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BBeaeHue

CTpyKTypa KO4OB HEONaronpuATHbIX COBLITMI, YCTAHOBMEHHAA B HACTOSILLEM CTaHaapTte, npegycMa-
TPUBAET, YTO UCTOMHUKOM COOBLLIEHUA O HEONAroNnPUATHLIX COBLITUAX B OTHOLLEHUW MEAMLMHCKOTO U3AEnus
MOXET ObITb NOMb30BaTeNb MO0 M3rOTOBUTENL AAHHOTO U3AENUS. B TaKOM KOHTEKCTE NONbL30BaTENAMU MOTYT
ObITb KaK NOCTaBLUMKM MEAULIMHCKUX YCMYT, TaK U NpeacTaBuTenu oOLIecTBEHHOCTM. HacTodawumn craHaapt
YyCTaHaBNMBAET CTPYKTYPY, C NOMOLLBLIO KOTOPOR TUN HEGNAronpUATHOTO CODBLITUA MOXET ObITb UCMOMbL30BAH
ansa coopa nHdopMayum 0 MeaULMHCKOM U3AEennumn B Npouecce HabnioaeHns B MOCNEnpoaaXkHon cragun. UH-
dopmauuent, NoONy4eHHON C NOMOLLBIO AaHHOW CTPYKTYPbIl, MOXKHO NErko 0OMEHUBATLCS HA MEXAYHAPOAHOM
YPOBHE, NCMONb3ys ANS 3TOro 00LENPUHATBLIE KOAbI.

Hacroawmin ctangapt MOXET OblTb NPUMEHEH NOMb30BaTENsiIMU, U3FOTOBUTENSAMU U PEryNUPYIOLLUMUN
opraHamu cneayoLwmmMm cnocobamu:

- NONb30BaTENM ANS ONUCAaHUA HEGNAronNPUATHOTO COOLITUS MOTYT COOOLLATEL U3TOTOBUTESIO UMK pery-
NMPYIOLLEMY OPraHy HOMEp Koaa, 4Yto OyAeT 0AUHAKOBO NOHATHO 06EUM CTOPOHAaM;

- U3rOTOBUTENM U PErynpyloLLIMe opraHbl MOTYT fIerk0 pacno3HaBaTb YHUBEPCAmbHbIE ANS MOHUMAHUSA
KOAbl BUAOB HEGNAronpUATHbIX COObITUN;

- KaK nomnb30BaTenu, Tak U M3roTOBUTENMU MOTYT MPUMEHSTb 9TU KOAbl KaK YacTb CUCTEMbl HabnoaeHus
3a MEAULMHCKUM U3AENMeM UM OTYETHOCTU.
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HAUMOHANBbHBIA CTAHOLAPT POCCUUCKOWN SEQEPALUMN

M3[ENNA MEOULIMHCKUE
Wepapxuyeckas CTPyKTypa KOAOB HEGNaronpUATHbIX COOLITUN
YacTtb 1
Koakl TUNOB COObITUIA

Medical devices. Hierarchical coding structure for adverse events. Part 1. Event-type codes

Dara BBegeHus — 2016—07—01

1 ObnacTb NpUMeHeHUs1

Hacrosiumi ctaHaapT yctaHaenueaer TpeGoBaHNs K nepapXxmMyeckoii CTPYKType koaoB HeGnaronpusr-
HbIX COObITWII, CBAI3AHHBIX C MEJULIMHCKUM U3LENNEM.

Koabl npeaHasHaqeHbl 4ns NPUMEHEHUS NONb30BaTENsIMU MEAULIMHCKUX U3AENUIA, U3TOTOBUTENSIMU, pe-
rYSMPYIOLWMMI OpraHamu, MEAULMHCKUMU YYPEXKIEHUAMMU U JPYruMuU opraHusaumsammn. Koabl MOryT GbiTb uc-
Morib30BaHbl AMs KOAMPOBAHMA COOLITUIA, HE UMEIOLLMX OTHOLUEHMSA K CMEPTU UMK CEPbE3HLIM TPAaBMaM, UIn
K HEMCMPABHOCTAM, KOTOPbLIE MOTYT NPUBECTU K CMEPTU UK CEPLE3HbIM TPaBMaM.

HacTosiuui cTaHgapT He NpeaHasHayeH Ans NPUHATUS PELLEHUS, MOANEXUT FIM MHUMAEHT OTYETHOCTM
UMW HET.

2 TepmuHbI U onpeaeneHns

B HacTosiLlem CTaHaapTe NpUMeHeHbl CrieytoLliMe TEPMUHbLI C COOTBETCTBYIOLLIMMU ONpeaeneHUsIMU:

2.1 HeGnaronpusiTHoe cobbiTne (adverse event): CobbiTue, CBA3AHHOE C MEAULIMHCKUM U3AENUEM,
KOTOpOE NPUBENO K CMEPTU UK CEPbE3HbIM TPABMaM NauMeHTa, NONb3OBATENS UNKU APYTUX NL, UK KOTOPOE
MOXET NPUBECTU K CMEPTU UNW CEPLE3HBIM TPAaBMaM NauueHTa, Nonb3oBaTens unu Apyrux nuy, ecnu cobbl-
TWE NOBTOPAETCA.

MpumevyaHune 1— 3To onpedeneHne cooTBeTcTBYET NpuBegeHHoMy B GHTF/SG2/N54/ R8:2006 [7].

MpuMevyaHUe 2— 3To ONpeLeneHne BKIIOYAET B ceBst HEUCMPABHOCTY UMK NOBPEXACHNA U3AENNUS, KOTOpble
B0 CYX MOp He CTanu NpUYUHON CMePTU WU CEPBE3HOII TPaBMbI, HO KOTOPLIE MOTYT MPUBECTU K CMEPTU UAW Cepbe3HbIM
TpaBmaMm.

2.2 cepbe3Han TpaBMma (serious injury): CepbesHoe yxyAlLLleHue COCTOSHMS 340POBbS, ABNSIOLIEECs
UK OMacHO ANs >U3HW GONE3HbI0 UMK NOBPEXIEHUEM, UMK NMOCTOSIHHOE HapyLUeHne yHKUUIA opraHusma,
UNu NOBPEXAEHWE CTPOEHUS Tena, U COCTOAHME, TpelyioLLee TepaneBTUYECKOro U XMpypruveckoro BMe-
wiarenscrea Ang npeaorspalleHUsi NOCTOAHHOMO yXyALeHns PyHKUUIA OpraHn3ma unm noBpexaeHusa cTpoe-
HUA Tena.

MpuMmeyvaHue 1— TepPMUH «MOCTOSIHHOE» O3HAYaET HeoBpaTUMoe HapyLLIeHWe UMK NOBPEXAEHUE CTPOEHNS
Tena unu PYHKLMK, 3a UCKITIOYEHNEM He3HaA|UTENbHBIX HapyLUEHUI WU MOBPEXAEHM.

MpuMmeyvyaHune 2— 310 onpeaeneHne cCOOTBETCTBYET NpuBegeHHoMy B GHTF/SG2/N21/ R8:1999 [5].

2.3 npeaycMmorpeHHoe npumMmeHeHue (intended use) /mpeaycmoTpeHHoe HasHaveHue (intended
purpose): Lienesoe HamepeHue n3roToBUTENSA NO UCNONb30BaHUIO NPOAYKTa B COOTBETCTBMM CO cneuuduka-
LUUAMM, UHCTPYKLUUAMU UNKU MHpOpMaLMen, NpeaocTaBneHHOW U3roTOBUTENEM.

MpuMevyaHune — OTo onpeaeneHue cooTBETCTBYET NpuBegeHHoMy B GHTF/SG1/N41/R9:2005 [4].

M3pgaHue ocpuymanbHoe



FOCT P 55746—2015

3 Tpeb6oBaHuAa K koay TMNa HeGNaronpUATHOro cobbITUS

Koa tuna HebnaronpuaTHOro cobbITUA xapakTepusyeT Habniopaemoe npumeHeHue/HenpasunbHoOe
YHKLUMOHMPOBaAHWE/OTKA3 MEAULMHCKOTO U3AENUA B MOMEHT, KOraa AaHHoe cobbitue npousowuno. Kog aon-
»KeH BObITb YETbIPEX3HAYHBLIM LUDPOBLIM KOAOM, BbIOMpaeMbiM U3 Tabnuubl 1.

MpuMmedaHune 1— PekoMeHLYETCA UCMONL30BATL €4MHLINA kof, Hauboriee TOMHO onNUCkIBaloLLMIA HeBnaronpu-
ATHOE cobbiTMe. TeM He MeHee, UHOTAa MOXET BO3HUKHYTL HEOOXOAUMOCTE UCTIONB30BaHUS HECKOMNBKUX KOZOB MOSTHOMO
onvcaHus HeBnaronpuaTHOro cobbITUSA.

MpumeyaHue 2 — Kog Tuna HebnaronpuaTHOro cobbiTUs MOXET ObITb NofneseH Npu OnNUcaHMKM OnacHoOCTU
npeacTaBneHHbIX HebnaronpuaTHLIX coBbITMA. OH MOXET Taloke ObiTb MOMesHbIM B «MOJb30BATENbLCKOA cUCTEME OMO-
BelleHusi». Bonee nonHyto xapakTepucTUKy HebnaronpuATHOro cobbITUS MOXKHO MOMY4YMTb, COMETAA KOf TUMa C KOZOM
oLieHMBaHUs HeBnaronpuaTHoro cobbitua (MCO/TC 19218-2).

MpumMmedvaHune 3 — Kogbl TUNOB HeBNaronpUATHLIX cOBLITUIA BbIGpaHb! A4S ONUCAHNA HeBNaronpPUSITHLIX CO-
BLITUIA B MOMEHT COBLITUS, M OTPaXaloT camble COBPEMEHHbIE OUEHKU HeBnaronpusaTHbIX COBLITUA N MOTYT yuUTHIBaTb
nioByto AONOMHUTENBHYIO U U3YYEHHY0 MHCDOPMALMIO MeXaY HacTynneHneM cobbITUS U NPefoCTaBNEHNEM OTUETa.

4 Kogbl TMNOB HEONAronpusiTHbIX COOLITUN

Koabl TMNOB HeBnaronpuaTHbIX COBLITUI NpUBEAEHbI B Tabnuue 1.



