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Beeaenue

MexayHapoaabiil ctaHgapt MCO 15225—2000 rmoarorosieH 1eXHMUYECKUM KOMUTETOM 110 CTaHIAP-
m3auun 1K 257 «CuMBoIIbI 1 MH(pOpMALIU, IIPEACTABIAEMbIE ¢ MEAVNLIMHCKUMU U3ACINAMU, 1 HOMEH-
Kjarypa HWHQPOPMALIMOHHBIX JAHHBIX 110 MEIULIMHCKUM W3IeIUIM» B coTpyaHuuectse ¢ 1K 210
«YTIpaBJIeHNE KAUYECTBOM U COOTBETCTBVIOIINE ACIIEKTHI I MEAULIMHCKUX U3ICIINM».

[ IpyHIIUTIBI ITOCTPOECHUA HOMEHKIIATYPHOM CUCTEMBI MHPOPMAIMOHHBIX JAHHBIX 110 MEAWITMHCKIM
M3ICIIVUAM II03BOJISIOT KOMIIETEHTHBIM OpraHaM, BCEM 3apETUCTPUPOBAHHBIM OpPTaHM3aLIUAM U U3TOTOBU-
TEJISIM BBIIIOJIHATH TPEOOBAHUY PYKOBOAAIINX JOKYMEHTOB HA MEANIMHCKUE U3AECIINA, OKA3BIBAIOT IIOMOIID
BO BHEIAPEHUUM YAaCTHBIX 3aKOHOB EBporieiickoro Comw3sa, 00J1er4aT COTPYIHUIECTBO U 0OMEH MHPOPMA-
e B paMkax EC 1 Ha MeXIyHApOIHOM YPOBHE, a TAKXKE PACIIPOCTPAHAIOT 3TH (PYHKIIMU HA 3aKOHOIA-
TE€JIBHBIE OpraHbl U OpraHU3aluU, ITOCTABIAIOIINE MEIULIMHCKUE U3ACITL.

TpeboBaHUA K MUHUMAJIbLHOMY HA0OpPY HAHHBIX O MEAWIIMHCKUX MU3ACIUIX U CBA3AHHOU C STUM
CTPYKTYPOUN CUCTEMBI 6a3 JAHHBIX IIPeAHA3HAYECHDBI JUIA Pa3paboTUMKOB CUCTEMBI 0a3 JAHHBIX, UCIIOJIb3Y-
IOIIUX OIIMCAHHYIO 3/1€Ch HOMEHKIIATYpy. MHdopMalindg, coaepKanaiacsd B HACTOAIIEM CTaHAAPTe, JOJKHA
OBITH OOLIEAOCTYIIHOU. I peboBaHUA, CoaepKAILIMECS B HACTOMILEM CTAHAAPTE, HEOOXOIUMO VUUTHIBATD IIPU
pa3paboTke U OBOHOBJIEHUM HOMEHKIIATYPhI MTHPOPMALIMOHHBIX JAHHBIX 110 MEAULIMHCKUM U3ACIIUAM.

[lpaBmiia M OCHOBHBIE IIPUHLIMIILI, ITOJIOKEHHBLIE B OCHOBY HOMEHKIIATYPHI MHQPOPMALMOHHDBIX
JIAHHBIX, 0BECIIEYUBAIOT IIPOCTOTY €€ IIPUMEHEHU, PALMOHAJILHOCTL U BO3MOXHOCTD UCIIOJIL30BAHUA Ha
BCEX YPOBHAX KAaK B KOMIIBIOTEPHOM, TaK U B II€YaTHOM BUIIE.
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FTOCYITAPCTBEHHBINU CTAHITAPT POCCUUCKOUN ®PEAEPAIIUUA

HOMEHRIJIATYPA

HoMeHKIaTypa JAHHBIX MO MEIMIIMHCKMM M31eIUAM A1 MHPOPMAIIMOHHOTO 00OMEeHa

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

JaTta sBenenua 2004—01—01

1 O0aacTh npuMeHeHus

Hacrosgmuit cranmapT ycTaHaBIMBaAeT TPeOOBAaHMA K HOMEHKIIATYpe MH(POPMAIIMOHHBIX JAHHBIX ITO
MEIVTIMHCKNM U3AEIUSIM, YTO ITO3BOJISAET O0JIETYNTD COTPYIHNYECTBO 1 OOMEH HAaHHBIMY Ha MEXKIyHAPO/I-
HOM YPOBHE MEXIY 3aMHTEPECOBAHHBIMIM CTOPOHAMM, TAKMMU KaK 3aKOHOIATEIbHbIE OPraHbl, U3rOTOBH -
TEJIN, IIOCTABIIUKY, IIPEACTABUTEIN OPraHOB 3APAaBOOXPAHEHUSI U KOHEUYHBIEC T10JIb30BaATEIIN.

[IppumMmegaHUu 4

1 Hacrosmmuit ctaHaapT BKIIO4aeT IIPUHIIUIILL (POPMUPOBAHU S MUHUMAJIBHOTO HA0Opa TaHHBIX U €0 CTPYKTYPHI,
[IpeJHa3Ha4CHHbBIC UISI pa3pabOTIMKOB CHUCTEMbI 043 JAaHHBIX, HCHOJIB3VIOIMWX HOMCHKIATYPY, IIPUBCICHHYIO B
HACTOSIIEM CTaHIapTe.

2 Hacrosmuil ctaHaapT He BKIIIOYAET HEIIOCPEACTBEHHO HOMCHKIIATYPY, KOTOpas OyIeT NU3JI0KEHa B OTACIbHOM
JIOKYMCHTE.

3 Cragnapt nupeiHa3HadYeH JUTS TOIIOIHEHMS TPeOOBAHNN PYKOBOISIINX JOKYMEHTOB 110 MEIUITMHCKUM NU30CIASIM

C IICJIBIO OIIPEACICHUS CPEJICTB JOCTIDKCHHUS COITTacHsI B OO0JACTU WACHTUPUKAIIUU MEIUIIMHCKUX WU3ACIUN MEXIY
PasIUYHBIMUA OpPraHU3alUSIMHU.

2 HopmaTuBHbBIE CCBLIKH

B HacToseM cTaHaapTe UCIIOJIb30BAHbBI CChUIKM Ha CIISAVIOIINE CTaHAAPTHI:

NCO 1087—90* TepmuHoiorus. Ci1oBaps.

HNCO 2382-4—99* CucremMmbl 00paboTkul nHpopMmanmu. CiaoBapb. Hacts 4. Opranus3aiind JaHHBIX

NCO/MBK 2382-1—93* UadpopmarimoHHbIe TeXHOIOTUHA. CioBapb. YacTts 1. OCHOBHBIE TEPMUHBI

NCO/MBK 2382-17—99* UndopmanmonHbie TexHOJIOrnu. CiaoBapb. YacTts 17. ba3bl JaHHBIX

NCO/MBK 8859-1—98* NMH(pOpMaLIMOHHBIE TEXHOJIOTHUN. 8-OMTOBBIE OTHOOAUTOBBIE HAOOPHI KOV -
POBAHHBIX rpadpuueckux 3HakoB. Yacte 1. Jlatmackuii anxdasur No 1

3 OnpeneneHuns
B HACTOAILCM CTAHAAPTC IIPUMCHAIOT CJIICAVIOIIINC TCPMUWHDBI C COOTBCTCTBYIOIIINMUA OITPCACICHUAMMN.

[IpuMeudyaHnne — MHoOrMe TepMUHBI, IIPUMCHSICMbBIC B HACTOSIIEM CTaHAAPTE («MEIUIIMHCKOE M3IICIIHCY,
«MCIULIMHCKOE M3JICJIME, BBIIIOJIHCHHOE HA 3aKa3», «M3TOTOBUATEIIb» U JIP.), YK€ ITOJYYNIN COOTBETCTBYIOIINEC OIIPEIL -
JICHUSI B HOPMAaTUBHBIX TOKYMeHTaX. 11o3ToMy olpenesieHUSI STUX TSPMUHOB B HACTOSIIEM JJOKYMEHTE HE IIPUBCICHBDI.

3.1 3pak: OnuH 3HaK M3 HaAbopa 3JIEMEHTOB, MCIIOJBb3YEMBIX UL OpTaHU3ALUM WJIN IIPEACTABICHUS
TaHHBIX, a Takeke yrpasiaeHusa nmu (MCO/MBK 8839-1).

3.2 moHaTHe: Kareropus MBIIUIEHUA, OIPEACIIAIONAas IIPeAMEThI HEKOTOPOro Kjlacca 110 UX OOIIUM
cBoucTBaM (MACO 1087).

* OpurvHaasl MeXayHapoaHbIX cTaHaapTtoB — BO BHUMUKIW T'occrannapra Poccun.

HN3nanve opuuuaibHoe
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3.3 Kareropus usaema: Her oOIIECIIPUHATOTO OIIPEACIICHUA.

[IpumMedanue — OnucaHue TepMUHA «KAaTCTOPUS U3ACIASI» IIPpUBSICHO B 4.2.

3.4 Tin n3geausa: Her oO1LeIpyHATOTO OIIPEACIICHN.

[IpumMeganunue — OnucaHue TepMUHA «TUII U3ICIUSI» [IPUBEICHO B 4.4.

3.5 ¢aiin: HaGop 3ammceil ¢ HaUMEHOBAHUEM, XPAHALLIMNCA WIN 00pabaThIBAIOIINNCA KAaK €IMHBIU
MaccuB (MCO/MBK 2382-1).

3.6 paemHmi Kmo4u: OIVH WIM TPYIINA XapaKTEPHBIX IIPHU3HAKOB, COOTBETCTBYIOILMX IIEPBUYHOMY
K04y B KakKol-To onpeneacHHON ¢Ba3u (M1CO/MDK 2382-17).

