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BBeneHue

Hacrosiwumii ctaHaapt uaeHTudeH MexayHapoaHomy craHaaptry IEC 60601-1-6:2004 «U3penua meau-
LUUHCKMe anekTpuyeckue. Yactb 1-6. Obme TpeGoBaHusa 6e3onacHOCTU. JkcnnyaTaumoHHAsA NPUFOAHOCTbY,
NoAroTOBNEHHOMY NMOAKOMMTETOM 62A TexHMyeckoro komutera no ctaHaaptusauyuu IEC 62 «N3penua meau-
LMHCKME 3NEeKTPUYECKUey.

IEC 60601-1-6:2004 asnaeTcsa AONONMHUTENBHLIM CTAHAAPTOM NO OTHOLWEHUIO K IEC 60601-1:1988 «U3-
Aenus MeauumMHCKue anekTpudeckue. Yactb 1. Obwme TpebosaHusa 6e30nacHOCTY.

Homepa paspenoB, NyHKTOB M MOAMYHKTOB HACTOSAILLEro AOMNOSIHUTENLHOrO CTaHjapra COOTBETCTBYIOT
Hymepauuum IEC 60601-1:1988 (o6wero craHaapra).

Homepa nyHKTOB, NOANYHKTOB, TAGNUL, U PUCYHKOB HACTOSAILLIETO ONOSTHMTENBHOIO CTaHAApPTA, KOTOpbIe
AABNSAIOTCS AONONMHUTENBHBIMKU NO OTHOLLEHMIO K 06LEMY CTAHAAPTY, Ha4aThl ¢ HOMepa 201; AONONHUTENbHbIE
npunoxxexusi 0603HayeHbl Oyksamm AAA, BBB v 1.4., a AONoNHUTENbHbIE MYHKTHI — OykBamu aaa), bbb) n 1.4.

TeKCT HACTOSILLIETO JONONHUTENBHOIO CTaHaapTa HabpaH cneaylowmM WpUudToMm:

- TpeboBaHusA, COOTBETCTBUE KOTOPbIM MOXET ObiTh NOATBEPHAEHO UCTLITAHNAMM, N ONpefeneHus Tep-
MMWHOB — MPSAAMbIM LLUPUPTOM;

- IPMMeYaHUsl, NOSICHEHNSA, PeKOMEeHAALIMM, NPUMeEPbI, 06LWMe YTBEPKAEHUSA U CCbINIKU — MPSMbIM WPHPTOM;

- METOAbl UCMbITAHUI — KYPCUBOM;

- TEPMUHLI, KOTOPblE onpeaeneHbl B pasaene 2 obwero ctaHaapra, HacTOALLEro AOMOMHUTENbHOIO
cTaHaapTa Unu npuBefieHbl B yka3zaTene TEpMMHOB, — NPONUCHbIMU BykBamu.

[ns npoBeAeHMsA COOTBETCTBYIOLLMX UCTILITAHMI TPeBOBaHUA CONPOBOXAEHBI CrneLuduKkaLusiMu.

MMyHKTBI M NOANYHKTLI, 060CHOBAHME KOTOPbIX NPEACTABNEHO B NPUNOXKEHUU AAA, NOMEYEHBbI 3HAKOM «*».

B meauuuHckoi npaktuke ana HadnoaeHusa u nevenus NMALUUEHTOB Bsce wupe ucnonbdytorcs ME-
OULUNHCKUNE SNEKTPUYECKUE U3OENTUA. OLLMBK SKCMNYATALINWN, 06ycnoeneHHbIE HEA0CTaTOYHON
3KCNNYATALMOHHOW MPUMOAHOCTHIO MEOULMHCKUX SNEKTPUYECKUX WU3OENUNA, Bee uvawe
CTAHOBATCA NPUYMHOIW BO3HUKHOBEHUSA pa3nuyHbix npobnem. MPOLIECC NMPOEKTUPOBAHUA SKCMNYA-
TALIMOHHOW NMPUrOOHOCTW noseonser obecneuntb gocratoudyio SKCIMNYATAUMOHHYIO MPUroa-
HOCTb, uT0 B CBOIO O4Yepeab AOMKHO cBECTH K MuHUMyMy OLLUMBK SKCMNYATALUN n MuHUMM3UpOBaTL
PUCKW, ceA3aHHble ¢ npoueccom akcnnyaTauuu. HenpaBunbHOW aKCnyaTtauun HEKOTOPbIX, HO HE BCEX BU-
0B MOXXHO M36exaTb Npyu COOTBETCTBYIOLLEM YNPaBMNEeHUM NPoLIeCCOM CO CTOPOHLI narotosutens. MPOLIECC
MNMPOEKTUPOBAHUSA 3KCMNYATALIMOHHOW NPUMOHOCTU siensetcs yacteio MPOLIECCA YMPABIE-
HWA PUCKOM.

Hacrosilumii AONONHWUTENBHBINA cTaHaapT, onucbkiBatowwmii NMPOLIECC MPOEKTUPOBAHUA SKCMNYA-
TALIMOHHOW MPUMOOHOCTW, ABnsieTca pykoBOACTBOM MO BHEAPEHMIO u ocyliectenenuio MPOLIECCA
obecneuennss BE3OMACHOCTU MEOVLIMHCKUX 3NEKTPUYECKUX USOENWW. Hactoswmin AonosHu-
TenbHbIi CTaHAAPT NONE3eH He TONbKO ANs urotouTeneit MEOULIMHCKUX SMEKTPUUECKUX USAENUN,
HO U ANS YNIEeHOB TEXHUYECKUX KOMUTETOB, OTBETCTBEHHbIX 3@ NOATOTOBKY YaCTHbIX CTAHAAPTOB.
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M EXT T OCYAAPCTBETHHU B H C TAHAAPT

n3nenua MEQUUMHCKUE SNEKTPUYECKUE
YacTtb 1-6
OBLWME TPEBOBAHUA BE3OIMNACHOCTU

AkcnnyaTauvoHHas NPUroAHOCTb

Medical electrical equipment. Part 1-6. General requirements for safety. Usability

Nara BBeaeHuss —2013—01—01

Pasgen nepBbin. O6Wwme nonoxeHus

1 O6nacTb pacnpocTpaHeHUA U uenb

1.201 O6nacTb pacnpocTpaHeHua

Hactosiumii AONONHUTENbHLIN CTaHaapT ycraHaenueaet TpebosaHus k MPOLIECCAM aHanu3a, npoek-
TUpoBaHus, Bepudbmkaummn n sanuaauun KCMNMYATALIMOHHOW MNMPUMOOHOCTW, obecneunBaowmm 6e3-
onacHocTb MEOULIMHCKUX SNEKTPUYECKUX USOENNIA (aanee — U3OENNA).

Hacrosiluii aononHuTENbHbIM cTaHaapt pacnpocrpansetca Ha HOPMAJIbHYIO SKCINMYATALUIKO u
OLWWBKN SKCMNYATALUMN; HEHOPMANBbHAA SKCMNYATALINA BbixoauT 3a 06nacTb pacnpoCTpaHeHus
HaCTOALLEro AONOMHUTENBHOrO CTaHaapTa.

1.202 CBA3b C APYrMMKU CTaHAAPTaAMU

1.202.1 IEC 606011

Hacroawuii crangapt asnsercs gononHeHnem k IEC 60601-1.

Mpu cebinkax Ha IEC 60601-1 unu HaCTOALLMI AOMONHMTENbHLIA CTAHAAPT, N0 OTAENbHOCTU WU B KOM-
GUHaALUMK, NPUHATBI CNEAYIOLLME CIIOBOCOYETAHUS:

- 06WuMit cTaHaapT — TonbKo Ans o6o3HaveHus IEC 60601-1;

- HACTOALUMIA JOMOMHUTENbHbIA CTaHAapT — TOnbKO Ans 0003HAYEHUs HacTosILIero cranzgapTa
IEC 60601-1-6;

- HACTOSAILUMIA cTaHaapT — AN 0603HaYeHUss KOMOUHaUMKM OBLLEro cTaHgapTa W HaCTOALLErO AOMNOMHMU-
TEnbLHOro craHgapra.

1.202.2 YacTHble cTaHAAPTbI

TpeboBaHUA 4aCTHOrO CTaHAApTa MMEIOT MPUOPUTET MO OTHOLLEHWUIO K COOTBETCTBYIOLLUM TpeOoBaHUAM
HaCTOALLEro AONOMHUTENBLHOIO CTaHaapTa.

1.202.3 HopmMaTuBHbI€ CCbISIKU

B HacTosLLeM A0NONHUTENIbHOM CTaHAapTe UCNOSIb30BaHbl HOPMATUBHBIE CChISIKU Ha CreayioLLmne cTaHaapThl.

Ha momeHT nyGnukauum yKkasaHHele U3AaHUS ABNAIOTCA AENCTBYIOWMMA. [nA 4aTMPOBAHHBLIX CCLINOK
NMPUMEHEHBI CCbISIKM TONBbKO Ha LMTUpyeMoe usgaHue. [na HegatupoBaHHbIX CCbINOK NPUMEHEHbI NOCNeaHUe
U34aHUSA CCLINOYHbLIX CTAaHAAPTOB (BKIOYAS UBMEHEHUS).

IEC 60601-1:1988 Medical electrical equipment — Part 1: General requirements for safety (Uspenus
MeaUUUHCKne anekTpuyeckue. Yactb 1. Obwme TpeboBaHua 6e3onacHocTu)

IEC 60601-1-8:2003 Medical electrical equipment — Part 1-8: General requirements for safety — Collat-
eral standard: General requirements, tests and guidance for alarm systems in medical electrical equipment and

M3paHue ocpuumanbHoe
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medical electrical systems (U3penus meauumHckue anekrpuyeckue. Yacte 1-8. O6wme tpeboeanus 6esonacHo-
ct. JJononHuTenbHbii craHaapt. Obwme TpeboBaHMsA, METOALI UCNILITAHUI U PYKOBOAALLME YKA3aHUS K CUCTe-
MaM TPEBOXHON CUrHANM3aLuuM MEAULIMHCKUX ANEKTPUYECKUX U3AESMI U MEAULIMHCKUX NEKTPUYECKUX CUCTEM)

ISO 14971:2000 Medical devices — Application of risk management to medical devices (MeauuuHckue
usgenus. NpuMeHeHne MeHeKMEHTa PUCKa K MEAULIMHCKUM U3AENUAM)

2 TepMUHbI U onpegeneHus

B HacrosiLem AOMOMNHMTENbLHOM CTaHAapTe NPUMEHEHbI Cneaylowne TepMUHbI C COOTBETCTBYIOLLMMU
onpeaeneHusiMu, npuBeeHHble B pasgene 2 IEC 60601-1, ¢ y4eTOM U3MEHEHUN, COAEPKALLMXCA B APYrUX
AOnNOMnHUTEnNbHLIX CTaHAAapTax, a TaKke B pasgene 3 1ISO 14971.

MpuMeuyaHu e — YkasaTerlb TEPMUHOB (TEPMUHOMOMUS) UMEETCA B KOHLIE HACTOSLLEro AOMNOMHUTENBHOMO
cTaHpapTa.

2.201 HEHOPMAJIbHAA SKCINYATALUA (abnormal use): MpeaHamepeHHOE BbINONHEHUE UNN He-
BbinonHeHue aeicreusa NOJIb3OBATENIEM unu ONEPATOPOM U3OENUA kak pesynerar YIMPABSIEHUA
PWCKOM, kotopoe He COOTBETCTBYET HUKAKUM 060CHOBAHHLIM CnNOCco6am, yCTaHOBAEHHLIM U3TrOTOBUTENEM.

MpumMeyvaHus

1 Cm. Tarke npunoxexue BBB. MpumMepsbl npuBeaeHsl B npunoxexdun CCC.

2 BoamoxHo BeinonHenune MNMALIMEHTOM ¢yHkumin ONEPATOPA, Hanpumep B cnyyae akcnnyatauuwu U3OENNA
NMAUMEHTOM Ha pomy.

3 HEHOPMAJBHYIO SKCIIMYATALMIO He paccmatpuatoT kak OBOCHOBAHHO NPOMMHO3UPYEMOE HEMPA-
BUITbHOE NMPMMEHEHUE.

2.202 PE3YJNIbTATUBHOCTD (effectiveness): TouHOCTb U nonHota goctuxeHus ONEPATOPAMW koH-
KpeTHbIX uenewi ([1], 3.2, BUAOM3MEHEHO).

2.203 99PEKTUBHOCTD (efficiency): Pecypchl, 3aTpayeHHble Ha NPaBUIbHOCTb U NOMHOTY AEWCTBUN,
¢ nomoLybto koTopbix ONMEPATOPbI gocTuratoT nocraeneHHbix uenei ([1], 3.3, BMaOM3MEHEHO).

2.204 *MHTEP®EWNC OMNEPATOP — U3AEJNIVE (operator-equipment interface): Cpeacrea, ¢ NOMOLLbIO
KoTopbix oBecneunsaetca Bzaumogencreme ONMEPATOPA ¢ USOENUEM ([2], 3.24, BUAOU3IMEHEHO).

_ Mpumeyanune — SKCIUTYATALIMOHHBIE AOKYMEHTbI pacecmarpuatot kak vacte USAENUA n MHTEP-
DENCA OMNEPATOP — U3AEJME.

2.205 NPO®UIIb OMNEPATOPA (operator profile): KpaTtkoe onncaHue uHTennekTyanbHbIX, (PU3NYECKNX
n gemorpadumyeckux kadects npegnonaraemoro OMNEPATOPA, a Ttakke niobble KOHKPETHbIE 0COOEHHOCTH,
Takue kak npoceccmoHanbHble HaBblkk U TpeBOBaHWA K YCNOBUAM paboTbl, KOTOPbIE MOTYT UMETb 3HAYEHUe
ANt NPUHATMS PELUEHUI MO NPOEKTY.

2.206* OCHOBHBIE PABOYME ®YHKLWUWM (primary operating functions): ®yHkuuu, Bknovyaowme B
cebs B3aumoaencTeme ¢ 4enoBeKoOM, 4acTo NpUMeHsemble nnu ceasaHHble ¢ BESONMACHOCTLIO U30ENUA
npu HOPMATNBHOW 3KCIMNIYATALMA.

2.207* OBOCHOBAHHO TMMPOrHO3UPYEMOE HENPABUJIbHOE MNPUMEHEHME (reasonably
foreseeable misuse): Skcnnyarauus U3OENNA ONEPATOPOM cnoco6amu, He npeayCcMOTPEHHbIMU U3rOTOBU-
Tenem, HO MoryLwmmMm ObITh pe3ynsTaTom nerkonpeackasyemoro nosegeHust yenoseka ([3], 3.14, BMaoU3MeEHEHO).

MpumeyaHusn

1 OBOCHOBAHHO NMPOMHO3UPYEMOE HEMPABWUITbHOE MPUMEHEHWE paccmatpuBaloT kak npegHamMepeH-
Hoe aelicTBue.

2 DKennyaTauus MOXeT OTHOCUTbCS k npoaykuuu, MPOLIECCY unu yenyre.

3 Mpomaxw, ynyuieHus, owmbku n HEHOPMAJTIbHAA SKCIUTYATALINA, KoTopble MoryT Taloke 66T 060CHOBaHHO
nporHo3vpyemMeiMu, He paccmatpuatoT kak OBOCHOBAHHO MPOMMHO3NPYEMOE HEMNPABWUIIBHOE NPUMEHEHKME.

2.208 OBYYEHME (training): MNMpumeHeHWe cneuunanbHbiX, npeaHasHa4YeHHbIX HenocpeaCcTBEHHO ANnA
OMEPATOPA MHCTPYKUUIA UMK ynpaxkHeHUid, Heobxogumblx AnsA 6e30nacHoOi U pesynsTaTUBHOWM aKcnyara-
uun USOENNA.

2.209 OLUMBKA 3KCIMINYATALUWU (use error): BbiNONHEHNE UMW HEBLIMONHEHUE AENCTBUS, NPUBOASA-
Liee K pesynerary, OTNUYHOMY OT NPeAyCMOTPEHHOro U3rotosutenem unu oxuvgaemoro ONEPATOPOM.

MpumMedvaHus
1 OLLIMBKA SKCMNYATALIMU BkntodaeT B cebsi npomaxy, ynyLlerus, 3abnyxaerns n ObOCHOBAHHO MPOIMHO-
3MPYEMOE HEMPABUITbHOE NMPUMEHEHWUE.

2
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2 Cwm. Tarke npunoxenue BBB n DDD.1.3.
3 ®usunonorudeckyto peakyuio NALIMEHTA He paccmaTtpusatoT kak YacTb OLLUMBEK SKCIITYATALUN.

2.210 CLIEHAPUIA UCMOJMNb30BAHUA (use scenario). NocneaosarenbHOCTbL AEUCTBUIW U 3aaay B
npouecce onpenenexus u ucnbirauua SKCMNYATALUMOHHON NPUTrOAHOCTU USOENUA.

2.211* SKCMNYATAUMOHHAA NMPUFOAHOCTDb (usability): Xapakrepuctuka, onpegensiowan PE-
SYNbTATVBHOCTb, 39PEKTUBHOCTD u npoctoty 06yveHus OMEPATOPA, a Takke COOTBETCTBUE IKC-
nnyaTaumoHHbIM TPeGOBaHUAM.

2.212 MPOEKTUPOBAHME 3KCMIYATALIMOHHOW MPUFOQHOCTU (usability engineering): Mpume-
HEeHWe 3HaHWI O MOBEAEHUN YernoBeKa, ero BO3MOXHOCTSX, OrpaHNYEHUU BO3SMOXKHOCTEW UNKU APYrMX Xapak-
TEPHBIX 0C0BEHHOCTSIX Npu npoekTuposannu U3OENNW, yeTpoiicts, cuctem, 3aaay, pabor unu npoussoa-
CTBEHHOII Cpeabl Ans AOCTUXKEHUs cooTBeTCTBYIOLWEe SKCMNYATALMOHHON NPUFOOHOCTW.

2.213* GAWN MPOEKTUPOBAHUA 3KCMIYATALIMOHHOW NMPUrOAHOCTMU (usability engineering
file): CosokynHocTb SAMUCEW 1 apyrux AOKYMEHTOB, cosnasaembix B npouecce MPOEKTUPOBAHUA JKC-
MIYATAUMOHHOW NMPUTOAHOCTW.

2.214 CMELUNPUKALINA SKCMNYATALIMOHHOW NMPUIOAHOCTMU (usability specification): flokymeH-
Thl, Onpegensiowme Tpebosanna k IKCMNYATALIMOHHOW NPUrOAHOCTU no otHoweHuio kK UHTEPSEN-
CY OMNEPATOP — N3OENUE.

2.215 BANUAALMUA (validation): MoaTeepkaeHne Ha OCHOBE NpeacTaBneHns 06LEKTUBHLIX CBMAETENLCTB
TOro, YTo TpeboBaHus, NpeaHa3HaYeHHbIE AN KOHKPETHOTO UCMOMb30BaHUS UMM NPUMEHEHUS, BbINOMHEHI.

MpuMeyaHus
1 TepMUH «nofTBEPXKAEHO» UCMOSb3YIOT 4R 0603Ha4eHUA COOTBETCTBYIOLLEro cTaTyca.
2 Yenosus npumerernsa BATIMOALIMA moryT 6biTe peanbHbIMU M MogenupoBaHHbIMK ([4], 3.8.5).

3 Obwue TpeboBaHuA

3.1 JONOMHUTB:

*N3OENNA pomkHbl 06ecneunBaTb COOTBETCTBYIOLLYIO ?KCI‘IJ‘IYATALI,I/IOHHY}O NMPUrCAHOCTD Ta-
kum o6pasom, 4ytoobl PUCKW, BbiTekatowme s HOPMATIbHOW SKCIITYATALUM n OLUMBOK SKCMNYATA-
LMW, Bbinu npuemnemMbiMn.

6 WpeHTUdUKauma, MapKMpPoOBKa N OOKYMEHTauus

6.8 SKCIMIYATALMOHHbIE OOKYMEHTbI

6.8.1 O6wme cBegeHmA

6.8.1 QONONHUTL:

MHCTpyKUMM no 3KCnnyaTauuu AOMMKHbI coAepxatb kpatkoe onucanuwe USOEJINA, ero cdhmanveckux
MPUHLMUNOB (PYHKLIMOHMPOBAHUA U OCHOBHbLIX (PUINYECKNX N SKCNMYaTaALMOHHbIX XapaKTEPUCTUK, UMEIOLLUX
oTHowweHne k AKCMNYATALUMOHHOW NMPUTOOHOCTU. 3Ty e NHDOPMALMIO PEKOMEHAYETCSH BKNIOYATL U
B TEXHWYECKOE OMUCaHNE, €CNN OHO NPEACTABNEHO KaK OTAENbHLIN AOKYMEHT.

SKCMIYATAUMOHHbBIE AOKYMEHTbLI Ha U3OENUE moryT GbiTb NpeacTasneHbl B ANEeKTPOHHOM BuAe,
Hanpumep B hopmarte anekTpoHHoro ¢hamna unu Ha CD-ROM. Ecnu SKCMNYATALUUOHHDBIE AOKYMEHTDI
NPEACTABNAIOT B ANEKTPOHHOM BuaeE, To B TPOLIECCE NMPOEKTUPOBAHUA 3KCNNYATALIMOHHOW NPUroa-
HOCTW pekomeHayetcs peluarb, kakyio uHgopmaumio HeobxoauMo pacneqarbiBatb Ha GymaxkHOM HocuTene, a
KaKylo — HaHOCUTbL B Buae Mapkuposku Ha USAENUE (HanpumMep, BO3MOXHOCTb aBapuitHoro cpabaTbiBaHus).

B SKCMNYATALIMOHHBIE AOKYMEHTbI pekomeHayeTcs Bknovatk onncanme NPODGUNA ONEPATO-
PA. SKCMNYATALUNOHHbBIE AOKYMEHTbI gomkHbl ObiTb HAaNUMCaHbI HA YPOBHE, COOTBETCTBYIOLLEM NPeano-
naraemomy NMPOGUNIO OMNEPATOPA.

Coomeemcmeue 0aHHOMY ryHKmMy 0emMoHcmpupytom npoeedeHuem ayouma SKCIITYATALUMOHHbIX
LOKYMEHTOB u ®AUNA MTPOEKTUPOBAHUS SKCITYATALIMOHHOM NMPUIOAHOCTY.

6.8.2 MHCTpYKUMK NO IKCNNyaTauum

6.8.2 nONONHUTL:

6.8.201 *OBYYEHUE u maTtepuansi ana OBYHYEHUA

Ecnu ana pabotol ¢ USAEINMMEM Heo6xoaumo cneuynanbioe OBYYEHWUE OCHOBHbIM PABOYAM
OYHKUNAM USOENTNA, TO M3roToBUTENDb OMKEH:
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- npegocraButb Heobxoaumblie ana OBYUYEHUA matepuan;
- o6ecneuntb AOCTYNHOCTb 3TUX Marepuanos unu
- 06ecneunts OBYYEHUE.

MpumedyaHnue —CneynansHoe OBYYEHUE pabote ¢ USOEJIMEM B gononHeHue k MPOOUNIO OMNMEPATOPA
[l@aeT 3HaHns U HaBblkK, HeobxoauMble Ans 6ezonacHoi n addekTuBHOW skcnnyatauyun N3OENNA.

MPEOQYCMOTPEHHOE NMPUMEHEHUE/MPEQYCMOTPEHHOE HA3HAYEHUE aomxHO nexarb B 0C-
HoBe OBYYEHWUA n obyyarowpmx marepuanoB. B MHCTpyKUMAX NO 3KCNnyaTauuM pekOMEeHAYETCs YKa3blBaTb
Ha HeobxoaumocTb cneyuansHoro OBYUYEHUA ansa akcnnyatauumn koHkpetHoro USAENNA, a Takke oTto6pa-
XaTb HanNuume JOCTYMHbIX BCIOMOrarenbHbiX Matepuanos ans OBYYEHUA.

MpumeyvyaHnue —Cwm. [5]
Pasgenbl CO BTOPOro no wecTtom He UCNONb30BaHbI

Pasgen ceabmoit. 3awmTa OT Ype3MepHbIX TemMnepaTyp v Apyrux onacHocTen

3aMeHuTb (3arofioBoK):

46 *OLLUNBKN SKCIMNYATALUUU n SKCINYATAUMOHHAA NPUTOAHOCTb

L[ononHuTsb:

46.201 *BE3OINMACHOCTb MNALIMEHTA, ONMEPATOPA u apyrux nuy

B uenax o6ecnevenns BESONMACHOCTU NMALMEHTA, ONEPATOPA u apyrux nuu, cBsisaHHbix ¢ SKC-
MNYATALUMOHHOW NMPUMOAHOCTBEIO MHTEP®ENCA ONEPATOP — W3MENWNE, pekomeHayetcs ocy-
wectenate MPOLIECC NMPOEKTUPOBAHUA SKCINYATALMOHHOW MPUTOOAHOCTI.

MpuMevyaHus

1 [Ins pykoBopcTBa npumeHeHnem npuHuunos NMPOEKTUPOBAHUSA 3KCANYATALMOHHOM NPUMOAHOCTU
peKoOMeHYeTCa yunThiBaTh cnincok ONMACHOCTEW ans MALUMEHTOB, ONEPATOPOB v apyrux nuu, NpUBEAeHH LI B
ISO 14971.

2 Mpumepnl ONTACHOCTEM dns MALMEHTA:

- HenpedHaMepeHHas1 HefpaeunbHas Hacmpolka napamempoe GuazHOCIMUYeCcKO20 Uslu mepaneemuye-
ckozo U3LEJINS, nanpumep He coomeemcmeyioujas mpebosaHUsIM ycmaHoeKa 303bl PeHIM2eH08CK020 U3Jlyye-
HUs e criyyae Heobxodumocmu AonosHumesbHol 003bi;

- HenpedHamepeHHoe npekpaujeHue Heob6xo0uUMO20 JIeYeHUsI;

- owubo4HOe ucmonkoeaHue omobpaxaemMbix 3Ha4yeHuli ¢ nocnedyrouuUM HelpaausiLHLIM JIeYeHUeM;

- npedcmasneHue owuboYHLIX daHHbIX ecslredcmeue ycmanocmu, npueodsiujee K HakonneHuro OLUNBEOK
SKCITYATALINN.

3 Mpumepei ONTACHOCTEU dns OMEPATOPA:

- Heydo6Has aHmponomMempuyeckas KOHCMPYKYUsi, MPUeodsawWast K mpasmaM CKeJIemHO-MbIUWEeYHO20 arl-
napama;

- noemopsieMocms 00H006pa3HbIX deuxeHUl, Npueodsiujasl K MpaeMaM HepPeoe U CYyXOoXunuli;

- HeGocmamoyHasi KoHmpacmHocmb omobpaxeHus1 uHgpopmayuu, npueodsujasl K 3pumensHol ycmanocmu;

- epomKkull wym, npouszeodumbilti U3QEISTNEM, ebizblearowjuli yxyouweHue cryxa.

Coomeemcmeue daHHOMY yHKMY paccmampusailom riocie nodmeepxoeHus coomeememeus Opyaum fnyHKmam u
noonyHKkmam.

46.202 NMPOLIECC MPOEKTUPOBAHUA 9KCMNYATALIMOHHOW NPUITOQHOCTU

46.202.1 O6wue ceBegeHunn

Pesynsratel MPOLIECCA MPOEKTUPOBAHUSA SKCMNYATALMOHHOW NMPUIOAHOCTU pekome-
ayercs sanuckiBaTh B PANNE MPOEKTUPOBAHUA SKCMNYATALIMOHHOW NPUIOOHOCTU. MPOLIECC
MPOEKTUPOBAHUSA SKCMNYATALMOHHOW MPUIOOHOCTU mMoxkeT BbiTb pasnuyHbiM no (opme u 06b-
emy B 3aBucumoctu ot npupoabl USOENNA, npegnonaraemoro OMNEPATOPA u NMPEOYCMOTPEHHOIO
NMPUMEHEHUA/MPEQYCMOTPEHHOIO HASHAYEHUA (cm. DDD.3.2). 3anucu n npoune AOKYMEHThI, CO-
crasnsoume GAUN MPOEKTUPOBAHUA 3KCMNYATALIMOHHOM MPUFOAHOCTU, moryT sBRATLEA Ya-
CTbIO APYMMX AOKYMEHTOB M haiinoB, Hanpumep daiina usaenus, co3aaHHoro usrotosutenem, unu GANUNA
MEHEDKMEHTA PUCKA.
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B cnyuvae MogmpMKau,Mm cywectaytowero npoekta USAEJTMA NMPOLUECC NMPOEKTUPOBAHNA 3KC-
MNYATALUMOHHOU NPUTOOHOCT moxeT npuobpectu Apyron Macwrad ¢ y4eTOM 3HAYMMOCTU Moandu-
kauuu n B 3aBucumoctu ot pesynesratos AHAJIN3A PUCKA (cm. DDD.3.2.2).

MpumevyaHus

1 M3roToBUTENO peKOMEHAYETCA NPOBOAUTL UTEpPaTUBHLIE MPOEKTUPOBaHUe u paspaboTky. MPOEKTUPOBAHME
QKCTMNYATALIMOHHOM MPUTOAHOCTM pekoMeHayeTca HaunHaTh Ha paHHel CTaaun 1 NPOAOMXaTh B TEHeHWe BCero
XU3HEHHOTO LMKI1a NpoeKTupoBaHus u paspabotkm W3OENA.

2 Bnarogaps uTepaTuBHoii cylHocTn NMPOLIECCA MPOEKTUPOBAHMA SKCMIYATALMOHHOW MPUTOOHO-
CTW otgenbHble BUAbl LEATENBHOCTH, OMUCAHHbIE B HWKECNEAYOWMX MyHKTax, MOryT OblTb BbINOSIHEHLl B pasfidHOM
nopsake (cMm. npunoxenwe DDD).

Coomeemcmeue 0aHHOMY ryHKmMy OeMoHcmpuUpyiom nposedeHuem ayduma GAUTIA MPOEKTUPOBA-
HUS SKCMNTYATALMOHHOU MPUTOAHOCTY.

46.202.2 BxoaHble aaHHble MPOLIECCA NMPOEKTUPOBAHMUA 3KCMYATALIMOHHOW
NPUTOOHOCTU

46.202.2.1 *MoapobHoe onucaHue npumeHenna N3OENUA

W3rotoBuTenio pekoMeHayeTcst noapobHo onucats npumenenne U3LOENNA 8 PANIE NMPOEKTUPOBA-
HUA SKCMNNYATALMOHHOW MPUMOAHOCTW.

Takoe onucaHue JOMKHO BKIoMaTh B cebs:

- MEQULUMHCKOE Ha3HaveHue (Hanpumep, ycnosue(s) unu zabonesaHme(s), KOTopble HEOOXOAUMO Bbl-
ABNATL, OTCMNEXUBATb, NEYNTb UMK AMArHOCTUPOBATD);

- xapaktepuctuky NMALMEHTA (Hanpumep, BO3pacT, Maccy, YacTb Tena, COCTOsIHME 340POBbS, YCNo-
BUS);

- 4acTb TeNa Unu BUA TKaHKU, K KOTOPbIM MPUMEHSAIOT UMK C KOTOPbIMKU B3aumoaencreyet N3OEJUE;

- *MPO®UNb npeanonaraemoro OMNEPATOPA (Hanpumep, o6pa3oBaHue, 3HaHUS, ONbIT);

- YCNOBUA NPUMEHEHMSA (HaNPUMEP, OKPY>XXaloLLasa cpeaa, 4actota MCnorb30BaHUsA, MECTOMOMNOXEHHUE,
MOBUMBHOCTD).

[MpuMeyaHune— Takoe onucaHue cofgepxut anemeHTsl NPEAYCMOTPEHHOIO NPUMEHEHUA/MPEOYC-
MOTPEHHOIO HA3SHAYEHWNSA.

CoBOKYNHOCTbL onucaHuin npumeHenns U3OEJNINA pekomeHayeTca BKNIOYATL B MHCTPYKLUKU NO KCNITy-
arauuu.

Coomeemcmeue 0aHHOMY ryHKMy OeMoHcmpuUpyom nposedeHuem ayduma GAUTA MPOEKTUPOBA-
HUST SKCIITYATALMOHHOM MPUrOQHOCTU u UHCMPpYKyUl ro aKkcrlyamauyuu.

46.202.2.2 OCHOBHbIE PABOYUE $YHKLINA

M3rotosutenb gosmmkeH onpegenute OCHOBHbBIE PABOYUE ®YHKUWMA un 3apeructpupoBatb uMX B
SANNE MPOEKTUPOBAHUA SKCINYATALMOHHOW NMPUFOOHOCTW.

MpumevaHnus

1Cwm. DDD.5.2, DDD.5.4, DDD.5.8, DDD.5.9 n DDD.5.13 gns o6cyxaeHnst METOA0B, KOTOpble MOryT ObiTh MOMe3Hsbl
npw onpenenerHnn OCHOBHBIX PABOUYMX ®YHKLIMN.

2 OCHOBHBIE PABOYNE OYHKLIMW gonxHel BbITb nerkongeHTuguumpyemeimm n odeBugHbiMu ana ONMEPATOPA.

3 Mpumep OCHOBHBLIX PABOUYMX OYHKLIMW npennonaraemoro M3JENNS nokasaH B 1.2 npunoxenus EEE.

Coomeemcmeue daHHOMY ryHKmy OeMoHcmpuUpyiom nposedeHuem ayduma GAUIIA MPOEKTUPOBA-
HUS SKCMNYATALIMOHHOM NPUIOOHOCTY.

46.202.2.3 *AHANN3 PUCKA

AHANN3 PUCKA unun yacte AHAIUM3A PUCKA, otHocawyoca k SKCMNYATALUMOHHOWM MPUIOn-
HOCTW, pekomeHayeTCcA BbINOMHATL B COOTBETCTBMM C pasgenom 4 ISO 14971. TepMuH «MeaUUUHCKOE U3-
aenuex» un ero onpeaeneHue B ISO 14971 pekomeHayeTca 3amMeHuTb TepmuHom «3OEJIME» u ero onpeaene-
Huem. Mpu npoBeaeHnn AHANTM3A PUCKA nomkHbl ObITb paCCMOTPEHbBI CNeayoLnMe MOMEHTbI:

- nogpoBHOe onucaHue npuMeHeHus (cm. 46.202.2.1);

- NMPO®UIb OMNEPATOPA,;

- BO3MOXxHble OLLUMBKI SKCITTYATAUNN (cm. npunoxenne CCC ansg 03HaKOMMEHUS CO CNMCKOM BO3-
MOxHbIX OLLUMBOK SKCIITYATALNW);

- *TpeboBaHNA, CBA3AHHbLIE C BbINOMHEHWEM 3a4a4u;

- *yCnoBusA aKkcnnyarauuu;
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- MHOPMALMA, OTHOCALLIAACS K ONACHOCTAM, U3BECTHBIM Ans cyliecteyloumx MHTEP®ENACOB OrIE-
PATOP — U3OENWE U3JENWUIA nogobHOro Tuna, ecnu Takas MMeeTcs:;

- pesynbraTthl aHanusa paccmarpusaemoro uHtepcgpenca ONEPATOP — U3OEINWE (cm. DDD.2.2 Ha-
crosawero craHaapra u D.7 ISO 14971).

Ona YMPABNEHUA PUCKOM, ceasanHbiM ¢ SKCMNYATALUMOHHOW MPUIOOHOCTLIO, nsrotosu-
Tenb AOSMKEH pewmTb, kakas uHdopmauma Heobxoauma ana obecnevenns BE3OMACHOCTW, nanpumep
npeaynpexaeHusa unu orpanudenns akcnnyarauumn B SKCMNYATALUMOHHbBIX AOKYMEHTAX, mapkupoBku.
TMobas Takan nHpopmaums gomkHa cratb 06bektom NMPOLIECCA MPOEKTUPOBAHUA SKCIITYATALIMOHR-
HOW MNMPUrOAHOCTW. Mpenebpexenne 310l uHdopmaumen cnegyet paccmatpusate kak HEHOPMAb-
HYIO SKCIMNYATALUIO (cm. Takoke npunoxeHue BBB).

