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Mpepucnosune

1 NOArOTOBJIEH 3akpbITbiM akuMoHepHbIM obwecTtBoM «MEOUTECT» (3AO «MEANTECT») Ha oc-
HOBe COOCTBEHHOrO ayTEHTUYHOrO MepeBoja Ha PYCCKWI A3blK MEXAYHAapOAHOro AOKYMEHTA, yKa3aHHOro B
nyHkTe 4

2 BHECEH TexHuyeckum KOMUTETOM o ctaHdaptu3aumm TK 436 «YnpasneHne kayeCcTBOM MefULUH-
CKUX n3fenunii»

3 YTBEPX/JEH W BBEJEH B IENCTBUE Mpvka3om PefepasibHOrO areHTCTBa Mo TeXHUYEeCKoMy pe-
ryIMpoBaHuio u MetTposiornn ot 4 noHa 2014 r. Ne 501101

4 HacToAwwmii ctaHgapT WAEHTUYEH MeXxAyHapoAHOMY AOoKyMeHTy ISO/TS 19218-2:2012 «W3pge-
nma MeuumHckue. Wepapxuueckas CTpyKTypa KOAOB He6naronpusTHbIX co6biTuiA. HacTb 2. Kogpbl oLeHKn»
(ISO/TS 19218-2:2012 «Medical devices — Hierarchical coding structure for adverse events — Part 2:
Evaluation codes»)

5 BBEJEH BINEPBbIE

MpaBuna nprMeHeHWs HacToswero ctaHgapTa yctaHoBneHbl B FTOCT P 1.0—2012 (pasgen 8).
MHdopmauns 06 n3MeHeHUAX K HacTosW eMy cTaHgapTy ny6ankyeTca B exerogHom (No COCTOSAHUIO Ha
1aHBaps Tekyllero roga) MHopMaLuMoHHOM yKka3aTene «HauuoHanbHble cTaH4apThl». a 0pMUnanbHbIi
TEKCT W3MEHEHW N NONPaBOK — B €XeMeCAYHOM MHOPMaLNOHHOM yKa3aTene «HaunoHasnbHble CTaH-
fapTel». B cnyyaB nepecMmoTpa (3aMeHbl) WM OTMEHbl HacToslWero ctaHjapra CoOOTBeTCTByloULee
yBefiomneHne 6yaeTt ony6nnkosas B 6/mkalillemM BbiNycke eXCMecsau/loro MHPopMaLMoOHHOro ykasaTtens
«HauvoHanbHble cTaHgapTbl». COOTBETCTBYIO W as MHdopMauus, yBeorI/IEHNB U TEKCThl pasmeLtanT-
cA Takxe B MHPOPMALMOHHON cMcTeMe 06LLero nonb3oBaHna — Ha oduumnanbHoM caiiTe PepepanbHOro
areHTCTBa N0 TEXHUYECKOMY pPeryimpoBaHunio u meTponornn B cetn MHTepHeT (gost.m)

© CraHgapTuHdgopm. 2014

HacTosAwwit ctaHaapT He MOXeT GbITb MOTHOCTBIO UIM YaCTUYHO BOCMPOWU3BEAEH, TMPAXNPOBAH U pac-
NPOCTPaHEH B KAUECTBE OULMANBLHOMO N3aaHus 6e3 paspelleHust defepasibHOro areHTCTea no TexXHUYecko-
My PerynvpoBaHuio 1 MeTposiorum
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BeepeHne

MpepnonaraeTcs, 4TO KOAbl OLEHKN HeBNaronpuATHbIX COObLITUIA, NPYBEAEHHbIE B HACTOSALLLEM CTaHAap-
Te. OyayT UCXOA4UTL B NepBYI0 0Uepeb OT U3roTOBUTENS AaHHOro n3genuns. Hactoswmin ctaHgapT npegnaraet
CTPYKTYpPY, C NOMOLLbIO KOTOPOI OLEHKN HEGNAronpusATHbIX CO6LITUIA MOTYT 6bITb NPYMEHeHbI ANA c6opa me-
OVLMHCKON nHhopmaLuy o HabnaaeMblxX 3fenuax B NOCNENPoLaXHOW cTaguu.

WHdopmaumeli, Nony4yeHHol C NOMOLLbIO faHHOW CTPYKTYPbI, MOXHO N1erk0 06MEHMBAaTLCA Ha MeXAyHa-
POAHOM YPOBHE, UCMOMb3ya OOLLENPUHATLIE KOAbI.

Hactosiwuii cTaHAapT MOXeT 6bITb UCMO/Ib30BaH MEAULMHCKMMUN PaboTHUKaMK U ApyrMMU NoSb3oBaTe-
NAMU MeAULMHCKUX U34eNniA, 0AHaKo, YMCN0 KOAOB OLEHKM XapakTepu3yeT pesy/bTaTbl aHa/IM30B Uan pac-
cnefoBaHuWii, NPOBEAEHHbIX N3rOTOBUTENEM UMW PEFYINPYIOWUMY OpraHaMu, KOTOpble MOXHO WMCMO/b30BaTh:

- ANA NpU3HaHUS pe3yNbTaToB aHaN30B AW paccnefoBaHnin HebNaronpuATHLIX COOLITUI C NOMOLL b0
BCEMMWPHO MPU3HaHHBIX KOAOB OLEHKN;

- MPUMEHEHNA 3TNX KOAOB Kak 4acTu MeULMHCKOro HabnoaeHus 3a usgenuem unv Aas cuctemsl oT-
4eTHOCTH.

B npunoxeHun A npuBefeHo, Kak Koabl OLEHKN He61aronpuaTHbIX CO6bITUA MOTYT GbITb MCMNO/Ib30BaHbI
B COYETaHUW C APYrMMU 3/IEMEHTaMu faHHbIX B Lensax obneryeHns rnobasbHoro obMeHa AaHHbIMU MeXay
perynupyowmumu opraHamu.
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HALUWOHANBbHBIN CTAHAOLAPT POCCUMNCKOW SGEALEPALUMN

N3LENNA MEANLUNHCKUNE
Mepapxunueckasi CTPyKTypa KOAOB HEGAroNpPUSTHbIX COObITUA
YacTtb 2

Koabl oueHku

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

fata eBefgeHns — 2015—01—01

1 O6nactb NpUMeHeHUSN

Hactosiwwmii ctaHgapT ycTaHaBnvMBaeT TpeboBaHUS K Mepapxmyeckoin CTPYKType KOAMPOBaHUa ANs xa-
paKTEPUCTUKM Pe3y/IbTaTOB aHaIM3a U OLeHUBAHNS HEGNAroNPUATHBIX COGLITUIA, CBA3AHHbLIX C MeAULUHCKUMU
nsgenusamu. Kofdbl npefHasHayeHbl, B NEPBYI0 ovepesb, 418 NCMOJb30BaHNSA U3roTOBUTENAMU MeAULMHCKOTO
N3LENUS 1 perynnpyowmnMm opraHamu. OHM Takke MoryT 6biTb UCNOMb30BaHbI A1 KOAWPOBAHUA pe3yibTaToB
aHanm3a 1 oLeHWBaHUs COBbITUI, KOTOPble HE NPUBESIN K CMEPTH UM CEPLE3HOI TpaBMe, a Takke Heucnpas-
HoCTeld. KOTopble MOTYT MPYBECTU K CMEPTU MW CEPbE3HBIM TPABMaM.

Hactosiwumii ctaHfapT He npefHasHayeH Ans NPUHATUSA pelleHuii OTHOCUTENIbHO TOro, NMOAMEXMWT Nn
WHUWMAEHT OTYETHOCTM WU HET.

