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MNpegncnosne

1 MOATOTOB/NEH O6WeCTBOM C OrpaHWYeHHOl OTBeTCTBEHHOCTbIO «MEAWMTECT» Ha ocHoBe c06-
CTBEHHOrO NepeBoja Ha PYCCKWIA A3blK @HIN0A3bIYHOW BEpCUN JOKYMeHTa, yka3aHHOro B NyHkTe 4

2 BHECEH TexHM4YeckuM KOMUTETOM No cTaHgapTudauun TK 436 «YnpaBneHue ka4yecTBOM MeULUH-
CKUX n3gennii»

3 YTBEPX/JEH U BBEJIEH B IENCTBUE lMpukasom denepanbHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynuposaHuio n metponorum ot 10 noHa 2015 r. No 636-cT

4 HacTtoswunit cTaHfapT UAEHTUYEH MeXAYHAapoAHOMY AOKyMeHTY ISO/TS 19218-1:2011/Amd. 1:2013
«M3genuna meanunHckne. Mepapxuyeckana CTpykTypa KOfoB He6naronpuaTHbIX cobbliTuii. Hacte 1. Kogbl Tu-
nos cob6bITuii» (ISO/TS 19218-1:2011 «Medical devices — Hierarchical coding structure for adverse events —
Part 1: Event-type codes», IDT), Bkntoyas nonpasky Amd.1:2013

5 B3SAMEH FOCT P 55746—2013/ISOrTS 19218-1:2011

6 MEPEN3NAHUNE. ®eBpanb 2020 1.

MpaBnna NpUMeEHeHNA HacTOSALLEero cTaHAapTa ycTaHoB/eHbl B CTaTbe 26 ®PefepanbHOro 3akoHa
0T 29 uioHa 2015 1. Wo 162-93 «O cTaHgapTusauuu B Poccuiickoii ®egepauun». MiHdopmauns 06 nime-
HEHMAX K HacTosLeMy cTaHAapTy NybnMkyeTca B eXerofgHom (Mo COCTOSAHMIO Ha 1 AHBapsa TeKyLiero
rofa) vHopmauyMoHHOM ykasaTene «HauuoHanbHble CTaHAapThi». a ouunanbHblli TEKCT M3MeHe-
HWIA 1 MOMPaBOK — B €XeMecs4)ioM MHOPMaLMOHHOM yKa3aTene «HauuoHanbHble cTaHgapThoi». B cny-
yae nepecMoTpa (3ameHbl) UM OTMEHbl HACTOALWEro cTaHAapTa CooOTBeTCTBYLWee yBeJOM/IeHne
6yfeT ony6/MKoBaHO B 6/mxKalileM BbiNyCcKe eXeMeCcAYHOro nHhopmaLlmoHHOro ykasaTensa «HaumoHanb-
Hble cTaHAapTbi». CooTBeTCTBYyLWAasa nidpopmaLms, ysefoMNeHe U TeKCTbl pa3mellalnTCca Takxe
B MH(DOPMALMOHHOI cucTeme 06LLErO NOb30BaHUS — Ha ohuuManbHOM caliTe defepasibHOro areHT-
CTBa No TEexHNYeCKOMy perysimpoBaHuio  MeTposioruv B ceTun NHTepHeT (wWwwgost.ru)

© 1S0O. 2011 — Bce npaBa coxpaHsitoTcs
© CrtaHpapTuHdopM. odbopmaeHune. 2016. 2020

HacToswWwuii cTaHAapT He MOXeT 6biTb NOTHOCTbLIO WM HACTUYHO BOCNPOU3BEAEH, TUPAXNPOBAH W pac-
npocTpaHeH B kayecTBe onLuManbHOro n3faHusa 6es paspelweHns ®egepanbHoOro areHTcTBa No TEXHUYECKO-
MYy PerysimpoBaHuto U MeTpoaoruu
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BBepeHve