MpumevyaHusn
1 YNPABNEHWE PUCKOM npegctaBnaeT coboit MHTErpUpoBaHHLIN NpoLecc, NpyU KOTOPOM M3roToBUTENb NpUMe-
HAET OAWUH UMW HECKONbBKO criefyloLLuX cnocobos, NpuBeAeHHbIX B NOPSAKE UX NPUOPUTETA:
a) BEBOMNACHOCTb camoii KOHCTpYKLUH;
b) mepbl 3awmThl, cywectytowue B camom USAENNN unu B MPOLIECCE npoussogctsa, Hanpumep CUCTEMBbI
TPEBOXXHOW CUTHATIU3ALINN;
¢) nudpopmauus, otHocAwasca kK BESONACHOCTW, HanpuMep npeaynpeXxaeHna B UHCTPYKUUAX NO aKcnnyaTa-
LK, BU3yanusauusa otobpaxaemblX Ha akpaHe NEPEMEHHbIX.
Pesyneratel Takoro AHAJTMU3A PUCKA unu cceinka Ha MecToHaxoxaeHue pesyneratos atoro AHAJNTM3A PUCKA
AOMKHbI(a) 6biTh BHeceHsl(a) B PANIT MPOEKTUPOBAHUA SKCMNYATALIMOHHOM MPUMOOHOCTMW.
2 AHAJIM3 PUCKA ana U3OEJINA unu cooTBeTCTByIOLWEro TuNa nsgenua asnsetca sxogoM ana CNELUNOUKA-
LMW SKCMNYATALIMOHHOW NMPUFOAHOCTM B NMPOLIECCE NPOEKTUPOBAHMA SKCMNYATALIMOHHOW NPUIrOA-
HOCTHW. INMpwu nio6oi oyeHke OCTATOUYHOIO PUCKA pekomeHayeTca paccMaTpusath pesynsratel BANMOALIMN SKC-
MIYATALMOHHOW NPUIOAHOCTM.
3 B oueHKy nocrienpofaxHoil uHdpopmaummn (NocnenpofaxHbli MOHUTOPUHI) PEKOMEHAYETCA BKMIOYaTb OLEHKY
OKCMIYATALIMOHHOW MPUIOAHOCTM (cm. pasaen 9 ISO 14971).

Coomeemcmeue daHHOMY nyHKmy demoHcmpupyiom nposederuem ayduma QANIIA MPOEK TUPOBA-
HUS SKCITYATALIMOHHOU NMPUTOAHOCTM.

46.202.3 CMELMOUKALNA SKCNAYATALIMOHHOW NPUFOAHOCTH

WarotoBuTens AomkeH paspabatbiBate CMELIMGUKALIMIO SKCMNNYATALMOHHOW NPUTOQHOCTU
kak yactb MPOLIECCA NMPOEKTUPOBAHUA 3KCMNNYATALMOHHON NPUTOAHOCTW. CMNELMDUKALINIO
SKCMNYATALMOHHOM MPUMOOHOCTU pekomenayetcsa 3apeructpuposarb B PANNE NMPOEKTUPOBA-
HWA SKCMNYATALMOHHOW MPUrOOHOCTU. CAELUNGUKALIMA SKCTINYATALUMOHHOW NMPUMOAHO-
CTW moxeT ObIThb BKIIOYEHA B ApYyrMe cneuyudmkaumm.

CMEUMNOUKALINA SKCMNYATALMOHHOW NMPUMOOHOCTU formkHa BbiTh OCHOBAHA Ha:

- nogpoGHOM onucaHun npuMmeHerus (cM. 46.202.2.1);

- ONacHOCTAX, CBA3aHHLIX ¢ akcnnyartauuen NSOEJNNA (pesynsratel AHATIM3A PUCKA, onucaHHOro B
46.202.2.3);

- BO3MOXHbIX OLLUMBKAX SKCTTYATALMW, ceasaHHbix ¢ USOEJTMEM.

CNELMDUKALINA SKCMNYATALIMOHHOM NPUMOAHOCTU fomkHa yeTaHaBNMBaTh KAk MUHUMYM:

- *CLUEHAPUN NCMNONb3OBAHNA U3OENNA,;

- pencreua OMNEPATOPA, ceszaHHble ¢ OCHOBHbIMW PABOUYNMA dYHKLIMAMN;

- TpeGosanus K UHTEPPENCY OMEPATOP — USAESME ¢ yuetom OCHOBHbLIX PABOYNX dYHKLWIA;

- TpgﬁoaaHMﬂ K onpeaeneHuto nerkoctn ugeHtudukaumn OMNEPATOPOM OCHOBHbLIX PABOYNX
SYHKLNN.

MpuMmeyvaHus

1 B CMELUMOUKALMIO SKCMMYATALIMOHHOW MPUMOOHOCTM pekoMeHayeTCs BKMoYaTh CChIMKM Ha YCIOBUS
skcnnyatayum (cM. AAA.46.202.2.3 1 DDD.4.1.2.4).

2 PykoBogsme ykasaHus npusegeHsl B DDD.2.6.

3 Mpumep CMELIMOUKALIMM SKCTIMYATALMOHHOM MPUrOAHOCTU ans npepnonaraemoro U3AEMNSA aaH B
npunoxeHun EEE.

Coomeemcmaeue daHHOMY MyHKMy deMOHCMpuUpyiom nposedenuem ayduma GANTIA MPOEKTVPOBA-
HUA SKCNYATALIMOHHOW MPUTOAHOCTY.

46.202.4 *BEPUOUKALINA SKCMNYATALUMOHHOW NPUrOOHOCTHU

Yacreio NMPOLUECCA BEPUSUKALIMA npoekta N3OENUA sBnsietca Bepudukauus M3roToBUTENEM
npoekta MHTEP®EMCA OMEPATOP — WU3OEJME cornacHo CMELIMOUKALIMN SKCMTYATALIMOHHOW
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MPUFOOHOCTW. Pesyrnstatel BEPUGUKALIMA fomkHbl GbiTh 3aperncTpuposaHsl 8 PANAJIE NMPOEKTUPO-
BAHUS SKCMNYATALIMOHHOW NMPUrOAHOCTMW.

Coomeemcmeue 0aHHOMy MyHKMy OeMoHempupyom nposedeHuem ayduma GANTA MPOEKTUPOBA-
HUS SKCIITYATALIMOHHOU NMPUrOOHOCTHY.

46.202.5 Mnan BANMOALIMU SKCNNYATALMOHHOM MPUrOOHOCTU

MaroTosutens fomkeH paspaboratb U noaaepxveatb B paboyem coctosiHum nnad BANMAALIMA SKC-
MNYATALUMOHHOWM MPUIOAHOCTW. Mnan BANMOALMW SKCMNYATALIMOHHOW NPUIOOHOCTU aor-
XKEH ONpeaensTb:

- nto6ble METOABI, NCMONb30BaHHbIE AnA BANMOALMA SKCNNYATAUMOHHOM NMPUMOAHOCTU OC-
HOBHbIX PABOUMX dYHKLINIA;

- KpUTEPUK OnpeaeneHus ycnewHoctn BANMOALUUU SKCNNYATALMOHHOW NPUMOAHOCTU OC-
HOBHbIX PABOUMX dYHKLIWIA (cm. Tabnuuy DDD.5);

- NpuBneveHune npeacrasutenen ot npeanonaraeMoix ONEPATOPOB (cm. DDD.4.3.2).

Metoabl BANMOALIMM SKCTTYATALMOHHOW NPUMOAHOCTU MOryT GbiTh KONMMYECTBEHHBIMM U Ka-
yecTBeHHbIMK. BATIMOALMIO SKCMITYATALIMOHHOW NPUMOAHOCTU MOXHO NPOBOAUTL B NaBOPATOPHBIX
yCroBusX, B MOAENUMPOBAHHOW UMK peanbHOW NPpOU3BOACTBEHHON cpeae.

MpumedvaHus

1 MNarotoBuTento pekoMeHAYyeTcA NMPUMEHSATb OAUH UNW Heckonbko MeTogos ans BATIMOALIMM SKCMNYATALM-
OHHOW MPUMCOHOCTMU OCHOBHbLIX PABOUMX GYHKLIMIA M3OENNA B 3asucumoctu ot NMPELYCMOTPEHHOIO
NPUMEHEHWAMPEOYCMOTPEHHOIO HASHAYEHWA. MpumMepkl aTux MeTogoB npuegersbl B DDD.5.

2 [laHHbIX, OCHOB&HHbIX Ha Kakom-NMbo ofHOM MeToAe, MOXET ObiTb HeflOCTaTOMHO; HAMPUMEP, NPU KNUHWUYECKOW
OLieHKe MOXeT ObITb NCKIIOYEHaA BO3MOXHOCTbL UCCINEA0BaHUA OTAENBHBIX KpUTUYECKUX CUTYaLMIA.

Mnan BAMMOALMW SKCMNYATALUMOHHOW NPUIOAHOCTU nomkeH BKoyaThb B cebs:

a) CLLEHAPUU NCMNOJTb3OBAHUA HanxyaLlero cny4asi, nony4eHHble Ha OCHOBE:

1) nogpo6Horo onucaHus npuMeHeHus (cm. 46.202.2.1),

2) BO3MOXHbIX OLUMBOK SKCIMITYATALINNA,

3) pesynsratoB AHATIM3A PUCKA,;

b) CLUEHAPUN NCIMOJb3OBAHUA, BoCcnpousBoasALLmMe 4acTo NOBTOPSIIOLLMECH CUTyaLMMU NPUMEHE-
Hus, onpeaenexHbie CNELIMOUKALIMEN SKCMNYATALIMOHHOW NPUIOOHOCTW.

Mnan BANMOALMN SKCMNNYATALMOHHOW NMPUTOAHOCTU gomxeH 6biTh 3apeructpuposax B GAA-
NE NPOEKTUPOBAHMA 3KCMNYATALIMOHHOM NPUTOAHOCTW.

Coomeemcmeue OaHHOMy MyHKMy deMOHCcmpupylom nposederuem ayduma QANIIA MPOEKTUPOBA-
HUSA SKCIITYATALIMOHHOM MPUrO4HOCTY.

46.202.6 *BANMOALMA SKCMAYATALUMOHHOW NMPUrOAHOCTU

WsrotoBuTens gormkeH ocywectenate BANMOALMIO MHTEPOENCA OMEPATOP — WU3OENUE co-
rnacHo nnavy BANMOALIMM SKCMNNYATALIMOHHOW NMPUTOOHOCTI. Pesynsrathl AOMKHBLI ObITb 3aperu-
CTPUpPOBaHbI C ykazaHueMm TpebyemMbix U3MEeHEHMi npoekTa, HeoBXoAUMbIX AN COOTBETCTBUA KPUTEPUAM,
YCTaHOBMEHHbLIM B nnaHe BANTMOALIMMN SKCMNYATALMOHHOW NPUIOOHOCTU.

MpumedvaHus

1 OKCMNYATALIMOHHBIE JOKYMEHThI senstotes yacteto UBOENWA u npeactaenstoT coboii Takke npeamer
fesatensHocTy no BAITMOALMU GKCI'IJ'IYATALU/IOHHOVI MPUIOOHOCTW.

2 K BANWMOALN SKCTMNYATALMOHHOW MPUOAHOCTW pekoMeHayeTcs NpUBReKaTh ML, He 3aHUMaBLUMXCA
HenocpeacTBeHHO NpoekTuposaHuem MHTEPSEMCA OMEPATOP — U3EMMUE.

Coomeemcmeue OaHHoyy nyHKmy demoHempupytom nposedeHuem ayduma GANATA MPOEKTUPOBA-
HUA SKCITYATALIMOHHOU MPUMOOHOCTH.

Pasagenbl ¢ BOCbLMOIO N0 AECATHLIM He UCNONb30BaHbI



FOCT IEC 60601-1-6—2011

MpunoxeHne AAA
(cnpaBouHoe)

OO6LWwme NonoXeHUsa U 060CHOBaHUA

AAA.0 O6wme cBegeHus

HacTosiLee NpunoxeHue CoaepxuT KpaTkoe 060CHOBaHWe CYLLECTBEHHLIX TpeGoBaHUIA HACTOSLLEro AOMNONHUTENb-
HOro CTaHAapTa; ero Lenblo SBMSETCH CoaeicTBrne aheKTMBHOMY NpUMEHeHWIo cTaHgapTa Yepes o6ocHoBaHue Tpebo-
BaHUi 1, ecnu aTo LenecoobpasHo, obecneveHne 4ONONMHUTENBHBIMU PYKOBOAALMMU YKa3aHUSMU.

AAA.2.204 UHTEP®ENC OMEPATOP — U3OENVE

WHTEP®ENC OMEPATOP — U3LEJME BkntovaeT B cebs Bce cpeacTsa ceasu Mexay M3OENMMEM u ONEPATO-
POM, a Takxe mexay ONEPATOPOM n U3OENTMEM. K sTuM cpefcTBam OTHOCATCS, HO HE OFpaHUYUMBaIOTCA UMU:

- Mapkuposkn u SKCIMITYATAUMOHHbBLIE AOKYMEHTb;

- CBETOBbLIE MHANKATOPHI;

- aucnnew;

- KHOMKM;

- CEHCOPHbIE 3KpaHhl;

- 3ByKoBble 1 BU3yarnbHble MHOOPMALIMOHHBLIE CUTHANDI,

- CUrHANBI TPEBOIMW;

- BUBpaLnoHHble CUrHansl;

- KnaBuaTypa v MbllUb;

- TAKTUNbHbIE ANEMEHTHI YNpaBneHus.

AAA.2.206 OCHOBHbIE PABOYNE ®YHKUNN

B uensx HacToswero gononHutensHoro ctaHgapta OCHOBHBIE PABOYMUE OYHKUNU — 310 dhyHKUUKM, Hemo-
CpefCTBEHHO cBsizaHHble ¢ BE3ONACHOCTBIO U3AENUA B yenosuax ero HOPMANBHOM SKCMNNYATALIMW, unu ya-
cTo ncnonbayeMble dyHKUN. NMpumepsl OCHOBHBLIX PABOYMX ®YHKLINMIN, HenocpeacTBeHHO cBszaHHbIX ¢ BESOMAC-
HOCTbLIO:

- BolkitodeHne CUMHAJTIA TPEBOI'U (BpeMeHHOe Ui HeorpaHM4yeHHOe BO BpeMeHH),

- yctadoBka MNPEAENIOB CPABATBIBAHUA CUTHATIA TPEBOT I,

- yCTaHOBKa NapaMeTpoB [03bl PEHTTEHOBCKOIO U3ny4yeHus (Harnpumep, kB, MA);

- yCTaHoBKa NapaMeTpoB BUBaHUS (HanpuMmep, pacxoaa),

- yCTaHOBKa pacxofa rasa U KOHLEHTpaLMn aHeCTETUKOB B UCMapUTere.

YacTo ucnonbayemble gyHkLun paccmarpusator kak OCHOBHBIE PABOYME ®YHKLWW, Tak kak HeaeksaTHas
SKCMNYATALUMOHHAA NPUMOOHOCTDL yacTto ucnonb3yeMblx OyHKLMIA NMPUBOAMT K BO3pacTaHuto paboudeit Harpyku
OMEPATOPOB, uto MoxeT yBenuunTs BeposaTHocTb OLLUMBOK SKCTUTYATALIMU u ckasaTbea Ha dyHKUNAX, cBA3AHHBIX
¢ BE3OMACHOCTLIO. Hannuune pspa Hebonblunx aedektoB B npoektax MHTEPO®ENCOB ONEPATOP — WU3AEJIUE
MOXET NpuBecTH K pocTy BepoaTHocTn OLLUMBEOK SKCIITYATALIUMU n nx nocnepcteuii, ocobeHHO Koraa 3To OTHOCUTCS K
4acTo UCMofnb3yeMbiM DYHKLMUAM. B KadecTBe NpMMepoB Takux fedeKkToB MOXHO NPUBECTN HeaaeKBaTHYO MapKUPOBKY
Ha ynakoBKe, HEAOCTaTOMHYIO NpopaboTKy CBA3el MeXAY afieMeHTaMn YyNpaBrieHNs U MOHUTOPOM, TpyAHble ANA CYUTbI-
BaHWSA MHAMKATOPLI, COEAUHUTENN, He obecneynBatoLLMe NpaBubHOTO COMNEHEHNs, HeafekBaTHbIE METOAbL! yNpaBneHus
nporpaMmHbIM obecnedeHnem v T.4. 3TU fedekTbl MOryT, Kak MUHUMYM, YBENUYUTL BpeMs, Heobxogumoe Ana obydeHus
akcnnyaTauun U3OEJTUA, n BpeMs BINONHEHUS YacTo NOBTOPSAIOLMXCS 3afay BeregcTBue obLero pocta yMCTBEHHOW U
husnyeckoit Harpysku. B xyaLuem crnyydae st gedekTsl MoryT npusectn K OLUMBKAM SKCINYATALUWW, Tak kak OMNEPA-
TOPbI gormkHbl 6yayT yaensaTs Gonblue BHUIMaHWA MEXaHU4YECKUM acnekTam paboTbl, oTBIeKasichk OT 6onee BaXHbIX MO-
MEHTOB, HenocpeAcTBeHHO cBA3aHHbIX ¢ BEBOMACHOCTBIO MAUMEHTA. C yBenudeHuem pabodeit Harpyaku obbl4HO
BO3pacTaeT BepOATHOCTL OLWMBOK Nobbix BUAOB. 3aTpavnBaeTcs MEHbLLE BPEMEHU Ha NpoBepKy paboTkl, paccMOTpeHe
BCEX U3MEeHEeHUI, Bo3pacTaeT BEPOSTHOCTb AONYLIEHUA HETOYHOCTEW U NPOMaxoB 13-3a creLlkn. Takum ob6pasom, umeeT
CMbICN NpoaHanIu3upoBaTk Bce yHKLUN, ocoBeHHO Haubonee YacTo BCTPeYatoWmMecs, U OnpeaenuTb, CTaHOBUTCA N
yrposoit gnst BEBOMACHOCTMU HakonneHue fedektos MPOEKTUPOBAHUSA SKCMNYATALMOHHOM MPUrOOHOCTW.

AAA.2.207 OBOCHOBAHHO NMPOrHO31MPYEMOE HENPABUIIbHOE NPUMEHEHUE

YacTo cylecTByeT ToHKas rpaHb Mexay HEHOPMAJIBHOW SKCMNMYATALUMEA M OBOCHOBAHHO MPOMHO-
3UPYEMbIM HEMPABUIBHBIM MPUMEHEHMEM. To, 4To cHavana BeIMMSAWUT Kak cnyyaii HEHOPMAIBHOWM 3KC-
MIYATALUUN, moxeT okaszatbes OBOCHOBAHHO MPOMHO3MPYEMbIM HEMPABUITbHBIM NMPUMEHEHWEM nosgHee
— nocrne uccrnefoBaHus u boree TLWATENbLHOrO aHanusa akcneprtamu, obyydeHHsiMu NMPOLIECCY MPOEKTUPOBAHNA
BKCMNYATALIMOHHOW MPUMCOHOCTU 1 BoOpYXeHHBIMU 3HaHWAMM 06 olumbBkax Yenoseka. MPOLIECC MEHE[-
KMEHTA PUCKA UBOENNA yctaHasnusaeT, uTo siensetrcs OBOCHOBAHHO MPOMHO3NPYEMbBIM HEMPABUNBHbLIM
MPUMEHEHWEM, a yto — HEHOPMAINBEHOW 3KCMNYATALMEN B cniyuae ¢ koHkpeTHsIM MBOENMEM, u fokyMeH-
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TupyeT Mepbl no YINPABIEHUIO PUCKOM, koTopble A0MKHLI 6biTh NpeanpuHATH ANA yMeHbwerns OBOCHOBAHHO
MPOrHO3NPYEMOIO HEMNPABUITBHOIO NMPUMEHEHWUA.

MaroToBuUTENb JOMKEH NpaBUnbHO BbIGUpaTh cooTBeTcTBYIOLMEe Mepbl no YIMPABNEHNIO PUCKOM, ytobbl u3-
6exarb Heobs3aTeNbHbLIX OrpaHMYeHNii MeaULMHCKON NpakTUKW. He pekomeHayeTca NPOW3BONBHO 3anpeluaTt HeoroBo-
peHHbIiA, HO He npeacTaenstowuini ONMACHOCTW cnydaih npuMeHeHus, HanpuMmep He gonyckaTb NnpuMeHeHna USOENNA
ana cosokynHocTu NALIMEHTOB un3-3a oTcyTCTBUA AaHHBIX O €ro 3pPEeKTUBHOCTU. B 3TOM cnyyae nydwe Ucnonb3osaTb
Mepbl 3awuTel B camom U3AENNW, HanpuMep, o6ecneunTb NosiBrieHne npegynpexaeHns unu KOHTEKCTHOMO OKHa Ha Auc-
nnee.

MPOLIECC NMPOEKTUPOBAHUA GKCI'IJ'IYATALIVIOHHOVI MPUFOOHOCTW nomoraeT onpeaenuTb, Kakue peu-
CTBUS SABNAIOTCA «ferkonpeackasyemsiMuy.

AAA.2.211 SKCINYATALUMOHHAA NPUTOAHOCTb

Bpewms, 3aTpadeHHoe Ha o3HakoMnenue ¢ USOEJIMEM u ero dyHKLUMOHMpOBaHUeM, Ha3BaHO «0by4qaemocTbion ([1],
Tabnuua B.2). Ya0o6cTBO aKcnnyaTaLuun U NoNOXUTENbHOE OTHOLLEeHUe K akennyaTauyun N3OENNA HassaHbl «yAOBNETBO-
peHHocTbio» ([1], onpefenexue 3.4).

MpumMedyaHwune— JlerkocTb 3anommuHaHuA nogpobHocTeit akcnnyatayuu U3OENNA MoxHO onpegenuTb Kak
«3anoMuMHaeMocTb» [6].

OKCIMNMYATAUNOHHAA NMPUTOAHOCTb — 3to Mepa PE3YIBLTATUBHOCTH, 3OPEKTUBHOCTU un yaosneTso-
peHHOCTH, ¢ KoTopol KoHKpeTHble ONMEPATOPBLI gocTuraloT KOHKpETHBIX Lienei B KOHKPETHOW NPON3BOACTBEHHON cpeae.
MHorue 13 atux paktopoB B pa3nuyHoin cteneHn moryT BnusATb Ha BESOMNACHOCTb.

Uto6bl oLieHnTb cooTBeTcTBre SKCMNYATALMOHHOW MPUMOOHOCTM USAENUSA, Heobxoauma nHdopmMaLna o
cnepyrowmx dakropax:

- OMNEPATORPE;

- ero 3afave/uernsx;

- YCNOBUSX M YCTaHOBOYHBIX NapameTpax B3aumopencrsus ONEPATOPA ¢ USOENUEM.

DNaxe n3aMeHeHne OfHOrO N3 3TUX haKTOPOB MOXET MOBMeYb CyLLecTBeHHoe 3MeHeHne SKCMMTYATALIMOHHON
MPUTOOHOCTW.

TMpumep — SKIM-moHUMOpP ¢ NuMaHuUeM om cemu Ujlu akKyMyJissmopa, oniu4yHo pabomarowjull € omHocu-
MenLHO 3aUUUeHHEIX GONLHUYHBLIX YCII08USIX, MOXem UMemb cepLesHbie npobnembl ¢ IKCITYATALIMOHHOWN
TIPUTOAHOCTBIO, ecnu aKkcnnyamupoeamb €20 8 HOYHOe epeMst U 3a npedenamu 6onbHUUbI. [Mpu amom u3-
MeHsIomCcs ycnoeus 3Kciylyamayuu u ycmaHoeoyHble napamempsbl. Hoeble ycnoeusn pasmeujeHus e npoyecce
SKCITyamayuu enusiom Ha usmeHeHue cnedyiowjux ¢hakmopoe:

- Heobxodumocmu NodKIoYeHUsT NUMaHusi/npedeapumesibHOU NPoOeepPKU;

- OKpYXKaioujeeo oceeuweHus (HoYb, APKUU CONTHEYHbIU ceem), Hanuyue ompaxeHus;

- mpeboeaHull k yxo0y 3a usldenuem, e2o0 mpaHcnopmupoexe, Macce.

HekoTopsle MHTEP®ENCHI OMEPATOP — U3AESNMUE cnocobeTeyioT BosHMKHOBeHUI0 OLLMBOK OKCTITYATA-
LIMW, Tak Kak Ux aneMeHTbl BUsyanusauuu 1 ynpaBiieHUsa HeAOCTaToOMHO YAO6HbLI UM UHTYUTUBHO HEYAOOHbI.

AAA.2.213 AN NPOEKTUPOBAHUS SKCMNYATALUMOHHON NPUrOAHOCTH

®ANN MPOEKTUPOBAHUA 3KCMNYATALMOHHOM MPUMOOHOCTMU MoxeT 6biTb YacTbio GAMIMA MEHE[-
YXMEHTA PUCKA. ®ANN MPOEKTUPOBAHMA SKCTNYATALIMOHHOM NPUIOOHOCTU He 0653aTeNbHO XpaHUTb He-
3aBucumo ot PANNA MEHEPKMEHTA PUCKA. AN MPOEKTPOBAHMA SKCMNYATALIMOHHOM MPUMOOHOCTH
He AOMKEH cofiepxaTk BCe 3an1cy 1 apyrue LOoKYMEeHTH!, NosBUBLUMECA B pesyneTaTe geatensHocTu no MPOEKTUPOBA-
HUIO SKCMNNYATALIMOHHOW MPUMOOHOCTW. OfHako OH AOMKEH CoaepXKaThb, Kak MUHUMYM, CChINKU UNK yKasaTenu
Ha BCto HeoBXoANMYH AOKYMEHTALMIO.

AAA.3.1

HacToswuid JONONMHUTENbHEI CTaHAapT YCTaHaBnNuBaeT TpeboBaHUSA K KOHKpeTHbIM PUCKAM, cBsidaHHbIM ¢ OKC-
MNYATALMOHHOW MPUMOOHOCTHIO. Ecnn 3T Tpe6osaHua BeinonHeHsl, To OCTATOUHBLIE PUCKM, cBsisaHHbIe ©
SKCMNNYATALIMOHHOW MPUFOOHOCTBIO, cuuTaloT npueMneMsiM1 40 Tex Nop, Noka He NosSBATCH 06beKTUBHbIE [oKa-
3aTenecTBa o6paTHoro. 3To cnegyet U3 pasgena 3 obLero cTaHgapTa, onNpeaenstoLLero, YTo «CooTBeTCTBME TpeboBaHu-
AIM A@HHOrO NYHKTa CHUTAETCA YCTaHOBMEHHbBIM, €CMU BhINOMHAKTCA KPUTEPUN COOTBETCTBYIOLLMX NPOBEPOK U UCTILITAHWUIA
HacTosLLero cTaHfapTay.

KpuTepun npuemnemoctn PUCKA ycTaHaenueaoT B nnaHe BANMMOALUMKM SKCMNYATALIMOHHOW NMPUIrQAHO-
CTW, onpepenstolem kputepuu yenewwHoin BANMOALIMM SKCMNYATALMOHHOW NPUMOAHOCTU OCHOBHLIX PA-
BOUYMX OYHKLMN.

AAA.6.8.1 O6lume cBepgeHuUs

MONB3OBATENMKO n ONMEPATOPY BaXHO X0poLLo NoHUMaTbk, kak dyHkuuoHupyeT UBOENUE. YeTkoe npeacraB-
neHue 06 N3OEJINN nomoraeT obecneunTs 6onbLuyto BEBOMACHOCTbD, nockoneky ONMEPATOP nyulle NOHUMAaET CUnb-
Hble U cnabdble ctopoHbl UBOEJINA, uto nossonseT cokpatuTe OLUMBKU SKCMNYATAUMW, yMeHbLIUTL UX Bo3geldcTBUE
1 cnocobcTBOBaTE UX YCTPaHEHMUIO.
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AAA.6.8.201 OBYYEHWE n matepuansl gns OBYYEHUA

CoBpemeHHble UBOEJINA Hepeako SABMSAOTCH CMNOXHBIMW KOHCTPYKLMAMW U UMEHOT MHOXECTBO yHKLWA. [Ans
obecneyeHns nx GesonacHoi akcnnyarauum YacTo Heobxogumo cneunansHoe OBYYEHUE. Iio6sle OBYYAIOLLME ma-
Tepuansl, npegocTaensemble ¢ USAENNEM, gonxHbl yunTeiBaTe NMPOOUINE ONEPATOPA 1 UMETb COOTBETCTBYIOLLYIO
SKCIMNYATALUNOHHYIO MPUTOOHOCTD. K cpeactBam OBYYEHUA MoryT oTHOCUTBLCSA PYKOBOACTBA, KapTel, BUaeoma-
Tepuanbl, UHTEpPaKTUBHOE KOMMbIOTEPHOE 0ByYeHMe W Nekuun. 3T MaTepuansl MoryT BbITk o6ecnedeHsl N3roToBuTenem
WNKW TpeTben CTOPOHOM, YNONTHOMOYEHHOW U3rOTOBUTENEM.

AAA.46 OLLUMBKW SKCNNYATALMN u SKCNNYATALUMOHHAA NPUTOOHOCTb

HanmeHoBaHWe 3TOro nyHKTa MU3MEHeHO MO CPaBHEHMIO C OBLMM CTaHAapTOM, r4e OHO 6bino «OWwnbKU Yenoseka,
Ha «OLLUMBKK SKCTMITYATALNN n SKCITYATALMOHHAA MPUTOOHOCTby». HacToAWWiA LONONHUTENbHLIA cTaHAapT
BBOAMT KoHUenuuio OLLUMBOK SKCIMNYATALIMW. TepMmuH o6pasosaH Ha ocHoBe Bonee obLlero TepmuHa «olwnbka nonb-
30BaTensa» («ownbKa YernoBekay), NOCKONbKY He Bee olnBKM, cBA3aHHble ¢ akcnnyaTtauuneit USAETINA, senaoTea pesynb-
TaToOM HefocMOTpa Unu HebpexHocTn co ctopoHsl OMNMEPATOPA U3OEJIUA. MNopasgo 6onee obwuint Tepmud «OLLNB-
KN SKCMITYATALIMU» MoxeT GbITb HENOCPeLCTBEHHBIM pe3yrnsTaToM MIoXoro NpoeKTMpoBaHUS UHTepdenca Yenosek
— MalunHa. 370 BbIHyxAaeT ONEPATOPA coBepluaTk HenpaBurbHoe Unu HenpegHamepeHHoe feiictBue nNubo He co-
BepLUaTh Heobxogumoe feitcteune. KoHuenumio SKCTTYATALMOHHOWM MPUTOAHOCTM aobasmnu k faHHOMY NYHKTY,
noToMy YTo pasfen 46 paccmaTpusaeT TpebopaHus k NPOLIECCY MPOEKTUPOBAHMUA SKCMMYATALIMOHHOW NPU-
FOOHOCTW, npexae Yem obpatutbea K paccMmoTpeHuio PUCKA OLLIMBOK SKCTUTYATALIMA.

AAA.46.201 BE3OMACHOCTb NALUMEHTA, ONEPATOPA u apyrux nuuy,

Mo mepe ycnoxHenua WU3OENNSA ctaHoBsATes HeusbexHsiMn OLLUMBKU SKCIITYATALMN u cBsizaHHbIe C HUMK
WHUMAEHTL (cM. DDD.1.3). Bonbluas YacTb 4OCTYMHLIX B HAacTosALLee BpeMs Ha puiHke USAENUA aBnaoTcs UHTYUTUBHO
HeygoBHbIMU, CIOXHEIMU B 3KcrnyaTaummn n B 0bydeHun paboTte ¢ HUMK. o Mepe 3BOMOLUM 3 paBOOXPaHEeHNs IKCTIy-
aTaumeit M3OEMMIA cTann saHMMaTbes xXyxe oByyeHHsle OMEPATOPLI u MALIMEHTLIL. Panee OMNMEPATOP U3OENNA
4acTo BbIN TEXHNYECKM MOAFOTOBNEH U MOT CMIPABUTLCS ¢ HEOHO3HAYHEIM M TPYAHLIM B akcnnyatauun UHTEPOEUACOM
OMNEPATOP — UBOEJME, Heobxoaumelm Ans dyHkumoHupoeanua U3OEJNA. MNpoektuposaHue yaobHoro B aKkcnnya-
Tauun U3OEJTMA vacTo sBnseTcs TpyAHOW 3ajadeil ¢ HenpeackasyeMbiMU pesyrnstataMu, OfHaKko MHOMMe TpaKTyioT ee
TorbKo Kak BOMpoC 34paBoro cMeicna. Ansa npoekTuposatus MHTEPDENCA OTNEPATOP — U3MENME, nossonsiolLero
AocTUYL cooTBeTeTBytoWe SKCMITYTALMOHHOW NMPUMOOHOCTU, TpebyeTca coBceM apyrast ksanudukaLns, Yem
[LNS TEXHNYECKOTO BOMMOLLEHUsS STOro MHTepdeiica. PekoMeHayeTcs Bo masy yrna npoekta UHTEP®ENCA OMEPATOP
— M3AOEJIME nomewats OMNEPATOPA 1 npuBnekaTh K NPOEKTUPOBaHWUIO MHOMOOTPAaCceBYIo KOMaHay cneumannucTos. 3Ta
KomaHaa MoxeT coctodATb M3 ONEPATOPOB, nHXeHepoB, cneynanucToB No Nonb3oBaTenbckUM MHTepdeincam, Ncuxo-
noroB B 06MacTW NO3HaHWsA, NPOrpPaMMUCTOB LIMPOKOTo Npoduns, npoekTuposLymkos AKCMNYATALIMOHHOM NPUIFOA-
HOCTUW n cneynanucTos B o6nactu MapkeTuHra u obyyenus (cm. DDD.1.1).

AAA.46.202.2.1 NogpobHoe onucaHue npumeHenua U3OENUA

MoapobHoe onucaHune npumeHeHns U3JENUA BrkntodaeT B ceba BaxHellLne CBOWCTBA, CyLLECTBEHHbIE AN (YHK-
yuoHnposaHus M3OENA n ero SKCMITYATALIMOHHOW NPUrOAHOCTW. MoppobHoe onucanue npuMeHenns U3[E-
JINS sBnseTcst ocHoBolt Ans paspabotku CMELIMOUKALIMN SKCANYATALIMOHHOW MPUMOOHOCTU. OueHb BaxHO
cnpoektupoate N3OEJIME, apantupoBaHHoe K npeanonaraemomy OIMEPATOPY (OMNMEPATOPAM). lMpu pa3spabotke
MPO®GUNA (MPOGUITEN) ONMEPATOPA pekoMeHAyeTcs yuuTbIBaTb Takue chakTopel, kak BO3pacT, Mof, HaLMOHANbHOCTb,
obpa3oBaTenbHbIiA ypoBeHb U pof 3aHATUIA. HeobxoaMMo Takxke NPUHUMATL B pacyeT Hanuuume y npegnonaraemoro OlNE-
PATOPA kakux-nu6o dpusmyeckux HegoctartkoB. Hanpumep, ecnu USOENME moxeT akcnnyatupoBaTbca 60nbHBIMU Ana-
6eTOM, peKOMEeHAYETCS YUMTLIBaTb, YTO OHU YacTo UMEIOT cnaboe 3peHue U He[OCTaTOYHYIO Ocsi3aTerbHYH CNOCOBHOCTD.

Mpumep NPODUNA ONMEPATOPA onucaH B 1.1.2.4, npunoxexue EEE.

