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Bsenenue

Mexmyaaponnsnit ctangapT MCO 15225—2000 moaroTtosineH TeXHUUECKNMM KOMUTETOM IO CTaHIAP-
muzamm TK 257 «CumBonst 1 nHDOpMAanus, IIPeacTaBIsIeMble ¢ METUIIMHCKIMMI U3MEIUAMI, 1 HOMEH-
KIaTypa WHGOPMAIMOHHBIX MAHHBIX II0 MEAMIIMHCKUM M3OeIMaM» B corpymHmdectBe ¢ TK 210
«YTIIpaBiIeHNe KauyeCTBOM U COOTBETCTBYIOIINE ACTIEKTHI UL MEIUITMHCKUX M3,

ITpyHIMITEL TTOCTPOSHNA HOMEHKIIATYPHOM CHCTeMBI MH(MOPMAITMOHHBIX JaHHBIX 110 MEIUITMHCKIM
M3AETUAM IT03BOITIOT KOMIIETEHTHBEIM OpraHaM, BCEM 3apeTMCTPUPOBAHHBIM OPraHM3aIIMSAM M M3TOTOBH-
TEJIAM BBITIOJHATE TPEOOBAHIS PYKOBOMAIINX JOKYMEHTOB HA MEIUITMHCKIE M3IEIH, OKa3hIBAIOT IIOMOIIb
BO BHEIPEHNM YacTHBIX 3aKOHOB EBpornelickoro Coro3sa, 001er4aioT COTpyIHIYECTBO U 0OMeH uHPopMa-
mueit B pamkax EC 1 Ha MeXIyHapOXHOM YPOBHE, a TakKKe PacIIpOCTPAHSIOT 3TH (PYyHKIIMM Ha 3aKOHOMA-
TeJIbHBIE OPTaHbl ¥ OPTaHU3aIlNH, ITOCTABIIIONINEG MEAUITMHCKIIE M3AeIIA.

TpeboBaHI K MUHNMAILHOMY HAOOPY MaHHBIX O MEOIUIIMHCKUX M3OEIMSAX M CBI3aHHOM C 3TUM
CTPYKTYPOH CHCTEMBI 0a3 TaHHBIX TIpeAHA3HAUEHEI U1 pa3pabOoTINKOB CHUCTEMBI 6a3 HaHHBIX, MCITOIb3Y-
IOIIX OIIMCAaHHYIO 30eCh HOMEHKIATypy. MabDopManusa, comepXaniasgcsa B HACTOIINEM CTaHIapTe, HOJDKHA
OBITH 00IIEHOCTYITHOM. TpeboBaHMs, comepKaIIrecsd B HACTOIIIEM CTaHIApTe, HEOOXOMIMO YUUTHIBATE IIPH
pa3paboTKe ¥ 0OHOBICHNN HOMEHKIATYPH MH(POPMAITMOHHBIX JaHHBIX IT0 MEIUITMHCKIM N3IETIAM.

IIpaBuia M OCHOBHBEIC IIPUHIIMIIEI, IIOJOXEHHBIE B OCHOBY HOMEHKIIATYPHI MH(MOPMAITMOHHBIX
JaHHBIX, 00eCIIEINBAIOT IIPOCTOTY €€ IIPUMEHEHNS, PallOHAILHOCTh M BO3MOXHOCTD MCIIOIB30BaHMI Ha
BCEX YPOBHIX KaK B KOMITBIOTEPHOM, TaK U B II€YATHOM BHIIE.
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TOCYAAPCTBEHHBI I CTAHJAPT POCCHUCKOHN ®EJAEPAIIUHU

HOMEHKIIATYPA
HoMeHRIAaTYpa JAHHLIX M0 MEAUIMHCKHM H3AETHAM il HHOPMAIHOHHOTO 00MeHa

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

Jlata ssenenuna 2004—01—01

1 ObaacTb NpUMeHEHUS

Hacrosmuii craHgapT ycraHaBInBaeT TPeGOBAHMA K HOMEHKIIAType WHGOPMALIMOHHBIX JAHHBIX ITO
MEIVIIMHCKUM M3AEIUSIM, YTO IIO3BOJISIET O0IErYUTh COTPYAHNYECTBO U OGMEH TaHHBIMU Ha MeXIyHapo/I-
HOM YPOBHE MEXIY 3aMHTEPECOBAHHBIMU CTOPOHAMU, TAKMMU KaK 3aKOHOAATEIHHBIE OPraHBl, U3TOTOBHU-
TENH, ITIOCTABILUKY, IPEACTABUTEI OPTraHOB 3IPaBOOXPAHEHMS Y KOHEYHBIE TIOh30BaTelH.

IIpumevanusda

1 HacTosAmnuit craHmapT BKIIOYAET IPHUHITAIIE GOPMIPOBAHIS MUTHUMATBHOTO HAbOpa TAaHHBIX U €TI0 CTPYKTYPHI,
TIpeHASHAYCHHBIE U1 PaspaboTdMKOB CHUCTEMBI 0a3 ITaHHBIX, HCIIOB3YIOIIMX HOMEHKIATYPY, INPUBCICHHYIO B
HACTOSIIEM CTaHIapTe.

2 Hacrosmuii CTaHAApT HE BKIOYACT HEIIOCPEACTBEHHO HOMEHKIIATYPY, KOTOopas OyIeT U3JI0KEeHA B OTASTIBHOM
JTOKYMCHTE.

3 CraHmapT npeaHa3HauCH TSI TOTIOTHEHUS TPeOOBAHUM PYKOBOIAIINX JOKYMEHTOB 10 MEAUITMHCKUM W3¢ TUSIM
C IIEJIBIO OTIPEACICHNST CPEACTB MOCTIDKCHUS CONMACUS B OOIACTH MACHTU(PUKAIINY MCIANMHCKUAX W3ICIMA MEXIY
PA3TUYHBIME OPTaHUBALMSIMIU.

2 HopMaTuBHBIE CCHLIKH

B HacToseM CTaHIAPTE MCIIOIB30BAHEI CCHUIKM HA CIICAYIOIINE CTAHIAPTHL:

HCO 1087—90* Tepmunomorus. CioBapsb.

HNCO 2382-4—99* CucreMsl o6pabotky nHbopManuu. CroBaps. YacTs 4. OpraHu3alysa TaHHBIX

NCO/MBK 2382-1—93* Nudopmarmmontsie TexHonmoruy. CroBaps. Yacts 1. OCHOBHBIE TEPMUHEL

NCO/MBK 2382-17—99* MupopmaLroHHbIe TexHOT0orHU. CiroBaps. Yacts 17. bassl HaHHBIX

NCO/MBK 8859-1—98* MudopMallMOHHEIE TEXHOIOTUH. 8-0MTOBBIE OMHOGANTOBEIE HAGOPHI KOIM-
pPOBaHHEIX rpadudecKux 3HaKoB. Yacte 1. Jlatunackuit andasur Ne 1

3 Onpenenenns
B HacToAIEM cTaHOAPTE IIPUMEHSIOT CIEAYIOIINE TEPMUHEL ¢ COOTBETCTBYIOIMMI OIIPEAEICHIAMM:

IIpuMeuaHue — MHorue TepMUHBI, TIPUMCHSIEMBIC B HACTOSIIEM CTaHmapTe («MEIUITMHCKOE M3ICIUCY,
«MeIUIMHCKOE U3IeNNE, BBIIOMHEHHOS Ha 3aKa3», «M3TOTOBUTENb» U AP.), YKE ITOMYIMIN COOTBETCTBYIOIINE OIPE/IC-
JICHWSI B HOPMATUBHBIX TOKYMeHTax. [ToaToMy ompefeicHIs STHX TEPMUHOB B HACTOSIIEM JTOKYMEHTE HE IIpUBe/IEHEI.

3.1 spak: OnuH 3HaK U3 Habopa 2JIeMEHTOB, MCIIOIB3YEMBIX ISl OPTAHM3ALNK WIKM IIPEeICTaBIeHIS
JAHHBIX, a Takxke ynpasieHusa uMu (MCO/MBK 8859-1).

3.2 monsrne: Kateropus MBINUIEHMS, OIIPEAe/IAIONIast IIPpeaMeTEl HEKOTOPOrO Kilacca TI0 MX OOILMM
cBofictBam (MCO 1087).

* OpurvHaIbl MEXITYHAPOIHEIX cTaHmapToB — Bo BHUMKMU T'occrannapra Poccun.

N3panne obnouaabHoe
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3.3 kareropusa maeama: Her oGIIETIPUHATOTO OIPEACIICHIA.
[IpuMedanne — OuncaHnue TePMUHA «KATETOPHS U3ICTHSI» IPUBEACHO B 4.2.

3.4 Tam m3nemun: Her oOIIENTpMHATOrO OIpeEICHUS.

[Mpumeudanne — OnucaHue TepMUHA «TUIT U3ETUST» TIPUBEICHO B 4.4.

3.5 ¢aiin: Habop 3anuceit ¢ HaMMeHOBaHMeM, XpaHSIIUACS WX 00pabaThIBAIOIMIACH KaK €IMHBII
maccuB (MCO/MBK 2382-1).

3.6 paemmmii Kmo4: OMUH WIM TPYIIIA XapaKTePHBIX IPU3HAKOB, COOTBETCTBYIOIMX IIEPBUYHOMY
K0y B Kakoii-To onpegeneHHoit cpsasu (MCO/MBDK 2382-17).