3.7 BuaoBad rpynna usaeaua: Her oO1enpuHITOrO OIpeacieHUA.

[IpuMeuanue — OnucaHue TepMHUHA «BAAOBAasI TpyIllla U3AeIUsI» IpUuBeacHO B 4.3.

3.8 uaenTudpukarop: OQH MIK 00Jiee 3HAKOB, UCIIOJB3YEMBIX I MACHTU(PUKALIMA UM HAME-
HOBAHUA 3JIEMEHTA HAHHBIX, CIIOCOOHBIX OIIPEACIIUTL HEKOTOPbIE CBOMCTBA ATOrO 3JIeMEHTA JaHHDBIX
(UCO 2382-4).

3.9 naumenoBanue: O003HAYECHUE O0bEKTA ¢ IIOMOIIBIO JUHIBUCTUYECKOTO BhIpaxXeHUd (M1CO 1087).

3.10 nomenkaarypa: CucremMa TEpMUHOB, pa3pabOTaHHAA COITIACHO IIPEABAPUTEIILHO YCTAHOBIECHHbBIM
IpaBwiaM HanMeHoBaHUda (MACO 1087).

3.11 npeanmovyTuTeNbHLIM TEPMUH: | €pMUH, PEKOMEHAVEMBIM aBTOPUTETHBIM opraHoM (MCO 1087).

3.12 mepBuunbIil KM104: Kirro4d, ofHO3HAYHO NACHTUPUUIUPpYIomMii ogHy 3aich (MCO/MBK 2382-17).

3.13 c¢TpyKTYypa ¢ BHYTPEHHHMH CBA3aAMH: CTpyKTypa JaHHBIX, CBA3aHHBIX MexXay coboit (MCO/MBK
2382-17).

3.14 BrOpHMYHBLIA Km04: KJII04, KOTOPBIM HE ABIAETCA IIEPBUYHBIM, HO LI KOTOPOTO CVYIIECTBYET
MHIECKC; 3TOT KUY MOXeT macHTU(gUIpoBars 6oiee ogHou 3armmc (MCO/MBDK 2382-17).

3.15 cmaoHmMMbBI: Pa3M4HbIE TEPMUHBI, OTHOCAIIMECA K OJHOMY M TOMY Xe 00bekTy (MCO/MBK
2382-17).

3.16 obOmenpunaToii TepMuH: OCHOBHOE ITOHATHE, KOTOPOE IIPUCYTCTBYET 00JIee YeM B JABYX IIPEJIIO-
YTUTEJIbHBIX TEPMUHAX.

3.17 Tepmun: O003HAUCHNE OIIPEACIICHHOIO IIOHATUA Ha CIICHMAIbHOM SI3BbIKE IIOCPEACTBOM JIMHIBUC-
TueCcKOro BoeipaxeHuda (UCO 1087).

3.18 opran ynpasaenusd: OpraHusaliud, IIPEACTABIAIOIIAA UHTEPECHl PEIYIMPYIOIIMX OPraHOB, U3T0-
TOBUTEJIEN U ITOCTABIIUKOB MEANIMHCKUX M3ACINI U TAapaHTUPVIOIAd KOPPEKTHOCTL U AP (MEKTUBHOCTD
BCEM HOMEHKIIATYPbI MEANIMHCKUX U3ACIINIA.

3.19 n3ne/me, BbINOJHEHHOE HA 3aKa3: JI1000¢e u3aeiine, U3roTOBJICHHOE CIIEIINAJIBHO U B COOTBETCTBUU
C IIMCBMEHHBIMUY VKA3aHUAMU HECVYIIETO 34 3TO OTBETCTBEHHOCTbL KBAJIM(PULIMPOBAHHOTO MEIAULIMHCKOIO
pabOTHMKA, a TAKKE UMEIOIIEe 0CODbIe TEXHNYECCKUE XapaKTePUCTUKY U IIPEAHAZHAYCHHOE UIS KOHKPET-
HOro rauueHra |1].

3.20 n3neaue, npeaHASHAYEHHOE I KIMHMYECKUX UCNBITAHMM: JI1000€ m3aenue, rmoaBepracMoe UCIIbl-
TAHUAM KBAIN(PUIMPOBAHHBIM MEAVIIMHCKNUM PabOTHUKOM B aeKBATHBIX KIIMHUYECKUX YCIIOBUAX.

[IpuMmMmeuanue — CM. 1okKyMeHT |1], upwiroxeHue X, paszuaea 2.1.

3.21 opraH, OTBeTCTBEHHBII 32 HOMEHKJIATYpPY: OpraHusaluusd, IIOHOTUYETHAA OpPraHy VIIpaBJICHUA,
KOTOpad OTCIEXKMBACT U U3ACT BCEOODIYIO HOMEHKIIATYPY MEANIMHCKIX WU3ACIINIA.

3.22 m3rorosuteb: Ous3ryeckoe WM IOPUANIYECCKOE JIUIIO, HECYILEE OTBETCTBEHHOCTD 3a Pa3padoTKy,
[IPOM3BOJCTBO, YIIAKOBKY M MApPKUPOBAHUE U3ACIIVY, IIPEXKAEC UYEM OHO 3alMET MECTO Ha DPBLIHKE IIOJ
COOCTBEHHBLIM HAMMEHOBAHNEM HE3aBUCHMO OT TOI'O, BBIIIOJIHAKTCA STU HAEUCTBUA JaHHBLIM JIMIIOM
HEITOCPEACTBEHHO WJIU TPETHUM JIULIOM OT €ro uMeHH |1].

3.23 MequmuHcKue usaeand (usnemd): 11puGopsl, arrmmapaTbl, MHCTPYMEHTHI, YVCTPONCTBA, KOMIUIEKTHI,
KOMIUIEKCHI, CUCTEMBI C IIPOTPAMMHBIMU CPEACTBAMU, O0OPYAOBAHUE, IIPUCIIOCOOJICHUA, IIEPEBA3ZOUYHDBIE U
[IIOBHBIE CPEACTBA, CTOMATOJIOTUUYECKME MaTepuajibl, HAOOPHI pPearcHTOB, KOHTPOJIbBHBIE MaTepyuajibl U
CTAHAAPTHBIE OOpa3Llbl, M3ICIUA M3 IIOJIUMEPHBIX, PE3NHOBBLIX U MHBIX MAaTepyualioB, IIPUMEHSIEMBIE B
MEIVIMHCKNX LIEIIX ITI0 OTACJIbHOCTY WM B COYETAHUU MEXIY COOOM U IIpeaAHA3HAUYECHHDIE:

- I IIpOPIIAKTUKY, JUATHOCTUKY, JICYEHUA 3a00JIeBaHUI, ITPOBEACHUA MEAVNLIMHCKUX IIPOLIEAYD.,
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MCCIIEA0OBAHUN MEOVIIMHCKOIO XapaKrepa, 3aMEHbI WM MOAM(pUKALINY YaCcTeN Tejla 4eJI0BEKAa, BOCCTAHOB-
JICHUS WJIM KOMIIEHCALIMY HAPVYIIEHHBIX WIM YIPAYEHHBIX (PU3MOJIOTMYECKUX (PYHKUMI, KOHTPOJIS HAJ
3a4aTUEM;

- IUISL BO3AEUCTBUSA Ha OPTaHMU3M YeJIOBEKA TAKMM 00pa30M, 4YTO UX PYHKILIMOHAJIBHOE HA3HAYECHUE HE
peaJIN3yeTCI XUMUIECKMM, (PapMaKOJIOTMYECKIM, UMMYHOJIOTUYECKIIM WIN META00OJINIECCKIIM B3aIMOJICI-
CTBUEM C OPraHM3MOM YEJI0OBEKA, HO MOXET ITOAACPKMBATHCA 3TUMU cpeacTtBaMu |1].

4 CTpYKTYpHBIM NPAHLMII

4.1 O0mue ceenenus

CTpyKTypa HOMEHKIIATYPBLI MEANIIMHCKUX U3IEJIUNA COCTOUT U3 TPEeX YPOBHEHN (Tabiuna 1). DT ypoBHU
OTJIMYAIOTCA II0 IIUPOTE 0XBATa BKIIIOUYACMBIX T'PVIIII U3ACIINN U COOTBETCTBYIOT OIIPEACIICHHBIM YCIOBUAM
BHYTPU KaXIOTO YPOBHA. Bce MeOMNMHCKIME U3AEINI MOI'YT OBITh KIaCCU(PpUIMPOBAHLI BHYTPU KaXKIOTO
VPOBHA. YPOBHU UMEKOT CIEAVIOILYIO CTPYKTYPY ¢ BHYTPEHHUMU CBIA3IAMU (3.13):

a) xareropnto usaeiaug (4.2);

b) BUmoBY10 rpyiiry usaeiand (4.3):

C) Tyl usgeiaud (4.4).

IIpuMeganue — Ciaeayer pa3indyarh MOHATUS «KATCTOPUSI U3CIUI», UCIIOJIb3YyeMbIE B JOKYMEHTE 1] 1 B
HACTOSIIEM CTaHIapTe.

IlepBOoe MMoHATHE OXBATHIBACT HEOOJDBIIYIO TPYIITY TECHO CBSI3aHHBIX MEXKIY CO00M M3aeanil. Bropoe BKiIto4aceT
0oJIee OONIMPHYIO TpyIINy nU3aeani (cMm. 4.2).