AAA.46.202.2.3 AHATIU3 PUCKA

TpeboBaHUA K BBIMONHEHUIO 33241

Tpe6oBaHus K BLINOMHEHUIO 3aZ1a4yK, BhiTeKalowme U3 aHanusa sagadn (cm. DDD.5.13), o6bluHO onpefensitoT Kak
BXofiHbIe faHHble CMELIMOUKALIMN SKCTINYATALIMOHHOM NPUFOOHOCTMU (cm. 1.3.4 npunoxenus EEE). Mpumepa-
MU Takux TpeboBaHwit ABnstoTCS:

- NerkoCTb OYUCTKU BHELLHEN NOBEPXHOCTH;

- pasnUYUMOCTb MapKUpPOBKU AN YTEHUS B YCNOBUAX NNOXON BUAUMOCTH,

- BO3MOXHOCTL nepeHoca U3OEJINA ogHolt pykon.

Ycnosusa akcrnyarayuu

YcnoBuAa aKcnnyataumMu MOryT okasblBaTb cyllecTBeHHoe BosfeiictBue Ha JKCIUTYATALUMOHHYIO MPUIOO-
HOCTb U3AENUA. Mo coobpaxennam BE3ONMACHOCTU ycnosua akcnnyatauum AormkHbl 6biTb N3y4eHbl U paccMoTpe-
Hbl usrotosutenem. Ecnu N3AENUE akcnnyaTUpyroT Kak 4acTb MEAULIMHCKON 3NEKTPUYECKOIR CUCTEMBI, YCNOBUS 3KCNNY-
aTauum AOMKHLI NPUHUMATL BO BHUMaHWe CBOWCTBA APYrUX 3NEMEHTOB CUCTEMBI.

Huxe npuseaeHbl NpUMepbl pasfuyHbIX (akTopos, KOTOpble HEOBXOAUMO YYUTLIBATL NPU aHanu3e YCrnoBuid 3Kc-
nnyarauu.

[MpocTpaHcTBEHHbIE haKTOpbI:

- apXUTeKTypa: MHTepbepbl 3aHWUiA, ropofckas apXUTeKTypa, TUNbl 34aHunii (Hanpumep, GonbHUUa, TeaTp, KUHOTe-
aTp, Xurnow Aom),
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- BC, YTO HaxOAUTCSH BHE NOMELLEHWIA;

- TEXHUYECKME KOHCTPYKUUM (CaMoreT, kopabnb, MallnHa CKOpoi NoMoLLu, aBToMo6Unb);

- POBHbIW NOJ M NOJ C HAKMOHOM,;

- MeCTO oKa3aHWus NepPBON NOMOLLN.

CoumanbHble dakTopb!:

- opraHusaums;

- NnocMeHHas paboTa (TpeboBaHne nonydeHUs/oTNpaBNeHNs BXOAHLIX/BbIXOAHBIX AaHHbIX U3OENNA);

- Hanu4ue ocTaBneHHbIX 6e3 NpUcMoTpa AeTei, HeoBy4eHHBIX U/UnK NGONLITHLIX B3POCAbIX;

- OTBETCTBEHHOCTb (pasgeneHHas ¢ kem-nnbo, nuuHas).

TexHudeckue akTophbl:

- Apyrue TeXHUYECKNe CpeacTaa, HeobxoanMble ANS SKCNnNyaTauuy;

- Apyrue TexHU4eckue cpegctesa, HeobxoauMble AN yXoaa 3a usgenuem,;

- Apyrue TexHu4eckune cpeacTea, Ha KoTopble ByAeT BNMATL akennyaTauua gaHHoro U3AENUSA,

- BosgeiicTeBue apyrux usaenuin Ha aaHHoe N3OENUE.

MurueHudeckne dakropsbi:

- TpeboBaHWS K YNCTOTE, YCNOBUSAM CTEPUIIBHOCTH,

- cpeacTBa ANSA NogAepXaHUA YUCTOTHI

- cpeAcTBa ANA yAaneHns oTXof0B.

Dduanyeckue akTopsl:

- KNUMaT: BbICOTa, faBeHne OKpyXatoLLeil cpefbl, TeMnepatypa, AoXAb, CHEr, BETep, OCBELUeHUe,

- yCKOpeHUe, ABUXEHWE paccMarpmBaeMoro obbekTta (aBTomobuns, kopabna n T.4.);

- BpeMA AHS,

- OCBELLEHHOCTb.

dakTopbl 4eATENbHOCTU:

- OTBSIEYEHWUE BHUMAHUS,

- Apyrve 3agaqu, kotTopble MOryT BMUSTb Ha paboty U3AENNA;

- yavBreHue/adpekT HeoXuaaHHoCTH;

- HanpseHue u cTpecc;

- BO3JelicTBME Ha NPOU3BOACTBEHHYIO Cpeay;

- ecnu paccmatpusaemoe U3OEJTME naMeHAET NpousBoACTBEHHYIO cpefy (Hanpumep, obliee ocBeLleHUe Mnpu
NpoBefEeHNN MUHUMaNbHO UHBA3MBHONR XMPYPrum), K KOTOPOW yXe aganTUpoBaHbl Apyrue U3Aenus, 3TO MOXET YXYALUUTL
SKCMNYATALMOHHYIO MPUTOAHOCTb fpyrux usgenuii, Hanpumep usobpaxeHue Ha gucnnee.

AAA 46.202.3 CMELMDUKALINS SKCMNTYATALIMOHHOW NPUMOOHOCTH

CLIEEHAPUW UCMONB30OBAHUSA, onucaHHele B CIELIMOUKALIMMA QKCIINYATALIMOHHON MPUMOOHOCTMN,
BOCMPOU3BOAAT Te pearnbHble 3afauu, koTopble ONEPATOPL! n MNONB3OBATENN pomkHbLI TEOpETUYECKU BbINOMHUTL
¢ nomouybro UOENNA. OHu BrntovatoT B ceBs KOHeYHbIi pesynsTaT 3agayqu, KOTOpYHo CTPEMSATCS pellnTb, NPUHUHY ee
BbINONHEHUs, dyHKUUoHansHoe coctosiHne N3OENNA B Havane BLINONHEHUA 3afa4u, a Talkke coobLeHna Ha gucnnee
W pacne4aTku, koTopble gormkeH nonyunts OMNEPATOP B npouecce BbinonHeHnus 3agayn. B CLIEHAPUN UCMNONB30O-
BAHWSA xenaTensHo BKIOYaTh Kak obLLUe PyTUHHbLIE 3af4a4u, Tak U PefKo BLINOMHAEMbIE 3aga4u, KOTopble MOryT GbiTh
peanu3oBaHbl B CUTyaLMU OKa3aH1s CKOpOoi MOMOLL.

AAA 46.202.4 BEPUOUKALIMSA SKCTINTYATALIMOHHOW MPUIrOOHOCTU

Llensio BEPUOUKALIMM SKCIITYATALIMOHHOW NMPUMOOHOCTW siBnseTca noaTBepXaeHNe cooTBeTCTBIA W3-
JENMA CRELMOUKALIMA SKCTINYATALUMOHHOW NMPUMOOHOCTW. YuuTeiBas ntepaTusHyto npupogy MPOLIECCA
MPOEKTUPOBAHUSA 3KCMNYATALIMOHHOW MPUrOOHOCTH, BEPUDUKALIMA SKCMIYATALMOHHOW NPUroa-
HOCTW MOXET CryXuTb:

- 4ns pyKkoBoAcTBa pa3paboTkoii Takux Yacteit UISAEINNA, kak SKCMNTYATALIMOHHBIE OJOKYMEHTbLI 1 OBYYEHWE;

- ONS ydacTUs Npy HeoBXoAMMOCTH B perynuposke MHTEPDEMCA ONEPATOP — M3JENME.

BEPU®UKALIMA SKCMITYATALIMOHHOM MPUrOAHOCTU ocylyecTeRseTcs NocpeacTBoM HabrofeHus u cbopa
faHHbIX ¥ npegnonaraemeix ONEPATOPOB npu vx Bzaumogenctsum nubo ¢ USAEJTMEM, nubo ¢ MakeToM (04eHb Tou-
HelM) UBOENNA B npefyCMOTPEHHOR M MojenupoBaHHOW NPOU3BOLCTBEHHON cpee.

B npouecce BEPUOUKALIMM SKCTITYATALIMOHHOW MPUIOOHOCTM nposoasT ucnbiTaHs MHTEPOEMCA
OMEPATOP — WU3JEJME, B To Bpems kak B npouecce BANMOALIMMA SKCMNYATALIMOHHOM MPUrOOHOCTU nog-
TBepxaatoT coorsetcTBMe U3OEITUA TpeboBaHnsAM B KOHKPETHOM crydae NpuMeHeHUs unu cooteetcTeue MPELYCMO-
TPEHHOMY MPUMEHEHUIO/MPEOYCMOTPEHHOMY HA3HAYEHUIO (cM. Tarke AAA.46.202.6 1 DDD.4.7.2).

AAA 46.202.6 BANTMOALIMSA SKCTINYATALMOHHOW NPUrOOHOCTU

KoHeuHbIM aTariom MPOLIECCA MPOEKTUPOBAHUSA SKCMYATALIMOHHOW MPUIQOHOCTU sensetcs BA-
NUOALMA SKCTMNYATALIMOHHOWM MPUMOAHOCTW. BANUOALMSA SKCINYATALIMOHHOM MPUrOOHOCTU npeg-
HasHadyeHa NS NOATBEPXAEHUS KadecTBa NonydeHHon npoaykumn. BAMMOALMS saxHa pns MHTEP®EMCA OMEPA-
TOP — UBOENWUE, Tak Kak BO3MOXHO NOsSBMNeHne HeoxXUaaHHbIX B3aumogeictenii mexay U3OETMEM n ONEPATOPOM,
KoTopble MOryT ObITb BbISIBMEHbI ToNbKO B npolecce BANTMOALINA.
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MpunoxeHne BBB
(cnpaBo4HOE)

Knaccudmnkauuna agevictenii ONEPATOPA

Mpomaxu un ynylweHna — 370 BUAblI OWNOOK, ABNAOLWMXCA CNefCTBMEM OTAE/IbHOIo C605 B NOC/AeA0BaATE/IbHOCTHU
AelicTBWiA Ha aTanax BbINO/IHEHUSA WU XpaHEHUS He3aBWCMMO OT COOTBETCTBUSA M1aHa ynpaBieHus felicTBuaMu AOCTUr-
HyTOW uenu. Ecnn npoMaxy MoTeHuuanbHO paccMaTpuBalT Kak KOHKpEeTHble He3anjaHupoBaHHble AeicTBusa (Mpomaxu
A3blka, NPOMaxXU pyyky B Mpouecce NucbMa, Npomaxu AeicTBuS), TO TEPMUH «YMyLEeHNA» 06bIYHO MCNOMAb3YIOT AN OLWKn-
60K MeHee ABHbIX BUAOB, B OCHOBHOM BK/OYalLWMX B cebs npoBasibl B NamAT, KOTOPble He 065A3aTeflbHO MPOABATCA
BO BHELLUHEM MOBefEeHUN U MOryT 6biTb OYEBUAHbI TO/ILKO TOMY, C KEM OHU MPOUCXOAAT.

OWwnbKN MOXHO onpefenuTb Kak aeddekTbl uam cbom B npouecce paccyxgeHus n/vnu 3aknoyeHmsa o6 06bEKTUBHOM
BbINO/IHEHMN B COOTBETCTBMM C M/IAHOM AEeWCTBUIA, NPeAnpuHATLIX N0 CXeMe MPUHATUA pelueHunsa (agantupoBaHo u3 [7]).

B HacTosllem cTaHgapTe He cAenaHo pasnnumsa mexay npomaxamu, c6osamu, owmnbkamm 1 OBOCHOBAHHO MPO-
THO3VMPYEMbIM HEMPABW/IbHbIM MPUMEHEHWEM, nockosibKy BCe OHM paccmoTpeHbl kak Buabl OWLMNBOK 3KC-
MAYATAUMW. B MPOLIECCE MPOEKTUPOBAHUA 3KCMIYATALVOHHOW MPUTOAHOCTU MOXEeT BO3SHUKHYTL He-
06xo4MmMocTb B gudpcpepeHumnaunm 3TUX KaTeropuii Ans onpefesieHnss OCHOBHOM MPUYMHbI BO3HWKHOBEHUS KOHKPETHOW
OWWBKN 3SKCNNYATALUWW c uenbio okasaTb MOMOLLb B YCTAHOBMEHWW TeX BWUAOB OLIMGOK, KOTOPble MOXHO CBECTM K

MWUHUMYMY MOCPefCTBOM MPOEKTUpoBaHuUA. B HacTosweM cTaHfapTe NMpuMMeHeHa Knaccudukauus, npefcrasB/ieHHas Ha
pucyHke BBB.1.

Ownbkn
aKcnyaTauum.

> CM. npunoxexve
Ccc

BHe o6nactu
pacrnpocTpaHeHus
HacTosLLero
cTaHgapTa

PucyHok BBB.1 — Knaccudmkaumus gericteuii ONEPATOPA

MpumeuvaHnune — B npunoxeHun CCC gaHbl nepeyHn BO3MOXHbIX OWWNBOK IKCNNYATAUUN n HEHOP-
MAJIbHOW SKCMNYATALIW unn ux npuymnH.
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MpunoxeHune CCC
(cnpaBouHoe)

Mpumepsl OLUMBOK 3KCMITYATALIMW, HEHOPMATIbHOW SKCNAYATALUU
M oW KUGOK NPOEKTUPOBAHUS, KOTOpPbIe MOryT npuBecTtu K OLUMBKAM SKCMNYATALIMA

CCC.1 BBegeHue

MpuBeaeHHbIe B npunoxeHiu npumepsl OLLIMBOK SKCTYATALIMW u HEHOPMATBHOW 3KCMYATALIMM oc-
HoBaHbl Ha coobLleHnsX 06 UHUMAEHTaX, coBpaHHbIX OTAENBHLIMU PErynupyolmMmin opraHamu [8]. 3T npumepskl npea-
CTaBMAT cobol KpaTkne onncaHus pearnbHbIX COBLITUA; OHW BUAOWIMEHEHLI C LIEMbIo NOgYEPKHYTL pasnmuua Mexay
HEHOPMANBHOW 3KCMNYATALIMEM 1 OLUMBKAMM SKCTNYATALIMWU. HexenaTenbHble coBbITUA Bbinn Knaccudm-
LupoBaHbl nocre oleHkn npoekta n SKCMNYATALUMOHHBIX JOKYMEHTOB paccMmaTpuBaeMbix MeULMHCKUX U3 ENNA.

O6LenpuaHaHo, uto pasgenerne OLLUMBOK SKCMNYATALMW u HEHOPMATBHOW 3KCMNYATALIMA He Beerna
SBIIAETCSA N1ErKoi 3afadei; YacTo Heobxo4 UMb TLLATENBHOE UCCefoBaHne, aHannua u JoKyMeHTUpoBaHue. TujarenbHoe
nccnegosaHue, B Kadyectse crnocoboB knaccudukayum cobelTuii, MOXeT BKtouaTh B cebsi aHanus TeHLEeHLUUN Y OCHOBHOM
MPUYUHBI.

MepeyeHb owmbok npoekTupoBaHus B3sAT U3 D.7 ISO 14971.

CCC.2 OLLUMBKN SKCNIYATALNN

- OMEPATOP nyTaeT ABe KHOMKM W HaXKMMaEeT OLUMBOYHYIO KHOMKY.

- OMNEPATOP HenpaBuWnbHO UCTONKOBLIBAET rpadhnyeckuii CUMBON U BbIOUpPaET OLLMBOYHYIO OYHKLULO.

- OMNEPATORP ocyLyecTBnsieT AEACTBUA B HENPaBWUITbHOW NOCNEA0BATENBHOCTU U HE MOXKET MHULIMMPOBATL BHYTPU-
BEHHOE BMuBaHue.

- OMNEPATOP He MOXeT oOHapy>XWTb OMacHoe YBENUYEHWEe YacToThl Mynbca M3-3a OLIMGOYHO YCTaHOBMEHHOro
cnuwkom Beicokoro NMPEAEJIA CPABATBIBAHNA CUTHATIA TPEBOIU, n OINMEPATOP uanuwHe nonaraetcs Ha CUCTE-
MY TPEBOXXHOW CUMHATUSALIMN.

- OMNEPATOP nomaeT coefuHUTeNb KaTeTepa Npu 3aTaruBaHun unu ocrnabneHnm coeagnHuTens.

- LieHTpoGexHeblit Hacoc oYuLLatoT crnMpTOM. Hacoc U3roToBfeH U3 MaTepuana, HeCOBMECTUMOrO CO CNUPTOM. EcTb
OCHOBaHWA Npeanofararb, YTo CINPT MOr BBITb MCNOMNb30BaH AN O4UCTKU Hacoca, Tak Kak ero nerko goctare B 6onbHuye.

- MNuneTky HenpefHaMepPeHHO UCMONL3YIOT CBEPX MPaHuL, KarMGPOBOYHOrO gUanasoHa.

- AHanusartop pasmeLlatoT Ha NPSIMOM COJTHEYHOM CBETE, YTO CTAHOBUTCA NPUYUHON NPEBLILLIEHUS YCTAaHOBIEHHOW
TeMmnepaTypbl peakumu.

- TeXHWK BHOCWUT CTanbHOWM KUCNOPOAHLIA pe3epByap B 30HY AeUCTBMA MarHUTHoro nons AAMP-cuctemebl n Habopa
NpUHaAnexHocTel, u pesepByap ObICTPO NonagaeTr B MarHUTHOE none.

- Y OMNEPATOPA orpaHu4eH0o BpeMsi, U OH UCMOSNb3YET YKOPOYEHHLIN BapnaHT paboThbl, cokpallasi MHCTPYKLUK,
npoLeaypbl, NpeABapUTENbHbI NPOBEPOYHBIA CMIMCOK U T.4.

CCC.3 HEHOPMAIIbHAA SKCIMITYATALUUA

Cnepytowe npumepbl KpaTKo ONWUCHLIBAIOT COOBITMS,, MPOMCXOASLLME HECMOTPSI HA HanMyMe COOTBETCTBYHOLLIMX
SKCMIYATALIMOHHbLIX AOKYMEHTOB, Hapnexalyero npoekta u Heobxogumoro OBYYEHUSA, KoTophie BbIXOAAT 3a
npeaensl Nobbix gonyctumelx cpeacts YMNPABIIEHUA PUCKOM, npefycMOTPEHHBIX U3rOTOBUTENEM.

- NpepHaMepeHHoe HapylweHWe MHCTPYKUUIA, NpoLeayp, CNMcKka NpoBepoK, NPeALLIecTBYIOWMX JKCnyaTaLuu, Ka-
nubpoBkKu, yxofa U T.4., ycTaHoBneHHbIX B SKCMNITYATALIMOHHbBIX AOKYMEHTAX.

- MNpopomnxeHne akcnnyatauun peHTreHoBCKOW TpybkuU nocne npepynpexpaeHus o ee neperpese. Kak cneactsue
peHTreHoBcknit AMMAPAT npekpalyaet pabotaTe Unu TOMaeTCs, U 3TO 3afiepXKUBAET TepaneBTUYECKYIO NMpoLeaypy unu
NpenATCTBYET €€ 3aBepLUEHUIO.

- Okennyatauva U3OEJINA ao 3aBeplIeHNS ero yCTaHOBKU UMK 10 BLINOMHEHUs NpefiBapuTerbHbIX NMPOBEPOK ero
hyHKUUOHUpoBaHUA B cootBeTcTBUK ¢ SKCIMNTYATAUMOHHLIMW AOKYMEHTAMW.

- HeBbINonHeHne pekomeHgoBaHHbIX Nposepok N3AENNA nepen kaxabiM ero ucrnonb3oBaHUeM B COOTBETCTBUU C
SKCNNYATAUMOHHBIMW OOKYMEHTAMMW.

- OnuTtenbHas akcnnyatauua U3OENUA cBepx ycTaHOBNEHHOro 3KCiyaTaLuMoHHOIo UHTepBana, NnpeanucaHHoro
SKCMNYATALUMOHHBIMU AOKYMEHTAMMU kak pesynsraT HesbinonHeHus MOJIb3OBATEJIEM mep no yxoay.

- HeBbinonHexune crepunusayun U3OESTINA nepea uMnnaHTauuein BONpekU MHCTPYKLUSIM MO SKCAnyaTauun.

- NpuMeHeHne anekTpoxupypruydeckoro uagenus npu Hanudumn y NALIMEHTA kapavoctumynsitopa 6e3 Hagnexa-
LMX NPEAOCTOPOXHOCTEN U BOMPEKN COOTBETCTBYIOWUM NPeAyNpeXAeHUsIM B MHCTPYKUMSX MO JKCnnyaTauuu, Npuso-
Aslllee K HeobXOAUMOCTU MepenporpaMMUpPOBaHUA KapANOCTUMYNATOpPa WIMN U3bATUIO usgenus. MporpaMmupytolee
YCTPOMCTBO KapfAUOCTUMYMsiTOpa OTCYTCTBYET.

- Hanecenue Bpepa MNALIMEHTY, Tak kak MOJIb3OBATE/b He o6ecnednn cooTBeTcTBYIOWEro 06y4eHna OMNMEPA-
TOPA. U3[EJTUE paboTaeT B COOTBETCTBUM C TEXHUYECKUMU TpeboBaHUAMN.

- MNepdopaLus cepaLa HeMno[roToBIEHHBEIM BPa4oM NPU YCTAHOBKE OTBEAEHUSA KapAUOCTUMYNATOPA.
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- MapkupoBKa LEeHTpoBeXHOro Hacoca YeTKO YKa3blBaeT, YTO OH NpeAHa3HaveH A UCNonb3oBaHua Npu onepaumsax
Mo LYHTMPOBAHUIO MPOACIIKUTENBbHOCTLIO MeHee 6 4. He Hailas apyroro Hacoca, Bpay peLlaeT UCMofb30BaTb MMEOLWUii-
€A Hacoc ANs NPoBEAEHUs B NejuaTpuun nNpoLeayp aKcTpakopnopanbHoii MeMbpaHHoi okcureHaumu (M3MO), koTopble
MOFYT ANWUTLCA HEecKonbko AHel. Hacoc oTkasbiBaeT BCrefcTBUe ycTanocTHol nonoMku, U y NMALIMEHTA oTkpbiBaeTea
KpoBOTeYeHWe, NpUBOASLLEE K CMEPTH.

- LieHTpo6exHEbIi Hacoc N3roTOBIEH U3 MaTepuana, U3BECTHOro HECOBMECTUMOCTLIo co cnuptoM. OMNMEPATOP ouun-
LaeT Hacoc cnmpToMm Bonpekn npeaynpexaerdnsam B SKCIMITYATALIMOHHBIX JOKYMEHTAX un yeTkoMy npeaynpexae-
HWIO Ha cCaMOM Hacoce 0 HeOMYCTUMOCTU UCTONb30BaHWUA cnupTa.

- MONBL3OBATEJb unn OMNMEPATOP yganstor 6nokvpoBky 6e30nacHoCTU MeAULMHCKOro nasepa, HeCMOTPA Ha Ha-
nnYme YeTKMX NpeaynpexaeHuii.

- HecmoTps Ha Hanuuune YeTkux npefynpexaeHunii, punsrp cTaHOBUTCA NMPUYUHONA 3arps3HEeHns MakpodacTuuaMu
1 nocneaytolero otkasa M3OENNA no npudnHe yaaneHua 3arpasHeHHOro gunsrpa U npegHaMepeHHon HeycTaHoBKU
HOBOro cunerpa.

- MpuMeHeHne aBTOMaTU3NPOBaHHOIO aHanusaTopa, HECMOTPSA Ha Hanu4ue NnpeaynpexaeHus Ha skpaHe o Heobxo-
LVMMOCTUN BepuuKaLmmn KannbpoBKu.

- MomeleHune NMALIMEHTA ¢ kapanocTumynsatopom B AMP-cucTeMy, HECMOTpS Ha 0CBE/JOMIIEHHOCTL Bpaya o nNpo-
TuBOMOKasaHWW npuMeHeHus AMP.

- OMEPATOP otkntodaeT CUCTEMY TPEBOXHOW CUMHATUBALIMM 1 fonxHbIM 06pasoM He KOHTPOSTUPYET co-
ctosiHne MALIMEHTA, 4To He No3BOMSET BLIABUTE €ro YXYALUEHME.

- CUCTEMY TPEBOXXHOW CUMHANU3ALIMU annapaTa UCKYCCTBEHHOW BEHTUMSLMN NIETKUX HAMEPEHHO OTKIHo-
YaloT, YTO He MO3BONAET ONpefennuTL COCTOAHUE pUcka.

- PoactBeHHuKk MALUMEHTA HaMepeHHO U3MEHSET pexuM paboTel MHY3MOHHOrO Hacoca ANs CMepTeNnbHOW nepe-
gosuposku seogumoro NMNALUMEHTY npenapara.

- COTpyAHUK MO OKasaHWo NOMOLLU Ha ,0MY UCMOMb3YET orpaxaeHus KpoaTu U MaTpau, Ana yaywenus NALUEHTA.

CCC.4 OwMNOKKN NpoeKTMpoBaHUA

B KoHTeKcTe HacTosLLero ctaHgapTa pacrnofo)XeHne — 370 cnocob CBA3M ANEMEHTOB ynpasneHus uiunu otobpa-
XKaemoi nHdopmaLmmn Apyr ¢ ApYroM, a Takke ¢ pyHKUusamMu u coctoaHnamm U3OESNNSA. B HekoTopbix criydasix pacnono-
XeHUe MOXeT ObiTb MO3ULMOHHBLIM, HAaNPUMep rPYMNNMPOBKa B OAHOM MECTE 3MIEMEHTOB YNpaBneHUs U oTobpaxeHus,
OTHOCALLMXCH K OfHOIN 1 TON Xe pyHKUMKU. B Apyrux cnyyasx pacnonoxeHne MoOXeT 6biTb CBA3aHO C HanpaBrieHUneM unu
nocnefoBaTenbHOCTLIO YNPaBnaLWmMX onepaumii NM6o MMETb CeMaHTUYECKYHO/CUMBONNYECKYIO CBS3b MEXY areMen-
TaMu ynpaBneHus/oTobpaxeHns U COOTBETCTBYIOWMUMU dYHKUMSAMU. HekoTopble cnocobbl pacnonoXeHUsa UHTYUTUBHO
YA@4HbI, TaK KaKk ocHOoBaHbl Ha 0606LWeHHOM onbiTe (HanpuMep, ABUXEHWE pblyara BBEPX AN1S YBEIMHEHUSA KONUYECTBA).
[Opyrue ocHoBaHbl Ha ycTaHOBMBLUMXCA 06blMasx (Hanpumep, CpeAcTBa ynpaBreHWs pacxofoM rasa Ans yMeHblUeHUS
pacxofa nosopa4usaloT No 4acoBOiA CTperkKe).

Heyaa4Hoe pacnonoxeHue — 31o no6oe pacrnonoxeHue, KOTopoe ABMSETCA UHTYUTUBHO HeyAaYHbIM W/unu npea-
cTaBnset coboi TpyaHOCTU ANS 3anoMuHaHWsA. HanpuMep, npou3BofbHas NocriefoBaTenbHOCTb HaXaTUA KHOMOK npu
YyCTaHOBKe NapameTpoB WH(Y3NOHHOIO Hacoca MOXeT ObiTb MUHTYUTUBHO HeyAayHa U TpyAHa Ans 3anoMuHaHua. OaHako
OHa, BEPOSATHO, He ByAeT NPOTMBOPEUMTL YCTaHOBMBLUEMYCS 0BLIbalo (4anee — CropHOE pacnofnoXeHune).

CnopHoe pacnonoxeHne — aTo nioboe pacnornoxeHue, NpoTMBOpeYallee yCTaHOBUBLUEMYCA 06bIvatn. OveBua-
HbIM NPUMEPOM MOXeT BbITb NPUMEHEHNE 3eNeHoro LBeTa B kadyecTse npeaynpexaatowero. OpyruM npuMepoM Moxet
CNYXWUTb 3NEeMEHT ynpaBneHns pacxooM rasa, KoTopbli HY>XXHO MOBEPHYTL MO YaCOBOW CTPErKe ANA yBENUYESHNS NoToka
rasa.

Hanee cnepyeT nepeveHb owMB0K NpoekTa, KoTopble MoryT npusectn K OLUIMBKAM SKCIIYATALIUNA:

- CNOXHaA UNK 3anyTaHHas cucteMa ynpabrieHus,

- HEOAHO3Ha4YHOEe UNKN HeAacHoe cocTtosiHue U3OETTUA,

- HEOIHO3HAYHOE UNKN HesICHOE BOCNPOU3BEAEHUE YCTAaHOBOYHbLIX NapaMeTpoB, pe3ynsraToB USMEPEHU Unu apy-
rov UHopmauuu;

- HenpaBuNbHOE NpeAcTaBneHne pesyrsraTos;

- HEAOCTaTOMHaA BUANMOCTb, CbILUMMOCTbL UMK TaKTUNBHOCTb,

- pacnonoxeHWe aNEeMEeHTOB yrpaBneHus, HeyaobHoe ANs ocyLecTBNEHNS BO3AEHCTBUS, UM NNOX0e NpeacTasne-
Hue oTobpaxkaeMoit MHOpMaLUK, He oTpaxaloLLee pearnbHOro NONOXEHUS,

- CNOPHblIE peXuUMbl paboTbl UK cnocobbl pacnonoXeHNs ANEMEHTOB.

Cw. Takxe Tabnuuy DDD.1.
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MpunoxeHune DDD
(cnpaBouHoe)

PykosoacTeo no MPOLIECCY NPOEKTUPOBAHWA SKCMNYATALMOHHOW MPUFOQHOCTU
DDD.1 Beeaetue B MPOLIECC MPOEKTUPOBAHWUSA IKCMNYATALMOHHOW MPUrOOHOCTH

DDD.1.1 O6Lwwue nonoxeHus

Llens HacTosILero npunoxeHus saknwodaeTtcs B pykosoactee NMPOLIECCOM NMPOEKTUPOBAHUA SKCMNYATA-
LIMOHHOW MPUrOOHOCTM, HeobxofMMOM Ans BbINOAHeHUs TpebosaHui k npoekTy MHTEP®ENCA OMEPATOP —
M3OEJIME npu paspaboTke nagenuqs, BKIoMas ero annapaTtHoe W nporpaMMHoe obecrnedeHue, a Takke LOKYMEHTaLMHo.
MCTOYHMKOM HaCTOALLEro NpUnoXeHus aenaeTces [2].

HacTosee npunoxeHne He ABNAETCA §ANHCTBEHHLIM UCTOMHUKOM PYKOBOAALMX yKkasaHuit npu NMPOEKTUPOBA-
HUM SKCNNYATALIMOHHOW MPUTOOHOCTU n He 3ameHsieT coBoit akcneptusy MPOEKTUPOBAHUA SKCMIYATA-
LIMOHHOWM MPUrOOHOCTW. Ckopee, OHO NpefHa3HadeHo AaTb YuTaTensm obluee npefcTaBneHue o pesynsTaTuBHOM
paboTe Hap MPOEKTUPOBAHWMEM SKCMMYATALIMOHHOW MPUrOOHOCTM, koTopasi LUMPOKO OMMPaeTes Ha COOTBET-
CTBYIOLLME AOKYMEHTHI (CM. Bubnuorpaduio).

HacTosiee npunoxeHune BKrtovaeT B cebs 0630p NMPOEKTVPOBAHWA SKCMNMYATALIMOHHOW MPUMOAHOCTU
(NpoeKTUpoBaHue YerioBedeckoro daktopa), obcyxaeHne npeumyllects NMPOEKTUPOBAHUA SKCMNNYATALIMOHHON
MPUFOAHOCTW, o63op MPOLIECCA MPOEKTUPOBAHWA 3KCMNNYATALUMOHHOW MPUMOAHOCTU 1 cesizaHHbLIX ©
HWM METOAOB aHanusa u NpoekTupoBaHus. MNpuUnoxeHne Takke COLEPKUT CCINKN Ha NPUMEHSEMbIE JOKYMEHTHI U MaTe-
puansl no NMPOEKTUPOBAHMIO SKCMITYATALIMOHHOW MPUrOOHOCTMW.

B COOTBETCTBMM C LiensiMn HacTosLLero npunoxerns MHTEP®ENC OMEPATOP — WU3JESIVE BkrtoyaeT B cebs Bee
acnektbl USAEJINA, ¢ koTopbiMu B3anmogencTeyeT OINEPATOP npu skennyaTtauum koHkpetHoro MSAENUA. UHcTpykumm
no aKkcnnyaTauun n Mapkuposka M3LOENMA senswoTes coctaBHoi YacTeio MHTEP®EMCA OMEPATOP — U3AENME. K
OMNEPATOPAM OTHOCST CNeLManucToB No TEXHUYECKOMY OBCIYXMBaHUIO, OYMCTKE U3AENUiA U Apyroi oGCnyXuBatoLLMiA
nepcoHarn, HenocpenCcTBEHHO cBA3aHHbln ¢ yxogom 3a U3OEJNTMEM. OMNEPATOPOM MoxXeT 6biThb NULO, OCYLLECTBIISAO-
Lee yxof (Hanpumep, nNuuo, NpoBoasLlee Ananns B JOMaLLHUX YCNoBuAX), NaUUeHT (Hanpumep, 6onbHow auabeToM, us-
MepsitoLwuin cebe ypoBeHb MMIOKO3bl) UMK KTO-TO, OKasbiBatloLuii UM NOAAEPXKKY (HanpUMep, TEXHUK MO ynbTpasByKOBOMY
JAunarHocTu4eckoMy obopyaoBaHuio). JTMLo, ocyLLecTBRAIOLLEe YXOA, MOXET ObiTb 0BYyYeHHBIM Bpa4oM unu Henpodgeccu-
OHarnom (Hanpumep, YNeHoM ceMbu).

HacTosiLee NpunoxeHne OpUeHTUPOBaHO Ha NOTPEBGHOCTU pasHOPOAHON rpynnbl CNEUUanUcToB, KOTOpLIE 3aHK-
MaloTcs NnaHupoBaHWeM, PUHaHCMpOBaHUEM, MEHEAXKMEHTOM, NMPOBEAEHNEM UCCIIEA0BaHWIA, NPOEKTUPOBAHWUEM U UC-
NbITaHUAMY, cBszaHHbIMU ¢ BESOMACHOCTBLIO n SKCTYATALIMOHHOM NMPUIOAHOCTBIO M3AENUN, Brntovas:

- MEHeXepoB KOMNaHWK, oTAeNa, NpoekTa U MEHEAXEpOB Mo U3AENUAM,

- CNeunanncToB No NPOEKTUPOBaHNIO U pa3paboTke (HanpuMep, crneLyuanucToB No 3proHOMUKE, NPOMBILLIIEHHOMY
NPOEKTUPOBaHUIO, pa3paboTUMKOB TEXHUKW, COTPYAHMKOB OTAeNa WHdopMaLuu, paspaboTunkos nporpamMmHoro obecne-
YEHUS, MHXEHEePOB-MEXaHNKOB, UHXEHEPOB-3INEKTPUKOB, UHXEHEPOB MO YNaKOBKE);

- COTPYAHUKOB, 3aHATHIX MEANLIMHCKUMU UCCIE0BaHNAMMU, N 3aUHTEPECOBAHHBIX NPaKTUKYIOWMX Bpadei;

- CNeuuanncToB Mo MapKETUHIY W APYrUX CIeLMarmcToB, 3aHATLIX B nponasoacTtee USAENWNA.

MpakTuka MPOEKTUPOBAHUA SKCMITYATALIMOHHOM MPUIrOOHOCTM oueHb pasHoobpasHa. 3To pasHoobpa-
31e YacTU4HO 0BYCNOBNEHO HanNUUMeM cneLuuanucToB-NPaKTUKOB, 3aHATLIX B TakUX obnacTsx, kak TEXHU4ecKue paspa-
60TKH, NCUXONOTUSA UNWU NPOEKTUPOBaHUE. VICTOYHUKOM pasnuumii SBNSIOTCA Takke 6onbluoe pasHoobpasne U CNOXHOCTb
U3OENMUA — oT npocTeiX UNGPOBLIX TEPMOMETPOB [0 CMOXHLIX CUCTEM hOPMUPOBaHNS U30BpaKeHns, — KOTopble
MOTYT 6bITb NPUMeHEeHb! B 6onbHULAX, KNUHMKaX UK B AOMALLHMX YCIOBUSAX PasfMyHbIMK CrieLManucTamMmm u Hecneuu-
anucramu.

