUPOBAHME
N3aenns NOCPEeAcTBOM U3MEHEHUSA PEXMMA NEYEHUS NayneHTa unm npu-

YMHEHUSs1 Bpega penytauum uagenun JaHHoro Buaa (crnocodby npoums-
BOACTBA M MOAENUPOBAHUA) W/Mnn BMeELWaTeNnbCTBO M3rOTOBUTENS B
NPOU3BOACTBEHHbBIM NMPOLECC, yXyawatuee HAAeXXHOCTb BbIMyCKaeMbIX

n3aennm

910

Oby4eHne

OTcyTCTBME MNN HEAOCTATOYHOCTb 0OY4YeHnss NAEHTUPULUMPOBAHHOIO
nonb3oBatens pabore ¢ Usgenuem

920

TpaHcnopTUpoBaHMe N Mo-
CTaBKU

Hapywenne npaBnn TPaAHCMOPTUPOBAHUA U NOCTABOK MEANLUMHCKUX
N3genun, npuBogsilee K HeHagnexawemy QOYHKUMOHMPOBAHUIO WK

OTKa3y I/ISJEI,EJ'IHIT'I NI X KOMINOHEHTOB
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Okon4yaHue mabnuubi 2

Kon
NPUHUHBI HanmeHoBaHue npuynHbl HC OnucaHue npudvuHel HC
HC
030 HeyCTaHOBHEHHbIe MNPU4YKn- OTC}/TCTBME BEPOATHBIX UITN YCTAHOBITEHHbIX MNMPUYUH. HenaBecTHbIE
Hbl 06CTOFITEJ'II::CTBEI, NnpuBoadlne K OTKa3y n3aesingd
040 JKcnnyataynoHHas npuroa- HepgocTtatovHasa oakcnnyartaunoHHas npurogHocTb, NpuBOASAWas K
HOCTb OTKaldy Wn3aesing. SI{CI'IJ'IyaTaLI,MOHHaFI NMPpUIrogHoOCTb — 3TO XapPaKTepuc-
TUKa, onpegensouas pesynbTatTuBHOCTb U 3P EKTUBHOCTL MPUMEHEHUS
N3gelrined, a TadkKe O6yH88MOCTb N yaoBI1eTBOPEHHOCTb onepartopa
050 OwunbKa sKkcnnyatauun BbinonHeHne unn HEBLINOJIHEHNE OEUCTBUSA, MPUBOASLLEE K PEe3yIib-
Tarty, OTJINYHOMY OT NpedyCcCMOoTpPpeHHOIo n3rotoeutesieMm Uit OXXngaemoro
onepaTopom, n odbycnoenuBatolee 0Tkas ngenms”
060 N3HoC MameHeHne wnn yxyglweHne QOYHKUMOHUPOBAHNA MEeOULMHCKOro

n3gennsa n3-3a ero AnNUTenbHOW 3KcnnyaTaumu, M3HOCa UMW KavecTBa
TEKYLLLEEro obcny>XuBaHns, NPUBOASLLEro K OTKa3y nagenus

* CooTtBeTcTBYET [2].
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[MpnnoxeHwne A
(cnpaBo4HOe€)

Cucrtema KoaoB Ansi onucaHusg He6naronpuATHbIX COObLITUIA

CTpyKkTypa cuctembl KOAOB BKNOYaeT B ¢ebs NSATb BUAOB AAaHHbIX, YTO NO3BONSAET COCTAaBUTb TOYHbIN U NOAPODOHBIN
OTYET O HEBNAroNPUATHLIX CODBLITUAX, NPOU30LWEALWLNX C MEANLUNHCKUMU N3AENUAMU, N 0BNerinTe 0OMeH AaHHbIMU MeXAY
PEryMPYIOLWMMM OpraHaMmm Ha MexXayHapogHom yposHe. [ns npaBunbHOM ngeHtndmkaumm nagenusi n Bbibopa ogHoro
NN HECKONBbKNX KOJOB BUAOB U MPUYNH HEDNAronpusTHbIX COObITUN HEOBX0ANMO MMETb KOHKPETHYIO MHAOPMALUIO O NPO-
naoweamnx HebnaronpuaTHbIX cObbITUAX. 18T BUAOB HEOOXOAMMBIX AaHHbIX MpeacTaBneHbl B Tabnuue A.1.