2 TepMuHbI 1 onpefeneHus

B HacTosileM cTaHfapTe NPYMEHEHbI CleaytoLiMe TEPMUHbI C COOTBETCTBYHOLLMMY OnpeaeneHsaMu:

2.1 Heb6naronpuaTHoe cobbiTue (adverse event): Cob6biTue, CBA3aHHOE C MeAULMHCKUM usgenviem,
KOTOpOe NpUBENO KieTasbHOMY UCXOAY UM Cepbe3HbIM TpaBMam nauveHTa, Nonb3oBaTens uam Apyrux nuu.
W KOTOPOE MOXET MPUBECTU K eTanbHOMY UCXO0AY WK CEPbE3HbIM TpaBMam nauueHTa, nonb3oBatens um
LAPYTvX ML, NPy ero NoBTOPEHUN.

MpuMeuaHne 1— ITo onpepeneHne COOTBETCTBYeT NpuUBeLEeHHOMY B [7J.

NMpumeyaHue 2— 370 onpeaeneHne BKIOYAET B CEGS HENCMPABHOCTU WAV NOBPEXAEHUS U3LENUS, KOTOPblE
[0 CUX NOP He CTanu NPUYNHOI NeTanbHOro UCXoAa UK Cepbe3HOoli TpaBMbl, HO KOTOPbIe MOTYT NMPUBECTU K NETaNbHOMY
MCXOLY UMW CEPLE3HBIM TPaBMaMm.

MpumeuaHue 3 — ITo onpegesieHne He NPefHA3HAUEHO A1 UCMOb30BaHUS B LESX YCTAHOB/IEHUS TOTO,
SIBNSIETCA /N COBLITUE OTUETHLIM AN PETYINPYIOLLErO OpraHa.

2.2 cepbes3Has TpaBma (serious injury): Cepbe3Hoe yXy[LleHne COCTOSHUA 3[,0POBbs, ABAsAOLLEecs
0onacHoli ANSA XWU3HU GONE3HbI0 MM NOBPEXAEHNEM, WAN NOCTOSHHLIM HapylweHneM (YHKUUiA opraHu3mMa,
WM NOBPEXAEHNEM CTPOEHUS Tena, WAM COCTOSIHNEeM, TpebyloLwyM TepaneBTUYeckoro WaM Xupypruyecko-
ro BMelLaTenbCeTBa 415 NpeAoTBpalLeHns NOCTOSHHOIO yXyAleHUs YHKLMUIA opraHn3ma unv noBpexaeHus
CTpoeHus Tena.

NMpumeyaHune 1— TepMUH «NOCTOSHHOE» O3Ha4aeT HeoGpaTMMOe HapylleHWe Wau NoBpeXJeHue CTPoeHus
Tena unm yHKLMM, UCKN0Yas He3HaUYNTEbHble HapyLLIEHUS AU NOBPEeXAEHNS.

MpumevaHne 2— ITO onpegeneHne cCOOTBETCTBYET NpUBEAEHHOMY B [5].

N3paHue oduynansHoe
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2.3 npefycMoTpeHHoe npumeHeHue (intended wunaeYnpeaycmMoTpeHHOe Ha3HadeHue (intended
purpose): Lienesoe HaMepeHWe U3roToBUTENSI MO MCMOJIb30BaHWI0 NPOAYKTa B COOTBETCTBUM CO crelndmka-
LMSAMW. VHCTPYKUMAMW WK MHOpMaLuueid, npefocTaBeHHO! U3roToBUTENEM.

MpumeyaHne — ITO onpeaeneHve COOTBETCTBYET NPUBEAEHHOMY B [4).

3 TpeboBaHuA K KOgam OLEHKNM HEGNAronpuUsATHbLIX CO6bITUI

Kos oueHKM HebnaronpuaTHOrO coGbiTUS XapakTepusyeT MocfnefHWe BbIBOAbI aHanusa Wi paccne-
[0BaHNA Heb6naronpusaTHbIX co6bITUA. Kog A0/MmKeH ObiTb LMM(POBLIM NATU3HAYHLIM KOAOM, Kak yKasaHo B
Tabnuue 1

MpumeyaHune 1— MOXET BOSHUKHYTb HEOGXOANMOCTb B UCMONb30BAHUU HECKO/TbKNX KOAOB, YTO6bI NMOMHOCTHIO
onucatb pe3y/nbTaTbl OLEHUBAHUS HEGNArONPUSATHBIX COObLITUIA.

MpumMmeyaHue 2— Kof OueHKN HeBMAronNpuUATHOTO CO6LITUS MOXET 6bITb MOMIE3HbIM AJ1S1 U3TOTOBUTESEl U pe-
ryNUPYIOLMX OPraHoB A/ OTYETHOCTU N0 HE6MaronpUsATHBIM COBLITUAM. XapakTepUCTUKN HeGNaronpuaTHbLIX CO6bLITUN
KPaTKO YBSA3bIBAIOTCS C KOAOM TUNA HE61aronpusiTHbIX CO6LITUN MPY UX COBMECTHOM UCTO/Ib30BAHNM.

MpumMmeuyaHune 3— MocneaHne BbIBOALI XapakTepusytoT cobbITUs HaN601 CTafuy aHanusa unm paccnefoBaHus.

4 Kopbl OLEHKN HEGNATONPUATHBLIX COOBLITUNA

B Tabnuue 1 npuBedeHbl KOAbl OLEHKN He61aronpusaTHbIX COObITUIA.

Ta6nunuya 1— Kopabl OLeHKN He6NaronpuaTHbIX COBbITUIA

YpoBeHb 1 YpoBeHb 2

Kos TepmuH OnpepeneHHo Kosa TepmuH Onposasnexue
25000 Buonorunyeckue Cob6bITnA, BvawwWwmMe Ha 25001 HeHopmanbHas AHOManbHas WAM HeoXupaH-
XWU3Hb UN XUBblE OPraHn3Mbl UNN HeoXngaHHaa Haa dusnonoruyeckas peakums,
dhunsmonornyeckas Takas Kak NoOBbIWEHHAs 4YyBCTBU-

peakuus TeNbHOCTb

25002 BuocoemecTtu- M3genve Bbi3biBAET peakuyuio
MOCTb Ha ypOBHe KNeTOK Unu TkaHel, 4To

BbI3bIBA€T HeXenatefibHble J10-
KanbHble UM cUCTeMHble adhdek-
Tbl Yy peuunueHTa nnn 6eHeduum-
apa Tepanuu [cm. NCO 10993 (Bce
yacTn)!

25003 Buonornyeckne Hanuuune B meguumMHCKOM usge-
martepuansl nun 6MONOrNYECKNX MaTepuanos,
BbI3bIBAIOLLNX peaKyunio, OTNYHYIO

OT HeMe[ASIeHHOl TrMnepyyBCTBU-

TENbHOCTU
25004 3arpssHeHue MpUCyTCTBME MOCTOPOHHUX Ma-
NOCTOPOHHUMM TEpWasnoB. KOTOpbIe MPUBHOCHATCA
martepuanamm 3arpsA3HEHHbIMU UK NOTEHLUaNb-

HO OonacCHbIMU n3gennamu.

Mpnmevyanne — Wckno-
yalTcs 3arps3HeHus B npouecce
npou3BoACTBa (CM. YpOBEHb 2.
Kof 26503).

