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BBegeHue

MexayHapoaHbn crangapt ISO 15225—2000 nogrotoBneH TexHUYECKUM
KOMUTETOM No cTangaptusaummn TK 257 «Cumonbl n Hpopmauus, npeacTaBnsemble
C MEAVLUMHCKAMW U3LENUAMW, W HOMEHKNatypa WH(POPMAUMOHHLIX AaHHBLIX MO
MeAMLMHCKUM un3genuam» B cotpyaHudectse ¢ TK 210 «YnpaBneHwe ka4yecTeoM U
COOTBETCTBYIOLLME ACMEKTbI AN MEAULMHCKMX U3LENUAY.

MpUHUMNBI NOCTPOEHNST HOMEHKINATYPHOW CUCTEMbI MHPOPMAaLMOHHBIX AaHHBIX
no  MeQuUWMHCKMM  U3JEnusM  MO3BOMSIOT  KOMMETEHTHbIM  OpraHaMm,  BCeMm
3aperucTpypoBaHHbIM  OpraHu3auusiM U U3roTOBUTENSIM  BbINOMHATL  TpebosaHus
pYKOBOAALMX AOKYMEHTOB Ha MEAULMHCKME W3LEenusi, OKasblBaloT MOMOLWb BO
BHEAPEHUN YacTHbIX 3akoHoB EBponerickoro Coto3a, obneryaloT COTPYAHUYECTBO U
obmeH wuHdopMauven B pamkax EC m Ha MexayHapogHOM YpoBHe, a Takke
pacnpocTpaHsloT 3TM  YHKUUM Ha 3akoHoAaTeNbHble OpraHbl W opraHMsauuw,
NOCTaBNALWMNE MEANLMHCKUE UL ENUS.

TpeboBaHMa K MUHUMANbHOMY Habopy AaHHbIX O MEAWULMHCKMX W3AENUsX v
CBSI3aHHOM C STUM CTPYKTypon cuctembl 6a3  paHHbIX NpeAHasHavYeHbl  Ans
pa3paboTumkoB cuCTeMbl 6a3  AaHHbIX, WCMOMb3YIOWMX  OMNUCaHHY  34eCb
HomeHknaTypy. UHdbopmauus, cogepxallascs B HaCTOALWEM cTaHaapTe, AOMmkHa ObiTb
obwepnoctynHol. TpeGoBaHWs, CoaepXallMecs B HACTOALLEM CTaHaapTe, Heobxoaumo
yuuTbIBaTbL NMpu paspaboTke U 0BHOBIEHUN HOMEHKNATYPbl MHPOPMALMOHHBLIX AaHHbIX
Nno MeANLMHCKAM U3AENUAM.

MpaBuvna M OCHOBHbLIE MPUHLMMLI, MOMOXEHHbIE B OCHOBY HOMEHKNATYPbI
MHPOPMALIMOHHBLIX  AaHHBIX, obecneumBaloT  MPOCTOTY €€  MPUMEHEHWS,
pauUMoHanbHOCTE M BO3MOXHOCTb  WUCMOMNb30OBaHWA Ha BCEX YPOBHSAX, Kak B

KOMMbIOTEPHOM, TaK U B Nne4YaTtHOM BUAe.

v
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MEXTFITOCYOAPCTBEHHbBINW CTAHOAPT

HOMEHKNATYPA

HomeHknatypa AaHHbIX N0 MeAULUHCKUM U3Oenusam
Ans nHcpopmaLMoHHOro obmeHa

Nomenclature. Specification for a nomenclature system
for medical devices for the purpose of regulatory data exchange

Hata BBepgeHus — 2013-01-01

1 ObnacTtb NpUMeHeHus1

Hactoswmin  craHgapT  ycraHaenueBaeT TpeboBaHMA K HOMEHKnaTtype
MHMOPMALIMOHHBLIX AaHHbIX MO MEAULUMHCKUM W3LENWsM, YTO MO03BONAeT obnerduntb
COTPYAHWYECTBO M 0BMEH JaHHBIMW Ha  MEXAYHapOLHOM  YpOBHE  MeXay
3aMHTEPECOBaHHBIMU CTOPOHAMI, TaKUMK Kak 3aKOHOAAaTENbHbIE OpraHbl, U3rOTOBUTENN,

NoCTaBLLUUKK, NpeacTaBUTEN OpraHoB 34paBOOXpPaHEeHNA N KOHEeYHbIe NoNib30BaTesn.

MpumevyaHuns

1 Hacroawmn craHgapT BKMOYaeT MNpUHUMNB POPMUPOBaHUS MUHMMAanbHOrO Habopa
LaHHbIX W €ro CTPYKTYpbl, MpeAHasHa4yeHHble AnA pa3paboTumkoB cuctembl 6a3 AaHHbIX,
UCMONb3YIOLLMX HOMEHKIATYpPy, MPUBEAEHHYIO B HACTOSALIEM CTaHLapTe.

2 Hacroswmin cTaHpapT He BKIKOYMAET HEMOCPenCTBEHHO HOMEHKMaTypy, kotopasa Gyaer
U3MOXeHa B OTLEMbHOM [ OKYMEHTE.

3 CraHgapt npefjHasHayeH AN JONOrHeHns TpeboBaHUA PyKOBOASALLMX LOKYMEHTOB MO
MEAVLUMHCKAM M3 ENUsM C LEnNbio OMpeferneHns CpeicTB LOCTUXKEHMS cornacvus B obnactu

MAEHTUDMKALUM MEANLMHCKUX U3AENWUA MEXTY PasfNYHBIMU OpraHu3aLnsamu.

2 HopmaTtuBHbIe CCbLIIKM

B HacTosiLeM cTaHaapTe MCNONb30BaHbl CChINKM Ha Criefytolime CTanLapThbl:
ISO 1087:1990 Terminology. Vocabulary (TepmuHonorus. Cnosapsb)
ISO 2382-4:1999 Information technology — Vocabulary — Part 4: Organization of

data (Cucrtemsl 06paboTkm nHdopmaummn. Cnosape. Yacte 4. OpraHmnsaums aHHbIX)

M3paHne odmumnansHoe
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ISO/IEC 2382-1:1993 Information technology — Vocabulary — Part 1: Fundamental
terms (MHopmaumoHHble TexHonorun. Crioeapb. Yactb 1. OCHOBHbIE TEPMUHDBI)

ISO/IEC 2382-17:1999 Information technology — Vocabulary — Part 17: Databases
(MHdopmaLmoHHble TexHonornn. Crnosapb. YacTtb 17. basbl AaHHbIX)

ISO/IEC 8859-1:1998 Information technology — 8-bit single-byte coded graphic
character sets — Part 1: Latin alphabet Ne 1 (MHdopMaLmnoHHbIe TexHonorum. 8-6utosble
ofHobBanToBble Habopbl KOAWPOBaHHLIX rpaduyeckux 3HakoB. Yacte 1. JlaTuHckui
angaeut Ne 1)

3 Onpepenexnusn

B  HacTosleM  cTaHaapTe  MNPUMEHSIIOT  criefiylolme  TepMuHbl  C

COOTBETCTBYHOLLMMU onpeaeneHnamun:

MpumedyaHne — MHOIME TEPMUHBLI, MPUMEHSIEMbIE B HACTOALEM CTaHaapTe
(«MeanyMHCKOoe U3fenmney, KMEAULMHCKOE n3aenie, BLINOMHEHHOE Ha 3aKas», «M3roTOBUTENbY U
4P.), YXKe Monyynnu COOTBETCTBYIOLUME OMNpederieHnsi B HOPMaTUBHbIX AOKyMeHTax. [oatomy
onpeaeneH1s 3TUX TEPMUHOB B HACTOSILLIEM JOKYMEHTE HE NPUBEAEHbI.

3.1 3Hak: OguH 3Hak u3 Habopa 3nNeMeHTOB, WCMOSbL3YEMbIX AN OpraHusauum
WMy NpeacTaBneHns AaHHbIX, a Takke ynpaenexHus nmn (ISO/IEC 8859-1).

3.2 nonatne: Kareropus MbllneHus, onpegensiowas npegMeTbl HEKOTOPOro
knacca no ux obum ceoicteam (1ISO 1087).

3.3 kareropus usgenua: Het obLLENPUHATOro onpeaeneHus.

MpumeyaHune — OnucaHne TepMUHa KKaTEropus U3AENUA» NPUBEAEHO B 4.2,

3.4 Tun n3penus: Het obwenpuHATOro onpeaenenHns.

MpumeyaHune — OnncaHne TepMUHa «TUN U3LENVA» NPUBEAEHO B 4.4.

3.5 <danmn: Habop 3anucer C HaMMEHOBaHWEM, XpaHAWMIACA UMK
obpabatbiBatomincs kak eauHbIi maceus (ISO/IEC 2382-1).
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3.6 BHewHun Kkmou: OAvH MM Tpynna  XapakTepHbiX  MPU3HAKOB,
COOTBETCTBYHLUNX NEPBUYHOMY KNOUY B KaKOW-TO onpeaeneHHon cessm (ISO/IEC 2382-
17).
3.7 BupoBas rpynna nsgenua: Het o0LenpuHATOro onpeaeneHus.