Tabnuya 1— Kogbl TUNOB HeGRaronpuATHLIX cobbITUIA

Bauueli M3fenus, KOMMOHEHTOB
W3AEenus unu Toro U Apyroro B
cucteMe

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. MpuMep(ol)
Kon TepMuH Onpepgenexue Koa TepmuH OnpeaeneHue
1000 AkTuBaLus, Mpobnema, cBA3aHHas c oOT- 1001 TpyaHOCTH MpobnemMa, cBA3zaHHasd ¢ Uc- Mpu 3aMeHe anekTpoga Kap-
YCTaHOBKa UMK | KITOHEHWEM OT AOKYMEHTUPOBaH- B yCTaHOBKe MbITEIBAEMBIMI NOMNb30BaTENAMU | AUOCTUMYNSATOpPa JIEBOro  XKeny-
pasbefuHeHne | HbIX 3KCMMyaTaLUOHHbIX XapaKTe- TPYAHOCTAMW UMW HeyAobCTBOM | Ao4YKa Bpav MWCMbIThiBaN TPYA-
PUCTMK M3Jenus n KacarLljasaca Mo YCTAHOBKE W3fenus, KOMMO- | HOCTU C €ro W3BfieYeHUeM U3-3a
nocrnefoBaTensHOCTW  COBbITUIA HEHTOB W3Jenus UNu Toro n Apy- | uarmba apTepunm KOPOHapHOro
ANA aKkTUBaUMU UMK YCTaHOBKM roro B ykasaHHOe MecTo CUHyca, MOSTOMY NpULLNOCL yAa-
U3gennsa U ogHoro U3 ero Kom- TNATb SNEKTPOo W YCTaHOBUTL APY-
MOHEHTOB B KOHKPETHOM MeCTo- rom
MOMOXEHNH.
MpumevyaHne — «Pas-
BepTbiBaHNe» SBMNAETCH CUHOHU-
MOM «aKTuBaLuu»
1002 OTkas aKkTu- Mpobnema, ceBsf3aHHasA C He- YaaneHHbI# MOHUTOP CUCTEMBI
BaLuu CNOCOBHOCTLIO U3AENUA UNU KOM- | MOHUTOPUHIa NauyueHTa He nony-
MOHEHTOB U3AENUA K aKTUBaLum YaeT INEeKTPONUTaHUsA, NOTOMY
YTO CETEBON LWHYP HEUCNpPaBeH.
Hedpubpunnsatop He B cocTos-
HWUWN BBINOSIHUTL pPa3psaAa, NOCKOMb-
Ky aneKkTpuyeckoe coefiuHeHne
mexay kabenem ycTpoiictsa u ero
MITOCKMM 3NEKTPOAOM BbINo Heuc-
npaBHO
1003 OTKas npu [MpobnemMa, cBA3aHHasA C Bbl- OTkas OfHOHanpaeneHHoro
pasbefuMHEeHUN | XOLOM W3 CTPOSA M3LENUA UK OA- | KNanaHa B YCTPoiicTBe aHecTe3nun
HOr0 M3 ero KOMMOHEHTOB MPW OT- | MO3BOMAN YrNEKUCIIOMY ra3y u3
COSAVNHEHNU NN pasbeAnHeHuy, | TPyOKM BO3BpaTHOro AblXxaHUs no-
Kak npegnonaranocs nagatb B KOHTYpP Boxa
1004 Mpexae- MpobneMa, cBA3aHHasA ¢ npe- Koraa WHTpaopanbHbli peHT-
BpPEMeHHas XOAEBPEeMEeHHON W HeoXuAaHHOW | reHOBCKUIA annapaT BKoYancs,
aKTMBaums aKTWBauUMel nsgenus, KOMNOHeH- | OH CAMOCTOATENbLHO reHepupoBan
TOB W3AEnus Uim Toro 1 ApYroro | 3KCrosuumio
B cUCTeMe
1005 3agepxka Mpobnema, cBfA3aHHasa c 3a- Mocne 3afepXKn B HECKOMNbKO
aKkTMBaumu OEPXKOW M HeoXupaHHOW akTu- | cekyHd pnedubpunnsatop cpabo-
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+ [IpodomxeHue mabnuupi 1

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2.

Koa TepmuH OnpepeneHue Kog TepMmuH OnpeaeneHve Mpumep(s))

1100 Annapart- Mpobnema, ceA3aHHas ¢ anna- 1101 Mpobnema Mpobnema, cBA3aHHas ¢ anna- Okennyataunsa  peHTreHOCKo-
Hble cpeAcTBa | paTHeIMU cpefcTBamy, KoTopble annapaTtHbIX paTHEIMU cpefcTBaMu, KOTOpble | MUKW PEHTTEHOBCKOW  CUCTeMbI
KoMMbtoTepa BMUAIOT Ha 3KCMfyaTaLuoHHbIe CpefCcTB KoM- BIUSAIOT Ha SKCniyaTauyuoHHbIe | ocTaHOBMMach M3-3a OTKasa XecT-

XapakTepUCTUKW  uU3fenua  umm nbtoTepa XapaKTepUCTMKN usgenus KOro gucka
CBSA3b C PYrUM U3Aernnem
1102 Mpobnema Mpobnema, cBA3aHHasA c OT- OaHHble nyueBoW  Tepanuu
cetu KMOHEHUSIMU OT [OKyMEHTUpO- | Bbinu nepefaHbl Yepes GoNbHUY-
BaHHOW cneLuduUKkaLum cucTeMbl, | Hyl0 MHGOPMaLUOHHYIO ceTb 06-
KoTopasi BNUsieT Ha oblyme aKc- | wero nonb3oBaHus. [pousowna
nryataluoHHbIe XapaKkTepUCTUKN | 3afiepXKa B nepefaye AaHHbIX 3a
CUCTEMbI UIK 3KCMNyaTaLUOHHbIE | CYET KOHIMKTa nporpamMMHOro
XapaKTepUCTUKM OTAEenbHbIX U3- | obecneyeHusi annaparta JyveBoiA
Aenuid, unu Habop usaenuii, noa- | Tepanuu ¢ ApyruMu NPUNOXKEHUs-
KIMHOUEHHBIX K STOW cucTeMe MU Ha ceTeBLIX pecypcax

1200 Komnbto- Mpobnema, cBA3aHHasA ¢ Hanu- 1201 Mpobnema Mpobnema, cBA3aHHasa ¢ Tpe- Bo Bpemsi paboThl ¢ npunoxe-
TepHoe npo- CaHHbIMW MporpaMMamu, Kogamu npuknagHoi 6oBaHMeM AnNs nporpaMmHOro | HUAMK 6asbl AaHHbLIX NauUeHToB
rpaMMHoe UM NporpaMMHOIA CUCTEMOW, Ko- nporpammei obecneveHNs BLINOMHATL CBOMW | Npou3owen oTkas KoMnbloTepa W
obecneveHne | Topas BMUSET Ha SKCMnyaTauuoH- dyHKUUM B TerdeHne npegnonara- | AaHHble He GbINu coxpaHeHb!

Hble XapaKTepUCTUKU UMK CBSA3b C €MOro cpoka UCNonb3oBaHUSA UNn
APYrUM nagenvem NPUMEHEHUN
1202 Mpobrnema Mpobnema, cesf3aHHas ¢ Ha- Meacectpa 3anporpammupo-
nporpaMmupo- | NMcaHHbIM NPOrPaMMHBIM KOAOM | Bana WHAY3UOHHLIW Hacoc ¢ A0-
BaHWA WNU NpUKNagHLIM NporpaMMHbBIM | 30i4, koTopas Gbina 3a Nnpeaenamu
obecnedeHnem, MCNonb3yemblM | AONYCTUMON ANSA 3TOro nekap-
AN yAOBNETBOPEHUSA YCTaHOB- | CTBa, B pe3ynsrarte Yero nporpam-
neHHoW noTpebHoCTU unKu uenu | Ma He cMmorfia onpeaenuTb Ypo-
PYHKUUOHMPOBAHUA M3AENUsa, B | BeHb A03bl, @ NaUUEHT NONy4un
TOM 4uUCne HEKOppeKTHOoe Npo- | Nnepeao3upoBKy npenapata
rpamMmHoe obecneveHune, pAo03a,
napaMeTpbl U pacHeT MOLLHOCTHU

1300 Moakntoqe- Mpobnema, cBsA3aHHas c co- 1301 Mpobnema Mpobnema, cBsAsaHHas ¢ yBA3- LWnpuuesolt Hacoc He cMor
HWe unu NpsKeHWeM Usgenuii, KoMNoHeH- NoAKIOYEHUS | KOW M3aenuid, KOMMOHEHTOB W3- | BMECTUTb B cebA crneunanbHbli
ycTaHoBKa TOB U3genuii unu yHKUMOHanb- Jenuii - unn  PYHKUMOHaNbHLIX | LUNpuy,

HblX OnokoB, co3fgaHHbIX AnA 6nokoB, cosflaHHbIX ANA Npefo-
npefocTaBneHns cpeacTs  AnA CTaBNeHUs cpeacTs Ansa nepe-
nepefaqn XuaKoCTW, rasa, anek- ZAauun XuUAKOCTH, rasa, anekTpude-
TpuyecTBa UnW JaHHbIX CTBa UMW faHHbIX

G102—9¥.5S d 1001



lTpodomxeHue mabnuubi 1

YpoBeHb 1.
Koa

YposeHb 1.
TepMUH

YpoBeHb 1.
OnpegeneHue

YpoBeHb 2.
Koa

YpoBeHb 2.
TepmuH

YpoBeHb 2.
OnpeaeneHue

Mpumep(bl)

1302

OTKntove-
Hue

Mpo6Gnema, cBsA3aHHas C CO-
€L VHEHHBIMU U3AENNSIMU, KOMMO-
HEHTaMMW U3 ENVUs UK TEM U py-
MM, U Hamnu4nem AOCTaTOMHOro
OTKPBITOTO MpoCTpaHcTBa  (Mpu
OTKJTHOUEHUN), YTOOLI NpefoTBpa-
TUTb NPOTEKaHWe rasa, XUAKOCTH
UINW SMEKTPUYECKOro ToKa MexXay
pasbeMamu

[Ba KOMMNOHEHTa AblXaTenbHOM
Lenu Obinmn OTKIOYEHbI

1303

OTkas oT-
KrntoveHus

Mpo6rnema, cBsisaHHasi ¢ Co-
€[VHEHHBIMU  U3LENUSMK, KOM-
NOHeHTaMU U3genuii unu TeM U
APYrMM, cocToslasi B TOM, YTO
npekpalleHne nepegaqn XUgKo-
CTU, rasa, SMeKTPOSHEPrUU WIU
WHOpMaLMM He MOXeT ObiTb
OCylLlecTBNEHO 6e3 HapylueHus
CBA3W KOMMOHEHTOB WU OTKIHO-
YeHUs MPKU HeoBXogMMOCTH

Bo BpeMs MoBTOpHOrO BMella-
TenbCcTBa Npu U3BMEYEHUN 3MNeKT-
poda KapAuoCTUMyNsTopa Bpay
He cMor ocnabuTb BUHT, CoefjuHsI-
FOLMIA SNEeKTPOAbl KapguocTUmy-
naTopa. 9To NpPUBENO K TOMY, YTO
oba anekTpoga KapAauocTUMyns-
Topa NPULLIIOCE 3aMEHUTb

1304

Mpobnema
YCTaHOBKM

Mpo6nema, ceBsisaHHas ¢ noA-
KMHOYeHNEM U3fennii, KOMMOHEeH-
TOB M3ZeNuii nnu Toro u Apyroro,
cocTosilllas B TOM, YTO KaHanbl
KOMMYTaLMOHHLIX CUCTEM U ApY-
TMX  (PyHKUMOHamMbHLIX GroKoB,
cosfaHHble 41 NPeAocTaBneHmns
CPEACTB Ans nepedaqn XWULKo-
CTW, rasa, onekTpudecTBa UMM
WHGOpMaLK, He COOTBETCTBYIOT
UNK1 nogxoaaT

LLinpuyeBoid Hacoc He cMmor
BMeCTUTb B cebsa chneumanbHbli
Lnpuy,.