3.7 sunoBas rpynna usneama: HeT oGIIENIPUHATOTO OIPEAEIICHUS.

IIpuMeaanue — OnucaHue TepMIHA «BUAOBAS TPYNIIa U3ACTAS> IIPUBEACHO B 4.3.

3.8 mperrndukarop: OmuH WK Gojiee 3HAKOB, MCIIOIB3YEMBIX I MACHTU(MUKAIIMY WIN HauMe-
HOBAaHWS 3JIEMEHTA JAHHBIX, CIIOCOOHBIX OIpPEHEeINTh HEKOTOPHIE CBOMCTBA 3TOTO 3JIEMEHTAa JaHHBIX
(UCO 2382-4).

3.9 naumenoBanre: O003HaUYEeHNE 0OBEKTA ¢ TIOMOIIBIO JIMHIBUCTUIECKOTO BhipaxeHus (MCO 1087).

3.10 momenkinarypa: CrcreMa TEpMUHOB, pa3paboTaHHAs COTTIACHO IIPEABAPUTEIHFHO YCTAHOBIICHHBIM
npaswiamMm HamMeHoBaHUa (MCO 1087).

3.11 mpemmouTHTe/bHBIA TepMHH: TepMUH, peKOMEHIyeMbIit aBTopuTeTHBIM opranoM (MCO 1087).

3.12 mepsmanbiii Kmo9: Kooy, oqHo3HaYHO naeHTUGUIMpYIomumii oxHy 3ammchk (MCO/MBK 2382-17).

3.13 eTpykTypa ¢ BHyTpeHHMMH CcBs3aMu: CTPYKTypa JaHHBIX, CBI3aHHBIX Mexay coboit (MCO/MBK
2382-17).

3.14 propwunbiii Kmou: KiTiou, KOTOpHIi He SABIAeTCA IMEPBUYHBIM, HO UIA KOTOPOTO CYIIECTBYET
VHAEKC; 9TOT KITIF0Y MOXeET uaeHTHUGULMpoBaTh 6osee oaHoit 3amucu (MCO/MBK 2382-17).

3.15 cuHoHuMMBI: PazmiyHbie TEPMUHBI, OTHOCAILMECS K OZHOMY U Tomy ke oObexty (MCO/MBK
2382-17).

3.16 obmenpunATLIi TepMun: OCHOBHOE IIOHSATHE, KOTOPOE IIPUCYTCTBYET Gojiee YeM B ABYX IIPEAIIO-
YTUTEIbHBIX TEPMUHAX.

3.17 repmun: OG03HAYECHYIE OIIPEASIICHHOTO IIOHITHA Ha CIICIUAILHOM A3BIKE IIOCPEACTBOM JIMHTBUC-
T4YecKoro BeipaxeHus (M1CO 1087).

3.18 opran ynpasienus: OpraHU3aIUs, IIPEACTABIAIONAS WHTEPECH PETYIMPYIOIUX OPTaHOB, M3T0-
TOBUTEJIEN U ITOCTABLIMKOB MEIMIIMHCKUX M3MCIUN U TapaHTUPYIOIIAs KOPPEKTHOCTh M 3 (PeKTUBHOCTD
BCell HOMEHKIIATYPHI MEAULIMHCKIX 30,

3.19 u3nenue, BoimosHEHHOE HA 3aKa3: J[1000€e U3METIe, U3TOTOBIEHHOE CIIeINALHO U B COOTBETCTBUU
C IIMCBMEHHBIMM YKa3aHMAMM HECYIIETO 3a 3TO OTBETCTBEHHOCTb KBATH(UIIMPOBAHHOTO METULIMHCKOTO
paboTHNMKA, a TaKKe UMEIoIIee 0COObIe TEXHIIECKIIE XapaKTePUCTUKI 1 IpeaIHAa3HAYeHHOe I KOHKPET-
Horo TanuesTa [1].

3.20 u3neaue, npexHAZHAYEHHOE /TS KJIMHMYECKUX HUCHbITanmii: JI1000e u3nenue, IIoaBepraeMoe MCIIbI-
TAHWSIM KBATADUIIIPOBAHHBIM MEIUIIMHCKIM PAGOTHIKOM B aJeKBATHEIX KIMHUYECKMX YCIOBUAX.

[MIpumedanue — Cum. gokymedT [1], npuwroxenue X, pasnern 2.1,

3.21 opraH, OTBeTCTBEHHbI 3a HOMeHKJATypy: OpraHuszanys, IIOHOTUYETHAs OpraHy YIIpaBiIeHU,
KOTOpast OTCIEKUBAET U U3JAET BCEOOIIYI0 HOMEHKIIATYPY MEANITMHCKUX U3,

3.22 m3roroButeiib: Pusndeckoe WIN OPUINIECKOE JINII0, HECYIIIee OTBETCTBEHHOCTD 34 PaspaboTKy,
IIPOU3BOJCTBO, YIIAKOBKY M MapKUPOBAHUE W3IEIMs, IPEeXIe YeM OHO 3aMMET MECTO Ha pPBIHKE ITOA
COOCTBEHHBIM HAVMMEHOBAHMEM HE3ABMCHMMO OT TOTO, BBIIIONHSAIOTCS BTU AEMCTBUS JAHHBIM JIMIIOM
HETIOCPEICTBEHHO WX TPETBUM JIMIIOM OT €r0 MMeHU [1].

3.23 megunmuckue uznemms (usaenun): [Iprbopsl, arrmapaTshl, UHCTPYMEHTEI, YCTPOHCTBA, KOMILIEKTDI,
KOMIUIEKCHI, CUCTEMBI C IIPOTPAMMHBIMU CPEICTBAMU, O00PYIOBaHUE, IIPHUCIIOCOOIEHNS, TIEPEBA30YHEIE U
IIIOBHBIE CPENCTBA, CTOMATOJIOTMUYECKME MaTepuaibl, HAGOPH PeareHTOB, KOHTPOILHBIE MaTepuaibl U
CTaHIAPTHBIE OOpAa3IIbl, M3IOENMI M3 IIOJIMMEDPHBIX, PE3MHOBBIX M MHBIX MaTepHUAOB, IIPUMEHSIEMEBIE B
MEIUILIMHCKMX 1EJISAX 10 OTACIBHOCTA WIM B COUETAHUU MEXIY COO00U U IpemHa3HaYeHHBIE:

- Wi NpoGhWIAKTUKY, TUATHOCTUKY, JICUCHUS 3a00IeBaHUl, IIPOBEACHUI MEIULIMHCKIX IIPOLEIyD,
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HCCIIEMOBAHUN METMIIMHCKOTO XapaKTepa, 3aMeHbI WM MoAUGUKALIMY YacTei Tela YeJIoBeKa, BOCCTAHOB-
JIEHUS WIM KOMIIEHCAIIMM HAPYIIEHHBIX WM YTpadeHHBIX (pusnosorndeckux (yHKIUHA, KOHTPOJIS Hal
3a9aTHEM;

- JUISL BO3IEHCTBYUS HA OPraHU3M YeJIOBEKA TAKUM 06pa3oM, UTo uX (GYHKIMOHAIHHOE Ha3HAUEHME He
peanusyerca XUMUUYECKUM, (PapMaKOJIOTHIECKUM, UMMYHOJIOTHYECKUM WIX META00JIMIECKUM B3auMOoeii-
CTBHUEM C OPTAaHU3MOM YeI0BeKa, HO MOXeT MOAIEPXKUBAThCA 3TUMU cpeacTBamu [1].

4 CTpyKTYpHDBIi TPHHIAI

4.1 Obmue cBeneHus

CTpyKTypa HOMEHKIIATYPBI METWIIMHCKIX U3JIETUIT COCTOUT U3 TPeX YpoBHeil (Tabnuiia 1). DTH ypoBHU
OTJIMYAIOTCS TIO IIMPOTE OXBaTa BKIIFOYAEMBIX TPYIIT M3AEIUIT M COOTBETCTBYIOT OIIPENEIEHHBIM YCIOBUAM
BHYTPM KaXIOTO YPOBHA. Bce MemMITMHCKME U3IEIUS MOTYT OBITh KJIaCCUDULIMPOBAHBI BHYTPU KaXIOTO
YPOBHA. YPOBHU NMEIOT CIEAYIONIYIO CTPYKTYPY C BHYTpeHHUMU CBI3aMU (3.13):

a) xareroputo usgema (4.2);

b) BumoBywo rpyuiry usneima (4.3);

¢) tun uspenus (4.4).

IIpumeuanue — Cuenyer pa3nuuaTh HOHSITHUS «KATCTOPUS MU3ACIUS», UCIIONb3yeMbI¢ B JOKyMeHTe [1] u B
HACTOSIIIEM CTaHOapTe.

IlepBoe moHSATHE OXBaTHIBACT HEOOMBIIYIO TPYIIITY TECHO CBSI3AHHBIX MEXIY co060i n3nenmii. Bropoe BKIoJaeT
0oJiee OOIIMPHYIO TPYIIY U3enit (cM. 4.2).