MpumedaHune — OnvucaHne TepMmMHa «BUAOBAS rpynna n3jenvsa» npmeeaeHo B 4.3.

3.8 wupeHtudpukarop: OavH wnm 6Honee 3HAKoB, WCMONb3yeMblX ANA
NaeHTUDUKALUMA MU HaUMEHOBaHWS dreMeHTa [JaHHblX, CrocobHbIX OMpeaenvTb
HEKOTOpble CBOWCTBA 3TOr0 anemeHTa gaHHbIx (1ISO 2382-4).

3.9 HaumeHoBaHue: OB603HaueHVWe oObekTa C MOMOLLBIO JIMHIBUCTUYECKOrO
BblpaxkeHus (ISO 1087).

3.10 HoMeHKnartypa: Cuctema  TepmMuHOB, paspaboraHHass ~ cornmacHo
npeaBapuTeneHO YCTaHOBMNEHHbIM NpaBunaM HanMmeHosaHus (ISO 1087).

3.11 npeanoyTUTENbHbIA TEPMUH: TEPMWH, PEKOMEHAYEMbIA EBTOPUTETHBIM
opraHom (ISO 1087).

3.12 nepBUYHbIA KINOY: Koy, 0fHO3HAYHO MAEHTUDULMPYIOWNA O4HY 3anvcb
(ISO/EC 2382-17).

3.13 cTpykTypa C BHYTpPeHHUMM cBA3AMM: CTpyKTypa JaHHblX, CBA3aHHbLIX
mexay cobon (ISO/IEC 2382-17).

3.14 BTOPUYHBIN KNHOY: Kniow, KOTOpbIM HE SABNSETCA MNEpPBUYHBLIM, HO AnA
KOTOPOro CyL|eCTBYET WMHAEKC, STOT KN4 MOXeT uaeHTuduuyuposate Gonee opHon
3anvcu (ISO/IEC 2382-17).

3.15 CMHOHUMBbI: Pa3nuuyHble TEPMUHBLI, OTHOCALUMECA K OAHOMY WU TOMY Xe
obbekty (ISO/IEC 2382-17).

3.16 obwenpuHATbIN TepMuH: OCHOBHOE MOHSATUE, KOTOpPOEe NPUCYTCTBYET
Bonee Yem B ABYX NPELNOYTUTENBHBIX TEPMUHAX.

3.17 TepmuH: O603Ha4eHNe OnpeaeneHHOro NOHATUSA Ha CneumanbHOM A3blke
NOCPEACTBOM NIMHIBUCTUHECKOrO BbipaxeHus (ISO 1087).

3.18 opraH ynpaBneHus: OpraHusauus, npeacTaBnAlWAs MHTEpPEChl
perynupyroLLmMx OpraHoB, W3roTOBUTENEN W MOCTaBLUMKOB MEAULMHCKMX U3AENUA 1
rapaHTVpyroLas KOpPeKTHOCTE U 3MEKTUBHOCTE BCEM HOMEHKNAaTypbl MeAMLMHCKMX
u3genvn.

3.19 wuspgenue, BbLINOMIHEHHOe Ha 3aka3: Jlioboe wusgenne, M3roTOBMNEHHOE
cneumaneHO M B COOTBETCTBMA C MUCbMEHHBLIMM YKa3aHWsIMM Hecyllero 3a 3To

OTBETCTBEHHOCTb KBaNMMULMPOBAHHOMO MeAMLMHCKOro paboTHMKa, a Takke umMetolee
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0coBbble TEXHUYECKUE XapaKTePUCTMKM U NpeaHasHavYeHHoe AN KOHKPETHOro nauneHTa
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3.20 muspenue, npeaHasHayeHHoOe ANA KIMHUYECKUX uUcnbiTaHun: Jlioboe
v3genve, noaBepraeMoe UCTbITaHUAM KBannuLMpoBaHHBIM MEANLIMHCKM pabOTHUKOM

B a1eKBaTHbIX KITMHUYECKUX YCITOBUSIX.
NMpumeyaHune — Cm. gokymeHT [1], npunoxerue X, pasgen 2.1.

3.21 opraH, OTBeTCTBEHHbLIA 3a HOMeHknartypy: OpraHusauus, nogoTyeTHas
opraHy ynpaBneHus, KoTopas OTCMeXvVBaeT U wu3faeT BCeOOLy HOMEeHKnaTypy
MEIMLMHCKUX U3AENMNNA.

3.22 wusroroButenb: PuUnyeckoe WM IOPUAUYMECKOE NULO, Hecyulee
OTBETCTBEHHOCTb 3a pas3paboTKy, MPOM3BOACTBO, YNaKoBKY W MapkupoBaHWe usgenus,
npexae YeM OHO 3alMeT MeCTO Ha PpbiHKE noj COOCTBEHHbIM HaUMEHOBaHWEM
HEe3aBMCKMO OT TOrO, BbLIMOMHAIOTCA 3TU ASWCTBUMS AAHHBIM NMULOM HEMOCPEeACTBEHHO
MW TPETLUM NULIOM OT ero umenn [1].

3.23 meguumHckue usgenus (uspenua). MNpubopbl, annaparbl, UHCTPYMEHTbI,
YCTPOWCTBA, KOMMMEKTbl, KOMIMMEKChbl, CUCTEMbl C MPOrpaMMHbIMA  CpeacTBamu,
obopyaoBaHue, npucnocotnenuns, nepeBA3oYHbIE U LOBHbIE  CPEACTBa,
CTOMaTonorndyeckMe marepuansl, Habopbl peareHTOB, KOHTPOIMbHbIE Marepuansl U
CTaHaapTHble 06pasubl, M3Jenvs M3 MOMUMEPHBIX, PE3UHOBLIX U WHBIX MaTepuanos,
NMPUMEHSIEMbIE B MELWLIMHCKMX LieNAX N0 OTAENBHOCTU UMM B COMETaHNM Mexay cobon u
npefHasHa4YeHHble:

- ANS npodunakTuKM, AMarHOCTUKK, rneveHus 3abonesBaHuin, npPoBeAeHWS
MEIMLMHCKUX MPOoLeayp, WCCNeaoBaHuA MEMLMHCKOro Xapakrepa, 3ameHbl Wru
MOZMUKaLMN YacTen Tena YernoBeka, BOCCTaHOBMIEHMS UMM KOMMEHCaALMN HapyLLEHHbIX
VN yTpayeHHbIX PU3NONOTMYECKMX OYHKLMI, KOHTPOMA Hag 3adaTmem,

- ANA BO3QENCTBMA Ha OpraHvM3Mm 4JernoBeka Takum 00pasoMm, 4YTO ux
PYHKUMOHaNBEHOE Ha3HaYeHWe He peanusyeTcs XMMUYECKUM, apmakonornyeckum,
VMMYHOSIOTMYECKUM UK MeTabonM4eckum B3anMOLENCTBUEM C OPraHM3MOM YerioBeka,

HO MOXET NOAAEPXMBaTLCA 3TMMK cpeacTBamm [1].

4 CTPYKTYPHbIN NPUHLMN

4.1 Obwune cBepeHus
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CTpykTypa HOMEHKNaTypbl MEOUUMHCKMX W3LENUA COCTOUT K3 TPEex YPOBHel

(Tabnuua 1). 3T YpOBHM OTNUYAIOTCS MO LUMPOTE OXBaTa BKNHOYaeMbIX rpynn U3genui u
COOTBETCTBYIOT OMPefEeneHHbIM YCIOBUAM BHYTPU Kaxgoro ypoBHs. Bce mepuumHckue
nagenuss mMoryT ObITb KnaccuULMPOBaHbI BHYTPU KaXKAOro YPOBHS. YPOBHW MMEOT
CrneAayHoLLYyo CTPYKTYPY € BHYTPEHHUMIN cBA3amu (3.13):

a) kareropuio usgenus (4.2);

b) Bugosyto rpynny nagenus (4.3);

c) Tun nagenua (4.4).

MpumevaHne — Cneayer pasnuyatb MOHSATUSI  «KATEropus  U3AEnusi»,
ucrorb3yemble B JokymeHTe [1] n B HacTosLwem cTaHaapTe.

lMepBoe noHATME oxBaTbiBAeT HEOONbLUYIO FPYNMNy TECHO CBS3aHHbIX Mexay coboun
magenun. Bropoe BkntouaeT 6onee o6LWMPHYIO rpynny usgenui (cm. 4.2).