CTpyKkTypa KofoB Heb6naronpusaTHbIX CO6bITWI, yCTaHOBNEHHan B HacToAWwewm cTaHjapTe, npegycma-
TpuBaeT. YTO UCTOYHUKOM COOOLEHNS O HEGNAroNPUATHBIX COOLITUAX B OTHOLWEHUN MeLULUHCKOTO n3genus
MOXeT 6blTb NONb30BaTENb NGO N3rOTOBUTENb [AHHOTO U3aenunsa. B Takom KOHTeKCTe Nonb3oBaTeNAMU MoryT
6bITb Kak MOCTaBL MKW MeAULUHCKUX YCNyr, Tak W npeacTtaBuTenn obujecTBeHHoCTU. HacToAawwnii ctangapT
ycTaHaBnuBaeT CTPYKTYPY, C NOMOLLbIO KOTOPOW TUN He6NaronpuUATHOrO co6bITUA MOXET 6GbiTb UCNONb30BaH
Ans c6opa uHopmaLuMy o MeAMLUHCKOM U3genun B npouecce HabnaeHa B nocnenpofaxHoin ctaguun. VH-
dopmaynein. NONyYEHHOW C NOMOLLbIO AAHHON CTPYKTYPbl, MOXHO S1IerKO 06MeHMBaTbLCA Ha MeXAyHapoaHOM
YyPOBHE, UCNONb3YS A8 3TOT0 O6WENPUHATbIE KOAbI.

HacTtosiwunii ctaHfapT MoXxeT 6blTb NPUMEHEH NOoAb30BaTENAMU, U3FOTOBUTENSAMU U pPerynupytowmnmm
opraHamu cnepylouumu cnocobamm:

- nonb3oBaTenun ANa onucaHua He6NaronpuATHOro cobbITUA MOryT coobwaTe U3rOTOBUTEIO UIN pery-
nupylolueMy opraHy Homep kofa, 4To 6yAeT 04MHAKOBO NOHSATHO 06eMM CTOpOHaM;

- W3roTOBUTENW W perynupytolwne opraHbl MOTyT Ierko pacnosHaBaTb YHUBepcaibHbie 415 NOHUMaHUA
KOAbl BUAOB HEGNAronpUATHBLIX COObITUIA;

- Kak nosb3oBaTenu, Tak U U3roTOBUTENN MOTYT NPUMEHSATb 3TN KOAbl KakK YacTb cCMCTeMbl HabnwoaeHns
3a MeANUUHCKMUM U3[ennem Uan OTYETHOCTK.
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HALWOHANDBLHGB I CTAHOAPT POCCUMNCKOMN OQELEPALMMN

N3[ENNA MEOUUWHCKWNE
Mepapxnyockana CTpPykTypa KOAOB He6/1aronpusAaTHbIX COObITUIA
Yactp 1

Kopabl TunoB co6blTnii

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

fata BBegeHus — 2016—07—01

1 O65acTb NPUMEHEHUSA

HacTtosAwuit ctaHgapT ycTaHaBnmBaeT Tpe6oBaHUA K MEpapXUYecKkoi CTPYKType KOJOB Heb6naronpuat-
HblIX COObITUNA, CBA3AHHBIX C MEAULUHCKUM U3fennem.

Koabl npegHasHauyeHbl 415 NPUMEHEHUS NOb30BATENAMN MEANLUHCKUX N38EeNNii, N3TOTOBUTENSAMU, pe-
TYNUpYRLWUMN opraHamMmun, MEAULNHCKUMU YUpPEXAEHUAMU U APYTMMUN opraHu3aumsaMmu. Kogbl MoryT 6bITb UC-
nonb30BaHbl AN KOAWPOBAHUA COObITUI, HE UME LW NX OTHOWEHUS K CMEPTU UMW CEPbE3HbIM TPaBMam Unu K
HEUCNPABHOCTAM, KATUPbIe MUTYT MPUBECTU K CMEPTU UM CEPbe3HbIM TpaBMaM.

HacToswuit cTaHfapT He NpeAHa3HayeH 418 NPUHATUSA PeleHns, NoOANEXUT NN UHLUAEHT OTYETHOCTH
UMW HeT.

2 TepMuHbI 1 onpeaeneHvs

B HacTosileM cTaHfapTe NPUMEHEHbI CMeAYloLW e TEPMUHbI C COOTBETCTBYHOLW UMY ONpPeAeneHnaMu:

2.1 Heb6naronpusaTHoe cob6bbiTue (adverse event): CobbiTe, cBA3aHHOE C MEAULMHCKUM M3[enunem,
KOTOpOe NpMBENI0O KCMEPTU WU CEPbE3HbIM TpaBMaM nayueHTa, Nonb3oBaTens UNu g4pyrux AuL UAmM Kotopoe
MOXET NPUBECTN K CMEPTU WU CEPbE3HbIM TpaBmMaM nauueHTa, Noib3oBaTens UAu Apyrux Aul. ecnu cobbl-
Tne nosTopseTcs.