Tadonuma 1 — OOmas CTPyKTypa HOMECHKIATYPHI MEIUITMHCKAX W3/

Yucno TepMUHOB CTpyKTypa HOMEHK/IATYPHI [Ipumepnl
10—20 Kareropus nanenmsa Amnmaparypa Ui aHeCTC3HOJIOTHI M JbIXaTeIbHOMN
Tepanun
< 10 000 BupoBas rpynma usnenus ABTOMaTH3MpPOBaHHOE pabouee MECTO aHEeCTe3HO-
JIora
> 500 000 Tun n3penus KoHkpeTHass MOJieb N3TOTOBUTEIS

4.2 Kareropus usnejius

WHauBHOya bHBIE KATETOPHH BKIIIOYAIOT IIIMPOKO HMCIIONb3yeMble ONpeAe/icHNA, KOTOPHIE OXBATHIBA-
0T pasHbIE M3IENINS, UMEKIIUe OOIIyI0 00IacTh IIPUMEHEHUS WM OOIIYI0 TEXHOJIOTUIO M3rOTOBIICHUS.
Kareropus nsgenus BKIo9aeT HAMOOJBIIEE YUCIIO U3AEINIT, OXBAYCHHBIX KAXIBIM TEPMUHOM, XpPaHAIIIM-
¢Sl B ImaMsTU KoMIieioTepa (3.17).

C LIeqpl0 OpraHM3allMM JAHHBIX KATETOPHSA M3IEIUS BKIIIOYAET 3allMCh, CONEPXKAIIYI TEPMUH
«kareropus usgenus» (3.17) u cBA3aHHBIE C HUM JIAHHBIEC, TAKWE KaK KO U JIpPyrue JaHHBIE.

IIpuMmeuaHue — TpeboBaHUS K KATETOPUH M3JICIUS IIPHABEICHBI B 5.1.

4.3 Bunosas rpynna n3nejins

BumoBas rpymnia msmenusd BKIIOYAET M3ACIHSI, MMEIONIME OTHY M Ty Xe WIM GJIM3Kylo 006/IacThb
PUMEHEHUA JTU00 OOIIYI0 TEXHOJIOTHIO M3TOTOBICHUA. W3mennsa oObeIMHAIOT B IPYIIIBI WIS ITOTYyIeHUS
JIOCTOBEpHON MHGOpMAIMKM 00 M3 WIM IIPH HEOOXOAMMOCTH OTOOpA TOXOXUX M3l U3 pasHbIX
WCTOYHUKOB C Kaxkoil-imbo apyroi nenslo. JIio6oi npusHak us3geusd (HalpuMep UMIUIAHTUpYeMOe/He-
VMIUTAHTUPYEMOE, CTEPWILHOE/HECTEPIWILHOE) ITOTCHIIMAJLHO MOXET OBITh MCIIONB30BaH B KadyecTBe
CpeACTBa OPTraHMU3AllY CBA3aHHBIX MEXIY CODOI JaHHBIX.

C Liespl0 OpraHu3alMy JaHHBIX BHIOBASA IPYINIa M3MEHS BKIIIOYAET 3aIINCh, COIEPXAIIYI0 TEPMUH
«BUHOBas rpymma uaemud» (3.17), KoTopslii MOXET BKITIOYATD:

a) IIPeAIIOUYTUTEIBHEIN TepMuH (3.11);

b) obmenpuHaThil TepMuH (3.16 1 5.2.4);

¢) curoHuM (3.15)
U CIIeAyIOIIMe CBSA3AHHEIE ¢ HUM JaHHEBIE:
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d) xom;

€) olpeesieHue;

{) W4 CHMHOHMMOB — KOJ 3allUCH BUAOBOM TIPYIIIBI W3OEIWS, COTEPKAIIWU IIPEATIOYTUTEILHBIA
TEPMUH WU OOLUETIPUHSATHIA TEPMUH;

g) I OOIIEIPUHITHIX TEPMUHOB — OIIPEIEIUTEb TAKUX TEPMUHOB.

IIpumegaHnue — TpebOBaHUST K BUAOBBIM TPYIIIIaM HM3ICIUN YCTAaHOBIEHBI B 5.2, a IPUMEPBI BHUIOBBIX
TPy U3ACTUNA IPUBEACHEI B IIPIIOXCHUHN B.

4.4 Tvn uzgemms

Tum uzmenusa BKIIOYAET OTHEIILHBIE MEIUITMHCKUE M3IEIUI IS MHAMBUAYAJIBHOIO ITOJIb30BAHMA, B
TOM YHMCJIC M3IEM, IIpeAHa3HAYCHHbBIE TS KIMHIYeCKMX UcnbITanuii (3.20), ¥ u3meust, BBIIIOJIHEHHBIE
Ha 3aka3 (3.19), win KOMIUIEKCH MEIUIMHCKUX W3OEIN, BKIOYas BapUaHTBI MX M3TOTOBIeHUS. TuIl
M3IEIUSA COOEPKUT XapaKTepUCTUKU, HEOOXOMUMEBIE IUIA TOTO, YTOOBI M3TOTOBUTEIL MOT yKa3aTh BUIL
M3JEIMS U €r0 MOHeb. TWIl M3Iejus BKIIOYAeT HAMMEHBIIEE UYKCIO M3OENMH, OXBAYCHHBIX KaXKIbIM
HaXOAIIIUMCA B TaMaTu TepmuHoM (3.17).

IIpu opraHm3anuy JAHHBIX TUII U3AEIUS BKIIOUAET 3aIIMCh, COMEPKANIYI0 0003HAYCHUE TUIIA U3IETN
U CBS3aHHBIC C 3TUM HAaHHBIC, HAIIPMMEDP €T0 KOO U Ip.

XpaHHH_[I/IeCH B IIaMATU HAUMMCHOBAHUA I/I3,Z[CJ'[I/II71 CIEnyeT 6paTL u3 ,Z[OKYMCHTaLH/H/I N3TOTOBUTCIIA
(3.22).

[Ipumedanunue— TpeboBaHUS K TUILY U3AETUS IPUBEIEHBL B 5.3.

5 TpeGoBanus

5.1 Kareropus u3neaus
Kareropuio nsmenust BEIGUPAIOT U3 COOTBETCTBYIONINX TEPMIUHOB, BHECEHHBIX B IIePeUYCHB, IIPUBEACH-
HBII B IIPWJIOKEHUH A.

IIpumeuaHue— BHacTosdIee BpeMsI 3TOT IIepeUeHb He SIBISETCS] UCUEPITBIBAIOIINM, I B HETO HEOOXOIUMO
J106aBUTH HEOOJIBIIIOE KOJIMIECTBO KATETOPUN M3IETUS.

5.2 BupoBas rpynna uzaeaus

IIpumeuanue — B npwroxenun B mpupeieHBI IpuMepbl 00pa30BaHUS TCPMUHOB TSI BUIOBBIX TPYIII
NN

5.2.1 Obuue cBemeHUS
IIpuMeuanue — BumoBas rpymnma usfaeandst MOXET OTHOCUTBHCS K OJHOM 1 6ojee KaTeropyusM U3IeNs.

IIpu co3maHMU HOMEHKIATYPHI MCIIONb3YIOT, COOTBETCTBEHHO, IPEAITOYTUTENLHBIE TepMUHBI (3.11),
OOIIIETIPUHATEIE TEPMUHBI U CMHOHMME (3.15). Bce TepMWHBI HOKHBI OBITh B €IMHCTBEHHOM YUCIIE.
CCBHUIKM Ha TIPEANIOUYTUTEIbHEIE M OOIIEIPUHATHIE TEPMUHEL B (baiiyle JAHHBIX TPYINILI U3AETUS JODKHBI
OBITH HA AHTJIUIICKOM SI3BIKE.

5.2.2 CokpaiieHus

CoxpallleHUsI, KOTOpble He SBISIOTCA CHMBOJIAMM €NUMHUII U3MEPEHUS, UCIIONb3yeMble B KayecTBe
TePMUHA WIK YaCTH TEPMHUHA, NOJDKHBI GBITh 3aIIMCAHBI IIPOIMMCHBIMY GYKBAMU.

CokpallleHUsI, UCIIOIb3YEMBIC B IIPEIIIOYTUTEIHLHEIX M OOIIETIPUHATHIX TEPMUHAX, TOJDKHBI IIPUCYT-
CTBOBaThb U B OIpeAe/ieHUM, COAepXalleM Takue TepMuHbL COoKpallleHue, MCIONb3yeMOe B KayecTBe
CHHOHMMA WIM SBJISIONIEeCS €ro 4YacThlo, JOJDKHO IIPUCYTCTBOBAaTh M B TEPMUHE, COAEPXAIIEM TaKoe
COKpalllEHHE.

5.2.3 IlpeanoyTuTeIbHbIE TEPMUHEL

[IpenmnoyruTeTbHBIE TEPMUHBI OIIPEAEIISIOT COBOKYITHOCTD TUITOB U3, BHITOTHSIONMX ITOTOGHbIE
WIN 5KBUBAJIEHTHBIE (DYHKLIHM JIM60 MMEIOIIMX OAMHAKOBBIC XapaKTEPUCTUKH.

IIpennmoyruTeTbHbIE TEPMUHEL JOJDKHBI OBITH OMHOSHAYHBIMY M BKITIOYATH B CEOS:

a) OCHOBHO€ ITOHATHE;

b) B cilydae HEOOGXOMMMOCTH OMHO MIIM 60JIee JOIOJIHUATEIbHBIX KIIACCU(PUKAIIMOHHBIX OIIPEHETIeHHMIA,
OT/IEJIEHHBIX OT OCHOBHOTO TOHSATHS 3aIIITOM.