Tabnuya 1 — O6was cTpykTypa HOMEHKNAaTypbl MEAULIMHCKUX U3Aennii

Yuecno TepmmnHOB CTtpykrypa Mpumepbl
HOMEHKNaTypbl
10—20 Karteropus nsgenua Annapatypa gns aHecTe3anonorim u
AbIxaTenbHom Tepanum
<10 000 Buposas rpynna AsTOMaTU3NpPOBaHHOE pabovee MeCTO
uagenus aHecreauornora
> 500 000 Tun napenns KoHkpeTHas mogenb u3rotoBuTens

4.2 Kareropusa nsgenus

NHavBuayanbHbIe KaTeropum BKNKOYAKT LUMPOKO MCMNOMb3yeMble OnpeaeneHus,
KOTOpble OXBaTbIBAlOT pasHble n3aenusa, umerowme obwyo obnactb NPUMEHEeHUs unm
o6LLyt0 TEXHONOMMIO U3roToBneHus. Kateropusi nsgenua eknioyaet Hambonbliee Yvcro
13fenuiA, OXBaueHHbIX K&KAbIM TEPMUHOM, XPaHSALLMMCS B NamsTy komnbtoTepa (3.17).

C uenbio opraHMsauun AaHHbIX KaTeropus W3Aenus  BKMOYaeT  3anuch,
coAepxallyto TepMUH «kateropusa usgenua» (3.17) n cBssaHHbIe C HAM [aHHble, Takue
KakK KoA 1 Apyrne aaHHble.

Mpumevanune — TpeboBaHUA K KATEropun U3genms npBeaeHsl B 5.1.
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4.3 Bwuposas rpynna usnenus

Bugoeas rpynna w3genus BKMIOYaeT W3JEnusi, UMEetolme OofHy U Ty Xe unu
Onu3kyto obracTb MpuMeHeHuss nmbo OBy TexHomorno usrotoeneHus. Uapgenus
06beaVHSIOT B rpynnbl ANA NOMYYEHNS 4OCTOBEPHOW MHOpMaLmn 06 nagenum nnu npu
HeobxoaMMOoCT O0T6opa NOXOXUX U3LENUA U3 PasHbIX MCTOUYHUKOB C Kakom-nnbo apyrom
uensto. Jlobon npusHak unsgenua (HanpuMmep, UMMNaHTUpyemMoe/HEMMMNaHTUPYEMOE,
CTEepUIIbHOS/HECTEPUNBHOS) MOTEHUMansHO MOXET OblTb WCMoNb30BaH B KadecTse
CpepncTBa opraHM3aumn CBS3aHHbIX Mexay cobol LaHHbIX.

C uenblo opraHusaumMm LaHHbIX BWAOBAS rpynna M3penqs BKOMaeT 3anuchb,
COAepXKalLlyo TEPMUH «BMAOBaga rpynna nagenus» (3.17), koTopbii MOXET BKNOYaTh:

a) npeanoyTuTensHeIn TepMKH (3.11);

b) obLenpmHsATLIN TepMKH (3.16 1 5.2.4);

C) cvHOHUM (3.15)
W CneayroLme cBsi3aHHbIe C HUM AaHHbIe:

d)koa;

e)onpenenexue;

f) Ans CUMHOHMMOB — KOA 3anucu BWAOBOW TPyMnbl U3AENUsa, coaepalynn
NpPeAnoOYTUTENBHBIA TEPMUH UNIN OBLLENPUHATBIN TEPMUH;

9) 4N oBLENPUHATLIX TEPMUHOB — OMNPEAENUTENb TaKUX TEPMUHOB.

MpumevaHune — TpeboBaHNA K BMAOBLIM rpynnamM M3fenvi yCTaHOBMEHbLI B

5.2, a npuMepbl BULOBLIX rpynn U3genui npuseseHbl B NpunoxeHnm B.

4.4 Tvn nspenus

Tun n3genus BKNOYAET OTAENbHbIE MELULMHCKME U3AENVS ANA MHANBUAYATbHOrO
NnosnbL30BaHWs, B TOM YUCIE U3AENUS, NpefHa3Ha4YeHHble ANS KIMHUYECKUX MCMbITaHUA
(3.20), n wnsgenusa, BbINONMHEHHble Ha 3aka3 (3.19), unNn KOMMMEKCbl MeAMLIMHCKIMX
vw3genui, BKMAOYas BapuaHTbl WX U3FOTOBNEHMS. Tun  M3enus  COAePXKuUT
XapaKkTepucTuky, HeobxofmMmble ANng TOro, 4ToObl M3rOTOBMTENL MOr yKasaTb BuUA
vw3fenvs MU ero Mogenb. Tun u3genus BKIYaeT HauMeEHbLUee YMCHO M3Aennn,
OXBaYeHHbIX K&XXAbIM HAXOAALMMCS B NaMATN TepMUHOM (3.17).

Mpyn opraHmMsaumm AaHHbIX TUN M3LEnWs BKIKYAET 3anucb, COAEPXKaLlyto
0603Ha4YeHVe TUNa U3genns u CBsidaHHbIe C 3TUM AaHHbIE, HanprUMep ero Kog v Ap.

XpaHsawmecs B NaMaTy HauMeHOoBaHWA 13genun cnepyet 6paTb U3 4OKYMEHTaumm
narotosutens (3.22).
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MpumeyvyaHue — TpeboBaHus k TUNY U3genusa npusegeHbl B 5.3.

5 TpeboBaHus

5.1 Kareropusa wspenus
Kateroputo mnsgenus BbiGMpaOT 13 COOTBETCTBYIOLUX TEPMUHOB, BHECEHHbIX B

nepeyeHb, NMPUBEAEHHbIA B NPUNOXKEHUN A.

n pumMmedvyaHue — B HacTosdLlee BpemMa J3TOT nNepeyYeHb He AaABNAeTcd

MCYEPNbIBAIOWUM, U B HEFO HEOBX0ANMO A06aBUTb HEOOMBLLIOE KONMUYECTBO KAaTEroOpymn U3genvs.

5.2 BwupoBasa rpynna usaenus

MpuMmedyaHue — B npunoxeHun B npueeaeHbl npuMepbl 06pa3oBaHVsl TEPMUHOB

ANS BUAOBbIX rPYNN U3Aerui.

5.2.1 Obwwe cBeperns

MpumevyaHne — Bugosas rpynna M3Aenvsi MOXET OTHOCUTLCA K OAHOW U Gonee

KaTeropuam nsgenus.

Mpn cospgaHnm HOMEHKNaTypbl UCNOMbL3YIOT, COOTBETCTBEHHO, NPEANOYTUTESNbHbIE
TepmuHbl (3.11), oBLEeNpPUHATLIE TEPMUHBLI U CUHOHUMBI (3.15). Bce TepMuHbI AOMKHbI
ObiTb B €OWHCTBEHHOM uucne. CCbiNnkM Ha NpefnoyvTuTenbHbie U OBLLENPUHATLIE
TEPMUHbI B dpanne AaHHbIX rpynnbl USAENUS AOIDKHbI ObITb HA aHITIMACKOM S3bIKE.

5.2.2 CokpalleHus

CokpalleHnsi, KOTOpble He SBNSAIOTCA CUMBOMAaMM  €4UHWL,  M3MEPEeHus,
1cronb3yemble B Ka4yecTBe TEPMMHA UMW YacTU TEPMMHA, AOIMKHbI ObiTb 3anncaHbl
nponucHbIMK BykBamu.

CokpalleHuns, ucrnonbayemble B NPEANOYTUTENBHBIX U OBLLENPUHATLIX TEPMUHAX,
JOMKHBI  MPUCYTCTBOBaTb W B ONpPeAeneHuW, CoAepXKaleM Takne TepPMUHbL
CokpalleHne, UCMonb3yeMOe B KayeCTBe CUMHOHMMA WM SBNSAIOWEECH €ro 4acTblo,
JO/MKHO NPUCYTCTBOBATL U B TEPMUHE, COAEpXAaLLIEM Takoe CoKpaLlLieHue.

oboe npuHATOE CoKpalleHne pPeKOMEeHAyeTCs BKMoYaTe B OOLWENPUHATYIO

TEPMUHONOTNIO.
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5.2.3 TlpegnoytutensHble TEPMMUHBI

MMpeanoyTnTENbHBIE TEPMUHBLI OMPEAEnstoT COBOKYMHOCTb TWUMOB  U3AENWNA,
BbINOMHAOWMX NOAOOHbIE UNWN 3KBUBaNEHTHbIE YHKLMK NGO MMeWmMX OAVHAaKOBbIE
XapaKkTepUCTUKN.

MpeanoyYTUTENBHBIE TEPMUHBI AOMKHBI ObITh O4HO3HAYHLIMU W BKAKOYATL B cebs:

a) OCHOBHOE MOHSATHE;

b) B cnyyae HeoOxoaumocT ogHO wunmn Bonee  AONONMHUTENbHBLIX
KnaccuUKaLMOHHbIX OnpeeneHnii, OTAENeHHbIX OT OCHOBHOMO MOHATUA 3aNATON.

Bce pononHutenbHble knaccudurKauuoHHbIe onpeaeneHns AoMKHbI pa3fensaTbecs
3ansaTol M OQHUM MHTEpPBAanoM, Hanpumep, annnukatop, GpaxuTepanus, MOYEeBOM
ny3bIpb.

