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Mpepucnosune

Lienn v npuHumnbl cTaHgapTusaummn B Poccuiickoin ®@epepauum yctaHoBneHbl degepanbHbiM 3aKOHOM OT
27 pekab6ps 2002 r. No 184-®d3 «O TeXHMYEeCKOM peryniMpoBaHMmn», a npaBuia NPUMeEHEHUs HauuoHabHbIX
cTaHfapToB Poccuiickoin ®egepaunmn — FOCT P 1.0—- 2004 «CtaHgapTvusauna B Poccuiickoin depepauum.
OCHOBHbI€ MONOXEHNSA»

CeejieHus o cTaHgapTe

1 NOArOTOB/EH 3akpbITbiM aKLMOHEPHbIM 06LL,ecTBOM «MeauTecT» Ha OCHOBE COGCTBEHHOMO ayTeH-
TUYHOro NepesBoja cTaHAapTa, yKka3aHHOro B NyHKTe 4

2 BHECEH TexHnyeckum KOMUTETOM Mo cTaHfgapTulaumm TK436 «YnpasfieHne KayecTBOM M COOTBET-
CTBYIOLLME aCNeKTbl A4NA MeANLUHCKUX N3Aennin»

3 YTBEPX/AEH W BBEAEH B OEWCTBWE Mpukasom ®eaepasibHOr0 areHTCTBa Mo TEXHUYECKOMY
perynmpoBaHuio n meTposiorumn oT18 gekabps 2008 r. No459-ct

4 HacToswwnii ctaHAapT WAEHTUYEH MeXAayHapofHomy cTaHaapty MCO/TC 19218:2005 «W3penus
MeauumHckne. CTpyKTypa KOA0B BUA0B U NPUYMH HEGNAronpusaTHbIX Co6bITHI» (ISO/TS 19218:2005 «Medical
devices — Coding structure foradverse eventtype and cause»)

5 BBEJEH BIEPBbIE

NHopmauus 06 M3MEHEHUsIX K HACTOsILLeMy cTaHAapTy Ny6/UKyeTCsl B eXerofHo n3gaBaemMom
MH(OPMAaLMOHHOM yKa3aTee «HaunoHanbHble CTaH4apThl». a T€ KCT M3MEHEHW i MMONpaBoK— B exeme-
CSAUHO M3JaBaEMbIX MH(OPMALMOHHBIX YKasaTensx «HaumoHanbHble cTaH4apThl». B ciyyae nepecMmoTpa
(3aMeHbl) UM OTMEHbI HACTOSLLEro cCTaH4apTa COOTBETCTBYO L e€e YBeAOMEHNE Gy eT ony6IMKOBaHO
B ©XXEMECAYHO N3aBaeMoM MH(IOPMaLMOHHOM yKa3anons «HauuoHas bHble cTaHgapTei». COOTBETCTBY-
loLas HgopmaLsi, yBeJloMIeHNe M TEKCThl pa3MellalnTcsi Takxke B MHOpMaLMOHHOK cucteMe o6Lero
Nno/ib30BaHWsi — Ha ohuLMaNbHOM caliTe defepanbHOro areHTCTBa M0 TEXHUYECKOMY PeryimpoBaHuio 1
MeTponornm BceTn MIHTepHeT

© CraHgaptuHdopm, 2009

HacTosuii cTaHAapT He MOXeT GbITb NO/IHOCTLIO UM YACTUUHO BOCMPOU3BEAEH, TUPAXKMPOBAH U pac-
MpocTpaHeH B Ka4ecTBe ohULManbHOro U3faHus 6e3 paspelleHus defepasnbHOro areHTCTBa Mo TEXHUYECKO-
My perysiupoBaHuio 1 MeTposiorum
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BeepeHune

Hactoswwmii ctaHfapT npeacTaBnsieT COOOW ayTeHTWUUHbIA TeKCT MeXAyHapoAHOro cTaHgapTta
MCO/TC 19218, paspaboTaHHOro MexayHapoAHbIM TEXHWYECKMM KOMUTETOM Mo cTaHgapTusauuv
NCO/TK 210 «YnpaBfieHne Ka4ecTBOM 1 COOTBETCTBYHOLLME O6LLMe acneKTbl A4N1A MeLULUHCKAX N3AENNIA».

CTpyKTypa KoA0B He61aronpusiTHbIX COObITUIA, YyCTaHOB/IEHHAA HAaCTOALWMUM CTaHAapToM, npegycmarpu-
BaeT, YTO MCTOYHUKOM COOOLLEHMS O HEGNAronpuATHLIX COOLITUAX B OTHOLIEHUW MeAULUWHCKOro nsgenuns
MOXeT 6bITb N0Nb30BaTe/lb 1M60 N3roTOBUTENb AAHHOTO u3aenus. NMpUMeHUTeNbLHO K TaKoMy onpeaeneHunto
nonb30BaTeNs MU MOTyT 6bIThb Kak npod)eccrnoHasnbl Bo61acTu 34paBooXpaHeHns, Takm npeacTaBuTenm Wupo-
KX KPYroB HacesieHns. HacToawmi ctTaHfapT ycTaHaBIMBaeT CTPYKTYPY KOA0B, MO3BOJIAOLLYI0 UCMO/1b30BaTh
cBeAeHus 0 Buae n/mnu Habngaemoii(M) npuumnHe (cneacTeumn) He6N1aronpuUATHOrO CO6LITUS U NOCPeACTBOM
HabnaeHns cobrnpaTb MHOPMaLMIo O paccMaTpnusaemMom MeaMLUHCKOM n3gennu. Habnwogaemyto(oe) npu-
4nHy (cneacTBue) onpeaensoT NCXOAS U3 NepBoHaYasbHON OLeHKM He61aronpuATHOro cobbiTus. icnonb3o-
BaHVe flaHHOW CTPYKTYPbI, B YACTHOCTY NCNOb30BaHNe 06LLeNPUHATBLIX KOAOB, 06/1eryaet 06MeH NosTyYeHHOiR
VHhopMaLmeli Mexay peryimpyLiMy opraHaMmy Ha MexayHapoatom yposHe.

CyLecTBYyIOT cnefytoLine crnocobbl NPYUMEHEHUS HACTOALLEro cTaHAapTa Nofb3oBaTeNsamMun, 3rotToBu-
TENAMU N PETYINPYIOLLUMW OpraHamMm:

- nonb3oBaTenu 4nsa onncaHna He61aronpUATHOrO COBbITUSA MOFYT COO6LaTh U3rOTOBUTENIO N pery-
nvpytowemy opraHy HoMep KoAa, 4to 6yaeT 0AnHaKOBO MOHATHO 06enM CTOpPOHaM;

- U3rOTOBUTENN W perynupyolme opraHbl MOTyT fIerko pacrno3HaBaTb YHUBepcasbHble KOoabl BUAOB
HebnaronpuATHbIX COObITUIA, 3aKPENNATb KOAbI, NO/TyYEHHbIE HA OCHOBaHWUN NepBOHAYaIbHON OLEHKN Npryun-
Hbl (CNeAcTBMS) HEGNAroNPUSATHOIO COBLITMSA, YTO CMOCOOCTBYET €ro pacno3HaBaHUID PeryanpyoLmnumMm opra-
HaMm Ha MeXAyHapo4HOM YPOBHE;