IMpuMmeyaHus

1 Bonee TOYHYIO KIACCUPUKAIIUIO MOXHO MOXYYUTh, TOOABISISI HOBbIE KIACCU(PUKAIIMOHHEIE ONpe IeIecHNS.

OCHOBHO€ MOHSTHE TOJLKHO OBITh MCXOMHBIM M MIPHOPHUTCTHHIM [IJIS1 BCETO CIIMCKA, IIPH 3TOM CICAYCT MCIONb-
30BaTh OJHO3HAYHBIE KIACCU(PUKAIMOHHBIC OLIPEACIICHHUS.
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2 HeopHo3HAYHBIE KITACCU(MDUKAITMOHHBIE OIPE/ICICHUS BKIIOYAIOT BHIPAXEHUS «BCSIKHACY, «IPYTUE», «IIPUCIIO-
COOJICHUSI», «pa3HOOOPA3HBICY U «Pa3IAYHbBIC».

HeobxommMo BBeCTH TPSATIOYTATEIBHBIN TEPMUH «HEKAACCHPUTTIPOBAHHEIN».

3 YnorpebieHre 3TOro TepMUHA JIOJDKHO YKA3BIBATH HA HEOOXOIMMOCTD MPE/IBAPUTEIIHHON KiTaccupuKaIiuy mpu
OTCYTCTBHH y TIOJIB30BATENSI COOTBETCTBYIOIIETO TEPMIHA.

He nomnyckaeTca mcIrons3oBaTh B Ka4eCTBE IIPEAIIOYTUTENIFHBIX TEPMITHOB TOPTOBEIC HAUMEHOBAHUA.

IIpemmoaTnTeTEHBIE TEPMIHBI JOJIKHEBI IIPEICTABIATh, COOOM OoIpemelleHNsa, coaepXalriyue He Gonee
700 3HAKOB.

5.2.4 OBLIENIPUHATHIE TEPMUHBI

OO0IEenpUHATEIE TEPMUHEL CIIeAYeT IIPUMEHATH B TEX CIyJasdx, KOTMa M3 OTHOTO OCHOBHOTO ITOHATHUS
00pasylorcsa 6ollee IBYX IIPEMIIOYTUTETLHEIX TEPMITHOB.

O6menpUHATEIE TEPMUHEL TOJDKHBEI OBITh OOpa30BaHBI, MCXOMA M3 OOINMEro OCHOBHOTO TOHATUSA C
MOCTIe IYIONIIM IIPIMEeHEHeM KilaccuduKaropa.

OO0IIeIPUHATHIE TEPMITHBL He TODKHBI TIPUMEHATHCH KaK CHHOHHUMBI.

OO6IIenTpUHATEIE TEPMUHBI JOKHBI MPEACTABIATHL COOOM ompeneieHUs, coimepXamue He Gojee
700 3HaKOB.

5.2.5 CHHOHUMBI

CHHOHUMEI CBA3AaHBI TAKKe CO CIASIVIONIUMH TePMITHAMU:

a) IIpeIIoUTUTE/ I bHBIMU;

b) oONIETPUHSTHIMU.

IIpumMmeuannue— CAHOHAMBI IOMOTAIOT [IPABAIBHO PACIIOIOXUTH COOTBETCTBYIOIIMNA IIPESAIOYTHTENBHBIIA
TEPMUH.

CHUHOHUMEI He JOJDKHEBI OBITh CBS3aHEL C APYTUMU CUHOHUMAMU.

5.3 Tun u3nesmsn

IIpu cosmaHmy HOMEHKIIATYPHI UCIIOIb3VIOT:

a) nHGOPMALIIIO, BKIIOUYEHHYIO M3TOTOBUTEIEM B AEKIApAllNIo HA II0JyIeHUE CEPTUPUKATA COOTBET-
crBug Ha 3Hak CE, eciu TakoBas UMeeTc,

b) naMOpMALIIIO, aAPEeCOBAHHYIO IIOJJTHOMOYHOMY OpPraHy M OTHOCAIIYIOCS K M3HEIHIO, BBIIOIHEH-
HOMY Ha 3axKa3, WIN U3ACJINI0, IIPCAHASHAYCHHOMY JUIA KIIMHMYCCKIX MCIIBITAHUM.

Vkazarenn Tuma MN3ICIINA DOJCKCH BKIIIOYATDH CICAYIOIIMEC TaHHDIC!

a) HaMMCHOBAHHNEC U3ACIINA, YKA3aHHOC B I/IH(l)OpMaLH/H/I HU3TOTOBUTEIIA,

b) HANMMCHOBAHNE M3TOTOBUTECIIA WIM PABHOZHAYHOTO OTBETCTBCHHOIO JIMIIA.

Tuir n3ge s He MOXeET BXOAUTH 60jIee UeM B OJHY BUAOBYIO TPYIITY U3ieNnd. TUIT U3AEeTUI JOIKEeH
OTHOCUTBLCA K OHpe,Z[eHeHHOﬁ BI/I,Z[OBOﬁ TPpYIIIIEe M3IOCIINA B COOTBETCTBMM € OCHOBHBIM HA3HAYCHHNEM
M3OCINA, KaK OHO OIIPEACIICHO M3TOTOBUTCIICM.

6 Caosapp daiijioB JaHHBIX

6.1 Obmue creneHust

CroBaps (aiiloB JaHHBIX IIpeAHA3HAYEH UL Pa3paboTuYMKOB MHGPOPMAITMOHHBIX CUCTEM, KOTOPHIE
3aHUMAIOTCAd BBEIEHUEM HOMEHKIATYpPHl B 0a3bl JIAHHBIX, IIPU 3TOM IIPEAbABIAIOTCS OIPEAEJICHHbIE
MUHUMAJIbHBIE TPEOOBAHUA K IIOJIAM JAHHBIX, HEOOXOIMMBIM IS COAEPXAHUSA HOMEHKIIATYpHOIl 6a3bl
JaHHBIX. KaXnplii ypoBeHb B CTPYKTYpe 0a3bl JIAHHBIX IIpeicTaBieH (ailjioM JaHHBIX, KOTOPHIN JOJDKEH
COOTBETCTBOBATH TpeboBaHuaM 6.2—6.4.

B nanpHeiieM 1o JaHHBIX MOTYT OBITH TODABJIEHBI KO BCceM (paiiiiaM JaHHBIX B 3aBUCMMOCTHU OT
TpeGOBaHUI KOHEUHOTO IIOJIL30BATENSl paCCMaTpuBaeMoiil cucTeMbl 6a3 JaHHbIX. B cucremax ¢ Gosee yem
OJTHOM A3BIKOBOM BEpCUEH TEPMUHOB B OTHOM U TOM Xe ¢hailyie JTaHHBIX IEPBUYHbBIE KJIIOYU JOJDKHBI OBITH
IPEICTABJICHbI €MMHCTBEHHBIMU B CBOEM POJIE KOIAMU JUISL PA3JIMYHBIX SI3BIKOB.

11 pHMECYaHUC — BremomHeHme 3TOTO TpeﬁOBaH]/ISI obecrneynBaeT OMTHO3HAYHOCTb TCPMHUHOB.

Jlma mepemayy HaGOPOB 3HAKOB CIIYXMT JTIATHHCKUI ajidasut Ne 1 (MCO/MBK 8859-1).
6.2 Daiin JAHHBIX KATETOPHH H3/IE/MA
MunmManbHOE YHCIIo TI0JIEH TAHHBIX OIIPEesIeHO B TaOMLEe 2.
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Ta6numa 2 — TpebGoBaHus K GbailTy JaHHBIX KaTeTOPUN U3ICTUS

Hnentudukarop Kareropug u dopMart 1aHHBIX KomMmenTapuu
Kon Hudposoii, 2 mudpsl IlepBUYHBIA K04
TepmuH Byxksenno-1udporoii, 60 3HaKOB To xe
OrnpeneneHue ByksenHo-1udponoii, 18 x 70 3HaKOB —

lIpuMeuanud

1 Hanmuuue aByX MepBUYHBIX KIIIOUCH O0OCHOBAHO TEM, UTO KO IIPUMCHSIETCS UL OOMCTUCHISI ABTOMATUICCKOTO
IIepeBO/Ia PA3TMIHBIX I3BIKOBBIX BEPCUil TEPMUHOB, XPAHSIINXCSI B 3TOM (Datiie TaHHBIX.

2 JlanHble U 3TOTO (haiiia IpuBeIeHB B IPWIOKEHUN A.

3 Eciau nHdopMaius u3MeHsIeTesI, W 3aluch, cojepkaniuecs B (aliax TaHHBIX U IIpMBEICHHBIE B Tabnuie 2,
SIBJSTEFOTCSI MACTHhI0 M3MEHsAeMON MHMOPMAIIK, TO B 3TOM CJIydac JOJKeH OBITH IIepeIaH TOMBKO KO 3THX 3aIlMCei.