MpumevyaHus

1 Bonee TOYHyl  KnaccuduKauuMl  MOXHO  monyuutb, A00aBnas  HOBble
KnaccuukaumoHHole onpeaeneHns. OCHOBHOE MOHSATUE AOMKHO ObiTb  WUCXOAHBIM 1
NPUOPUTETHBIM AN BCEro Cnucka, MpyM 3TOM CMEAyeT WCMOMnb30BaTb  OAHO3HAYHblE
KnaccuukalmoHHble onpegeneHus.

2 HeopHo3HauHble KnaccuUKaLNOHHBIE ONPEAENEHUA BKIIOYAIOT BbIPAXKEHUA BCSKMEY,
«apyrvey, «npucnocobnennsy, «pasHoobpasHbie» U «pas3fUUHbIE.

Heobxoanmo BBECTM NPeANOUTUTENbLHBIN TEPMUH KHEKNacCUpULMPOBaHHbINY.

3  YnoTtpebneHwe 3TOro TepMuMHa JOIMKHO  yKkasblBaTb Ha  HeoGXOAMMOCTb
npeaBapuTeNibHOM  Krnaccudukaumm npu  OTCYTCTBUMM Y NOMb30OBaTensi COOTBETCTBYIOLLErO

TepMuHa.

He ponyckaeTca MCnonb3oBaTb B KayecTBe MNPeAnovTUTENbHbIX TEPMUHOB
TOProBble HAUMEHOBaHMS.

MpegnoyTuTenbHbIE TEPMWHBLI AOMXKHbI MPefcTaBnsATe COOOM onpeseneHus,
copepxalyme He 6onee 700 3HakoB.

5.2.4 OBenpuHATbIE TEPMUHBI

OBLEenpUHATbIE TEPMUHBLI CrieAyeT MPUMEHSTb B TeX Cryvasx, Koraa u3 OaHoro
OCHOBHOTO NOHATUA 06pasytoTca Gonee ABYX NPEANoYTUTENBHBLIX TEPMUHOB.

OBLWenpuHATEIE TEPMUHBLI  LOIMkHbI ObiTe 0BpasoBaHbl, ucxoas w3 oblero
OCHOBHOTO MOHSATUA C NOCNEAYHOLLMM NPUMEHEHNEM KnaccudmkaTopa.

OBLEenpUHATLIE TEPMUHBI HE AOMKHbBI MPUMEHSATECS Kak CUHOHUMBbI.

OGLWenpuHATbIE  TEPMUHBI  JOIDKHBI  MPEACcTaBnATe  cobor  onpefeneHus,

cogepxalyue He 6onee 700 3HakosB.



I'OCT 1ISO 15225—2011
52.5 CuWHOHMMBI

CUHOHUMbI CBSI3aHbI TAKXKE CO CNeAYOLLMMA TEPMUHAMM:
a) NpPeAnoYTUTENBHBIMM,

b) oBwenpuHATEIMK.

MpumeyaHue — CUHOHUMBI MOMOraOT NPaBUMBHO PACMONOXUTE COOTBETCTBYHOLLMIA

HpeAHOHTMTeﬂbeIVI TEePMUH.

CVHOHMMBI HE AOITKHbI BbITh CBSI3aHbI C APYTMMU CUHOHMMaMM.

5.3 Tun nspgenun

Mpun cozpaHnm HOMEHKNaTypbl NCMOMb3YHOT:

a) MHOpMaLMIO, BKIHOMEHHYIO W3roToBUTENEeM B AeKnapauumio Ha nonyyYeHve
cepTndukara cooTeeTcTBMA Ha 3Hak CE, ecnn TakoBas nmeercs;

b) Hdopmauuio, agpecoBaHHy0 MOMIHOMOYHOMY OpraHy W OTHOCALLYHCH K
N34enunio, BbIMNONTHEHHOMY Ha 3aKas, UNu U3REnuio, NpeaHasHa4YeHHOMY AN KIUHUYECKNX
NCNbITaHNA.

YkasaTenb Tvna nagennsa JOSMKEH BKNYaTh cneayrowme gaHHble:

a) HaMMeHOBaHVe U3enus, ykasaHHoe B MHopMaLmm U3roToBuTens,

b) HaMeHOBaHMe U3roTOBUTENSA NN PABHO3HAYHOrO OTBETCTBEHHOrO nuyua.

Tvn nagenva He MOXET BxoauTb Bonee yem B OHY BWAOBYHO rpynny M3genus.
Tun wagenus [OMKeH OTHOCUTBCHA K OnpedeneHHOW BWAOBOW rpynne u3genns B

COOTBETCTBUM C OCHOBHbIM Ha3Ha4YeHneM n3genna, Kak oOHo onpeaeneHo N3rotoB1UTenemMm.

6 CnoBapb tpainnoB gaHHbIX

6.1 O6uwune ceegeHunn

CnoBapb hannoB AaHHbIX NpegHasHadeH Ansa pa3paboTynkoB MHPOPMAaLMOHHbIX
CUCTEM, KOTOpbIE 3aHUMAalOTCH BBEAEHMEM HOMEHKNaTypbl B ©asbl AaHHbLIX, MPU 3TOM
NPeabSABNAOTCA  OnMpefeneHHble  MUHMManbHble TpeboBaHMs K MNOMNsSM  AaHHbIX,
HeobXoaUMbIM AN COAEPKaHNA HOMEHKNaTypHoW 6asbl gaHHbIX. Kaxkabi ypoBeHb B
cTpykType ©0asbl AaHHbIX npeacTtaBneH annoMm  LaHHbIX, KOTOPbIA  [OIKEH
COOTBETCTBOBaTL TpeboBaHnsaM 6.2—6.4.

B panbHenwem nons gaHHbIx MOryT ObiTb AobaBneHb! KO BCeM dannam gaHHbIX B
3aBUCUMOCTW OT TPeOOBaHMN KOHEYHOrO MOb30BaTeNa paccMaTpyMBaemMon cucTeMbl 6a3

JaHHbIX. B cnctemax ¢ 6onee yem ofHOWN S13bIKOBOW BEPCUMEN TEPMUHOB B O4HOM M TOM
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Xe havine AaHHbIX NepBUYHbIE KIMHOYM AOMKHbLI ObITh NPeacTaBneHbl €4UHCTBEHHbIMM B

CBOEM poae Kkogamun and pasrnnyHbIX A3bIKOB.

MpumevaHus

1 BbinonHeHue atoro TpeboBaHuna o6ecneumBaeT OgHO3HAYHOCTb TEPMUHOB.

2 Kaxablii ypoBeHb B CTPYKType 6a3bl AaHHbIX NpeAcTaBrneH ainomM AaHHbIX, KOTOPbIN
JOIMKEH COOTBETCTBOBATL TpebGoBaHUAM 6.2—6.4. 3Tu TpeboBaHus npejcTaBnaioT cobon obwmi
METOA, NPVMMEHSIEMbIA B COOTBETCTBYIOLLMX 6asax AaHHbIX Anst o6beauHeHust annoB AaHHbIX
(cm. Tawke npunoxeHme C). Paspabotuskam CUCTEM  pEKOMEHAYETCH  MPUMEHSATb
COOTBETCTBYIOLLME METOAbI, AOCTYMNHbIE C MOMOLLBIO UHCTPYMEHTOB co3faHus 6as aaHHbIX, C
Lenbio AOCTMKEHUS HeoOXoauMOoN (YHKUMOHaANbLHOCTM HOMeHknatypbl. [Mpu ucnonb3osBaHum
anbTEepHATUBHOW CTPYKTYPbl KOAUPOBaHWUA PEKOMEHAYETCS HE OrpaHuuuBaTtb MPUMEHEHUE
BceobLyen HomeHknatypbl meauumHckmx mnsgenum (General Medical Device Nomenclature —
GMDN) B pasnuyHbIx okpyxeHusix 6a3 aaHHbix, Hanpumep SQL, Server, Oracle, Sybase n T. a.

3 B tabnuvyax 2 n 3 dpopmatel onpegeneHun cocrasnaot 18 x 70 3Hakos (Tabnuuya 2) n
10 x 70 3HakoB (Tabnuuya 3). Pa3paboTuvkm MHEOPMALMOHHBIX CUCTEM MO HOMEHKNaType
JaHHbIX AOMKHbI PELUWTb, kakon opMarT ABnsieTc Hambonee NOAXOASALMM — cpopMaT U3 CTPOK

AnvHoW B 70 3HaKOB MNu psg AaHHbIX M3 1260 3Hakos (Tabnuua 2) nubo 700 3Hakos (Tabnuua 3).