Mo cywecTBy, HEBO3MOXHO NpeANUcaTb K NPUMEHEHUI0 eAuHbIi Habop meTogos NMPOEKTUPOBAHNA SKCIITYA-
TALIMOHHON NPUMOAHOCTM, onTuManbHbIiA ANst BCcex KOHCTPYKTOPCKUX MPOEKTOB. BMeCcTo 3Toro HacTosLMiA cTaHAapT
onucbiBaeT NMPOLIECC NPOEKTUPOBAHUA SKCMNMYATALIMOHHOW MPUFOAHOCTW, Tpebytowuii ;ONONHUTENBHOM
npopaboTKM 1 yyeTa NoxenaHuin cneLnanncToB-NPaKTUKOB, UX OMbiTa U MaHephbl paboThl, a Takke TeXHUYeckux Tpebosa-
HWiA K NpoekTy. KoHeYyHas uenb HacTosLWero craHjapTa cocTouT B obecneyeHn U3roToBUTENel TOUHBIM U 3PDEKTUBHEIM
MeTof oM npoekTupoBaHna MHTEP®ENCA OMNEPATOP — U3ENWE.

DDD.1.2 Mpeumywecrsa MPOEKTUPOBAHUSI 3KCMNYATALIMOHHOW NPUFOAHOCTU

OcHoBHas Lerb nporpamMmel no MPOEKTUPOBAHUIO SKCMNYATALIMOHHOM MPUMOAHOCTU MeauLMHCKUX n3-
Aenuii 3aknioyaeTcs B cosgaHun 6onee 6e3onacHblx, bonee adeKkTUBHLIX U Gornee yaobHbIX B SKCMnyaTtauum MeauLuH-
CKMX n3genuii. CyLyecTByIOT BNOMHe onpeaeneHHLle cpeactea U Metoabl IPOEKTUPOBAHUA SKCMNYATALIMOHHOW
MPUTOOHOCTU B uenax aHanu3a, NPOEKTUPOBAHUS, UCTILITAHUIA M OLEHKM NMPOCTLIX U CIOXHbLIX CUCTEM. OTU METOAbLI
MHOrO NET YCMELIHO NMPUMEHSAIOT B TAKMX pa3Hbix 0bracTsix, Kak Npou3BoACcTBO TOBapOB HapogHoro notpebneHuns, o6opoH-
Hasi MPOMbILLIEHHOCTb, NPOU3BOACTBO aBUALMOHHOrO 060pyA0BaHUS U SAEPHBIX aHepreTudeckux cucteM. ObbeguHeH-
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Has, UMeIoLLas YEeTKYI0 CTpyKTypy nporpamma no NMPOEKTUPOBAHUIO SKCMNYATALIMOHHOM NPUMOAHOCTM no-
MOXET paspaboTunkam MefULUHCKUX U3aenuid caenatb STu usgenus 6onee 6esonacHsIMU U ya06HBIMU B 3KCMNyaTaLuu.

DDD.1.3 Cnoco6bl uckmnioueHUs oLIMGOK NPOeKTMPOBaHUA

OwmnbKKU NpM NPOEKTUPOBAHUMN M3[eNusi 0BLIMHO SBNSIOTCA CNEACTBMEM MHOMMX B3auMOCBA3aHHbIX dakTopos. Co-
obLieHusn 06 nHUMaeHTax nogTBepxgaloT, 4to npuunHoil OLLUMBOK SKCINMYATALIMU yacTo SBNSieTCA HECOBEPLUEHCTBO
KOHCTPYKLAW CaMOoro usaenus, npexmae Beero aTo olwnbkn npoektuposavus MHTEPOENCA ONEPATOP — U3LENVE. B
Tabnuue DDD.1 npvBeAeHbl NpuMepbl OLLIMGOK NPOEKTUPOBaHUS U cBA3aHHbIX ¢ HUMKU OLLIMBOK SKCMNYATALIUW. Xo-
poLuasi KOHCTPYKLUA AOMKHA HE TONBKO YMEHbLLATL BEPOATHOCTL Bo3HUkHOBeHUs OLLIMBOK SKCIMIYATALIMW, Ho Tatke
yBENU4MBaTh BEPOATHOCTb NX OOHapyXeHUs1 U UCMpaBNEHUsS N BO3MOXHOCTb CMSAIMMEHUS NOCHEACTBUN.

CucTemaTiyeckoe npuMeHeHne npuHumMnos NPOEKTUPOBAHUSA SKCIITYATALIMOHHOW NPUrOAHOCTW, noa-
KpenneHHbIX UcrbiTaHuAMK ¢ npusnedeHnem OMNEPATOPOB, sBnsieTcs apdeKkTUBHBEIM CPeACTBOM UAEHTUdUKaUMKU 1
peLleHns oWMBOK NpoeKTMpoBaHus. Hanpumep, COOTBETCTBUE AEWCTBYIOWMM CTaHAapTaM B 06nacTn NpoeKkTMpoBaHus,
onpenensoLwM MUHUMaBHO BO3MOXHbIE PACCTOSHUA, pa3Aensiiolue arIiEMEHTHI yNpaBreHns, NOMoraeT NpefoTBpaTUTb
HeyMblLLNeHHoe akTuBupoBaHue ONMEPATOPOM pacnonoXeHHbIX psafoM arneMeHToB ynpasneHus. MonHoe npeacTtaene-
HWe 06 yCroBUsX SKCnnyaTauuu W3aenus, nonydeHHoe npu NOocelleHnn yyacTka aKcnnyaraumu, NpoBeAeHUn [enoBbiX
BCTped W ucnbitaHuii Ha SKCIMITYATALIMOHHYIO MPUIOAHOCTD (B nabopaTtopun mnu B Npov3BOACTBEHHON cpeae),
Mo3BONSET BbIABUTE Apyr1e olmbku npoekTupoBanus, obycnoenusatowme OLUMBEKU SKCMNYATAUMN. Habniogenus,
npoBefeHHble Ha camblx paHHux cTagusax NMPOLIECCA npoeKkTMpoBaHUs, MOMYT BbISIBUTH NMOTEeHLUanbHbe Npobnemsl
B3aUMOAENCTBUA U3AENNUS, HanpMMep BO3MOXHOCTb BO3HUKHOBEHNST HENPaBUIbHBLIX U AaXe onacHbIX Tpy64aTbix coeau-
HeHWiA BCrieacTBME MIOXOro MOHTaXa Ui HeyAOBMEeTBOPUTENBHOIO BHELLHEro Buga. McnbitaHusa usgenusa Ha SKCITYA-
TALUMOHHYIO NPUTOAHOCTD Ha MakeTax unu ¢ NoMoLLblo MOAENMPOBaHUS NOMOraloT YCTaHOBUTL BO3MOXHOCTb NO-
ABMNEHWUA HenpaBUIbHbIX TPyG4YaTbIX COEAUHEHUI U3-3a NITOXOTO MOHTa)Xa UIMu HeYA0BINETBOPUTENBHOIO BHELUHEro BMaa,
NaeHTUULMPOBaTL U3NULLHE CNOXHBLIE BXOAHLIE NOCIeoBaTENbHOCTU WU HEOAHO3HAYHbIE COOBLLEHMS.

Tab6nuuya DDD.1— lNpumepbl OLIMGOK NPOESKTUPOBaHUS 1 CBsI3aHHbIX ¢ HUMU OLLIMBOK SKCIITYATALIMA

MpuMep oLWMBKN NpoeKkTUpoBaHNA

BosmoxHasa Bcrieacteue atoro OLUMBKA SKCITYATALIUA

KHOMKN Ha naHenu ynpasrfieHusi pacrnofioXeHbl CrMLLIKOM
Onunako

OlEPATOP HaxuMaeT oLUMBGO4HYI0 KHOMKY

[lBa rpacdhuyeckux cuMBona Ha akpaHe NporpamMmMHoro obe-
CMEYEHUs O4EHb MOXOXM

OlMNEPATOP HeBepHO UCTONKOBLIBAET rpadpuyecknini cuM-
BOJST U HENPaBUNbHO BbIBUPaeT hyHKLUMIO

WHTEP®ENC OMEPATOP — WU3MOEJIME TpebyeT crnox-
HOW, AFIMHHOW W CTPOrON OYEPEeAHOCTU HaKaTusi KHOMOK
ANA MHULUMpPOBaHKA npoLecca BNuBaHus

OTNEPATOP BbIGUpaeT HEBEPHYHO OYEPERHOCTL U HE MO-
XeT MHULMNPOBAaTL BAMBaHUE

Ha aucnnee MHMY3MOHHOro Hacoca NOABNSAETCH Henpa-
BUNbHoe cooblleHne «OTKpoWTe ABepLy — BKIO4UTE
MOBTOPHO» MpW nonagaHun Bosgyxa B UHPY3NOHHYIO Ma-
rueTpans

OMNEPATOP noBTOpPHO OTKpbIBaeT ABepuy W HaxumaeT
KHOTKY MOBTOPHOrO BKMIOMEHUA BMECTO Toro, 4Tobbl yaa-
NWUTb BO3AYX U3 UH(PY3UOHHOW MarucTpanu

OtperynupoBaHHble ONMEPATOPOM Ha MOHUTOpe 4YacTo-
Thl Mynbca BepxHUn n HWxHWUIA NMPEOENBlI CPABATBIBA-
HWA CUTHATA TPEBOTM He oToBpaxatoTcs NOCTOSIHHO

OlMNEPATOP He MOXeT onpeaenuTb onacHoe yeenuye-
HUe YacToThl Nynbea, Tak kak NPEAEN CPABATBIBAHUA
CUIHAJA TPEBOIMN ycTaHOBRNEH CRAWWIKOM BLICOKO, a
OFEPATOP crnnwwkom yBepeH B CUCTEME TPEBOXHOW
CUTHATTIN3ALIMA

Cuna, o6bl4Ho npunaraeMas OMNMEPATOPOM, npeBbiliaet
MPOYHOCTL Ha paspbIB COeMHUTENS KaTeTepa

OlNEPATOP nomaeTt coefUHUTENb KaTeTepa Npu ero 3a-
TAruBaHun

DDD.1.4 Ynyuwenue IKCMAYATALIMOHHOM NPUTOAHOCTHU

OMNEPATOPbI MeaULMHCKUX n3genuii (HanpuMep, Bpadu, MeficecTpsl, puanoTtepanesThl, TexHukn, MALIMEHTBI n o6cny-
XuBatowmii nepcorHan) paccmarpusatot SKCMNTYATALIMOHHYIO NMPUMOAHOCTD kak ogHy M3 caMbiX BaXHbIX XapaKkTe-
PUCTUK KOHCTPYKLIMU MefuLMHCKOro nsaenua. OHU NOHUMAIOT, YTO MeguUMHCKoe usgenue ¢ xopolein SKCMIYATALU-
OHHOW MPUMOAHOCTLIO cokpallaet Bpemsi Ha OBYUEHUE 1 yBenuumBaeT NpoAyKTUBHOCTL paboTsl. [NA usnenui,
npeAHa3Ha4eHHbIX K npumeHeHuto camumn NMALIMEHTAMU (Hanpumep, AOMalUHWE MOHMTOpPbLI TMIOKO3bl AnA 60MbHbIX
AnabeToM), NMpocToTa aKcrryaTauum MoxeT ObiTb cBfzaHa co cnocobHocTbio MALIMEHTA ucnonb3oBaTb KOHKpETHOE
nagenue. N3rotoButenn MeaULUUHCKUX U3Zennili MOryT MONyYuTb 3HAYUTENBHYH0 NpUBHINbL OT BROXEHUs HEOOXOAUMBIX
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cpefcTs B ynyuwenne SKCMNYATALUMOHHOWM MPUMOAHOCTW. C Touku 3penust 613Heca NoTeHLMasibHble pesynbTaTbl
OT MHBECTMPOBaHUA B yyulleHne SKCMIYATALUMOHHOWM NMPUrOAHOCTU — sto:

- YCKOpEeHWe BbIXofa Ha PbIHOK (MckoueHneM npobnem ¢ MIHTEP®ENCOM OMEPATOP — WU3AENVE Ha no3aHux
CcTaauax umkna paspaboTku);

- ynpouieHune gna ONMEPATOPA VMHCTPYKLMIA NO 3KCnyaTauMn 1 CBSA3aHHbIX C HUMK 06yYalowmx CpeacTs;

- yNyuLIeHVe MapKeTUHTA C NOMOLLI0 ONpaBAaHHbIX 3asiBAeHUiA 0 Bbicokoii SKCMYATALUMOHHOW MPUrO4HO-
CTW n3genusa n cooTBETCTBYHOLLErO pocta npoussoantesisHoctu OMNEPATOPA;

- pocT npogax (06yCnoBAEHHbIX POCTOM YA0B/IETBOPEHHOCTM MONb30BaTENS);

- CHMXeHune TpeboBaHuin kK OBYUYEHWKO n o06cnyxmBaHuio nokynatens;

- MPOAJ/IEHNE CPOKa HAaXOXAEHUSA Ha PbIHKE;

- 6o/iblLEE COOTBETCTBME PEryNUPYIOLLMM TpeboBaHWAM;

- YMEHbLLEHNE UCKOBbIX TPE6GOBaHWIA;

- pocT yaosneTtsopeHHocTh OMNEPATOPA.

DDD.2 O630p MPOLIECCA MPOEKTUPOBAHWA 3KCMTYATALMOHHON NPUTOAHOCTY

DDD.2.1 O6wue cBegeHus

He3aBnCMMO OTTOro, CO34aeTcs MPUHLMNUATIbHO HOBOE U3AENve WU BbINOHATCA He3HauuTe lbHble U3MEeHEeHUs
CYLLLeCTBYIOLEr0 U3aenvsi, cooTeeTcTylowmii MPOLIECC MPOEKTUPOBAHWNA SKCMAYATALIMIOHHOW MPUrOAHO-
CTW 6yaeT HeM3MeHHO BK/IOYATb B CEOS1 HEKOTOPbIE KOHKPETHble aneMeHTbl unn atanel MPOEKTUPOBAHWA SKCMY-
ATALUMOHHOW NPUrOAHOCTU. PucyHok DDD.1 oTo6paxaeT acnekTbl NMPOEKTVIPOBAHUA SKCMYATALIMOHHOW
MPUTOAHOCT MeAMLMHCKOro N3Lenus B BUAE LMKNA, COCTOSLLErO M3 3TanoB. TO He 3HaYWT, YTO KaxAbli pa3 gesTesb-
HOCTb MO NPOEKTUPOBAHUIO AO/KHA CTPOro cnefoBaTb NpeanucaHnsaM AesTelbHOCTU Mo paspaboTke. HanpoTtus, ANS Kax-
[0l HOBOIi pa3paboTKn KOHKpPeTHast AeATenbHocTb Mo MPOEKTUPOBAHUIO SKCMTYATALIMOHHOM MPUrOAHOCT
Ha KakoM 3Tane umkna (M CooTBETCTBYHOLLME BPEMSs, YCUIMA 1 HeobxoAuMble 3aTpaTtbl) OyaeT pas/iIMyHoiA.

O/ieMeHTbI ynpas/ieHns NpPoeKTUpoBaHNeEM

PucyHok DDD.1 — Liukn npoekTuposaHus MHTEP®ENCA OMNEPATOP — WU3AE/IVE
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MpumevaHuns

1 BxogHble gaHHble oT ONEPATOPOB 06bI4HO NOCTYMaKOT MOYTW Ha KaX4oM aTane Lukna.

2 Tabnuuya DDD.2 onucbiBaeT COOTBETCTBNE PACMONOXEHUS SMIEMEHTOB [aHHOr0 pUCYHKa MyHKTam HacTOosLLero
cTaHpapTa.

Tabnwnya DDD.2 — CooTBeTcTBME pacrnofnioxeHns aneMeHToB pucyHka DDD.1 nyHKkTam HacTosLero ctaHaapTa

OneMeHT Lkna NpoeKTMpoBaHUS IMyHKT HacTosLLero cTaHaapTa
KoHuenTyanbHbIA NpoexT 46.202.2.3 AHANN3 PUCKA
PaspaboTka TpeboBaHuii 1 KpuTepues 46.202.2.1 *MNoapobHoe onucaHne npumererns N3OEJTNA

46.202.2.2 OCHOBHbIE PABOYME OYHKLIMA
46.202.3 CMELIMOUKALINS SKCMNYATALIMOHHOM NMPUrOAHOCTM

MogpobHoe onucaHue NpoekTa u NpUMeHeHUst 46.202.2.3 AHAJTM3 PUCKA

OueHka 46.202.4 *BEPUDUKALINA SKCTINYATALIMOHHOM MPUrOAHOCTU
46.202.5 Mnax BANMOALIMKM SKCMNYATALIMOHHOW MPUrOA-
HOCTU

46.202.6 *BANIMIALIMS SKCMITYATALMOHHOW NPUrOOHOCTHU
46.202.2.3 AHANU3 PUCKA

Ha kaxzaom sTtane uukna rpynna no MPOEKTUPOBAHUIO SKCMNYATALMOHHOW NPUIOAHOCTU gomxHa nc-
none3oBaTb hakTu4eckne AaHHble, MHEHUS W NpaKTUYeCKUid ONbIT A5 ONPeAeneHns COOTBETCTBYIOLWEN AeATENBHOCTU U
HeobxoanMbIx yeunnii no NMPOEKTUPOBAHMIO SKCIITYATALMOHHOM MPUIOAHOCTU. Takum o6pasom, ocHOBHaS
Lieflb HacTOALLEero NpUNoXeHUa cocTonT B obecneveHnn pyKoOBOACTBa NPUHSATUEM peLLUeHuiA O xapakTepe U MacwTabax
aeatenbHocTh no NMPOEKTUPOBAHUIO SKCMYATALIMOHHOW MPUMOAHOCTMW.

OfHM 1 Te Xe WHCTPYMeHTH 1 MeToakl TTIPOEKTUPOBAHUS SKCMNYATALIMOHHOM MPUrOAHOCTM moryT
ObITb YCMELHO MPUMEHEHBI Ha HECKOMbKUX OTIIUYHLIX APYT OT Apyra atanax yukna no MPOEKTUPOBAHUIO SKCMNYA-
TALIMOHHOW MPUFOAHOCTWU. Hanpumep, aHanus 3agau, BeinornHseMbix ONTEPATOPOM npu B3auMoAeucTBUN C U3-
genvem (T.e. aHanua 3agad), MOXeT 6blTb 0ANHAKOBO HeOBXOAUM Ha nepBoHaYaribHOM aTane pa3paboTku KoHUenLum
HOBOIO U3AENUs, Npu paspaboTke KOHKPETHBIX TPEGOBaHWIH/KpUTEPUEB K KOHCTPYKLMKU M3AENUS U NMPU OLEHKe NONTHOCTHIO
COOTBETCTBYIOLLEro HaszHa4eHuto MakeTa. OfHako NpUMeHAeMble BUA aHanu3a 3ajadv M MeTof, ucnonHeHusa GyayT, Be-
POSITHO, N3MEHSTLCSA B 3aBUCUMOCTU OT KOHKPeTHBIX Lenei NMPOLIECCA NPOEKTUPOBAHUA SKCMNYATALIMOHHON
MPUMOOHOCTU Ha Kaxaom U3 3Tanos.

DDD.2.2 UtepaTuBHasa cywHocTb uukna MNPOEKTUPOBAHUA 3KCNAYATALMOHHOW NPUTOOHOCTU

Pa3paboTynkn cuctem MOryT OLEHUTb CXOACTBO onucaHHoro umknudeckoro NMPOLIECCA MNMPOEKTUPOBAHUA
SKCMNITYATALMOHHOW MPUMOOHOCTU ¢ apyrumu Bugamn NPOLIECCOB nnun umknamu paspaboTku usgenus. Xa-
paKTepHbIM MPU3HAKOM ABNAETCA TO, YTO, NOCKONLKY M3fenne 3BONIOLMOHUPYET B TeueHWe cpoka cnyx6ul, oHo byaer
MPOXO4UTb Yepe3 MHOXECTBO Takux Luknos. [pU paccMOTpeHUN MEAULMHCKUX n3fennid, ocobeHHO Korga 3To kacaercs
He TOMbKO BMAOB AeaTenbHocTH no NMPOEKTUPOBAHUIO SKCMNNYATALMOHHOW NMPUTOOHOCTW, Ho Takke Apyrvx
MPOLIECCOB MEHEPKMEHTA PUCKA 1 ynpaeneHus npoeKTUpoBaHWUeM, Kaxxablid atan Lykna JAomkeH GbiTb OTHECEH,
Kak MUHUMYM ORWH pa3, K kKakomy-nu6o MPOLIECCY paspaboTku nsgenus.

Kpome Toro, unkn MPOEKTUPOBAHMS SKCMNYATALUMOHHOW MPUMOAHOCTU, u3obpakeHHbIi Ha pUCYHKe
DDD.1, nog4epkusaeT utepatusHyto cyliHocTb NMPOLIECCA pa3pa6oTku. BeixogHble faHHble (Unu BbIXOAbl) OQHOMo STa-
na He TOMNbKO ABNAITCA BXOAHLIMU AaHHbIMM (T.€. obecneqnBaloT BXOA) CNEAYyIOLWEro sTana, HO MPU 3TOM MOCTOSHHO
ocCyLLecTBNAeTCA o6paTHan cBA3b MEXAY BLIXOAAMMU OTAEMbHbBIX 3Tan0B U NPEALLECTBYIOWMMKY 3TanaMn. HanpumMep, npu
oLieHke usgenua pesynsratel BEPUOUKALIMU npoekTa (T.€. BLIACHEHWUA COOTBETCTBUS NpOEKTa U3JEeNnus npegsaputenb-
HO YCTaHOBNEHHBbIM NPOEKTHBIM TpebGoBaHWUAM) YacTo NPUBOASAT K U3MEHEHNAM NpoekTa. MNofgobHBIM e 06pa3om pesynb-
Tatel BAIIMOALIMU npoekTa (T.e. BbIICHEHMS] YAOBNETBOPEHNA U3genmem notpebHocTelt npeanonaraemoro OMNMEPATO-
PA) MOryT yckopuTb nocneayoliee UsMeHeHUe NPOEKTHLIX TPEGOBaHWIA MNK AaxXe KOHLENLUWUMN U3genus.

OnucaHue MPOLIECCA MPOEKTUPOBAHUSA SKCMNYATALMOHHOW MPUIOOHOCTU Kak NosTanHoro Lukna
MOXET CO3faTh HenpaBMNbHOe BrevyaTreHue, YTo paspabotka MHTEP®ENCA OMEPATOP — U3AENWE — 370 Beeraa
nocnegosatenbHblil MPOLIECC. dakTuyeckun MHOTME U3 BUAOB AEATENBHOCTU ODLIMHO OCYLLECTBRAKTCA NapannesibHo.
BsaumopneicTBMe MexXay aTanaMu SBNSETCS NOCTOAHHBIM, GLICTPBIM M YacTO HenpepbiBHLIM. Hanpumep, npu paspabot-
Ke NporpamMMHOro obecneveHnss MeANLIMHCKMX nafenuii cneyuanuet no MPOEKTUPOBAHUIO 3KCNNMYATALIMOHHOMN
MPUTOOHOCTN moxeT coBMecTUTb pa3paboTKy aneMeHTOB NPOEKTHBIX KpuTepueB/TpeboBaHwit (Hanpumep, uenew
SKCMNYATALIMOHHOW NPUFOAHOCTMW), npoekTa magenus (Hanpumep, BuicTpoe cosfaHue MakeTa) U BEPUDUKA-
LIMW npoekTa (Hanpumep, ucneiranue SKCMNYATALIMOHHOM NPUMOOHOCTN).
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Ha pucyHke DDD.1 BUAHO, 4TO LUMKN NpoeKTUpoBaHUS o6blYHO HaunHaeTca ¢ ynpasnsemoin ONEPATOPOM pas-
paboTkn KoHLeNUUn NpoekTa (ABa B3aMMOCBsi3aHHbLIX BEPXHUX NpaBbix 3Tana). B 3aBUCUMOCTM OT TOro, paccmaTpuBaeTtcs
nu co3faHne NPUHLMNNaNbLHO HOBOMO U3AENUA UM NPOU3BOASATCS 3BONIOLUOHHBIE M3MEHEHUA CYLLIECTBYIOWEro U3fenus,
npu pa3paboTke KOHUENUUN NPOEKTa MOXHO PYKOBOACTBOBATLCSI HE TONLKO UAaeAMW Unu notpebHocTamu OMEPATOPA,
HO TalKe TBOPYECKUMU BOSMOXHOCTAMU U3FOTOBUTENS UMK AaXKe UccrnegoBaHMeM BO3MOXHOCTEN NONE3HOro NpUMEHeHNS
HOBLIX TexHonornin. MpakTuyeckn, oaHako, unkn MPOEKTUPOBAHUA SKCMNYATALIMOHHOW MPUFOAHOCTU moxeT
HaunMHaTbCA Ha niobom atane. Hanpumep, paspaboTka HoBoro, 6onee peHTabensHoro nponssoacTeeHHoro NPOLIECCA
MOXET NPUBECTU K BHECEHWIO NPEASIONKEHMIA N0 M3MEHEHMIO NPOEKTa U3AENNUS, YTO NOBNUSAET Ha TexHU4eckue TpebosaHNA
k npoexty MHTEP®EMCA OMEPATOP — U3[ENWE. Mpu Takux obcToATenbCTBaX Kaxablil sTan uukna NPOEKTUPOBA-
HNA SKCMNYATALMOHHOW NPUMOAHOCTU AormKkeH MMETh onpefieneHHy HanpaBReHHOCTb, BO3MOXHO, HEKOTOpbIe
aTanbl — 6onee o4eBUAHYIO, YeM Apyrue.

DDD.2.3 UccnepoBanue ONEPATOPA

Heobxogumo npusnekats ONEPATOPA Ha camblx paHHUX 3Tanax paspaboTku usgenus. Hanpumep, uHBanuabl,
nosnb3yloLLmecs UsfenuaMn Ha JoMy, BbIABUraloT cneLuansHble TpebosaHus, KoTopble MOryT 6bITb NONHOCTLIO OLEHEHbI
Tonbko nocre TwarensHoro nccriegosaHuss ONMEPATOPOM. MotpebHocTn ONEPATOPA f0mXHbBI CTaTb OCHOBHOW ABUXY-
el curoii nocne pa3paboTkn KOHLENLMU HOBOrO U3AENUsI U YNyYLUEHUS CYLIECTBYIOWEro.

BxogHble AaHHble ONEPATOPA MoryT 6biTb nonyyeHsbl pasHeiMu nyTamu, u MPOEKTUPOBAHUE SKCMNITYATALIN-
OHHOW MPUIOOHOCTM pacnonaraeT MHOTMMU CTPYKTYPHLIMI MHCTPYMEHTaMU1 U MeToAamMu 3chcheKTUBHOTO NOMyHeHUs
3TOW KpaWHe BaxHoOW WHdopmMauun. CUCTEMHLIA Noaxod K pa3paboTke MeaUUMHCKUX WU3AEnWid, nponaraHaMpyeMbli B
HacTosiLeM cTaHAapTe, BrieyeT 3a coboi noHuMaHue Toro, kak ONMEPATOP 6yaeT B3aumogeincTesoBaTh C U3fenuemM B pe-
anbHoiA aKcnnyaTaLmMoHHON cpefie. 3TO NOHUMaHNE MOXET BO3HUKHYTb TONBKO HA OCHOBAHWUMN U3YYeHNUS BXOAHBLIX AaHHbIX
OMNEPATOPA u HabniogeHuit. OduyuansHoe TectupoBaHme ONEPATOPA B peanbHbIX WNU MOAENUPYEMbIX YCNOBUSAX
ABNseTcs 06bIYHO HeoTbeMnemMoii YacTbio NPOLIECCA pa3paboTku MeguLMHCKOro n3aenus.

MonbiTkn ny4dwe n3yunte ONEPATOPA MOXHO 0ObeAUHUTL C AEATENBHOCTBHIO NO U3y4eHUto pbiHka. OaHaKo U3y-
YeHWe pblHKa YacTo oxBaThbiBaeT bonee LUIMPOKWIA CNEKTP BOMPOCOB, TakKNX KaK BbIroAbl ansTepHaTUBHBIX HaBbopoB hyHK-
LiMOHanbHbIX BO3MOXHOCTEN, KOHKYPEeHTHOe LeHoobpasoBaHue u obecnyxusaHue notpebutens. Kpome Toro, Gonblwas
YacTb OPUEHTUPOBAHHBIX Ha PLIHOK MOMbLITOK BhisiBNEeHns npegnovteHuii ONEPATOPA (Hanpumep, rpynnosbIX onNpocoB)
ABNAETCA HE0NyCTUMON 3aMeHol paspaboTaHHbLIX UcnbiTaHuii U oueHok MPOEKTUPOBAHWA SKCMNYATALIMOHHON
MPUTOAHOCTW. OgHako MapKeTWHroBble Fpynmnsl MOryT 06neryuTb B3aMMOOTHOLIEHWUA Mexay npeanonaraeMbiMn OlME-
PATOPAMMW, KOHCTPYKTOpamMu U MHXEHepamu.

DDD.2.4 Pa3pa6oTka KOHLenuuu npoekTa (KoHUeNnTyanbHoe NpoeKTMpoBaHUE)

KoHLenLuio MeauLMHCKOro nagenus MoxHo paspaboraTb pasnuuHbIMU NyTAMU. Yalle BCero onpefensior KMHU-
YecKyto NOTPeBHOCTE, U STO MPUBOLUT K MOSIBNEHUIO HOBOTO WMIM BUAOU3MEHEHHOMO U3fenusl, HanpaBneHHOro Ha yA0B-
NeTBOPeHWe BO3HUKLWeH noTpebHocTn. Bo MHorMx cryyasx noTpebHOCTb MaeHTUMLUMPYIOT B camblx oBLUX YepTax, U
Ha pa3paboTKy KOHLEMNLMW, BOMNSOLEHHOR B KOMMEPYECKN XN3HeCnocobHOM nsgenum, TpebyroTca Torga 3HauuTenbHble
YCUNNA 1 BpeMms.

Ha camblx paHHWUX STanax NpoekTUpPoBaHUA BaxHO onpefennuTb notpebHoctn ONEPATOPA HacTonNbKo ICHO U KOH-
KpETHO, HacKoMbKO 3TO BOSMOXHO, YTO YacTo ABMNAETCA TpyaHoW 3agadein. ONMEPATOPBI MoryT ucnbiTbiBaTb TPYAHOCTU
B YETKOW (hOPMYNUPOBKE CBOWX NOTPeBHOCTER N UHOMAE AEeACTBUTENLHO HE 3HAIOT, Yero oHW XOTAT. PesynkraTel onpoca
OMNEPATOPOB MoryT BBOAUTL pa3paboTynkoB B 3abnyxzaeHue, nogTankupas UX K pelleHuto owmboyHbIX npobnem, Ha-
npaBneHHbIX Ha yf0BneTBopeHne BoobpaxaeMsblX, a He pearnbHbIX NOTpeGHOCTel. [oaToMy fpyrue METOALI OLEHKU Mo-
TpebHocTel, Takne kak HabnofeHns 3a akcnnyaTaluei NpeaLwecTByOLLMX CUCTEM B NPOM3BOACTBEHHO! cpefe, Nomne3Hb
npv Banuaauun notpebHocTelt ONEPATOPA, BbISBNEHHLIX 40 Ha4ana NpoekTUpoBaHus.

DDD.2.5 Pa3spa6oTka KputepueB/TpeGoBaHUi K NpoOeKTy

PaspaboTka kpuTepues/TpeboBaHuii K NPOEKTY MOXET Ha4aTbCs Mocre YeTKoro onpegeneHus notpebHocteid OMNE-
PATOPA 1 nocnegyoLLero cosgaHunsa ScHoi KoHUenuuu nagenus. Kputepuun/rpeboBaHus kK NpoeKTy onpeaensoT npeayc-
MOTpeHHbIe ycrnoBus aKkcnnyartaumu, xapakrepucTukn ONEPATOPA, dyHkuyum 1 BosmoxHsle ONACHOCTW npu skcnnya-
Tauuu nsgenus. Kak npasuno, Kputepun/TpeboBaHns K NPoeKTY, OCHOBaHHbLIE Ha BXOAHLIX JaHHbIX MpoeKTa, NoAgBepratoTt
CYLLeCTBEHHOMY NEPECMOTPY M YCOBEPLUEHCTBOBAHMWIO MO Mepe pa3BUTUA MPOeKTa, Mepexofsa OT oOLUX yTBEpXAEHUA K
y3KocneumanbHbIM U TEXHUYECKUM TpeBoBaHUAM.

PaspaboTtka kpuTepues/TpeboBaHuili K NPOEKTY TpebyeT OCHOBATENMbLHOIO aHanmaa TOro, HacKorbKO XOPOLLO BO3-
MOXHbIe KOHCTPYKTOPCKUE peLLeHnsi opueHTUpoBaHbl Ha noTpebHocT ONEPATOPA, TexHu4Yeckue u Npon3BofCTBEHHbIE
OrpaHWYEHNsA U pearnbHble YCroBus peiHka. Mpynna no MPOEKTUPOBAHUIO SKCTINYATALIMOHHOW NMPUMOOHOCTH
O4HOBPEMEHHO MHTepnpeTupyeT BxogHble AaHHble OMNEPATOPA, paspabatbiBaer TpebosaHua k [MTPOEKTUPOBAHUIO
SKCMNNYATALIMOHHOM MPUIOOHOCTW 1 obecneunBaeT o6paTHyto CBA3b C APYTMMU pa3paboTynkamm ¢ Lienblo BKMIo-
unTb dakTopsl MPOEKTUPOBAHUSA SKCMTYATALIMOHHOW MPUOOHOCTM B KOHCTpyKTOpCKMe pelueHus. [pynna no
MPOEKTUPOBAHMIO SKCIITYATALIMOHHOW MPUMOAHOCTM fonxHa urpaTe peLuatoLLyto pofb B NPUHATUN peLLeHNil
Mo MOBOAY OCHOBHBIX CBOWCTB 1 xapakTepucTuk MUHTEPOENCA OMEPATOP — U3OENME.
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DDD.2.6 NMopgpobHas pa3spaboTka NpoeKkTa U TeXHUYecKux TpeboBaHUi

TpeboBaHUA K NpOeKTy B Hadasie STOro aTana JOMKHbl ObITb AOCTATOMHO MOAPOBHEIMM, YTOGBI NMO3BONWUTL pas-
paboTynkaM annapaTHeIX CPEACTB U MporpamMMHoOro obecnedeHnsa co3faTtb Xenaemoe usgenue. Takke BaxHO, YTOObI
TpeboBaHWs BKMO4anu B cebst UsMepuMble KPUTEPUU UCTbITAHUIA, KOTOPLIE MOXHO UCMOMb30BaTk ANSA TOro, YToOb! roTo-
BOE U3fenuve yAOBMNeTBOPSANo npegycMoTpeHHble notpebHoctn OMNEPATOPA. Takum o6pasom, no Mepe passuTus MNPO-
LIECCA npoeKTnpoBaHuaA cTporne hopMyrnmnpoBKM XenaTterbHbIX XapakTepucTUK U3genusa TpaHcopMUpPYHOTCA B TEXHU-
YecKkne XapakTepUCTUKU Ui XapaKTepUCTUKNA MporpamMMHOro obecrneyveHns, 4Yto obecrneynBaeT UX CO3faHne cHavana B
MaKeTax, a B KOHe4YHOM CYETe Nocrne OLEeHKU NpoekTa, B roToBOM m3fenun. Ha npotaxeHuu atoro NMPOLIECCA rpynna
no MPOEKTUPOBAHUIO SKCMNYATALIMOHHOW MPUFOOHOCTW fonXHa TECHO COTPYAHNYATL C MHXEHEpaMu, npo-
MbILLNEHHbIMY fu3aiiHepamun 1 paspaboTynkamu obyyatoLux cpeacts. B Tabnuue DDD.3 gaHbl npuMepbl TpeboBaHuin K
MHTEP®ENCY OMEPATOP — U3MEINME.