6.3 aiin AaHALIX BUIOBOI TPYNNbI U3/1EUs

3HavenueM 1o «Kom» ABiIseTcs mocienoBaTeIbHO BO3PaCcTaroIIEe KOTMIECTBEHHOE YNCIUTEIHHOE,
"HauuHasg ¢ 10 000. ITocme Toro Kax K ¢haitily JaHHBIX T00aBIISIETCA HOBas 3alliCh, YUCIOBOE 3HAUCHUE IO
«Kom» yBemmuuBaeTcda Ha equHUIy (1).

B (aitne maHHBIX 00s3aTEIBHO IOJDKHA OBITH 3aIIMCh ¢ OOHYJIEHHBIM KOIOM M TepMMHOM «Hekiac-
CU(PULIMPOBAHHBIN» WIK €€ S5KBUBAJIEHTOM Ha IPYIUX A3bIKaxX. 3anuch « HekimaccupuimmpoBaHHBIN» TODKHA
uMeTh 1one «Kon cuHOHMMa» M OOHYJIeHHBIN yKasaTelb OOIIEIIPUHATHIX TepMUHOB (Tabmuma 3). daiir
JTAHHBIX BUIOBOM TPYIIIBI M3AEINA JODKEH OBITh COCTABIEH B COOTBETCTBUU ¢ TaOIMIIEH 3.

Tadonuma 3 — TpeboBaHud K Daitay JaHHBIX BUIOBOU CPYIIIIGI M3ICIAST

Hnentuduxarop Kateropua u dopmar 1aHHBIX KoMmMeHTapumn
Kon Hudposoii, 5 mudp ITepBraHbLA KO
Tepmun ByksenHo-11dpoBoii, To xe
60 3HaKoB
Kon cuHonuma Hudposoit, 5 unudp Ecnu 3TOT KOA He paBeH HY/IO, TO JaHHAsS TPyIIa

HU3AeTUS SBISETCSI CUHOHHMOM, YHCJIOBOE 3HAYEeHHE
KOTOpPOro OydeT KOAOM IIPeAIOYTUTEIBHOIO N
OONICTIPUHATOTO TEPMUHA

VYkazatenr obmenpu- Hudporoii, 2 uudpst Ecnu He paBeH HyMO, TO JaHHas Tpylia U3AeIus
HSTBIX TEPMHHOB SIBNISIETCS  OOIICTIPUHATBIM  TEPMHHOM; YHCIOBOE
3HaYeHHE ITOKa3bIBaeT, CKOJBKO 3HAKOB TEpPMMHA
KUCIIONB3YeTCA IIpU BbIOOpE (COCTABRICHWH TIEPEUYHS)
MPeAMOYTUTEIBHBIX TEPMIHOB OCHOBHBIX MOHSTHIA

Onpenencume ByksenHo-111dposoe, 10 x 70 Cm 5.2
3HAKOB MaKCHMYM

IMpumMmevyanus
1 B npunoxenvn C npuBeIeHbI IPUMEPHI 3aIIMCE BUIOBOM IPYIIIBI U3NENUS.

2 Hanmuaue AByX IOJICi, BBI3BIBAEMBIX C ITIOMOIIIBIO [TIEPBUYHBIX KITI0Ueil, 00YCIOBICHO BO3MOXHOCTBHIO IIPUMEHEHUS
Koda MaAd OOJCTIcHHWS aBTOMATHYECKOTO IIEPEBOIa MEXAY Pa3IdYHBIMHA S3bIKOBBIMH BEPCHUAMH TEPMUHOB
COOTBETCTBYIONIETO Gaiia JaHHBIX.

3 B HacTostmeM (aiire JaHHBIX HEeT BHEIIIHETO KIIIOYa, OTHOCSIIETO €ro K (aiily JaHHBIX KaTeTOpUH U3IENNS, TaK
KaK MeXIy STMMHU JaByMs aiilaMHi JaHHBIX CYINECTBYET TeCHAs B3aHMOCBA3b. Pa3paGoTUHK CHUCTEMBI JOJDKCH
HCIIOIB30BaTh METO/(BI), JOCTYITHBII (IOCTYITHBIE) IIPH MUCIIOMB30BaHUH 0a3bl JAaHHBIX, YTOOBI JOOUTHCA 3TOU TeCHOII
B3aMMOCBSI3M, IIPA 3TOM IPUMEHSIETCS Haubojiee OOIIMIA METON, COTNIACHO KOTOpoMY haiil JaHHBIX CONEPXUT B
KayeCTBE BHCIMHUX KIMIOUCH KOMBI 3allCeil KaK KaTCTOPWIA M3CHAS, TAK M BUAOBBIX TPYIII M30E/HL.

Ecnu kox cMHOHMMA WK yKa3aTe/b OOIIENPUHITHX TEPMUHOB HE paBeH HYJI0, KOABI 3allCEid BAJOBBIX TPYIII
U3eNHS He JIOJDKHBI IPUMEHSITCS KaK BHEIIHNE KITIOYM B CBSI3aHHBIX JPYT ¢ APYroM aiiiax JaHHBIX.

4 DTH 3aIIMCHA MOTYT OBITh HEAOCTYITHBI BO BCEX SI3BIKOBBIX BEPCHSX CHCTEMBI HOMEHKIIATYPHI; B TaKUX CIyJasx
B3aUMOCBSI3b OyleT OTCYTCTBOBaTh (MpuioxeHue C).

5 Kompl BUIOBBIX TPYIII U3AeausA B Auamna3oHe 1—9999 He MOTYT IPUMEHSTRCS IS MepeJadd JaHHBIX, KOTOPBIC
MOMYMHSIIOTCS TPeOOBAHMUSIM HACTOSIIEro cTaHAapTa. OdUIMAILHEIA IIepedyeHb BUAOBBIX IPYIII U3NCIUS HE JOJDKCH
collepKaTh 3alMCEi ¢ STUMHU 3HAYEHUSAMM KOMoB. KObl BUIOBBIX IPYIII U3eaus B quanazoHe 1—9999 coxpaneHsl
HUCKITIOYUTEIHHO JUIS YITOTPEOIEHUS UX KOHE YHBIMU OIB30BATEISIMI. DTH KOl TOCTYITHBI KOHEUHBIM TIOIE30BATEIIIM
JJISI TOTO, 9YTOOBI UM OBLUTO YIOOHO COXpaHATh TCPMHUHBI, HC OTHOCSIIHACCSI K OOJIACTH IMPHMEHECHUS HACTOSIIETO
CTaHAapTA.
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6.4 Paiin JaHHBIX THNA M31EUS
MuynuManbHOE YUCITo TToJIel JaHHBIX IIPUBEAEHO B Tabauie 4.

Ta6numa 4 — TpeboBauus K dairy JaHHBIX TUIIA W3IETINS

Hpenruduxarop Kareropua u ¢opmat maHHBIX KoMmentapun
Kon BumoBO#l TpyIIIIBI Hudposott, 5 nudp Brenmuii xmo4; oGecriedyrBaeT CBI3b € 3aIHCHIO
U3OETTUS BUIOBOA  TIpynubl U3Aeaus  (IIpeANOYTUTEIbHBIIM

TEPMHAH B HOMEHKJIAType )
Tun BykBeHnHo-111poBOiA, BropuaHBI KITHOY;, MOXET TAaKXKe BBIIOIHATH
60 3HaKOB GYHKIIMM BHENITHETO KJTI0Ya

Moenn BykseHHO-1IT(pOBAsL, Tun u Mozenb, eCIM OHU CBSI3aHBI MeXIy COOOI,

60 3HaKoB OPEACTARISIOT MTEPBUYHBINA KITIOY

IIpuMegaHnusa

1 TIMome paHHbBIX «Turn» npumeHsercs IS WAeHTHUGUKAIMM H3TOTOBUTENS Ha spiablke wusgenus. I[lpu
HEOOXOIMMOCTH MOXET OBITh MICHTU(DUITMPOBAH TTOJTHOMOYHBIF MTPEICTABUTENb N3TOTOBUTEIA. MOXHO HCIIONb30BATh
TAKXKE COKPAICHHYI0O BEPCUIO B BHUJIE JIETKO PACIIO3HABA€MOrO TOPrOBOTO HAHMEHOBAHWMS WIM TOPTOBOII MapKW B
OYKBCHHO-TTM(HPOBOM BHJIC.

2 Ilose maHHBIX «MoOJIEIb> JIOJDKHO UMETh HaMEHOBaHUE, IIPUMEHSIEMOe HM3TOTOBHATEIEM TSI UACHTH(DUKAITMI
OIIpe/ICICHHOTO THUlla wu3fenus. IIpW  COOTBETCTBYIOMIMX OOGCTOSATEIBCTBAX MOIYT IIPUMCHSATHCS JpPYTUC
nHpopmarmonHsie ¢dopMaTel, Haupumep dadpuuHass Mapka, EAN (eBpomeiickuii Homep usnemus) wim HIBC
(ITPUXOBOK KO MEAUITAHCKONW IMPOMBIIUIEHHOCTH). DTO IMOJIe JAHHBIX HENb3S IYTaTh ¢ CEPUMAHBIM HOMEPOM WA
KOJ/IOM [apTHH, NpeHA3HAYCHHBIMHA JUISI MHANBUAYAIbHBIX M3ACIIA VI TapTH U3ICITIA.