Ans nepegayn HabopoB 3HaKOB CRyXUT natuHckun andaenT Ne 1 (ISO/IEC 8859-
1).
B kadecTBe oumuManbHbIX  3HAKOBLIX  SNIEMEHTOB, MPUMEHSIEMbIX B

HanMeHOBaHMWSIX BULOBbIX MPYNM U3LENUA UK B ONPeAEneHnNsax, NPUHSTLI crieaylowme:

3angras (,) NPUMEHATL ANA BbIASNEHNA N pasrpaHnyeHuns;

aedwuc (-) NPUMEHSTb ANA CO34aHUA CNOXHBIX CMOB;

ApobHas yepta (/) O3Ha4yaeT «U», anbTepHaTUBHOE «UNUY;

anoctpod (') NPUMEHSATb B HEKOTOPLIX XUMUUECKUX HA3BaHUAX WU Kak
anoctpod;

3Hak nntoca (+) NPUMEHSATL B HEKOTOPbIX XMMUUYECKUX Ha3BaHUAX

6.2 dain gaHHbLIX KaTeropun usaenus

MuH1UManbHOe Y1Cno nonen AaHHbIX onpeaeneHo B Tabnvue 2.

10
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Tabnunya 2 — TpeboBaHua k hanny faHHbIX KaTeropmm U3genms

NoeHTndukarop KaTteropus n dopmar gaHHbIX KommeHTapun
Kon Undpoeon, 2 umndpsl MepBnYHbIA KoY
TepMuH BbykBeHHO-UMGpoBOK, 60 3HaKoB To xe
OnpegeneHne BykeeHHO-UMdpoBoKn, 18 x 70 3HakoB —

MpumeyvyaHus

1 Hannuve pByx nepBUuYHbIX Kroven OBOCHOBAHO TeM, UYTO KO NPUMEHSIETCA Ansd
obneryeHs aBTOMaTNYECKOro NepeBoa PasnuyHbIX A3bIKOBbIX BEPCUN TEPMUHOB, XPaHSILLMXCA
B 3TOM (haiirne gaHHbIX.

2 [aHHble Ans 3TOro dhanna npuBeLEeHbl B MPUIOXKEHUN A.

3 Ecnu uHdoOpMauMa U3MEHSIETCS, M 3anucu, cogepxawmecs B dannax AaHHbIX U
npvBeAEeHHbIe B Tabnuue 2, SBNSIOTCS YacTblo U3MEHSIEMOW WHGOpPMaUMKU, TO B 3TOM crnyvae

[AOMmKeH ObITb nepejaH TonbkKo Ko4 3TUX 3anucen.

6.3 dann gaHHbIX BUAOBOMW rpynnbl U3genus

3HaueHnem nona  «Koa» sBRSieTCA  MOCnefoBaTenbHO  BO3pacTarollee
KONMMYeCTBEHHOE YMcnmuTenbHoe, HadmHasa ¢ 10 000. lMocne Toro kak k danny gaHHbIX
pobaBnaeTca HoBad 3anucb, yucrosoe 3HadeHve nona «Koa» yBenuumBaeTcs Ha
eauHuyy (1).

B dhanne gaHHbix 06s3aTtenbHO gomkHa ObiTb 3anucb ¢ OBHYNEHHbIM KOAOM W
TEPMUHOM  «HeknaccmpuumpoBaHHbIA» UM €€  3KBMBANEHTOM Ha APYyrvx ssblKax.
3anuck  «HeknaccndbuumpoBaHHbIny  OOMKHA WUMEeTb none «Kog CuHOHMMa» U
OBHYNeHHbIN ykasaTenb OBLWEenPUHATLIX TEPMUHOB (Tabnmua 3). ®ann gaHHbIX BUAOBOM

rpynnbl 3gennsa 4ormkeH ObiTb COCTaBNEH B COOTBETCTBUM C Tabnuuen 3.

11
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Tabnuua 3 — TpebosaHna k daiiny faHHbIX BULOBOW rpynnbl U3genus

UaeHtndukarop Kateropusa n doopmar KommeHTapuu
AaHHbIX
Koga Lindposon, 5 undp MepBUYHBIN KNtOY
TepmuH BykseHHO-LMdpoBON, To xe
120 3HakoB
Koa cuHoHnma LUndposon, 5 undp Ecnn aToT KOA He paseH Hyn, TO AaHHas rpynna

n3genua asnqaetca CMHOHMMOM, YUCNOoBOE 3Ha4veHue

koToporo 6yaeT KOAOM npeanouTUTENbHOrO UMK

obLenpUHATOro TepMuHa
Ykasatenb Lindbposoin, 2 undpbl Ecnn He paBeH Hynio, TO AaHHaa rpynna usgenus
OBLLENPUHSTBIX ABnNseTcA  OBWEnpUHATLIM - TEPMUHOM;  UUCMOBOE
TEPMUHOB 3HayeHue noKasbIBaeT, CKONMbKO 3HaKOB TepMUHA

ncrnonb3yeTca npu Bbibope (COCTaBNEHUUN MNEPEYHS)
npeAnoYTUTENbHBIX TEPMUHOB OCHOBHBIX NOHATUMN

Onpepenexne BykBeHHO-L1bpoBOE, Cm52

10 x 70 3HaKOB MaKCUMyM

Mpumeyvanun

1 B npunoxxeHun C npueeaeHbl NpumMepbl 3anucen BUA0BON rpynnbl U3genus.

2 Hanuuue AByx nomnen, BbI3bIBAEMbIX C MOMOLLLIO MEPBUYHBLIX KNoyei, 0BYyCrnoBNEeHO BO3MOXHOCTbLIO
NPUMEHeHUa koaa Ana obneryeHMs aBTOMATUYECKOrO Nepesoda MeXay pasfUYHbIMU A3LIKOBbIMU BEPCUSIMU
TEPMWHOB COOTBETCTBYIOLLIEro dpanna gaHHbIX.

3 B HacTosiwem painne AaHHbIX HET BHELLHErO Kio4a, OTHOCALLEro ero K chaiiny AaHHbIX KaTeropum
n3aenua, Tak Kak Mexay aTuMu AByMmsi parmnamm AaHHbIX CyLLIEeCTBYET TeCHas B3auMOCBA3b. Paspabotumk
CUCTEMbI AOIMKEH UCNOMb30BaTh METOA(bl), AOCTYMNHLIN (AOCTYMHLIE) NPU UCNONL30BaHWUKM 6a3bl AAHHLIX, YTOObLI
[06UTbLCS 9TOW TEeCHOW B3aUMOCBSA3WM, NPU 3TOM NpUMEHsAeTcs Haubonee oGWmMi METoA, COrMacHo KOTOPOMY
dann faHHbIX COAEMKUT B KAa4ECTBE BHELUHUX KIIOYen KOAbl 3anuceii Kak kaTeropuin usgenus, Tak u BUAOBbIX
rpynn usgenus.

Ecnn koA cvHOHMMa unu ykasatenb OOLLENPUHATLIX TEPMUHOB HE PaBEH HYMIO, KOAbl 3anuceill BUAOBbIX
rpynn usgenus He A0IPKHbI MPUMEHATLCA KaK BHELLIHWE KIMIOYM B CBSI3AHHLIX APYr ¢ APYroM cdannax gaHHbIX.

4 3Tn 3anucu MOryT ObiTb HEAOCTYNMHbI BO BCEX SA3bIKOBLIX BEPCUAX CUCTEMbI HOMEHKNATYPbI; B TaKWX
cnyyasx B3aumocBa3b OyaeT oTcyTcTBOBaThL (NpunoxeHue C).

5 Koabl BUAOBLIX rpynn usgenusa B agvanasoHe 1—9999 He MOryT NPUMEHATLCA ANA Nepefayn AaHHbIX,
KOTOpble NOAYMHAIOTCA TpeboBaHWUAM HacTosAwero craHaapra. OdwuumanbHblii nNepevyeHb BWMAOBLIX Tpymnn
n3genusa He AO0/MKEH coaepXaTtb 3anucen ¢ 3TUMM 3HAYEHUSIMU KOAO0B. KO,qu BUAOBLIX rpynn wu3aenua B
AunanasoHe 1—9999 coxpaHeHbl UCKMIOYNTENBHO AN yNOTPeOneHus UX KOHEYHbIMU NONb30BaTENsIMU. OTU KOAbI
AOCTYIMHbI KOHEYHBLIM NONL30BaTENAM AN TOrO, YTOOLI UM ObINO YAOOHO COXPAHATH TEPMUHBI, HE OTHOCALLMECS

K 06racTu NpMMEHeHU HACTOALLEro CTaHaapTa.
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MuHMManbsHOe YNCNO NONen AaHHbIX NPUBEAEHO B Tabnuue 4.

Tabnuya 4 — Tpebosanua k ainy gaHHbIX TUMNa n3genus

NaeHTndpukarTop

Kareropusa n popmar

DaHHbIX

KommeHTapumn

Kog BuaoBoW rpynnbi
usgenus

Lndpposon, 5 uudp

BHeluHuI kntoY; o6ecneumBaeT CBA3b C 3annCbio
BMAOBOW rpynnbl  u3genus (NpeanoYTUTENbHbIN
TEPMUH B HOMEHKnaType)

Tun BykseHHO-Uncbposomn, BTOpUYHbLIA  KMIOY; MOXET TakkKe BbINOMHATL
60 3HakoB (OYHKLIMM BHELLHETO Kniova
Moaenb BykseHHO-UuppoBas, Tun 1 Mmoaenb, ecrnn oHM CBsA3aHbl Mexay cobon,

60 3HakoB NPeACTaBnsIlOT NEPBUYHBIN KITIOY

MpnmeyaHusa

1MMone aaHHbIX «TunN» NpPUMEHSETCA ANA WAEHTUMUKALMM U3roTOBUTENSA Ha Apriblke U3Aenus.
Mpn HeoBx0AMMOCTM MOXET BbITb NAEHTUDULNPOBAH NONMTHOMOYHBLIN NPEACTABUTENb U3TOTOBUTENS.
MoxHO ucnonb3oBarb Taloke COKPALEHHYIO BEPCUIO B BUAE MErko pacno3HaBaemoro TOProsBoro

HaVMEHOBaHNSA UM TOProBoM Mapky B OyKBEHHO-UMPOBOM BuaE.