25005 [eHOTOKCHYe- M3pgenue, cnoco6Hoe Bbi3biBaTh
ckas npobnema NnoBpeXAeHne reHeTuyeckoro ma-
Tepuana. Hanpumep, npusogsllee
K 3/10Ka4eCTBEHHbIM  OMyX0/sAM

[cm. MCO 10993 (Bce vacTu)]



MpopgomkeHne Tabnuuybl 1

Kop TepMuH

25100 Tloppenka

25300 T[poekTupoBsa-
Hue

YpoBeHb t

Onpepgenexne

Co06bITUSA, CBsiI3aHHble C
BOCNpOV3BeJeHNeM NOANNH-
HOCTM MEeJUUMHCKOTo u3ge-
nvA. Nofaenkoin MapkupoBKu
Unn uMHopmaunm o npoayk-
Te C HamepeHneMm obmaHa u
NIOXHOTO npeAcTaBfeHns o
NOAMIMHHOCTU  MeAULMHCKOro
n3genus

Cob6bITNSA, CBSiI3aHHble C
0TKa3oM MefULMHCKOIo W3-
Oenva B AOCTUXEHWW npeg-
Ha3HAYEHHOro NMPUMEHEHUs B
CBSA31 C HECOCTOATE/IbHOCTbIO
npoektTa unu npouecca pas-
paboTkn

Kog

25006

25007

25008

25009

25101

25102

25301

25302

25303

25304
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TepMuH

Femartonoruye-
ckasi npobnema

3arpsasHeHue
3HAOTOKCMHaMWU

Mukpo6uono-
rmyeckoe 3arpss-
HeHune

Matepuan nnu
cunbTpaT maTe-
puana, Bbl3blBalo-
LM NMPOreHHbI

atppext

danbcuduka-
umsi

Moppenka
MHopmaymm o
npogykte

HecocToaTtens-
HOCTb NPOEKTa

HecocTosiTens-
HOCTb npouecca
pa3paboTku

YnakoBka

Mepsbl 6e3onac-
HOCTK

YpoBeHb 2

Onpepenexne

W3pgenve BnvseT unm Bo3gei-
CTBYeT Ha KPOBb U €e KOMMNOHEH-
Tbl [cM. MCO 10993 (BCce vacTw)]

HexenatenbHoe npucyTcTBue
TOKCUHOB, CBAAI3AHHbIX C HEKOTOPbI-
MU 6akTepusamu (Hanpumep, rpa-
MoTpuLaTenbHbIMK 6akTepmamm)

HexenaTtenbHoe npucyTcTBue
MUKPOOPraHn3MoB WM  MUKPO-
60B Takmx kak 6akrepum v rpuobsl
(ApoXOKM 1 NneceHb)

HexenatenbHoe npucyTcTBUe
MUPOreHOB WM OPraHW3MOB, Bbl-
3bIBAIOLLMX MOBbLILIEHME TEMMepa-
Typbl. sIBAsiOLEECA CNeACTBUEM
NPOHUKHOBEHMUS 3TUX MaTepuanos
U3 usgenvs

MmMutaumsa noanMHHOCTN Mefm-
LIMHCKOTO M3AeNnsa C HaMepeHuem
obMaHyTb

MapkupoBka nsgenuii unu gpy-
ras MHpopmaums, kotopas He npe-
[ocTaBneHa UIn He CaHKLMOHNUpPO-
BaHa KoMnNaHueW, OTBETCTBEHHOW
3a MapKUMpOBKY MU3fenus

OTKas usfenus B AOCTUMXEHUU
npefHasHa4yeHHOro  MpUMeHeHus
13-3a HecocTosiTeNbHoe!n npoek-
Ta. B TOM u4uCfe HeHagnexalei
OLeHKN pucka

OTka3 u3genus B AOCTUXEHUU
npefHasHa4yeHHOro  MpUMeHeHus
13-3a HeHaj/exauiero npotecca
pa3paboTku

HeHagnexauwasi unu cna6as
ynakoBka
HepoctatouHble WM OTCYT-

CTBylOLME Mepbl MO o6ecneyeHunio
6e3onacHocTu
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MpopgomxeHne Tabnuubl 1

YpoBeHb 1

Kop TepMuH

25500 Onektpuyeckas
yactb

OnpepenexHue

Co06bITUSA, CBsAA3aHHble C
3/1eKTPUYECKUM npuBoAom
n3fenuns, B KOTOPOM 3/1eKTpU-
yeckasi HeWcnpaBHOCTb Mpo-
ABNAETCA B OTKase m3genus
(Hanpumep,  3anekTpuyeckoi
CXeMbl, NOBPEXAEHNN KOHTaK-
TOB WM KOMMOHEHTOB), faxe
€C/IM  HencnpaBHOCTb HOCKT
HENOCTOSIHHbI XapakTep

Koa

25305

25501

25502

25503

25504

25505

25506

TepmuH

MpumeHeHne

AnekTpuye-
CKNIA KOMMOHEHT

nekTpuye-
CKune Heucnpas-
HOCTU

AnekTpuye-

CKWIA KOHTaKT

Ccucrtembl
aKkKyMy/iMpoBaHus
3Heprum

HenpaBunbHas
KOHCTPYKLWSA

M3onaunsa

YposeHb 2

OnpepenexHune

HeHagnexawue unum HepocTa-
TOYHblE  XapaKTepuUCTUKN NOJb-
30BaTe/IbCKOro nHTepdeiica,
KOTOpbI onpegenser pesysnbTa-
TUBHOCTb. AelCTBEHHOCTb, Npo-
CTOTYy 06yuyeHusi nonb3oBatenei
1 yAOBNEeTBOPEHHOCTb noTpebuTte-
nei.

MpumeuyaHne — BcooTseT-
cTBuM ¢ M3OK 62366. nyHKT 3.17.

[edekTbl anekTpuyecknx wuu
3M1EKTPOHHbIX KOMMOHEHTOB (Ha-
npMMep. HeucnpaBHOCTb PE3nCTo-
pa. HeucnpaBHOCTb KOHAEeHcaTopa,
HeMWcnpaBHOCTb  TpaHcopmaTo-
pa. HeucnpaeBHOCTb  MWKPOMPO-
Leccopa). NpUBOASALLME K OTKa3y
usgenus.

MpumeuaHue — Vicknoyas

npo6oi n3onauun (CM. ypoBeHb 2.
Kopg 25506).

HewncnpasHocTb anekTpuye-
CKOl Lenu, BO3HMKawLWas B pe-
3ynbTate Takux COObITUIA, Kak
NPOHWKHOBEHME  XWAKOCTU UK
neperpes

QnekTpuyeckas npo6nema,
npueogAwWas K HeucnpaBHOCTU
nsgenua (Hanpumep, HexenaTenb-
Hblli KOHTAKT WAW npepbiBaHUSA
KOHTaKTa, KOppo3us, BbICOKOE CO-
npoTUB/EHNE. TENOBOI yaap um
HenpegHamMepeHHoe ABNXeHue)

Mpo6nema n3genus, ceszaHHas
C cUCTeMOli XpaHeHns anekTpuye-
CKOW aHepruv (Hanpumep, akkymy-
NATOPHbIMK GaTapesMu, CUCTEMOIA
3apsfkM UNU KOHAEHCATOPOM) U. B
TOM uucne Takue npobiembl, Kak
npexaeBpeMeHHoOe  WCTOLLeHne
MCTOYHUKA MOLLHOCTY U B3pbIB aK-
Kymynsitopa

Mpo6nema wusgenus, CcBA3aH-
Hasi ¢ HenpasBWNbLHOW pa3BofKol
3/1eKTPONPOBOAKMN, MOSIOMKOI W3-
3a HenpeaBUAEHHOTO ABMXEHNS 1
APYTMMU KOHCTPYKTUBHBLIMW Hepo-
cTaTkamu

M3penns, koTopble MMENT He-
Haanexauwmin uam HenoaxoAsLLmnii
M30MAILMOHHBIA  MaTepuan, uTo
npMBOAUT K BO3AENCTBUIO ONacHo-
ro HanpsHkeHus



MpopgomkeHne Tabnuuybl 1

Kog TepmunH

25600 3nekTtpomar-

HUTHblE NMOMEXU HencnpaBHOCTAMU

26000 Yenoeueckuit
chakTop

YpoBeHb t

Onpepenexve

Co6bITUSl, CBSi3aHHblE C
aKkTuB-
HOTO 3NEKTPUYECKOro Meau-
LMHCKOTO M3Aennsl, Bbl3BaH-
HbIMWU  3N1EKTPOMArHUTHLIMMN
HapyLlweHusaMu, B TOM uducne
pPaAnoYacToOTHLIMI NoMexamu

(RFIy

Co6bITe, CBfi3aHHOE C
NpUMEHEHNEeM 3HaHWii 0 BO3-
MOXHOCTSIX yenoseka (husn-
YeCKMX. CEHCOPHbIX, 3MOLU-
OHa/bHbIX W WUHTENNEeKTyanb-
HbIX). U NpeAesibl NPUMeHeHNs
X NpU NPOEKTUPOBaHWM W

paspaboTke  UHCTPYMEHTOB,
nsgenuii, cuctem, cpeg wu
CTPYKTYp.