3 Hammawme aByX mOJNEH JNAHHBIX, TPEICTABRISIONMX IICPBUYHBIA KIIOY, OGOCHOBAHO TEM, YTO HAMMCHOBAHMC
MOJIENIA, ABa€MOE OJHWAM HM3TOTOBUTENEM (WM OJHUM M TEM X¢ HM3TOTOBUTCIICM, KOTHa OH IIPHCBAMBacT CBOE
HAaWMMCEHOBaHME, KOTOPOE, BO3MOXHO, YX€ ObUIO HMCIIONB30BAHO JIPYTMMH H3TOTOBUTCIISIMUA) HECKOJBKUM THITAM
W3IENAsL, IeNaeT HEBO3MOXHBIM IIPUMEHEHHE €T0 B KaUeCTBE IICPBATHOIO KITIOIA.

4 Pa3paboTyMK CHCTEMBI MOXET MOCYUTATh IEIecCOO0Opa3HbIM MPHUMCHCHIC CAMHCTBCHHOTO (II(MPOBOTO) MO
JIaHHBIX KaK 0oJiee YIIpapasieMOTo MePBUYHOrO KII0Ya B CUCTEMe 6a3bl JAHHBIX JJISI OIIPEIEICHHOTO (haiiia JaHHbBIX.
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IMPUJIIOXEHHUE A
(CIIpaBOYHOE)

OnucaHue Kareropuii usnemi

Kon 01 AKTrBHBIE HMILTAHTHPYEMBIEC W3IEIUA

W3nenus, CTOYHNUK SHEPTUHA KOTOPHIX OTIMYAETCS OT UCTOYHMKA SHEPIHU, HEIIOCPEACTBEHHO IIPOMU3BOANMONM
YSJIOBCUCCKIAM TCIIOM VI CHIION TAXKECTH, IIPEAHASHAYCHHBIC JJI ITIOJTHOTO W YaCTUIHOTO BBCACHUS XUPYPTUYCCKUM
IIyTEM WIKW B BHUJC JICKApCTBa B TCIIO YCIOBCKA WJIH, IIOCPCACTBOM MCIHUITMHCKOTO BMCINMATCIIBCTBA, B CCTECCTBCHHOC
OTBCPCTHUC, NAaHHBIC U3ACIIUA OCTAIOTCA TaM ITOCJIC BBEACHNA.

IIpuMeganns

1 K u3jietusiM 3Toi KaTeropuu OTHOCSIT KapAUOCTUMYIATOPHI, UMITIAHTUPYEeMbIe MH(MY3MOHHBIC HACOCHI, YIIIHBIE
MMILTAHTATBl M WX [IPUHAICKHOCTH.

2 Cm. [2].

Kon 02 Anecre3uonoraieckKue W pecnvpaTopHbie H3Iejus

W3znenus v IpuHAUICKHOCTH JUISL TOCTABKH, KOHAUIIMOHHPOBAHUS, MOHUTOPHUHIA, PACIIpEACICHIS M TONaYN
JAbIXaTCIbHBIX, MCINIWHCKNX aHCCTC3UPYIOIMIHUX ra3oB M IMapoB OJIA obecIIeucHAS I/I/I/IJII/I YIIPpaBICHUA IIPOLCCCOM
JbIXaHWA I/I/ NI AQHECTE3NN.

IIpumevanue — K usnenusM 3Toii KaTeropud OTHOCAT pabodue MecTa aHeCTe3WONora, JbIXaTeAbHBIC
KOHTYpHI, anmnaparsl UBJI 1 ux npuHamIeKHOCTH.

Kog 03 CromaTonornyeckne n3nems
Wsnenust, KOTOpbIe IPUMEHSIIOTCS UIST JUACHOCTHKM, NpOoWIAKTHKA, KOHTPOJS, JEYEHUSI WM OOIerdeHMsI
COCTOSIHUSL TIAIIMEHTA IIPY 3a00ICBAHUAX TOJIOCTH PTa, YEMIOCTHO-TULEBBIX U CTOMATONOTMYECKUX 3a00/IeBaHUSIX.

ODpumevanue — K u3geausaM 3TOHl KaTeropud OTHOCAT PYYHBIC CTOMATOJIOIMYCCKUAC WHCTPYMCHTBI,
MaTEePHUAJIBI /IS BEIIOIHCHUS CICIKOB, ILIOMOHPOBOUHBIC MATEPHAIIbI, CTOMATOJIOTMYECKOEe 000PYdOBaHNeE U NPUHA/I-
JICKHOCTH.

Kop 04 DiaexTpoMexanmiecKne MeJUIAHCKAE W3AEIHA

W3znenus, paboTa KOTOPHIX 3aBUCUT OT MCTOYHUKA SICKTPUICCKON SHEPruu (3MEKTPOMEIUITMHCKIE W3ISTHS)
WM OT UCTOYHWKA SHEPTUU, OTIAYAIOIIErOCs OT MCTOYHHWKA SHEPIUM, HEIIOCPEACTBEHHO BBIpAaOAaThIBAEMOIl TEIOM
MAaIACHTa WIM CWIOH TSDKECTH, M KOTOPBHIE HCIONB3YIOT 5TH UCTOMHUKHA SHEPrUU UIS MOAYyYeHUST HEOOXOAMMOTO
pe3yabTaTa Wik BO3ACHCTBHUS (MEXaHIMIECKOTO).

IIpumeuganue — K usgennsiM 3Toi Kareropuu OTHOCST 3ieKTposHIledanorpadbl, HHPY3UMOHHBIE HACOCHI,
MOHUTOPHI JUIsl TeMojinam3a, DKI'-MOHUTOPHI, IPYXWUHHBIC U 3IACTOMEPHBIC HACOCHI.

Koz 05 BayrpuGoasaaunoe o0opynosanme

HNsnemms, xkoTopble HEe NPUMCHSIOTCSI HEIIOCPEACTBCHHO B JUATHOCTHMYECKUX IEMAX WINM IUIST KIHHAICCKIX
HUCCIICIOBAHM, 4 TAKXKE HE OKA3BIBAIOT MPSIMOTO RIMSHUSA HA KIIMHUICCKYIO OIICHKY COCTOSIHUSA MallUeHTa, Pe3yIbTaThl
WUCIIBITAHWI M JaIbHEHII X0 JcucOHOoro mporecca.

IIpuMedanue— Ku3mermsam 3Toil KaTeTOPUA OTHOCST CTCPUIAN3ATOPHI, 000PYIOBaHIE I IePEMETTICHIAS
BOOJBHBIX, a TAKXKE JIC3HHOUIINPYIONAC CPEACTBA.

Kox 06 U3nesmsa 11 AMArHOCTHKH in vitro
W3znenus, npuMeHsieMblIe JUIST UCCIICAOBAHMUE in Vitro 1mpo6 M3 4eI0BEYeCKOTO OpTraHru3Ma C 1EeJIbI0 OIIPE/ICIICHUS
(I)I/ISI/IOJIOI‘I/I‘ICCKI/]X WIA HATONOTHICCKUX COCTOSTHMWIA.

IMIpumMeganune — K H3aenusaM 3Toil KaTeropuii OTHOCAT MOHHUTOPHI caxapa KpOBH, OMIMPYOMHOMETPHI,
CHACTEMBI JIIST OTIpEACHCHUS TyBCTBUTSILHOCTH K MUKPOOaM M UX IPUHAICKHOCTH.

Kon 07 HeakTnBHbIE HMILIAHTHPYEMBIEC W3IEHASA
W3snenus, oTIMIHBIE OT AKTUBHBIX MMIUIAHTUPYEMBIX H3IEUiA, KOTOPbIE MMIUIAHTUPYIOTCSI Ha CpOK Oolee
30 nHeit.
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IMIpumeyanue— KusgenusaM 3Toit KATETOPUUM OTHOCSIT BHYTPUMATOYHbIC CIIMPAI, CEPAEYHbIe KIalaHbl,
CYCTaBHBIC, KOCTHBIE TIPOTE3bI U TIPMHAIICKHOCTHY UISI OCTCOCHHTE3A.

Kon 08 O¢rranpMoaormueckne u ONTHIECKHE W3IEs
Wznenus, npuMeHsieMble JUTS TAArHOCTAKU, TTPOMDIWIAKTAKA, MOHUTOPUHTA, JICUCHUSI, KOPPEKITUN WA OOJIer-
YeHWS TIa3HBIX OOJIe3HEH 1 HAPYIIeHW 3peHUS.

II pPUMEUYAaHULC — K HU3JICIIUSIM BTOMN KaTeropnun OTHOCAT TOHOMETPBI, IIPEAHAZHAUCHHBIC IJIsI U3MCPCHUS
TJIa3HOTO HABICHUS, BHYTPUITIASHLIC JIUH3LI, IMCICBBIC JTaMIILI U UX IIPUHAIICKHOCTH.

Kon 09 U3pemmsi MHOrOpasoBoro npuMeHeHust
Wznenus, mpuMeHseMble B XUPYPIMW WIH JAPYyroft obiactu, UL KOTOPBIX €CTh BO3MOXHOCTh OYMCTKH H
CTEpUIN3alIN C IEJIBI0 ITIOBTOPHOT'O MCIIOJIB30BaHMA.

IMMpuMmevanue — K usgenusm 3Toil Kareropuu OTHOCSAT PETPAKTOPHI, TEMOCTAThI, Apeld, MBI U HMX
[IPUHAUICKHOCTH.