2 Mone faHHbIX «Mogens» AOIMKHO MMETb HauMEHOBaHWe, NPUMEHSIeMoe U3roTOBMTENeM Ans
naeHTUdUKaLMK onpeaeneHHoro Tuna magenua. Mpyu COOTBETCTBYIOMX OGCTOATENLCTBAX MOMYT
EAN

(eBponenckuin Homep usgenvs) unu HIBC (WTpuxoBON KOA MEAULMHCKOW MPOMBILLNIEHHOCTU). 31O

NPUMEHSATLCS  Apyre  WHOPMaUUMOHHble bopmaThl, Hanpumep abpuyHas Mapka,
rnone fAaHHbIX Henb3si NyTaTb C CEPUAHBIM HOMEPOM UMM KOAOM MapTWUW, NPefHasHaYEHHbIMM NS

WHAMBUAYAIbHbIX U34ENWA NN NaPTUA U3AENUNNA.

3 Hanwune pByx nonen AaHHbIX, NPEACTaBMNAIOWMX NEPBUYHLIA KN4, O6GOCHOBaAHO TeM, YTO
HavMeHOBaHWe MOAEenW, AaBaeMoe O4HUM W3roToBUTENEM (UNM OAHUM W TEM XK€ U3rOTOBUTEMEM,
Korga oH NpucBaMBaeT CBOE HaUMEHOBaHMWE, KOTOPOE, BO3MOXHO, yke GbiNo MCNoNb30BaHO APYrUMU
W3roTOBUTENSMU) HECKOMBbKMM TUNaMm Usgenusi, AenaeT HEBO3MOXHbIM MPUMEHEHNE ero B kayecTee

NepBUYHOro Kritoua.

4 Pa3palboTumMk cUCTEMbl MOXET nocyuTaTb UenecoobpasHbiM MpUMEHEHUEe €AWHCTBEHHOro
(uMchpoBOro) Nons AaHHbIX Kak 6onee ynpaBnseMoro NepPBMYHOMO kroua B cucteme 6asbl 4aHHbIX

LN ornpeaeneHHoro gaina gaHHbIX.
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MpunoxeHune A

(cnpaBouHoOe)

OnucaHue kateropumn nsgenun

Koa 01 AKTUBHbIE UMNNIAHTUPYEeMble U3nenus

N3pennsa, WCTOMHWK 3SHeprum KOTOPbIX OTMMYaETCAa OT MCTOYHMKa SHEepruu,
HEMOCPEACTBEHHO MPOM3BOAMMON  YENOBEYECKMM TEMOM WM CUIION  TSXKECTW,
npefHasHayeHHble AN NOSHOrO UMM YaCTUYHOro BBEAEHWA XUPYPIMYECKAM MYTEM U B
BMAE NeKkapcTBa B TENO YEnoBeka unm, NOCPEeacTBOM MEAULMHCKOrO BMELLATENBLCTBA, B

eCTeCTBeHHOe OTBepCTmne; AaHHbIE N3enna OCTarTCAa Tam Nnocne BBeaeHNA.

MpumevaHunsda

1 K wuspgenusm 3TOM KaTeropum OTHOCHAT KapAWOCTUMYMSTOPbI, MMMNaHTMpyeMble
WHY3MOHHbIE HACOChI, YLLUHbIE UMMNaHTAaTbI U UX NPUHAANEXHOCTU.

2 Cwm. [2].

Kopg, 02 AHecTe3nonornyeckue n pecnuparopHble usgenus
Wspgenua v npuHagnexHocTy Ans AOCTaBKW, KOHAMLVMOHUPOBAHWS, MOHUTOPUHIA,
pacnpefeneHnsa 1 nogayn abixarenbHblX, MEAULIMHCKUX aHeCTEe3npyoLLMX ra3sos 1 Napos

Ansa obecneyeHuss Nunm ynpaeneHnst IpoLeCCoM AbIXaHWs U/Mnin aHecTe3nn.

MpumevyaHne — K wusgenuam 3TOW KaTeropum OTHOCAT paboume mecTa

aHecTesuonora, AblxaTenbHble KOHTYpbI, annapaTtsl VIBJT u nx npuHagnexHocTu.

Kop, 03 Ctomatonoruyeckue usgenust
MN3genus, koTopble MPUMEHSOTCS ANS AWArHOCTUKY, MPOMUNAaKTUKMA, KOHTPOIS,
neYeHns unmn obneryeHus COCTOSHMSA MNauueHTa npu 3aboneBaHusx MonocTU pTa,

YeJmrCTHO-NNLEBBLIX M CTOMaTONIOrM4YeCcknx 3aboneBaHusX.

MpumMmeyaHue — K M3AENUAM 3TON KaTeropum OTHOCAT Py4YHble CTOMAaTONOrMyeckue
WHCTPYMEHTbI, MaTepuanbl Ans  BbINOMHEHWS  CMNenKoB, NIIOMOUPOBOYHbIE  MaTepuarnbl,

cTomarornormyeckoe 06opyaoBaHue U NPUHaLNEXHOCTH.

Kopn 04 dnekrpomexaHU4yeckue MeauuMHCKNE n3penus
WUsnenns, pabota KOTOPbIX 3aBUCUT OT WCTOYHMKA SNEKTPUYECKOW 3SHEPrnn
(anekTpoMeguLUMHCKME U3LENUs) WM OT WUCTOYHWKA SHEPruM, OoTnuyaroerocs oT

WUCTOYHMKA SHEPrW, HEMOCPELCTBEHHO BblpabaTbiBaeMol TeNoM MauueHTa WnM CUnom
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TSDKECTU, U KOTOpPbIE UCTIONbL3YIOT 3T UCTOYHWKWU SHEPrU ANsi MOSTyYeHNst HeoBXoAMMOro

pesynbTara unv BO3AeNCTBUSA (MEXaHNYECKOTO).

Mpnmeuvyanue — K u3genuam 3TOM KaTeropum OTHOCST anekTpodHuedanorpadbl,
WHAY3SNOHHbIE HACOCbl, MOHWUTOPbI ANa remoavanuda, OKIM-MOHWUTOPbI, MNPYXWHHbIE W

AnacToMepHbie HacocChl.

Kopg 05 BHyTpnbonbHu4yHoe obopyaoBaHue

Uapenus, KoTopble HE MPUMEHSIFOTCS HEMOCPEACTBEHHO B AMArHOCTUYECKNX Liensx
UNU ANS KNVMHUYECKUX WCCMNEAOBaHUA, a Takke He OKa3biBatoT MPsIMOro BIUSHUS Ha
KIIMHUYECKYIO OLIEHKY COCTOSIHMS NauMeHTa, pesynbTaTbl UCTbITaHUA UM SanbHENLWMNA

xog nevebHoro npouecca.

MpumevyaHne — K wusgenusam 3STOM KaTeropum OTHOCAT  CTEPUNN3aTOPbI,

obopyaoBaHue AN nepemelLeHnst BOMbHLIX, a TakKe Ae3MHPULMPYIOLLNE CpeacTBa.

Kon 06 U3penua ans AnarHocTukM in vitro
WU3pgenus, npumeHsiemble ANs UCCnepoBaHWM in vitro npo6 u3 4enoBeyeckoro

opraH1ama ¢ Lierbto onpegeneHnst nsvoniorm4ecknx v naTtonornyeckmnx COCTOAHUIA.

MpumeuaHne — K usgenvsm 3TOM KaTeropum OTHOCAT MOHUTOPLI Caxapa KpoBM,
OUNUpYyBUHOMETPBLI, CUCTEMbI ANS OMNpEeAeneHus YyBCTBUTENbHOCTM K MUKpoBam u  umx

APUHaANEXHOCTN.

Kop 07 HeakTuBHbIe UMNNAHTUPYyeMble usgenusi
Wspgenunsa, OTAWYHbIE OT aKTUBHbIX WMMMAHTUPYEMbIX W3OENUA, KOTOpble

UMMNaHTUpyoTes Ha cpok Gonee 30 aHeN.

MpumeuvaHue — K uzgennam 3TOM KaTeropum OTHOCAT BHYTPUMATOYHbIE CMMPani,

cepaedHble kKnanaHbl, CyCTaBHble, KOCTHbIE NPOTEe3bl U MPUHAANEXHOCTU ANA OCTEOCUHTE3a.