BaxkHas ponb 4neHos rpynnsl no NMPOEKTUPOBAHMIO SKCMNYATALIMOHHOM MPUMOAHOCTM sakniouaeTcs B
NPUMeHeH1M TexHn4eckol nHdopmaLn no MPOEKTUPOBAHMIO SKCMNYATALMOHHOW NPUIrOOHOCTU k pelueHuio
sonpocos SKCITYATALIMOHHOW MPUIOOHOCTMU, KoTopble HensbexHo MOSBNSIOTCS N0 Mepe yCoBepLUEHCTBOBaH!S
KOHCTpPYKLUuW. Mpu aToMm cnewynanucTsl no NMPOEKTUPOBAHUIO SKCTNYATALUMOHHOWM NPUTOAHOCTU nonaratotes
Ha onybrnvkoBaHHblE CBEAEHWSA U cobupatoT HoBble JaHHble O CNOCOBHOCTSAX YEnoBeKa, ero CTPEMIIEHUAX U orpaHnye-
HWU ero BO3MOXHOCTEH — KaK husndecknx (Hanpumep, aHTponoMeTpus n GuomexaHuka), Tak U NosHaBaTenbHbLIX (Hanpu-
Mep, ToNepaHTHOCTb K owmbkam, Bpems peakumi).

Ta6nuya DDD.3 — MpuMmepsl Tpebosaruii k UHTEPOENCY OMEPATOP — U3JOENME

KaTeropus Mpumep

ObLyme nonoxeHus HeobxognMMo yaoCcToBEPUTLCS, YTO TEKCTLI, NOSBNAIOLWMECA Ha SKpaHe TONbKO ANSA YTEHUS,
BU3yarbHO OTNNYAlOTCA OT TeKCcToB, B KoTopbix NMOSNIB3OBATESIN uMetoT BO3MOXHOCTL pe-
JaKTupoBaThb flaHHble.

TeKcTbl, NpefHa3sHa4YeHHbIe TOMBKO AS1A YTEHUS, AOMKHbI GbiTh BbiAENeHbl YepPHLIM LIBETOM
Ha Genom hoHe, B TO BPeMs Kak pefakTUpyeMble TEKCTbl AOSKHBI UMETh Genbliii UBET Ha
YepHOM hoHe

Mone co cnuckoM BbIGpaHHbIiA MyHKT B NOfie CO CMWCKOM AOIKeH ObiTb BbiAeNeH C NOMOLLYbIO HEraTUBHOIO
BUAEOM300paKeHUs.

Mone AOMKHO BbITb JOCTATOYHO NPOTAXEHHBIM, YTOOLI MOXHO 6bINO yBMAETL YeTbipe no-
31umm 6e3 NpoKpyTKK

MeHto Bce MeHIo JomKHBI UMeTb HasBaHue. [MyHKTbl MEHIO AOSKHbI ObiTh BLIPOBHEHBI NO FIEBOMY
Kpato. BepxHuii NeBblil yron akpaHa fomkeH 6biTb 3apesepsupoBaH aAnd uHaukatopa OT-
KNKOYEHWA TPEBOTA

Oucnneint ApkocTb gucnnes gomkHa 6biTe Gonee 35 Ka/M2. KoHTpacTHOCTb AosmkHa 6biTb He MeHee
71

OnemeHTHl ynpaeneHns | KHonku naHenu ynpaeneHns 4omkHel BbiTb KBagpaTHEIMU, CO CTOPOHOIA 1,5 cM2 1 paccTosi-
HUEM MeXAy UX LEHTPaMm 2 cM.

BbicoTa pacnonoxeHusi KnaBuaTypbl (U3mepsiemMasi oT nona) AofkHa 6bITb oTperynupoBaHa
B AnanasoHe 945 — 1190 mm

DDD.2.7 OueHka npoeKTa

TonbKo CTPYKTYpHas OLUEHKa NpoeKTa U3fenus MOXeT rapaHTUpOBaThb, HYTO KOHCTPYKLMA ABNAETCA TEXHUYECKU npa-
BUNbHON W yaoBneTBopseT notpebHoctu ONEPATOPA. Mepeyto U3 3agad, cocTosAwyo B obecneveHnn COOTBETCTBUS
BLIXOfIHBIX aHHBIX NPOEKTa BXOAHLIM TpeBoBaHUAM, YacTo HasbialoT BEPUDUKALIMEN npoekTa. BTopyio sagauy, co-
cToALWY0 B 06ecnedeHn opueHTauun BoIXOAHBIX AaHHbIX NPOeKTa Ha yaosneTBopeHue notpebHocTel OMNMEPATOPA u
MPEQYCMOTPEHHOIO NPUMEHEHWAMPELYCMOTPEHHOMO HA3HAUYEHWSA, HasbiBatoT BANIMOAUMEN npoekTa.
Takum o6pasom, Bce U3IMEHEHUA NPoeKTa AOMKHBI NPOWATU 3Tan OLEHKN NpoeKTa, rapaHTUpYIoWuin NpoBeaeHne Heobxo-
AumMblx geicteuii no BEPUOUKALIUKU n BATTMOALIUAN. B cywHoctn, BEPUOUKALIMA u BANUMOAUNA aensatotesa ana
XOpOLUEro NPoeKTa KOHTPONbHLIMU NYHKTaMM.

Kak BEPUOUNKALIMA, Tak u BATTMOALIMA ponxkHbl 66T NpoBeAeHbl B Havane uukna npoekTupoBanus. Hanpu-
mep, AHANN3 PUCKA paonxeH GbiTh BHINOMHEH CHa4ana npu pa3paboTke KOHUENUMU NpoeKTa, NOBTOPEH (UMK YIyYLLIEH)
B npoLecce 3Bonounnu npoekTa u 3aseplueH B xoge BANTMOALIMWN npoekTa. Opyrue aevictena no BANUOALIMN obbiuHO
TpebytoT cylecTBeHHoro ydactusa OMNMEPATOPA.
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Mapkuposkn UBOENNA n SKCITYATAUMOHHBLIE JOKYMEHTBI, paccmaTpyBaeMble Kak YacTb W3OENNA, B
3TOM KavecTBe [OSKHbI ObITb MOABEPrHYTHI TAKOW Xe CTPOroi oLeHke, kak u gpyrue anemeHTsl MIHTEPOENCA OMEPA-
TOP — U3AENKE.

DDD.2.8 Peanu3sauus KOHCTPYKLUMN U €€ XKU3HEHHbIN LIUKIT

EAMHCTBEHHBIA STan UMKna, He ABMAILWMACA UCKITHOYUTENBHO YacTbio pas3paboTkn usgenus, — 3To peanusayus
KOHCTPYKLMW U €€ XWU3HEHHBIA LMKn. 3ToT sTan BKoYaeT B cebA NPOM3BOACTBO, MApPKETUHN, MPOAaXY, perynupyroLime
fencteua u OBYYEHUE OMEPATOPA. MNepeaada npoekTa 3akntodaeTca B NPUMEHEHWM OKOHYaTenbHbIX MPOEKTHBIX
cneundukaLuii AnNs NpOUM3BOACTBA U3genus (M NoNyvyeHWW paspelleHus Ha npogaxy). MaMeHeHUs npoekTa nocne ero
nepegayu, NpMBoAsALLMe K OTKIMOHEHUIO OT MPOEKTHLIX crneyudukaLuii, TpebyroT NOBTOPHOrO NPOXOXAEHUA BCEro Lukna
NPOEKTUPOBaHUS.

OueHKy npoekTa He MpeKpalatoT nocne npogaxv nsgenus. MNocnenpogaxHoe HabntogeHWe n coobLeHunst o He-
nonafkax obecnevnsatoT nonyyYeHne 0CHOBHbIX faHHbLIX OTHOCUTENBHO AOCTOMHCTB U HEJ0CTaTKOB KOHCTPYKLUMN. O630p
3TUX coobLUEHNI, a TakKe Apyrne Buabl obpaTtHoii cssn ¢ ONEPATOPOM crnoco6eTtBytoT paspaboTke anemeHToB [PO-
EKTUPOBAHMWS SKCTIITYATALIMOHHOW MPUIOOHOCTW Ha npoTseHMM BCero Linkna npoeKTUpoBaHNs MeanLIMHCKO-
ro usfenus. Pe3ynbTaTom CTAHOBATCS MEPECMOTP KOHCTPYKLMW U3[ENUA U NOSIBNEHNe WAEN MO CO34aHMI0 HOBLIX U3 enui,
peLlaoLLMX NocTaBreHHble Npobnembi.

DDD.2.9 W3yyeHme wuyacTHoro cnyyas [POLECCA TNPOEKTUPOBAHUSI 3KCMNYATALIMOHHOW
NMPUTOOQHOCTW. O6wenocTynHble gednbpunnaTopbl

DDD.2.9.1 Pa3paboTka KoHUenuuu npoekta u usydeHme ONEPATOPA

[Haxe c BoapacTaHueM criyyaeB NMPUMEHEHUs NPOBOAUMON BPYYHYHO cepfevHO-NEeroYHol peaHumauyum 6onbLmH-
CTBO NtofeN, cTpafaroLLMX OnacHbIMU ANS XU3HW apUTMUSAMU, He BbKMBAET BHe cTeH SonbHULbl. PaHHIo aedunbpun-
NALWIO CYMTALOT MMaBHOW BO3MOXHOCTBIO MOBbLILLIEHUS BbbkMBaemocTU. Mcxons ua atoro Geina paspaboraHa KoHUenuus
06LLef0CTYMHBIX aBTOMaTU3MPOBaHHLIX BHELLUHUX Aecdubpunnsatopos (AB).

Mpu paspaboTke AB[] 6binn Ucnonb3osaHbl Takne MeTogsl NMPOEKTUPOBAHUA SKCMYATALIMOHHON MNPU-
FMOOHOCTW, kak KOHTeKcTyarnbHo-3aBicMoe HabnogeHne, cosfaHne maketa U aHanua ownbok. MNepeble MakeTsl Gbinn
pa3paboTaHbl Ha OCHOBaHWUK HabnoaeHNs 3a akcnnyaTtauueit 4embpunnAaTopoB B NoXapHbIX Aeno. XpaHeHue U 4ocTyn-
HOCTb ObINu onpefeneHsl kak ktodeBble Npodnemsl, KOTopble GbiNM yuTeHbl B NepBOi UTepauun TpeboBaHuii K NpoekKTy.

DDD.2.9.2 Pa3paboTka kpuTepues/TpeboBaHuii K IPOeKTy

C NoMOLLbI0 UCCTeAoBaHNi COTPYAHMKM, 3aHMatonecss MPOEKTUPOBAHMEM 3KCNNYATALMOHHOW NPK-
FMOOHOCTW, onpeaenunu, 4to AedubpunnaTopsl 4oMKHLI MMeThL HebonbLyto Maccy, 6bITb MOpTaTUBHLIMU (pa3Mepami
¢ nopTdens), NpocTbIMK B SKCNMyaTauuu 4ns MmuHumansHo OBYYEHHBIX nuy n npucnocobneHHbIMK Anst aKcnnyaTauum
B 0OLLECTBEHHbIX MECTax (camoneTax, Ka3auHo, rocTUHWLaxX U T.4.).

DDD.2.9.3 OueHka npoekTa

AHanus BxoaHbIX faHHbX ONEPATOPA 1 HabnioaeHus, NpoBeAeHHbIE Ha NepBbIX MaKkeTax, No3BoMuIv 06HapyX1Tb
Takue npobremsl, Kak HenpaBUnNbHaa YCTaHOBKa NPOKMAAOK ANEKTPOAOB U M3NULLHAS Aedubpunnsums. Yepes onpese-
NEeHHbIE MPOMEXYTKN BPEMEHN U C NOMOLLBbIO Pa3HbIX MoAereii nauueHTaM NpoBoAUIN peaHUMaLMOHHbIE AeicTBUSA, KO-
Topbie 6bMn NpoHyMepoBaHb! (paspaboTka pexxuma paboTel MakeTa). Bbino obHapyXeHo, YTo BLINONHeHUe sTanos 1-2-3
YNy4LWKUNo aKCNNyaTaunoHHble ceoicTBa. AHanu3 owumbok no3sonun paspaborarb cTpaTernio CBEAEHUss K MUHUMYMY Ta-
KWUX OLUIMGOK, KaK HEBKNIOYEHUE N3[ENUS UNN MNOX0e COeANHEHWUE NEKTPOAOB.

DDD.2.9.4 Peanu3aauus v BeBefieHue B obpallyeHune nsaenus

C momeHTa nosenenns ABL Ha pblHKe AecATKU ThICAY annapaTtoB Oblnn NOCTaBeHbl Ha aBUaniMH1K, B OTAENEHUA
nonuUMK, roCTUHUUBI/Ka3nHO, WKonbl W GonbHULbl. OfHaKo OKOMo YETBepTU MoKynatenei umetot gecubpunnatopbl B
NIUYHOM NOMb30BaHUK, T.€. HOCAT UX ¢ CoBoi unu umetot foma [8]. [IBeHaguaTUNETHUE AETU MOTYT TakK e YCNeLwHo K
6bICTPO Nonb3oBaTbCA KoMMepyeckumu ABJ, Kak U MEAULMHCKWIA NepcoHan B OTAENeHMUsIX CKOpOiA nomolyu — nocne
BCero nuwb 90-ceKyHAHOro UHCTpYKTaXa Ana AeTeit u 67-ceKyHAHOro Ans npodgeccnoHansHo 06ydeHHbIX B3pocnbiX [9].

DDD.3 NMnauuposanmne NMPOLIECCA NMPOEKTUPOBAHUSA SKCMNNYATALIMOHHOW NMPUrOAHOCTU

DDD.3.1 O6ocHoBaHue BKnwuvYeHus cneumanuctoB no MPOEKTUPOBAHUIO 3KCI1]1YATAL|MOHHOI71
NMPUTOAHOCTU B KOHCTPYKTOPCKYIO rpynny

Cneumanuctsl no MPOEKTUPOBAHUIO SKCMNYATALIMOHHOM MPUIOOHOCTU forkHel 6biITh NpUBeYeHsl ¢
€aMoro Hayana ocyLlecTBIIeHUsl NpoeKTa, XOTS COCTaB rpynnbl U €e poflb MOryT M3MEHSATLCA Ha NpoTsbkeHuu Beero MNPO-
LIECCA npoektupoBaHus u paspabotku. Ha panHeit cragum NPOLIECCA npoeKTMpoBaHuUS, Kak TONbKO onpegeneHa nep-
BOHaYanbHas KOHLENUWs, MOXHO MAeHTUdULMPOBaTb YPOBEHb KOMMETEHLMK, Heobxoaumblil ansa NMPOEKTUPOBAHUA
SKCMNYATALMOHHOW NMPUMOAHOCTMW, u HabpaTb nepcoHan.

Pa6oTsl no NMPOEKTUPOBAHUIO SKCTINYATALIMOHHOW NMPUMOAHOCTU GyayT pasnuyarkcsi B 3aBUCUMOCTM
oT Tuna usaenus, Tpebosanuii kK MPOEKTUPOBAHUIO ero SKCMINYATALIMOHHOW NMPUMOAHOCTW, a Takke oT opra-
HU3ALWOHHOM CTPYKTYpPbl (OUPMbLI-U3rOTOBUTENSA U KYNLTYPbl €€ COTPYAHUKOB. B HekoTopbix cnyyasx rpynna no NPOEKTU-
POBAHUIO SKCTIYATALIMOHHOM MPUMOAHOCTU MOXET COCTOATh U3 OfHOMO OMLITHOTO npakTuka, oiHOBPEMEHHO
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y4yacTBYIOLLEro B psae NpoekToB. B Apyrux cnyyasx Heckonbko cneuumanuctos no NMPOEKTUPOBAHUIO SKCIITYATALIN-
OHHOW MPUrOOHOCTM MoryT cTaTh YacTbio MHOFOMPOMUILHON KOHCTPYKTOPCKO#M koMaHabl. CheuuanucTsl no MPO-
EKTUPOBAHMIO 3KCIMIYATALIMOHHOW MPUIOAHOCTM MoryT 6biTh CRyXaLyMMKU OpraHM3aLmMi UM KOHCYETaHTaMu
€O CTOPOHLI. HekoTopele cneyuanmctsl no NMPOEKTUPOBAHUIO SKCNNYATALIMOHHOW MPUIOOHOCTM sensioTea B
opraHu3aLusax camoCTOATENbHEIMU COTPYAHWKaMU, B TO BpeMS Kak Apyrue paboTaloT B oTAenax pa3nuyHoro npoduns,
TaKuX Kak OTAEN MapKeTUHra, KOHCTPYKTOPCKUiA, NPOMBILLNIEHHOTO AWU3aiiHa Unu pa3paboTku nporpaMMHoOro obecneverns.

Ans yenexa pa6ot no MPOEKTUPOBAHUIO SKCIMITYATALIMOHHOW NPUMOOHOCTU TpebyeTtca cunbHoe pyKo-
BOACTBO, MopAepxuBatoLlee cooTseTcTBylolee MPOEKTUPOBAHME 3KCMNYATALMOHHOW NPUIrOAHOCTU B npo-
Liecce pa3paboTkv 1 ynpaeneHusi npoekTupoBaHMeM. TovHee, AOIMKEH UMETLCA NpU3HaHHbIA nuaep no NMPOEKTUPOBA-
HUIO SKCMNNYATALIMOHHOM NPUTOAHOCTM, ynonHOMOUeHHBI pyKoBOACTBOM OpraHu3aLmm U crnocobHeIi pabotaThb
NMPOAYKTUBHO W C NpaKTU4ecKol oThajveid co CMeXHBIMKA OTpacnsiMu B npouecce pa3paboTk BbICOKOKAYeCTBEHHOIO Npo-
ekta MHTEP®ENCA OMNEPATOP — WU3JENWE.

B pononHeHue K nuyamM, koMneTeHTHeIM B obnactn NMPOEKTUPOBAHNA GKCI'IJ'IYATALU/IOHHOVI NPUTOAOHO-
CTW, npoekTHbIe rpynnbl B o6LLeM criydae yCunueatoT, BKIodas B HUX COTPYAHUKOB, KOTOpPbLIE:

- OTBeYaloT 3a paspaboTKy cpeacTB 06yyYeHUs, COCTaBNSAIOLWMX efUHOe LeNoe ¢ MEAMLMHCKUMMN U3LENUSMU UINA CO-
NpoBOXAAKLLUX KX, TaKUX KaK onepaTusBHasn nomoLlpb, pykosogctsa ana ONEPATOPA u kpaTkue crnpaBoO4HUKMY;

- ABNSAOTCSA OTBETCTBEHHEIMM 3a pa3paboTky kypcoB OBYUYEHUA n matepnanoB agns Hux;

- MOTYT 06L4aTbCA C UHXeHepamn 1 pa3paboTumkamu Ha TEXHUHECKOM YPOBHE,

- MOTYT co3faBaTh KOMMbioTepHble MakeThl MHTEP®ENCA ONMEPATOP — USAENME (unu ynpaensTs ux cosfa-
Huem);

- MOryT achbheKTMBHO 06LLaThCs C COOTBETCTBYIOLLENR KaTeropueit (kateropuamu) ONEPATOPOB.

DDD.3.2 Onpepgenexne o6bema pabor no MIPOEKTUPOBAHUIO 3KCNAYATALMOHHOW NPUrOAHOCTHU

DDD.3.2.1 O6Lumne nonoxeHus

MogobHo ApyrMM snemMeHTam TexHorormnyeckoro unu koHctpyktopekoro NPOLIECCA, NMPOEKTUPOBAHUME 3KC-
MIYATALUMOHHOW MPUMOAHOCTM ocHoBaHO Ha TouHOM pacyeTe o6bema paboT. Mpin niobbix 06CTOATENbCTBAX Lierbio
ABNAeTCs BLINonHeHWe o6bema paboT no MPOEKTUPOBAHUIO SKCMNYATALIMOHHOM MPUrOAHOCTMW, aoctartouHo-
ro gna obecneyeHwsa cooteeTcTBytOWMMU MeTogamu BESOMACHOCTU, PESYNBLTATUBHOCTU n SKCMMYATALIMOH-
HOWM NPUFOAHOCTW KOHEYHOro U3AEnUs.

Boree cepbesHble paboThl No MPOEKTUPOBAHUIO SKCMNYATALIMOHHOW NPUFOAHOCTU MoryT notpebo-
BaTbCA, ecru:

- paspabaTbiBaloT HOBOE M3Aenne, a He BbINOMHAOT He3HaYUTeNbHblE U3BMEHEHUSA CYLLIECTBYIOLLEN KOHCTPYKLUK;

- paspabaTbiBaloT nagenue, npeanonarawwee obWMpHbLIE MNK crioXHble B3aumogeicteua ¢ ONEPATOPOM, B
NPOTUBOMONOXHOCTL MPOCTOMY M3fenunto, nogpasyMeBatoleMy npoctele B3aumogeicteus ¢ ONNIEPATOPOM,;

- paspabaTbiBaloT u3genue, BuINoNHALLEee OTBETCTBEHHYIO, XKU3HEHHO BaXHYI0 PyHKUWIO, B NPOTUBOMNONOXHOCTb
U3enuio, BbIMOMHAIOLEMY MeHee OTBETCTBEHHBIE PyHKLUM;

- BHepSOT abCOmMOTHO HOBbLIE TEXHOSOMUIO W/Unu Metog, HeaHakomble ONMEPATOPAM, B NpOoTMBONONOXHOCTb TEX-
HOMOTUN N METOAY, MO KOTOPLIM YK€ HaKOMNMeH ONbIT NPUMEHEHUS.

HaobopoT, npu orpaHu4eHHoM B3aumogeicTsun uagenus ¢ ONNEPATOPOM MOXHO rapaHTUpoBaTb CyL|eCTBEH-
HO MeHbLIMIl 06bem paboT no MPOEKTUPOBAHUIO SKCIMNYATALIMOHHOW NMPUMOAHOCTW. MNpu 3BOMIOLMOHHOM
pasBuTUM (T.e. Npu MoAWUUKaLMN UM MOAEPHU3ALUN CYLLLECTBYIOLLErO U3AENnnsl) MOXHO COOTBETCTBYIOLMM obpa3om
“CMonb3oBaThL yxe UMetoLmeca HapaboTku no MPOEKTUPOBAHUIO SKCIIMYATALIMOHHOW MPUIOOHOCTW, Takue
Kak pesynbraThl UchbiTaHnit AKCMNYATALIMOHHOW NPUMOAHOCTU unm nocrnenpogaxHoro HabniogeHusi. Hanpu-
Mep, NPeAnornoXmB OTCyTCTBUE MaMeHeHuii B CUCTEME TPEBOXXHOW CUMHANUSALIMU UBOENUA n B kaTeropusx
OlMNEPATOPOB, a Takke B CLIEHAPUAX NCMNONTb3OBAHUA, BnonHe onpaeaaHHo BepudULUpoBaTh AaHHYH0 XapakTe-
PUCTUKY HOBOIO M3[enusi aHarornyHo paHee BhiMorHeHHoii paboTte no NMPOEKTUPOBAHMIO SKCIITYATALIMOHHON
MPUTOOHOCTW (Hanpumep, aHanorMyHo NpeALecTBYLMM uenbiTannam SKCTITYATALIMOHHOW NPUFOAHOCTH).
OpfHako N3MeHeHUs!, He UMetoLLMe OTHOLLEHNS K NPOEKTY, MoryT notpeboears nposefeHus oueHkn NPOEKTUPOBAHUA
SKCMNYATALUMOHHOW MPUMOAHOCTW. Ucnonb3osaHne Gonee paHHeit paboTel no MPOEKTUPOBAHUIO SKCIIY-
ATALIMOHHOW MPUMOOHOCTW sienseTcs LenecoobpasHoii, Ho CroXHoili 3agayei, npeanonaraLwwei HeobxoaMMocTb
KomnpomMucca MeXay BO3MOXHOW SKOHOMMWER U AONONTHUTENbHBIMU YCUITUAAMU MO OOBLACHEHUIO U JOKYMEHTUPOBaHMIO NpU-
HATOro peLueHus.

HekoTopble Usfenus BbINOMHAT HOBYHO MEAULMHCKYIO (OYHKLUIO, COMETaloT (OYHKLMKN OTAENbHLIX U3fEeNUii unu as-
TOMaTW3NpPYLOT (BYHKLUKW, paHee ocyliecTBnseMble Bpy4Hyto. CnoxHocTb, npucywjas Hosomy U3AENNIO, moxeT noTpe-
6oBaTh NPoBeAEeHNS OTHOCUTENbHO BonbLIOro o6bema paboT no MPOEKTUPOBAHMIO SKCTINTYATALIMOHHOW NPK-
rOAHOCTW. Pabota Haa MPOEKTUPOBAHWMEM 3KCMMYATALIMOHHOWM NMPUMOAHOCTU nagenuii, BONSOLAOLWMNX
HOBble TexHonoruu, Byaet HamHoro Gornee cyLLecTBEHHOI, YeM paboTa, 3aTpadeHHas Ha MogMMUKaLUIo U3RENUsA, — Ha-
YuHasa OT NepBOHaYanbHOro WCCRefoBaHWA U A0 BOMMOLWEHWA 3aMbicra 1 3akmtountensHoit BANMOAUUN. TunuuHbIM
TalKKe ABMNAETCA OTHOCUTENBHO HEBOMbLUOK 06beM UMEIOLMXCA AaHHBIX (HanpumMep, nHopmayun nNo npeueseHTaM unu
aHanuay onacHOCTeN), UCXOoAA U3 KOTOPOro yCTaHaBMWBaOT OCHOBHbIE HanpaBfieHus paboTbl.
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DDD.3.2.2 UccnegoBaHue YacTHOro cnyyas. lNpoekTupoBaHue He3HaYNTENbHBIX U3SMEHEHWUIA NPOCTOro M3 enus

PaccmarpuBatloT HesHauuTenbHble U3MEHEHUS B KOHCTPYKLMM NPOCTOrO M3fenus, U3roToBIIEHHOro Mo M3BECTHOWM
TEXHOMOrMK, Hanpumep WNpULEBoro Hacoca. B gononHenne Kk TpebyeMoii 3afjade co3faHns KOHCTPYKLUN COBPEMEHHO-
ro UHTEP®EUCA OMEPATOP — U3JENUE oTeeTHas nporpamma no NMPOEKTUPOBAHUIO QKCMNYATALIMOHHON
NMPUMOOHOCTU MoxeT TakKe BKIlo4aTh B cebs cnegyiolue AedcTBuS:

- npoBefeHne Gecen (MHAMBMAYANbHBLIX UKW MPYNMOBLIX), MOCBSALLEHHLIX UMEIOLLEMYCS U3AENNUI0 KOMMAaHUK, a Tak-
Xe HECKOIMbKUM KOHKYPUPYIOLLMM nsaenusam, ¢ npecrasutensamu ONEPATOPOB;

- aHanu3 coobweHunit 06 nHuMaeHTax ¢ Uenbto uaeHTuguumposate PUCKN, BoamoxHele BecriegctBue OLLIMBOK
SKCIYATALINKU, n nepecmoTp AHAJTIN3A PUCKA, 3aTeM ycTaHoBreHUe dpakTta, YTo npeanoXeHHas KOHCTPYKLMS yuu-
ThiBaeT atn OLLUMBKK SKCINYATALUN,

- npumMeHeHue B MPOLIECCE npoekTupoBaHus pa3paboTaHHbIX MPUHLMNOB/PYKOBOASALLMX yka3aHuid no NMPOEKTU-
POBAHUIO SKCI'IJ'IYATALMOHHOM MPUMOAHOCTMW, satem ycTtaHOBNEHUe COOTBETCTBUA nocpeacTteomM ayaura NPO-
EKTUPOBAHUS SKCMNNYATALIMOHHOW NPUFOAHOCTH;

- npoBeieHue ucnbitaHus SKCIITYATALMOHHOW MPUMOAHOCTU nepBoHavarbHOro MakeTa (KOMMbHOTEPHOrO
MOAENUpoBaHuA unu paboyeit Mogenun) Ans onpeaerneHns cootBeTcTBUA MakeTa Liensam BESONMACHOCTU n SKCIITYA-
TALIMOHHOW MPUMOAHOCTW 1 ycTaHOBNEHUs! BO3MOXHOCTE YCOBEPLUIEHCTBOBAHUS KOHCTPYKLIMK;

- npoBefieHne BToporo ncnbiranns SKCMITYATALIMOHHOW NMPUMOAHOCTU ans BanuaaLmMmn yny4LeHHON 1 noy-
TN 3aBepLUEHHOH KOHCTPYKLIMH.

OCHOBHLIM U3 3TUX AEACTBUIA ABNAETCH paHHee U HenpepbiBHOE npuBneyeHune npeacrasutener ONEPATOPOB,
XOTA pearnbHoe yucno npuenedeHHeix ONMEPATOPOB MoXeT 6bITb orpaHuyeHo, Nno KpaiHeh Mepe B criyyae NpoeKTupo-
BaHWA NpOCTOro uspenus.

DDD.3.2.3 UccnenoBaHue YacTHoro criydas. [NpoekTupoBaHue CrioXHOro U3fienus ¢ NpuMeHeHeM HOBbIX TEXHOMNOMUIA

PaccmatpuBatoT paspaboTKy MHXEKLMOHHOW CUCTEMBI AN BBEAEHUSA KOHTPacTHOW CPefibl B KOMMLIOTEPHLIE TOMO-
rpacpuyeckme ckaHephbl. Takast cMcTemMa COCTOUT M3 WHXEKTOpa, MEXaHMYEeCKW YNpaBrsioLero nopLuHeM LUNpuua, ogHo-
pa3oBoro Lnpuua, CMCTEMbI 3arMofHEHWS LUNpUL@ KOHTPACcTHOW CPeAoi U SNeKTPOHHOro WHTepdeiica ¢ akpaHoM AN
ynpaBieHNs 1 MOHWUTOPUHIa UHBbEKUUIA. STankbl co3gaHns Takoi CUCTEMBI MOTYT BbITb CreayoLUMHU:

- paspaboTka nonHoro obbema TpebosBaHWi, BKMoYalowwas B cebs cooTBeTCTBYIOLLEe UcCrefoBaHue (Hanpumep,
aHanua 3agad) pabouux xapakrtepucTuk usgenus, kateropuii ONEPATOPOB, Nnpon3BoACTBEHHOMN Cpefbl, XapakTepUcTUK
HagexHocTn u BESOMNACHOCTW. PekomeHayeTca npuBnekarsb K 3Toi paboTe, a Taloke Ko BCeM NOCreayoLMm uenbita-
HUAM nuy us kateropuu NMPEQYCMOTPEHHOIO NMPUMEHEHUAMPEOQYCMOTPEHHOIO HASHAYEHUA (TexHukos,
MALMEHTOB v Bpadyeit). Ecnin BoamoxHo, 6ecefibl M HabntofeHs pekoMeHAYETCA NPOBOAUTL B NMPefyCMOTPEHHOW ANS
aKkennyatauuu cpege. Takke fOmKHbI BblTb paccMOTPEHbI B3aUMOCBA3WU ¢ ApYrUMU U3genuamu. Ha atom atane coTpya-
HUKY Unn rpynne, 3aHsToit MPOEKTUPOBAHMEM QKCMNYATALIMOHHOW MPUMOOHOCTW, pekoMeHayeTcs UMEThb
noppoBHoe onucaxne TpebosaHuit kK MHTEPDEMCY ONEPATOP — U3ESIME u kpaTkoe npeABapuTeNnbHOE NoaTanHoe
onuncaHne HeoBxoAMMbIX 418 UCMOMHEHUS NPOLEAYP, BKItovatoLiee B cebsi:

- pacnpegerneHue dyHkUuin mexay ONEPATOPAMU n U3OEJTMEM, 4Tobkl y6eauThes, YTO pasaeneHne py4Horo u
aBTOMaTU3NPOBAHHOMO TPYAa COOTBETCTBYET BOIMOXHOCTAM YeroBeKa U MallvHbl. B npuMepe ¢ MHXEKUMOHHOW cucTe-
MO/ BaXKHO OnpeaenuThb, Kakue acnekTsl UHbeKLUUN AOMXHbI BbiTe aBTOMaTU3UpPOBaHL!, F4e criefyeT ncnonb3oBaTk Py4HOA
TpyA, kakoi Bug obpatHoii cessn ¢ ONEPATOPAMW Heobxoaum Ha kakom atane MPOLIECCA v T.4. Peaynsratom MoxeT
ObITb NepeYeHb PYHKLUUIA, CONPOBOXAAEMBIA NogpoBHOCTAMU ynpaBneHns Kaxgon yHkuueih n pekomeHgaumeit no gop-
Me NpeacTaBneHnsa NHopMaLnMn Ha KaxaoM sTane pasnuyHbix NPOLIECCOB;

- npoeegeHune nonHoro AHATTM3A PUCKA, skntodatorero B cebs OLUMBKI SKCIMITYATALUUWN v paspaboTtky npo-
EKTHBIX pelueHUA Mo NpeaynpexaeHuto Unu yMeHblleHUo ngeHtuduuympoBaHHbix PUCKOB. CrneayeT npefycMoTpeTb
kaxgyto OLLUMBKY SKCIMITYATALIMW, koTopas moxeT BbiTk caenaHa kem-Hubyge ns ONMEPATOPOB B To unu Hoe Bpemsi.
TakoW aHanua peKoMeHayeTcs akTyanuanpoath B TedeHue Beero NMPOLIECCA pa3spaboTky,;

- NpoBefeHne B NoNMHOM o6bemMe NPOEKTUPOBaHUS U pa3paboTKu M3Lenns ¢ UCNONb30BaHUEM METOL 0B NPOEKTH-
poBaHUsA U OLEHKM, onucaHHelx B NyHkTax DDD.5 n DDD.6. 3Tu MeToAkl BKNtoYatoT B ceb8 MogenvpoBaHue, BhINOHEHNE
aHanu3oB 3ajad, co3fjaHne MaKeToB W MpoBeAeHWe UCMbITaHWiA SKCI'IJ'IVATALU/IOHHOIZ MPUICOHOCTU. MpumeHe-
HWe UTepaTUBHOrO NPOEKTUPOBAHUA U MOLENUPOBaHUS MOXET NpeaoTBpaTUTL nocrnegyrolime pacxoibl Ha fopaboTky
usgenua. Mogenu ¢ HU3KOA TOYHOCTBIO BOCNPOU3BEAEHWNS 0ObIMHO NMPUMEHSIKOT C LieNbio UCCefoBaTh ansrepHaTuBHEIE
KOHLIeMLMK npoekTa nNpu cosfaHun KOHLUENLUMU U3fenua n Ha paHHUX STanax ero pa3paboTku. o Mepe npoaBUXeHUS
pa3paboTku oLeHKy peHTabenbHOCTH NpoekTa obriervatoT Gnarogaps NPUMEHEHWIO MakeToB ¢ Bonblieit TOYHOCTHIO BOC-
npou3BefeHNs;

- B JaHHOM NpUMepe UHXEKLMOHHOW CUCTeMbI MOXHO CHavana co3farb CTaTUdeckue Mofenu nHTepdeiica KoHTpon-
nepa Ha akpaHe MHTEP®EMCA OMEPATOP — UB3OENME u rpy6bie dhnandeckme MakeThl MHXEKTopa 1 LnpuLes. OLeHka
Ha paHHel cTaguu MoXeT BKNoYaTh B cebsa runoTeTudeckue nporoHsl coBMecTHo ¢ ONMEPATOPAMW B cpene, npeaHasHa-
YeHHoit gns NPEAQYCMOTPEHHOIO NMPUMEHEHUAMPELYCMOTPEHHOIO HA3HAYEHUA. OgHako no Mmepe Toro Kak
NPOEeKTbl Pa3fnYHBIX KOMMNOHEHTOB CTAHOBATCHA Goriee CoBEpLUEHHEIMUW, @ MaKeTkl Gonee peanucTuyHeiMm, BEPUOUKA-
LIMKO pexkoMeHayeTca NpoBOAUTL C y4eToM Bonee oBbeKTUBHBIX McrbiTaHuii SKCTMYATALMOHHOM NMPUIOOHOCTMW.
3aecb nepes TEXHUKOM MOXHO NMOCTaBWUTE PSR 3ajad, TpebyroLux UCMONHEHUS Ha CEHCOPHOM 3KpaHe MakeTa wWunu Ha
paboyeM MakeTe UHXeKTopa. Pe3ynkTaThl BCEX OLEHOK LOMKHEI ObITb BKIOYEHB! B CIEAYIOLWYIO UTEpaLMIo NpoekTa ¢ obe-
creYeHneM ycTpaHeHNs oLIMBOK N YMeHbLUEHWEM KonndecTBa HeobxoaumMbix Ans ONEPATOPOB UHCTPYKLUA;
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- ANSA UCcbITaHuit ankTepHaTUBHLIX NpoekTos MHTEP®ENCA OMEPATOP — UBLENIME 0co6eHHO nonesHsl KoM-
nblOTEPHbBIE MaKeThI, co3faBaeMble [0 NPOU3BOACTBa AeNCTBYOWUX Mogenei. [na MHTEP®ENCOB OMEPATOP — U3-
OEJME c nporpaMMHbiM obecnedveHneM oBbl4HO NPeanoYTUTENbHEE UCMONb30BaTb MHCTPYMEHTEI BEICTPOr0 MakeTupo-
BaHuA. Yem BbicTpee GyayT cosgaHbl U MOAUULMPOBaHLI MaKeTkl, TeM Gornee BEPOSATHO, YTO pe3ynkTaThl UCTIbITaHWURA,
npoBeaeHHbIX ONEPATOPOM, 6yAyT oKkasbiBaTb peanbHoe BrUAHWE Ha pa3paboTky M3genus;

- nocre Nony4YeHust AoCTyNna K MakeTaM C BEICOKOW TOMHOCTHH BOCNPOU3BEAEHUS UMM paHee Npon3BeseHHbIM MO-
gensam npoeogaT BAIIMOALUMOHHBIE ucnbitanus, rapaHTupytowme cootseTcTBue Usgenus tpebosanusam OMNEPATO-
POB v NALUMEHTOB. Ha atoit ctaguu ONEPATOPAM pekoMeHZyeTcs HayunTbes 6e3onacHo M ahPEKTUBHO BbINOIHATL
Kaxzblli U3 cnegytolLux obasaTenbHbIX STanoBs: 3anofiHeHWe OfHOPa3oBOro LWNpULA, NOMELLEHNE ero B MHXEKTOp, Beibop
MpoToKoNa UHBEKUMM Ha akpaHe Broka ynpaeneHus, akTuBUpoBaHWe 1 MOHUTOPUHT UHBEKLUN U T.4.