Taonuma 1 — O0mag crpykrypa HOMEHKIATYPbL MEIUITMHCKUX U3ACINN

Yucno TepMHHOB CTpyKTypa HOMECHKJIATYPHI [IpuMepnl
10—20 Kareropust naaenus Atraparypa JUII aHECTE3UOJIOTMU U JIbIXaTeJIbHOU
Tepalu
< 10 000 BunoBast rpyrmna nsaeinms ABTOMATU3UPOBAHHOC padbodyee MECTO aHECTE3UO-
JIoTa
> 500 000 Tun uznenust KOHKpeTHass MOieab M3TOTOBUTEJIS

4.2 Kareropus usnenus

MugnBuayaabHbIE KATETOPUM BKIIIOYAIOT IIMPOKO MCIIOIb3YEMBIE OIIPEACIIEHUA, KOTOPbIE OXBATHIBA-
0T pa3Hble U3ACINA, UMEIOIME OOIIYI0 00JacTh IIPUMEHEHUS WJIM OOILYIO TEXHOJIOTMIO M3TrOTOBJIEHUAL.
Kareropudg ns3aeams BKIIIOYAET HAMOOJIBIIEE YMCIIO U3AEINN, OXBAYECHHBIX KAXKIBIM TEPMUHOM, XPAHAII[UM -
cd B IIaMATU KoMIlbroTepa (3.17).

C Lepl0 OpraHM3allMM JAHHBIX KATETOpUS M3ACIINA BKIIIOUAET 3allliCh, COACPXKAILYID TEPMUH
«kareropud m3aenans» (3.17) 1 cBgI3aHHBIE ¢ HUM HAaHHBIE, TaKle KaK KO U JAPYyTrUe JAaHHBIE.

I IpumedaHue — TpebDOBAHUA K KATCTOPUU U3JACAUS IIPUBEICHBL B J. 1.

4.3 Bunosaga rpynna usaemd

BunoBasg rpyiina M3AeiMd BKIIIOYACT U3ACINS, UMEIOIINE OJAHY U TY K€ WIM OBJIU3KYI 00J1aCTb
[IPUMEHEHUA JIN0O0 OOILYIO TEXHOJIOTUIO U3TOTOBICHUIA. M3aeimd oO0beAIMHAIOT B I'PYIIILL UL TIOJIYYCHU
JTOCTOBEPHON MH@POPMALIUM 00 M3ICINN WIN IIPU HEOOXOIUMOCTHU OTOOpA ITOXOXKUX MU3ICINU U3 PA3HBIX
MCTOYHUKOB € KaKON-JIMOO Ipyrom Leabro. JIo0oM IIpu3HaAK M3AeauA (HallpUMEP UMIUIAHTUPYEMOE /HE-
MMIUIAHTUPYEMOE, CTEPWIbHOE/HECTEPWIIBHOE) ITOTEHLIMAJIbHO MOXET OBITH MCIIOIBL30BAH B KA4YECTBE
CpeJCTBA OpraHU3allMY CBIA3AHHBIX MEXIY COOOM JAaHHDBIX.

C 11eJIbK0 OpraHu3aliy JAHHBIX BUAOBAA I'PYIIIA U3ACINA BKIIIOUAECT 3aIIUCh, COACPIKAILYID TEPMUH
«BUAOBas rpyIiia u3geimmd» (3.17), KOTopbIld MOXET BKIIOUATD:

a) IIPEeAIIOUYTUTEIbHBIN TepMUH (3.11);

b) obmrenrpuHATEI TepMUH (3.16 1 5.2.4);

C) CMHOHUM (3.15)
1 CIIEAYIOIINE CBIA3AHHBIE ¢ HUM JAHHBIC!
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d) xox;

€) OIIpEACIICHUE;

) 14 CMHOHMMOB — KOJ 3allUCHU BUIOBOM TPVYIIILI U3ACINIA, COACPXKAIUWKN IIPEAIIOYTUTEILHBIN
TEPMUH WIN OOLUCIIPUHATHIM TEPMUH;

g) JUIS OBILEIIPUHATHIX TEPMUHOB — OIIPEAEIUTENb TAKIX TEPMUHOB.

[IpuMmegaHnme — TpeboBaHUI K BUIAOBBIM IpyHIIaM W3JCINN YCTAHOBJICHBI B 3.2, a IpUMEPbl BUJIOBBIX
TPYIII U3JICINHA IPUBEICHBL B IIPWIOXKeHNU B.

4.4 Tun nsneamn

THI n3aenna BKIIIOUAET OTACIbHbBIE MEAULIMHCKUE U3ACINA Ul MHINBUAYAJIBHOTO II0Jb30BAHUY, B
TOM YUCIIE U3IEIU, IIpeaIHa3HAYeHHbIC Ul KIIMHUYECKUX UCTIBITAaHU (3.20), 1 U3AeI1A, BBITOJIHEHHDIE
Ha 3aka3 (3.19), win KOMIUIEKCHl MEAUIMHCKUX W3ICJINNU, BKIIIOYAAd BaApUAHTBHI UX U3TOTOBICHUA. 1HUII
N3IAECIINA COLEPXKUT XapaKTepUCTUKU, HEOOXOAUMBIE UIA TOTO, YTOOBLI M3rOTOBUTEIIL MOT YKa3aTb BUIL
U3IAECIINA U €ro MOAe/Ib. 1TMWII U3AEINd BKIOYAET HAUMEHBIIEE YUCIO U3ACIIUN, OXBAYEHHBIX KaXKIbIM
HAXOIAIIMMCA B IIaMATU TepMUHOM (3.17).

[1py opranm3aniiy JaHHBIX TUIL U3AEINA BKIIOUACT 3alIUCh, COAEPXKAIIYIO O003HAUYECHIE TUIIA U3IEINS
1 CBA3aHHDBIE C ATHUM JAHHBIE, HAIIPUMED €TI0 KO U AP.

XpaHF[H_[I/IeCH B l1IdMATHUN HAUMCHOBAHUA HBﬂeHHﬁ CJICAYCT 6p&TB N3 JOKYMCHTALINMK UHU3IOTOBUTCIIA
(3.22).

[Ilpumedanue — TpeboBaHUA K TUIY U3ACIMS [IPHUBEJACHBI B J.3.

5 TpeOoBanus

5.1 Kareropus n3aenus
Kareropuo nsueius BeIOMPAIOT U3 COOTBETCTBYIOIINX TEPMUHOB, BHECEHHBIX B II€PEUECHb, IIPUBEICH-
HBII B IIPWJIOXKEHUU A.

I1 PUMCYHAHNC — B HACTOMAIICE BPEMA 3TOT 1HICPCUCHD HC ABJIACTCHA UCUHCPIIBIBAKOINIIM, 1 B HCT'O H@OﬁXOﬂHMO
,I[OGE[BI/ITB HEOOJIBIIOC KOIUICCTBO KElT@I’OprI N3HCIIIA.

5.2 BupoBas rpynna usaenaust

[IIpumMmeuaHnue — B npunoxeHun B npuBeneHbl IpuUMepbl OOpa30BaHUS TEPMHUHOB IS BUIOBBIX TPVIIII
U3,

5.2.1 O01mume cBeaeHUd

I1 PUMCUHAHHNWNC — BI/II[OBE[H pYIIIa U3ACITINUA MOXCET OTHOCUTHCH K OHHOfI 1 0onee KAaTCropmuiaM HM3/ACHIA.

Ilpn co3ganm HOMEHKIIATYPBI UCIIOJIB3YVIOT, COOTBETCTBEHHO, IIPEAIIOUTUTEIIbHBIE TEPMUHBL (3.11),
OOLLEIIPUHATBIE TEPMUHBI U CUHOHUMELL (3.15). Bce TepMUHBI HOJZKHBI OBITH B €IMHCTBEHHOM YUCIIE.
CCBUIKM Ha IIPEAIIOYTUTEIILHBIE U OOILUEIIPUHATBIE TEPMUHBI B (paljie JaHHBIX I'PYIIILI U3AEIUI JOJKHDBI
ObITH HA AHTJIMUCKOM S3BLIKE.

5.2.2 CoxpallleHUA

CoxpallleH1a, KOTOPbIE HE ABILMIOTCA CUMBOJAMU €AVHUIL U3MEPEHUI, UCIIOJIb3YEMBIE B KA4YECTBE
TEPMIUHA WIN YaCTU TEPMUHA, TOJCDKHBI OBITH 3aIIMCAHBI IIPOIIUCHBIMU OYKBAMMU.

CoxpalleHnd, UCIIOIb3YEMBIE B IIPEAIIOYTUTEIILHBIX U OOLICIIPUHATBHIX TEPMUHAX, JOJDKHBI IIPUCYT-
CTBOBAaTb U B OIIPEACICHUU, COAepxXKallleM Takue TepMUHBI. (CoKpallleHUE, HCIIOIb3YEMOE B KAa4eCTBE
CUHOHMMA WIN ABJIIOIIEECd €r0 4acTblo, HOJDKHO IIPUCYTCTBOBATL U B TEPMUHE, COACPKAILEM TaKOE
COKpallleHUE.

5.2.3 llpeamnouyrureIbHbIE TEPMUHDBI

[IpeammouyTuTebHbIE TEPMUHDBI OIIPEACTIAIOT COBOKYITHOCTD TUIIOB U3AEJINHN, BHITOTHAIOIINX IIOAO0HBIE
JIM 3KBUBAJICHTHBIE (PYHKIINY JIMO0 UMEIOIINX OAMHAKOBBIE XapaKTEePUCTUKIA.

[IpearrourureIbHBIE TEPMUHDBL JOJKHBI OBITH OJHO3HAYHBIMU M BKIIHOYATh B CEOA:

a) OCHOBHO€ IIOHATHUE;

b) B cirydae HEOOXOAMMOCTU OOHO WX 60Jiee JOITOJHUTEIbHBIX KIIACCU(PUKALIMOHHBIX OIIPEACIICHUN,
OTAEJIEHHBIX OT OCHOBHOTO ITOHATUA 3aIIATOMN.

[IlpumMmedaHuda

1 boxee TouHyIO KitacCHPUKAITMIO MOXHO IIOJIYUUTDH, JO0ABISISI HOBBIC KIIACCU(PUKAIITMOHHBIC OIIPEICICHMS.

OCHOBHO¢ IIOHSITHE JOJDKHO OBITh MCXOIHBIM W HPUOPUTSTHBIM JUISI BCErO CIIMCKA, IIPU ATOM CIICAVET MCIIOJIb-
30BaTh OJHO3HAYHbBIC KIIACCU(PUKAITUOHHBIC OIIPECICIICHNUS.