MHMY3MOHHBIA  Hacoc  6bin
npefHasHadYeH ANd WUCMonb3oBa-
HWUA CTaH4apTHbIX TPYOOK U B HeM
HEBO3MOXHO UCMonb3oBaTh Tpy6-
Ku ApYyroro narotosutens

1305

Henapex-
HOoe Wnn npe-
priBatoLleecs
noaKItoveHmne

I"Ipo6neMa, CBA3aHHadA C HeHa-
A€XHbIM UMW nNpepbiBaroWLMMCcA
NOAKmMOYEeHneM  u3genuii  unu
KOMMOHEHTOB U3genunii

PeHTreHockonua peHTreHoB-
CKOro annapata He BOCNPOU3BO-
AWT 3KCNo3nuuMk us-3a nnoxoro
coeguHeHunA Ka6EJ'IF|, KOTOpO€ Bbl-
3Bano npepbiBaHne nogKno4YeHns

1306

Henpa-
BUINbHOE Noj-
KntoYeHune

Mpo6nema, cBsidaHHas C He-
npaBUSIbHBIM MOLKITHOYEHNEM
W3genuit UM KOMMNOHEHTOB U3ge-
MU UNK ¢ NOZKITUEHNEM, HE CO-
OTBETCTBYHOLMM chelndrKaLmum
nagenus

Tpybka Ang aHTepanbHOro nu-
TaHWA nauveHTta 6bina nepude-
puiiHO cBs3aHa ¢ Tpybkoi ana
BHYTPWBEHHOIO BBEAEHUS
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O [IpodonxeHue mabnuysi 1

aAeneHnem ANEeKTPOo3Hepruu
Mexay AByMA Tenamu, paHee
SNEeKTPUYECKU 3apsXXeHHbIMN

(Hanpumep, 3NeKTPOCTaTUHECKNX
pa3psgos)

YposeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. Mpnviep(ol)
Koa TepmuH OnpepaeneHune Kop TepmuH OnpegeneHune
1400 OnekTpuye- Mpobnema, cBsizaHHas ¢ OT- 1401 WckpeHue Mpobnema, cBA3aHHasA C aMekT- B Touke coefuHeHWs LWHypa
CTBO/ANEKTPO- | Ka3oM SMeKTPUYECKOR UK anekT- puU4ecKUM  TOKOM, TMpOTeKalo- | MUTaHUA U camoro Usgenusi npo-
HUKa POHHOW CXeMbl UMM KOMMNOHEHTOB MM Yepes 3a30p MexAy ABYMs [ M30LINO nckpeHue
usgenusa NPOBOAALLMMU  NOBEPXHOCTAMM,
06bluHO NpuUBOASLLAs K BUAUMBIM
BCMbILLKAM CBETa
1402 OTKkas uenu Mpo6nema, cBsi3aHHas C OTKa- N3-3a owmnbkn nnatbl B nepdy-
30M BHYTPEHHUX CeTeBbIX MyTEW [ 3MOHHOM Hacoce He yaanocb Ao-
U SMeKTpUYEeckol cxembl (T.e. | cTUYb HeobxogumoW Temnepary-
3MEKTPUYECKUX  KOMMNOHEHTOB, | pbl NpW onepauun Ha cepaue
neYaTHbIX NNaT, NPOBOAKU)
1403 Mpobnema Mpobnema,  cBfsaHHaa ¢ Hatuuk ananusatopa 0oTxoAo0B
YyBCTBUTENb- | (PYHKUMAMU WU3RENUN, KOTOpble | HE CMOr CUrHanusmposaTb O Ha-
HOro 3nemMeH- | npegHasHadyeHbl ANA OTBETa Ha | MOSIHEHUM OTXOAO0B, B pesynbraTe
Ta dusnyeckne pasgpaxutenu (TeM- | Yero KoHTelHep ¢ oTxogamu Gbin
nepatypa, 0CBELLeHHOCTb, ABUXe- | NepenonHeH
HWe, cepAeyHblii pUTM), HO He ne-
penatoT nofyyYeHHbId curHan Ans
UHTEpnpeTaLun nn n3MepeHns
1404 Mpobnema Mpobnema, cBsA3aHHad co AKKyMynsaTopy  Kpecna-kons-
UCTOYHUKA BCTPOEHHLIM WUCTOYHUKOM 3Hep- | CKW He XBaTWUNO HaKOMNMEeHHON
nuTaHus rmMu usgenusa (Hanpumep, 6ata- | aHeprMWM ANA NUTaAHUA Kpecna, B
peamu, TpaHcopMmaTopamu, | COOTBETCTBUU C 3asBNEHHON Npo-
TONNUBHBLIMA  3NEMEHTAMU  UNU | AOMKUTENLHOCTBIO BPEMEHU pa-
APYIMMU  UCTOYHUKAMKU MOLLHO- | 6OTbI, yKasaHHOW Ha MapKUpoBKe
cTH) Kpecna
1405 Uckpa Mpobnema, cBsA3aHHaA ¢ Bbl- M3-3a  aneKTpoCTaTUYECKOro

paspsga Mexay MeacecTpoi, Ko-
Topas Hocuna obyBb 63 pesunHo-
BOW NoAowBsbl, U annapaToMm Mc-
KYCCTBEHHOW BEHTUNALMW NErkux
3KpaH yCTpoicTBa NOTEMHEN
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lpodonxerue mabnuypi 1

ABWXeHWeM OT LeHTpa Unn cme-
LLieHneM OoT NCTOMHUKa

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. n
Koa TepmuH OnpepeneHune Kog TepMmuH Onpeaenexune pumep(s)
1500 BHellHne Mpobnema, cBsA3aHHaA ¢ 1501 Okpy>xato- MpobneMa, cBA3aHHaa ¢ Men- KOMMNOHeHT cucTembl Hacoca
yCcroBus OKpyXatoLmmu  YCrioBMAMK, B Wue yacTuLpl KAMW TBEPABIMU WIW XUAKUMW | BbIAENSET MacnsaHbliA TyMaH
KoTopbIX u3genve byget ucnons- YacTuuamu, TakMMU KakK Mbinb,
30BaTbCA UM XPaHUTLCS, Hanpu- AbIM, rasbl U TyMaH, B3BELLEH-
Mep, C TeMmnepaTypou, LUYMOM, HbIX HEMOCPEACTBEHHO B armo-
OCBELLEHHOCTLIO, BEHTUNALMERA 1 cchepe, B KOTOPOW Ucnomnb3yeTcs
anekTponuTaHueM usgenue
1502 lasbl unu Mpobnema, ceBsAsaHHasA C BM- B cBA3Kn ¢ HefoCTaTOuHOM BEH-
napsl AUMOCTBIO, 3aMaxoM UMK TOKCUY- | TUNALUUERA U KaK CrieAcTBUEe aHo-
HOCTbIO OKpYXXaloLero napa Wnu | ManbHO BbICOKOW KOHLIEHTpaLuuu
rasa, KOTopblii BNUSieT Ha paboTy | yrmekucnoro rasa B MOMELLEHUH,
nsgenua aHarnusartop in vitro, KOTOpbIA nUC-
nonb3oBanca AnAa  U3MepeHus
YPOBHS YITIEKUCIIOrO rasa B KpOBM,
nokasan olMBoYHbI pe3ynsraTt
1503 Henoa- Mpobnema, cesf3aHHasA ¢ He- B pe3ynbrate XpaHeHWs1 nofb-
xoasalee yAOBNETBOPUTENIbHLIM WNMM  He- | 3oBaTeneM TecT-NMOMocoK B Mo-
XpaHeHue Hagnexawum XxpaHeHWuem usfge- | NU3TUNEeHOBOM nNakeTe, a He B
nusa OpUrMHanbHON ynakoBke, UHAMWKa-
TOpP YPOBHSA [MIOKO3bl BblAan OLWK-
6GouHble NoKa3aHusl, B pesynerarte
Yero 6bina NPUMEHeHa HeHyXHas
Tepanua
1504 MoTep4a Mpobnema, cBA3aHHanA ¢ Heao- MauuneHTa TpaHcnopTUpoBanu
MOLLIHOCTH CTaTOMHOCTBIO MepBUYHOW MoW- | Ha BepToneTe. Annapat 6annoH-
HocTu, oBecnevnBaemMoil o6bek- | HOW KOHTPNyNbcauun He yaanocb
TOM (HarnpuMep, SNeKTPUYEcKon, | NOAKMNIOHUTL K UHBEPTOPHOMY YCU-
JaBneHuns rasa, XuLKocTu) NWTento, YTO MpWBENO K notepe
MOLLIHOCTY annapara
1600 OTkas Murpayum, HeucnpasHOCTb 1601 Murpauus Mpobnema, cBsizaHHasi C He- Mocne 3aBepLUEHUA CTEHTUPO-
UMMNaHTUpye- | UM oTKas MMMMaHTUPOBaHHOIo n3genus unu XKenaTeNbHbelM - ABMXEHWEM W3- | BaHWA He yAanocb Onpeaenuthb,
MbIX U3genui usgenvs (akTUBHOTO WNW Heak- KOMMOHEHTOB Jenns, KOMMOHEHTOB M3AENus | YTO CTEHT MUrpupoBan W MOsHo-
TUBHOrO) nsgenus WNW TOFO W APYroro, Bbl3BaHHas | CTbK HE MOKPLIBAET MOPaXKEHHYHO

obnactb
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YposeHb 1. YpoBeHb 1. YposeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. Mpumep(vi)
Kop TepmuH OnpeaeneHue Koa TepMuH OnpeaeneHue
1602 Mpobnema, Mpobnema, ob6ycnoeneHHas N3-3a ocnabneHus cBA3n Mex-
cBA3aHHaaA ¢ B3aMMOCBA3bI0 MEXAY KOCTbIO M | Ay umnnaHTatoM 6egpa u 6egpeH-
paspylweHWem | MMNNaHTMPOBaHHLIM M3genuem HOM KOCTU MauUeHT xarnyeTca Ha
KOCTH NocTosAHHYto 6onb
1700 HecoBme- Mpobnema, cBsi3aHHasA C W3- 1701 HecoBme- [Mpobnema, cBA3aHHas C He- Korpa B nanate HeoHaTanb-
CTUMOCTb Lenvem, He COBMeCTUMbIM C fpy- CTUMOCTb KOM- | COOTBETCTBMEM MOOOro U3genus, | Ho MHTEHCMBHOM Tepanuu naMna
rMMU U30eNUAMU, KOMNOHEHTaMU MOHEHTOB UMK | KOMMOHEHTOB M3AENUs MNu Toro | annaparta ¢oToTepanuu nepero-
usgenus, nayueHTom unu cy6- akceccyapos W Apyroro, Npu TOM, YTO OHO 3KC- | pena, MeAcecTpa 3aMeHuna ee
CTaHUMel (nekapcTBa, XWAKOCTH nnyaTMpyeTca B OAHUX U TeX e | mammno4vkoil, KoTopad He OTBeda-
opraHusMa U T. 4.), KoTopble OHO YCrnoBUSAX MPUMEHEHMA, YTO Be- | eT cneyudpmkaumm M3arotoBuTeENs.
COLEPXWT UNN NEPEHOCUT OEeT K ancdyHKuMn mexay mage- | Jlamna neperpenace U oboxrna
TNUEM U ero KOMMOHeHTamu Koy pebeHka
1702 HecoBme- [Mpobnema, cBsA3aHHasA ¢ Heco- Monb3oBatens Hawen u npu-
CTUMOCTb BMECTUMOCTbIO ABYX MNu Goree | MEHUN HefaBHO YCOBEPLUEHCTBO-
Ha ypoBHe usgenuit, Npu TOM, YTO U3JeNWsA | BaHHbIA anropuTM, KOTOpLIA Obin
«3genve — SKCNNyaTUPYIOTCA B OAHWX U TeX | HECOBMECTUM C MpOrpaMMHbLIM
nspenve» Xe YCroBusSIX MNpUMeHeHUs, 4To | obecnevyeHneM  aneKTpoKapamo-
BefeT K AuchyHKUUK Bonee Yem | rpadha, YTo NpUBENO K onepauu-
OfHOro usgenusa OHHbIM oLLIUGKaM
1703 HecoBme- INpobnema, cBsizaHHas ¢ B3au- Bo Bpems npouefypbl 3amMeHb!
CTUMOCTb MoAelcTBUEM MeXAY MaLUeHTOM | aneKkTpoga KapguocTUMynsTopa
Ha ypoBHe U usgenuem Ha duanonornye- | NpaBoro Xenygodyka 3aMeHa He
«nayneHT — CKOM UMW aHaToOMM4yeckuM ypoB- | 6bina ycnelHoit uM3-3a pa3mepa
nsgenve» He, KOTOpOe BIUSET Ha NauyueHTa | BeHbl NauueHTa
wnu usgenuve (Hanpumep, 6uo-
COBMECTUMOCTb U UMMYHOIOru-
yeckue npobnemsl)
1800 UHpysusa/ lMpobnema, cBA3aHHasA c OT- 1801 Mpobnema, lMpobnema, cBA3aHHas C He- Mocne GannoHHOW gunaTtauyun
nogada Ka3oMm usgenusa obecneuntb fo- CBA3aHHaA C | CMOCOBHOCTLIO U3Aenus, KOM- | B Xofe NMPOBEAEHUS aHrMonnacTu-
CTaBKy NpefHa3HaYeHHbIX XWUA- 0cBOBGOXAEHU- | MOHEHTOB W3 ENUA UMM TOrO U | KU KaTeTep paclUpUncs W Xua-
KOCTe Wnn rasoB (Hanpumep, eM OT cofep- | Apyroro ocBoboamnTbLCA OT cofep- | KOocTb He Morna 6biTb yaaneHa 6e3
JOCTaBKa NeKapcTB ¢ HECOOTBET- XKUMOro XKUMOTo XUPYPru4eckoro BMeLaTenbLCTBa
CTBYIOWEN CKOPOCTbIO, Npobre-
Mbl C yAaneHWeM XWAKOCTU U3
CUCTEMBLI U T. 4.)
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WHTpaTeKansHOM, BHYTPUBEH-
HOM, MOAKOXHOM BBeAEHWUN npe-
napaToB UK XWAKOCTe, nocTas-
NSEeMbIX B U3fenue uin nayneHTty
MoA M3GLITOYHBIM faBrneHneM)