DDD.3.3 [okymeHTupoBaHue BuaoB AesaTenbHoctu no [MPOEKTUPOBAHUIO 3KCI'IJ1YATALIVIOHHOI71
NPUTOOQHOCTU

B nokymeHTax no MPOEKTUPOBAHWMIO SKCMNYATALIMOHHOM MPUMOAHOCTM pekomeHayeTesl TO4HO popMy-
nupoeaTb HeobxoguMble TpeboBaHusa U nanaratb UX Ha A3bIke U B CTUNeE, Hanbonee NPUrofHOM AN KOHEYHbIX NONb30Ba-
Teneil, KOTOpblE YacTo SBMNSAIOTCA UHXeHepaMu U paspaboTymkamu NporpammHoro obecneveHus.

MPOEKTUPOBAHWE QKCMYATALIMOHHOW MPUMOOHOCTW pekomeHayeTcs BKloYaTh B Cyl|ecTByOLME
MPOLIECCHI ynpaBneHus NpoekTMpoBaHWEM U, ecnu LieriecoobpasHo, oTpaxaTb B TEXHUYECKUX ONUCaHUSAX, NpoeKTax,
gokymeHTax u MPOLECCAX MEHEDKMEHTA PUCKA. JokymeHTaLuo cneayeT cosfasarb U NoaaepXusaTtb B COOTBET-
CTBWM C NPUHATLIMU CTaHdapTaMu, TakuMu kak [10] u ISO 14971.

Mnan MPOEKTUPOBAHUA SKCMNYATALIMOHHOM MPUTOOHOCTU pekomeHayeTcsl HauaThb BLINOMHATL U [0-
KYMEHTUPOBaTL Ha paHHel cTaguu npoekTupoBaHus. Mo mepe HeoBXoAMMOCTU NaH PeKOMEHYETCHA KOPPEKTUPOBaThL Ha
BCEM MPOTSKEHUU MPoLiecca NPoeKTUPoBaHNsA. TURMYHLIA nnan MPOEKTUPOBAHMSA SKCMNYATALIMOHHOW NPUIOM-
HOCTW moxeT BkNo4aThb B cebs:

- 0bnacTb pacnpocTpaHeHus,

- OCHOBHbIE€ METOA I NPOEKTUPOBaHMA WHTEPPENCA OTNEPATOP — U3OENVE;

- 3anNnaHWMpoBaHHbe aHanus u uccnegoranns NMPOEKTUPOBAHWA SKCTITYATALMOHHOM NPUrOAHOCTU;

- MPOLIECC npoekTuposaHus MHTEPOENCA ONEPATOP — U3JENME v 3annaHMpoBaHHOE UCNONb30BaHUe UH-
CTPYMEHTOB 1 MeTogoB NTPOEKTUPOBAHUSA SKCMNYATALMOHHOW MPUIOOHOCTU (HanpumMep, nsydeHue pesynsra-
TOB HabntogeHuid, ucnoiTaHue SKCI'IJ'IYATALLVIOHHOI?I MPUIOOHOCTH, ob3opbl NpoekToB);

- MPUMEHEHNE HaLMOHanbHbLIX, MeXAYHapOAHLIX UMK OTpacneBbX CTaHaapToB U pykosoacTs no UHTEPDENCY
YEJTOBEK — MALLUMNHA (Hanpumep, [11]);

- MeTOA OTCREXMBaHUS M MPUHATUA pelleHns no pesynstatam MPOEKTUPOBAHMA SKCMIYATALIMOHHON
NPUIOOHOCTH;

- nponsBogHele MPOEKTUPOBAHMA SKCTMNYATALMOHHOM MPUMOOHOCTM

- rpadukmn 1 KIkoYeBble MOMEHTLI paboThl;

- nepcoHan 1 HeobxoanMble pecypchl.

(cM. Tabnuuy DDD.4),

Tabnwnya DDD.4 — TunuyHble NPoU3BOAHbLIE

Otan NPOLIECCA NPOEKTU-

SHEMer]H?éE?:;newﬂ POBAHUA SKCMNYATALM- MpuMep NPon3BoAHbIX
P OHHOW MPUrOAHOCTH
PaspaBoTka KkoHUenuuu | Mccrieposanne  OMEPATO- | Mnad  MPOEKTUPOBAHUA  SKCMNYATALIMOHHON
npoekTa POB MPUFOOHOCTH, NMPODUNN ONEPATOPOB, aHanus 3a-

fad, onvcaHue MpousBOACTBEHHOW CpeAbl, aHann3 MPO-
EKTUPOBAHUA S3KCMNNYATALUMOHHOW TMPUIOOHO-
CTW npeguecTsytoLlero u geinctaytowero USOENNA

TpeGosanua (Lenu) k SKCMNYATALIMOHHOM MPUMOD-
HOCTW, CLEHAPUN UCTONB3OBAHNA, apxuBHble
nanku

Pa3paGoTka KoHLenUun npo-
eKTa

BxoAHble fjaHHble npoekTa | PaspaboTka MPOeKTHbIX Kpu-

Tepues/TpeboBaHuit

Ananuns OLUMBOK SKCMIYATALIMW; CMELIM®OUKALINA
SKCIMNYATALUMOHHOWM NPUTOOAHOCTH
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OkonYaHue mabnuypel DDD.4

SeMeHT VIbABNEHIIA ran NMPOLIECCA NMPOEKTU-
o POBAHMSI SKCTNYATALY- MpMMep NPOU3BOAHBIX
P OHHOM MPUFOAHOCTM

BbixogHble AaHHble npo- | MpoekTuposaHue/ycosep- | Mogenn UHTEP®ENCA OMEPATOP — M3AENMUE, Make-
eKTa LUEHCTBOBaHWE n3genus Thbl; NogpobHoe onncaHue npoekTa NHTEP®EWNCA OlE-
PATOP — N3AEJIME

Mnad BANIMOALIMM SKCMTYATALMOHHOW MPUroa-

HOCTU
BANMOALUMA u BEPU- | OueHka npoekTa OTyeT no ucnbitanmam IKCMNYATALMOHHOW MPUIrod-
OUKALINA npoekTa HOCTU
— Peannsauymsa n BBeaeHne um3- | BxogHble AaHHble no MPOEKTUPOBAHUIO SKCTUTYATA-
fenus B obpalleHne LNOHHOU NMPUTOOHOCTU ana BbINONHEHUA U3MeHe-

HWIA NpoekTa

DDD.4 NPOLIECC NMPOEKTUPOBAHWA 3KCI'IJ1YATALI.VIOHHOI7I NnPUrOQHOCTHU
DDD.4.1 CucteMHbI noaxon

MPOLIECC MPOEKTUPOBAHMSA 3KCMNMYATALIMOHHOM MPUFOOHOCTU noppasyMeBaeT, YTo Kaxaoe Meau-
LiMHCKOE u3fenue sIBMAeTCA aneMeHToM Bornee crnoxHoW cucteMbl. Kak MUHUMYM, Takne cUCTeMbI BKIoYatoT B cebs Npo-
U3BOACTBEHHYIO cpefly, B KOTOpoOW aKcnnyaTtupytor nsgenue, ONMEPATOPOB usgenus, NALUMEHTA u apyrue usgenus
unu BcnomorarenibHoe obopygosaHue. MofiHoe NOHUMaHWe CUCTEMBI, OAHUM U3 3IEMEHTOB KOTOPOi ABNAETCA usaenue,
npeAcTaBnseTca HeoTbeMNeMoil YacTelo MPOLIECCA MPOEKTUPOBAHUSA SKCMNNYATALUMOHHOM NPUMOAHOCTMW.
B3anmocBsan aneMeHTOB CUCTEMBI, BNEpBbie paccmaTpuBaemele Ha camoit paHHel ctagum NMPOLIECCA npoekTuposa-
HWS, OYeHb BaXHbl AN NaHNPOBaHWs nocreaytowmux Buaos pabot no MPOEKTUPOBAHUIO SKCMNYATALIMOHHOM
MPUFOOHOCTMU, ocobeHHO ANA NPOBELEHUS OLIEHKU NpoeKTa.

Ha paHHeit ctaguu MPOLIECCA MPOEKTUPOBAHKMA SKCMNYATALIMOHHOM NPUFOOHOCTU pekomeHayeTea
OnpefennTb CUCTEMHbIE SIEMEHTLI, KOTOpble ByAyT paccMOTpeHEl Npu NpoekTUpoBaHUU. OBLLUNPHBIE CUCTEMHbIE onpe-
JeneHns CBOCTBEHHbI MPOU3BOLCTBY W3AENWIA, OTBEYaIOLMX COBPEMEHHLIM TpeboBaHUAM K cucTeMaM. OBLUUPHBIE Cu-
CTeMHbl€ ONUCaHWSA XapaKTepHbl ckopee ANS PeBOMOLMOHHBIX U3LeNnnii, YeM AN 3BOMIOLMOHHBIX. OfHAKO BO MHOMMX
KOHCTPYKTOPCKUX NpoeKTax o6LIMPHbIe CUCTEMHBIE OnpeseneHUs MoryT ObiTb HeNpakTUYHBEIMW UK HeoBA3aTeNbHbLIMU.

Mo cywecTsy, NMPOLIECC MPOEKTUPOBAHMA SKCMNYATALIMOHHOW MPUrOAHOCTU — sto MPOLIECC,
opueHTMpoBaHHbIi Ha ONEPATOPA. 370 03HayaeT, 4To OH ynpaBnseTca peanbHbiMU noTpebHocTsMu OMNEPATOPA u
GasunpyeTca Ha npegnockisike, 4to OMNMEPATOP Bceraa ABNAETCA OCHOBHLIM SNIEMEHTOM CUCTEMBI. Kak MUHUMYM, peKo-
MEHAYETCHA NPOBECTU UCCNeaoBaHne N OLEHWUTb, KaKk KOHKPETHOe MULO MCMONb3yeT UM MOXET UCNonb3oBaTk U3fenue
B onpeAeneHHbIX KNMHUYEeCKUX yernoBusxX (Hanpumep, B oduce Bpada, JoMa Unu B oTAENEHUN CKopoi noMollu). B xoae
TaKoro nccrnefoBaHnsa PEKOMEHLYIOT Talkke OLEHUTb NPeaYyCMOTPEHHYIO AMA aKCerryaTaLuum cpeay, rae okasbiBaloT Meam-
LIMHCKYIO NOMOLLb, NPOBOAAT TEXHUYeckoe obcryxuBaHue U3aenus, rae obcnyKuBatoLLmii nepcoHan B3auMofelcTBYeT C
nsgenvem (Hanpumep, TpaHcnopTep B rpysonofbeMHuke) unu rae NALUMEHT npumensieT usgenue.

PexkoMeHayeTCa NPUNOXUTL BCE YCUNUA ANA PACCMOTPEHNSA Kak MOXHO 6onbluero Yncna NPousBoACTBEHHLIX CPea.
BaxHO OTMeTWUTb, YTO fMana3oH NPOW3BOACTBEHHLIX Cpef OBbIMHO paclLUMpsSieTcsl B TeYeHWe cpoka cnyx6bl uspenus.
MpuHUMasa B pacyeT AONOMHUTENbHBIE NMPOU3BOLCTBEHHbIE CPeAbl, N3rOTOBUTENN MOMYT YMEHbLWUTL NoTpebHoCTL B A0-
porocTosiLLeM NepPenpPoeKTMPOBaHUM, YCUUTL TOBapHbIe Ka4ecTBa N3Aenns u 06ecnevmnTb CyLLECTBEHHYIO AONTOCPOYHYIO
3KOHOMUIO. Hanpumep, MHOrme Usgenus, npeaHasHadYeHHsle ANA KITMHUYECKOW aKenyaTaumi, NPUMEHSIIOT Tenepb Taioke
¥ B AOMaLLHUX YCNOBUSX, YacTo 6e3 BeAoMa Unu HamepeHus usrotosutens. Mpu skcnnyatauuu usgenus cnocobamm,
HaxoAsALMMUCA BHe obnacTu pacnpocTpaHeHus opuriHanbsHoro npoekta, BEBOMACHOCTL u SKCMJTYATALIMOHHASA
MPUTOOHOCTbL MoryT 6bITb NOABEPrHYTH CEPLE3HOMY PUCKY.

DDD.4.1.2 Uccneposarne NMPOEKTUPOBAHWA SKCIMNMYATALIMOHHOW MPUrOAHOCTU

DDD.4.1.2.1 O6Lue nonoxeHus

Wceneposarne NMPOEKTUPOBAHMSA SKCMNNYATALIMOHHOW NPUTOAHOCTU 06bI4HO KacaeTcsl OfHOTO UK He-
CKONbKUX criefyroLLux (akTopos.

DDD.4.1.2.2 OyHKUus

Kakyto dpyHKUMIO(M) BEIMOMHAET Usgenue (Hanpumep, Kak AaHHOe U3fgenue yBENUUMBaeT BO3MOXHOCTM NnLa, oKa-
3blBatOLLEro MeanUMHeKyo nomolb MALIMEHTY)?

DDD.4.1.2.3 ONEPATOPbI

KTo OyaeT ncnonb3oBaTk U3genue nunm nonyYeHHbIe ¢ ero NOMOLLbIO iaHHbIe (Kak HeNOCPEACTBEHHO, Tak U Onoc-
pepoBaHHO)? 3Ta npobnema BkMtovaeT B cebs KyneTypHble, coluonorideckue, obpasoBaTenbHble XapakTepUCTUKN U
npakTuyeckue HaBblkM BO3MOXHBIX OINEPATOPOB. Ecnu nagenue skcnnyatupyertcs rpynnoi ONEPATOPOB, uccnego-
BaHuWe BKItovaeT B cebs apdeKTUBHOCTL hyHKUMOHUpoBaHusA 1 OBYYEHWSA aToit rpynnbi.
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DDD.4.1.2.4 YcnoBua akcnnyaTtauum

B kakoid KITMHMYECKOW aKcniyaTaLlMoHHO cpefie byaeT ucnonb3oBaHo AaHHoe usaenune? Kakosbl XapakTepucTUku
Kaxxaoi BO3MOXHOI SKCNIyaTaLMOHHOIA cpeabl (Hanpumep, AoMallHel, LIeHTpa HEOTNOXHOK NoMoLyn, 6oNbHUYHOW Nana-
Tbl, onepayunoHHoit)? Kakve apyrue nsgenus obbIMHO SKCNyaTUpYIoT B 3TOW KNUHUYECKOW Cpefie, U KaK MOXET aKcnnyaTta-
LM1A AaHHOMO U3fEnus BRUATL Ha aKcnnyaTaLmio Apyrx usgenuin? Cm. take AAA.46.202.2.3.

DDD.4.1.2.5 Pabouas Harpy3ka

KakoBbl YMCTBEHHbIE M/UNK U3nMyeckue ycunus, ceasaHHble ¢ aKcrnyaTauuein nsgenua?

DDD.4.1.2.6 BE3OMNACHOCTb

Kakune atpubytsl U3JEJINA MoryT noctaBuTh nog yrpo3y ero 6esonacHyto akcnnyatauuto? Kakoe snusHue éyayT
okasbliBaTb Ha BESOINACHOCTb apyrue usgenua?

DDD.4.1.2.7 lNpaBunbHOE U HenpaBunbHOe NpUMeHeHne

Kakune atpnbytbl UBAENNA MoryT npefoTBpaTuTh HenpaBuIibHOE NpUMeEHeHNe, 06ecneynTb pyKOBOACTBO, @ Takke
nerkyto n 6esonacHyto KOppekLMIo B Crlyyae HernpaBuITbHOrO NPUMEHEHUSA?

DDD.4.2 UccnepoBaHue yacTHoro cnyvas. MHdy3noHHble Hacochl

MHY3MOHHBIE HAacoCkl perynupytoT o6bem 1 CKOpPOCTb BBEfEHUSA NekapcTs, noctaBnaemMblx NMALIMEHTY B xugkom
BUAe, U cHabxaloT MefULMHCKNX paboTHUKOB CBEeHWUAMM O pesynkratax unu npobnemax NMPOLIECCA. B 3aBucumMocTtu
OT rpaHuL, CUCTEMbI APYTMMU 3rIEMEHTaMKU CUCTEMBI MOTYT ObITb MeAULMHCKME paboTHUKK, SKCNyaTupyioLme nsaenue,
MAUMEHT, nocetutenu NALUUEHTA, apyrue MNMALMEHTDI, conyTctBytowme nagenus (Hanpumep, Habopsl Tpy6oK), Apy-
roe OBOPYJOBAHWE, Takoe kak MOHUTOpLI usmnornoruyeckux napametpos MALIMEHTA, u du3ndeckas cpefa (Mmeto-
Las OTHOLWEHME K KOHCTPYKLMKU U3AEenus B Takux pakTopax, Kak ypoBeHb OCBELLEHHOCTYU U Liyma). [1pn 3BOMOLMOHHOM
pa3paboTke UHY3NOHHOrO Hacoca (Hanpumep, ¢ MoaudUKaLUeid aneMeHToB ynpaeneHus, JUcnnees nnu yHKLMiA) Mo-
XeT 6bITb Heobsi3aTeNLHO U HEMPaKTUYHO Tak LUMPOKO paccMarpuBaTk cucteMy. OfjHaKko usgenue ¢ peBoSIOLMOHHON CU-
CTeMoW Nogayn MeUKaMEeHTO3HOW XNAKOCTHN B KIUMHUYECKUX YCNOBUSX TpebyeT NonHoro uccrnefoBaHusi BCexX areMeHToB
CUCTEMBI, KOTOPOE MOXET PacnpOCTPaHATLCH Ha (hapMaLEeBTUYECKYHO NPaKTUKY BHYTPU B0MbHULLI, MapKMPOBKY JIEKapCTB
n paxe cnocobbl UX pacnpeeneHns.

B sTux obcTosiTensCTBaxX K 3NeMEHTaM CUCTEMbI MOXHO OTHECTU fleKapcTBa, fevallero Bpaya, Apyrux CoTpyAHUKOB
6onbHULBI (HanpuMep, accucTeHToB, GMOMHXeHepoB, 06CNyXUBaIOLLMIA NepcoHar, TEXHUKOB), a4MUHUCTPaTUBHbIE NPO-
Liedypbl BHYTpU BOMbHULEI, coLnanbHbIe U NPOHKUE YCIOBUS CyLLIECTBOBaHMS JIIOAENA B CUCTEME U KyTBTYPHYI0 06CcTaHOBKY
B GonbHuue. MoXHO faxe BKNIOYUTL B CUCTEMY APYTUX U3rOTOBUTENER U3fenuii u npegnaraeMbie UMK YCIyru, noceTu-
Tenen MALUMEHTOB u usrotoBuTenen nekapcrs, Tak Kak UX U3fenus u AeidcTBus onpeaensioT SfieMeHTbl CUCTEMBl MU
BO3JEMCTBYIOT Ha 3TN ArIeMEeHTHI.

DDD.4.3 UccnepoBaHue OMEPATOPA

DDD.4.3.1 BxoaHble aaHHble ONEPATOPA

BxogHble gaHHble OMNEPATOPA aBnstotcsa YacTbio utepatusHoro NPOLIECCA HauuHasa oT paHHeil ctaguu npo-
E€KTUPOBaHWUSA U Ha NPOTSXKEHWUN BCEro LMKIa NpoekTupoBaHua. PaccmoTpeHne BxogHbix AaHHbIX ONMEPATOPA Ha paHHeit
ctaguu NMPOLIECCA npoekTupoBaHUsA MOXET NPefoTBpaTUThL JOPOrocTosue owmnbkuM npoekTupoBaHus. MpueBnedeHue
OMEPATOPA pomxHO noapasymMeBaTb, Koraa LenecoobpasHo, ONEPATOPA u obcnyxuBatoLmit nepcoHar, a Takke MNA-
LIMEHTOB u ceMmbu MALIMEHTOB. Cy6bekTuBHbIE faHHble, nonyyYeHHble oT ONEPATOPA, fomKHbI UMETL OTHOLLEHUE K
YHKLMAM M BHELLHeMY BUAY, a Takxe Kk obpaTHON cBsA3M no BonpocaM 6e3onacHocTu, sKenmyaTaLWoHHON NMPUrogHOCTU
W pesyneTaTUBHOCTU u3genus. PeKoMeHAYeTCsl OTCNEeXuUBaTh Kak MOMOXUTENbHbIE, Tak U oTpuLaTenbHble peakuun Ha
nsgenune. OBbeKTUBHEIE AaHHbIE B LIENIOM UMEIOT NPUOPUTET neped YacTHbIMW MHEHUSIMU, NOTOMY YTO OHW obneryatoT 3a-
BepLUEHWE UCMBITaHWUI, rapaHTUPYs YCOBEpLUEHCTBOBaHUe npoekTa. MNpuMepaMu o6beKTUBHbLIX (T.€. U3MepsieMbIX) BXO4-
HbIX daHHbIX ONEPATOPA MoryT crnyxuTb npobneMsbl BeinonHeHusa ONEPATOPOM paboTkl, npo6nemsl, 06ycnoBfeHHbIe
cpepoil LeATeNbHOCTU U NepcoHanom, o6CnyKMBatoLMM 3aKasdnka, coobLUEHUAMU 06 UHUMAEeHTaxX U pesynsTataMu
nabopaTopHbIX UcnbiTaHuii paboTel ONMEPATOPA.

YeTkoe NMoHMMaHWe xapaKTepuCThK, crnocobHocTeld, noTpebHocTel u npegnoyuteHnit ONEPATOPA aBnsieTcs Kito-
YeBbIM MOMEHTOM NpoekTupoBaHua Sonee 6e3onacHoOi K peaynsraTUBHOW akcnnyaTauun. Cpean cnocoboB NonyyYeHus
3TUX cBefieHunit (em. Tarke DDD.6) cneaytouyme:

- c60p MHGOPMALM U MHeHNIA, caszaHHbIx ¢ MHTEP®EMCOM OMEPATOP — U3JENME;

- HeHaBA34YMBOE HabM4eHNe 3a COTPYAHUKaMK, BLINOHALWUMN COOTBETCTBYOLME 3aJja41, CBA3AHHbIE C U3 enu-
€M UnK ¢ aKcnnyaTauuei nogobHoro usgenus,

- obeyxaenune npobrnem NpoekTUposaHus ¢ Hebonblummu rpynnamm ONEPATOPOB ans BelpaboTku ngei nnw go-
CTUXKEHUSI KOHCEHCyCa;

- npoeeaexune odpuumansHoro nccnegosanmna ONEPATOPOB, BeINONHAOWMUX COOTBETCTBYOLLMUE 3a4a4M B peanb-
HbIX MW MOAENUPYEMBIX YCIOBUSX;

- 0630p TexHu4eckol nHdpopmaLmn no NMPOEKTUPOBAHUIO SKCTITYATALIMOHHOW MPUIOOHOCTMU.

DDD.4.3.2 Beibopka OMNMEPATOPOB

K pabote no uccnegosaHuto OMNMEPATOPOB pekomeHAyeTcs MpuBnekaTb NuL, KOTopble Haubonee ajekBaTHO
NpeacTaBnsaoT faHHyto kaTeroputo ONEPATOPOB. Hanpumep, rpynna pa3paboTynkoB, MOAMMULMPYIOWKUX annapaT 1c-
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KycCcTBeHHON BeHTUnAUMKU nerkux (MBJ1), MoxeT cobpaTb BXOAHbIE AaHHLIE NpOeKTa OT MeAcecTep, cneLnanucToB no
AblxaTenbHol Tepanuu u Bpadeid, nedawmx NMALUMEHTOB, Haxogsawuxcs Ha MBI, Kateropun OMNMEPATOPOB o6bl4HO
U3MEHSATCA MO MHOTMM NOKasaTensM, TakuM Kak BO3pacT, nor, gusmyeckne BO3ZMOXHOCTH, OMbIT, MPOrHO3bl PasBUTUA
3aboneBaHus, a Takxe coluansHoe MonoXeHue u reorpaduyeckoe MecToHaxoX4eHue. [10STOMY, NPUMEHSS COOTBET-
CTBYlOLLME cTpaTernu BolGOpKU, pesynsTaThl, NONyYeHHLIE NO paccMaTpuBaeMoi KaTeropum, MOXHO pacnpocTpaHuTs Ha
KoHedHyto kateropuio OMNEPATOPOB. Yucno ncenegyemelX cyOLekTOB 3aBUCUT OT Lieneidl uccrefgoBaHns, a TakKke oT
pasHoo6pasna ONMEPATOPOB BHyTpU KaTeropum, COXHOCTM NOCTaBMeHHbIX Npobnem 1 xenaTenbHoro ypoBHSA f0Bepus
K NofyYeHHbIM pesynbsraram.

DDD.4.3.3 NpoToKkonsl UccneaoBaHus 1 BelpaboTka CornacoBaHHOrO MHEHWUA Ha OCHOBE NOMyYeHHON MHdopMaLmm

Llenu nceneposaHusa ONEPATOPOB AuKTyOT MeToakl ero nposefeHus. Mccnegosanne OMNEPATOPOB moxeT
BKNtoYaTh B ceba kak o6wupHble NMPOLIECCHI no c6opy nHbopmauuu, Tak U hokycupoBaHne BHUMaHWA Ha BHE3amnHbIX
uaesx, nposefeHne NpobrneMHo-OpUeHTUPOBAHHBLIX COBELLaHMWIA UK NpuMeHeHUe Boree TOUHBIX METOAO0B, OCHOBaHHbIX
Ha BbIABMXEHWN rnoTes. HesaBUCMMO OT METOAA UCMOMb3OBaHWe CLEHapueB UCCreoBaHWUsA UK 4pYruxX KOHCTPYKTUB-
HbIX PYKOBOAALLMX AOKYMEHTOB JOSMKHO obecneunTb efuHoobpasme NMPOLIECCA 1 NOBLICUTL Ka4ecTBO MTOFOBLIX AaH-
HbIX. [poTokonsl uccnefoBaHNa oBbIMHO XenaTenbHbl, @ MHOrAa ABNslTCA oduuuansHelM TpebosaHneM. MpoTokon
06bIYHO CcoflepXUT norndeckoe oBOCHOBaHWE UCCIe]oBaHWUsA, OCHOBHLIE CBOWMCTBa UCCIeLyeMOi KaTeropun cyGbeKToB,
NMpUMeHeHHbIe METOAbI M BbIBOABI MO pe3ynbrartaM aHanusa u UHTepnpeTaummn TOroBblX AaHHbIX.

CornacoBaHHOe MHeHWe No NpeaMeTY JOMKHO BbITk NONy4YeHo Npu Hanuymmn kakoro-nubo PUCKA, ecnn nccnego-
BaHWe 3aHMMaeT 40CTaToO4HO MHOMO BPEMEHU, a TakKe MpW Hanudum gpyrux TpeboBaHWin K NpegMeTy U ecrnu pesynsra-
Thbl UCCefoBaHNUA MoryT 6blTb onyBnukoBaHbl.

DDD.4.4 Paspabotka Tpe6oBaHUW/KpUTEPUEB K NPOEKTY

AHanus BxogHblX AaHHelx OMEPATOPA, HabntogeHWs U uccnefoBaHus nomoratoT uaeHTuduyuposaTte noTped-
HocTu OTMEPATOPA. [ns ycnelHol paspaboTku KpuTepues/TpeboBaHmWil K NPOEKTy BaXHa He TONbKO TOMHAA OueHKa
noTpebHOCTER, HO, B KOHEYHOM CYETE, UMEHHO 3TOT haKTOp OKa3bIBAET BIMAHUE HA KOMMEPYECKUIA yCnex. YCTaHOBNEHWe
TpeGoBaHuit k npoekty MHTEP®EMNCA OMEPATOP — U3AENME nomoraet yuuTbiBath Tpebosanua k MPOEKTUPOBA-
HUIO SKCMNYATALIMOHHOW MPUMOOHOCTU HapaBHe © APYrMMA TEXHUYECKUMU COOBPaKeHUMN, TaK Kak JOKYMeH-
TUpOBaHHbIE Lenu sBnslTca donee BecoMbiMU. Kpome Toro, 3To noMoraet onpeaenutb Kpyr 3agav NMPOLIECCA npo-
ekTupoBaHuA, obrneryaeT NpUHATHE peLleHUi, TpebyroLWnX NPUBNEYEHNSA APYTUX AUCLMIIIUH, U YCTaHaBNWBaET KpUTepun
npuemMneMocTn nNpoekTa.

MNMepBoOHa4anbHO TpeGoBaHUA K NPOEKTY MOrYT UMeTb hpOpMY OCHOBHLIX U OBLUMX MONOXEHWA, HO NO Mepe Npo-
ABWXKeHWs paboTbl Hah NpoekTom TpeboBaHUA cTaHoBATCA bonee geTanbHBIMU U KOHKPETHBIMU. MTepaTuBHOE coBep-
LUEHCTBOBaHWEe MpOoeKTHbIX TpeboBaHui co3gaeT BO3MOXHOCTb 3BOMIOLMKU NpoekTa. HekoTopble TpeboBaHns MOryT BbITh
BolpaXeHbl B BuAe Ueneit QKCTIITYATALIMOHHOW MPUTOAHOCTW, Takux Kak NpocToTa SKCMMyaTaLuu U NerkocTb
oby4yeHus (Tabnuua DDD.5), B To BpeMsi Kak Apyrue OpueHTUpoBaHbl Ha Bonee KOHKPETHble aNeMeHThl KOHCTPYKLUM,
Tak1e Kak ApKoCTb AUCnes, NopTaTUBHOCTL MU CPOK cryx6bl nsgenus.

MpuMepel nogpoBHeIx Tpebosanmii k npoekty MUHTEPO®EMCA OMEPATOP — U3AENME:

- aucnnei gonmxeH 6biTb BUAEH Ha pacCcTosHUM 1 M TPEM CTOSALLUM PSAOM NOAAM; OHWU JOMXHbI BBITL B COCTOSHUM
pasnuyath LiBeTa U YnTaTh TEKCT;

- USOENME B nopTaTUBHOM WUCMOSIHEHMU HE AOMMKHO MMETH rpaHel, YrnoB UNW BLICTYNAIOWMUX YacTel, KoTopble
LiennarTes 3a OAEXAY,;

- UBOENWE pomxHo 6bITk cnocobHo npousBoguTh 3BykoBoit CUTHAI TPEBOIMA ¢ ypoBHEM 3BYKOBOTO faBrieHUs
oT 45 fo 80 g6 npu namepeHuun ero Ha paccrosiHum 1 M oT nepeaHei yactn USOENUA,

- NULyLee YCTPONUCTBO AOIMKHO aKTMBMPOBATbL SNIEMEHTHI yrpaBneHsa nporpaMMHblM obecnedeHMeM Ha aKpaHe
npv ucnons3oBaHUK nog yrrom ot 20° go 90°.

Ta6nunuya DDD.5 — MpuMephl 06LEKTUBHBIX M CyBLeKTUBHBLIX Lienei IKCMNNYATALIMOHHOW MPUrOAHOCTU

O6beKkTUBHbIE Lienu Cy6beKTuBHbIE Lienu

80 % OINEPATOPOB porkHbl ¢ NepBoi MONBITKU YCMELLHO
BbINOMNHATL KanMbpoBKy M3genus 3a 5 MuH

Iee Tpetn OMNEPATOPOB pomxHbl NpeanoyecTb HOBOE
noKorieHne UHY3NOHHBIX HACOCOB CYLLECTBYIOLLUM M3ge-
nUAM € 3anporpamMUpoBaHHOW OfHOKaHarbHOW MHAY3u-
e

Mocne npouteHusa kpatkoro pykosoactBa 90 % OIMEPA-
TOPOB pomkHBEI ¢ NepBO MOMLITKU YMETH MpaBUMNBHO
HacTpoWUTb AuUcniei, YTobbl OH NokasbiBasn 3HaYeHMUS, CHS-
Tble ¢ ABYX oTBefeHuniA DK

B cpegHem 80 % OMEPATOPOB pgomXHbl OLEHWUTb Au-
cnrem ¢ TOUKU 3peHNA NErkocTn cHUTbIBAHUA Ha 5 6annos
wnu 6onee no wkane, rge «1» o3Ha4YaeT «O4YEHb TAXKENO
CUHMTLIBATLY, @ «7» — «OYE€Hb NIErKO CYUTLIBATLY

Tpe6osaHusa k UHTEP®ENCY OMEPATOP — U3LEJIUE, B KOHEYHOM cHeTe, BbipaXaloT B hopme nofpobHbIX Tex-
HUYECKUX ONUcaHUii MPoeKTa, KOTopble MOTYT BKIiovaTh B ce6a cybbekTMBHBIE UNN 06BbEKTUBHBIE KPUTEPUU UCTIONHEHMS
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(tabnuua DDD.3). Moapo6bHbie Tpebosanua k IKCMINYATALIMOHHOW MPUMOAHOCTU fomkHbl BbiTh H3MepsieMbiMu
M OCHOBbIBae€MbIMU Ha aTpubyTax, BaxHbix Ans OINEPATOPA n BESOINACHOCTHW. Utobbl TpeboBaHus Gbinu pearnbHo
BbIMONMHUMBIMKU W 3acnyXuBanu JoBepUsi, KpUTEPUM UCTIONHEHUS JOMKHbI 6asnpoBaTbCcsl Ha pesynkTatax NpoBefeHHO-
ro UCNbITaHUA SKCI'IJ'IVATALlVIOHHOVI MPUTOAHOCTU conocTaBUMbIX U3feNUN, AeTanbHOW OLieHKe, OCHOBaHHON Ha
3KCNepUMeEHTarnbHbIX AaHHbIX Unu paboyeil runotese. OfHako TpeboBaHuA, Gasupylowmecs Ha OLEHKax Unu runotesax,
JOMKHbI 6bITb U3MEHEHBI, ecnu 3TO Lienecoobpa3sHo, B NpoLecce UTEPaTUBHOMO NPOEKTUPOBAHUSA U OLIEHUBaHMUS U [OMK-
Hbl y4UTBIBaTL pearnbHble notpebHoctu ONEPATOPOB B cpege NPEAYCMOTPEHHOIO NPUMEHEHUAMPELYCMO-
TPEHHOIO HA3BHAYEHWUA.