4
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2 HeonHo3HadHbIe KiTacCU(PUKAITMOHHBIEC ONPECIICHUS BKIIIOYAIOT BRIPAXKCHUST «BCSIKUC», «IIPYTUC», «IIPUCIIO-
COOJICHUST», «pa3HOOOpAa3HbBIC» U «pa3TUdHbIC».

HeobxonmmMo BBeCTH HPEAIIOYTUTCIABHBIA TCPMUH «HEKIJIACCU(PUITUPOBAHHBIN».

3 YrorpeGiieHUE ATOr0 TepMUHA JIOJDKHO YKA3bIBATh HA HEOOXOIMMOCTD IIPpeBapUTEIbHON KIIacCU(PUKAITN IPpH
OTCYTCTBHUU Y HIOJB30BATEISI COOTBETCTBYIOIICTO TEPMUHA.

He HOIIYCKACTCA HUCIIOJIB30BdATDb B KAYC€CTBC IIPCAITIOUYTUTC/IBHLIX TECPMHWHOB TOPIrOBbIE HAMMCHOBAHUNA.

[IpeammoururebHble TEPMUHBL AOJIKHBI IIPEACTABIATL COOOU OIIPEACIICHUS, coaepxXallue He 0oJiee
700 3HAKOB.

5.2.4 O01IeITpPUHATBIE TEPMUHBI

OOI1LEIIPNHATBIE TEPMUHBI CIIEAYET IIPUMEHATH B TEX CJIydasX, KOorga U3 OJIHOIO OCHOBHOTO ITOHSITUA
00pa3yioTcs 0oJiee ABYX IIPEIIIOYTUTEIbHBIX TEPMUHOB.

06H_[€HPHHHTBI€ TECPMUHDBI JOJI2KHDBI OBLITH OGpEIBOBEI,HBI, NCXOUd U5 O6H[6TO OCHOBHOI'O ITIOHATHUA C
ITOCJICAVIOIIIUM TIPUMECHECHNCM KJI&CCH(I)HK&TOP&.
O6H.[€HpHHHTBI€ TCPMHWUHLI HE JOJI2KHbBI ITPUMCHATHCH KdK CMHOHWMEIL.

OOLIEIIpUHATBIE TEPMUHBI HOJDKHBI IIPEACTABIATH COOOM OIIpeAcsIeHUs, colepKallue He 0oJiee
700 3HAKOB.

5.2.5 CMHOHUMBI

CHYHOHUMMBI CBSI3aHBI TAKZKE CO CIISAVIOIIMMIL TEPMUHAMMU:
a) IIPEeAIIOYTUTEIIbHBIMU;

b) OOIIETIPUHATBIMMU.

[IpumMedaHunue — CHHOHUMBI IIOMOTAIOT IIPABUWJIHBHO PACIIONOXNATh COOTBETCTBYIOINMN ITPEIAIIOUTUTEILHBIN
TCPMUH.

CUHOHUMBI HE JOJKHBI OBITH CBSI3aHBI ¢ APYTUMU CMHOHUMAMMU.

5.3 Tun usneusa

[Ipu co3MaHuM HOMEHKIIATYPBI UCIIOJIB3VIOT:

a) MHGOPMALIMIO, BKIIIOUEHHVIO U3TOTOBUTEJIEM B JeK/Iapallvio Ha ITOJIydeHUe cepTudUuKaTa COOTBET-
cTtBUS Ha 3HaK CE, ecim TakoBas UMeeTCH:

b) mHGOPMALINIO, AAPECOBAHHVIO ITOJTHOMOYHOMY OpPTaHy M OTHOCSIIVIOCA K MU3IEJIUIO, BBIITOJIHEH-
HOMY Ha 3aKas, VWIY U3IEJINI0, IIPEeIHA3SHAUYEHHOMY Ul KIIMHUYECKUX UCITBITAHUMA.

Ykazartesb TUIIA U3IETUS TOJKEeH BKITIOUATH CIIEHVIOIINE TaHHBIE:

a) HaMEeHOBAaHUE U3, yKa3aHHOe B MH(MOPMALIUU U3TOTOBUTEIA;

b) HAMMEHOBAHWE U3TOTOBUTEIS WIN PABHO3HAYHOTO OTBETCTBEHHOTO JIUIIA.

Tui n3aesss He MOXET BXOJIUTHL 0oJiee UeEM B OAHY BUAOBYIO I'PYIIILY M3Aeansd. TUITI n3aeauns JOJKeH

OTHOCUTDBCH K OHpGHeHBHHOﬁ BH,I[OBOﬁ I'pvIIIie HM3ACINA B COOTBCTCTBUU € OCHOBHBIM HA3HAYCHUCM
N3ACIINA, KdK OHO OIIPCACIICHO U3I'OTOBUTCIICM.

6 Ciaosapn (haiiioB JAHHBIX

6.1 Oomue crenenus

CioBapp palyioB JaHHBIX IIpeAHA3HAYEH Ul Pa3padoTYMKOB MHEAPOPMALIMOHHBIX CUCTEM, KOTOPHIE
3aHMMAalOTCS BBEICHMEM HOMEHKIIATYPBI B 0a3bl HAHHBIX, IIPU 3TOM IIPEIbABISIOTCS OIIpeaeeHHbIE
MUHUMAJIbHBIE TpeOOBaHUA K IIOJISIM JaHHBIX, HEOOXOIMMBIM JUIS COAepXKaHUS HOMEHKIIATYPHOU Oas3bl
JaHHBIX. KaxJIblil ypoBeHb B CTPYKTYpe 0a3bl JaHHBIX IIpelcTaBieH (alyloM HaHHBIX, KOTOPBIN JTOJIKEH
COOTBETCTBOBATL TpeboBaHUSIM 6.2—6.4.

B pajpHeMIeM 1101 JaHHBIX MOTYT OBITH J00aB/jeHbl KO BceM aiylaM HJaHHBIX B 3aBUCUMOCTHU OT
TpeOOBaHUI KOHEYHOTO I10JIb30BaTe ISl paccMaTpyuBaeMoi cucTeMbl 0a3 JaHHbIX. B cucremax ¢ 6oJjiee yeM
OIHOI SI3BIKOBOM BepcUuell TEPMUHOB B OJJTHOM M TOM Xe (hbailie JaHHBIX IIePBUYHBIE KIIOUM JTOKHBI ObIThH
[IpeJICTaBIEHbl €AMHCTBEHHBIMU B CBOEM POAe KOJaMU IS Pas3INYHBIX SI3BIKOB.

I1 PUMCUYUHAHUC — BpITtosTHEHYE 3TOTO Tp@6OBElHHH obecIIeunBacT ONHO3HAYHOCTD TCPMHWHOB.

JItga riepegaym HabopoB 3HAKOB CIIyKUT JaTWMHCKUM ajdaBut Ne 1 (MCO/MBK 8859-1).
6.2 Pajin JaHHLIX KATEropum M3aeusl
MUHUMAaIBHOE YUCIIO TI0JIEU JAHHBIX OIIPEAECIICHO B TaOIULIE 2.
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Taonuma 2 — TpeboBaHUd K paiily JaHHBIX KaTErOpUN U30EIMS

Nnentudpuxkarop Kareropuga 1 popmMar JaHHBIX KomMmeHTapuu
Kon Hudposou, 2 mudpsl [lepBUYHBIN KITIOY
TepMmuH bykseHHO-1T]poBOii, 60 3HAKOB To xe
OrnpenencHue bykBeHHO-11TMDpOoBON, 18 X 70 3HAKORB —

[IlpuMmMedanu g

| Haymmaue aByX NepBUYHBIX KIIIOYEe OOOCHOBAHO TEM, YTO KO IIPUMEHSICTCS IS OOJCTYCHUSI aBTOMATHYCCKOI'O
[ICPEBOA PA3IAYHBIX SI3BIKOBBIX BEPCUN TSPMHUHOB, XPaHSIIUXCSI B 3TOM (paiie JaHHBIX.

2 JaHHBbIE U 3TOro (haiijia IPUBEIACHBI B IIPUIOXKECHUN A.

3 Ecnu nHpopManug U3MEHSCTCI, U 3allUCU, cOAepKalnuecsa B (parjax TaHHBIX U IIPUBEIACHHBIC B TAOIUIIE 2,
ABJISIIOTCS YaCThIO U3MEHIEMON NHMOPMALIUU, TO B 3TOM CJIy4ae JOJKEH ObITH IIepeaH TOAbKO KO 3TUX 3allUCCH.

6.3 Paiia JaHHBLIX BUAOBOM I'PYNIbI M3/1e/Us

3HaueHUEM 11019 «KoI» IBIAeTCA ITOCIIEJOBATEIILHO BO3pacTaOIlee KOJINIECTBEHHOE YUCIUTEIILHOE,
HauyuHasg ¢ 10 000. Ilociie Toro xak x (pairy JaHHBIX 100aBILETCA HOBAS 3aIICh, YMCJIOBOE 3HAUYECHUE 11014
«Kom» yBesimuuBaeTcd Ha egHULY (1).

B (aitie JaHHBIX 0043aTEILHO JOJIKHA OBITH 3aIlIUCh ¢ OOHYJIEHHBIM KOJAOM U TepMUHOM «Hexitac-
CU(PUIUPOBAHHBIN» WIN €€ SKBUBAJICHTOM Ha APYTUX A3bIKaX. 3alUCh « HexiraccupimmpoBaHHBIN» JOJKHA
nMeTh 11os1e «KoJ cmHoOHMMa» M OOHVJIEHHBIM yKa3aTeJb OOLICIIPUHATHIX TepMUHOB (Tabiuua 3). Pdaitn
JTAHHBIX BUAOBOM I'PVIIILI U3IEINSI JOJDKEH OBITH COCTABIEH B COOTBETCTBUU C TaOJIMULIEN 3.