MpumevyaHne 1— D70 onpefesieHne cooTBeTCcTByeT npueegeHHoMy B GHTF/SG2IN54,'R8:2006 (7).

NMpumeyaHue 2 — 370 onpegenieHne BKIOYaET B ce651 HEMCNPABHOCTU WU NOBPEXAEHUS U3LENUS, KOTOPble
[0 CUX NOp HE CTasin NPUYMHOK CMEPTU UM CEPLE3HOI TPaBMbl, HO KOTOPbIE MOTYT MPUBECTU K CMEPTU W CEPbE3HbIM
TpaBmam.

2.2 cepbe3Has TpaBma (serious injury): Cepbe3Hoe yxyglleHWe COCTOSSHUS 3[40pPOBbSA, ABAAKLWeEecsA
UNKM onacHol ANsA XWU3HU 60Ne3HbI0 NN NOBPEeXAEeHUeM, NN NOCTOAHHOE HapyleHne YHKUUI opraHnsma,
UNV NOBPeXAeHne CTPOEHUA Tena, Uan cocTosiHue, Tpebytolwee TepaneBTUYECKOTO UAN XUPYPrUYECKOro BMe-
watenbcTBa AN NpejoTBpalieHNss NOCTOAHHOTO yXyAlWeHna QPyHKLNI opraHusMa wau noBpexAeHns ctpoe-
HUS Tena.

NMpumeyaHne 1— TepMuH «NOCTOSIHHOE» O03HAYaeT HEOGpPaTUMOe HapylleHue WAU NOBPexXAeHue CTPoeHus
Tena uam yHKLUM, 33 UCKIIOUEHUEM HE3HAUUTE IbHbIX HAPYLUEHWI NU NOBPEXAEHNIA.

MpumeyaHne 2 — ITo onpegeseHne cooTBeTcTByeT npuBeseHHoMy B GHTF/SG2/N21.'R8:1999 [5].

N3paHue oduuymansHoe
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2.3 npefgycmoTpeHHoe npumeHeHue (intended wnseYnpepgycmoTpeHHoe Ha3HauveHue (intended
purpose): LleneBoe HamepeHWe U3TOTOBUTENS NO UCMNONb30BAaHUIO NPOAYKTA B COOTBETCTBUM CO cneuunduka-
LUAMU. UHCTPYKLMAMKU UM MHDOPMaLneil, npeAocTaBNeHHOW M3roTOBUTENEM.

MpumeuvaHne — 3ITO0 onpegeneHne cooTBeTcTBYET NpuBegeHHoMy B GHTF/SG1i'N41/R9:2005 [4].

3 Tpeb6oBaHUs K KoAy Tuna Heb61aronpuAaTHOro cobbITUA

Kog Tmna He6naronpuMATHOro co6bITUA XxapakTepusyeT Habnwgaemoe npuMeHeuve/HenpaBuabHOe
dyukynonnposaHme/oTkas MegULMHCKOTO U3genunsa B MOMEHT, koraa gaHHoe cobbliTue npousowno. Kog gon-
XeH 6blTb YeTbipex3HauyHbiM LUK POBLIM KOAOM, BbibMpaemblM M3 Tabnuubl 1.

MpumeyaHne 1— PekomeHayeTcsi UCNONb30BaTbh €AUHbBINA KOA. Haubonee TOYHO ONMcChIBaKOLWMA HeGnaronpu-
ATHOe cobbiTe. TeM He MeHee MHOrga MOXeT BO3HWKHYTb HE06X0AMMOCTb MCMOMb30BaHNS HECKOJIbKMX KOLOB MOSTHOTO
onncaHnsa He6NaronpmaTHOro co6bITUSA.