DDD.4.5 NpoekT usgenus

DDD.4.5.1 Obwue pykoBoAsiLME yYKasaHUA

He cyulectByeT eauHoro, Hambonee coBeplUEHHOrO METOAa Nepexoga OT pa3spaboTku NPOEKTHLIX TpebGoBaHWIA K
WHTEP®EWNCY OMNEPATOP — U3AEJIME K nonydeHnio 3dypeKTUBHOTO NPOEKTHOrO peLleHns. MHOroe 3aBuCHT OT KOH-
CTpyKTOpa Mnu crnocobHOCTel rpynibl KOHCTPYKTOPOB, a Takke oT Buaa uaaenus. Kpome Toro, kKoHeTpyKuma MHTEPOEN-
CA OMNEPATOP — UBEJIME umeeT TBOpUYECKUIA aCNEKT, NPOTUBOPEYALLUI CTPOro perfaMeHTUpoBaHHOMY onpeaeneHuto
1 ynpasneHuio.

Ha ctagun npoekTupoBaHuUst MOryT NoHagobuTbCA UCCNeAoBaHNA ANSA NPUHATUA NOAKPENNEHHbIX MHgopMaumen
pelleHnit No oTAenbHLIM anemMeHTaM npoekTa. HanpuMep, MOXET BO3HWUKHYTb HEOOXOAMMOCTb CPaBHEHWUS U3AENUiA ¢
pasnu4HbIM NO3ULIMOHUPOBaHWEM Kypcopa ANns BbIGopa Hauny4wero us HUX ¢ Lenbio NPUMEHUTb €ro BMeCTe ¢ ynbTpa-
3BYKOBOW paboyeil cTaHUMeld. Bo3aMOXHO Takke NpoBeAeHUE CPABHUTENLHOrO UCCNEAOBaHUS PYKOATOK XUPYPrudeckux
VHCTPYMEHTOB A onpefeneHns ux komgoprabenbHocTH unu cnocobHocTn obecnevnTs Hanbonee ToYHbIE ABWKEHUS.

DDD.4.5.2 CTpyKTypHbIi MOAXOA K NPOEKTUPOBAHUIO

OddeKkTBHaA KOMaHAa KOHCTPYKTOPOB AOMKHA OCYLUECTBAATL CTPYKTYPHLIA NOAXOA. ONEMEeHTbI, TUNMUYHbIE ANS
Takoro nogxoga:

- paccMOTPeHWe HECKONbKMX ansTepHaTB nNpoekTa. Hanpumep, KOHCTPYKTOPCKUE rpynnbl MOFYT HadaTb paboTy ¢
Co3/iaHuNsA AIKWHEI UK Bornee KOHLUeNTyanbHbIX 3CKU30B NpoekTa MHTEP®ENCA OMEPATOP — U3AENUE, otobpaTtb
NATb KOHLENLWiA Ans 6onee AeTanbHOro paccMOTPEHUS, NOATOTOBUTL MOAENN U NPOBECTU UCNLITAHNA ABYX UMW TPEX KOH-
Lienuuit, npexae YeM OCTaHOBUTLCS Ha 3aKNio4UTENbHOM, Haubonee NpeanoYTUTENBEHOM NpoekTe. MepBoHaYanLHoe pac-
CMOTPEHWNE HECKOMbKUX ansrepHaTUB NPoeKTa, B TOM YUCNe TeX, KOTopble NPeACTaBNATCS abConoTHO pagnuKanbHLIMK,
ABMAETCA KNOYeBbIM MOMEHTOM B MHHOBaLUSX, 0CO6EHHO Npu pa3paboTke U3genua cnepyowero NokoneHus,

- pa3paboTka NpOCTLIX KOHLENTYanbHLIX Mogeneii anemextos MHTEPOENCA OMNEPATOP — U3ENMUE n B3aumo-
devcteua nsgenusa ¢ ONEPATOPOM. Takue Mofenu AailoT KOHCTPYKTOpPaM KOHLENTYyarnbHyl0 OTNpaBHYHO TOUKY, MOMorato-
LY} B UTOTe OrpaHu4nBaTh COXHOCTL NpoekTa. Hanpumep, Ha pucyHke DDD.2 nokasaHo, kak UHTEP®ENC OMNEPATOP
— UBOEJIME moxeT 6bITe CMOAenMpoBaH Ha CaMOM BLICOKOM YPOBHE B BUAE MSITU OCHOBHbLIX 3IEMEHTOB: TPEX IMaBHbIX
PYHKUMIA, cucTeMbl MeHIo U Habopa GLIcTphIxX AeACTBUM;

- NpegnonaraemMoe NpUMeHeHne pa3paboTaHHBIX NMPUHLUWUNOB MPOEKTUPOBAHUA M UX MPaKTUYECKoe BOMUIOLLEHNE
[11], ecnu Luenecoobpa3Ho. MNpeaynpeauThb OLLINGKN NPOEKTUPOBaHMS Nerve U NpakTuyHee, YeM UCMPaBUTL MX NPU PETPO-
CMeKTUBHO OL|EHKe MPOeKTa;

- paccMOTpeHWe YacToThl NMOBTOPEHUS 3a4ad, X CPOYHOCTU M KPUTUYHOCTU B Ka4yecTBe OCHOBLI AN pacnpeferne-
HUS 3afa4 B UHTepdheiicax YenoBek — MallWHa W annapaTHele cpeAcTBa/nporpaMMHoe obecrneyeHmne, a Takke Ansa oTo-
GpaxeHns MHOpMaLMK, opraHu3aLmmn ynpaBneHua U paspaboTkn CXeMHbIX peLleHUd. 3T pelueHus TpebytoT nonHoro
NMOHUMaHUA 0coBeHHOCTEN 3KcnyaTaLun Usgenus B peanbHbIX yCNoBuUsX;

- okasaHue 0coboro BHUMaHns kadectsy MHTEP®ENCA OMEPATOP — UBENME B kKoMMepyeckux Liensx U paau
LOCTWKEHUSA pasnnUYHbIX TEXHUYECKUX Lienei;

- KOHCTpyNpoBaH1e Moaeneit MHTEPOENCA OMEPATOP — U3AEMMUE (cm. DDD.4.5.3), Takux Kak WHTepaKTuB-
Hble MaKeThl, ¢ Lienbio o6ecrneqnTs NposefeHue B peanbHbIX YCNoBUAX UchbiTakuii SKCTNYTALIMOHHOW NMPUrOAHO-
CTW v ppyrux oLeHo4HbLIX MeponpusaTuii ¢ npuenedveHnem OMNMEPATOPOB;

- NPUMEHEHNEe UTepaTUBHOro TECTUPOBaHUA AN BeiGopa NpegnoYTUTENBHOR KOHLENLMKU NpoeKTa U ero nocrneayo-
LLiero ycoBepLUEHCTBOBaHUS;

- npueneverne ONEPATOPOB B TeyeHue Bcero NMPOLIECCA npoekTupoBaHus.
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AnnaparHbie
cpencTaa:
aNeMeHTH! yrpaBiieHust

OTknioveHue
TpeBoru

BknioueHo/
BbikniouyeHo

C6poc

BbicTpble
feicTBuA

Mokasartenu
COCTOAHMSA
opraHuamMa

MporpammHoe
obecneueHue:
nepBbIA 3KpaH

MporpammHoe
obecneyeHue: CoobweHus Kanu6poska YcraHoBKa
BTOPOW SKpaH

PucyHok DDD.2 — lMy3blpbKoBas fuarpamMma KoHLEenTyanbHoi Mogeny ¢pnanonornyeckoro MOHUTopa

DDD.4.5.3 MogenupoBaHue VIHTEP(PEVICA OlMNEPATOP — U3OENWE
MonesHo mogenuposats MHTEPO®EWNC OINMEPATOP — U3AEJIME ¢ pasnuyHbIMU CTENEHAMU 4OCTOBEPHOCTU NO
Mepe nosTanHoro NPoABMXeHWA NpoekTa (cM. Tabnuuy DDD.6).

Ta6nuya DDD.6 — Mpumepsl MeTonos moaenuposanns UHTEP®ENCA OMNEPATOP — U3JENVE

MeToa OnucaHue

MysbipbKoBas gnarpaMmma W3obpaxkeHne KoHLenTyanbHoii Mogenu MHTEPOENUCA ONEPATOP — U3AEINVE
C NMOMOLLbIO OKPYXXKHOCTE, BOCTIPOU3BOAALLUX (DYHKLUN USAENUA, U COEAUHUTENb-
HbIX MIMHWIA, UNAOCTPUPYIOLWLUX B3AaUMOCBS3U

BnoyHas mogens HelweBas HecoBeplUeHHasa dusmyeckasi Mofienb, 06LIMHO U3roTOBIIEHHAs M3 OfHO-
poAHOro mMatepuwana (Hanpumep, neHonnacta ¢ BbICOKOW MIIOTHOCTLIO), MMetoLasn
HebonblLoe Ynucno AeTanen

Mopgenb BHelHero Buaa HedyHkuynoHanbHasa dusndeckas mogenb Usgenus, Kotopas BuIMSAUT U BOCNPU-
HUMaeTcA Kak pearnbHasi

ApxuBHas nanka Habop pacneuatok, MnnlocTpupyrowmnx oguH unu Heckonbko CLIEHAPUEB UC-
MOJNIb3OBAHUA

MakeT MHTEP®ENCA OMEPA- | ®yHKumMoHanbHas komnbloTepHas mogens MHTEPOENCA OMEPATOP — U3AE-

TOP — U3AENNE JIME, nossonsiowas ONEPATOPAM BbINONHATL peansHbie 3agaqn

29



rOCT IEC 60601-1-6—2011

QkoH4arue mabnuupi DDD.6

MeTog OnucaHue

Pabovas mofenb DyHKUMOHarnbHas dusndeckas Moaerb U3fenusi, KoTopasi MOXET COOTBETCTBOBATb
UNWU He COOTBETCTBOBATb OKOHYATENbHON KOHCTPYKUMK, nossonsiowan ONEPATO-
PAM BbINONHATL NpaKTU4eCKUe 3aauun

MakeT U3OESTUA Pa6ovas Bepcust USOENNA, 6nuskasa K oKoHYATENbHOMY BapuaHTy, KOTOPYo MOX-
HO 3KCNSlyaTupoBaTb B COOTBETCTBUM C NPE/lyCMOTPEHHBIM HazHaYeHnem

Mogaenu peKoMeHAYeTCa co3faBaTb HadMHasA ¢ paHHel cTaguun u fanee HenpepbiBHO B TedeHue Beero MPOLIECCA
NPOEKTUPOBaHWUA B Ka4ecTBe OCHOBLI ANS HaKOMNeHWA AaHHbIx obpaTHoii cBsA3n ¢ ONIEPATOPOM u oueHKU ycneLuHo-
cT npoekTupoBaHus. B Havane MPOLIECCA npoektupoBaHuUs 06bI4YHO BbIBAET OCTATOMHO 3CKU30B, NPOCTbIX GNOYHLIX
Moaenemn, KOMNbIOTEPHbLIX U306paXXeHUn C HU3KOW TOYHOCTLIO BOCNPOU3BEAEHUS UITM UHTEPaKTMBHOIO MofAenupoBaHua
(Tak HasbiBaeMbIX MakeToB). Ha 6onee nosgHux stanax NMPOLIECCA, Bo3aMoxHo, LenecoobpasHee paboraTb ¢ 6onee
CoBepLUEHHBIMA M30bpaxeHnsamu, pabounmmn MogensaMmn U MogeNisiMU BHELLHEro BuAa, a Takke ¢ KOMIMbIOTEPHbIMU U30-
GpaKeHUAMU C BLICOKOIW TOMHOCTLIO BOCNPOU3BEAEHNSA.

Mpu MogenupoBaHun nporpammHoro obecneveHns UHTEP®ENCA OMNMEPATOP — WU3MEJIME nonesHo Hadarb ¢
nnaHa ucneiTanns SKCNNYATALIMOHHON MPUMOOHOCTU, B KOTOPOM YCTAHaBNUBAKOT, CPEAM NPOYEro, KenaTenbHbIA
Bua obpatHoii cBasm ¢ ONEPATOPOM (cm. Tabnuuy DDD.7). Hanpumep, Hanbonblunit UHTEPEC MOXET BhbI3bIBaTb Kade-
CTBO BbINonHeHus npegnonaraembiM ONEPATOPOM cOBOKYNHOCTU CPOUHBIX MW YacTo NoBTopsitoLLMXcs 3aaady. B atom
cnydae Haubornee nonesHbIM NpeAcTaBNAETCA pa3paboTka MaKeTa, OCYLUECTBAIOLWEro YacTb (OYHKLMUIA 1 NO3BOMAOLWEro
OlMNEPATOPY BbIMOMHATL TONLKO paccMmaTpuBaeMble 3agaqu.

Ta6nuuya DDD.7 — XapakTepUcTuk1 TUNNYHBIX BUAOB AEATENLHOCTU Npu ucnbitaHun SKCMMYATALIMOHHOW NMPU-
rOAHOCTH

CopepxaHue nnaHa uc- MaTepuanbHo-TexHU4eckoe
. Bua aeAatenbHocTU HaHHble
NblTaHWiA obecneveHue
Llenb KomHata aAnsa ucneitalui (nabo- | OpueHTUpoBaHue Bpems pellieHuna 3agauu
paTtopus)
PasmelleHune 6—8 y4acTHukoB CawmouccnegoBaHue CylecTBeHHbIE OLWNGKN
Y4yacTHUKK 1—2 coTpyaHuka MocTaBneHHble 3agayu OueHku
Habop nepcoHana 2-yacoBble 3acefaHus UHTepBbLIo PeiATuHrin
3anuck Ha BUAEOMIEHKY YCTHbIe KOMMeHTapuu
Mpuem HOBbLIX COTPYAHMKOB BonpocHuku
C6op faHHbIX Buaeosanucu
AHanus faHHbIx dotorpacum
OT1yert

OueHKa KOMBMHUPOBaHHBIX M38ENUi, MMEIOLLIMX KOMMOHEHTHI Kak annapaTHoro, Tak U MporpaMMHOro oGecnedeHus],
MOXET rapaHTUpOBaTh NMOCTPOEHUE hU3NHECKO MOLENM BHELLHETO BUAa (T.€. PEarnuCTUHHO BHIMSAASLLEH TpeXMepHOi
MOZA NN MEANLIMHCKOTO U3AENNS), @ TakKe UHTEPaKTUBHON KOMMLIOTEPHON MOAENH.

DDD.4.6 KoHcTpyKkTOpCcKUe cneuudukauumn

DDD.4.6.1 O6Lwue pykoBoasALME yKasaHNA

O6cTosTentHas 1 noapobHas cneyndukauna MHTEPOEMCA OMEPATOP — U3OENUE noMoraeT obecneunTb
ka4ecTBo MHTEPOEMCA OMNEPATOP — U3AENMUE 6narofaps YMEHbLLEHMIO LWAHCOB HENPaBUILHOMO MCTONKOBaHUA
TpeBoBaHuit K NPoeKTy uneHamu rpynnbl paspaboTunkos. Creuudukauun UHTEPOEWUCA ONEPATOP — USJESME pe-
KOMEHAYeTCS KOHTPONIMPOBAaTb U UCNOMHATbL TaK Xe CTPOro, Kak U TeEXHUYeckue cneyndukaumm Apyrux BUA0B.

Mpynna no NMPOEKTUPOBAHUIO 3KCMNYATALIMOHHOM MPUMOOHOCTU pomxHa TLaTensHO paccMoTpeTb
NpeanoXeHHLIe N3MEHEHNS KOHCTPYKLUWK, BbITEKaloWmMe U3 TEXHUYECKUX U NMPOU3BOACTBEHHbLIX OrpaHUYeHWid, ¢ Lenbio
onpeaenuTb X Bo3MoxHoe BnusaHue Ha SKCMNYATALMOHHYIO NMPUIOAHOCTL unu BE3OMACHOCTb. B cnyvae Bo3-
HUKHOBEHMS CyLLIECTBEHHbIX Npotnem no MPOEKTUPOBAHUIO QKCINYATALIMOHHOM NPUIOAHOCTU cooTtBeTCTRY-
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IOLLIMM OTBETCTBEHHLIM NULIAM PEKOMEHAYETCA OTKPOBEHHO O0GCYAUTL 3TW Npobnembl, Npexae 4em OyayT ocyLiecTBNEHbI
Kakne-nn6o M3MeHeHNs KOHCTPYKLIMN.

Bce 6onee nogpobHbIMKU CTAHOBATCA TPaAULMOHHbLIE NUCbMEHHbIE cneunduKkaLm Ha dusmdeckne mogenu UH-
TEP®EWCA OMEPATOP — WU3AESNME, Takue Kak MOAENM BHELUHEro BUAa W/MMW KOMMLIOTEpHEIE Mogenu. Uapenus ¢
MUKPOMPOLECCOPHEIM YrpaBrneHneM ocobeHHO NOAXOAAT ANA NPUMeHeHUs PYHKUMOHanNbHLIX MakeToB. B atom cnyvae
WHTEPaKTUBHOE BLIMOMHEHUE U3 eNNs MOXET BKIIoYaTh B ceBs Kak KOMMbIoTEpHY0 Moaernb akpaHHoro MHTEP®EUCA
OlMNEPATOP — U3OEJIVE, Tak 1 dpuandeckue atpubyTsl NpearioKeHHOro u3aenus (Hanpumep, MexaHuam UHdysuu ¢ no-
MOLLbHO LINpUL@ AN MHAY3MOHHOrO Hacoca). [MNoresHo ucnone3oBaTk cpefcTaa nporpaMmMHoro obecnedeHns, obnerdato-
Wue BeICTpoe cozfaHne MakeTa ANs BbINOMHEHUSs UBMEHEHWUIA C HU3KUMM JEeHEXHbIMW 3aTpaTamu.

DDD.4.6.2 AnnapatHsle cpefctsa MHTEPOEMCA OMNEPATOP — U3AEJIME

Mpy NpoekTUpoBaHWUN annapaTHbX cpeacTe MHTEPDEMCA OMEPATOP — WUSAEIME cneumdukauun MoryT co-
hepxatb:

- YepTex pacrnonoXeHUs NaHenu yrnpaeneHus, JEMOHCTPUPYIOLMIA BHELLHWA BUA U pa3MeLleHne AUCnnees usge-
TIWSA 1 BreMeHTOB ynpaBneHus. 3TU YepTexun oBbIMHO JOMNOMHAT NMCbMEHHEIMU 060CHOBaAHUSIMU, OCBELLaoWUMmN Takue
BOMpPOCHI, Kak PYHKLMOHAaMBHOE rpyNnuMpoBaHne, 3alluTa SfIEMEHTOB YrpaBrneHns oT Crly4yaiiHoOro akTMBMpOBaHWUSA U pac-
CMOTpeHWe BO3MOXHOCTEN 0630pa;

- Anarpammy aHTPOMNOMETPUYECKOro aHanumaa (rpadu4eckuii aHanus duanyecknx B3auMocss3ein Mexay usaenvem
W nMuamMu ¢ pasnnyHbIMUM aHTPONOMETPUYECKUMU pa3Mepamy, yCTaHaBNVBaOLWMIA U3NYECKY0 NPUrogHOCTL NpoeKTa
Ans npegycMoTpeHHow kateropun OINMEPATOPOB);

- onucaHue oxugaemoro Bzaumogenctans ONEPATOPA ¢ gucnnesmMu U aneMeHTamu ynpasneHus (HanpuMep, Ka-
Kne M3MEHEHUs B SneMeHTax ynpaeneHus u gucnnesx 6yayT pesynsratom nameHeHuit B USOEJIMU u aeitcteuax ONE-
PATOPA).

DDD.4.6.3 MporpaMMHoe obecneqeHine MHTEP®EWCA OMEPATOP — U3AENME

Mpv NpoeKkTMpoBaHUN NporpamMmmHoro obecrnederns UHTEPOENCA ONEPATOP — U3LEJIME cneuyndukaumn Mo-
ryT BKIO4aTk B cebs:

- pacronoXeHUs BCeX 3KPaHOB M OKOH, B TOM YWCIie MapKUPOBKY, LLUPUMTHI, LBETOBOE U rpadu4ecKoe peLueHus;

- BHELUHUI BUL 1 pPeXUM paboThbl BCeX aKpaHHbLIX ANEeMEHTOB ynpasieHus,

- BCe [j1anoroBbie BO3MOXHOCTH, B TOM YUCINE 3BYKOBLIE,

- BCE NPOEKTLI OTYETOB Ha TBEPAbIX KOMUSX;

- onucaHue oxugaemoro Bzaumogenctansg ONEPATOPA ¢ gucnnesmMu u sneMeHTamu ynpasneHusa (HanpuMep, Ka-
KMe U3MeHeHWs B anemMeHTax ynpaeneHus v gucrnesx 6yayT pesynsratom nameHeHuii B USAENTUU u geiicteuax OlME-
PATOPA).

DDD.4.6.4 Jpyrue nonesHele cpeactea MPOEKTUPOBAHUSA SKCMNNYATALMOHHOW NPUrOAHOCTU

Mpv onpeaenerun cneundnkaumii npoekta MHTEPDEMCA OMEPATOP — WU3AESNME nonesHo nofroToBUTh che-
Jyolee:

- Anarpammy KoHLenTyanbHOW MOZeru, NoCTPUPYIOLLYIO BEICOKOYPOBHEBYI0 cTpykTYpy MHTEP®ENCA OMEPA-
TOP — U3OEJIUE (cm. pucyHok DDD.2);

- kapTy MHTEP®EMCA OMEPATOP — U3JEJIME (06bi4HO BrOK-CXeMY), NoKasbiBatoLLyto B3aUMOCBA3N MeXAY
pasnnyHLIMU aKpaHamu,;

- 3KpaHHBIi LWabnoH — XapakTepHyo ANS KOMNbIOTEPHLIX 9KPaHOB CXEMY PacrioNnoXeHUs fIEMEHTOB;

- apXMBHYO Nanky — Habop pacnevaTok NporpaMMHOro o6ecnevyeHns sKkpaHa, KoTopble MOryT NepekpeLLmMBaThCs ¢
WwabnoHamMu 1 NUCbMEHHBIMU cneunduKkaLuamMuy;

- PYKOBOACTBO MO CTUMO — Habop 3anucaHHbIX Npaeus, obecnevmBaloux CornacoBaHHOCTL AeHCTBUiA ¢ MOMo-
b0 YNpaBneHust rpadpu4ecknm ohopMneHneM 3KpaHoB U cpeacTBaMu B3aMOaeiCcTBUS.

DDD.4.7 OueHKa npoeKkTta

DDD.4.7.1 Obwue pyKoBogsLLue ykazaHus

PesynesraTel Kaxgoro Buaa AesATeNnbHOCTU Mo NPOEKTUPOBAHMWIO CrefyeT oLeHWBaTh Ha NPOTSXKEHUWU BCEro Lukna
paspaboTkn. 3TU BUALI AeATENbHOCTU NOBTOPSIOLLMECS W HAKOMUTENBHBIE; UX PEKOMEHYETCS NPUMEHSTL KO BCEM BuaaM
MHTEP®ENCOB OMEPATOP — U3MEJIME (nporpaMMHoMy oBecnedeHuto, annapaTHbIM CpeacTBaM, [OKyMEHTaLMn 1
T.4.) ans Bcex Tuno ONEPATOPOB (cneunanucToB No TEXHUYECKOMY 06CnyKNBaHWI0, MOHTaXHMKOB U T.0.). Pesynsra-
TOM siBrisieTcA paboyas Mofernb, KOTOPYto crieAyeT nofBeprHyTh 3akntodmTensHoi BATIMOALIMN. Pasnuyne mexay BE-
PUOUKALIMEN n BANMOALIMEN 3akniovaeTca B Tom, 4To BEPUOUKALIMA rapaHTUpyeT COOTBETCTBUE KOHCTPYKLIMM
npoeKkTHbIM TpeboBaHusM, B To Bpems kak BAIITMOALMA — opueHTaumio OKoHYaTeNbHON paboYeil Mogenu Ha yLoBneT-
BOpeHuWe notpebHocTel npeanonaraemoro ONMEPATOPA.

BcecTopoHHSAS oLeHKa NpoekTa JormkHa BbiTk 3aBepLUeHa J0 ero okoH4aHus. OBbIMHO AeTanbHo paspaboTke Npo-
eKTa 1 KoaMpoBaHUio nporpamMMHoro obecnedeHns NpeaLLIecTBYET JaBlieHne, HanpaBeHHOE Ha 3aMopaXuBaHue NpoekK-
Ta. B cnyyae 3amopaxuBaHus NpoekTa 3HaunTenbHble U3MEHEHWUSA NPOEKTa HOCAT PaspyLUMTENEHLIA XapakTep, OTHUMatOT
MHOr0 BpeMeHU W ABNSTCS JoporocToawmmn. Hanpumep, ecnu Tonbko He oBHapyxeHa cepbesHas ONMACHOCTb, usro-
ToBuTEnNto ByaeT TPYAHO 060CHOBaTL Nocne 3akasa Jopororo 06opyA0BaHNUS NOTPEBHOCTL B CYLLECTBEHHBLIX U3MEHEHNSX
naHenu ynpaeneHusi, Taknx Kak pekoHdburypauus unu gobasrneHne KHonok. Boree BeposTHO, YTO yKasaHHbLIA NpoekT
OCTaHETCH 3aMOPOXeEHHbIM U ByayT BbIGpaHLl Apyrie BO3MOXHOCTW, HanpaBneHHble Ha pelleHne npobrnem SKCIYA-
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TALUMOHHOM MPUIOAHOCTW, Takne kak cneumaribHasi MapKupoBka, KOMMeHTapuu B AoKyMeHTauun ans ONEPATOPA
unu gononHutensHoe OBYYEHWUE. OgHako 3Tu uaeun 4acto HeadppeKTUBHLI U BCErla MeHee XenaTenbHbl, YeM NpaBunb-
Ho paspaboTaHHasa NnepBOHaYanbHas Bepcua NpoekTa.

DDD.4.7.2 BEPUOUKALIMA npoekTa

Pesynirathl paboThl U Apyre HarnagHble MaTepuantl, XapakTepusyloLue NpoeKT, PEKOMEHAYETCA NPOBEPATL B
COOTBETCTBMU C KPUTEPUSIMM, BbITEKAOWMMU U3 TpebOoBaHU K NPOeKTY. OTU pesynbraThl, KOTOPble MOTYT NPEeACTaBnATb
coboit YepTexu, onucaHus 3agad, MakeTbl U AMHAaMUYECKUe KOMMNbIOTEPHBIE MOAENK, CNyXaT ANA peleHnsa 3a4ad, co3-
[aHUA apXMBHLIX NanoK U 3BPUCTUHECKUX aHANMU30B, PaCCMOTPEHUS MAKETOB U NpoBeAeHUA ucnbiTaHnii SKCMNITYATALIN-
OHHOW NPUMOAHOCTMW. NaeHTUDPULMpOBaHHBIE MPY STOM BO3MOXHbIE OLUMOKM W/UNKN OTKa3bl U3[enna AOoMKHbI GbiTb
BKJIOYEHBI B @aHarnu3 onacHOCTen.

Be3s noBTOpHOI OLEeHKK B Npouecce pa3paboTku NnpoekTa pesynbraTbl AaHHOW pa3paboTku, nony4aeMele METOAOM
npo6 u owmbok, He ByayT paccMoTpeHsbl BNNoThb Ao BATIMOALUNMU uagenusa (obeyxpaemoii B DDD.4.7.3). HepgoctaTouHoe
BHUMaHWe K geaTensHocT No BEPUDUKALIMN MoxeT cTaTb O4MeBUAHBLIM MpU UCTbITaHMKM pabounx mogenei n obHa-
pyXuTbcs B Buze HebesonacHbX U HE3PMEKTUBHBIX MOHTaXa M PYHKLMOHUPOBAHMUA U3fenusa (Hanpumep, KpUTUYHbIe
olwmnbku, cnabble MecTa KOHCTPYKLMW W MeaneHHoe BhinonHeHue 3agayv). CTOMMOCTb UCTipaBrieHust npobneM, naeHtudgu-
uupoBaHHbix npu BEPUOUKALIMA, 6yaeT HaMHOMO MeHbLUe CTOUMOCTU NOBTOPHOW cBopku pabounx Moaenei.

Mo-BUAUMOMY, AaXe HEe3HAYUTENbHBIE U3MEHEHUSI NPOEKTa MOryT OKasblBaTh CyLLECTBEHHOe BIUsiIHUE Ha paboTty
KOHe4Horo uagenus. Jiobble 3HauMTenbHbIe M3MEHEHUs MPoeKTa peKoMeHAYeTCA BKIoYaTh B nepecMoTpeHHblil AHATTA3
PUCKA ansa rapaHTun oTcyTeTBUS AononHuTenbHbx OMACHOCTEN n3-3a 3TUX N3MeHeHuii.

- PesynsraThl Takux OLEHOK 4acTo NPUBOAAT K YCOBEPLUEHCTBOBaHMWIO NMPOEKTHLIX TpeboBaHuii n obnerdaioT Bbipa-
60TKy Ha OCHOBE Nony4YeHHOR MHopMaLUK NPOEKTHLIX PeLleHUi No TakuM BOMpocaM, Kak:

- pacnpegenenue dyHkuuit ONMEPATOPOB, nporpaMmHoro obecrneveHus n annapaTHbIX CPefCTB;

- nocrneaoBaTesisHOCTb, B3aUMOCBA3AHHOCTb U UHTYUTUBHOCTL 3TanoB peLLeHuns 3ajad, 3afjlaBaemble annapatHbl-
MW cpefcTBaMin/mporpaMMHeIM obecnedeHnem UHTEPOENCA OMEPATOP — U3MEJME;

- ntoBble xapakTepPUCTUKN NPOeKTa, NPUHUMAIOLLUE BO BHUMAHNE BO3MOXHOCTb OLLMGKN UMK Bbi3biBatoLLMe OLUMOKY;

- noteHunaneHble ONMACHOCTWU 1 ansTepHaTUBHLIE NPOEKTHLIE PELUEHUS,;

- 3aJja4u, BbINOMHEHWE KOTOPLIX 3aHUMAET CIMLLKOM MHOMO BPEMEHMU,

- TPYAHble AN NOHUMaHWSA MU HEBEPHO UCTONKOBLIBAaEMBIE MapKUPOBKM MK oTobpaxaemasi nHdopmaLys;

- rapanTuu npotus OBOCHOBAHHO MPOMHO3UPYEMOIO HEMNPABUNBHOIO NMPUMEHEHUSA.

DDD.4.7.3 3akntountensHas BANTMOALMA eamHudHoro nsaenvs

Ons oUeHKU eAUHUYHOTO U3enus JOMmKHbI ObiTb NPUMEHEHBI METOALI, FrAapaHTUPYIOLLUE, YTO U3ZeNne YAOBIMETBO-
psieT notpebHocTn OMNEPATOPA u cootBeTctByeT [MPEQYCMOTPEHHOMY MPUMEHEHUIO / MPEOYCMOTPEHHOMY
HASHAYEHUIO (T.e. BAIMOALINA npoekTa). UcnbiTaHue MOXET ObiTb NpoBeeHO B peanbHbiX UMW MOAENUpPYEMbIX
ycnosusax. [MonyyeHHble AaHHble (HanpuMep, BpeMs pelleHns 3agad, oLunbku, Habniogaemble cnabble MecTa) pekomMeH-
JyeTcsi HenocpeCTBEHHO COOTHOCUTL C XapaKkTepucTukaMu 6esonacHoi u pesynsratuBHON skcnnyataumn. O6bIYHO U3-
Zlenve oLEeHUBaLoT 10 ero peanbHoro npumeHeHns Ha MALIMEHTAX, XoTs AONONHUTENLHBIE faHHbIE MOTyT GbiTb cobpaHsbl
W BO BPeMs KITMHUYECKUX UCMbITaHWA. Bornee nosgHWe UCMbITaHUA NPOAAHHLIX U3AENUA Ha mecTax MoryT obecrneunTb
yCTaHOBIeHWe nonesHoi obpaTHON CBA3M U NoMyYeHUe CBEAEHUIA O CUIBHBLIX U cnabbix CTOPOHAX KOHCTPYKLUK.

- B npouecce BANMOALIMWU TwaTtensHO uccneaytot Bce yHKUMM, @ He TONMbKO KOHKPETHbIE (PYHKLUKM U Xapak-
TepucTUKM, cBA3aHHble ¢ MHTEP®EMCOM OMEPATOP — U3AENWE. Mocre npoBefeHns nonHoro o6bema paboT no
BEPUOUKALIMU npoekt MHTEPDENCA OMEPATOP — U3AEINE noaTBepXAaloT, Kak NpaBuno, B XoAe 3aKmiounUTeNb-
Holi BATIMOALIMW. OgHako npu 3aknioMUTENBHOM UCTIBITAHUM MOTYT BbiTh OOHapyXeHbl T€ MOMEHTHI, KOTopble He Bbinu
oveBugHbl B npouecce BEPUOUKALIMA. Mpu Hanuunm npoekTa, 0CHOBaAHHOIO Ha CTpyKTypHOM nogxoge k NMPOEKTUPO-
BAHMIO SKCMMYATALIMOHHOW MPUrOAHOCTM, npobnemsi, BekpiThle B npoLiecce BANMAALIMM, senstotcs oBbIuHO
OTHOCMWTENBHO HECYLLECTBEHHbIMU N TPebYIOT He3Ha4YMTENbHBIX U3MEHEHWIA NpoekTa.