MpumevaHne — Bco-

oteeTcTBuUn ¢ AAMI HE75.

Kog

25507

25601

25602

26001

26002

26003

26004

26005
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TepmuH

McTo4HUK nuta-
HUA: noTepsa mMoly-
HOCTK

YcToiunBoCTb
K 3N1€eKTPOMarHuT-
HOMY U3My4YeHuto

Snekrtpomar-
HWTHOe n3nyye-
Hue

HeHopmans-
HOoe npumeHeHve

Cpok rogHocTu

OkoHuaHue
cpoka cnyx6bl

Hegonyctumas
oKpyxatowias
cpega

HenpaBunbHas
KannbpoBka

YpoBeHb 2
Onpepnenexve

BbIX0A M3 CTPOS 3/1EKTpOCeTH,
4TO MPMBOAUT K NPEKpaLLeHunto pa-
60Tbl U3genus

YxyaweHue MeAMLUHCKNX
PYHKLMOHABHBIX XapakTepucTUK
B pesy/ibTare 3/1eKTPOMarHnTHbIX
nomex

MefuuMHCKUe W3fenus, KoTo-
pble HenpeAHaMepeHHO u3nyvatT
3NEKTPOMArHUTHbIE MOMEXU, BMM-
AllWMe Ha paguocssAsb, Apyroe
usgenve Unu  YHKLUWOHasbHbIe
XapakTepucTukn ApYrux MeguunH-
CKMUX W3L4ENUit UNu MeANLMUHCKUX
cuctem

[elictBue unu 6espelictBue
nosib3oBaTena Uau oneparopa Mme-
[OVUMHCKOTO M3LEeNnus Kak pesynb-
TaT NOBEAEHNS, KOTOPOE HaXOAWT-
CA BHE BCSIKUX pPa3yMHbIX CPeacTB
ynpaBfieHUsi PUCKOM CO CTOPOHbI
U3roTOBUTENS, Hanpumep, YMbiLl-
NIeHHOE HapyLleHWe WHCTPYKLMK,
npoueaypbl WAU  UCNO/b30BaHue
[0 3aBeplleHUsi YCTaHOBKMU, 4TO
NPUBOAUT K OTKa3y U3genus.

MpunmeyaHue — B cooTseT-
cTBuUN ¢ MOK 62366. nyHKT 3.1.

Mcnonb3oBaHne MefULUHCKO-
ro U3fenua no UCTeYeHWU cpoka
rofiHOCTW, YTO NPUBOAWT K OTKasy
n3genus

HeucnpaBHOCTb u3genus, Bbl-
3BaHHaaA ucnosb3oBaHWMemMm ero no
NCTeYyeHUn yCTaHOB/MIEHHOIO CpoKa
npumMmeHeHuna

Wcnonb3oBaHne u3genus B
oKpyxatowein cpege, koTopast npu-
BOAMT K €ro 0TKa3y U1 Hencnpas-
HOCTK

KannbpoBka BbINOMHEHA He-
npaBwW/ibHO UK HE BbINOJIHEHA BO-
obLe. 4YTO NPUBOAUT K HETOUYHbIM
pesynbTatam, npefocTaBnsieMbiM
MeNLWNHCKUM N3aenmem, y4acTBy-
IOWUM B M3MepeHusax (Hanpumep,
Temneparypbl, Macchbl. pH. pe3ysnb-
TaToB in Vitro nccnegosaHus)
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MpopgomxeHne Tabnuubl 1

Koa

26200

YpoBeHb 1

TepMuH

B3aumopgeii-
cTBue

OnpepenexHue Kog

26006

26007

26008

26009

26010

26011

26012

26013

26014

CobbiTie, cBfi3aHHOe C 26201
pasHoOpPOAHbIMU MeauLUH-
CKUMW U3AENVAMUA U APYTUM
060pyl0BaHNEM, WHTErpupo-
BaHHbIM B CO3J4aHue Meau-
LIMHCKOW cucTembl

TepmuH

Mpo6nema
yCTaHOBKM

O6cnyxnBaHne

Herurnexuunu-
HOe COCTOosiHne

AHaTomus
nauymeHTal/dusvo-
norus

CocTosiHne
nauneHTa

Crepunusayus.
Ae3nHdekuns.
oumncTka

Ycnosusa xpa-

HEHWs n3genuii

O6yyeHne

Owmn6kn npm-
MeHeHus

CBAa3b (Npo-
BoAHasa wnu 6ec-
npoBogHas)

YposeHb 2
OnpepenexHune

HeucnpaBHOCTb N3fenus B cBA-
31 C HenpaBWIbHON YCTAaHOBKOWA,
HaCTPOWKOWN nnn KoHdurypaumei

OTkas WAM  HEeUCrnpaBHOCTb
u3genus B pesynbTate HejocTa-
TOYHOTO TEKYLLEero Uau nepuoau-
YeCcKoro TEeXHWYECKOro 06CNyXu-
BaHus

HeucnpaBHOCTbL u3denusa, Bbl-
3BaHHaA HeA4OCTaTOYHbIM FTMrMeHn-
YeCKMM CTaTycoM nosib3oBaTens
nnn mMectoHaxoxgeHnem nosib3o-
Batena

HeucnpasHocTb u3genus, Bbl-
3BaHHas HEeCOOTBETCTBYIOLMUM
NPUMEHEHNEM WM HENPUrofHO-
CTbl0 ANns aHaTomuu/cmsnonorum
BOB/IEYEHHOrO NaLneHTa

OTKa3 unu nnoxaa pa6ota us-
[enusi B pesysibTate COCTOSHUSA
nauneHtTa (BO3MOXHO, BHe3amnHo-
ro)

OTka3s wu3fenus un3-3a Hepao-
CTaTOYHON WNM  HeHagnexawiel
cTepunusauuu, aesnHdexkuun nam
O4UCTKM

HeucnpaBHOCTb. Bbl3BaHHas
HenogobawwWwmnMn U Heageksar-
HbIMU YCNOBUAMU XpaHeHus (Ha-
npumep. Temnepartypoii, BAaXHO-
CTbi0. OCBELLEHHOCTbIO)

HewncnpaBHOCTb. Bbi3BaHHas
OTCYTCTBMEM UM HEeAOCTaTOYHbIM
Oﬁyqul/leM nonb3oBartensa

[eiictBna unu 6Gesgeicreue,
KOTOpble MNPUBOAAT K Apyromy
pesynbTary, yem 3TO npeAnona-
rasocb W3roTOBUTENEM WU OXM-
flaeMoMy onepaTopoM, BbI3biBas
oTkas usgenus

MpumeyaHne — B cooTBeT-
cTBuM ¢ M3K 62366:2007. onpepe-
neHuve 3.21.