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2.
Koga TepMuH OnpepeneHue Koa TepMuH OnpegeneHue Mpumep(s)

1802 Henpa- Mpobnema, cBAsaHHad C He- MHAY3MOHHBI Hacoc nocTas-
BUNbHas 060CHOBaHHBIM perynupoBaHneM | nseT 6onbLumnii 06bem npenapara,
nofada unm MW [OCTaBKOW TepaneBTUYECKUX [ YeM 3anporpaMMupoBaHO JocTa-
VHY3na cpeacts  (Hanmpumep, Bo3fyxa, | BUTh.

rasa, nekapcTBeHHbIX Mpenapa- PacTtBop Ansa napeHTepanbHo-

TOB WMW XWAKOCTU B uW3fenue, | ro BBEAEHUS CMeLUUBaloT Hemnpa-

WM NauneHTy noj M3OBITOYHLIM | BUMBHO, U, KOrAa eMKOCTb C pac-

JaBrneHveM, KoTopoe reHepupy- | TBopoMm Obina ycTaHoBneHa AN

eTcs ¢ NOMOLLbIO Hacoca) BMMBaHWA, HAacoc He cMor ee Jo-
CTaBWUTb, T. K. PacTBOP 3aKymnopwur
TpyOKn

1803 Mpobnema Mpobnema, cBAsaHHad C He- Bo BpemA unsMepeHua Kposs-

HanonHeHus CNOCOBHOCTLIO W3AEeNns, KOMNO- | HOro AaBMeHWss MaHXeTa NPoAon-
HEHTOB W3Jenusa UNK Toro U Jpy- | xana pasgyeartbcsa 6onbLue nomno-
roro pacwupuTb UMK YBEMUYUTL | XEHHOro ypOoBHSA
nofavy npefHasHa4eHHoro areH-

Ta (Hanpumep, PUINONOTUYECKO-
ro pacteopa unu Bosgyxa)

1804 OtcyTCcTBUE MpobnemMa, BoO3HUKawOWas B CpabaTtbiBaHue aBapuiiHOW cu-

noToKa CBA3W C TeM, YTO M3AeNnne He B | CTeMbl annapata WCKyCCTBEHHON
COCTOSHUM [OCTaBUTb YKasaH- | BEHTUMALMUM NErkux us-3a oTKpbl-
Hbl€ XXMAKOCTW UMK ra3 TOro KranaHa brnokupoBKku MoToka

Kucnopofa K naumeHTy

1805 Upesmep- MpobneMa, cBA3aHHasA ¢ nepe- OnepaTtop WHMY3MOHHOIO Ha-

HbIA NOTOK [031POBKOIN MOCTaBMNsAEMOro fne- | coca criyd4aiiHoO BBEN HEYMEeCTHO
YeHus (Hampwmep, NpenapaToB | BbICOKOE 3HayeHWe obbema npe-
WK XKWOKOCTEW, MocTaBNseMbX | mapaTta, KOTopoe [JOMKHO ObiTb
B M3Aenue Unu nauneHTy noj us- | BBeAEHO nauneHTy
GbITOYHBIM JaBneHnem)

1806 Hego- MpobnemMa, cBA3aHHad C He- Bo Bpems npoueaypbl gako-
cTaTouHoe JoCTaTouHOW A030W ANs neveHns | dpparMeHTauum B cucteme
nocTynrneHue (Hanpumep, Npu anuaypansHOM, | BMpbICKa XUAKOro rasa Obln CHU-

XeH NOTOK N3 CUCTEMBbI
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BUAWMBIM OTKPLITUEM MO BCeil
ATNMHe UMK LUUPUHE B Marepua-
nax, KOTopble WCMOMb3yloTca B
KOHCTPYKLMM U3ienusi

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. O

Koa TepmMuH OnpefeneHve Kog TepMuH OnpeaeneHue pumep(s)

1900 MapkupoBs- Mpobnema, cBsA3aHHas ¢ ToOY- 1901 Mpobrema Mpobnema, ceasaHHas c fto- Bo Bpemsa npoueaypbl MMANaH-
Ka, aTUKeTK- HOCTbIO ¥ YMECTHOCTbLIO NMUCbMEH- UHCTPYKUMKM no | BbiIMK  MaTepuanaMin, KoTopble | Tauuu arekTpoda KapguocTumy-
poBaHue U HblX, Me4yaTHbIX, rpadU4eckunx NpUMeHeHno COMpOoBOXAAIT MeJMLMHCKOe | nsTopa Bpady He NoHAn usobpa-
WHCTPYKUMA No | unu ayauo-, BuaeoMartepuanos, usgenue, B T Y. MHCTPYKUMSA- | KeHWe, koTopoe BbiNo BKITOYEHO
rpUMeHeHuo KOTOpble MOCTaBMAOTCA B KOM- MU, MMEKLWMU OTHOLIEHWE K | B UHCTPYKUMM MO MNPUMEHEHWIo

nnekTe ¢ MefULMHCKUM U3fenu- UAeHTUUKaLNUKN, TeXHUYECKOMY | U eMy MPULLNOCH CBA3LIBATLCA C
€M UIKn ero ynakoBKO#A. OMUCaHNIO U NMPUMEHEHNIO MeAN- | U3roToBUTENEM [ANA  NONyYeHus
MpumedaHne —Biioua- LIMHCKUX M3[ennil, NPpeaocTaBnsa- | pasbACHeHWi
€MbIMU U3roTOBUTENEM U3 enus
eT B cebs MapKUpoBKy, KoTopas
oTobpaxaeTca HenocpesCcTBEHHO
Ha nagenuu
1902 Mpobnema Mpo6nema, cBA3aHHasA C NUCk- PeHTreHOKOHTpacTHble  Map-
MapKUpOBKU MEHHbIM, MeYaTHbIM WK rpadu- | KepHble nonockl Ha GannoHHOM
YecKUM MaTepuasnioMm, KOTOpbIA | KaTeTepe, HeobxoanMble ANA Npo-
MPUKpPenneH K MeAULUHCKOMY | BEASGHUA Onepaunn Ha NopaxeH-
U30enuio Unu ero ynakoBke, UNKU | HOI aopTe, He MOMMU ObITb BU3Y-
COMyTCTBYIOLMM MaTepuanam anu3upoBaHbl PEHTTEHOCKOMUEiA.
MepecraHoBka GannoHa U n3Me-
HeHWe MeTOAOB BU3yanuauum
6binu HeyAa4Hsl U He MO3BOMM-
N OCYLLECTBUTL BU3yanusauuio
PEHTreHOKOHTPacTHbIX MapKepoB
2000 MaTtepuan Mpobrnema, cBA3aHHasA ¢ Mio- 2001 Pa3pbiB Mpobnema, cBA3aHHasA ¢ AaB- B npouecce ynkrpa3ByKoBOWA
ObiMM  OTKIIOHEHUSIMU OT  JOKY- neHWeM BHYTpU pesepByapa WUNu | repMeTU3auun  Wienein  mexay
MEHTUPOBAaHHLIX  3KCMNyaTaLu- KOHTeliHepa, Bo3pacTaioLlero 4o | 6onbwMMKU U ManbiMU OTCeKamu
OHHBIX XapaKTepucTUK W3aenus, TaKkoW CTeneHW, YTO KOHTEWHep | MellKa 3aMopaXusaHWusA MynoBUH-
OTHOCSAILLUXCA K OrpaHUY4eHHbLIM Wnun cocyz paspbiBaeTcs HOW KpoBW MeLoK Obin noBpex-
CpoKaM  UCMomb3oBaHWA  BCeX AeH
maTtepuarnos, NMpUMeHAeMbIX A
U3roTOBMEHUA n3fenus
2002 Pactpecku- Mpobnema, cBasaHHas C He- Bo Bpema HacTpoOiKu MOHUTO-
BaHue XenaTtenbHbIM pasfiefieHueM unu | pa noaaepKuBatoLniA KpOHLITEAH

Aan TpewuHbl, B pesynsrare Yero
MOHWTOp CTan TpaHCnMpoBaThb
Apyrve nosuuumn
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XapakKTepucTtuk usgenua, cogep-
Xalux TexHuyeckue TpebGoBa-
HUA, Kacarowueca MexaHn4eCckux
NOBPEXAEHUN, B T. Y. ABUXYLUX-
CA YacTel NN Y3rNoB U T. A.