MpumeyaHne 2 — Koa Tuna He6NaronpuATHOrO COOLITUS MOXET ObiTb NOMIE3EH NPU ONUCaHUKW ONacHOCTU
npefAcTaBeHHbIX He6NaronpuATHbIX CO6bITUI. OH FNOXET Takke 6biTb NOME3HbIM B «MNO/b30BATENIbCKOV CMCTEMe Omno-
BelleHnsA». bonee NonHy0 xapakTepucTuky HebnaronpuAaTHOrO CO6bITUS MOXHO MOMYYNUTb, coyeTas Kog Tuna € KoAOoM
OLEeHMBaHMA HebnaronpusiTHoro cob6biTus (MCO/TC 19218-2).

MpumeyaHne 3 — Kogbl TMNOB HEGNArONPUSATHLIX COGLITUI BbIGPaHbI AN ONMCaHUS HEGNAroNPUATHBLIX COGbI-
TUA B MOMEHT CO6bLITUSA, OTPAXaloT CaMble COBPEMEHHbIe OLeHKN HebnaronpuaTHbIX COBLITUIA 1 MOTYT yunTbiBaTh MH06YI0
[ONOMHNUTENBHYIO U N3YYEHHYI0 MHpOpMaLUio MexXay HacTyn/ieHneM cobbiTha 1 NnpegocTaBleHnem oTyeTa.

4 Koppl TUMOB HEBNAronpUSTHLIX COBLITUI

Kogbl TUNOB He6aronpusiTHbIX CoO6bITUI NpuBeaeHsbl B Tabnuue 1.
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MpunoxexHue A
(cnpaBoyHoeE)

CTpyKTypa cucTembl KOLWPOBaHUS

MonHas cucTema KOogMpOBaHWA NpeacTaBnseT co60il CTPYKTYpy, COCTOSILLYI0 U3 NATW MYHKTOB AaHHbIX ANS No-
Ne3HOI N TOYHOW OTYETHOCTU MO HEBNArONPUSATHLIM COOLITUAM, CBS3aHHLIM C MEAULUHCKAMU U3LENUSMU, C TEM UYTOGLI
cofelicTBoBaTh r106anLHOMY 06MeEHY MHDOpMaLMei Mexay perynvpyowmumy opraHamu. OnpegeneHHas nHopmaums
HeobxoAumMa Ans Toro, 4To6bl NPaBUIbLHO MAEHTUULMPOBATL U3LeNne U OCyLWecTBUTb BbIGOP OAHOMO WM HECKONb-
KMX TUNOB CO6LITUI U KOLOB OLEHWBAHUS ANS ONpefefneHns WHUUAEHTA. STU NSTb NYHKTOB AAHHbIX NPUBEAEHbI Ha
pucyHke A.1.

Ko, Koga tvna Kop oueHvBaHus ViToroselii
HOMEHKﬂAaT bl Tun usgenusa He6nar£n MSITHOTO He66l1a?on NSITHBIX (Heo6azaTeNbHbIV) KOA
yp A P pust nauymeHta/nonb3oeartens’
n3genus cob6bITUS co6bITHIA

Apyroro nuua

PucyHok A.1 — CTpyKTypa CUCTeMbl KOAMPOBaHUSA

Ko HOMeHknaTypbl M34enmsa OTHOCUTCA K YHUKa/IbHbIM KOAaM 1 onpeAenseT KaTeroputo usgenuii, obuyto rpynny
nsgenuin n tun usgenus, To ects GMDN (Global Medical Device Nomenclature — rno6anbHasi MeguUUHCKas HOMEHKNaTy-
pa usgenuit) unu gpyrve HomeHknatypbl usgenuii, Takne kak UMDNS (Universal Medical Device Nomenclature System —
YHuBepcasnbHasa cuctema HoMeHKIaTypbl MeAULMHCKNX U3genuit).

Tun n3genuns oTHOCUTCA K NAEHT ncbunkaLum KOHKPETHOro NPoAyKTa N3roToBUTeNs (HanpuMep, mapka 1 Mogenb), Kak
3T0 onpegeneHo B ICO 15225 [1].

Kop Tvna He6naronpmAaTHOK COObLITUSA OTHOCMTCA K Kogam B Tabnuue 1. 3Tu koAbl 6bI/1M BK/IKOYEHbI HA OCHOBE Hau-
60/1ee 4acTo MUCMOMb3yEeMbIX fJaHHbIX O COObITUAX U3 PA3INUYHbIX UCTOYHUKOB.