Tabnwunya A1 — VMudbopmaunsa, Heobxognmas ans npaBnMnbHON naeHTUuKaLumMm HebnaronpusaTHbIX CODLITUW, MPOU-
3owelnx ¢ n3genmem

Koa suaa Koa npu4unHbI Koa naumeHTa/none3osartens/
Koo HoOMeHKNnaTypbl
A3nenus Bua nanenus HebnaronpuaTHoOro HebnaronpuaTHoOro TPeThero nuua
cobbITUA COObITUA (OONOSNTHUTENBHO)
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[MpnnoxeHwe B
(cnpaBo4HoOe€)

[Tpumepbl KOAUPOBaHUA

B.1 MNpumep 1

Cobbitne 1. Magenne npegHasHa4veHO Ans apTponnactuku tasobeapeHHoro cycrapa. [IBa HebnaronpusiTHbIX
COBbITUSA NPON3OLWNN N3-3a TOrO, YTO NONIMATUNEHOBbLIW BKNAaAbILW HE MOT BbITb BBEAEH B IMyOb aueTabynapHon meTtannm-
YeCcKoM vawu. B obounx cnyvasx B pesynbrare ncnonb3oBanu KepamMmmyecknm BKNagblLu.

Koaesunaa HC: 180 HecoBMeCTMMOCTDb

B pesynerare nccnegoBaHus, NpeanpuHATOro narotosutenem, boina obHapyxeHa owmnbka npyv M3aroToBNEHUN
(HecobngeHne TOYHbIX pa3mepos).

Koa npununHbl HC: 740 NarotoBneHune

B.2 Npumep 2

CobbiTne 2. lNpu npoBegeHnn XMpyprmieckon npoueaype! otkasan annapat VBJ1, n nauneHTa gonxuel 6binun pea-
HUMUPOBATb BPYYHY0. QNEKTPONUTAHNE He DbINO HAPYLLEHO, HO K MALUMEHTY HE NOCTYNanNu AblXaTerbHble radbl 0T annapa-
Ta VIBJ1. Tpesoxxnas curnanusaumns annaparta VIBJ1ne cpaboTana. [Npu 3anycke annapat VBJ1 6bin nposepeH, n olLMbOKHe
ObINo BbISIBMEHO.

Koasuaga HC: 220 OTKasa mexaHn4yeckoro KOMnoHeHTa
N3rotoBuTENb YCTAHOBUI, YTO NPUYMHOW OTKA3a CTano nepunognyeckoe HecpabaTtolBaHne pene.
Koa npununHbl HC: 610 JnekTpuyeckas uenb

B.3 Npumep 3
Cobbitne 3. CtonnpunpoBegeHunmn npoueayps! nauneHTy BHE3ANHO BbICTPO NPUHSAN NONoOXeHne TpeHaeneHbypra.

Koasuaga HC: 220 OTKas mexaHn4yecKoro KOMnoHeHTa

N3roToBuTEenb yCTAHOBUI, YTO CTPYHA NOCTENEHHO NepeTepna rmapaBinyeckyto TPYOKyY, KOTOpas B pe3yrbTaTe 3T0-
ro Ha4yana nportekaTtb. CTON HE NogBepranu NaHoBoOMy 06CNy>XMBaHMIO.

Koanpuunubl HC:. 730 O6cnyxuBanune nagenus, 960 Manoc, 850 ObecneveHne KavecTBa B yHPEXAEHNMN 3APaBOOX-
PaHEHUS

B.4 lMNpumep 4
CobbiTne 4. BHewHnn aedhmndpunnatop He obecnevnn SNeKTPoLoKa.

Kogeunga HC: 300 ®yHKUMOHMpOBaAHUE, HE COOTBETCTBYIOWEE HA3HAYEHWUIO
N3rotoBuTenb yCTaHOBUIT HEUCTNIPABHOCTb 3NEKTPUYECKON LEMNM.
Koa npuunHbl HC: 610 9nekTpuyeckas uenb

B.5 NMpumep 5
CobbiTne 5. Kapanonormiecknm MOHUTOP HEBEPHO MNOKA3bIBAET HACTOTY CEPAEYHbIX COKPALLEHUN.

Koaeunaga HC: 130 BeiBoa/cuntbiBaAHME OAHHbIX
NarotoBuTenb 0OHapyXun owmbKy B NnporpaMmmHom obecneveHun.

Kog npuyunubl HC: 870 lNporpammHoe obecnevyeHne
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[1] GHTF/N21R8:1999 KoHTponb n HabnwogeHne 3a MmeauuuHCKMMKU M3genusamMm nocne mx npogaxu. [peano-

XXEHUS1 MO COCTaBNeHnto otyeTa 06 owmbkax skcnnyatauumm MeauuuHCKUX U3Oenum mx
N3rOTOBUTENEM UIMN NOJTHOMOYHbBIM NPEACTABUTENEM U3rOTOBUTENS

(GHTF/N21R8:1999) (Medical Device Postmarket Vigilance and Surveillance: Proposal for Reporting of Use
Errors with Medical Devices by their Manufacturer or Authorized Representative)

[2] MOK 60601-1-6:2004 Napenna megnuymHckmne anekrpunyeckmne. HYactb 1-6. Obwme TpedboBaHns 6e30nacHOCTN.
JononHuTtenbHbIN CTAHAAPT. IKCNnyaraunoHHas NpurogHoCTb

(IEC 60601-1-6:2004) (Medical electrical equipment — Part 1-6:. General requirements for safety — Collateral

standard: Usability)
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