Kop 08 OdranbMmonornueckue u onTuyeckue nsgenusi
N3genvsa, npvMeHsemble AnA  OUarHOCTUKKW, NpPOUNaKTUKM, MOHUTOPUHIA,

NeYeHuns, KoppekLmmn nnm obnerdeHust rnasHbix 6onesHeln u HapyLleHNiA 3peHus.

Mpumevanne — K wusgenvsm 3TOW  kareropum OTHOCAT  TOHOMETPbI,
npeAHasHavyeHHble ANS U3MEPEHWs [NasHOro AABMNEHWS, BHYTPUIMAasHbIE §WH3bI, LUENEBble

namnbl N UX NPUHALNEXHOCTH.
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Kop 09 U3penua MHOropasoBoro NpMMeHeHus
N3penusa, mpuMeHsemble B XVPYPruv wnu Jpyrov obractv, Ans KOTOPbIX €CTb

BO3MOXXHOCTb O4YNUCTKN N CTepunn3aunm C Lienbo NoBTOPHOINO NCnoJib30BaHUA.

MpumevyaHne — K uU3jenuam 3TOW KaTeropuMm OTHOCHT PETPaKTOPbl, FremMocTarhbl,

Aapenu, N1unbl U NX NPUHAJANEXHOCTU.

Koa 10 OgHopa3oBble nsgenus

M3nenus, npefHasHavyeHHble TONbKO ANA 04HOPa30BOro NPUMEHEHNS.

MpumevaHue — K n3genvam 3ToW KaTeropum OTHOCAT Habopbl ANA BHYTPUBEHHOIO
BMNUBaAHWA, NpesepBaTuBbl WM TaMMOHbl ANA NanapoTOMWMK, pPacXOAHble  XWUpypruyeckue

marepuansl.

Kog, 11 TexHnueckune cpeacTea o UHBanNnMaoB
W3genns, cneumanbHO  M3roTOBMEHHbIE  UNK OBLWEAOCTYMNHbIE, KOTOpble
npegHasHa4veHbl Ans KOMMNEHcaUMnW, YMeEHbLUEHWS!, NPOUNakTUKA Unin HernTpanm3aumm

nocnencTenin TpaBMbl, CbI/I3VI‘-IeCKOI'O HeaocTaTka nnm nHeBanmaHoOCTU.

MpumeyaHue — K n3genusm JaHHOW KaTeropum OTHOCAT KOCTbIM, UCKYCCTBEHHbIe
KOHEYHOCTKW, opToneauyeckylo o6yBb, CryxOBble annaparbl, WHBanuiHble Kpecrna u ux

NpUHaANEeXHOCTU, KanonpuemMHUKn n movenpmnemMHuKA.

Kop, 12 ilnarHocTnueckue u TepaneBTUUYECKNE paguaLMOHHbIE U3AENNs

WN3genus, KoTopble SIBMSKOTCH AUArHOCTUYECKUMMW WWMK TepaneBTUHecKUMU U
UCTIONb3YHOT ~ PEHTTEHOBCKOE  U3MyYeHWe,  MarHUTOPE3OHaHCHble — U300pakeHns,
YNbTPa3ByKoBble W300paKeHWs, W300pakeHWs in  vivo, MOMy4YeHHble C MOMOLLbO

N30TOMOB, U NUHENHbIE YCKOPUTENM.

MpumeuvyaHue — K wu3genusam 3TOW KaTeropum OTHOCAT  PEHTTEHOBCKOe

o6opyfoBaHWe, KOMMbIOTEPHbIE TOMOTpaUYECcKME CKaHEePbl U UX NPUHALNEXHOCTM.
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MpunoxeHune B

(cnpaBoyHoe)

Mpumepbl 06pasoBaHUA TEPMUHOB BUAOBLIX rPYNN U3AeNuil U UX CUHOHUMbI

CTpyKTypa TEPMUHOB BUAOBON rpynnbl usgenus

MpeanoyTUTENbHLIN TEPMUH AOMKEH ObiTb TakuM, 4TOOLI HOMEHKnaTypa uMena
(PYHKUMOHaNbHYIO apXUTEKTYpy, TO eCTb Coaepxana CBeAeHWst O NONL3oBaTensx W
npyMeHeHnn nsgenvs. Onpeagenutens, 0COBEHHO OBLWMIA AN MHOTUX TEPMUHOB, MOXET
ObiTb OCHOBaH Ha CBOWCTBaX W3O4ENMA UMM KX XapakTepucTuikax, unm obnactu
NMPVYMEHEHNS C NCMONb30BaHUEM, KOTAa LienecoobpasHo, obLwenpuHATLIX ONpeaeneHnia.

O6Lwan cTpykTypa npeanovTUTENBbHOr0 TepMMHA ABNSAETCH OCHOBHBIM MOHATUEM
(cywectBuTenbHOE B €AMHCTBEHHOM 4YMCNE WMW  BbIpa@keHue, CcocToswee U3
CYLECTBUTENbHBIX) WM COMpoBOXAaeTcs ofHMM unu  Bonee  onpejenvTenem
(MpunaratensHoOe MY BbipaXkeHWe, BbICTYNAaroLWee B pONM NpunaratensHoro), KoTopble
pasgenstorca 3ansaTon. OCHOBHOE MOHSTME — 3TO Hanbornee WMpoKoe NpeacTaBrneHne
BUAOBOM Tpynnbl MEAWMUMHCKMX W3LENWA, KOTOPYHO [anee OrnvChLIBAT C MOMOLLBH
onpeaenvTenen. Mpu nepemeLleHnn cneesa Hanpaeo OMNpeAenvMTeny BbICTPaMBaKTCA B
onpefeneHHOM nopsiake — OT Bonee LWMPOKOro No CMbICHy (MeHee creuuansHoro) kK
Bonee y3komy (bornee cneuyansHomy).

Mpumepbl TEPMUHOB BUOOBOW rpynnbl U3genus

1 MNpeanoYTUTENbHBIM TEPMUH AOIMKEH ObITb MOCTPOEH CrieayoLwmM 06pasom:

OCHOBHOE MOHATUE, onpegenvTer, onpeaenvTens,
CYLLECTBUTENBHOE UNN npunararenbHoe unm npunararensHoe unm
BblpaxeHue, BblpaXKeHne, BbICTyNnawLlee  BblpakeHue, BbiCTynawollee
cocTosiee 13 B pOnuM NpunaraTesnbHoro B ponu npunararenbHoro
CYLLECTBUTESTbHbIX

MpumedyaHue — TepMuHbl, UCNONb3OBaHHbIE B MPUMEPAX, NPUBOASATCA TOMbKO B

UNMIOCTPATUBHBIX LIENSIX.

2 ﬂpe,qnhoMTeanble TEePMUHbI, pacnonoXeHHble B COOTBETCTBMU CO

CTPYKTYPOW C BHYTPEHHUMMW CBA3AMU:
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CUrHanNU3aLmMs TPEBOXHAs NpU 3Hypese *,  a He 3HypPe3OoBas TPeBOXHasA CUrHanuaaums

6ok BcnomMoraTensHoro a He enyA04KoBbIN 610K BCNnOMOraTensHoro
KpOBOOGPALLEHUSA KEMYAOUKOBbIN **, kpoBooBpaleHus
3 MpennoyTUTENBHBIN TEPMUH, UCMONB3YIOLWUIA ONPEAEnNUTENb, OTPaXaroLwuii

CBOMCTBO WM XapakTepuUCTVKy (MPUHLMN YCTPOWCTBA/CNocoS  (OYHKLMOHUPOBaHWS)

n3genuin, obosHa4vaeTcs Tak:

LLioBHbIN MaTepuarn HENNOHOBLIN
LLoBHbI MaTepuan nonnmaTUIeHOBbIN

LLoBHbIA marepuman MOSINIIFOKOHATHbBIN

4 MpeanoYTUTENBHBIN TEPMUH, UCMOMbL3YOLLMA ONPeaenUTENb, OTPaXKaIoLLMA

obnacTtb NPUMEHeHNs n3genuin, o6o3Ha4vaeTcs Tak:

Ovannsatop ons acdepesa
Ovannsatop 6ukapGoHaTHbIN
Avannsatop Ans CbIBOPOTKU/MOUN
Adunanusatop png remogmnanusa

5 Ecnv 6onee yem gBa npeanoyvTuTernbHbIX TepMMHa UMET OAHO U TO Xe

OCHOBHOE MOHATME, HEOOX0AMMO BBECTU OBLLENPUHSITBIN TEPMUH;

AyanomeTp <cneumannsnpoBaHHbIA>
AyavomeTp bekelim
AyaANOMETP KIIMHUYECKWIA

AyaVOMETP MMMNeaaHCHbIN

AyanomeTp . . ..
CVHOHUMBI:
Ovnaman OTOXAECTBNAETCA CO CHUrMOMAHOMETPOM 3MEKTPOHHBIM
Myckartens cepaua otoxaecTBnsaeTcs ¢ aecpubpunnaropom
Jlamna Lucey OTOXAECTBMSAETCS C YCTPOUCTBOM AN poToTEpanim

* MpyMep, HaUYMHAIOLLMIACS C CYLLIECTBUTESbHOIO.