Kon 10 Opsopa3oBbie u3neaus
HS,Z[@JII/IH, IIPETHAZHAYCHHLIC TOJILKO I OOHOPA3OoBOIro IIPUMEHEHNS.

MDpumMmeganune — K usnennsaM 3Toi KaTeTOPUU OTHOCST HaGOPHI IUIsi BHYTPUBEHHOTO BIMBAHUSA, Ipe3ep-
BATUBBI W TAMIIOHBI JJIS IAIIApPOTOMUM, PACXOAHBIC XUPYPTUUCCKIIE MATEPHAIIDL.

Kog 11 Texnuieckue cpencTsa il HHBATUIOB

Wznenus, cnenuanbHO M3TOTOBJICHHBIC WIM OOIIECTOCTYIIHBIE, KOTOpPbIE MNpPEeIHAZHAYCHBI JII KOMIICHCAITUH,
YMEHBINIeHUsI, TPOMUIAKTUKY WM HECATPAIU3AIUN ITOCIEICTBUI TpaBMbI, (PU3MUECKOT0 HEJOCTATKA WIA WHBAIHI-
HOCTH.

ODpumeuvanue — K m3memusaM [aHHOU KaTCTOPUU OTHOCAT KOCTBUIM, HMCKYCCTBCHHBIC KOHCUHOCTH,
OPTOTICANICCKYI0 OO0YBb, CIYXOBBIC AIIApaThl, WHBAIMAHBIE Kpecla W UX MPUHAUICKHOCTH, KATOIPUCMHUKHA W
MOYCIIPHUCMHUKI.

Kog 12 [InarnocTHueckde H TEpaneBTHICCKHAE PATHANMOHABIC W31eIAs

W3znenns, KoTopele SBISIOTCA MAATHOCTHICCKAMM W/WIN TEPallCBTHIECKUMHI M MCHOIB3YIOT PEHTTEHOBCKOE
U3Ty9eHVE, MATHATOPC30HAHCHBIC N300paXkeHUsI, VIbTPA3BYKOBBIC N300paXXeHUS, H300pakeHMs in vivo, IMOIYICHHBIC
C TIOMOIIIBIO M30TOIOB, W IMHEHHBIC YCKOPHTEIIH.

IMIpuMeganue — K u3genmsaM 3Toil KATETOPUM OTHOCSIT PEHTTEHOBCKOE OOOPYIOBaHIE, KOMIIBIOTEPHBIE
ToMorpachudecKie CKaHephl U MX TIPUHAICKHOCTH.
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ITPAJIOXEHHWE B
(ctipaBovHOE)

IIpumepsl oOpa3oBaHMs TEPMUHOB BUIAOBBIX TPYNI H3/IE/IHIA M HX CHHOHHAMBI

CTpyKTypa T€pMHHOB BHIOBOM IPYINNBI M3IETHSA

TIpenrouTnTe IbHBIA TEPMUH TOJIXKEH OBITH TAKUM, YTOOBI HOMCHKIIATypa uMeta PYHKIIMOHAILHYIO apXUTEKTYPY,
TO €CTh COepKaIa CBEJICHUS O TI0IH30BATEISAX M IPpUMEHEeHNH u3jiems. OnpeaenuTeb, 0COOeHHO OO /1T MHOTHX
TEPMUHOB, MOXeT OBITh OCHOBAH HA CBOMCTBAX HW3JICIMHA WM WX XapaKTepUCTHUKaX, WIM OOMAcTH IPUMEHEHUS C
HUCTIOIB30BAHUEM, KOT/IA 11eJ1eCO00pasHO, OOIIEHPUHSITHIX OIIPE/ICICHIN.

OO61mast cTpyKTypa MPpeAIOUYTUTEIFHOTO TEPMUAHA SIBIISICTCSI OCHOBHBIM TOHATHEM (CYIECTBUTEIBHOE B €TAHCT-
BEHHOM YHCJIC WIN BBIPAXKEHWE, COCTOSINEE U3 CYIMECTBUTEILHBIX) U COMPOBOXKAAETCSI OTHUM WIH 6ojiee ompe/enu-
TeeM (IIpUjIaraTeIbHOe WM BBIPAXKEHUE, BBICTYIIAMOIICE B POJIU MPAIATATEILHOTO), KOTOPhIE Pa3ieiIsioTCs 3aIsITOM.
OCHOBHOE MOHSATHE — 3TO Hauboee IMUPOKOE IPE/ICTABIICHAUE BIWIOBOM T'PYNITBI MEIUIIMHCKUX U3ICIUI, KOTOPYIO
Jlajiee OIMMCHIBAIOT C OMOIIBI0 ompenenauTeneii. [lpu nepemenieHrr ciieBa HAIpaBO ONPEASTIUTENN BRICTPAUBAIOTCS B
OIIPEJISIICHHOM IOpsiIKe — OT §oJiee IMMPOKOTo O CMBICTY (MEHee CIEIUAIBHOTO) K 6oJiee y3KoMy (6oJiee Creruanb-

HOMY).
IIpumepsl TepMUHOB BUAOBOI rPYNIbI M3EHAs

1 TIpeanoYITUTEeIFHBIA TEPMUH TOKEH OBITh OCTPOCH CICAYIONIAM 0Opa3oM:

OCHOBHOC IIOHATHUC, CYIICCTBH- OIIPEACIUTCID, IIpAIaraTcibHOC OIIPpCACIINTEIND, IIpAIaraTcibHOC
TCIIbHOC MW BBIPAXXCHUE, COCTO- JIN BBIPAXXCHUC, BBICTYIIAIOIICE B WIA BBIPAXXCHUC, BBICTYIIAIOIICE B
e N3 CYMECCTBUTCIIbHBIX POJIN NpUIararciIbHOro POIA IIPUIAraTeIbHOTO

IIpumMedaHne— TepMUHBI, CIIONB30BAHHBIC B IPUMEPaX, IIPABOAITCS TOIHKO B WDTIOCTPATUBHBIX TIEIISIX.

2 TIpenouTUTEIbHBIE TEPMUHBI, PACTIONOXEHHBIC B COOTBETCTBUM CO CTPYKTYPOM ¢ BHYTPEHHUMU CBSA3SIMMU:

CUTHAIM3alUA TPEBOXHAS IIPU SHype3e®,  a He SHype30Basl TPEBOXHAs CUTHAIM3ALINSA

6JIOK BCIIOMOTAaTELHOTO KPOBOOOPAIIEHNSI a4 He XeIyJI0UKOBBIN OJI0K BCIIOMOTATEIbHOTO

KEIyTOUKOBBIA**, KpoBoOOpallleHU

3 IIpeamoYTUTEILHBINA TePMUH, NCIIOIL3YIONIAN OIpeAeNINTe/lb, OTPAXAIOIWNA CBOWCTBO WA XAPAKTCPUCTUKY
(IPUHITUATI YCTPOHCTBA/CIIOc0o0 MYHKIIMOHNPOBAHUS) N3N, 0003HAUYAETCS TAK:

IopHbBI# MaTepran HEMTOHOBEIN
IToBHBITT MaTepral TOMAUATHICHOBBIH
IMToBHBEITT MaTepral TOMUTAIOKOHATHBIH

4 TIpeanouTUTENbHBIA TEPMUH, MCIIOIL3YIOIIAN OIPeIeINTeNb, OTPAXKAIONKXN 00JaCTh PUMEHEHUS U3JICIIHUT,
0003HaUaeTcs Tak:

Junamizarop 11 adepesa

Junamizatop OmKapOOHATHEIN

Jnann3atop UIST CBIBOPOTKY /MO

Hwnanuzarop jutst reMoinanms3a

5 Ecmu Gonee 4eM [1Ba IIPEIIIOUTUTEC/IFHBIX TEPMUHA MUMEIOT OJHO W TO X€ OCHOBHOE IIOHSATHE, HeOOXOOMMO
BBECTH OOITETIPUHSATHIA TEPMUH:

Aymuometp <cIielMaTu3upOBaHHBIN>
Aynuomerp Bekernu

AyauomMeTp KIMHUIeCKUH
AyanoMeTp MMIIeIaHCHBII

Aymmomerp . . .
CHHOHUMGBI:
HunHaman OTOKIECTBIACTCA €O C(HUTMOMAHOMETPOM 3JICKTPOHHBIM
IlyckaTenb ceparia OTOXICCTBISACTCS ¢ 1e(UOPUILUISITOPOM
Jlamma Lucey OTOXICCTBIISICTCSI ¢ YCTPOMCTBOM ISt hOTOTepannn

* TIpuMep, HAUMHAIOIIMHCS C CYIIECTRBUTEIBHOTO.
** TIpuMep, HAUMHAOIIUNCS C BRIPAXEHUS, COCTOAIIETO U3 CYIECTBUTEIBHBIX (B aHIIUNMCKOM SI3BIKE).
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Onpejenenue:

JIio6oe ompeaencHue AODKHO OBITH CHOPMYTUPOBAHO TAKMM 0Opa3oM, YTOOBI OHO OBLTO TIOHSITHO BCEM
MOJIB30BATEIISIM HOMCHKIIATYPOA:

AymroMeTp <cHenMaTA3APOBAHHEBIN>

Hspenue, KoTOpoe MCIIONB3YET 3BYKOBBIC CTUMYIBI I HCCaeqoBaHNs (YHKIIHI OpraHOB CIyXa.