Kop oueHnBaHus He61aronpuATHOrO CO6bITUS OTHOCMTCA K KOAaM, KOTOpble OMUCHIBAIOT pe3y/bTaTbl OLleHWBaHUA
co6bITUSA.

NMpumeuanne — Kofbl OLEHUBAHUA HEGMATONPUATHOTO COBLITUS, HE BK/IIOUEHHbIE B HACTOALWMI CTAHAApPT,
HaxoAsaTCs B CTaguu pa3paboTku.

VToroBblil Ko nayvmeHT/nonbL30BaTeNb/ApyTOB MLO0 OTHOCUTCS K KofdaMm, paspaboTaHHbIM ¥ NOAAEPXMBAEMbIM B
6a3ax faHHbIX, Taknx kak SNOMED (Systematized Nomenclature of Medicine — CuctemaTusmpoBaHHas HOMeHKNatypa
B MeguumnHe) n MedDRA (Medical Dictionary for Regulatory Activities — MeAnuuHCKMiA cnoBapb perynnpoBaHus gesTtenb-
HocTW). Kogbl MOTYT neHTunLmnpoBaTtb NOCNeACTBUSA B pe3y/ibTaTe BO3HUKHOBEHUS He61aronpuAaTHbIX COBbITUIA.

Vicnonb3oBaHne NOJMIHON CUCTEMbl KOAUPOBAHUSA HE MPOCTO NpefocTaBNseT Kof A4/15 Heb6NaronpusATHbIX COObITUA,
HO MOXET NOMOUYb B YCTAHOB/IEHUN CBA3N MeXAy He6naronpusATHbIMKU COBbITUSMU 1 He6NaronpPUATHLIMKU NOCNeACTBUAMMN
ANnA nayueHTa.
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MpunoxeHne B
(cnpaBoyHoe)

Mpumepsbl BbIbOpa kofga TMna cobbIThiA

B HacToALEM NPUIOKEHUN NPUBELEHBI NPUMEPbI BbIGOpa Koga Tuna cobbiTuii. MprMepbl He paccMaTpUBAaOTCS Kak
OTYETHOCTb U He NpeanaralTcs Kak AaHHble, NoA/exallue perncTpaLny perynmpyowmum opraHom.

MoryT 6bITb MCMO/b30BaHbl 06a YPOBHA Kofda: MHCTPYKLMM MO BbIGOPY KOAOB yCTaHAB/MBAIOT, YTO €C/IN COOTBET-
CTBYIOLLMIA YPOBEHb 2 KOAA HE TNOXET 6biTh HARAEH, TO LOMKEH UCMONb30BATLCS KOA 1-r0 ypoBHS.

Mpumep 1— MeguunHCKME OTUYeThl U3TOTOBUTENA YCTAHOBUAN, YTO UHODY3NOHHbBIN HACOC Havan Abl-
MUTb. @ 3aTeM NOABUNOCH Naams.

Kopgbl 2702 (noxap) n 2706 (3agbimneHne) 6yayT Bbl6paHbl, ecnu KoguposaHue byaeT ocyw,ecTBNATbCA
Ha ypoBHE 2.

Kop 2700 (TemnepaTypa) 6yaeT Bbl6paH, ecnu KogupoBaHne 6yaeT oCcyl,ecTBAATbLCA HaypoBHe L

3Konormnyeckne Koabl He 6yAyT MCNONb30BaHbI, T. K. UICTOYHUKOM Tenna n gbima 6b110 camo usgenve,
M BHELWHAA cpefja He cnocob6cTBOBaNa 3TOMY COObITUIO.

Mpumep 2 — MefguLUMHCKOE yupexjeHune onpepenseT, 4TO OHO He B COCTOSAHUN COEMHUT b Ba KOMMO-
HEHTa uenu Ana aHecTe3nonorun, HecMoTpsi Ha TO YT O 3TUKETKN ANA ABYX KOMMOHEHT OB yKasbiBal T, YTO
OHV MMEW T NpaBu/ibHble pasMepbl, OAUH U3 KOMNOHEHT OB A0/KeH 6bl Th OTMEYeH Kak UMelo LW nii HenpaBub-
Hbl i pasmep.

Koabl 1304 (npo6nema ycTaHoBku) n 1902 (npobnema Mapkuposku) 6yayT BblibGpaHbl, ecin KoguposaHue
6yfeT oCylW,ecTBAATHLCA HA yPOBHE 2.