** Tpumep, HaUMHAOWMWACH C BbIPAKEHUS, COCTOALLEro W3 CyWeCcTBUTENbHbIX (B

AHITINACKOM £13bIKe).
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OnpeneneHwe:

JroBoe onpeaeneHve fOMKHO BbITb CHOPMYNMPOBAHO TakUM 0Gpa3oM, YTOBLI OHO
6bIN0 NOHATHO BCEM MOSIL30BaTENAM HOMEHKIATYPOUA:

AyavomeTp <cneumanuanpoBaHHbIA>

U3penne, koTopoe 1cnonb3yeT 3ByKOBblE CTUMYIbI AN UCCNEfOBaHUS (DYHKLMIA
OpraHoB cnyxa.

AyanomeTp cdasosbin

Usgenue, KOTOPOE  MpPUMEHSETCA  ANA  onpeaeneHus MWHUManbLHO
BOCMPUHMMAEMOro casura rno ¢ase Mexay TOHaMWu Ha NTIEBOM U NMPaBoOM yXe naupeHTa ¢
MOMOLLBI0 HaylwHUKoB. OHO MCMONb3yeTca AN AMarHOCTUKA MOBPEXAEHUNA CIYXOBOro
HepBa B CINyxOBOW CUCTEME.

CokpaleHus

CokpalleHns, KOTOpble UCMONb3YIOTCA B CUHOHAUME WUIM B OCHOBHOM TEPMUHE
nmbo Kak Ux 4acTb:

TUMT (TpaHcypeTtpanbHasa MukposonHoeas Tepmotepanus) — CM. YCTPOWCTBO
LNA TepMoTepanuu.

CPAP 6nok — Bnok MoCTOSHHOrO MOMOXUTENBHOIO JaBneHns B AblXxaTenbHbIX
nyTsIX.

Mpumep ctuns

Mepsas byksa TepmuHa «KaTteropusi nagenua» vnu «Buposas rpynna usgenvsa»
JorkHa ObiTb NponncHon. Bee octanbHble BykBbl 4OMKHBI ObITh CTPOYHBLIMU.

MpvMep nponuncHol nepeoi GyKBbl OCHOBHOMO MOHATUS:

OedubpunnsTop.

Mpumep nponMcHoM nepBon BykBbl OCHOBHOMO MOHATUA, 3@ KOTOPbIM creayet
onpeaenuTenb, 3anMcanHbIA CTPOUHbIMK BykBamu:

Mwukpockon yHMBepcanbHbIN.

MponuncHble GyKBbI MOXHO WUCTONbL30BaTh B TEPMMHAX BUAOBBIX rpymnn U3AEnui,

€CIn OHW NpeLCTaBneHs! B 0BLLENPUHATON TEPMUHOMOTUM.

lMpumepsb
Uma usobpemamens sos10cKu ¢hoH Ppes
Xumuyeckuil cumeon nepeHoc npo6hsi, kanubpamop npobbl Na

HaumeHosaHue usdenus wmamue peHmaeHoeckoll (X-ray) mpy6ku,

C-ob6pa3Has pyKosimka
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MpunoxeHue C

(cnpaBouHoe)

Mpumepbl 3anuceit BUAOBOW rpynnbl u3genus

Tabnuya C.1 — MNpeanodtutensHBIN TEPMUH

Koa TepmuH Koa cuHoHuma Ykasarenb Onpepenenne
obLwenpuHaToro
TepMuHa
12345 Owanusarop Aansa 0 0 —
CbIBOPOTKM / MOYU

Mone koaa CMHOHMMA M Mone ykasaTtena oBLEnPUHATOrO TepMMHa — HynKW, YTO

yKasbIiBaeT Ha TO, 4TO [LaHHbIN TEPMUH ABNSAETCA NPeanoYTUTENbHbIM.

Tabnuuya C.2 — OOLWENpUHATLIN TEPMUH

Kog TepmuH Koa cuHoHMMma Ykasarenb Onpeaenexne
o6LWenpuHATOro
TepMuHa
12346 LOwnannsartop 0 10 —
<crneyuanusnpoBaHHbIA>

B sTom criy4ae none ykasarens OBLENPUHATOrO TepMuHa UMeeT obo3HaveHve
10, 4YTO yKasblBaeT Ha TO, YTO AaHHbIA TEPMWH SBNSETCH OGLUENPUHSITBIM, U B TO Xe
camoe BpeMs onpeaensieT BO3MOXHOCTb WCMONb30BaHUs nepebix 10 3HakoB nons

TePMMHA ANA Noucka npeanovTUTeNbHbIX TEPMUHOB, KOTOPbIE HaYMHAOTCA C Takux Xe

10 3Hakos.

Tabnuya C.3 — TepMuH cuHoHUMa

Koa TepmuH Koa cuHoHMma Ykasarernb Onpeaenexve
o6LLenpuHATOro
TepMuHa
12347 CbIBOPOTOUHBI/MOYEBON 12345 0 —
avanusarop

Mone koga CWHOHVMAa COAEPXWT KOA NPEAMnoYTUTENbHOTO TepMmuHa (Mnn

o6LWenpuHATOro TepmuHa).
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Bubnuorpadusa

[1] Aupektusa Coseta EQC o MeanumHckux nsgenmsix (93/42/E3C)

[2] Onpektmea Coeeta EQC 0 cONMKEHUM 3AKOHOB, OTHOCSILLUMXCS K aKTMBHbBIM

UMMNaHTUPYEMBIM MEAULIMHCKMM n3genusm, ctpaH — yneHos EQC (90/385/E3C)
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Mpunoxenune OA

(cnpaBou4HoOe)

CBeaeHus 0 COOTBETCTBUMN MEXrocyaapCcTtBeHHbIX CTaHAAPTOB CCbLINTOYHbLIM

MeXayHapoaHbIiM cTaHOapTam

Tabnwnuya OA1

O6o3HayeHne 1 HaMmeHoBaHve CreneHb O6o3HaveHne n HaMmeHoBaHmne
MeKAYHapOAHOro cTaHfapTa COOTBETCTBUSI | MEXroCyapCTBEHHOro cTaHzapTa

ISO 1087:1990 — *
TepmuHonorus. Crnoeapb
ISO 2382-4:1999 — *
Cucrembl 06paboTkm
nHpopMaumm. Cnoeape. Yacts 4.
Opranunsauns faHHbIx
ISO/IEC 2382-1:1993 IDT FOCT MCO/M3K 2382-1-99
NHdopMaLMOHHbIE TEXHOMOTUN. WNHdpopMaLmMoHHast TEXHONOTUS.
CnoBapb. YacTb 1. OcHoBHbIE Cnoapb. Yactb 1. OcHoBHbIE
TEPMUHBI TEPMUHBI
ISO/IEC 2382-17:1999 IDT FOCT UCO/M3K 2382-17-99

MHdopMalmnoHHbIE TEXHOMOMMK.
CnoBapb. YacTb 17. basbl

JaHHbIX

WNHopmalmoHHas TeXHOMorms.

Cnoapb. YacTtb 17. basbl gaHHbIX

ISO/IEC 8859-1:1998
UNHdopMaLmOoHHbIe TEXHOMNOMUN.
8-OutoBble ogHoOanToOBbIE
Habopbl KOAMPOBAHHbIX
rpaduyeckmx 3HakoB. YacTb 1.

TNatnHckmin andgpasnt Ne 1

* COOTBETCTBYIOLLMIA MEXIOCYJAPCTBEHHbIN CTaHAApT OTCYTCTBYeT. [10 ero yTBepaeHust
peKkoMeHAyeTCA UCNONb3oBaTh NEPEBOA Ha PYCCKUI S3bIK AAGHHOTO MEXAYHaPOAHOro cTaHjapTta.
MepeBOA AAHHOTO MEXAYHAPOAHOrO CTaHjapTa Haxogutcs B deaepanbHOM UHOPMAaLUOHHOM
hOHIEe TEXHUYECKUX PETNIAaMEHTOB 1 CTaHAapTOB.

MpumeyvaHne

0603HaueHVe CTeneHn COOTBETCTBMA CTaHAapTa:
- IDT — naeHTUYHbIE CTaHAapTbI.

— B HacrosiLeM CTaHAapTe WCronb3OBaHO CreAyloLiee YCroBHOE
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YK 001.4:615.035.1—78:006.354 MKC 11.020 P00 IDT

KnioyeBble crnosa: MeAWUMHCKOe uafenve, HOMeHknartypa, (hain AaHHbIX, KaTeropus
M30enusa, TN U3genusa, BUAOBas rpynna U3Aenus, MAeHTUMUKATOP, NEPBUYHBLIA KITHOM,

BTOPUYHBIA KMKOY, BHELLHWIA KNtod, OBLLENPUHSATLIA TEPMUH, MPEANOYTUTENBHBIA TEPMUH,
CMHOHMM
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