Taonunma 3 — TpedoBaHUd K Ppaiily TaHHBIX BUIOBON I'PVIIIIBI U3CIINS

MaeHTudukarop Kareropuga u (popmar JaHHBIX KoMMeHTapuu
Kon Hudposou, > mudp [lepBUYHBIN KITIOY
TepMmun bykBeHHO-1TUDPOBON, To xe
60 3HaKOB
Kon cuHOHMMa HudpoBou, 5 nudp Ecay ATOT KO He paBeH HV/IIO, TO JaHHAas TpyIIia

MU3JICIINST SIBIISICTCSI CUHOHUMOM, YMCJIOBOC 3HAYCHUC
KOTOpPOrO0 OVyIeT KOJAOM IIPECAIIOYTUTCIBHOTO WA
OOIIIECIIPUHITOIO TSPMIUHA

YKazareap OOIIeIIpu- Hudposou, 2 mudpsl Eciam He paBeH HYIIO, TO JaHHAaY TpyIIla U30CIUS
HSTHIX TCPMUHOB IBISICTCSI  OOIICIIPUHATHIM  TEPMUHOM; YUCIOBOEC
3HAYCHUE IIOKA3bIBAE€T, CKOJBKO 3HAKOB TEpMUHA
MCIIOAB3YETCA IIPU BBIOOPE (COCTABICHUU IIEPCUHS )
IPEeAIIOUYTUTCIIBHBIX TEPMHUHOB OCHOBHBIX ITOHSITUHI

OnpeecHue bykseHHO-11UPpOoBOE, 10 X 70 CMm 5.2
3HAKOB MaKCHUMYM

IlpuyMegaHuU 4
1 B mpunoxenun C nupuBeicHBI IIPUMEPHI 3alIMCEH BUAOBOMW TPYIIIIBI U3ACIIHSL.

2 Hanmvaue nByx 1osiei1, BBI3bIBAEMBIX C ITIOMOIBIO IICPBUYHBIX KITHOYCI, OOYCIOBICHO BO3MOXHOCTBHIO IPUMCHCHU S
KOJIa JUISI OOJIerYeHWSI aBTOMATUYCCKOTrO IISpEeBOJa MEXKIY Pa3IMYHbIMUA SI3BIKOBBIMUA BEPCUSIMUA TCPMUHOB
COOTBETCTBYIOIECTO (Paiijia JaHHBIX.

3 B HacTosmeM daiyie JaHHBIX HET BHEIIIHETO KIIHOYa, OTHOCIIIErO €ro K Qailly JaHHbIX KaTeropuu U3ICaus, TaK
KaK MEXIV STUMHU ABYyMS (aiiytaMy JaHHBIX CVIICCTBYET TeCHas B3aMMOCBA3b. Pa3padoTuuK CUCTEMBl HOJDKCH
UCIIONAB30BATh METOA(BI), JOCTYIIHBIN (JOCTYIIHBIEC) IIPU UCIIOIR30BAHUM 0a3bl JAHHBIX, YTOOBI JOOUTHCI 3TONU TECHOU
B3aUMOCBSI3U, IIPpU 3TOM IIPUMEHSECTCI HauOOoJee OOINMUN METO[l, COITIACHO KOTOpPOMY (haill JaHHBIX COICPXKUT B
KAa4eCTBE BHECIMMHUX KITHOUCH KOIbI 3allUCe KaK KaTerOopui U3JCAns, TaK U BUJIOBbBIX I'PYIII U31CIINSL.

Ecinm KO/ CUMHOHNWNMA MJIM YKA3dTCJ1b Oﬁﬂ[@ﬂpHHﬂTBD{ TCPMUHOB HC PABCH HVYIK, KOIbI 3almcen BUJOBDBIX T'PVIILI
U3JCIHINA HC HOJIKHDBI IHIPUMCHATHCHA KAK BHCITHNWE KIHOYNM B CBA3dHHDBIX JAPYID C JIpYI'OM (I)Elﬁﬂa}{ HAdHHDBIX.

4 DTHU 3alIUCU MOTYT OBITh HEIOCTYIIHBI BO BCEX SI3bIKOBBIX BEPCUSX CUCTEMbI HOMECHKIIATYPHI; B TAKUX CIIYy4asixX
B3aMMOCBA3b OVIET OTCYTCTBOBATh (IIpuiaoxeHue C).

5 Koapl BUIOBBIX I'pVIIT U3/eid B Juana3zode 1—9999 He MOryT IpuMEHSITHCS JUTA IIepeladd JTaHHbBIX, KOTOPbIC
MO TIUHIIOTCS TPeOOBAaHUAM HaCTOMIIEro cragaapra. OPpuiiaibHbIN [IepedcHb BUAOBBIX I'PYIIIT U3ICINS HE JOJDKCH
COJ/ICpXaTh 3allUCeH C 3TUMU 3HAYCHUSIMH KOIOB. KOJBI BUIOBBIX I'PVIII M3/cAud B guarazoHe 1—9999 coxpaHeHBI
MCKITIOYATSIBHO JUTS YIIOTPEOICHMS UX KOHEYHBIMU ITOAB30BATECIIMU. DTHU KOJAbI JOCTYIIHBI KOHCYHBIM ITOJIB30BATCISIM
JUTSL TOTO, 9TOOBI UM OBIIO YIOOHO COXPaHITh TEPMUHBI, HEC OTHOCIIIHECS K O0JaCTH HPUMEHCHUST HACTOSIINETrO
CTaHIapTA.
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6.4 Daii1 TAHHLIX THOA U3NEJIU
MuHMMAaITbHOE YUCITO TT0JIeH TaHHBIX IIPUBEIEHO B Tabianne 4.

Tadbaunma 4 — TpedboBaHud K (dailly JaHHBIX TUIIA U3EINS

Naentudpuxarop Kareropuga u popMar JaHHBIX KomMmeHTapyuu
Kon BUIOBOM TI'pyHIIbI Hudposou, > mudp BHeImHUN K104, o0eCclieunBacT CBSI3b C 3allUCHIO
A3JICIUS BUIOBOW  Tpyllbl M3JACIUd  (IIPEIIOUYTUTEIABHBIN

TEPMUH B HOMEHKIIATYpPE )
Tun bykBeHHO-1ITUDPPOBOI, BTOpUYHBIN KIIHOY, MOXET TakKXKE BBIIIOJIHAITD
60 3HaKOB (PYHKIIMM BHEIITHETO KITHOYa

Mojeinn bykBeHHO-1ITUDPPOBAa, T m Mozeab, €CIM OHU CBI3aHbI MEXY CO0OM,

60 3HaKOB [IPECACTARISIIOT HEPBUYHDBINA KIIHOY

[IlpumMmegyaHu 4

1 Ilome naHHBIX «IUI» nOpUMEHSICTCS  JUIS WIACHTUMHUKAIIMMA HW3TOTOBUTECIS Ha Lgpiablike wusnaenud. Ilpu
HEOOXOIMMOCTA MOXKET ObITh MACHTUPUITUPOBAH ITOJTHOMOYHBIN [TPEACTABUTEIID N3TOTOBUATEIS. M OXHO MCIIOIb30BATH
TaKXKE COKpPAaIllCcHHYI0O BEPCHUI0 B BHJC JIETKO PacliOo3HaABacMOr0 TOProBOTO HAMMCHOBAHUWS WIM TOPTOBOW MapKH B
OYKBECHHO-1TU(]PPOBOM BHUJIC.

2 Ilone maHHBIX «MoOmenb» JODKHO MMETh HAMMEHOBAHUE, IIPUMEHSICMOE M3TOTOBUTEIICM U MACHTU(PUKAITANA
OlIpeAcJICHHOrO THUHa wua3jaeaus. llpyu CcooTBEeTCTBYIOMINX OOCTOATEIIBCTBAX MOIYT IIPUMEHSITHCS JIPYTUC
nH(pOopMaIMOHHBIE (JopMarbl, Hanpumep ¢adpuuHagd Mapka, EAN (eBponenckuii HoMmep usnenunda) wim HIBC
(HITPUXOBOM KO MEIAMIIUHCKON IIPOMBIINUICHHOCTHA). DTO II0JIE JAaHHBIX HEAb3S IIYTaTh ¢ CEPUUHBIM HOMEPOM WJIN
KOJIOM IIapTUHU, IIpeIHa3HAYCHHBIMY U MHAVBUAYAJIbHBIX U3ACINN WIW IapTU U3ICIINI.

3 Hammuune aByX mojel JaHHBIX, MPEACTAB/SIIONIAX IICPBUYHBIMA KJIHOY, OOOCHOBAHO TEM, YTO HAWMCHOBAHUC
MOJICII, JaBacMOe OIHMM W3rOTOBUTeNeM (WM OJHUM M TEM K€ M3TOTOBUTEIEM, KOIJa OH IIPUCBANMBAET CBOC
HAMMEHOBAHUE, KOTOPOEC, BO3MOXKHO, VK€ OBLIO HCIOJAB30BAHO APYTMMH HM3TOTOBUTCIIIMM) HECKOJBKUM THUIIAM
M3, AeIacT HEBO3MOXHBIM IIPUMEHEHUE €r0 B KaU4eCTBE IISPBUYHOTO KITHOYA.