MeauunHCKUe U3fenus, KoTo-
pble He nepejawT U HE MpUHUMA-
0T HaAnexawine CurHasbl, Takvue
Kak COOG6LEeHNsl, NOyUYEeHHbIE, HO
HE MOHATLIE: COO6LLEHNs, OTNPaB-
NEHHble. HO He MOMyYeHHble, Un
COOGBLEHNSI C MOBPEXAEHHBIM CO-
LepxaHnem



MpopgomkeHne Tabnuuybl 1

Kop

26400

26500

YposeHb 1

TepmuH

CobbiTe, cBfi3aH-
Hoe C WHdopmauwueid,
npefocTaBNseMoii ns-
rotosuTenem gns 6es-
OonMacHoi. npocToit u
3hheKTUBHOW paboThI
MeAWUMHCKOro  n3ge-
s

Mpoun3BoaCcTBO

OnpepeneHune

CobbiTe, CcBsi3aH-
HOE C MeAULUHCKUM
n3genvem. KoTopoe
MOXHO NpocneaunTs 40
npo6nembl B Npowus-
BOACTBEHHOM npouec-
ce. WCKIKYas BOMpPO-
Cbl  MPOEKTMPOBaHMSA
MeAULMHCKNX U3aenunii

Kop

26202

26203

26401

26402

26403

26501

26502

26503

26504

FOCT P 56032—2014fISOfTS 19218-2:2012

YpoBeHb 2

TepmuH Onpepenexnune
OTKNoYeHnsa HenpegHamepeHHoe pasb-
efuHeHne AByX unm 6onee yva-
cTeil  MeAWLMHCKON  cucTemsbl
(Hanpumep, anekTpuyeckoe, me-
XaHuyeckoe.  rugpasnuuyeckoe
UM NHEeBMAaTUYecKoe), YTo npu-

BOAWT K O0TKa3y usgenvs
HecoBmecTumocTb HewncnpaBHOCTb u3genus wus-
Mexay — W3fenusMu 3a COefUHEeHUs WNu nogknwode-
WUAN  KOMMOHEHTaMM HWUA HeHaAnexalnx KOMMOHEeH-

cucTemsl TOB

Owwnbka B Mapku-
pOBKE WU WHCTPYK-
LMK NO NPUMEHEHWIO

HenpurogHaa WH-
CTPYKUUsi no npume-
HEHUI0

Heuutaemas map-
KMpOBKa

Owwnbka c6opkn

Mpouecc o4ncTKU
nnu aesnHdekunm

3arpssHeHune B
npouecce npousBoA-
cTBa

Mpouecc ctepunu-
3auun

OTka3 u3genus BCreAcTBue
HEKOPPEKTHOTO MapKupoBaHus

Owwnbka usgenus B pesynb-
TaTe HefoCTaTOYHOW MNn oTCyT-
cTBylOWEA uHDopMauMn B WH-
CTPYKLUK

Ownbka nsgennsa B pesynbra-
Te HEBO3MOXHOCTU MPOYTEHUS
nonb3osaTenem MapKMpOoBKY,
Hanpumep, NOBPEXAEHHOW 3Tu-
KEeTKW, yXy[LeHUs ee KayecTsa,
pa3mepa wpudra

OTKa3 u3genusa B pesynbrare
HENpaBWIbHOI COOPKK

HewucnpaBHOCTb U3aenus, Bbl-
3BaHHas HeJoCTaTOuYHOW OYNCT-
KO nnun pesnHdekumnei

M3nenne BospeiicTByeTt/npe-
NATCTBYeT  BO3JeiCTBUIO  WUC-
MOPYEHHbIX  3/IEMEHTOB  Wan
3arpsi3HeHuto B npoLecce Npoms-
BO/ACTBA. KOTOpPOE He 6bla10 Haj-
nexalyum o6pasom yaaneHo npu
fanbHeliwen obpaboTke

HeucnpaBHOCTb U3aenus, Bbl-
3BaHHasA HeHa,qne)Kau_\eVl mn

HeAOCTaTOYHOW cTepunusauneii

7
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MpopgomxeHne Tabnuubl 1

Koa

26600

YposeHb 1

TepmuH

Martepuanbl, Xumu-
yeckuii coctas

Onpepenexne

Co6bITS, CBSi3aH-
Hble C KOMMNOHeHTaMu
usgenus unum martepu-
anamu, UM Tem. Kak
matepuansl  usgenus
WUAN KOMMOHEHTbI pe-
arupylT c  apyrumu
afnemMeHTamu nn6o B
MeauLUHCKOM  n3ge-
nnun. Nn6o B €ro okpy-
XeHnmn

Kon,
26505

26506

26507

26508

26601

26602

26603

26604

YpoBeHb 2

TepmuH

Mpo6bnema npowus-
BO/CTBEHHOr0 060pYy-
foBaHus

Mpobnema
KOBKM

yna-

Mpo6bnema ynpas-
JIeHNA KayecTBOM

Mpobnema xpaHe-
Hus

Mpo6bnema paspy-
LweHus

Henopgxopgsawue
marepuanbl

HecoBmecTuMble
MaTtepwuasbl

Mpobnema peak-
LMOHHOW aKkTUBHOCTM
n3genus

OnpepeneHune

OTKa3 usgenus ns-3a npobne-
Mbl B 060pYy/0BaHNN, MCMOMb3Y-
eMOM B npoliecce Npou3BoAcTBa
UM B 06CNYXUBAHWN 3TOTO 060-
pyAoBaHus

HeucnpaBHOCTb U3aenus, Bbl-
3BaHHas paspylleHWemM ynakos-
Kn {Hanpumep, copBaHHas Naom-
6a unu paspbiB (MoBpexaeHune)
Habopa KoHTeliHepoB /n vitro]

Mpo6nema wn3genus, npo-
ncTekawwas B pesyjbTate He-
[0CTaTO4YHOTO TEXHUYECKoro
06CNYXMBAHNS  WAKW  CO3L4aHMS
TEXHUYECKUX YCNOBUI ANs1 KOH-
TPONsSi U BepudmMKaLum TexHuye-
CKUX XapakTepucTuK Npoaykuum,
onpefeneHHbIX N3roToBuTenem

HeucnpaBHOCTb U3aenus, Bbl-
3BaHHas HeHagnexawumu unu
HefocTaTouHbIMU yC/IOBUSIMU
XpaHeHus (Hanpumep, Temne-
paTypbl. BNAXHOCTU, OCBELLEH-
HoCTH)

Mpobnema wusgenus, SABNSIO-
wasca pesynbTatoM U3Hoca, oc-
na6neHusi, KOPPO3UU UK BO3HU-
Kawwas n3-3a npoLeccoB, Takmx
KaK CTapeHune, NPOHUKHOBEHWE U
Koppo3usi

Mpo6bnema w3genus, BO3HU-
Kawowasi B CBSi3n C €ro npumMeHe-
HUEM WU UCMONb30BAHUEM He-
noaxoAslMX MaTepuanoB A
npeanosiaraemMoro npuMeHeHus

npoAyKuum

Mpobnema n3genus, Bbi3BaH-
Has MCNonb3oBaHMEM HecoBMe-
CTUMbIX MaTepuasioB B TeyeHue
BCEro cpoka cnyx6bl NpoaykTa,
Hanpumep, U3HalnBaeMmbIX, KOp-
poaunpytounx

Mpo6nema usgenusi, csizaH-
Has ¢ marepuasamu, KoTopble
He pearvpyioT Hagnexawum 06-
pasom. Hanpumep, amasibramsbi,
CNenoyHble. CUIMKOHOBbIE MaTe-
puasnbi



MpopgomkeHne Tabnuuybl 1

YposeHb 1
Kop TepmuH
26700 MexaHun4yeckas
yacTb
26800 HemeguuunHckas
npobnema nsgenus
W 06HapyXeHHOro
oTKasa
26900 OTcyTCTBUE  CBA3MN

C MeAWUVHCKUM u3ge-
nmem

OnpepeneHune

CobbITNs, CcBsI3aH-
Hble C MexaHu3mMamu
nnu hnsmyecknmu
cBOWCTBAMU MeaULUH-
CKUX U3fenvii, uckno-
yas 3aNeKkTpruyeckme
cBoilicTBa

Co6bITUS, CcBSA3aH-
Hble C MeaULMHCKAM
nsgenvem. KoTopoe

nnu YHKUMOHMPO-
Basio B COOTBETCTBUM
C npefAHa3Ha4YeHHbIM
NPUMEHEeHNeM, Uan oT-
ka3 He 6bl11 06HapyxeH