- KaK nosnb3oBaTenun, TaK W W3roToBUTENM MOTYT MPUMEHATb AaHHble KOAbl KakK 4acTb CUCTEMb
npeaynpexaeHvs n onoseLLeHuns

Hactosawwmii ctaHAapT He npegHasHadyeH AN NPUHATUS pelleHns 0 HeobXo4MMOCTU onoBeLleHns 06
VHUMAEHTE.
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HALULMOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PEAEPALNMN

W3OENUA MEOVLIMHCKUE
CTpyKTypa KO0B BMAOB U NPUUYNH HEGNATONPUSATHBIX COBbLITUI

Medical devrces.
Coding structure for adverse eventtype and cause

Oata sBeefgeHunsa — 2009— 09— 01

1 O6nacTb NpUMEHeHUs

HacToawuii cTaHAapT ycTaHaBMBaeT TPe6OBAHUS K CTPYKTYpe KOAoB, NpefHasHauYeHHbIX 418 onuca-
HUSI HEBNArOMPUSATHBLIX COBLITUIA, OTHOCALLUXCA K MEAULMHCKUM M34enuamM. 3TU Kofbl NpeaHasHaueHbl Ais
rofb3oBaTesnieli M U3roToBUTENEN MeANLIMHCKMX U3AENNIA, a TaKkxKe A1S PeryimpyoLx opraHos.

2 TepMUHbI 1 onpegeneHns

B HacToslLeM cTaHAapTe NPUMeHeHb! ceaytoLme TEPMUHbI C COOTBETCTBYHOLLVMU ONPeaeneHUAMU.

2.1 TAxenoe nopaxeHue (seriousinjury): CocTosiHMe, KOTOpOE:

- NPUBOANT K 6ONE3HM UM TPaBMe, YTPOoXatoLLeli XKN3HU NaumeHTa.

- NPMBOANT KHEOBPATUMOMY YXYALLEHWIO (2.2) (hYHKLMOHUPOBAHWA OpraHu3Ma Ui Heo6paTumMmomy Bpe-
4y (2.3). HAHOCMMOMY CTPOEHMIO OPraHn3Ma,;

- TpebyeT TepaneBTUYECKOro NN XMPYPrMyecKoro BMeLlaTenbCcTea A1s npeaynpexaeHns Heo6paTumo-
ro yxyalwenus (2.2) yHKUMOHMPOBaHMSA opraHu3Ma uam HeobpaTumoro Bpega (2.3). HAaHOCKMMOro CTPOEHMIo
opraHu3ma.

MpumeuvaHunsa
1 Taxenoe nopaxeHue U3BECTHO TaKXe Kak Cepbe3Hoe yXyAlleHne COCTOAHNSA 340P0BbA.
2 HacTosiwee onpejeneHne COOTBETCTBYeT npueeAeHHoMy B [1).

2.2 HeobGpaTumoe yxyalweHue (permanent impairment): HeBoccTaHOBMMOE yXyAlleHWEe CTPOEHUN
UM PYyHKLMOHMPOBaHNSA OpraHn3ma, UCK/IYas He3HaunTebHoe yXyLeHune.

2.3 HeobpaTumblii Bped (permanent damage): HeBoccTaHOBMMbIA Bpes, MPUYMHEHHbIA CTPOEHUIO
UM OYHKUMAM OpraHnu3mMa, UCK/Yas He3HaunTeNbHbI Bpes,.

2.4 HebnaronpuAaTHoe cob6biTue (adverse event). CobbiTE, CBA3@HHOE C NPYMEHEHVEM MeaNLMUH-
CKOro 13aenus 1 NpuBoAsLLee KCMepPTU UK TSHXKENOMY NopaxeHuto (2.1) 340p0oBbs NauyeHTa, nonb3oBaTtens
UM TpeTbero mua UM Morylee npy ero NOBTOPEHUU NPUBECTU K CMEPTU WU TSXENOMY NOPaKEHWI0 340-
pOBbSA NauveHTa, Nosb30BaTe A NN TPeTbero mua.

NMpumeuaHune — HecTosuee onpeaefieHne COOTBETCTBYET nNpusegeHHoMy B (1J.

3 Cuctema KoAoOB 1 TpeboBaHMA K HEN

3.1 KopBuaaHeb6naronpusaTHOro cobbiTus

Koa Bupa HebnaronpuATHOro cob6bITUS XxapakTepusyeT Habniofaemoe npuMeHeHve/HenpasuibHoe
dyHKLMOHUpOBaHMEe/OTKa3 MeANLMHCKOTO U3AeNns B MOMEHT, KOrAa AaHHOe CcOObITMe NPOMCXoanT. STOT Ko,
npeacTasnseT coboli TpeX3HAUHBIN LMPOBOW Kog,. BbiOpaHHbIA cornacHo Tabnuue 1

N3paHvne opuymnanbHoe
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PekomeHgyeTcsa ncnonb3oBaTb OAWH KOf, Hanbonee TOYHO onNucbiBaOLWNiA HebnaronpusaTHoe cobbITHe.
OpfHako nHorga Ans MOMHOro onucaHua HebnaronpUATHOIO CO6LITUA MOXET NoTpeboBaTbCA NPUMEHeHne
HeCKO/IbKX KOL0B.

Kop Bnaa HebnaronpusTHoro cobeitvs (fanee — kogeuga HC), BbiGpaHHbI AN onucaHusa Hebnaronpu-
ATHOro cobbITHA (fanee — HC) B MOMEHT, Koraa fAaHHoe cobbITMe NPONCXOAUT, AO/MKEH OTpaxaTb Hanbonee
TOYHYI0 OLieHKY He61aronpuATHOIO COBLITUA C y4eTOM AOMNONHUTENBHON MHOPMAaLMK, NOMYYEHHON B Nepnos
MeXAy BOSHUKHOBEHMEM COBbITUA U Nepeaayeli COOOLEHNS O HEM.

MpumeyvyaHune — Kogsuga He61aronpusiTHOr0 CO6bITUA MOXET 6biTb MCNONB30BAH NPV ONMUCAHUN ONAaCcHOCTH,
CBA3A@HHOW C faHHbIM CO6bITUEM. [laHHbI KOA TakXe MOXeT 6biTb MPUMEHEH B «N0/Mb30BaTE/IbCKNX CUCTEMaX onoBele-
HUA». Bonee NOMHY XapaKTepuCcTUKY HE6NaronpusiTHOr0 COGbITUA MOXHO NONYYUTb, coYeTas Ko Buaa c KOAOM NPUYMHBI
Heb6naronpuaTHOro cobbITuA.