Kogbl 1300 (noakntoyeHne unn ycTaHoska) u 1900 (Mapknuposka, 3 TUKETUPOBAHNE U MHCT PYKLUSA MO Npu-
MeHeHN) 6yayT BblbpaHbl, €Cn KogUpoBaHue 6yaeT OCyLW ecTBNATbLCA HAa ypoBHe 1

Ecnn megnunHckoe yupexaeHue He onpefennno, 4To 6bina npo6nema c pasamepom, TO 6bin 6bl BbiGpaH
koa 1301 (npob6nema noAka0YeHUN).

B cBfi3n c Tem. YTo OoWwMnbKa Cpa3mMepomM NosBAAe T CA Ha 3TUKeTKe, ko 1901 (npobnema MHCT pyKLUK NO
NPUMEHEHNI0) He 6biN 6bl BbIGPaH.

Tak Kak BO3HUKNN npob6nemMbl noagkntoyeHns, kog 1702 (HecoBMeCTUMOCTb Ha YPOBHE «usgenve — nsjge-
nne») He 6yAeT NPUHAT Kak NOAXOAALLNA.

Ecnn 3To He 0THOCMTCA K npobneme «n3genne — nsgenume» [To ecTb koa 1301 (npobnema nofgknwoye-
HuA)], To ko 1703 (HECOBMECTMMOCTb Ha YPOBHE «MauUNeHT — u3genue») 6bin 6bl 601ee ymecTeH.

Mpumep 3— WN3genve ncnonb3yeTcAay NocTenn 601bHOT0 415 BbIPab0T KU KpUT MYECKUX AUarHocTnye-
CKWUX AaHHbIX. YCTAHOBNEHO, YTO faHHble He NOCTYynal T Ha MOHUTOpP Ha NOCTY MeAcecTpbl. TecTupoBaHue
o6opyfoBaHUsA NPMBOANT K BbIBOJY, YT O YacThb CPeCTB CBA3M B KOMMNbIO T EPHOI ceTu ABNAe T CA NPUUNHOW
TOro, YTO JaHHble He Nepefalw TCs.

Kop 2202 (cBA3b MM ypOBEHb NepefaBaeMoro curHana) 6yaeT Bbi6paH, ecnu KogupoBaHue byneT ocy-
WecTBNATHCA HA YPOBHE 2.

Kop 2200 (HemexaHuyeckas 4yacTb) 6yaeT BbiGpaH, ecnu kKoguposaHue GyfeT OCYW eCcTBAATHLCA Ha
ypoBHe 1.

Kog 1301 (npobnema nogknioyeHus) He 6yaeT BblbpaH, T. K. OTCYTCTBME Nepejayn faHHbIX CBA3aHO
C CeTeBOIl CBA3bIO MeXAYy ABYMA U3[eNnAMN.

Kop 2403 (oTcyTcTBUE pe3ybTaToB (DYHKLMOHUPOBaAHNUS n3fenns) He byaeT BbibpaH, T. K. usgenve
npoun3BOANT AMArHOCTUYECKNe AaHHble, HO OHU He nNepefal TCA.

Kog 1201 (npob6nema npuknagHoin nporpaMmmbl) He 6yaeT Bbl6paH, ecin 6bI10 yCTaHOBEHO, YTO 0TKas
OT nepefayn fJaHHbIX NPOUCXOANT B pe3ynbTaTe NPUMeHEeHUs NPOrpaMmMHOro o6ecneyeHns, npensaTCcTBYO-
wero nepegaye AaHHbIX.

Mpumep 4 — BbINI0O YCTAHOB/IEHO, YTO 0TKAa3 yCTpPONCTBA NPUBE/ K COKPALLEHMNIO MOTOKa IeKapCTBEH-
HblX MpenapaToB Ans nauneHTa. OTKas cBA3aH C HafyBHON MaHXeTOol, B pe3ynbTaTe 4ero orcyTcTBOBaNo
faBneHne UHPY3M 4Na BHY TPUBEHHOTO Mewka. bbl/lo ycTaHoBNeHO, YT O oTBepcTye 6bI/1I0 B MaHxXeTe.