CobbITe, He cBSI-
3aHHOE W He 3aBuUCH-
wee oT MeAULUHCKOTO
n3genus

FOCT P 56032—2014fISOfTS 19218-2:2012

YpoBeHb 2

TepMuH

MoBpexaeHue B
pesynbTarte crepu-

nusaunu/npouecca
OUUCTKM

HeucnpaBHocTb
KOMMOHeHTa

Yctanoctb

PaspyuwieHve

YTeukal/pasrepme-
Tm3auymsa

M3Hoc

HemepguuuHckas
npobnema

HemepguuuHckas
npo6nema oTkasa
nsgenusa

OTCcyTCTBME CBSA3MN
C MeAWNLMHCKUM WU3-
aenvem

Onpepenexnune

OTKa3 u3genus, KoTopblii npu-
BOAMT K MaTepuasibHOMY ylep6y
KaK pesynbTar feUCTBUS XUMU-
UECKOro areHTa, UCMosb3ylolye-
rocAs BO BpeMs CTepunusauuu
UK npouecca OYMCTKW, Hanpu-
Mep. Ype3MepHbIX OCTaTOYHbIX
XUMUYECKUX WAN HEeCOBMECTH-
MbIX CTEPU/IN3YIOLLMX areHTOB

[ethekT MexaHU4Yeckux Kom-
NMOHEHTOB. 4YTO NPUBOAMUT K OT-
Kasy u3fenus, Takomy kak oTkas
OMOPHOTO KPOHLUTERHA

Mpo6nema nsgenus B pesysb-
Tate ocnabneHns uaum nopuu
matepuana npu Bo3geiicTBun
Harpyskv WM cepuu noBTOPSAIO-
LMXCA HaNpPsKeHNi

Mpobnema n3gennsa B pesynb-
Tate pasfeneHnss KOMMOHEHTOB,
06bekTa UM MaTepuana Ha ABe
nnu 6onee vacrei

YTeuka'pasrepmeTusauma us-
[enua 3a cuyeT BellecTBa, Kak
npasuio, XWAKOro Wau rasa,
yTeuka u3 u3genua uam oTkas
npoknafku, paccyUnTaHHOW Ha
BelecTsa A8 BXoja B usgenve
UNY BbIXoJa W3 U3fenuns unm ero
KOMMNOHEeHTa

MNpo6nema wusgenus u3-3a
nNpexaeBpeMeEHHON UM OXK-
flaeMoii 3po3un  1Cnosb3yemblx
MaTepmanos, WX yXyALeHUs Ui
N3MEHEHUs

PelleHne BbIHECEHO HA OCHO-
BaHUM TOrO, UTO u3genne yHk-
LlMOHMPOBAJIO B COOTBETCTBUU C
npeAgHasHauyeHHbIM MPUMEHEHM-
em

Bbixog n3fenvs us cTposi He
MOXeT 6bITb NOATBEPXAEH 3a He-
[OCTATOYHOCTLI0 AOKa3aTeNbCTB

He6naronpmaTtHoe cobbiTUE
He CBSI3aHO C MEAWLVHCKUM W3-
nenvem
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MpopgomxeHne Tabnuubl 1

YposeHb 1

Kop, TepmuH Onpepenexne
27000 Henpsamoe, HecaHk- CobbiTve, CcBsi3aH-
LMOHMPOBAHHOE WAN HOE C HenpejHasHa-
npoTNBOMNOKa3aHHOE YEeHHbIM NPUMEHeHUeM
npuMeHeHve (He no npsMomy Ha-
3Ha4YeHu0), He COoOoT-
BETCTBYlOLLEE perynun-
pytoLwmm TpeboBaHNAaM
(HecaHKLMOHUPOBAH-
HOe) uauM npoTuBOMO-
KasaHHOe MpuMeHeHue
MeANLMHCKUX n3aenuii
27100 OnepaTtuBHas npo- CobbITnsi, cBA3aH-

6nema (HepocTaTo4- Hble C OTCYTCTBMEM UK

Hoe (PYHKLUMOHMpOBA- HapylweHuem yHKLN-

Hue) OHasbHbIX BO3MOX-
HOCTe Wan BO3MOX-
HOCTell MeAULMHCKOro
nspenvs

10

Kon,
27001

27002

27003

27101

27102

27103

27104

27105

27106

YpoBeHb 2

TepmuH

HenpegHasHaueH-
HOe MpUMeHeHue

HecaHkunoHunpo-
BaHHOe NMpuUMeHeHne

HecaHkunoHunpo-
BaHHOe MpUMeHeHve

CurHan Tpesoru

OwwnboyHas nepe-
[ayva faHHbIX

OTcyTCcTBME Kanu-
6poBKY

3aluTHbie Mepbl

TemneparypHblii
cboii

MpumeHeHne

OnpepeneHve

MpuMeHeHne  MeANLMHCKNX
u3genuii 3a npegenamv npegno-
naraemoro npuMeHeHus, ycTta-
HOB/TIEHHOTO W3roTOBUTENEM, W
AN KOTOPOro He 6bl/1I0 Nonyye-
HO opobpeHue perynupyLmx
opraHos

MpumMmeHeHue u3genus ans
MeAMLMHCKO  uenn, KoTopas
He WMeeT perynmpyioLero ofo-
6peHus uanM MeeT HOBOEe npea-
rnonaraemMoe npuMeHeHue, Ha
KOTOPOe He Mosly4YeHO LOMNO/HU-
TeslbHOe paspeLueHne

I'Ip06nema B CBA3U C UCNONb-
30BaHMemM wusgenua B Uendx,
NPOTMBONOKa3aHHbIX K NpUMeHe-
HWUIO n3rotosutenem

OTKa3 A HepocTaTtoyHOCTb
CuUrHana Tpesoru

OTkas MeAWLMHCKOro u3fge-
NSt TOYHO NepefaBaTtb faHHble
B WAW U3 APYTOTo M3Aenns wumu
pacnonoxeHusi

Bbixog u3 cTpos usgenus,
Tpebyluiero kanmbpoBku, ns-3a
HenpoBeAeHNs KannbpoBKu, 4TO
NpuBOANT K HETOYHbIM M3Mepe-
HUAM

OTKa3 3aLMTHbIX MEp. Hanpu-
Mep NpefoXpaHuTens urbl, Kna-
naHa cépoca faBneHus.

MpumevaHune 3a wuc-
K/IOYEeHWEM CcurHana TpeBorn
(cm. ypoBeHb 2, Ko 27101).

Mpo6nema wu3genus wu3-3a
Upe3MepHOro Harpeea WM OX-
naxpeHus

OTka3 usfenus BcnepacTsue
OLNGOK NPUMEHEHUS.

MpumevyaHne — B cooT-
BeTcTBUM ¢ M3IK 62366. onpepe-
nexve 3.17.



MpopgomkeHne Tabnuuybl 1

YposeHb 1

Kopa Tepmun

27200 OonTuyeckasn
yacTb

27300  [lpyroe

27500 AvcTpubyuus

npoAayKuumn

27700 Cuctema

KayecTBa

28000 MosToOpHOE
Mcnosib3oBaHve
n3aenus ofHo-
KpaTHoro npu-

MeHeHusA

OnpepeneHHo

Co6bITHS, CBSi3aHHbIE CO
CMNOCOGHOCTBIO  MEeAULMH-
CKOTO U3fenus nponyckatb
3Hepruto cseta

CBsi3aHHble C u3fgenuem
cobbITus, conpsXeHHble C
TEPMUHOM OUeHuBaHuA, He
OTHOCALMMCA K 3TOMY KO4Y

CobbITHe, cBs3aHHOe C
MeANLMHCKNM n3genvem,
KoTOpoe MOXeT 6biTb npo-
C/IeXXeHO B OTHOLUEHUUN MpPo-
6nembl aMCTpnbyunn nepep
nepBbIM NPUMEHEHVEM.