Ta6bnuuya 1-

Kopg Buga
HC

100

110

120

130

140

1S0

160

HanmeHosanve suga HC

He cooTBeTcTBylowan

HOpME WNW Henpensu-
neHHass 6uonorunyeckas
peakuus

AnnapaTtHoe ob6ecne-
YeHue KomnbloTepa

CoepgunHeHne

BbiBOA/CUMTBIBAHNE

LaHHbIX

Pa3begnHeHune

OnekTpuyeckoe

CBs3aHHOe
xatouieli cpepoi

Cc OKpy-

Bug He6naronpuAaTHOro co6bITUA

Onucaxve suga HC

He cooTtBeTcTByWOWass HOpMe wuau
HenpeaBuaeHHan 6nonornyeckasn
peakuusa

Nio6oe HenpasunbHoe cpabathbi-
BaHMe annapaTtHoro o6ecnevyeHus
KOMMblOTEPA MEAWLMHCKOro n3genus
(Hanpumep, BHYTPEHHEro >ecTKoro
[AMcKa, BHEWHUX AUCKOBOAOB), NMPUBO-
Asuiee K oTkasy nagenus

HeHapnexauiee coefjnHeHue u3-
Aenuii. nx yacTteil, KOMNOHEHTOB WaW
COeINHNTENbHbIX  3N1EMEHTOB. He
npeAHasHaYyeHHbIX 418 coeAnHeHus

HefocTaToOYHOCTb AaHHbIX, NONy-
YyaeMbix MpW 3KcnayaTauuu nsgenvs,
Hanpumep Habnwgaemblii Henpasub-
Hbll pe3ynbTaT WCAbITAHWA MOXeT
cTaTb MPUYUHOW HenpaBWbHOTO feli-
CTBMA UMK MeToAa NeveHus

HenpegHamepeHHoe oTcoefuHe-
HUEe WNN HeycToW4MBOe coefuHeHue
[BYX WU HeCKONbKWUX vacTeil (Hanpu-
Mep. 3/1eKTPUUECKUX, MexaHnyeckux, a
Buae Tpy6oK), npusoasulee K OTKasy
nspenus

HenpaBunbHoe cpabaTtbiBaHue
3/1eKTPNYECKO 4acTu 3neKTpoMepnun-
UMHCKOrO un3genus (Hanpumep, no-

BpEeX/eHWe 3MeKTPNUYeCcKoi Lenu, KoH-
TakTa UM KOMMOHEHTA), NpuBoAsiuiee
K OTKasy n3genusi, gaxe ecnu ortkas
13enuns HOCUT NEPUOANYECKNIA Xapak-
Tep

BpeaHoe BoO3feilicTBue Temnepa-
TYypbl. TUTMEHNYECKUX OCOGEHHOCTEeN
nonb3oBaTtens, YCN0BWi TpaHCNoOpTU-
pOBaHUS. XpaHeHWs Ha QYHKLNOHHU-
poBaHne usgenus

Mpumepsb!

Annepruyeckas peakuuns Ha u3-
fenvs. copepxaliue HaTypasnbHbli
KayuyKoBbI/i naTekc, Hanpumep KaTe-
Tepbl, APEHaXHble TPyOKW Wau nep-
yartku

MosloMKa BHYTPEHHErO >KECTKOro
LMCKA LEHTPanbHOW CUCTEMbI MOHM-
TOpPUHra, NPUBOAALLAA K HEBO3MOX-
HOCTW JanbHeiwero (yHKLUOHUPO-
BaHUSi CUCTEMbI, @ TaKKe noTepe WH-
opMaumn 0 KOHKPETHOM NauueHTe

MojcoeAnHeHne K 3neKkTpuyec-
KOl poseTke npoBoja, uAylwero ot
nayvexTa

B unaeHTUUKaLMoHHOM HoMepe
nauveHTa Ha Aucnnee AMarHocCTu-
Yeckoro ycTtpoiicTBa He BbiCBeuYuBa-
eTcs BepxHAA YacTb undp(sbl)

OTcoegnHeHne
[OYHOW BTYNKW.
OTcoefnHeHNe OT KaTeTepa

nrnbl OT noca-

Meperpes 3MEKTPUYECKUX Uenei,
UCKpeHue pefie, npepbiBaHMe Ka-
NenbHOro BBEAEHUS NEKApCTBEHHbIX
CpeacTB, NPUBOASILLEE K NOPAXEHUIO
31EKTPUUYECKUM TOKOM.

Meperpes npoBOAOB, NPUBOAS-
WKNiA KOGpPbLIBY NPOBOAKMN
CTepunusauyuss napom npoTesa

6efpa, npueogauwas K orpy6neHuto
noBepxXHOCTU mpoTesa.

UpesMepHo BbicOKas Temnepa-
Typa xpaHeHus, npuBoAsLas K xpyn-
KOCTU PEe3NHOBbLIX U MNacTMaccoBbIX
matepuanos



MpogomxeHne Tabnunybl 1

BUAA
Ko BN HanmeHoBatue Buga HC
HC
170 OTKaz WMNNaHTUpo-
BAHHOTO M3genus
180 HecoBmecTUMOCTb
190 HeapekBaTHOCTb py-
KOBOACTBA MO 3Kcnaya-
Taunmam apKupoBaHuto
200 Mepuogunyeckoe He-
npaBunbHoe cpabaTbiBa-
Hue
210 OTkas Marepuana
(BewecTBa) MAM KOMMNO-
HeHTa
220 OTKa3 MexaHn4yeckoro
KOMMOHeHTa
230 MepeposnposkalHe-
AocTaToyHas fosa ne-

KapCTBEHHOrO cpescTBa

OnucaHue sBuga HC

CMelieHve, HenpaBunbHoe cpaba-
TbIBaHWE WAM OTKa3 MMMNAHTUPOBAH-
HOro wm3genua (akTUBHOTO WAW Heak-
TUBHOrO), npuBoasAlee K Heobxoau-
MOCTW BbINONIHEHWSI WHBA3UBHOW Mpo-
ueaypbl. pe3ynbTaToM KOTOpOi MoxeT
6bITb 3KCMMAHTAUUS, Hanpumep UM-
nnaHTaToB MOJIOYHON >Xenesbl  Kap-

LVOCTUMYNSITOPOB, WHTPAOKYNSAPHBIX
NIMH3

HepgocTtatouHass  COBMECTUMOCTb
COCTaBHbLIX 4YacTeil U KOMMOHEHTOB,
KOTOpble [JOMKHbI  (PYHKLMOHUPOBATH

Hagnexawum obpasom B KOMOGUHaLUK
APYT C Apyrom, npuBoAsiwas K oTcyT-
CTBUIO HOPMasibHOTO B3aMMoAeincTBuma
ABYX UMW HECKONbKNUX U34enuii yactei
n3gennii, KOMNOHEHTOB.COEAUHUTENb-
HbIX 3/1EMEHTOB WAN WU3Aenua u Be-
wectea (Hanpumep, nekapcTtsa, Gu-
310/I0TNYECKOW XKWUAKOCTW)  KOTopoe
[aHHOe usgenue CoAepXuT uau nepe-
Hocut. 3T0T BUA HC wncknwuyaeTr oOT-
coefnHeHne (pasbefuHeHune)

BbinonHeHne Tpe6oBaHuWii Heafek-
BATHOr0. HEKOPPEKTHOro pyKoBOACTBA
no akcnnyatayunu/mapkuposaHuto/yna-
KOBbIBaHUIO. NpuUBOAsilLiee K HeGnaro-
NPUATHOMY COGbLITUIO UKW OTKasy u3-
aenus

Mepuoanyeckoe HenpasunbHoOE
cpabaTbiBaHue HEeyCTaHOB/IEHHOTO
NMPONCXOXAEHUS, MPUBOASALLEE K OT-

Kasy nspenua

OrpaHn4yeHHas MNpPOYHOCTb MaTe-
puana (Matepuanos), u3 KoToporo(bix)
n3rotosneHo(sl) BCe un3genue, ero
4acTb UM KOMMNOHEHT (Hanpumep, U3o-
NSAUMOHHOrO  MaTepuana, pe3uHsbl),
npueoAsAwas KoTkasy usgenus

fedekT MmexaHU4yeckoro Kommno-
HeHTa. BK/oYas AedekT ero ABuxy-
Wuxca vacTteid wmnu ysnos, NPUBOAS-
WA KHenpaBUNbHOMY cpabaTbiBaHuWIO
uspenus (Hanpumep, nonomke, gedop-
mMauynu. HempoxoAMMOcCTH), a 3aTem K
oTKasy usgenus

Mepeao3uposKa/HegocTaTtouHas
f03a BBOAMMOrO NaLWEHTY nekapcT-
BEHHOrO CPeACTBa, CBS3aHHas C npu-
MEHEeHNEM MEeANLMUHCKOTO n3fenns

FOCT P UCOITC 19218- 2008

Mpumepsl

OTcoefuHeHne OT nopTa KateTe-
pa. obecneuvBarwLero 4octyn K Be-
HO3HOW cucteme.