6poskoit usgenus

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. HouMen(si
Koa TepMUH Onpeaenexne Koa TepMuH OnpeaeneHue P p(el)
2003 Oerpaga- Mpobnema, ceAsaHHasA ¢ Bpea- M3onauma  aneKkTpoAaoB  Ha
uus HBIMU W3MEHEHUSMU B XWUMUYe- | MPeacepaun U XKenyaodke uM-
CKOM  CTPOEHUM,  (PUINYECKUX | MMaHTUPOBEHHOMO KapAMOCTUMY-
CBOMCTBaxX M BHelLHeM BWAe Ma- | nATopa nayueHTa gerpaguposana
Tepuanos, KOTOpble UCMOMb3YIOT- | 4O TaKOW CTeMeHu, 4To noTpe-
CS B KOHCTPYKLMU M3genus GoBanacb 3aMeHa 9MeKTPOJOB.
Ha MHoropasoBoM KpenneHun Ha
apTepun nocre HecKomnbKUX Kpe-
NNeHni aneKkTpoaoB Takke Bbinu
oBHapyXeHbl NPU3HaKN TOHMEeYHOM
Koppo3um
2004 Obec- Mpobrnema, cBA3zaHHas C He- MMNnaHTUpOBaHHbIN UCKyc-
LBevnBaHue XKenaTenbHbIMU NIUHUAMM, Y30POM | CTBEHHEIA  XpycTanuk W3MEHUN
MaTepuana WM 3aMeTHLIM U3MEHEHWEM LBeTa | UBET Ha KOPUYHEBbLIN
2005 ®par- Mpobnema, cBs3aHHass C He- Bo BpemsA xupyprudeckoil npo-
MeHTauus OXNAaHHLIM pa3spbIBOM M3Aenus | LeAypbl KOHYMK  XMPYPrA4eCKUX
MaTepuana Ha HebonbLwne YacTn HOXHUL, U3 HepXaBelolleid cranu
criomarcs U ynan B MecTo paspesa
2006 Mepdopa- Mpobnema, cesA3aHHasA C He- Bo BpeMs noarotoBku K npoue-
uua matepu- | xenaTtefiHblM  MatepuanbHbIM | Aype aHrMonnacTuku npoBonoY-
ana yuwepboM, xapaKkTrepusyloUMCS | Hbld MPOBOAHUK KaTeTepa Bbinan
TECHO pacnonoXeHHbIMK LWTaM- | u3 GannoHa karetepa
NoBaHHLIMA WM MNPOCBEPSIEHHI-
MU OTBEPCTUAMU
2007 Paccnoe- Mpobnema, cesA3aHHass ¢ He- Bo3Hukna HeobxoaumocTs B
HWe maTtepu- XenaTenbHbIM  pa3befMHEHMEM | HOBOM pa3pese Ha nauueHTe, T. K.
ana UNU paspylleHMeM MaTepuanoB | XUpyprudeckaa ceTka, KoTopas
nsgenus ucronb3oBasacbk B npouecce 3a-
WwmMBaHUA paspesa, ctana paccna-
nBaTbecsa
2100 MexaHude- Mpobnema, cBAsaHHasa ¢ mnio- 2101 HecooT- Mpobnema, cBAsaHHasA ¢ pabo- OnekTpoHHas cucTtema nopa-
ckas JacTb 6bIM OTKITOHEHUEM OT AOKYMEH- BeTCTBYIOWAA | TON M3genusa, oTHOCALaACA K ero | 4u rasa He 6bina oTkanubpoBaHa
TUPOBAHHLIX 3KCMIyaTaLUOHHBLIX kanu6poska To4HOCTH, OOyCrnoBRNEHHOI Kanu- | Npu NOArOTOBKE annapaTta UCKyc-

CTBEHHOTO KpoBOOGpalleHus u
BblgaBana coobueHune o6 ownbke
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lMpodomxeHue mabnuupbi 1

HbIM AMarHO30M UIN HeHaaexa-
KM obpalleHnem ¢ nagenuem

YpoBeHb 1. YposeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2.
Koa TepmMuH OnpegeneHne Kog TepMuH OnpepeneHve Mpumep(el)

2102 Otco- Mpobnema, cBA3aHHas c pas- Mo Mepe npoABMXeHUA ype-
efiHeHne JeneHveM U3Aenua UM KOMMOo- | TpanbHOro CTeHTa B MOYKY cepe-
n3genua unu HEHTOB U3genus OpsHbI  HAKOHEYHWK TorkaTens
KOMMOHEHTOB CTeHTa cTan OTCOeAMHATHCA OT
nsgenus CTEePXHSA.

Korga Bpad nonbiTanca yaa-
NUTb 3anuaypanbHbId KaTeTep na-
LMEeHTKW 4Yepes ABa 4Yaca nocrne
POAOB, KYCOK KaTeTepa cnomarcs
W JOMmKeH OblTb yganeH xupypru-
YecKkUM nyTem

2103 CwmelleHune Mpobnema, cBA3aHHas c Me- Bo Bpema onepauuun KopoHap-
Unu nepeme- XaHU4YEeCKUMWU Ccunamu, KOTopble | HOMo LUIYHTUPOBaHUSA MPOU3OLLSIO
LeHune BbITECHAIT M3fenue Uim KOMNo- | CMeLLeHune areKkTpoja Kapanoctu-

HEeHTbl M3Aenus ¢ NpeaHasHa4veH- | mynaTtopa

HOro MecTa

2104 YTeuka Mpobnema, cBA3aHHas C Bbl- Bo BpeMs ucnons3oBaHUA Ha-

XOLOM XWAKOCTU WK rasa u3 co- | 6opa Ans nNpoBefeHUs npoueny-

cyfla UNu KoHTelHepa, B KOTOPOM | pbl  rMapoTepmanbHon abnauuu

OH pacnosioxeH KOpoTKasa TpyOKa BepxHel 4yacTu
MellKa ansa cbopa xuakow cpefbl
Jana npoTeyky

2105 MexaHuue- Mpobnema, cBA3aHHasA ¢ npe- Bo BpeMs npoueaypbl 3akpbl-
cKasi noMexa NATCTBUEM WM OrpaHWyeHueMm | TUS paspesa rpygHoOW KneTku 3a-

OBWXEHWA U3LEenus UnNu ero KOM- | KNWHWUMO cTennep u3-3a 6paka
NMOHEHTOB OfHOW ckOObI

2106 Mpobnema Mpobnema, cBsA3aHHaA C He- M3-3a nonoMKu  3aLlUTHOro
BO3Bparta B BO3BpaTOM W34Eenus WM KOM- | 3KpaHa Lnpuua He yaanochb BTS-
npegHa- MOHEHTOB WU3Zenua WKW TOro W | HyTb LUTOK, YTO NPUBENO K yKONy
3Ha4YeHHoe Apyroro B npefHasHa4eHHoe Mo- | MefacecTpbl UITon
nonoxeHue noxeHune

2107 Henpegyc- Mpobnema, cBA3aHHaA C He- 3aMKM  HacCTOmbHOro  peHTre-
MOTpeHHoe XenartenbHelM  MepeMeLleHnemM | HOBCKOro annapata OTKITHYUINUCE,
nepemelleHne | magenusa, MoxeT OblTb Bbi3BaHa | B pesynsraTe Yero CTon cTasn CBO-

HeucnpaBHOCTbIO,  HenpaBunb- | 6o4HO NepemellaTbCA B NPOAOSb-

HOM W nonepevyHOM HanpaBleHUN-
AX
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lpodomxeHue mabnuupi 1

PU30BaTb Kak TeneMeTpU4ecKuit
KaHan KoaguposaHus, cnocob 06-
paboTKU JaHHbIX, NepefaBaeMblX
OT WCTOYHMKE K MYHKTY HasHaqe-
HUSI, TaK YTO CO3AaloTCA pasnmny-
Hble co0bLLUeHNs, KoTopble Nerko
OTNUYNTL APYr OT Apyra

YpogeHb 1. YpoBeHb 1. YpoBseHb 1. YpoBeHsb 2. YpoBeHb 2. YpoBeHb 2. Mpumep(sl)
Koa TepMuH OnpeaenexHne Kog, TepMuH OnpeaeneHune pumep
2200 HemexaHu- Mpobnembl, cBsi3aHHble C 2201 XuMunde- Mpobnema, cBA3aHHasaA ¢ rnto- TecT-nonocku gnsa aHanusaro-
Yeckas 4acTb nodbIMU  OTKIMOHEHMAMU OT [0o- ckas npobne- ObIMW OTKIOHEHUAMMU OT AOKYMeH- | pa in vitro 6binn U3roToBnEHLl U3
KYMEHTUPOBAHHBIX 3KCnnyaTaLu- Ma TUPOBAHHBLIX SKCTIyaTaLMOHHBIX | 3arpA3HEHHbIX peareHToB, B pe-
OHHbIX XapaKTepUCTUK W3Aenus, XapakTepucTuK WU3aenus, copep- | 3yneraTe Yero aHanmsartop Bblgan
cofepxallux TexHU4Yeckue Tpe- Xalmx TexHudeckue TpebosaHus, | owMBoYHBIE AMArHOCTUYECKME NO-
6oBaHuA, KacarolMecs xXumuye- Kacatowmecs nobbix XMMUYECKUX | Kasatenu
CKUX peareHToB, CBA3€l, ONTUKM XapaKTepucTuK (T. €. 3rIeMeHTOB,
WnKn yCTaHOBKU COefUHEHNA NN cMecu)
2202 CBAa3b unu Mpobnema, cBA3aHHas c uage- YCTPONCTBO TeneMeTpuu He
YpOBEHb Nepe- | NueM ANA npuema unu nepefadn | nepefasano fAaHHble Ha  LeH-
JaBaemoro CUrHanNoB 1 AaHHbIX. 3TO BKIOYaeT | TpanbHbIN 610K MOHUTOPUHIA, YTO
curHana B ceba nepenady MeXay BHYTpEH- | NpUBeNno K HenpaBUNbHOMY Neve-
HUMU KOMMOHEHTaMU W3Aenust U | HUIO NayueHTa
APYrMMW BHELLHAMUW U3AENnaMM, C
KOTOPLIMU U3AENNI0 NpefHas3HaYe-
HO B3aUMoZeiCTBOBATH
2203 YcTaHoBKa Mpobnema, cBsizaHHaA ¢ He- Annapat mamMorpacduu 6bin
YAOBNETBOPUTENbLHOW  yCTaHOB- | usrotoBneH 6e3  ycTpoicTBa
KOW, KOMMOHOBKOW WNW HACTPOW- | dunesrpaumu nyyka, B pesynbrare
KOW KOHKPETHOro W3Aenua WNWU | Yero nayueHTKa nonyyurna ypes-
TexHonornu MepHyto 403y 06ny4eHua
2204 OnTtuye- Bonpoc, csA3aHHbIli ¢ npobne- Bo Bpems npoueaypbl uccne-
ckas npobne- | MamMu nepegaun ceBeTa B BUAW- | fOBaHWSA BeH MauueHTa annapar
ma Moi1 obnacTu cnekTpa, BIUSIOWW- | 3HAOCKONUM fMepefaeT HepjocTa-
MU Ha Ka4ecTBO NepefaBaeMoro | TOMHOe KOMWUYECTBO CBETa, YTO
n3obpaxeHns U uHa4ve BNUAlo- | AenaeT msobpaxeHue Ha 3KpaHe
LWMMKU Ha NpefHa3Ha4YeHHoe Npu- | o4eHb TEMHLIM
MeHeHWe KaHana Buanumon obna-
CTW cnekTpa
2205 HecooTBeT- Mpobriema, cBAsaHHas C W3- AnropuTM BKntoueHus B Gnoke
CTBUE Tene- MEHYUBOCTLIO Mepefiadn curHa- | npuema TenemeTpun 6bin NnpeaHa-
MeTpum 0B, KOTOPYIO MOXHO OXapakTe- | 3Ha4eH ANs ucnpasneHnus owmnbok

curHana, ogHako 6e3 Heobxopu-
MOl oBpaTHOW CBSA3M C nNepepa-
foWUM  yeTpoitcTBoM. U3-3a no-
rm4eckoil owunbku nporpaMMHoOro
obecnedeHns Grok npuema npu-
HWMan HeBepHble AaHHble U He
NPUMEHAN anropuTM € Lienbio uc-
npaBneHus oWwubkn, npexmge 4em
3anuck nonageT B 6a3y AaHHbIX