MpumevaHune 3a
WUCKMOYEeHVEeM 2-r0  YpOB-
HA  TepMmuHonorMM  AnA
1-ro ypoBHS kogoB oT 25300
[0 26500.

Co6bITNA, cBA3aHHble C
MeAUUMHCKMMU  npobnema-
MW u3fenus B pesynbTarte
HeAoCTaTOUYHOTO  TexHuue-
CKOro 06CnyXuBaHua wUnn
CO3/4aHUS TEeXHUYECKUX yc-
NoBWUiA AN KOHTPONS U Be-
pudmkaumm npoaykuum B
COOTBETCTBUM CO creundm-
KaumsMu. onpefeneHHbIMn
nsrotoBuTenem

Co6bITUSA, CBsi3aHHble C
MOBTOPHbLIM UCMO/b30BaHM-
eM MeANLMHCKUX W3Aennid,
npefHasHayeHHbIX  M3roTo-
BUTENIEM A1l OLHOKPATHOro
npUMeHeHust
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Koa TepHuu

27201 Mpobnema
onTuyeckoii nepe-
Aaumn

27301  [fpyroe

27501 KoHTamuHaums
nepepg nepsbiM
npvMeHeHnemM

27502 Ob6ecneyeHve
KayecTBa Ha 06b-
eKTax 34paBooX-
paHeHus

27503 Mpo6bnema
yCTaHOBKM

27504 TpaHcnopTupo-
BaHve. o06paboT-
Ka. gocTaBka

27701 Mpo6nema KoH-
Tpons kavecTsa

28001 [MoBTOpHOE MUC-

nosb3oBaHne u3-
fenus  ofHokpaT-
HOro NPUMeHeHus

YpoBeHb 2

Onpepaenexnne

Mpo6nema usgenus, cesizaHHas
CO CMOCOGHOCTbIO U3fEeNusi nepe-
[aBaTb 3Hepruio ceeta

Co6bITHSA, CBSI3aHHblE C M3fe-
INEeM. He OTHECEHHble K ApYrum
KofaM, BK/IOYEHHbIM B HacTOsi-
wyto Tabnunuy

N3genue BnusieT/npenstcTByeT
BO3JENCTBNIO BPEAOHOCHbIX 3ne-
MEHTOB. 3arpsA3HeHni unu 3arpsas-
HSIOLLMX BELLECTB, KOTOpble MOryT

NnoB/IUATL Ha KOMMOHEHTHI, 4YacCTb
nnwn ece nsgenune
OTka3s n3genna Bcneactesune

HegocTaTouHoCTU npoueayp o6e-
crmeyeHusi kayectTBa Ha o6bekTax
3[paBOOXpaHEeHMs

OTKa3 u3genust uam napTum ms-
Aenvii B uenu guctpubyumm mns-3a
OLIMGBKN MOHTaXa, BbIMOIHSEMOrO
n3roToBuUTENEM

Mpo6nembl  un3genus Bcnea-
CTBME YC/IOBWIi [OCTABKM, Hanpu-
Mep. TemnepaTtypbl B OTceke Ans
nepeBO3KM rpys3a, MeToAa TpaHc-
nopTUpoBaHus

Mpo6nema wu3genus, kotopas
BbITEKAET W3 HELOCTATOUYHOIO TEX-
HWYeckoro 06CNyXuBaHWA — Un
YyCTAaHOB/IEHUSI METOA0B KOHTPO/S
1 BepudmKaumm TeXHUYECKnx Xa-
pakTepucTUK Npoaykuun, onpege-
NIEHHbIX U3rOTOBUTENIEM

OTka3 wu3genua u3-za MNoBTOp-
HOro  MCnonb3oBaHuA I/I3,Cl,eﬂl/ll7l,
npegHasHa4eHHbIX AN oAHOKpaT-
HOro NpUMeHeHuns
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MpopgomxeHne Tabnuubl 1

Kop TepMuH

28200 Mporpamm-
Hoe o6ecneye-

Hue

28500 HecaHkuymn-
OHVMpOBaHHOE
BMellaTesb-
CTBO, Bpeau-
TeNbCTBO

12

YpoBeHb 1
OnpepeneHune

CobbITNA, CBA3aHHblEe C Me-
AVUMHCKON dhyHKUMel usgenus
WNN YCTPOIACTB, FreHepupytoLwmnx
nHdopMaumo, Kotopas Hapy-
waetcA. 060ro  McKaxeHus
u3-3a nporpammHoro obecne-
YEHNA. HencnpaBHOCTW, Hepo-
CTaTOYHOCTU WU HECOBMECTHU-
MoCTH.

MpumevaHne — 31U yc-
I0BUSI BK/OYAKOT HEMOJIHOLEH-
HOEe WAW HefocTaToO4yHoe npo-
rpammupoBaHue.  yctapesllee
nporpammHoe obecrneveHve un
HenpaBW/bHYIO YCTaHOBKY, B TOM
yncnie 06HOBEHNSA.

Co6bITUsA,  CBsi3aHHble  C
npefHamMmepeHHbIM akToM BMe-
lwaTenbCcTBa B NPOU3BOACTBO
N ANCTPUBYUUIO n3genus oT-
HOCWUTENbHO npeAnucaHuii us-
rotoButens  (BpefuTenbcTBO),
WAM  MaHUNYyNAauus  U3genvem
M3rOTOBUTENS B  MEANLMHCKUX
Lensx (HecaHKUMOHUPOBaHHOE
BMeLIaTeIbCTBO), YTO NPUBOAUT
K OTK/IOHEHUsIM B paboTe mMeau-

Kos

28201

28202

28203

28204

28205

28206

28207

28501

TepmuH

KoHdwmrypa-
LS nporpaMMHo-
ro obecnevexus

MpoexTnpoBa-
HWe NporpaMMHo-
ro obecneyeHus

Mpo6nema
yCTaHOBKM
nporpaMMHoro
obecneyveHnsa

Ownbka
TpeboBaHwuii
nporpaMmHoro
obecneyeHnsa

BesonacHocTb
nporpaMmHoro
obecneyeHus

HecosmecTu-
MOCTb annapar-
HOli yacTun

HecoBmecTu-
MOCTb Nporpamm-
Horo obecneue-
HUsA

HecaHkum-
OHMpOBaHHOE
BMeLlaTeNbCTBO.
BpeAnTeNbCTBO

YpoBeHb 2
OnpepenexHune

Mpo6nemsl u3genusi Bcnea-
CTBUWE UCMO/b30BAHUS HEMpPaBU/Ib-
HOW BEpcUMM UNU HeJOCTaTOYHOro
ynpasneHnsi U3MeHeHUAMU

OTka3 MefWUMHCKOro u3genus
WU KOMMOHEHTa BCNeAcTBME He-
NOMHON. HenpaBUAbHOW UKW Hefo-
CTATO4YHOI paspaboTku nporpamm-
HOro obecneyeHus

OTKa3 MeAMUMHCKOro u3genus
BCNeACTBUE BbINO/IHEHUS onepa-
LUMiA No ycTaHOBKe MNpOrpammHo-
ro obecneyeHnss He Tak. Kak 3To
npeanvcaHo

OTka3 MeAMUMHCKOTO u3aenus
BC/IE/ICTBUE HEMO/HOM, HenpaBu/b-
HON UNU HepocTaTouHol pa3paboT-
K1 NporpamMmmMHoro o6ecneyeHus

OTka3 nporpammHoro obecne-
YeHWA MeAWNLMHCKOro U3Aenus us-
3a HejoCTaTOuYHOW aBTopu3auuu,
KOHTpONA pgoctyna u  yHKUmMit
nofoTYETHOCTU

OTKa3 u3genus BcreacTeue co-
efiNHeHns1 ABYX Unu Gonee Heco-
BMECTUMbIX YCTPOICTB

OTka3 usgenus BcneacTBue co-
eAVHeHus AByx unu 6onee Heco-
BMECTMMbIX YacTeli NporpaMMHOro
obecnevyeHuns

OTka3 w3genus B pesynbTate
HeCaHKLWOHMPOBAHHOIO  BMella-
TENbCTBA WIN BPpeAUTENbCTBA MOA-
JINHHBIM MEANUNHCKUM U34ennam
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OkoHuyaHue Tabnuubl 1

YpoBeHb 1 YpoBeHb 2
Kop TepmuH Onpepenexue Kop TepMuH Onpepenexne

MWHCKOTFO usgenusa n/unu Hera-
TUBHOMY B/IMAHUIKO Ha fieyeHune
nayneHToB.