Kog 1803 (npob6nema HanonHeHus) 6ygeT Bbl6paH, ecnu kKoguposaHue 6yfeT oOcCywecTBAATbLCA
Ha ypoBHe 2.

Kop 1800 (MHpy3umsi/nogaya) 6yaeT BblOpaH, eCciv KOgUpoBaHue 6yaeT OCYyLWecTBAATbLCA HAa ypoBHe 1

Kosn 1806 (HepocTaToO4YHOe NMOCTYyn/neHWe) He 6yaeT Bbl6paH, T. K. HACOC, KOTOPbIA NnogaeT BO3JyX
B MaHxeTy, paboTaeT AO/IKHbIM 06pa3om.
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Mpumep 5— MoAgbeMHUK NALNEHT OB, UCNONb3YyEMbI A5 NepemMelleHUs 60N1bHOT0 N3 MOCT e/1n HAa T paHc-
nopTHOe cpefCcTBO, He cpabaThbiBaeT, U 60NbHOI NajaeT Ha NOA. YCTaHOBAEHO, YTO Macca naymeHTa 60/b-
we, 4yeM 0603HaYeHHasa rpy3onoAbeMHOCT b U3JeNNA, N3[e/Ine He MOXeT BbINOMHUT b 3ajauy.

Kogbl 2107 (HenpefycMOTpeHHOe nepemelyeHne) n 2905 (npobnema npuMmeHeHnsa nsgenns) 6yayT Bolbpa-
Hbl, €CNN KOAMpOBaHWe 6yaeT OCyWecTBAATbLCA HA YPOBHE 2.

Koabl 2100 (MexaHnuyeckas yacTb) M 2900 (owmnbka npumeHeHnsa) 6yayT BblOpaHbl, eCin KogupoBaHue
6yfeT ocywecTBNATbHCA Ha ypoBHe 1
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NCO 15225

(ISO 15225)
NCOTC 19218-2

(1ISO.TS 19218-2)

M3K 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/SG2iN54iR8:2006)

Buénunorpadcusa

N3pgenua meguumHckne. MeHefxMeHT kavecTBa. CTPyKTypa faHHbIX HOMEHKNaTypbl
MeANLUHCKUX n3genni

(Medical devices — Quality management— Medical device nomenclature data structure)
N3penua megnumuHckne. epapxmueckas CTpyKTypa KogoB He6naronpusiTHbIX CO6bITUIA.
YacTb 2. Koapbl oueHmMBaHmsa

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

M3penvna megnumnHckme anekTpuyeckme. Yactb 1-6. O6wme Tpeb6oBaHma 6e3onacHoCcTu
C Y4eTOM OCHOBHbIX (DYHKLMOHAbHbIX XapakTepUcTuk. JononHaoWwmui ctaHaapTt. PyHK-
LUMoHaNbHas NPUTroAHOCTb

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

OCHOBHblE NPUHUKUNBLI 0becrneyeHns 6e3onacHoOCTM U 3MAPEKTUBHOCTUN MeAULUHCKMUX
nsgenuii

(Essential Principles of Safety and Performance of Medical Devices)

PykoBOACTBO NO OTYETHOCTW W3rOTOBUTENA MEAULMUHCKNX U3Aenuii unun ero ynonaHomo-
YEeHHOro npeAcTaBuTeNs 0 He6NaronpUATHbIX COBbLITUAX

(Adverse Event Reporting Guidance for the Medical Device Manufacturer or its Autho-
rized Representative)

AKTMBHOE BHUMaHWE W MOHUTOPWHI MeAULMHCKUX U3A4enuii nocne Bbinycka WX B 06-
palieHue. MpeanoxeHnss Mo OTYETHOCTU M3TOTOBUTENS UAW YNOHOMOYEHHOTO npef-
cTaBuTens 06 ownbkax NPUMeHeHN MeAULVHCKUX U3aenuii

(Medical Device Postmarket Vigilance and Surveillance — Proposal for Reporting of
Use Errors with Medical Devices by their Manufacturer or Authorized Representative)
N3pgenna megnumHckme. MOHUTOPUHT MeAULMHCKUX U3aennii mocne Bbinycka Mx B 06-
palyeHne. Ob6Lliee pykOBOACTBO NO OTYETHOCTU O HEGNAroNPUATHBLIX COOLITUAX AN Me-
AVLUHCKNX U3gennii

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