915G d 1001

SLoz



-

S

lpodonxeHue mabnuup! 1

ynakoBKWU

YpoBeHb 1. YpogeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. Mpnviep(sl)
Koa TepmuH OnpegeneHve Kog TepmMuH OnpeaeneHve
2300 Mpouve Tun cobbITHA, He BKITIOYEHHBIN 2301 Mpoune Tun cobbITUS, He BKMOYEHHbINA —
B HacToswyto Tabnuuy, Ho cBs- B HacTosALlyto Tabnuuy, Ho cBs-
3@HHBIV C M3gennem 3aHHbIA C M3gennem
2400 Mpobnema Mpobrema, cBsA3aHHasa ¢ fko- 2401 Henpa- Mpobnema, csA3aHHas € Ko- Bo Bpemsa onepauuu nauueHT
Ha BblXxoge ObIM OTKIOHEHWEM OT npefHa- BUITbHBIA BbI- NIMYECTBOM 3HEPriU, HanpaBneH- | NONyYun OXOr U3-3a JreKTPOXM-
3Ha4YeHHbIX  PYHKUMOHamNbHBLIX X0f aHepruu HOW K TKaHAM nauueHTa pyprudeckoro 6noka, KOTopblii Bbl-
XapaKTepUCTUK U34enusi, cBA3aH- Ha TKaHu ZiaBan M3bbITOK SHepruu
HbIX C KOHEYHbIM pe3ynsTaToM nauveHTa
(Hanpumep, AaHHbIE UNKN PE3yrib-
TaTbl UCTbITaHWIA)
2402 Henpa- MpoGnema, cBA3aHHas C Ko- Annapat UsmMepeHus NpPoTpoM-
BUIbHBIA UK HEYHbIMW pe3ynbTatamu, npea- | 6uHa, KoTopuii  Ucnonb3oBancs
HeafileKBaTHLIA | CTaBNAEMbIMWU U3AENueM, KOTO- | MauueHToM B AOMAaLIHUX YCno-
pesynerar pble He COOTBETCTBYIOT CBOUM | BUAX, Bblfan pesyneraThl TecTa,
TEXHUYECKUM XapaKTepucTukam KoTopble BB HETOYHO HU3KUMMU,
B pesyrbkrare Yero nauueHT 3aHu-
Maricsl camoneYeHnem
2403 OtcyTeTBUe Mpobnema, cBA3aHHasdA c OT- Annapar usmepeHusi NPOTPOM-
pesyneraTtos CYTCTBMEM pesynsratoB usmepe- | 6UHa, KOTOpLIA  Ucnonb3osarnca
hyHKUMO- HWIA, 3HAaYEHUA UNMK AaHHbIX, NO- | MaUWEHTOM B AOMALUHUX YCIOBU-
HUpoBaHUA nyyaeMbIx OT U3fenus SX, He Bbljan pe3ynsrarhl TecTa.
nsfenua HecmoTpsi Ha HeofHOKpaTHble
nonbITKN MauueHTa OCyLecTBUTL
NMOBTOPHYIO KanubpoBKy TtokoMe-
Tpa, Ha 3KpaHe NocTosiHHO oTobpa-
xaetcs coobuieHune o6 owmbke
2500 YnakoBka/ Mpobnema, ceAizaHHasn ¢ yna- 2501 Mospexpe- Mpobnema, cBsisaHHasi ¢ no- UHTpaokynsipHas nuH3a Gbina
AocTaBKa KOBKOI Unu JoCTaBKoW HWe Ao npu- BpeXAEeHWeM B npoLecce ynako- | nospexaeHa BO BpeMs U3Bneqe-
MeHeHUA BbIBaHUA UMK JOCTaBKW A0 MecTa | HUA ee M3 yNaKkoBKK
npUMeHeHns uaaenus
2502 MocTaBka Mpobnema, cBsizaHHas ¢ No- B cBA3K ¢ HefoCTaTOMHON rep-
HeCTepUNbHLIX | CTaBKON HECTEPUNBLHOMO U3fENUA | METUYHOCTBIO YNAaKOBKU CTEPUNb-
npoayKkToB U3-3a HapyLUeHWs LernoCTHOCTU | HOro u3fenus B usgenve nonanu

MUKPOOPraH13Mbl, U OHO HE MOFNO
6bITb  UCMONb30BaHO BO Bpemsi
onepauuu

97.5S d 1001

gloe



SL

[IpodomxerHue mabnuupl 1

ncnonb3oBaHue nsgenua

YpoBeHb 1. YpoBeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2. n
Koa TepMuH Onpeaenexune Kog TepMuH OnpeaeneHue pumep(s)

2503 YnakoBka Mpobnema, cBA3aHHas ¢ MaTe- Nagenue 6bino noBpexaeHo B
puanamu, Wcrnonb3yeMbiMU ANSA | pesynsrate TpaHCNOpPTUPOBaHUSA,
3awmTel B Mpolecce [OCTaBKW, | u3-3a Toro, 4to Matepuasn ynakoB-
UK UHCTPYKUMUAMM NO AocTaBke | Ku Obin CrIMLLKOM HEHaaexXeH

2504 3arpasHe- Mpobnema, cBsizaHHas c Ha- Bo BpeMs TpaHCcnopTMpoBaHUs

HWe nsgenus nuuMem mMobbIX HeoXUAaHHLIX | nagenusi B 60MbHULY BO BHYTPb
BO Bpems MOCTOPOHHUX BELLECTB Ha No- | ymakoBKu nomnan pacTBOpUTENb
[OCTaBKu BEPXHOCTU WIIM B YMaKOBKE W3-
Aenus, KoTopble MOryT NOBMNUATb
Ha YHKUMOHarnbHbIE XapaKTepu-
CTUKU NSl ero npegHasHa4yeHHo-
ro NnpMMeHeHus
2505 TpyaHocTH Mpobnema, cesizaHHas ¢ 3a- AcenTuyeckas ynakoBka CTe-
B OTKpPbIBAHUW | TPYAHEHUAMU ANA  KOHEYHbIX | PUNBHOMO W3Aenus K3-3a Ypes-
Wnu yaaneHun | nonb3oBaTteneil B paboTe ¢ U3- | MepHOro ynnoTHeHus 6bina Ha-
YNaKoBOYHbLIX | AernveMm, B YacTHOCTH, YTO Kaca- | pylleHa B MOMEHT OTKpbITUS
MmaTepuanos €TCA OTKpbiBaHWA UMW yaaneHus | MeAcecTpoil BHELUHER YNakoBKW.
BHELLUHEN YnaKkoBKuU Koraa mepcecTpa Bce Xe C Tpy-
IOM BCKpbIfia ynakoBKy, ynakoBka
BHe3anHo oTKpblNnacb, U uagenue
BbiNasno Ha non
2600 3awmra Mpobnema, cesA3aHHasa ¢ Ito- 2601 Mpobne- Mpobnema, cBA3aHHaa C Bbl- Annapar WCKyCCTBEHHON BeH-
6bIMM  OTKIOHEHUAMW OT AOKY- Ma CUCTEMBI XOAOM U3 CTPOA CUCTEMBbI CUTHA- | TUNALMK Nerkux He nogan curHan
MEHTUPOBaHHLIX  JKCMnyaTauy- curHanusauyuu | nusauyum TpeBoOru, Korga us-3a NoCTOPOHHE-
OHHBIX XapaKTepUCTUK W3aenus, usgenus ro npegMerta B AblXaTerbHbIX My-
cofjepxalinx TexHU4eckne Tpe- TAX NauMeHTa cHU3MNach nogada
6oBaHWsA, Kacawowuecs  ocy- BO3gyxa
LeCTBNEeHNA U HacnepoBaHUsi
KOHCTPYKTUBHBIX 0COBEHHOCTEM,
XapakTepHbIX ANS WU3genuid, uc-
nonb3yeMblX AN CHUXEHUS pu-
CKOB ANA nauueHTa unm obcny-
XuUBaroLLero nayueHTa nuya, unm
nogAepXXaHUsi ypoBHEW YKasaH-
HbIX PUCKOB
2602 Mpobnema Mpobnema, cBsAsaHHas ¢ [o Havana npouepypbl 6uo-
3alUTHOM dyHkUMel  u3genus, KoTopas | Ncun us-3a ApaiBepoB Mporpam-
YHKLMK npegoTepawjaet HebesonacHoe | MHOro obecneveHns U3aenus cpa-

6oTana sawuTHas (yHKUMS
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lMpodomxeHue mabnuupbi 1

Leroca ot usgenua, 4To 06bI4HO
NponcCxoAunT nocne noXapa Wiu
ropeHunA

YpoBeHb 1. YposeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2.
Koa TepmMuH OnpegeneHne Koa TepMuH OnpeaeneHve Mpumep(el)
2700 Temnepa- Mpobnema, cBs3aHHad Cc [o- 2701 CoxokeH- Mpobnema, cBA3aHHas C u3- Ha BHyTpeHHei#l noBepxHOCTH
Typa CTUXKEHWEeM usgennem Henpegyc- Hble n3genus MEHEHUsAMM B OKpacKe Wiu YHWY- | AUcnnes annapara W3MepeHus
MOTPEHHbIX MOBbILLEHHEIX TEMMe- UM KOMMo- TOXEHWeM B pesyneraTe Temno- | rmoko3bl 6binu obHapyXeHbl crie-
patyp HEHTbI BOIO pasfoXeHWs u3genusa wunu | Abl ropeHuns
ero KOMNoOHeHTOB
2702 Moxap Mpobnema, cBs3aHHas C ro- HewncnpaBHOCTL B anekTpuye-
peHWeM KOMMOHEHTOB W3fenus, | ckom kabene Bbl3Bana UcCKpeHue
CrefcTBMEM Yero SBMSETCA f110- | BO BpeMs XUpYpruyeckoil npoue-
60e M3 NepeyncrieHHbIX nocrneg- | Aypsbl, 3-3a Yero BO3HUKMIa Heob-
CTBWIA: CBET, NNams, AbiM XOAMMOCTb 3alyuLiaTe naudueHTa
OT OrHA
2703 [Mnams nnu Mpobrema, cBA3aHHas C u3ge- Korga monokooTcoc Obin noj-
UCKpeHue nueM, BbI3blBalOLL@a OXOr WU He- | KITYeH K SNeKTpUYeckon po3eTke,
CTaLUUOHapHOe UCKpeHne npousowna BCMblWKa W nramMe-
HeM ObIn HaHeceH yLepb
2704 Hepocra- Mpobnema, cBA3aHHas C u3- OTKas Bu3yanusaumu ycTaHoB-
TOYHOE OxNax- | AenveM UNU YacTaAMU M3[enust, | KW MarHUTHOro pes3oHaHca Obin
feHune coCTOALas B TOM, YTO OHWN HEAO- | Bbl3BaH HEUCNPaBHOCTbID CUCTe-
CTaTOMHO XONOAHbIE KaK B akTUB- | Mbl OXNaXAeHWs BelcOKoTeMNepa-
HOM (paboveM) COCTOAHUN, TaK U | TYPHON pagnMo4acTOTHON KaTyLUKK
B HeaKTMBHOM (Hepabouem) co-
CTOSIHUU
2705 MNeperpes lMpobrnema, cBA3aHHas C Bbl- Bo Bpemsa onepauuun kabenu
nsgenua unu JeneHnem usgenvem BbICOKOW | CUCTEMbl OCBELUEeHUs  Oonnasu-
KOMMOHEHTOB TemnepaTtypbl, TakoW, 4TO ero | nuck, obpa3oBaB fblM, B pe3yrb-
n3genus YHKUMOHUPOBaHME  CTaBUTCA | Tate Yero cucrtema nepecraer
nog yrposy (Hanpumep, nepe- | pabotatb
rpes, KOTOPbLIA MPUBOAUT K MNnas-
NIEHNI0 KOMMOHEHTOB WIN aBTo-
MaTU4eCKOMY OTKITHOYEHUIO)
2706 3agbimne- Mpobnema, cBsA3aHHad c 06- [NoaBneHne gbiMa N3 OCHOBHO-
Hue nakoM napa wnu rasa, obpasyto- | ro UCTOYHWUKa NUTaAHWUA aBTOMATK-