PasbeauHeHne fByx vacTeil op-
TOneAMYeCcKOro n3genus.

YTeuka U3 umniaHTaTa MosioYHow
xenesbl

YHuBEpCanbHblil COeqUHUTEND HE
obecneunBaeT 6Ge3onacHoro nopco-
ef\MHeHVs KannapaTy UCKyCCTBEHHOM
BeHTUNALUM nerknx (UBN)

Hacapaka ¢ wecTurpaHHoli ronos-
KO ANA OTBEpPTKW, BXoAAleih B Ha-
60p MHCTPYMEHTOB, CIULWIKOM Bennka
[ANS TONIOBOK KOCTHbIX BUHTOB, Takxe
BXOAALWMNX B AaHHbI Ha6op.

O603HayeHHass e MapKupoBke
npenomasiolwas CnoCOGHOCTb KOH-
TaKTHbIX IMH3 He COOTBETCTBYeT npe-
nomnswwel cnoco6HOCTU NNH3, Ha-
XOAAWNXCS B yNaKoBKe

N306paxeHne Nepuoguueckn mc-
ye3aeT C MOHUTOPA M3AeNns, a 3aTem
nosiBNsieTcs CHoBa

MonvmMmepHoe mnokpbiTME Kabens
MHOropasoBOro MCMonb30BaHUS fAe-

opmMupyeTcsi B npouecce cTepwu-
nvsauun. NpoBOAUMON  nonb3oBa-
Tenem

HepocTawownit KOMNOHEHT B Kac-
ceTe KOMMMEKTa WHMY3NOHHOro Ha-
coca NpPUBOANT K HEKOHTPOMPYEMO-
My BBE/JleHWI0 NleKkapcTsa.

OcnabneHve WapHUPOB B MOBO-
POTHOM OCHOBaHWW JAunarHocTuyec-
KOTO M3Aenna He No3BonseT ycTpoii-
CTBY yAepXaTbCHd B YCTAHOB/IEHHOM
NoN0XeHNM

WNH(Y3NOHHBI Hacoc BBOAUT ne-
KapCTBeHHOEe CPe/fCTBO NauueHTy 3a
[iBa Yaca BMecCTO NnATu
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OkoHyaHue Tabnuuybl 1

Kos Buga

240

250

260

270

280

290

300

310

HanmeHoBaHue suga HC

Apyrue sugbl HC’

OTKa3 MCTOYHMKA nu-
TaHunsa

CpeacTBa 3awuthl

N3nyyeHue

3aabiMneHune,
paHue. B3pbIB

BO3ro-

MporpammHoe o6ec-
neueHue

D YHKUMOHUPOBAHNE,
He cooTBeTCTBylOW EE
HasHa4YeHuo

okcnnyatauuoHHas
npUrogHocTbL

Onucaxve suga HC

Bug HC. He BK/IIOYEHHbIA B Ha-
cToAwy Tabauuy, NpUBOAALWMA K He-
61aronpuATHOMY CO6bLITUIO, CBA3aH-
HOMY C u3genuem

Kone6aHna B nojaye 3neKTpo-
3Heprun. nNpuBoAsLLMe K OTKasy nsge-
nus. MpuynHa MOXeT 3aki4vatbCcs B
HeucnpasHocTM 6GaTtapeii, ob6ecneuun-
BaKLWMX NUTaHNE N34ennsa UM Jonon-
HUTeNbHbIX YCTPOUCTB, HaNnpumep cuc-
TeMbl TPEBOXHOI CMTHanM3aynm, sano-
MUHatLero yctpoiictea

HecpabaTbiBaHne cpeAcTs 3alju-
Thl. BK/lo4as HecpabaTbiBaHWe Tpe-
BOXHOW cuUrHanusauuu, WAM HEeBO3-
MOXHOCTb AUCTaHLMOHHOW nepejayn
CUrHana TpeBOrn Ha yCTPOWCTBO (MO-
HUTOP)

HenpegHamepeHHas nepeposun-
poBKa M3Ny4YeHWs Unum HejocTaToYHOE
n3fnyyeHne B pe3ynbTate HeHapgne-
Xauero (yHKUMOHMPOBAHNA Meau-
LMHCKOTo n3aenus

3agbiMneHne, Bo3ropaHue  wuau
B3PbIB N0 MNPUYMHE HeHaANexauero
(PYHKLMOHNPOBAHNSA U3genus

YxyalweHne  (PYHKLMOHMPOBAHUA
U3fenus WM UcKaxeHue WHpopma-
Luun. nonyyaemoi c nomolblo u3lge-
nua. a TaKxke NofiyyeHne HenpaBWUfb-
HOW MnuM HeuuTaemoil umHdopmauyun B
pesynbTaTe c604 nporpammHoro o6ec-
neyeHus

N3genne pabotaeT He B COOT-
BETCTBMM C HA3HAYEHWEM, YTO MPUBO-
AWT K ero Hempasu/bHOMY cpabatbl-
BaHWIO, HemnpaBuAbHOW MNocTaHoBKe
fvar{osa waum HenpasUNbHOMY fede-

HWUKO

OTCyTCTBME BO3MOXHOCTU 3KCM-
nyatauum mspenusa B COOTBETCTBUM C
ero HasHavyeHuem, nNpuBogsuiee K He-
0XWAAHHLIM NOCNEACTBUSM ANs na-
uMeHTa. JKcnnyaTtaunoHHas Npuroa-
HOCTb — 3TO XapakTepucTuka, onpege-
nawwas pe3ynbTaTUBHOCTb M addek-
TUBHOCTb MNPUMEHeHus u3penus, a
Takke o06y4yaemMoCTb W YyAOB/ETBO-
peHHOCTb onepaTtopa

Mpumepsb!

MopTaTusHbli  pedunbpunnatop
He mepe3apshxaeTcs nocne paspsja.
MNpoBoga, naywue kK 6atapee nuta-
HUs. ocna6eBalT U OTCOeAUHATCA
OT M3fenusa, K KOTOpOMY JOJ/HKHO No-
cTynatb NuTaHue.

PesepBHblli 610K 6aTapen nuta-
HUS He aKTUBMPYETCH M3-3a HeXBaTKu
3/1eKTponuTaHmus

B annapate VBJ1. o6ecneuunBsato-
em BK/IOYEHWe CcurHana TpeBoru
npu 06CTPYKLUNM fAblXaTeNbHbIX NyTei
nauveHTa U yMeHbleHnn noctynne-
HMA BO3AyXa K nauueHTy, He cpaba-
TbiBaeT TPEBOXHAA CUrHanm3sauyms

PeHTreHoBcKas nieHka Afs CTo-
MaToNOMMN CAVNWKOM 3aTeMHEHa ANs
CUNTbIBAHUS W3-3a HeHagnexawyei
[103bl PEHTTEHOBCKOI0 U3/yYeHus.