4 PazpaboTunK CHUCTEMBI MOXKET IMOCUUTATHh IEAeCOO0OPasHbIM IIPUMEHEHNE SIUHCTBEHHOTIO (IIU(PPOBOTO) IO
JIAHHBIX KakK 0o0JIee YIIPABIICMOTO IIEPBUYHOIO KIIIO4Ya B CUCTeMe 0a3bl JJaHHBIX JUIS OIpeAciIcHHOTO (pariia JaHHBIX.
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ITPUJTOXKEHHUE A
(CIIpaBOYHOE )

Omicanue KaTeropuii u3aeaui

Kon 01 AKTHBHBIE HMILIAHTHPYEMBIE H3/1E/Ms

N31enms1, ICTOYHUK SHEPTUM KOTOPBIX OTINYACTCI OT MCTOYHHWKA DHEPIUU, HEIIOCPEACTBEHHO ITPOU3BOANMONM
JeJIOBEYCCKAM TEJIOM WV CWJION TSDKECTH, IpeHA3HAYCHHBIC JUIS ITOJHOTO I YaCTUYHOTO BBEJICHMS XMPYPIHICCKIM
[IyTEM WJIA B BHJIC JICKAPCTBA B TEJO YEJIOBEKa WK, IOCPEIACTBOM MEIMIIMHCKOTO BMEIIATEIBCTBA, B €CTECTBCHHOC
OTBEPCTHE; JaHHBIC NU3ACIMS OCTAIOTCS TaM IIOCJIC BBEACHU.

[IpuyMegyaHu4
1 K u3nennsam 3Tor KaTeropu OTHOCIT KapANOCTUMYIISITOPBI, UMILIAHTUPYEMbIC WH(PY3MOHHBIC HACOCHI, VIITHBIC
MMIUIAHTATBI U UX [IPUHAUICKHOCTH.

2 Cum. [2].

Kon 02 AHecTe3HoI0rauecKue H pecuupaTopHbie H31e s

Us3pennss ¥ IpUHANIEKHOCTA IS JJOCTAaBKM, KOHJIUIUOHUPOBAHUS, MOHUTOPUHTA, paclIpeacIcHUI U 1101a4n
JIBIXaTCAbHBIX, MCIWIIAHCKUX AHECTC3UPYIONUX Ta30B W IIapOB UIS OOCCIICUCHHWS W/WIN YHPaBICHUS IIPOIECCCOM
JIbIXaHWS 1/ aHCCTE3UMN.

[IpuMedaHue — K uU3nearmsaM 3ToM KaTeropyvl OTHOCHIT padodre MeCTa aHECTS3MOJIOra, IbIXaTcIbHBIC
KOHTYpHI, anmaparsl MBJI n nx npuHauieXkHOCTN.

Koa 03 CroMaTojjormaecKkue u3aeins
NU3nenust, KOTOpbIle INPUMEHSIOTCS TSI ANArHOCTUKM, HPOPUIAKTUKHN, KOHTPOISI, JeUCHUS WIN OOJeTdeHUSI
COCTOIHUS TIAllMEHTAa IPpU 3a00IECBAHUSIX ITOJOCTU PTA, YEAIOCTHO-TUIIEBBIX U CTOMATOJOTHYECKUX 3a00JICBAHUSIX.

I1 PUMCUHAHHNWUC — K N3ICIINAM TON KAaTCrOprMn OTHOCAT PYUYHDBIC CTOMATOJOI'MYCCKHUE HWMHCTPYMCHTDLI,

MATCPUAJIBI UM BBIITOJIHCHUA CIICIIKOB, HJIOM6I/IDOBO‘IHBI@ MATCPUAJIBI, CTOMATOJIOI'NYCCKOL O60pYﬂOBaHH6 U IIpHAHAI-
JIC2KHOCTH.

Kon 04 DaekTpoMexanmyeckue MeIUMIMHCKHAE H3e/Hs

N3nenms, padboTa KOTOPBIX 3aBUCAT OT MCTOYHMKA 3JICKTPUICCKON SHEPTUMU (IJICKTPOMEIUIMHCKAC M3JICI)
WA OT MCTOYHUKA SHEPTHMU, OTIMYAIOMICTOCS OT UCTOYHMKA SHEPIUH, HEIIOCPEACTBCHHO BBIPA0ATHIBACMON TEJIOM
[MAaIUEHTa WIA CWJIOW TSCKECTH, W KOTOPBIC HCIIONB3YIOT AT MCTOYHMKU SHEPTHAM UL TOJIYICHHUS HEOOXOIMMOTO
pe3yiIbTaTa WIN BO3ACHCTBUI (MEXaHUICCKOTO).

[IpuMedanue — K nsgennsaMm 3TOM KATErOpyUU OTHOCIT 3JICKTpOosHIIedanorpadsl, THPY3MOHHBIC HACOCHI,
MOHUTOPBI JUISI reMoarann3a, DKl -MOHUATOPEI, IIPYKUHHBIC U 3J1aCTOMCPHBIC HACOCHI.

Kon 05 Bayrpuboasauunoe 00opyroBaHHe

Wznennst, KOTOphIe HE IIPUMEHSIOTCS HEIOCPECACTBCHHO B AMATHOCTUYCCKUX LCISIX MAU I KIMHUYCCKUX
NCCIICIOBAHUM, 4 TAK3KE HE OKA3bIBAIOT IPAMOrO BIUSIHUS HA KIVMHUYCCKYIO OILIEHKY COCTOSIHU IIAlUCHTA, Pe3yAbTaThI
MCHBITAHUM WJIN JAJIbHEUIIINHN XOI Je4YeOHOr o IIpolecca.

[IpumMegdanne— K uzgeansaMm 3Tol KaTeropryd OTHOCSIT CTEPUIN3aTOPhI, O0OPYIOBaHUE LIS IIepeMEIICHIST
OOJIBHBIX, a4 TAKXKE JAC3NHPUITUPYIOIIHE CpeICTBA.

Kon 06 N3neausa 19 IMArHOCTHKH in vitro
Uznemud, mpuMeHsIeMbIe T MCCIEAOBAHUN 1n Vitro 1Ipob 13 YeT0BEUECKOTO OpTraHu3Ma C IEABI0 OIIpeacIeHUS
pr3moIormIecKX WIN MAaTOJIOTMUECKUX COCTOSTHUIA.

[IpumMmedanuec — K usgenuaMm 3ToM KaTeTOPUMW OTHOCIT MOHUTOPBI caxapa KpOBU, OWINPYOMHOMETPHI,
CUCTEMBI TSI OIIpeAcIcHUS YYBCTBUTCIbHOCT K MUKPOOAM U X IPUHAUICKHOCTH.

Kox 07 HeakTuBHbIC HMILIAHTHpPYEMbBIE U31€IAS
U3nennst, OTIIMYHBIE OT AKTUBHBIX UMIUIAHTUPYEMBIX W3JICINN, KOTOPbIC HMMIUIAHTUPYIOTCS Ha CPOK 0oJIee
30 mHenn.
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I1 PUMCYHAdHMHNC — K N3ACIINAM ITON KATCTrOpHNUH OTHOCAT BHYTPUMATOYHDLIC CIIUPAJINA, CCPIACHHDBIC KITAIIdHDbI,
CYCTABHbLIC, KOCTHBIC I1IPOTC3bl U IIPUHA/JICKHOCTU T OCTCOCUHTC3A.

Kog 08 OdraibMoI0oraueckae 1 OnTHIeCKue u3aeans
U3nenud, upuMeHsIeMble JUIS JTUArHOCTUKHM, NPpOPIAKTUKA, MOHUTOPUHTA, JICUCHUS, KOPPEKIIUN WIU OOJIeT-
YyeHU IJ1a3HBIX 00JIe3HEN M HApPYIICHUN 3pcHUS.

I1 PUMCYHAdHUC — K N3CITNAM TON KAaTCroprnmm OTHOCAT TOHOMCTPLI, IIPECAHA3ZHAUYCHHDLIC T U3MCPCHIA
Ta3HOTO AdBJICHUA, BHYTPHUIJIA3HDBIC JIMH3bI, IMICJICBLIC JIAMIIbI U UX IIPHUHATJICKHOCTI.

Kon 09 U3zneansas MHOropasoBoro npuMeHeHus
Nz3nenusi, nIpuMeHsSIeMbIe B XUPYPTUM WIN APYrol o0JacTH, I KOTOPBIX €CTh BO3MOXKHOCTH OUMCTKH H
CTCPWIN3AlMHY ¢ 110 ITOBTOPHOTO MCIIOIb30BAHMSIL.

[IpuMevdaHunme — K u3geausiM 3TOM KaTEeTOPUHM OTHOCST PETPAKTOPBI, TeMOCTAThl, APSIN, IWIbI U HX
[IPUHAJICKHOCTH.

Kon 10 Ongnopa3sosbie u3neaus
N3nenusi, nipeiHa3HAYCHHBIC TOJBKO [UISL OHOPA30BOTO IIPMMCHCHMUS.

[IpuMegaHue — K u3menussM 3TON KaTeropruyd OTHOCST HAOOPHI 11 BHYTPUBCHHOTO BIVBAHUS, IIpe3ep-
BATUBbI M1 TaAMIIOHBI LIS JIAlIapOTOMUN, PACXOIHbBIC XUPYPIrUYCCKUAC MATCPUAIHL.

Kon 11 Texauyeckue cpencTsa 19 HHBAJIMIOB

Uznenug, crenmajibHO W3TOTOBJICHHBIC WA OOIICAOCTVIIHBIC, KOTOPBIC IIpcAHa3HAa4YeHBbI LTSI KOMIICHCAIUN,
VMEHBIICHUS, TPOPUIAKTUKNA WIN HEUTpaAIMU3allii ITOCIECACTBUN TPaBMbI, (PU3NICCKOTIO HEIOCTATKa WJIN MHBAJIU]I-
HOCTH.

I1 PUMCUAHUC — K N3ACITNAM I[ElHHOfI KAaTeroprmmn OTHOCAT KOCTbIIIM, HNCKYCCTBCHHDLIC KOHCUHOCTU,
OpPTOIICINYCCKYHO 06}73]5),, CIAYXOBbBIC allllapdTbl, MHBAJIMAHBIC KPECiHd M WX IIPUHAUIC)KHOCTH, KAITOIIpUCMHUKKM M
MOYCIIPUCMHUKI.