AymmomeTp ($Ha30BBIiA

Nsnenme, koTopoe mpUMEHSICTCS A ONPENCHCHUA MUHHMANIbHO BOCIIPUHHMAEMOro CABMra Imo dase MeXmy
TOHAMHU HA JIEBOM W IPABOM YyX€ HAIMEHTa ¢ [OMOIINBI0 HAyIIHUKOB. OHO HCIOJb3YyeTCs IS THATHOCTUKM MTOBPEX-
JCHUI CIyXOBOTO HEpPBA B CIYXOBOH CHCTEME.

Cokpamenns

CokpallieHusI, KOTOPbIC UCTIONB3YIOTCS B CHHOHUME WIN B OCHOBHOM TEpMUHE JTNOO KaK HX YacTh:
TUMT (TpancyperpanbHas MukpoBomHoBast TepMotepamnusi) — cM. YCTpOICTBO TSI TEPMOTE P,
CPAP 6510k — BJ1oK TTOCTOSIHHOTO TTOJIOXUTEIBHOTO JaBICHUS B JABIXaTeIbHBIX MYTSX.

Ilpumep cruns

TlepBas 6ykBa Tepmuna «Kateropust nsjiesmsi» uin «BumoBas rpynmna usgenus» TOKHaA ObITh IporicHoii. Bee
OCTaNbHBIC OYKBBI IOJDKHBI OBITH CTPOTHBIMU.

IIpuMep IpOTUCHOM HEPBOU GYKBBI OCHOBHOTO TTOHSITHS:

Jedubprmsrop.

IIpumep nponMcHON TIEPBOM OYKBBI OCHOBHOIO IIOHATHS, 32 KOTOPBIM CleAyeT OIpele/UTeNlb, 3allMCaHHBII
CTPOYHBIMA OYKBaMH:

MuKpOCKOIT YHUBEPCATHHBII

IMPHUJIIOXEHUE C
(ctipaBoYHOE)

IIpumepn1 3anmceii BUIOBOH rPyNNbI M3AeJHA

Tab6numa C.l — [IpeAnodYTUTENLHBII TEPMUH

Vxazarenn
Korn Tepmun Kox curonnma OOIIETIPUHATOTO Omnpenencaue
TepMHIHA
12345 Jduanuzatop OO  CBIBOPOTKH/ 0 0 —
MOYU

ITone Koja cMHOHMMA U TI0JI€ yKazaTesl OOIIeNPUHIATOrO TEpMUHA — HYJW, 9TO YKa3bIBacT HA TO, UTO JAHHBIIA
TEPMUH SBISCTCS TIPESATIOUTUTECIBHBIM.

Ta6auma C.2 — OOmEOpUHATHIN TepMIH

Vkazarens
Kon Tepmun Kon cvHOHMMA OOLIEIPUHATOTO OmnpenencHue
TEPMUHA
12346 Junannzarop <caenuami3ipoBaH- 0 10 —
HBI>

B sToM citydae mosie ykasatessi OOIENPUHATOrO TepMUHA UMeeT obosHaueHue 10, 4To yKasbIBaeT Ha TO, 4TO
JIaHHBIN TEPMUH SIBISECTCS OOIIEIIPUHSATHIM, M B TO € CAMOE€ BPeMsI OIIpeIeIIsieT BOSMOXHOCTD MUCIIOIb30BaHUS TTEPBbIX
10 3HAKOB LOJS TEPMUHA JUTSI TIOUCKA MIPEIIOYTUTENBHBIX TEPMUHOB, KOTOPBIC HAYMHAIOTCS ¢ TaKUX Xe 10 3HaKOB.

Ta6numa C.3 — TepMuH cMHOHWMA

Vkasarenn
Kon Tepmun Kon cvHoHMMa OOIIEIPUHATOTO OmnpenencHue
TEPMUHA
12347 CBIBOPOTOTHBIN/MOICBOI THATH - 12345 0 —
3aTop

ITone Koma CHHOHWMA COACPXUAT KO MPeANIOUTUTENBHOTO TepMIHA (WITH OOTIEIIPUHSATOTO TePMITHA).
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[Moanyukr 5.2.2 aonoaHuTL a63aucM:

«Twboc NMPpHHATOC COKDUCHHC PCRKOMCHAYCTCH BKIKYLTDL B UGUJ.C]TPH—
HATYIO TCPMMNOIOMHIO»,

Moanyskr 5.2.3 aononnutb ab3aUcM (IICPCH IIPUMC HAHHSMH, TIGCAC 1ICPC-
upeIcHUs b):

«Bec A0MOAHHTCALHLIC KNaCCHHKAUHOHHLIC CNMPCACNCHHS ACKHB Dd3-
ACAATLCH 3UMHATOH M OAHHM MHICPBANCM, HATIPHMCP, dNMAMKATOR, Gpaxurc-
PAanHsI, MCUCBOH My 3LIPL».

ITyHKT 6.]. [1pHMCUAHHC H3NOXKHTL B HOBOM PCAYKLIHH:

«[1puMcUaHHY

| BuinonHcHHE 3Tore TpcOOBAHHA COCCMCUUBACT OAHO3HAHOCTL TCPMH-
HOB.

2 KaxXabiit ypoBcHb B CTPYRTYPC 6a3bl Q4HHBIX [PCACTABACH (haitnoM AaH-
HLIX, KOTOPbLIH dC/JKCH COOTBCTCTBOBATEL TpcboBati MM 6.2—6.4. 3ru tpcbosa-
HHMH NpPCACTABAAIOT coBOH OBWMI MCTOA, MPHMCHACMLIIN B CODTBCTCTBYIO-
WHX B434X AGHHDLIX AN 06LCAMHCHHUS (HaHNOB AGHHDLIX (CM. TEAKKC NMPHAOXKC-
HHe C). Pa3paboTUMKUM CHCTCM PCKOMCHAYCTCH TMPHMCHHTL COOTBCTCTBYIO-
IIIHe METoABl, ACCTYMHLIC C MOMOWLK) HHCTPYMCHTOB CO3adHHA 043 AdHHLIX,
C UCALIO AOCTHKCHUA HCOOXOAM MO hYHKHHOHANLHOCTH HOMCHKAATYpLL. [IpK
UCNOAL3OBAHNM L IBTCPHATUBHON CTPYKTYPB KOAUPOBAHUS PCKOMCHAYCTCH
HC OTPAHUMMBATE [IPUMCHCHUC BCCOBIUCH HOMCHKI1ATYPBI MCAMLMHCKHX H3-
acanit (General Medical Device Nomenclaturc — GMDN) B pa3saMUHLIX OK-
pPyXCHUsX 643 aanHLX, Hanpumcp SQL, Server, Oracle, Sybasc u T. A.

(TIpodoaxcenue cm. c. 22)
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3 B taGamuax 2 u 3 dopmatn onpcacacHuit coctagaaiot I8 - 70 3Hakos
{Tabnmua 2) m 10 - 70 3HaKk08B (Tabnaua 3). Paspaborunkn MHMOPMALIMOHHBIX
CHCTCM MO HOMCHKMATYPC AdHHBIX A0.1KHB PCIIHTL, KAKOH (hopMat saBiascT-
c4 Hanbonce noaxoan M — (GopMat K3 CTPOK AMTHHOH B 7() 3H1KGB MAH pai
AdHHDLIX M3 1260 sHakos (ta6anua 2) nubo 700 3nakos (Tabauua 3)»;

[Tynkt 6.1 acnoaHuTL ab3a1CM:

«B KauccTBC OPHUHANLHDLIX 3HUKOBLIX 3MCMCHTOB, IPHMCHSCMDLIX B HdH-
MCHOBHAHUAX BHAOBLIX TPYILIT H3ACAHH HAH B OCNPCACIACHHHX, IPHHATLI CACHY-
0Muc:

sanstas () TMPUMCHATL ANA BLIACACHHA H PA3TPAHUICHUA;

acgmc (-} NMIPHMCHSTDL AAS COBAEHNS CNOXHLIX CNOB;

apobnas ucpta (/) O3HAMACT «H», dILTCPHATUBHOC «HAH»;

anoctpod () MIPHMCHATL B HCKOTOPBIX XMMMMCCKHX HASBAHIX
WAH KdK anoctpod;

3HaK muoca (+) TIPHMCHHTL B HCKOTOPDLIX XMMHUCCKHX HA3BAHUAXS .

INyHKT 6.3. Tabauua 3. ['paa «KaTtcropus H (POPpMAT A4HHLI. 3dMCHHTL
3HaucHuc: 60 na 120.

Ipunoxchuuc B. [Noapaszacn «IIpumMcp ctung» A0NOAHKHTL a63aUCM:

«[lponucHLIC OYKBLI MOXHO HCHOALIOBATL B TCPMMHEX BHAOBBLIX TPYN
W3OCNHH, CCAM OHH MPEACTABICHL B COLICTIPHHATOH TCPMHHOIOTHH.

fpumepnt
Huz usobpemamens so.0cki hon Dpesn
Xumuveckui cumeon neperoc npoodwi,
Keeaubpamop npodst Na
Haumernosarie uzdearun winamue peiineenoeckou (X-ray) mpyoiu,

C-vlipusnan pvaoinkas.

(UYCNe 6 2007 r.)
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