He caHKUMOHMpPOBAHHbIE MOJb30-
BaTefieM aKTUBauus W U3nyvyeHue
nasepa

Meperpes n3gennsa, NnpuBoasLKii
K €ro BO3ropaHuio.

AbiM.  BbIxOAAWMIA n3-nog o60-
noyku (kopnyca) nsgenuns

HecaHKuMOHUpOBaHHasA nogava
IeKapCTBEHHbIX CPEeACTB HAcoOCOM,
KOHTPO/INPYEMbBIM NaLUEHTOM.

[laHHble nauMeHTa XxpaHaTcs a
Karanore gaHHbIX 4PYyroro nauueHTa

Nedunbpunnatop He BbipabaTbl-
BaeT paspsjga npu Hagnexauem
aKTUBMPOBaHMM MexaHusma cpaba-
ThiBaHUS

MporpamMmmupoBaHme UHAY3NOH-
HOro Hacoca NpuBoOANT K 6onee Anu-
TeNlbHOMY. M0 CPaBHEHMWIO C NpeaHas-
Ha4YeHHbIM. Mepuody nojauu nekap-
CTBEHHbIX CpPEACTB W3-3a HeuyeTKo
MAEHTUMDUKALNN  eANHUL, BPEMeHM
(TpebyloTC MUHYTbI, & BBEAEHbl B
nporpamMmmy yachbl)

* Mpu NCNONb30BAHUN JaHHOTO KoAa BuAaa HC Heo6x04uMo noapoGHOe onnucaHne 3Toro HC.
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3.2 Ko npuyunHbl HE61aronpuUATHOrO co6bITMA
Kopa npuynHbl He61aronpuMATHOrO CoBbITUA XapakTepu3yeT noc/ieH1e No BpeMeHy pe3ynbTaTbl aHanm3a
NpVYVHbI HE61AroNPUATHOTrO COBbLITHA. DTO TPEX3HAUHbIV LMK POBOI KOA. BbIOPaHHbIN 13 Tabnuubl 2.

MpumeuvaHuns

1 ANns NONHOTO ONUCaHWA NPUYNH(bl) He61aroNPUATHOTO COGLITUA MOXET NOTPe6oBaTbLCA HECKO/TIbKO KOZ0B.

2 Kopa npununHbl HE6N1AronpuATHOrO CO6bLITUA MOXET 6bITb HEO6XOAUM ANA U3FOTOBUTENEN N perynupylowmnx opra-
HOB MpPW U3y4YeHUn coobLieHnii 0 HeGNaronpuUATHbLIX COBLITUAX U NPUHATLIX MO HAM Mepax. B coueTaHun c kogom Buaa
He6naronpuAaATHOToO cobbITUSA OH NO3BONSAET Nlyylle oxapakTepnsoBaTb He6naronpuaTHoe cobbiTue

3 locneaHue No BpeMEHU pe3ynbTaTbl aHa/lM3a xapakTepusylT He6aaronpusTHoe cobbiTue Ha 6ol cTagnn
aHanuMsa unum nccnefoBaHuns.

Ta6nuya 2-— TlpuynHa He6NaronpusATHOTO CobbITUA

Kop,

NPUYYHBI HanmeHoBaHne npuunhbl HC OnvcaHne npuymHbl HC

HC

500 HeHopmanbHas akcnnyaTta- BbinoNHEHWE WNW HEBbINO/IHEHWE [eiicTBMA No/fb30BaTenemM Wau

uns onepatopoM MeAUUUHCKOTO u3genus, npusogsuiee K (YHKLUMOHUPO-
BaHWIO W34eNns, He COOTBETCTBYWOUWEMY OOGOCHOBAHHbIM crnocobam
ynpas/ieHNs PUCKOM, YCTAHOB/IEHHbIM W3rOTOBUTEIEM, HANPUMEP YMbILL-
NeHHOoe HapylWeHne WHCTPYKUWIA, npoueayp Wnn akcnayatauus usgenus
[0 3aBeplleHUss MOHTaxa (yCTaHOBKM), Kak cnefcTtBue npusogsaliee K
oTKasy usgenus

510 HeHopmanbHas wunmM  He- HeHopmanbHas unu HenpeasujeHHas dusnonornyeckas peakuus,

npejBuieHHas  (U3M0/I0rMue-  Takas Kak NoBbllWEHHAs YyBCTBUTENBHOCTb (anneprus)
cKaa peakuus

520 OTKa3 cucTeMbl TPEBOXHOWA N3pgenve He nofaet Heob6xoaUMbIi(e) TPeBOXHbIA(e) curHan(sl) nam

curHanusayuu He nepefjaeT 3TOT(K) curHan(bl) yganeHHoOMYy NpueMHuKy

530 Wcnonb3osanne 6uonoru- Mcnonb3oBaHne 6GMONOTMYECKUX mMaTepuasnoB B MeAULUHCKOM u3jae-

yeckux mMarepmanos nun. cTasBlWwee MNPUYNHOA peakuun opraHu3ma, OT/INYHOW OT Hemefq-
NIEHHOT0 NPOSAB/IEHNA MOBbIWEHHOW YyBCTBUTENBLHOCTKU (anneprum)

540 Kann6poska Pe3ynbTaToM HenpaBW/bHOW Kanu6poBKNW MOXET cTaTb HETOYHOCTb
N3MepeHnit, BbINONHAEMbIX MEAULNHCKAMU U3AenuamMu  (Hanpumep,
n3MepeHuii TemnepaTtypbl, Macchl. pH)

550 AnnapatHoe o6ecnevyeHue Nwboe HeHafnexauwee MyHKUMOHUPOBaHME annapaTtHoro ob6ecne-

KoMMbloTepa YeHUsi KoMMNbloTepa, Hanpumep BHYTPEHHErO XEeCTKOro AMcKa, BHELWHUX
[AVCKOBOAOB, MOXET CTaTb MPUYNHOI OTKa3a n3gennsa
560 3arpsasHeHne B npouecce N3penve 66110 NOABEPrHYTO PUCKY BO3[eNCTBUA  3arpA3HA0LLUX
npou3BoACcTBa 3/1IEMEHTOB WNW 3arpsi3HeHO B Npouecce NPOW3BOACTBA U HE OYULLEHO
Hagnexawum o6pa3om B npouecce npejBapuTesnbHO 06paboTku
570 3arpsasHeHne nocne wu3sro- N3penve 661710 NOABEPTHYTO PUCKY BO3AENCTBUS 3arpsA3HALLWNX ane-
TOBNEHMA MEHTOB UAW 3arpA3HEHO, UNKU COAEPXUT WCTOYHUKM 3arpsi3HeHUs, KOTo-
pble MOryT BO3jeiicTBOBaTb Ha BCe W3Jesine, ero KOMMNOHEHT Wan 4acTb,
HanpuMmep CUHTETUYECKWEe YacTulbl UNU 4YacTULbl PE3UHbI, BHelwHue/
BHYTPEHHMWE 4aCTUYKM TPA3M WM OCTATOUYHble KONMWYeCTBa XWAKOCTEN,
KPOBW, TKaHei nnu ylwHoW cepbl, KOTOpble MOryT BO3/JeiicTBOBaTb Ha BCe
n3genue U ero vYacTtb