NMpumeyaHune — 370 Mo-
XEeT BK/YaTb BMELIATENbCTBO
B HACTPOWKM NN hyHKL MU n3ge-
NSt CO CTOPOHbI NauueHTa unm
TPETLUX NN, C Lie/blo U3MEHUTb
neyeHve naumeHTa, uam noapbl-
Ba penyTtauun usgenus (Mapkv
n mMogenu) niunu ee M3roToBu-
Tens nyTeM BMellaTeNnbCcTBa B
NPOM3BOACTBEHHBIE  mpolecc,
4To MpMBELET K NPOU3BOACTBY
HeHafexXHoro npoaykra.

28700 PesynbTarbl Cob6bITnA, cBA3aHHble ¢ no- 28701 J10XHblE M3penve gaeT NoXHble pesysb-
ncnbITaHNni Ny4yeHnem u npepoctaB/ieHnemM WM HETOYHbIE TaTbl NCNbITAHWIA, He COOTBETCTBY-
HETOYHbIX pe3ynbTaToB ucnbiTa- pesynbTaTtbl UC-  lOWMEe peasibHbIM NokasaTensm

HUIA nbITaHni (Hanpumep, 0XHO-NONOXMUTE b-

Hble WM NOXHO-OTpULATENbHbIE)
WM HETOUHble pe3ynbTaTbl UCMbI-
TaHui.

NMpumeyaHune — ®yHKUWO-
Ha/lbHbIE XapaKTepUCTUKM MOryT
BKNoYaTb B cebs guarHoctuye-
CKYl0 UyBCTBUTENIbHOCTb, AMArHO-
cTnyeckas cneuyudmnyHoCcTb, nu-
HeliHOCTb. CTaBUNbHOCTb NOMEX.

29000 HenpeHtun- CobbiTe, AnA koToporo He 29001 HeungeHtndnu- He onpepgensetca BeposATHas
dmumpoBaH-  MOXeT 6blTb OnpefesieHa Bepo- LMpoeaHHoOe CO- WM OKOH4YaTeNbHas npuynHa —

Hoe cobbITe  ATHasA WKW OKOHYaTesnbHas npu- 6bITHE HEen3BeCTHO COCTOSIHWEe, BbI3biBa-

YynHa loLlee 0Tkas onepayoHHOl yHK-

Luun ycTpoiictea

13
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MpunoxeHne A
(cnpaBoyHoe)

CTpyKTypa cUCTeMbl KOAWPOBaHUSA

MosHasi cucTemMa KoAMPOBaHUs NPeACcTaBnseT cob60i CTPYKTYpPY M3 NATU TOUEK AAHHbLIX 47151 NOMYYEHNUs NONe3How
1 TOYHON UH(OPMALMK O HEGTArONPUATHBIX COBLITUAX, CBA3AHHLIX C MEANLMHCKUMY U3AENUAMU, N NpeAHasHadeHa as
o6erdyeHuns rno6asbHOro 06MeHa AaHHbLIMU MEeXAy perynupylowmMmu opraHamu. OnpegeneHHas nHgopmMauns Heo6xo-
AUMa 4151 TOTO, YTOGbl MPaBUIbHO UAEHTUMULUPOBATL N3AENNE 1 BbIGPATbL O4HO UM HECKOJILKO TUMOB COBLITWIA 1 KOA0B
OLEeHMBaHUA ANA UAEHTU(MKALAY UHLMAEHTA.

MATb TOYEK AaHHbIX NMPUBEAEHbI HA PUCYHKE A.1, MOACHEHUS K HUM AaHbl HUXE.

Kop, Twn nsgenua Kog tvna Kopg oueHkun MprcBOEHHbIN KOA
HOMeHKNnaTypbl He6naronpuaTHOro HebnaronpuATHOro nauveHTta/nons3osarens/
n3genvs cob6bITUA cobbITA Apyroro nuua
(Heo6s3aTenbHO)

PucyHok A.1 — CTpyKTypa cucTemMbl KOAUPOBaHUSA

- Kof, HOMeHKnaTypbl U3fenns OTHOCUTCA K YHUKaNbHOMY KoAy onpejefieHns kateropun usgenuii B ctaHgapTHON
rpynne msgenwii u Tunos usgenuii, T. e. B GMDN (rnobanbHasi HOMeHknatypa MeauLUHCKUX U3Aenunit) unu B apyrux Ho-
MeHknaTtypax usgenuii, Takmx kak UMDNS (yHuMBepcanbHas cucTemMa HOMEHKNATYPbl MEANLUHCKUX U3Aenuid).

- Tun n3genus oTHOCUTCA K UAEHTUdVKALUN KOHKPETHOro NpoAykTa N3rotosutens (To ecTb Mapka 1 MoAesb), Kak
onpegeneHo B UCO 15225.

- Kog Tvna HebnaronpuAaTHOro co6biTUS OTHOCMTCA K KOAY, KOTOpbI/ XapakTepusyeT Habnogaemoe npumeHeHue/
HencnpaBHOCTM/OTKa3 MEANLNHCKOIO N3e/Insi B MOMEHT BO3HUKHOBEHUSA COObLITUS.

- Kog, oueHkn He6naronpuaTHOro cobbITUA ykasbiBaeT Ha KoAbl B Tabnuue 1. KOTOpble ONUCbIBalOT pe3ynbTaTbl OLe-
HUBaHWA CObbITUSA.

MpumeyaHne — Koa Tvna He6NaronpuMATHOrO COGbLITUA He BKIIOYEH B HACTOALWWI CTaHAApT. 3T KoAbl Npu-
BefeHbl B NICO/TC 19218-1.

- MpuUCBOEHHbIN Ko naymeHTa/noNbaoBaTeNs/apyroro nLa 0THOCUTCSA K KoAy, KOTOpbIli paspaboTaH 1 noagepxusa-
eTcAa B 6asax AaHHbIX, Taknx kak SNOMED (CuctemaTusmpoBaHHaa meanumHckas HomeHknatypa) u MedDRA (Megumuux-
CKWiA cnoBapb Ans perynupytouei gestenbHocTn). 3T KOAbl MOTYT ONpefennTb UCX0A B pesynbTate He6GnaronpusiTHbIX
CO6bITUIA.

Mcnonb3oBaHne nonHolt cuctembl genaet Gonblue, YeM NPOCTO NpefocTaBfeHne KOAOB A1 He6GnaronpusTHbIX
COObITNIA; OHA MOXET NOMOYb YCTAHOBUTL CBA3b MeXAy HebnaronpuaTHbIM COBbITUEM U HEGNArONPUATHLIMU NOCNeACTBU-
AMUW NS nayueHTa.
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(1]

(2

(31

[4]

(5]

(6]

(71

(8]

0]

MCO 10993 (Bce yacTu)
ISO 10993 (all parts)
NCO 15225

ISO 15225

NCOAC 19218-1

13045 19218-1

M3K 62366:2007

IEC 62366:2007
GHTF/SG2/N54/R8:2006

GHTF/SG2/N54/R8:2006

GHTF/SG1/N41/R9:2005

GHTF/SG1/N41/R9:2005

GHTF/SG2/N31/R8:2003

GHTF/SG2/N31/R8:2003

GHTF/SG2i’'N21/R8:1999

GHTF/SG2/N21/R8:1999

AAMIHE75

AAMI HE75
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