YecKoro aHanuaartopa in vitro
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lMpodomxeHue mabnuupbi 1

MOXMBLUMXCS Ha HapyXHbIX Mo-
BEPXHOCTSAX, LENAX W CTblKax
U3aenus, NocpefcTBOM MeXaHu-
YeCKOro WSW Py4YHOro mpoliecca,
npegHa3Ha4yeHHOro cpenartb W3-
Aenve cTepuibHeIM, Gesonac-
HbIM gna obpaboTku, unu ans
AanbHeiiwero npouecca obessa-
paxuBaHus

YpoeeHb 1.|  YposeHb 1. YpoBeHb 1. YpoBeHb2.|  YpoBeHb 2. YpoBeHb 2. Mpumep(bl)
Kop TepmuH Onpepaenexune Koa TepMuH Onpepaenenue
2800 Henpeayc- Mpobnema, cBA3aHHaA ¢ Tewm, 2801 N3pnenue Mpobnema, cBAsaHHan ¢ usge- Mpobnema, cBfi3aHHaa ¢ W3-
MOTpeHHas 4YTO u3genue He paboraeT, Kak oTobpaxaeT nveM, KoTopoe no 3anpocy nonk- | AenveM, AUCnneil KoToporo noka-
dyHKUMA NpeaycMOTPEHO,  pe3ynsTaTom HenpaBunbHOe | 3oBaTenss o mpobneme u3fenusa | 3biBaeT HeNpaBUIbHYO MHOPMa-
4Yero SABNAITCA HEUCNpPaBHOCTH, cooblLleHne BbljaeT HeKOppeKTHylo uHop- | yuio o npobneme
HenpaBWIbHBIA ANArHO3 MW He- Mauuio
Haanexallee obpallyeHue
2802 Mospexae- Mpobnema, cBA3aHHas ¢ Tpya- MopolwBbl anNekTpoaos, coean-
Hue cuenne- HOCTAMM MOAKIIOMEHUS U3fenus | HeHHble ¢ annapatoM OKI™ (anek-
HWS1 UK co- K ApyroMy obbeKTy, B TOM uucne | Tpokapguorpamma), CroXHo npu-
ef\MHeHua APYromMy u3fenuio Unu KoMmno- | NOXWTb K NayneHTy
HeHTaM U3fenus, WNU K YacTu
Tena nayueHTa
2803 Henpa- Mpobrnema, cBsizaHHasi ¢ UcC- KoMnnekT Ana aHecTesun He
BUINbHaA nonb3oBaHWeM u3genusa Bcried- | mMor 6biTb MCMONBb30BaH, T.K. OH CO-
cbopka CTBUE HenpaBuUNbHOW CcOOpKM | Aepxan HenpaBWUMbHBIA TPOUHUK,
KOMMNOHEHTOB U3Aenus, AeTaneid | u3-3a KOToporo He xsarano Aas-
1 aneMeHToB neHua B MarucTpanu
2804 Mpepo- Mpobnema, cBA3aHHasA ¢ aHep- HellpoctumynsTop  ocyuject-
cTaBneHue rMei, AOCTaBNEHHOW He B Ty 06- | BNAN CTUMYMALMIO B Henpasunb-
Ile4eHns He nactb Tena HOM MecCTe Terna 3a c4eT Murpauun
Tol obrnacTtu anekTpoAa BHe npepnoraraeMon
Tena obnactu neveHns
2900 Ownbka Mpobrniema, ceaAsaHHas ¢ AeW- 2901 Hepocra- Mpo6nema, cBsi3aHHas ¢ OdpTanbmonornyeckue UHCTpy-
npuMeHeHus cTBMeM unu BespeiicTBUeM, YTO TOYHas unu BHECEHUEM HeXenaTenbHbIX | MEHTHI He BbinNK Ao cTepunusaumm
NpUBOAWT K pesynesraTty, He oT- HeHagnexa- npuMmeceil ¢ nagenueMm Wnu He- | AOMKHbIM 06pPa3OM OYULLEHbI Ma-
BevalollleMy 3amblicny W3roToBU- Was gesuH- [JOCTaTOYHEIM yAaneHWem BUAM- | pOM, 4YTO MPUBENO K HEeCooTBET-
Tens UKW He oxuzaeMoMmy one- heKkLmsa 1 MbIX 3arpsi3HeHWid, NMOCTOPOHHWX | CTBYIOLLEMY pesynsraTy cTepunu-
paTtopoM cTepunu3aums | BewecTB WU OpraHU3MoB, OT- | 3auum
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YpoBeHb 1. YposeHb 1. YpoBeHb 1. YpoBeHb 2. YpoBeHb 2. YpoBeHb 2.
Koa TepmMuH OnpegeneHne Kog TepMuH OnpepeneHve Mpumep(el)

2902 Hepno- Mpobnema, cBA3zaHHasa C BO3- MeauuuHcknin nepcoHan 6e3
cTaro4Hoe MOXHbIM  HenpegocTaBneHuem | npefBapuTensHoOn NMOATrOTOBKU
obyyeHune YOOBMNETBOPUTENBHOrO MNepBoHa- | obA3anu Mcnons3oBaTh U3genue,

YarbHOr0 WX NEepUoLUYEcKOro | YTO MPUBENO K ero HenpaBuibHO-
obydeHns nonb3oBaTeniel, oxBa- | My UCMONb3OBaHUIO

ThiBaKOLWEro gyHKLUNOHUPOBaHUE

n3genus

2903 Mpobnema Mpobnema, cBsA3aHHaa c 06- HeBbINOMHEHWe HeobXoaUMOro
TEXHU4YECKOro CIryXVWBaHWeM uUsfenus obeasapaxuBaHusa BOASHOW Cu-
obcnyxuBa- CTeMbl AWanu3Hoi MaluuHbl Npu-
HWA BENO K BCMbILLKE 3MnaemMnu

2904 Mpobnema Mpobnema, ceBAsaHHad ¢ pe- O6cnyxuBatolad  opraHusa-
BOCCTaHOBME- | MOHTOM M3genusa LM OTpeMOHTUpOBara 3HA0CKor,
HWA HO He 3aMeHWra ero KpUTUHEeCKui

KOMMOHEHT, B pesynerate Yero us-
Jlenve BbILLIO U3 CTPpos

2905 Mpobnema Mpobnema, cBsA3aHHaA C He- [MepcoHan ucnonb3oBan usge-
npUMeHeHus CNOCOBHOCTLIO nonb3oBaTens | e WHbIM 0BpPa3oM, HeXenu aTo
n3genus obcnyxumBatb UM akcnnyaTupo- | ObiNo ykasaHo W3roToBMTENleM B

BaTb U3genve B COOTBETCTBUU C | MApKUPOBKE WU B WHCTPYKLUUU NO
pekoMeHAaunsaMu  3aBoAa-usro- | NMPUMEeHeHUIo Usgenus

TOBUTENS UMW NPU3HAHHOW nepe-

L OBOI NPaKTUKOWH

2906 Hepa- Mpobnema, cBs3aHHas C W3- Mocne BkntoveHua gedubpun-
BoTatoLlee JenueM, KOTopoe HaxoAuTcsa B | NATopa W CaMOAWArHOCTUKM MO-
usgenuve HedYHKLUMOHANbHOM WIM Hepa- | HUTOpa M3fenue BbILWO U3 CTPOS

00TOCMNOCOOHOM COCTOSIHUM
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Mpunoxenue A
(cnpaBouHoe)

CTpykTypa cucteMbl KOQUPOBaHUA

MonHasa cucTema KogUpOBaHWS MpefcTaBrseT coGoil CTPYKTYPY, COCTOSLLYIO M3 MATU MYHKTOB Aa@HHbLIX ANs No-
NEe3HOW W TOYHOM OTYETHOCTU MO HEGNAronpPUATHLIM COGLITUSAM, CBA3AHHBIM C MESULMHCKUMM U3LENUAMU, C TeM, YTobbI
conencTBoBaTh rMobansHOMy 0GMeHy MHopMaLMen Mexay perynupytowumm opraHamu. OnpegeneHHas uHgopmalus
HeoBxogMMa LA Toro, YToBbl MpaBUNbHO M EHTUMULMPOBATL U3AENNE U OCYLLECTBUTL BEIGOP OfHOIO U HECKOMBKNX TH-
noB coBbITUI U KOAOB OLeHUBaHMUA 415 ONpeAeneHus nHUMAeHTa. OTU NSTh NMYHKTOB AaHHbLIX MPUBEAEHbI Ha pucyHke A. 1.

Ko, Kog Tvna Kog oueHuBaHnA WroroBbiit
HOMEHKJ"Ian bl Tun usgenus He6naronn NATHOIO He6ﬁl'|a|l:l>n NSATHBIX (HeoBA3aTenEHEIA) Kop
P A P pus nauueHTa/nons3osarens/
nagenus cobbITus cobbITuin

Apyroro nuua

PucyHok A.1 — CTpyKTypa cucTeMbl KOAMPOBaHUSA

Kog HoMeHKnaTypbl U3Aenusa OTHOCUTCH K YHWKamnbHbIM KOAaM U ONpeAensaeT KaTeropuio n3genuid, obuiyro rpynny
usgenwuii u Tun usgenus, To ecte GMDN (Global Medical Device Nomenclature — MobanbHasi MeguuMHckasi HOMeHKNaTy-
pa usfenuit) unu apyrue HomeHknaTypel nagenui, Takve kak UMDNS (Universal Medical Device Nomenclature System —
YHuBepcankbHas cucteMa HOMEHKNaTypbl MEAULUHCKUX U3 ennit),

Tun n3genus oTHOCUTCA K MAEHTUUKaLMN KOHKPETHOMO NPOAYKTa M3roToBUTENS (HanpuMep, Mapka U MOAerb), Kak
aTo onpegeneHo B MCO 15225 [1];

Kog Tvna HebnaronpuaTHOro cobbITA OTHOCUTCA K KogaMm B Tabnuue 1. 3Tn koAbl 6bINK BKNIOYEHBLI Ha OCHOBE Hau-
6oree 4acTo NCNOMNb3yeMbIX faHHbLIX 0 COBLITUAX U3 pa3fMYHBIX UCTOYHUKOB;

Kop oueHuBaHWA HebnaronpuATHOro cobbITUS OTHOCUTCS K KOfiaM, KOTOpbIe ONUCHIBAIOT pesynkTaThl OLeHWBaHNS
cobbITUSA.

MpumedyaHue — Koabl oUeHUBAHUA HEGNAroNpUATHOMO COBLITUSA, He BKIIOYEHHLIE B HACTOAWMIA CTaHAapT,
HaxoAsATCH B CTajuu paspaboTky;

WUToroBbli koA NauueHT / nons3oBaTens/ Apyroe NULo OTHOCUTCS K KofaMm, paspaboTaHHbIM U NogAepKUBaEMbIM B
6asax gaHHblX, Takux kak SNOMED (Systematized Nomenclature of Medicine — CuctematusupoBaHHas HoMeHknaTypa
B MeauumnHe) n MedDRA (Medical Dictionary for Regulatory Activities — MeaunuuHckuit cnoBapb perynupoBaHus gesTenb-
HocTH). Kogbl MOTYT WAEHTUULMPOBATL NOCNEACTBUA B pe3ynsraTe BO3HUKHOBEHUA HEONAronpUATHBIX COOLITUIA.