580 ﬂpoeKTmpOBaHme HeBbinonHeHne nagennem npegHasHa4yeHHbIX beHKLI,I/IVI Nn3-3a HecCooT-
BETCTBMA Npouecca NpoeKkTuposaHusa/paspaboTku

590 PasbeguHeHne HenpegHamepeHHoe pa3befMHeHue [ABYX WX HECKONIbKUX 4vacTteit
(Hanpumep, 3aNeKTPUYECKUX, MexaHnyeckux, Tpy6), npusoasiwee K oTkasy
n3aenua

600 DNeKTPUYECKMUI I KOMMOHEHT HencnpaBHOCTb 3N1EKTPUYECKOr0 KOMMNOHEHTA UK NOBPEeXAeHne npo-
BO/JKW. Bbi3blBaloLlee 0TKa3 usgenus

610 OnekTpuyeckas uenb HeHapgnexauiee pyHKLMOHMPOBAHNE 3NEKTPUYECKON Lenn BCNeAcT-

BME BO3JeiCcTBUS Takux (PakTOpoB, KakK MPOHUKHOBEHWE XKWAKOCTH,
neperpes U T.4.
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MpoaomkeHune Tabnuybl 2

Kost
NPUYNHBI
HC

620

630

640

650

660

670

680

690

700

710

720

730

740

750

760

770

780

HavmeHoBaHue npuynHel HC

DNEKTPUUYECKNIA KOHTAKT

ONeKTpoOMarHuTHble NoMexu

Cpok rogHocTun
Owun6o4Hoe oTpULaHne
OwwnboyHoe noaTBEPXKAE-

Hne

OwwnboyHble  pe3ynbTaThbl
ncnblTaHui

OTkKas nMnnaHTupyemoro
nipgenua

HeHnagnexauwjas OKpyxak-
was cpega

HecoBmecTuMOCTb

PykoBoACTBO Mo akcnayara-
LN 1 MapKMpoBaHUio

YTeuka/HapylweHne repme-

TUYHOCTHU

O6cnyxuBaHne nsgenus

M3rotoenexHne

MaTtepuan

MexaHn4yecKkuit KOMNOHEHT

HernrneHunyHele ycnosus

MpnuYnHbI, He cBA3aHHble C
nsgennem

Onucaxune npuynHel HC

MoBpex/jeHne UM HeHaeXHOCTb 3/IeKTPUUYECKOro KoHTakTa, npuBo-
Afwee(an) K HeHagnexawemMmy (hyHKLMOHUPOBaHUIO U3genus (Hanpumep,
npepbiBaHWe KOHTaKTa, KOPPO3Wsi, BbICOKOE COMPOTUBAEHWE, TepMuye-
ckuit yaap, apeid, murpaymsa unu HenpegHamepeHHoe nepemMelyeHue)

HeHnagnexauwee (yHKLMOHUPOBAHWE aKTUBHOTO MeAWULMUHCKOrOo W3-
Lenusa. NOAKNYEHHOTO K UCTOUYHUKY 3N1eKTpPOCHaBXeHUs, Kak cneacteme
3M1eKTPOMArHMTHLIX NOMEX, BKAKOYaa pagmonomexu

MpumeHeHne U3genns No UCTEYEHUU CPoKa rofHOCTU, NpuBoOAsLLee K
oTKasy n3genus

M3penve BblgaeT HeBepHOe COO6LEHNE O TOM. YUTO MCKOMOe cobbiTne
He 06Hapy>KeHo WNN YTO OHO HE HaAXo4UTCA B YCTAHOB/IEHHOM gunana3oHe

N3penue BbigaeT HeBepHoe coobLeHne 0 TOM. YTO UCKOMOE CobbITune
06HapYXXEHO WM YTO OHO HaxoAWTCS B YCTAHOBNEHHOM Avana3oHe

Mpu NCNoNb30BaAHUN MEANLMHCKUX U3AEeNNUI NS Ni Vitro AUarHocTuku
n3genvie MOXeT UMeTb HeHagnexalime aKcnayaTaynoHHble xapakTepuc-
TUKN (4yBCTBUTENIBLHOCTb, CMELUUMUUYHOCTb, INHEAHOCTb, CTABUILHOCTD,
NOMEXOYCTONYMBOCTL W T.A4.). UTO NMPUBOAUT K MONYUYEHUIO OLIMGOUHbBIX
pe3ynbTaToB MUCMbITAHWI

Murpauus, HeHajnexslee (YHKLMOHNPOBAHNE UMW OTKA3 UMMAH-
TUPOBAHHOTO u3Aenna (akTUBHOrO WM HeakTWBHOIO) MOXeT cTaTb
NPUYNHO/ nNpoBefeHWA WHBA3WMBHOW npoueaypbl MO 3KcniaHTauuu,
Hanpumep UMMNAAHTATOB MOJIOYHON Xenesbl, KapAWOCTUMY/STOPOB,
MHTPAOKYNAPHbIX NINH3

MpumeHeHne U34eNns B OKpyXaloweii cpege, cocTosiHue/ycnosus
KOTOPOWi ABMATCA MNPUUMHON €ro oTkasa WAM HeHajnexalero
(PYHKLMOHNPOBaHUS

HepocTtaTtoyHass COBMECTUMOCTb ABYX WAU HECKONbKUX WU3Aenuii,
yacTeil, KOMMOHEHTOB WU W3[4enuii, cofepxawmux neKapcTBeHHble
cpeAcTBa UAKW COEAMHUTENbHbIE 3NE€MEeHTbl, npuBoAsAwWwas K O0TKasy
n3genus

HeTouHoe nAnM HefOCTATOYHO NOAPOGHOE PYKOBOACTBO MO 3KCMya-
Tauum/MapKMpoBaHUIO. BbIMO/IHEHME KOTOPOro MPWBOAMT K OTKasy W3-
nenus

OTKa3 n3genns us-3a yTeuykn BelecTBa, 06bIYHO XUAKOCTU UMW rasa,
UNW M3-3a HapyleHWa repMeTUYHOCTU, MPUBOAALLEr0o K MonajaHuio
BellecTBa B U3J4eNne UM ero KOMNOHEHT

HecooTBeTcTBylOLee MOCTOAHHOE WKW Nepuogmnyeckoe o6GCnyxusa-
HUe n3fenus, NpUBOASILLEE K €r0 0TKa3y WU HeHaAnexalwemy MyHKLNOo-
HUpPOBaHWIO

C60il (hYyHKLMOHNPOBAHNSA CUCTEMbI KauyecTBa M3roTOBUTENs, NPUBO-
AWK K HeHaAnexawemy QyHKLUUOHNPOBAHNIO UMW 0TKa3y U34eNus uim
ero KOMMOHeHTa, KpOMe MPUYKH, CBA3AHHbIX C KOHCTPYKUMei nsgenns

Hannuve B n3genun matepuana C OrpaHW4yeHHON NPOYHOCTbIO Npu
JKennyaTayuu. 4To NPUBOAUT K HeHagnexauemy (YHKLUOHUPOBAHUIO
U3fenus, Hanpumep K oTkasy KNeeBOro CoeAnHeHns

HeHagnexauiee (yHKLMOHNPOBAHNE MexaHWYeCcKoro KOMMOHEHTa,
npuBoAslLee K 0TKasy M3genus, Hanpumep K Mnosjomke, gedopmauuu,
HapyLEeHNI0 NPOXOAUMOCTM