Kon 12 /IuarHocTayeckue U TepaneBTHYECKHe paJHALMOHHBIE U3/1e/THs
U3nenust, KOTOPBIC SIBISIOTCS JAATHOCTUYCCKUMM W/WIHA TEPAllEBTUYCCKUMH W MCHOJB3VIOT PEHTTCHOBCKOC
U3JIVICHUEC, MATHUTOPEC30HAHCHBIC U300pakeHUS, VIbTPa3BYKOBbBIC N300pakKeHU S, N300paKeHMS 1N VIVO, ITOJIYVICHHBIC

C 1IOMOUIbK M30TOLIOB, U JIMHEWHBIE YCKOPHUTCIIN.

[IpumMedaHue — K usnenusaM 3TOU KaTeropyvyd OTHOCST PECHTICHOBCKOS O0OPYIOBAaHNEC, KOMIIBIOTCPHBIC
TOMOI'papuUUIeCcKe CKaHephl U X IIPUHALJICKHOCTH.



I'oCT P UCO 15225—2003

I[TPAJTIOKEHHUE B
(CIIpaBOYHOE )

IIprmepb1 00pa30BaHUsa TEPMHUHOB BHIOBBIX IPYINN M3AEIAM U MX CHHOHHMMbI
CTpyKTYypa TepMMHOB BHIOBOM Ipynmnbl U3ae/Ms

[IpeanmoYTUTEe ABbHBINA TCPMHUH JOJDKECH OBITH TAKMM, YTOOBI HOMCHKIIATYpa NMeaa PYHKITMOHAJIBHYIO apXUTCKTYPY,
TO €CTh COJIepKajla CBSJICHUS O IMTOJb30BATSIISIX U IPUMEHSHNH U3aeiaus. Oupenemurelb, 0OCOOCHHO OO JJIT MHOTHX
TCPMUHOB, MOXET OBITh OCHOBAH HAa CBOMWCTBAX W3JCIUN WJIW HUX XapaKTSpUCTUKAX, WM OO0JACTU IIPUMCHCHUS C
MCIIOJIb30BAaHUEM, KOT/Ia IIeJICCO00Pa3HO, OOMICIIPUHATHIX OIIPeACICHNIN.

Oo6mast cTpykKTypa IpeAIOYTATEIbHOTO TEPMHUHA SBISICTCI OCHOBHBIM ITOHITHEM (CYIIECTBUTEIBHOE B €IMHCT -
BCHHOM YWCJIC WIN BBIPAaXXCHUE, COCTOSIIECE U3 CYIMICCTBUTEIIBHBIX) U COIIPOBOXIACTCS OAHUM WINA OO0JIeE OIIPEIICIN-
TeaeM (IIpUaIaraTeJIbHOE MW BbIpaXXCHME, BBICTYIIAIOIIEE B POJIN HPWIAraTeIbHOIO), KOTOPBIE PA3CIISIOTCS 3alIITOM.
OCHOBHO€ TIOHSTHEC — 3TO HAUbOOJee MUPOKOE IPEACTAaBICHUEC BUAOBON I'PYIIIBI MEAUIIMHCKIX HW3ICINNA, KOTOPVIO
najyiee OIACHIBAIOT C IIOMOIIBIO olpeacauTeacii. [Ipu nepeMelieHUM cieBa HAIIPaBO OIPCIACINUTEIN BBICTPAUBAIOTCS B
OIIPEICICHHOM HOPSIAKE — OT 00JIee MNUPOKOTro IO CMBICIY (MEHEE CIICMAIbHOTO) K 0oJIee y3KOoMY (00JIce CIIeiaNb-

HOMY).
IIpyMepsI TEPMUHOB BHIOBOM IPYNIbI H3/1ETHS

1 IIpeanodTuTeIbHBIA TCPMUH JOJDKEH OBITH IIOCTPOCH CIHCAYIOIIHUM O0pPa30oM:

OCHOBHOC  IIOHATHUC, CYIHICCTBI- OLIPCHCIIUTCIID, IIPpWJIaraTcjibHOC OLIPCHCIINTCIID, IIPpWJIAraTcJibHOC
TCJIbHOC WJIM BbBIPAXKCHHUC, COCTOMA- NI BbIPA2KCHUC, BBICTYIIAKOIICE B NI BbIPAKCHUC, BBICTVYIIAKOIICE B
e M3 CYHICCTBUTCIbHDBIX pPOJIA 1IPUIArdaTCIIbHOI'O POJINA 1TPpUIAraTCJIIBHOI'O

I1 PUMCYAdHUC — T@I)IVII/IH]E:.Ij UCITIOJIB3OBAHHDBIC B IIPUMCPAX, IIPUBOIATCH TOJIBKO B WUITHOCTPATUBHDLIX TICJIAX.

2 IIpeario4TUTEIbHBIC TCPMUHBI, PACIIOJIOXECHHbBIC B COOTBETCTBAUA CO CTPYKTYPOI C BHYTPCHHUMHU CBSI3SIMMU.

CUTHaJIM3alUsI TPEBOXHAS IIPU SHYpeE3e™,  a He SHYpEe30Bas TPECBOXXHASI CUTHAIA3allAs
OJIOK BCIIOMOTATEJIBHOTO KPOBOOOpAIICHNSI a HE KEJIYIOYKOBBIM OJIOK BCIIOMOTIAaTCIbHOTO
KEJIVIOYKOBBINA ™, KPOBOOOpaIIcHUSL

3 IlpeaAnodTUTEeAbHBIN TEPMUH, WCIOJIB3VIOIUNA OIPEACAUTEIb, OTPAKAIOIUN CBOMCTBO WM XapaKTEPUCTUKY
(IpUHIIMI YCTPOMCTBA/c1oc0o0 (PYHKIIMOHUPOBAHUS ) U3ICIUNA, 0003HAYACTCS TAK:

[HloBHBIN MaTepurall HEMITOHOBBIN
[H1oBHBI MaTepUal MOJIUSTUICHOBBINA
[HTloBHBI MaTepUaa MOJUINTIOKOHATHBIN

4 TTpearmodTUTEABHBIA TCPMWH, UCIIOAB3YIOIIAN OIPEAcIUTCHIb, OTPAXAaOIIUA 00JIaCTh IIPUMCHCHUS U3JICIINN,
0003HAYaeTCsI TaK:

Juammszarop wid adepesa
Juaamzatop OnKapOOHATHbBIA
Janmu3aTop JUIsE CBIBOPOTKY/MOYH
Jwrannsatop sl reMoaaian3a

5 Ecim 6omee deM ABa NPEAIIOYTUTSIBHBIX TSPMUHA MMCIOT OJHO M TO XE€ OCHOBHOC ITOHSITHUC, HEOOXOIMMO
BBCCTHA OOIICIIPUHSATHIA TCPMIUH:

AymromMeTp <crenUaTU3MPOBAHHBIN>
Aynmnomerp bekernu

AyaroMeTp KIMHUYECCKUNA
AyIVOMETP UMIICIAHCHBINA

AyIAOMETD . . .
CHUHOHUMBI:
JlnHaman OTOKIECCTBILIETCI CO CPUIMOMAHOMETPOM 3JICKTPOHHBIM
IlyckaTesnpb ceparia OTOXICCTBISIETCS ¢ Ae(PUOPWLISITOPOM
Jlamria Lucey OTOKIECCTBISIETCI C  YCTPOMCTBOM UII POTOTCPpAIIUU

* [IpuMep, HAUUHAIOIIUNCA C CYIIECTBUTCIBHOIO.
** [Ipumep, HAUMHAKOIIMUNCS ¢ BBIPAXKCHMA, COCTOSIICTIO U3 CYIIIECTBUTEIBHBIX (B AHIJIMICKOM SI3bIKE).
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OnpeziecHUC:

JIroboe ornpenesicHUe OODKHO OBITh CHPOPpMYJIUPOBAHO TaKUM OOpa3oM, 4TOObI OHO OBLUIO IIOHSITHO BCEM
TIOJIB30BaTEISIM HOMEHKIIaTYPOI:

AymromMeTp <crenraIu3vMpOBaHHBIN>
H3nenne, KOTOpoe UCIOIb3VET 3BYKOBBIE CTUMYVYJIBL JUTSI UCCIIEAOBAHUS (PYHKIIUIN OPTaHOB CIyXA.
AynmnoMeTp dha3oBbIN

HBI[@JII/I@,, KOTOPOC IIPpUMCHACTCH JId OIIPCACIACHNA MUHHWMAJIBHO BOCIIPUMHHMUMACMOIO CABHIA 110 (1)836 MC2KIY
TOHAMHM HA4 JICBOM M IIPpdABOM VX IIAIIMUCHTA € ITOMOIIIBIO HAYVIITHUKOB. OHO UCIIOJIB3YCTCHA JII NUATHOCTHUKHM ITIOBPCXK-
JICHUN CJIVXOBOT'O HCPB4A B CJI}TXOBOﬁ CUCTCMC.

Cokpamenus

CokpalllcHUSL, KOTOPBIC UCIIOIb3VIOTCS B CMHOHUME WIM B OCHOBHOM TEPMUHE JTMO0 KaK MX YaCTh:
TUMT (TpaHcyperpanbHasgs MuKpoBOJIHOBAY lepMorepannsg) — CM. YCTPOWCTBO UISL TEPMOTEPAIIAN.
CPAP 6110k — bi10K IOCTOSIHHOTO IMOJOXUTCIBHOIO JABJICHUS B JIbIXaTCIbHBIX ITYTIX.

IIpumep cTunsd

IlepBasg 6ykBa TepMuHa «Kareropust nsaeiauss» nav «BugoBasg rpyuia U3Aeansdy» 10JKHA ObITh IIPOIIUCHON. Bee
OCTaJIbHbBIC OYVKBBI JTOJDKHBI OBITh CTPOYHBIMMU.

[IpyuMep IpONIUCHON IEPBON OYKBBI OCHOBHOI'O ITOHSTUS:

Hedudbpriurarop.