Mcnonb3oBaHne NOMHON cucTeMbl KOAMPOBaHUS He NPOCTO NPeAOCTaBNAET koA ANA HebnaronpuATHBIX COGLITUA,
HO MOXET MOMOYb B YCTAHOBMNEHWUM CBA3U MeXAY HeBnaronpuaTHbIMU COBBITUAMU ¥ HEBNAroNPUATHLIMW NOCNEACTBUAMU
ANs nauueHTa.
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MpunoxeHue B
(cnpaBouHoe)

Mpumepbl BbIGOpa KOAA TUNA COObLITUIA

B HacTosILeM NpUIoXeHUn Np1BeaeHsl NpUMepbl BoiGopa kofa Tuna coGbITUiA. [pUMepkl He paccMaTpuBatoTCs Kak
OTYETHOCTb U He NpeaniaratoTcs Kak AaHHble, NOANEXaLlLUe PerncTpaLmm perynmpyowmm opraHoM.

MoryT 6bITb Ucnonb3oBaHbl 06a YPOBHA Koga: MHCTPYKLWM MO BLIGOPY KOAOB YCTAHABIMBAIOT, YTO €Clu COOTBET-
CTBYHOLLW yPOBEHb 2 KOAa He MOXET BbiTb HalleH, TO JOMKeH NCMONb30BaTLCS Ko 1-ro YpoBHS.

Tpumep 1 — MeduyuHckue omyembi U32omosumersisi ycmaHo8U U, Ymo UHQY3UOHHbILU Hacoc Havasl Obli-
Mumb, a 3ameM fosieUIIOChH fy1aMs.

Kodni 2702 (noxap) u 2706 (3adbimneHue) 6ydym ebi6paHbi, ecnu kodupoeaHue 6ydem ocyujecmensimescs
Ha ypoeHe 2.

Kod 2700 (memnepamypa) 6ydem ebibpaH, ecriu kodupoeaHue 6ydem ocywecmesisimscs Ha ypoeHe 1;

SKonoauyveckue kodbi He 6ydym Ucrob308aHbl, M. K. UCMOYHUKOM menna u ObiMa 6bis10 camo usdenue, U
eHelWwHsIs1 cpeda He cnocobcmeoeasia amomy cobbimuio.

Tpumep 2 — MeduyuHckoe yypexdeHue onpedesisiem, Ymo OHO He 8 COCMOsIHUU coeduHumeb dea KoMITo-
HeHma yenu Onsa aHecme3suosioauu. Hecmompsi Ha mo, Yymo amukemxu 01 08yX KOMITOHeHMO8 yKa3biealom,
41mMo OHU UMerom fnpaeuslbHble pa3mMepbl, 0OUH U3 KOMITOHEHMOoe& AosnKkeH 6bimb OMmMeYeH KaK uMerouwuli Herpa-
eusbHbIlU pa3mep.

Kodk1 1304 (npo6nema ycmaHoseku) u 1902 (npobnema mapkupoeku) 6ydym ebi6paHbi, ecriu KodupoesaHue
6ydem ocywiecmeniambCs Ha ypoeHe 2.

Kodki 1300 (nodknroyeHue unu ycmaroeka) u 1900 (MapKuposka, amuKkemupoeaHue U UHCMPYKYusi 1o npu-
MeHeHuU o) 6ydym ebibpaHhbl, ecsiu koduposaHue 6ydem ocyujecmensambcs Ha ypoeHe 1.

Ecnu meduyuHckoe y4pexdeHue He onpedesusio, ymo 6bina npobnema ¢ pasmepom, mo 6bin 6b1 8bIOpPaH
ko0 1301 (npob6nema nodKIro4eHUs).

B cesa3u ¢ mem, ymo owiubka ¢ pasmepom rnosiensiemcs Ha amukemxke, kod 1901 (npobnema uHCMpPyYKYUU nNo
npuMeHeHUu o) He 611 6bi 8bI6GPaH.

TaK kaxk eo3HUKNU npobneme! nNodksoveHUs, kod 1702 (HecoemMecmumMocme Ha ypoeHe «u3desnue—u3de-
nue») He 6ydem npuHam kak nodxodswull.

Ecnu amo He omHocumcs K npo6neme «u3denue—u3sdenue» [mo ecmsb kod 1301 (npobnema nodxmoye-
Hus)], mo kod 1703 (Hecoemecmumocmb Ha ypoeHe «nayueHm—u3denuey») 6bi1 661 6051e€ yMecmeH.

Mpumep 3 — U3denue ucnonsayemces y nocmenu 60/1bHO20 01 8bipabomku KpumuYyeckux duazHocmuye-
CKuX OaHHbIX. YcmaHoeneHo, Ymo daHHbIe He mocmynarom Ha MOHUMOP Ha nocmy medcecmpsbl. TecmupoeaHue
obopydoeaHus npueodum K ebigody, Ymo Yacmb cpedcme cesi3u e KoMkLIomepHoU cemu siensemcs NPUYUHoU
moeo, Yymo GaHHbIe He nepedaromcs.

Kod 2202 (cesn3b unu ypoeeHb nepedasaemMo2o cuzsHana) 6ydem enibpaH, ecnu kodupoeaHue 6ydem ocy-
wecmensambCcsl Ha ypoeHe 2.

Kod 2200 (HemexaHu4yeckasi 4Yacmbk) Oydem ebiOpaH, ecsniu kodupoeaHue 6ydem ocyuecmensimscsl Ha
ypoeHe 1.

Kod 1301 (npobnema nodkroyeHusi) He 6ydem ebibpaH, m. K. omcymcmeue nepedaqyu OaHHbIX CE8513aHO C
cemeeoll cesasbio Mexdy deyms usdenusamu.

Kod 2403 (omcymcmeue pe3ynnmamoe hyHKUUOHUpOoeaHus1 uzdesusi) He 6ydem ebibpaH, m. K. usdenue
npouszeodum AuazHocmuyYeckue 0aHHbIe, HO OHU He nepedaiomcs.

Kod 1201 (npo6nema npuknadHol npoepamMmbl) He 6ydem enibpaH, eciiu 6b1s10 YCMaHO8/1IeHO, YMmo omKa3
om nepedayu GaHHLIX poucxodum e pesynbmame NPUMeHeHUS! NPo2PaMMHO20 o6ecrieqeHUsl, Npensimcmeayio-
wezo nepedaye OaHHbIX.

Tpumep 4 — BbisI0 ycmMaHoe 1IeHO, YMOo omKa3 ycmpolicmea npuees1 K COKpauleHU o 1omoka JieKapcmeeH-
HbIX npenapamoe 9515 nayueHma. Omka3 cesi3aH ¢ HadyeHol MaHXemoli, e pe3ynnmame 4e20 oMmcymcimeoeasio
OdaesieHuUe UHGy3uu OnsT BHymMpueeHHO20 Meuka. bbisio ycmaHoeseHo, Ymo omeepcmue 6bi/10 @ MaHXeme.

Kod 1803 (npo6nema HanonHeHust) 6ydem enibpaH, ecnu kodupoeaHue 6ydem ocyuiecmesisimiCsi Ha ypoe-
He 2.

Kod 1800 (ungby3usi/ nodaya) 6ydem enibpaH, ecnu KodupoeaHue 6ydem ocyujecmesamescst Ha ypoeHe 1.

Kod 1806 (HedocmamoyHoe rrocmyrnneHue) He 6ydem ebibpaH, m. K Hacoc, Komopbili nodaem eo30yx e
MaHxxemy, pabomaem Ao/mWKHLIM O6pa3om.
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Tpumep § — ModvLemHUK NaylueHmoe, Ucnosib3yemMbill 055 nepemMeuieHUs1 60/1bHO20 U3 TocCmesiu Ha mpaHc-
nopmHoe cpedcmeo, He cpabambieaem, u 6onLHOL nadaem Ha MoJ1. YcmaHoeneHo, 4mo Macca nayueHma 60/1b-
we, 4em 0603HaveHHasi epy30nodLeMHocmb U3desnusi, uzdesue He Moem ebINOJIHUMb 3adajy.

Kodbi 2107 (HenpedycmompeHHoe nepemeuwjeHue) u 2905 (npobiriema npumeHeHus usdenus) 6ydym enibpa-
HbI, ecsiu kodupoeaHue 6ydem ocyujecmeniimibCs Ha ypoeHe 2.

Kodbi 2100 (MexaHuyYeckasl Yyacmb) u 2900 (owubka npumeHeHus)) 6ydym ebibpaHbl, ecnu KodupoeaHue
6ydem ocyujecmensamecs Ha yposHe 1.
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NCO 15225

ISO 16225

NCO/TC 19218-2

ISO/TS 19218-2

MOK 60601-1-6

IEC 60601-1-6

GHTF/SG1/N41/R9:2005

GHTF/SG1/N41/R9:2005
GHTF/SG2/N21/R8:1999

GHTF/SG2/N21/R8:1999

GHTF/SG2/N31/R8:2003

GHTF/SG2/N31/R8:2003

GHTF/SG2/N54/R8:2006

GHTF/SG2/N54/R8:2006

Buonuorpacgun

Uspenus MeguuuHckne. MeHeXMeHT kadecTBa. CTPyKTypa A4aHHbIX HOMEHKNATYpbl
MeAULMHCKUX 1U3fernuii

Medical devices — Quality management — Medical device nomenclature data
structure

Uanenua meamnumuckne. Uepapxudeckasn CTpykTypa kogoB HeGnaronpuaTHeIX cobbl-
TnA. YacTb 2. Kogbl oleHUBaHWUs

Medical devices — Hierarchical coding structure for adverse events — Part 2:
Evaluation codes

N3genna meguumHckme anektpudeckue. Yacte 1-6. Obwue TpeboBaHua Gesonac-
HOCTM C Y4ETOM OCHOBHbIX (DYHKLIMOHANBHBIX XapakrepucTUK. JononHsowmin cTaH-
AapT. yHKUMOHarbHas NPUrofHOCTb

Medical electrical equipment — Part 1-6: General requirements for basic safety and
essential performance — Collateral standard: Usability

OCHOBHbIE MpUHLMMNEI 06ecnedeHns 6e3onacHoCTU N 3 PEKTUBHOCTU MEANLIMHCKUX
nagenuia

Essential Principles of Safety and Performance of Medical Devices

PyKOBOACTBO No OTYETHOCTU N3roToBUTENA MeqUUNHCKNX n3genuin unu ero YNOJTHO-
MOYeHHOro npeacraBuTenA o H66J'I8FOI'IpI/IF|THbIX cobbITUAX

Adverse Event Reporting Guidance for the Medical Device Manufacturer or its
Authorized Representative

AKTMBHOE BHUMaHWE Y MOHUTOPUHI MEAULMHCKMX M3 eNWUiA Nocne Bbinycka ux B 06-
palerue: NpesnoxeHWs No OTYETHOCTU U3TOTOBUTENS UITK YNOSTHOMOYEHHOO Npes -
cTaBuTens 06 olwmbKax NPUMEHEHUS MELULMHCKMX U3enuii

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

Napenus meguumHckne. MOHUTOPUHT MEAUUMHCKUX U3AEnUiA nocne Bbinycka uX B
obpalleHune. ObLyee pyKOBOACTBO MO OTYETHOCTM O HeGnaronpusTHbIX coBbITUAX
NS MEAULIMHCKMX M3penuit

Medical Devices — Post Market Surveillance: Global Guidance for Adverse Event
Reporting for Medical Devices
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