OTKa3s n3genus BCneacTBuMe HeHaj/iexal,ero rurmeHnYecKoro coctos-
HUA Nosib30BaTesid NN MecTa ero HaxoXxaeHuna

MpuynHbl co6bITUli, HEe CBA3aHHbIE C n3pgennem



Mpogonxennetabnunuybl 2

Kos
NPpUYNHBI
HC

790

830

860

870

880

890

900

910

920

HaumeHoBaHve npuunHel HC

Apyrve npuyunHel

YnakoBbiBaHne

AHaTtomual/dusnonorna na-
uneHTa

CocTosiHue nauueHTa

VcTouHNK nutaHunsa

CpeacTBa 3awuTsl

O6ecneyeHne kayectBa B
YUPEXAEHUN 34PaBOOXPAHEHNS

PagnoaktnsHoe nsnydeHue

MporpammHoe  o6ecneve-
Hne

Ctepunusaunsa/gesnHdek-
uusa/oyncrka

Ycnosua xpaHeHus

Monom ka/nopgpenkalca6o-
Tax

Ob6yueHune

TpaHcnopTupoBaHue n no-
cTaBku

FOCT P NCO/TC 19218— 2008

Onucaxve npuynHel HC

MpuyunHbl CO6bLITUI, He BOWwegWwMe B HacToALWY0 Tabnuuy, HO NpuUBO-
AflWMe K He6naronpuATHbIM COBLITUAM, CBA3AHHLIM C U3[eNnemM

HeHnapgnexaiwue nam HecooTBeTCTBYylOLME yI'IaKOBKa/yI'IaKOBbleaHVIe.
06ycn03nv|Ba+ou.w|e OoTKa3 nsgennsa

KOHCTPYKLUS M3[4enus, OCHOBaHHas Ha YCPeAHEHHbIX aHaToMuue-
ckux/chnavonornyeckux nokasaTensix NauMeHToB, He NOAXOAUT ANA KOH-
KPETHOTo nauuneHTta

CocTosiHMe nauueHTa (BO3MOXHO, HEMPOTHO3WPYEMOE) MPUBOAUT K
0TKa3y WAM HeHaanexawemy (PYHKLMOHUPOBAHWIO U3AEeNusi, Hanpumep
BMHTOBOM WMMNMAHTAT MOXeT 6biTb NOTEPSH U3-3a2 PA3BMBLUETOCS OCTEO-
noposa

HepgocTatouHoe afeKTponuTaHue, NpuBoAsLee K 0TKasy usgenus

OTKa3 CpeAcTB 3aWWTbl WHbIX, YEM CUCTEMa TPEBOXHOW curHanu-
3aunmn

HepgocTaTtouHoe ob6ecneyeHne KayecTBa yCTAHOB/IEHHbIX NpoLeayp B
yupexaeHuu 34paBoOXpaHeHWs, Hanpumep HeHagnexawwuii npouecc
3aKynoK, HeHajnexauwnii BXO4HOW KOHTPONb WU HenpaBu/ibHas ycTa-
HOBKa (MOHTaX)

PaauvoakTnBHoe u3nyyeHue, o6ycnoBneHHOe OTKAa3oM W3Aenus, Ha-
npumep a SAEpHO MeauuuHe, PEHTFeHON0TUN, Npu 06YYEeHUN KPOBW,
3abope pagnoMMmMyHonpo6

YxyflweHne (YHKUNOHUPOBAHUA W3[ENNs WU WUCKaXeHue WHdop-
Mauyuu. nosiy4yaemMoi oT U3Aenusi, NOCTynseHne HenpaBnIbHON| NN Heuu-
Taemoil WHopMaunu u3-3a HeHagnexawero MYHKLUMOHUPOBAHWUSA WK
HEeCOOTBETCTBUS NMPOrpaMMHOro o6ecrneveHns. ATo MOXeT 6biTb, HaNpPu-
Mep. HenpaBU/ibHOe NPOrpamMMuMpoBaHne, ycTapeBllee UM HeNpPaBUIbHO
ycTaHOBNEHHOe nporpaMmMHoe o6ecneyeHune, BkYas 60nee HOBble €ro
Bepcumn

HeHagnexauwas crepunnsayns, Ae3uHMeKyms nam o4ncTka, Bkaovas
PUCK BO3AeiiCTBMA NMOTEHUNaNbHO BPEAHbIX MUKPOOPraHU3MOB UM TOK-
CUUHbIX BELWeCTB, HAaNpMMeEpP OCTATKOB OKCUAA 3TUEHa

KOHKpETHbIE YCNOBUS XpaHeHNs (Hanpumep, HeHaanexauias KoMHaT-
Has TemnepaTypa, BNaXHOCTb, OCBELEHHOCTb), MPUBOASALLNE K OTKA3Y N3-
nenwus

NpepHamepeHHOe coBepLIEHMEe NPECTYNHbIX MaHUNyNsuuii a npouec-
ce U3roTOBNEHNA U3AEeNna B Lenax ero nopun (caboTax) unm B npouecce
ncnonb3oBaHuMa (Monomka), UAU W3roToBneHWe GanbWUBOro u3aenus
(nogpenka), npuBoaswee K HeHagnexatwemy @yHKLMOHUPOBaAHUIO nU3ge-
nus n/vnun okasbiBalollee BpejHOe BO3jelicTBME Ha nevyeHune nayveHTa. K
TakuM MaHUnynsuMam MoxeT 6biTb OTHECEHO BO3JeiCTBME NauneHTa unm
TpeTbero inla Ha peryinpoBoYHble napameTpbl WA PYHKLUOHMPOBaHUE
n3genus NocpeAcTBOM U3MEHEHUS pexuma nevyeHus naymeHTa wam npu-
YMHEHUA Bpeda penytauuu wusgenuin gaHHoro Bupa (cnocoby npowus-
BOACTBA W MOAENWpPOBaHWSA) U/MAN BMewaTenbCTBO W3rOTOBUTENS B
Npou3BOACTBEHHbIV Npouecc, yxyjlwarwlee HafeXHOCTb BblNyCKaeMblx
nspennii

OTCYTCTBME WUN HEJOCTATOYHOCTb 06YUYEHNs UAEHTUDULUPOBAHHOTO
nonb3osartens pabote ¢ u3gennem

HapyweHne npasBun TPAHCMNOPTUPOBAHUS M MOCTABOK MEAWULMHCKNX
u3gennii, npuBoAsuee K HeHagnexawemy QYHKLNOHUPOBAHMIO WK
oTKasy U3aenuni Uanm nx KOMNOHEeHTOB
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OKoHYaHue Tabnuubl 2

Kos
NPUYUHbI HanmeHoBaHue npuynHel HC

HC

930 HeycTBHOB/IEHHbIE NpUYn-
Hbl

940 JkcnnyatayMoHHoe Npuroa-
HOCTb

950 Owwunbka akcnayataymm

960 N3Hoc

* CooTBeTCcTBYET [2J.