[IpyuMep IpONUCHOU MEPBOM OYKBBI OCHOBHOI'O IIOHITHUYI, 34 KOTOPBIM CJICIAVET OIPCIACIUTCIIb, 3alIMCAHHBIN
CTPOYHBIMU OYKBAMU:

Muxkpocko1l YHUBEpPCAJIbHBIN

ITPUJTOXKEHHUE C
(CIIpaBOYHOL )

IIpumepsl 3anuceil BUAOBOI IPynnbl U3aeIUA

Tadbauma C.1 — Ilpeanouyrure IbHBIN TEPMUH

Yxkazarenan
Kon TepMuH Koja cuHOHMMA OOILECTIPUHATOTO O1penciicHue
TEpPMHHA
12345 HNuanuzatop UIL CBIBOPOTKU/ 0 0 —
MOYHN

Ilomxe KOAdd CMHOHHWUMdA W 11OJIC YKA3ATCIIA OﬁmeﬂpHHHTOI’O TCPMUHA — HVJIM, UHTO YKA3bIBACT HA TO, YTO Z[ElHH]E)IfI
TCPMHUH ABJIACTCH IIPpCAITIOUYTUTC/IbHDBIM.

Tadonuma C.2 — OOmepUHATBIA TCPMUH

Yxkazarenb
Kon TepMuH Komx cuHOHMMA OOILECTIPUHATOTO O1penciicHue
TEPMHUHA
12346 Huannsarop <clenruajiu3nupoBaH- 4, 10 —
HBII1>

B sTOM ciydae mosie ykKasarels OOIICIIPUHSTOrO TepMHUHA UMeeT 00o3HadeHue 10, 4TO yKas3bpIBacT HA TO, YTO
JTAHHBINA TCPMUWH SIBISICTCSI OOMICIIPUHSTHIM, U B TO JX€ CAMOE BpeMsI OIIpeeiIsIeT BO3MOXHOCTD NUCIIOJIb30BAHUS IIEPBBIX
10 3HAKOB ITOJS TepMUHA JUIS [TOUCKA MPSIIIOYTUTSIIBHBIX TCPMUHOB, KOTOPBIC HAYMHAIOTCS ¢ TaKuX e 10 3HaKOB.

Tadbaumma C.3 — TepMyH CMHOHUMA

Ykazarenn
Kon TepMuH Komx cuHOHMMA OOILECTIPUHATOTO O1penciicHue
TEPMHUHA
12347 CBIBOPOTOYHBIN/ MOYCBON TAAIIH - 12345 0 -
3aTOP

Iloxe KO/ld CMHOHUMA CO/JACPAKUT KO/ IIPEIITOUYTHUTCIBHOI'O TCPMIHA (HJIH OﬁmeﬂprIHﬂTOI’O T@pMIfIHa).
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ITPUJTOXKEHHUE D
(CIIpaBOYHOE )

buomorpadgus

|1] JupektnBa CoBera EQC 0 MmegunuHcKux nsnenusax (93/42/EBC)

[2] AupexktuBa CoBeta EDC 0 cOMMKEeHNN 3aKOHOB, OTHOCSIIMXCS K aKTUBHBIM UMILUTAHTUPYEMBIM MEAUITMHCKUM
n3aenusaM, ctpadn — wieHoB EBC (90/385/EDC)

VK 001.4:615.035.1—78:006.354 OKC 11.020 P00 OKII 94 0000

KirroueBnpie ci1oBa: MCIOAUITMHCKOC HM3ACIINE, HOMCHKIIATYPA, (];)aﬁn HAHHDBIX, KAaTCropud HU3IAC/INA, TUII

U3ACIINA, BUIOBAA T'PVYIIIIA MU3AC/INA, H,I[@HTH(I)HK&TOP,, HepBH‘IHBIﬁ KJIKOY, BTOquHBIﬁ KJIKOY, BHEILTHU U
KJIIOY, Oﬁﬂ[erHHﬂTBIﬁ TEPMHUH, Hpe,I[HO‘ITHTGHBHBIﬁ TCPMUH, CUHOHUM
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Hamenenne Ne 1 FOCT P HCO 15225—-2003 Homenknarypa. Homenknary-

Pa JANBLX MO METJHUHIICKHM H3JCIHAM 104 HII[I]D[IMH[I,HDIIIIDTD obmena

Yreepkdeno W eseaeno B Jedcrere [locranosiaennem Qegepanvnoro arenr-
CTBA MO TEXNHHECKOMY pPEryJHpoBAlIHIC H MeTpoaordn or 29.03.2007
No 5¥-cT

MaTa sgegenns 2007—10—-01

[ToanyBKT 5.2.2 AonoaHHTL 463a1CM:

«J11000C MpHHATOC COKPHULWCHHC PCKOMCHAYCTCH BKIKOYMATL B OOWCTIPH-
HATYID TCPMHHOIOIMS,

MoanyHkT 5.2.3 aonoaHUTE ab1aucM (IICPCi HIPHMCGUAHHSMH, TIGCAC 1ICpC-
HMCICHK b))

«BCcc AOTMONHUTCALHLIC KNACCHPHKAUHOHHLIC CTIPCACICHHA A0JDKHB Dds-
ACAATLCH JAMHTOH H GAHHM HHTCPBANOM, HATIPHMCP, dlMAHKATOpR, DpdXMTC-
Panus, MOUCBOH MY 3LIPL».

[TyHkT 6.1, [IpHMCU4HHC H3INCGKHTL B HOBOH PCAaKUHH:

«[1pHMCUaHHA

I BuimonHcHHE 3ToTe TpeDOBAHHA COCCTICUHBACT CAHO3HA'THOCTL TCPMH-
HOB.

2 KaxKALIF YPOBCHE B CTPYKTYPC Od3hl AdHHBIX [PCACTARICH (hadiin0oM 141
HLIX, KOTOPLIH ACIKCH COOTRCTCTROBATEL TPCOOBAHHAM 6.2—0.4. 27 Tpcbopad-
HHA TPCACTABIAKT cCO0H OOWMH MCTOA, NMPHMCHACMBIH B COCTBCTCTRYK)-
WHX 0a34X AdHHLIX And 00LCAHHCHHA (PaHN0B JdHHLIX {CM. TAKKC TPHI0KC-
HHe C). Pa:paboTUHKAM CHCTCM PCKOMCHAYCTCH TPHMCHHTL COOTBCTCTRYK)-
1ITHe MeToABlL, ACCTYMTHLIC C MOMOLULID HHCTPYMCHTOR CO3JdHHY 043 JdHHDLIX,
C LUCALIO A0CTHKCH M HCODXOAM MOH (PyRKHHOHATLHOCTH HOMCHKAATYpPLI. [IpH
MCIC I bIOBAH MM @IBTCPHATHBHOW CTPYETYPBl KOAWMPOBAHMI PCKOMCHIYCTCH
HC OIPUHMUUMBATE [IPUMCHCHUE BCCODIICH HOMCHEIATYPB MCAMIMHCKHX W3-
acavH {(General Mcedical Device Nomenclature — GOMDBN) B pasnHuHBEIX OK-
PYKCHUAX Daz aaHHLX, Hanpumcp SQL, Scrver, Oracle, Sybasc u T 1.

{ [Ipodoaxcenue cm. ¢, 22}



( [ipodoaxcenue Hamenenug No T FOCT P HCO 15225—2003)

3 B tabnuuax 2 u 3 dopmatl enpeacncHui coctaBnaot |8 - 70 3HakoB
(tabnmua 2y v 10 - 70 3Hakos {Tabnaua 3y Pazpaborangy MHPOPMELTHOHHBIX
CHCTCM MO HOMCHKIATYPC ddHHBIX AO KBl DCIMHTL, KAKOH (hopMaT dRIACT-
CH HAHOONCC MOAXoas WM — (POPMAT K2 CTPOK AMHHOH B 7)) 3{dK0B HAH pAaidl
AdHHLIX M3 1260 sHakoB (tabnuua 2) nubo 700 3HakoB (Tabnuig 3)»;

[Tynkt 6.1 aocnmonHuTL ab3aUCM?

«B KauccTBe ohHUHANLHBLIX 3HAKOBLIX 3MCMCHTOB, MPHMCHHCMBLIX B HAH-
MCHORHHMAX BHAQBLIX TPYTI H3ACAHH HAH B ONPCACICHHAX, MPHHATE CaeAy-
KO LLMC!

3andTas () MPHMCHATL ANA BLIACICHHA H Pa3TPadHHMCHHA,

actuc (-) MPHMCHATL ANH COBAEH M3 CTOKHDLIX CNOB;

apobnas ucpta {/) OIHAUACT «H», ANLTCPHATHRHOC «HNH»;

anoctpodr () MPHMCHATL B HCKOTOPEBIX XMMMICCKHX HASBAHMAX
HAH K4K anectpod;

3HAK Maoca {(+) MPHMCHATL B HCKOTOPLIX XHMIUCCKHY HABBAHHAXS.

IyHKT 6.3, Tabnuua 3. [paipa « Katcropid H GOpMAT AdHHLEG>. 3dMCHHTD
3HaucHuc: 60 na 120.

[Mpunoxkchuc B, [Moapasacn «Tlpumcp cTHAg» ACTOAHHTL 40341CM:

[ IpOMHCHLIC DYKBLI MOJXKHO HCMONLIOBATL B TCPMUIAN BUAOBBIX TPYNN
W3ACNHH, CCIH OHH NPEACTARICHLI B CDLUCTIPHHATOH TCPMHHOG)IOIH H.

fipuntepnt
Humz uzodpeamens g iockd don Dpen
XuMudeckuii cumseon HEPEHAC BP0,
KeAddpamon poime Na
Haumernoaanie u3delus WiNam e PEIINCER0aCKon {X-ray) mpyoKi,

C-00pUIUN [PV AIBINKRP.

(MYCNo 6 2007 1))