Onucaxne npuynHel HC

OTCYTCTBME BEPOSITHbIX UMM YCTAHOBMIEHHbIX MPUYNH. HEN3BECTHbIe
06CTOATENLCTBA, NPUBOASLLME K OTKA3y U3aenuns

HepocTaTtouHas akcniayaTauwoHHas MNPUIO4HOCTb, NpuUBOASLLAN K
oTKasy uM3genusi. JKCnayataunoHHas MPUrOAHOCTbL — 3TO XapakTepuc-
TUKa. onpeAenswouas pe3yn1bTaTUBHOCTb U 3PP EKTUBHOCTb NPUMEHEHUS
13genus, a Takxke o6yuyaemMocCTb 1 YA0B/EeTBOPEHHOCTL onepaTopa

BbINOMHEHNE WM HEBbIMOMIHEHME AEWCTBUS, NPUBOASILLEE K Pe3y/b-
TaTy. OT/IMYHOMY OT NPeAyCMOTPEHHOTO U3TOTOBUTENIEM UM OXUAEMOTO
onepaTtopom, U 06ycnoBnnBalLee 0TKa3 u3genus*

N3MeHeHne wnu  yxyguweHue GYHKUMOHUPOBAHUS MeAULUHCKOTO
n3fenusa us-3a ero ANMTENbHOI 3KcnnyaTauuu, M3HOca MAM KavecTBa
TeKyLlero o6CnyXnBaHns, NPMBOAALLEro K 0TKady usgenus
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MpunoxeHune A
(cnpaBouHoOe)

CucTtema KOA0B A1a onucaHuns HeGI‘IaI’OI’IpVIHTHbIX co6bITUIA

CTpyKTypa CMCTeMbl KOJ0B BK/OUaeT B ce65 NATb BUAOB AaHHbIX, YTO NO3BO/SET COCTABUTb TOUHbIA M NOAPOGHbI I
0TYET 0 HE6NaronPUATHBIX COGbLITUAX, NPON30LLEALNX CMeAN MUHCKUMU N3AENUAMU, N 0GNErYnTb 06MEH JaHHbIMU MEXAY
perynupyowmumMmu opraHaMmm Ha MexayHapoAHoOM ypoBHe. [inA NpaBuibHO naeHTUdUKaLNM n3genmns u Bbi6opa 0HOro
VNN HECKOTbKMX KO0B BUAOB VM MPUYMNH HEGNATONPUATHBIX COGLITUIA HEOGXOAMMO UMETb KOHKPETHYH MHOpMaLMto 0 Npo-
nsoweWnx He6NaronpuATHbIX CO6bITUAX. MATb BUAOB HEO6XOAUMbBIX AaHHbIX NpejcTaBneHbl B Tabnuue A.1.

Ta6nuuya Al - WHdopmauus, Heobxoaumas ANa NpaBuUnbHON MAeHTUMUKALUN HEGNAroNPUATHbLIX COGbLITUIA, Npoun-
30WeAWnX C n3genvem

. Kop alifa Ko npuuunHbl Kog nayveHTtal'nonbsoaatens”
Ko HoMelturaTypbl
Bupa uspenns He6naronpuATHOroO He6naronpuATHOroO TpeTbero nuua
usgenns
cobblITUS co6bITuA

(AononHUTENbHO)
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MpunoxeHne B
(cnpaBo4yHOe)

MpumMepbl KOANPOBAHUS

B.1 Mpumep 1

Cob6biTue 1. WU3genne npepgHa3HayeHo ANa apTponnacTuku tasobegpeHHoro cyctasa. [iBa Heb6naronpusaTHbIX
CO6bITUS NPOM3OLLIN N3-3a TOFO, YTO NONUITUNEHOBbLIA BKNaAblW He MOr 6bITb BBefEH B rNy6b auetabynsapHolii metannu-
4yeckoil yalwun. B o6oux cnyyasx B pesynbrtarte MCNONb30BaIN Kepamuyeckuii BKnagbiL.

Kopg Bupga HC: 180 HecoBMecTMMOCTb

B pesynbTaTe uccnefoBaHuUsi, NPenpuUHATOro u3rotoeutenem, 6bina o6HapyxeHa owunbka Npu U3roTOBAEHUN
(Hecob6nwaeHNe TOYHbIX pa3mepos).

Kog npuuunHel HC: 740 N3rotoBneHune

B.2 Mpumep 2

Co6biTue 2. TMpu NnpoBejeHNN XUpypruyeckoit npoueaypbl oTkasan annapat VBJ/1. n naymeHTa 40/KHbI 6bln pea-
HUMUPOBATL BPYUHY0. SNeKTponuTaHne He 6bi/10 HAPYLWEHO, HO KNaLMeHTY He NOCTynanu AblxaTe lbHble rasbl OT annapa-
Ta NB/1. TpesoxHaa curHanusauus annapara VIBJ/1 He cpa6oTtana. Mpu 3anycke annapat UBJ1 6611 npoBepeH, N ownboK He
6b1N10 BbIABNEHO.

Koa Buga HC: 220 OTka3 MexaHW4eCKOro KOMNoHeHTa
MN3roToBMTENb yCTAHOBWJ/I, YTO NPUYMNHOI OTKa3a cTano nepuognyeckoe HecpabaTbiBaHue perne.
Kog npnunHel HC. 610 9nekTpuyeckas uenb

B.3 Mpumep 3
Co6biTe 3. CTONNpU NpoBefeHUN NpoLeAypbl NaueHTy BHe3anHo 6b6ICTPO NPUHAN NONTI0XeHWe TpeHaeneHobypra.

KoaBnpga HC: 220 OTka3 MeEXaHMYECKOro KOMMOHEHTa

M3roToBUTEb YCTAHOBU/, YTO CTPYHA NOCTENEHHO NepeTepna rngpasnnyeckyto Tpy6Ky, koTopas B pesynbTate 3T0-
ro Havyana npoTekaTb. CTON He MojBepraan NJaHoBOMY 06CYXNBAHWIO.

Kopg npuunuel HC. 730 O6cnyxuBaHue nsgenus. 960 M3Hoc. 850 ObecneyeHne KayecTBa ByypexgeHnn 34paBoox-
paHeHus

B.4 Mpumep 4
Cob6biTue 4. BHewHunin gepmbpunnatop He o6ecneunn aneKTpoLloKa.

Koasupga HC: 300 ®yHKUMOHMPOBaHMWE, HE COOTBETCTBYOLLEe Ha3HAYEHUNI0
MN3roToBMTENb YCTAHOBUN HEUCMPABHOCTb 3/1IEKTPUYECKO Lienu.
Koa npnunHel HC: 610 9nekTpuyeckas Lenb

B.5 Mpumep 5
Co6biTe 5. KapAmnonornyecknii MOHMTOP HEBEPHO MOKa3blBAET YaCTOTY CEP/AeUHbIX COKPaLLeHWii.

Kop Bupga HC: 130 BbiBoA/CUMTbIBAHWE AAaHHbIX
MN3rotoBnTenb 06HapyXun owmnbKy B NporpaMMHOM o6ecneyeHun.

Kop npuunHel HC: 870 MporpammHoe o6ecneveHune

10
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Bubnuorpadus

KoHTponb 1 HabnwgeHne 3a MeAULUHCKUMU M3AennsMu nocne ux npogaxu. Mpepgno-
XKEHUS MO COCTaB/EHWNI0 OT4YeTa 06 OWMGKax IKchayatauum MefULMHCKUX W34enuii ux
M3roTOBMTENEM UMM NOSIHOMOYHbLIM NpejcTaBuTeNeM U3roToBUTENs

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

N3penns meguunHckme anektpuyeckne Yactb 1-6. O6ume Tpe6oBaHMa 6e30nacHOCTU.
[0NoNHUTENbHbIV CTaHAapT. JKCNyaTalMoHHas NPpUroaHoCcTb

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

1
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