DDD.5 Metoabl u TexHonoruu, ucnonbsyemslie B NIPOLIECCE NPOEKTUPOBAHUA 3KCI'IJ1VATALIVIOHH017I
MPUTOOHOCTHU

MHOXecTBO TEXHONOMNIA, UHCTPYMEHTOB U MeTOA0B bbio paspaboTaHo, YTobbl nomoyb crieLpmanuctam rno NMPOEKTUPO-
BAHUIO SKCTINYATALIMOHHOW NPUMOOHOCTW cosnapaTh kak MoXHO Goree 6e30MnacHble U NPUrofiHbIe K SKCryaTaLjm us-
Aenus. OgHaKo He CyLLecTByeT MeTofa, OAMHAKOBO NMPUEMIIEMOTO AT BCEX CUTYaLMiA, M MPU NPOEKTUPOBaHNM U3Aenns 06bIMHO
NPUMEHSIIOT HECKOIBKO paanuyHbIX METOA0B. PeLleHns o ToM, Kakue MeTofbl PEKOMEHAYETCA NPUMEHSTL Ha Kakux aTanax Lykna
NPOEKTUPOBaHMS, MPUHMMAIOT Ha OCHOBE W3ydeHns npobnem MPOEKTUPOBAHUSA SKCMNYATALMOHHOW MPUIOOHOCTU
W3genus, U Nydllie BCero aTo MOryT caenartb cneupanuctsl no MPOEKTUPOBAHMIO QKCINYATALIMOHHOW MPUMOAHO-
CTW. MpegnoyrutenbsHbIMU SBNAKOTCA METOALI, obecneumBaloLme nonyyeHne o6bLeKTUBHBIX, NpoBepsieMbIX JaHHbIX. OgHako
ANA BCeOOLEMITIOLLLETO NOHUMAHUA YCNELHbIX U MEHEE YCTELLHbIX CTOPOH MPOeKTa BakHbl M 06LEKTUBHBIE, U Cy6beKTUBHbIE
faHHble. He3aBUCUMO OT MPUMEHEHHbIX METOZ0B pesyrTaThl 3aciyXKMBaloT J0BEpUs TOMBLKO TOrAa, Korja y4acTHUKN uccne-
A0BaHWA ABNSIOTCA NpeACTaBUTENAMW NUL, peLlaloLLuX oLieHBaeMmylo(ble) 3afady(n). B cneaytolux nyHKTax KpaTtko onucaHbl
OCHOBHbIe MeToabl M TexHonorun MPOEKTUPOBAHWUA SKCTNYATALIMOHHOW NMPUTOOHOCTW. [ononHuTenbHyio MHGOop-
MaLmIo MOXHO nonyumnTb B Gubnuorpadmyeckux cebinkax. Bee at MeToAbl MOXKHO UCMONB30BaATH Kak JOMONHUTENBHBIE ANS MNo-
Ny4YeHNS COOTBETCTBYIOLUX AaHHbIX U3 TEXHUYECKOW NUTepaTypbl M pasyMHOro UX MPUMEHEHUS K PeLLIEHNIo AaHHoW Npobnembl.
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DDD.5.1 No3HaBaTenbHbIA aHaNUM3 NpoeKkTa

Mo3HaBaTenbHbI aHanM3 NpoeKTa BKIOYaEeT B cebsi cTpyKTypHLIA 0630p TpeboBaHuit ONEPATOPA ans BbinonHe-
HUA NocnefoBaTeNbHOCTU NOCTaBneHHbIX 3aAady. Mo3HaBaTernbHbIi aHanus Ha padHei ctaguu NMPOLIECCA npoekTupo-
BaHWUA NO3BONAET OLUEHUTL Pas3nuyHble NpejLuecTBylolme KoHuenuuun npoekta. MosaHee B NMPOLIECCE npoekTupoBaHus,
Korfa NPoeKT cTaHoBUTCA Gonee onpefeneHHbIM, Takoi aHanmu3 Bee eLle MOXET BbiTb AOCTAaTOMHO NPOAYKTUBHLIM [6].

DDD.5.2 UccnepoBaHue M HabniogeHue B peanbHbIX YCINOBUAX IKCNIyaTauum

KoHTekcTyanbHoe uccnegoBaHue obObIMHO 3aKiioHaeTcd B HEHaBA3YMBOM HabniogeHumn 3a OMNMEPATOPAMM, Bbi-
NOSHALWMUMIN COOTBETCTBYIOLLUE 3a/ja4, CBSAA3AHHLIE C KOHKPETHBIMU UKW NMOAOOHEIMA UM M3AENUSMUN B peanbHbIX YCno-
BUsX akcnnyatauuu [12], [13]. Habniogenune 3a ONIEPATOPAMMU u paboTa ¢ HUMKU B 06bIMHOIM ANS HUX 06CcTaHOBKe NO-
3BOMAIOT Nyl NOHATL NOCTaBMNEHHbIE 3aAa4vmn U Xoa paboTbl Haj NPoeKTOM. OTOT MeTof, 06bIMHO NPUMEHSIIOT Ha paHHeN
ctagun NMPOLIECCA npoekTtupoBaHusi (NpyU maeHTUdMUKaLum npobnemsl, aHanuse TpeboBaHMWiA 1 co3gaHun KOHLenuun
usgenus) Ana nyvwero noHmMmanusa ONEPATOPOB u noctaeneHHbIX 3agad. [laHHblii MeTof 0OblMHO He paccmaTpusaeT
MPOLIECCbI no3HaHWs, ¢popMMpoBaHUEe OTHOLLEHUSI UITM MHEHWS.

DDD.5.3 Ayautbl npoekra

Mpu ayauTe npoekTa NPeAnoxXeHHble atpubyTsl U KomnoHeHTH MHTEP®EMCA OMNMEPATOP — USAEJME cpasHu-
BaOT C KOHTPOIbHLIM CMIMCKOM Haanexallmx NpakTU4ecKUX peLleHuii npoekTa. B KOHTPONbHOM cnucke Nepeqncrnenbl xa-
paKTepPUCTUKN, pekoMeHaoBaHHble Ans MHTEPPENCA OMNEPATOP — USJENUE, Hapsay ¢ NPpeayCMOTPEHHBIM METOA0M
3anncn cooTBETCTBUS UM HECOOTBETCTBUS UHTEPheiica NOMMEHOBaHHBIM cTaHAapTaM. AyauTsl NpoekTa, 3aHuMaroLLme
HEMHOro BpeMeHW, SBnsATcA peHTabenbHbIMKY, HO OHW MOTYT 06ecnednTb TONBKO NOBEPXHOCTHOE NMOHMMaHue npobnem,
cBA3aHHbIX ¢ MHTEPO®EMCOM OMNEPATOP — U3AENUE.

DDD.5.4 CpaBHeHUue nsaenui n byHKLMOHaNbHbLIA aHanu3

AnbTepHaTUBHbIE U3LENUA UNKU anbTepHaTUBHbIE KOHLENLUU M34ennua MOXHO cpaBHUBaTb, COCTaBUB CMUCOK U3-
nenvii n ux atpubytoB B maTpuyHoMm chopmare. ATpubyTel KaXaoro U3 ansrepHaTUBHLIX NPOEKTOB U3AENUS MnonyyaroTr
oLeHKky unu 6annsl No paay Kputepues. Takue cpaBHEHUA MOTYT BbITb NONE3HbI A5 MOHUMaHNS TOro, Kakol MeTof, NMpoeK-
TUPOBaHUS Hauny4LwuM obpa3oM cooTBeTCTBYeT noTpebHocTam ONEPATOPA. Hanpumep, MoxHo paspaboTtare MatpuLy
dmandeckmnx aTpubyToB HECKOMBKMX CpaBHMBAEMbIX M3genui (Hanpumep, Macchl, paamMepoB, CTPYKTYpbI) AN obrneryeHus
nepeKkpeCcTHLIX CPaBHEHWUI N3 ennii.

DDD.5.5 3KkcnepTHble 0630pbi

OKcnepTHele 0630pbl, onupatolnecss Ha 3HaHus U onbIT cneynanuctoB no MPOEKTUPOBAHUIO SKCMNYATA-
LIMOHHOW MPUMOAHOCTW, noseonstoT uaeHTUGULMPOBaTL CUNbHLIE U cnabble CTOPOHLI NPOeKTa N PEKOMEHA0BaTh
BO3MOXHble Cnocobbl YCOBEPLUEHCTBOBAHMUSA. DKCNEPTHLIA 0630p MOXET GbiTb BLINONHEH HA OCHOBaHWKA KOHLENTYanbHbIX
YepTexeW NpoekTa, a Takxke Ha paboTaromx MakeTax. MHorne cepbesHble HeAOCTaTKU NPOeKTa MOryT 6bITb OGHapYXeHb!
Ha paHHel ctagun u Ges pacxofoB Ha nposegeHue ucnbitaHuii ONEPATOPOM. OgHako ecnu NpUMEHSTb STOT METOoA
n3onupoBaHHO, OH BpA4 N NO3BONUT O6Hapy)KI/|Tb BC€ HeAOCTaTKn NpoeKTa.

DDD.5.6 ®yHKUMOHANbHbIW aHanNu3

DyHKUMOHanbHLI aHanus obecnevmBaeT BocnpoussegeHne pyHKUMA n coBbITUN, HeOBX0AUMBIX ANSA COOTBETCTBUA
uensaM cuctembl. Hanpumep, BaXHbIMM PYHKLUMAMUA Npu BpaxuTepanumn ABRSAIOTCA KNUHUYeckasa oueHka MALMEHTA,
nogroroska NMNALUMEHTA, nnaHupoBaHue fiedeHus, NpoBefeHne rneveHns, yaaneHme nsgennua nocne nevYeHns, ceasb ¢
naLueHToOM, XpaHeHUe 3anuceil, rapaHTUpoBaHHbIe Ka4ecTBO fieveHus u obenyxusanusa [14]. 3ToT Bua aHanusa npume-
HSAKOT ANt ONpeAeneHns COOTBETCTBYIOLLEro pacnpeseneHns dyHKLUWA B YenoBeKkoMaLlLMHHOM UHTepdeiice. CyluecTytoT
pasHble BMAblI (PYHKLUMOHANBHLIX aHanM3oB, BKIKOMas AuarpaMmbl MocrnegoBaTeNbHOCTU ASWCTBUN U CUCTEMHLIN METOoA
PYHKLMOHASBHOTO aHanuaa, a Takke KOMNLIOTEPHOE MOAENUPOBaHUE U Takne MeToAbl MOAENUPOBaHNSA, Kak CUCTEMHBII
aHanus obbefuMHeHHON ceTun 3agad [15], [16].

DDD.5.7 3BpUCTHUYECKUIA aHaNU3

OBpUCTUYECKUIA aHaNU3 — 3TO OLEHKa KITMHMYECKUMU 3KcrepTaMu unu skcneptamu no NPOEKTUPOBAHUIO SKC-
MNYATALIMOHHOW MPUFOOHOCTU napenusi unm cucTeMel NOCPeAICTBOM ONpeAereHNa COOTBETCTBUS YCTaHOBNEHHBIM
npasunam K MHTepeicy YenoBek — MalumMHa [6]. 3To ocobeHHO none3Ho Ha paHHewn ctagun NMPOLIECCA npoekTuposa-
HWS ANS MaeHTUdUKaLMK npobnemHeix acnektos UHTEPOENCA OTNEPATOP — U3ESIUE. 3ToT aHanus Takxke noneseH
ANS CPaBHEHWA NOTEHLManNbHBIX KOHCTpYKLmin UHTEPDENCA OMNEPATOP — U3LESME, Tak kak oH o6ecne4nsaeT cpas-
HeHWe 9KCNEepPTHbIX OLIEHOK Ha MpeAMET COOTBETCTBMS pa3HbIX U3feNuil Kaxaomy n3 npasun. [JaHHbIl MeToa SBNSAETCS,
Kak npasuno, BbicTpbiM M HegoporuM. Crniabble CTOPOHBI 3BPUCTUHECKOTO aHanu3a COCTOAT B TOM, YTO ero 06bl4HO He
NPOBOASAT B peanbHbIX YCNoBUsIX aKkcnnyarauun U TunmyHeix ONEPATOPOB usfenunii He npuBnekalot K oueHke. OBpu-
CTMYECKWIA aHann3 YacTo obecnevmBaeT NpekpacHoe NMoHMMaHWe npoekTa Ha paHHen ctaguu NMPOLIECCA paspa6oTtku.
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OpnHaKo ero pekomMeHAYeTCA NPUMEHSATb B COMETaHUN C JPYrMMU MeToAaMK, KOTopble y4UThIBaKT BXOAHblE AaHHble OlNE-
PATOPOB wnagenus, ocobeHHo Ha 6onee nosgHux stanax NMPOLIECCA npoekTupoBaHus.

DDD.5.8 Beceapbl

YacTo 6eiBaeT nonesHo obeyguTe Nnpobnemel npoekTa ¢ HebonbLwoii rpynnoit ONEPATOPOB, ocobeHHo Koraa uenb
3akniovaeTcs B BblpaboTke MAaen UK cornacosaHHoOro MHeHUs. beceabl Takke MOryT ObiTe NPOBEAEHBl UHANBUYANLHO.
3T0T MeToa npefHasHaveH ans c6opa UHOpMaLMK, HO He Ans ee oueHKU. CTPYKTYPHO opraHM3oBaHHble (MNK Hanpas-
neHHble) Becefbl NonesHbl NPU 06CTORATENLCTBAX, KOrga Lienbio SABMNSAETCA NoMyYeHWe OTBETOB Ha KOHKPETHbLIE BOMPOChI
1 pa3paboTunKn TPYAATCS B STOM HanpaeneHum Ha npotsxerun scero NMPOLIECCA npoektupoBaHus. HeHanpaeneHHble
Gecefibl, C APYroi CTOPOHbI, NONe3Hbl AN nonyyYeHus obLiero BneYaTneHns o NpoekTax, Koraa paspaboTumK Xo4eT, YToOb!
cobeceHWK He OTBeKasncst Ha YacTHble Bonpochkl [17], [18].

DDD.5.9 KoHuenuus yuyacTtus

KoHuenuus y4acTus nogpasymeBaeT npusrneveHne BOIMOXKHoOCTeN noTeHynanbHeix ONEPATOPOB, yTo nossonset
UM CTaTb YNeHamu KoMaHibl pa3paboT4ukoB. [pUMEpPOM STOro MOXET CRYXUTb CO3faHue TpeXMEPHLIX MOAENei KOMMo-
HeHTOB [19] no npock6e OMNMEPATOPOB B npefnoyTUTENbHON ANA HUX KOH(UIypaLuu Unu AByXMepPHbIX U3obpaxeHwuid,
sonnoLatoux ugen ONEPATOPOB B OTHOLLEHUU KOHCTPYKUMK U3aenusa. Takum ke o6pasoM pekoMeHayeTcs npuene-
kaTb ONMEPATOPOB Kk unntocTpaumn ux naen unu K MaHUnNynupoBaHuio oNUUAMKU Ha 3KpaHe KoMnbloTepa.

DDD.5.10 Co3gaHue MakeToB

Co3afaHune MaKeToB NpeAycMaTpuBaeT NoCTpoeHUe Mogeneit U3genus, KOTopble MOryT 6biTb UCNONb30BaHbLI B Pasnuy-
HbIX BUA@X [eATeNbHOCTY NO ero oLeHke. Mogenn MoryT BapbupoBaThb OT NOXOXMUX BHELLHE N NOXOXUX B SKCTINyaTauun make-
TOB C BbICOKOIi CTENEHbIO BOCNPON3BEAEH S, XapaKTePHOW ANA KOHEYHOro U3aenua, Ao rpy6uix Mogeneli ¢ HU3KON TOYHOCTBIO
BOCMPOU3BEAEHUA, OTPaXKaIOLLMUX TOMbKO HekoTopble aTpubyTel usaenua. MNpumepsl MOAENUPOBAHUA U METOAL! MaKeTUpPOBa-
HUA BKMTIOYaIoT B cebsi MoAenMpoBaHme Ha skpaHe KoMnbloTepa, NporpaMMHbIE CPEACTBa ANA MaKeTUpoBaHuA, pusnyeckue
MOAENu, ynpasnsaemblie KOMNbIOTEPOM, U hUanyeckue Mogenn co BCTPOEHHLIMU MUkponpoueccopamum [20], [21].

DDD.5.11 Onpocbl U aHKeTbI

NHdopMaLMio 1 MHEHWSA, cBA3aHHbIE C UHTEPENCOM YenoBeK — MalunHa, 0BbIMHO cOBUpaloT ¢ NOMOLLBIO Tene-
POHHEIX OMpPOCoB, MIHTEepHeTa UNu B NMCbMeHHO hopMe [22]. EAMHCTBEHHOE NPEeUMYLLECTBO STOFO METOA A 3aKItoHaeTcst
B TOM, YTO AaHHble MOryT 6bITk Nnerko U 6e3 GonblUMX JeHEXHbIX 3aTpaT nony4yeHsl oT MHorux ONEPATOPOB. 3T1oT MeTog,
MOXHO MPUMEHSATE Ha paHHel CTaaun NPoeKTUpoBaHWs 4nsi LiMpokoMaciluTabHoro uccnegosatua ONEPATOPOB, a npu
LPYrvX UCNbITaHUAX — B LiensX nonyyeHusa cybbekTuBHOW MHgopMaLmMKM 1 no3gHee — cbopa UHdopMaLn O roToBbIX
nspenusx.

DDD.5.12 MogenupoBaHue aKcnnyaTauuu B KNMMHUYECKUX YCNOBUAX U B NONEBbIX YCIIOBUAX

MopaenupoBaH/e aKernyaTalumn B KMMHUYECKUX YCITOBUSX MNO3BONSAET OLEHWUTE paboTy U3fenus B ynpaenseMbiX yc-
NOBUSAX U B 06CTaHOBKE, CoAepXKallieit HeKOTopbIE UK BCE CYLLIECTBEHHbIE aTpUOy Tl peanbHOW KNMHUYECKOR cpefbl, ANns
KoTopoii paspabaTbiBatoT usgenve. MogenvposaHue obrerdyaeT cosfjaHue CLeHapueB HauxygLuMxX Cry4YaeB U CIOXHBIX
oTKa3oB. N3genus, umetoLue Bolcokyr cTeneHb PUCKA unu npefHasHavyeHHble AnA peLlleHns CroXHbIX 3agad, MoryT
6bITb UCMbITaHbI HA MOAEMSX C BBICOKOW TOMHOCTLIO BOCNPOU3BEAEHUS, TaKUX Kak MOCTPOEHHAsA B HATypanbHYH BENUYUHY
Mogerb onepaLuoHHON ¢ PYHKLUMOHaMNbHBIM MaHekeHoM. MogenupoBaHue ¢ BbICOKO TOYHOCTHIO BOCTIPOM3BEAEHNUS NO-
3BOMSAET KOMaH/e ucnelTaTeneil OLEHUTL B AWHaMUKe B3aMMOLENCTBUE MHOTUX U3LeNWiA, NepcoHana u CroXHbIX 3agau.

Kaxgoe mMeguLUMHCKOe U3fenue, nocTynatoLlee Ha pbiHOK, UCMBLITaHO, B KOHEYHOM CYETE, B MONEBLIX YCMOBUSAX.
OpnHako npobnemsl IKCMITYATALIMOHHOW MPUMOAHOCTW, BO3HUKLLIME B STOT NEpUoA, MOryT HeBnaronpusTHO oTpa-
3UTBCA Ha KOMMep4YecKoM yerexe. Mornesble ucnbITaHWs MakeToB UM MOAENeit onbITHOW cepun B peanesHol 06cTaHOBKe,
XOTSl U MeHee KOHTponupyemsble, SBAAKTCA NOYTU BCeraa MHPOPMaTUBHLIMK. XOTSA NoneBble UCMBITaHUsA MOryT UMETb
Gonbllee 3Ha4YeHne AN CHOXHBIX W3AENWiA, Tpebytowmx oBLWUpHLIX B3auMogeicTauii co MHorumum ONMEPATOPAMU 1
LPYTMU U30ennAMU, HO faXKe NoneBble UCMbITaHUA OTHOCUTENBHO NPOCTLIX U3AENUA MOTYT BbISBUTE HENPEABULEHHbIE
BaauMogeiicTans, Npobremsl SKCMTYATALIMOHHOM MPUTOAHOCTM n OLLMBKM SKCMMYATALMM [20], [21].

DDD.5.13 AHanus 3agav

DDD.5.13.1 O6Lwue nonoxeHus aHanusa sagad

AHanus 3ajja4 — 3TO COBOKYMHOCTb CUCTeMaTU4eCKMX MeTOA0B, obecneymBaroLLMx nonyvyeHne nogpobHeIx onuca-
HWIA nocnefoBaTenbHbIX U MPOUCXOAALLMX OfHOBPEMEHHO PUSNHECKUX U YMCTBEHHLIX BUAOB [EeATENBHOCTU NepcoHana,
sKkcnnyaTtupytoLlero, obcnyXuBaroLLero U3gennus UM CUCTEMbl UMW YNpaBnsioWero UMK, AHanus 3agadv MOXeT npefo-
CTaBWUTb MHOPMaLIMIO O 3HaHWSX, HaBblkax, cnocobHocTax M ONMACHOCTHX, cBA3aHHbIX C BEIMOMHEHUEM KOHKPETHBIX
3aaadv. AHanna 3agayv MoXeT BbiTe NPUMEHEH YXe Ha JTane co3faHus KoHLUenuum npoekTa, YTo oBneryaeT NOHUMaHWe 1
nocnefytoulee socrnpoussefeHne NPOLIECCA B LenoM. Ha 6onee nosgHux atanax Lukna NpoeKTUpoBaHUS aHanma 3a-
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Jad MoxXeT BbITb UCnonb3oBaH AN OLEHKU MaKeTa U3Aenusa B peansHo UM MOAEnNUpyemMoi NPOU3BOACTBEHHOI cpefe.
OrpaHW4eHUa aHanu3sa 3ajad 3akno4atoTcs B BO3MOXHBIX 3HAYUTENbHBIX TpaTax BPeMeHU U Nony4eHun 6omnbLUIoro Konu-
YecTBa AaHHbIX, KOTOpbIE UHOMAa TPYAHO aHanu3npoBaThb U UHTEpNpeTupoBaTh [23], [24].

DDD.5.13.2 NccnepgoBaHne BpeMeHHbIX aCMeKTOB U aCMeKTOB ABMKEHUSA

OauH 13 camblx paHHux metogoB NMPOEKTHUPOBAHUA SKCI'IJ'IYATALU/IOHHOPI MPUrCAHOCTUN — ucenepo-
BaHWe BPEMEHHbLIX acnekToB U acrnekToB ABUXEHUS — MO3BONSAET AOKYMEHTUPOBaTb OTAENbHbIe feicTBuS niogei Bo
BpeMeHU. MeTod MOXHO MPUMEHATb AN MOEeHTUdMKaLMKU NOMEX U BO3MOXHOCTEH WX YCTpaHeHUs, a Takke C Lefbio
onpeaenuTb, MOryT nn AeicTBNA BbITb 3aBepLUeHbl B TeHEHWEe YCTaHOBNEHHOrO BPEMEHU, UM U3YYUTb BO3AeiCTBUE BKC-
nnyaTtupyemoro usgenus Ha NMPOLIECCHI n npouenypel [22], [25], [26].

DDD.5.13.3 lNo3HaBaTenbHbIA aHanua 3agad

Mo3HaBaTernbHEIA aHanns 3ajady cocpefoTodmMBaeTcs Ha nosHasaTenbHbiXx NMPOLIECCAX OMEPATOPOB, Takux
Kak cosfjaBaemMble MbICIIEHHO MOAenun paboThl U3genusa unu cuctemsl [27], [28]. STOT MeETOA NO3BONAET Mofy4YUTb dop-
ManbHYt0 OLeHKY Mo3HaBaTenbHbIX Bo3aMoxHocTel ONEPATOPA npu BbINOMHEHUW Tex 3afad, koTopble usgenve byaet
3aMeHATb, JOMNOMHATL UMW 3anpalunBaTb. [o3HaBaTeNbHbIR aHanMa 3agady MoXeT ObiTk Takke NPUMEHeH ANA OLEHKU
BMWAHUA peanuaauuu nsgenua Ha nsMeHeHne mHeHusa ONEPATOPA o npoTekatoLux npoueccax. B xoge ¢BA3aHHOro ¢
STUM METOAOM MNO3HaBATENIbHOro MOJEMUPOBaHWUS BbINOMHEHWE 3aa4 NPOrHO3MPYHT NOCPEACTBOM aHanmaa OCHOBHbIX
TpeboBaHUi K 3afade, cnocobHoCTel nuLa, BLINOMHAOLWEro 3afavy, AOCTYNHLIX METOLOB BLINOMHEHUS 3agaqm U MPO-
LIECCA BbI6opa OMNMEPATOPOM ogHOro us sTUX METOZ0B.

DDD.5.14 UcnbiTanns SKCMMYATALMOHHOW NPUFOAHOCTY

Mpv nenbiTalnsax SKCMNYATALIMOHHOW MPUTOOHOCTU peanbHele OMNEPATOPbI B3auMoaedcTByIoT ¢ ofHO#M
MR HECKONBKUMU MOZENAMU U3AENUs, MakeTaMu UK roTOBBIMU eAUHWLIAMU NPOAYKLUN C Lenbio onpeaennTb NerkocTb
oby4eHus, npocToTy skennyatauun, SOOEKTUBHOCTE npumMeHeHus, NerkocTe 3anoMMHaHWSa W/unu npuenekaTenbHOCTb
ans OMEPATOPA [6]. Menbitanna SKCMNYATALMOHHOW MPUMOOHOCTWM MoryT 6biTh npoBefeHb B NaBopaTopHLIX
YCMNOBUSAX, B MOAEMUPYEMBIX YCIOBUSAX SKCNNyaTauun unu B peansHoi cpege NPEAYCMOTPEHHOIO NMPUMEHEHUA/
MPEOYCMOTPEHHOIO HA3HAYEHNA. UcnbitaHus SKCI'IJ'IYATALIMOHHOM NMPUIFOOHOCTHK, ocobeHHO B nonesbIX
YCROBUSAX, MOTYT NpuBecTu K 0BHapyxeHuto OLLUMBOK SKCIMNYATALIMN. OaHako BcneacTeue HE60NbLUIOW YMCAIEHHOCTH
CyGHeKTOB UCMBITaHWUA OLUMBKU C HU3KOIM CTeMNeHbIo BEPOATHOCTU MOTYT BbiTb He 0BHapyXeHbl. 10 3Toi NpUYNHE BaXHBIM
ABMAETCA NPUMEHEHUe AOMNOMNHUTENLHLIX MeToA0B, Takux kak AHANN3 PUCKA (cm. DDD.6.1).

DDD.5.15 AHanus OLLMBOK 3KCMNAYATALIMN

MpoekTel MHTEP®EWNCA OMEPATOP — U3MAEJIME pekomeHayeTcsl OLeHUBaTh B Mpoliecce pa3paboTku usfe-
1A ¢ Uenbio onpedennTb BEpOoATHOCTb NosBneHnst koHkpeTHbIx OLLUMBOK SKCITYATAUWWA, koTopble MOryT npuBecTy
kK OBOCHOBAHHO MPOIMHO3UPYEMOMY HEMNPABUNBHOMY NMPUMEHEHUIO, TpaBMe unu cMepTensHOMY Ucxogy.
AHanma MoXeT BKIovaTb B cebs 0630p COOTBETCTBYIOLLIMX OTYETOB MO CUrHanam ¢ MecT, cooblueHunii 06 uHymgeHTax, o
HebnaronpuATHLIX COBLITUSX, Kanob 3akasdnka, AaHHbLIX odULManbHLIX HabnogaoWwmx opraHn3aLUui, 3aKpbIThIX JaHHBIX
Mo MpeTeH3UsAM, AaHHbIX NocnenpoAaXHeIX HabnogeHn (HanpuMep, KOPPEKTUPYIOLWUX 1 NpeaynpeXxaaloLLmx eACTBUR,
8.5.2 n 8.5.3 [29]), cBeneHwmii 06 akcnnyaTaumun NpeLLIEeCTBYIOLLMX U3 ENWIA UNTM METOAOB aHanusa onacHbIX MHUMAEHTOB.
CyLecTByeT HECKOMBKO SMMUPUYECKUX U KOMMBIOTEPHBIX CMNocob0B MoAENUPOBaHUA U aHanu3a owubok. B [30] u [7] 60-
nee noapobHo obeyxaeH aHanua OLLIMBOK SKCTTYATALIMA.

DDD.5.16 OueHka paboueil Harpy3ku

Pabota ONEPATOPA MOXET yXyALUMTLCA M3-3a YUpe3MepPHO BLICOKON Unu HU3KoW paboyeit Harpysku. MpumeHeHne
n3aennsa MOXET BIMATL Ha pabouyto Harpysky, kak u paboyvas Harpy3ka MOXET BNusTb Ha B3aumogeiicteue ONEPATOPA
¢ napgenuem [25], [31]. OueHka paboyeii Harpy3ku nomMoraeT onpefenuTb UMK CNpPorHO3UpoBaTh No3HABATENbHYIO cnocob-
HocTb OMNEPATOPA, Heobxogumyto NS peLleHUs AOMNONHUTENbLHLIX 3aga4. Paboyylo Harpysky MOXHO U3MepATb C MOMO-
b0 NCUXONorMyecknx (Hanpumep, cybbekTMBHas oLeHKa, BO3MOXHO MofyyYeHHasi B pe3ynkrare onpocos), NpouUeaypHbIX
(Hanpumep, BNUsIHWE Ha KONUYECTBEHHbIE OLIEHKU M3MepeHUs paboTbl) unu br3nonornyeckux (Hanpumep, N3MeHeHue
4YacToThl Myrnbca) MeToAoB. MeToabl oLeHKN paboyeit Harpy3sku oBLIMHO JOMKHL! BLITE YTBEPXAEHL!, OHU MOTYT BbITh TEX-
HWYECKN CIIOXHLIMU U TPYAHBLIMKM AN aHanusa.

DDD.6 JononHuTenbHble BUAbI aHanu3a
DDD.6.1 AHANN3 PUCKA

AHarnusa cesizaHHbIX ¢ skcnnyaTauueit ONACHOCTEW pekoMeHayeTcs BKlouaTh B 06Lnit 06bemM paBoT no oLeH-
Ke YA3BUMOCTU U3ZEeNUs KO BCeM BUAaAM OTKa30B (HanpuMep, areKTpUHMecKUM UK MeXaHWYeCKUM), BO3HUKAIOWNX Npu
NPEAYCMOTPEHHOM NMPUMEHEHWW/MPEOQYCMOTPEHHOM HA3HAYEHWN 1 OBOCHOBAHHO MNPOIMHO3NPYE-
MOM HEMNPABUIIBHOM NPUMEHEHWUW. OduupuantHbIMU UHCTPYMEHTaMKU aHanusa ABNATCA aHanu3 BUAOB OTKa30B
n ux nocnegcteuii (ABOI) n aHanu3 gepesa otkasos (AJO). Cuutator BaxHbIM ydacTne B AHANMM3E PUCKA npeacTa-
BUTeneit rpynnsl no NMPOEKTUPOBAHUIO SKCMNNYATALIMOHHOM MPUFOOHOCTMU, Tak kak 3TO AONOMHAET MHOMe
oyeHkn NMPOEKTUPOBAHNS SKCMNYATALIMOHHOW NPUFOAHOCTW koHeTpykumn. Hanpumep, B AHANN3 PUCKA
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pEKOMEHAYETCA BKNIOYMaTh BO3MOXHbIE OWINGKW, UaeHTUdUUMpOoBaHHbIE NPpWU aHanu3se 3agadv. [na OMNMEPATOPA moxer
6bITb NONE3HBIM Y4YacTUe B aHanU3e 3TUX BUAOB, HANPUMEpP B OLEHKE BEPOATHOCTU OLUMGOK U CEPLE3HOCTU UX Nocnea-
cteuii. Peaynetatel AHANM3A PUCKA, yacTo npusoasLme K USMEHEHUAM NpoekTa n obyJaloLmx cpefcTs, AOMKHLI BbITb
odpuynanbHo JoKyMeHTUpoBaHbl (ISO 14971).

DDD.6.2 AHanu3 COOTHOLWEHUA pacxoaos U NPUbbLINK

AHanu3 COOTHOLUEHUA pacxoaoB U Npubeinu [32] npeactaBnsaeT coboi CTPYKTYpHOE CpeaCTBO TpagMLMOHHOMO 3KO-
HOMWUYECKOro aHanu3a, NpeaHasHadeHHoe ANA OUEHKU NoTeHuuanbHon Npubbinu oT W3genus Unu saNeMeHToB U3genus
(Hanpumep, KOHKPETHOW XapaKTEPUCTUKM) NO CPaBHEHWUIO C BO3MOXHBLIMU pacxofdaMu Ha NPoeKTUpoBaHWe, pa3paboT-
Ky, BHEAPeHWe Wunn nponssoacTso uaaenus/dpyHkunii. CTporuii aHanm3 COOTHOLLEHUA PacxXofoB U Npubbinu noasonseT
nony4arb UHopMaLmnio 06 OTHOCUTENBHBLIX AOCTOMHCTBAX OCHOBHbLIX anbTePHATUBHBLIX NPOEKTOB. XOTA peKoMeHAyeTcs
aHanu3npoBaTb pacxofbl U NPUBLINbL Kak ANA MaTepuasnbHbIX, Tak U ANsi HeMaTtepuanbHbIX COCTaBISIOWUX, HEMAaTEepU-
anbHble akTuBbl 06bIMHO NPeoGpasyioT B NpUGNN3UTENbHBIE U CONOCTaBUMbIE SKOHOMUYECKUe eanHULEl. CTPOrnii aHanua
npefycMaTpuBaeT Takke aHanus pacxofa BpeMeHW (Hanpumep, 3afiepXKW Ha pbiHKE U3-3a HensbexHbix B paspaboTke
«NOABOAHBIX KAMHEN») U OLIEHKY BEPOSTHOCTU yCnexa UNnu Heycrnexa pasfuyHblX HanpasneHuid AeaTensHocTu. Toraa Ans
NPOBEPKN BaXXHOCTWU MHOMMX BbIHYXAEHHBLIX NPeANonoXeHUA OOLIMHO BHIMOMHAIOT aHann3 YyBCTBUTENLHOCTU pbiHKa (Ha-
npumep, aHanus NOTeHUUanbLHOro U3aMeHeHUs obbemMa Npoaax Npu Jo6aBneHNn KOHKPETHOW XapakTepUCTUKN U3Zennsl).
3Ha4YMMOCTb KOHKPETHLIX MPEfNONOXEHNIA PEryNUpPYETCA B pasyMHbIX Npeaenax,  UCCNeAyeTCs X BNUAHUE Ha pesynb-
TaTbl 6onee obLIMPHOro aHanusa.
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MpunoxeHue EEE
(cnpaBouHoe)

Mpumep CNELMOUKALIMU SKCNAYATALIMOHHOW MPUIOQHOCTU

Mpunoxenne EEE cogepxut npumep CMELIMOUKALIMN SKCMNYATALUMOHHOW NMPUIOOHOCTU npeanonara-
eMoro usgenus. 3ToT NpUMep ABNSRETCA BceobbemnioLenh unniocTpaumen Tex ¢pakropos, KOTOpble peKOMEeHyeTcs pac-
cMaTpuearhk npu paspabotke CMNELIMOUKALIMKN SKCNNYATALIMOHHOM MPUIOOHOCTMW. YkasaHHble ONTACHOCTU u
TpeboBaHUA He SABMATCA peanbHbLIMU UKW OTHOCALUMMUCA K KakoMy-nubo koHkpeTHomy UBOEJIAIO.

Npumep CNELUNOUNKALIMA SKCMNYATALUMOHHOW NPUrOOHOCTU npeanonaraeMoro usagenua

OneKTPOHHLIN TepMoMeTp ¢ unudpoBoin uHaukauuen, Tun Ne SGW
1 BxoaHble AaHHble CNEUMOUKALIMKN SKCNNYATAUMOHHOW NPUIOOHOCTU
1.1 Cneuncpukaumna NPEAYCMOTPEHHOIO NPUMEHEHNA/NPEAQAYCMOTPEHHOINO HA3HAYEHUA

1.1.1 Onucanue
OnNeKTPOHHLIA TepMoMeTp co 3BykoBbiM MHOOPMALIMOHHBIM CUITHANOM, paspatouMcsa Npu JOCTUKEHUU

CTabUNBbHOro 3HaYEHUS.

1.1.2 Cneundpumkaumsa npuUMeHeHna n3aenua

1.1.2.1 MeguuuHCKoe HasHa4YeHue

a) MamepeHne TemnepaTypbl YENOBEYECKOro TeNa BO PTY UNK B NPAMON KULLKE, HO He B criydae TAXenown runotep-
Muu (Temnepatypa Tena > 30 °C).

b) CocTtosHue(s) 3agopoBbs unu 3aboneBaHune(s), koTopoe HeobxoauMo oTobpaxartb, HabnoaaTh, Ne4UTb UNK gua-
rHoCTMpoOBaTh:

- Nnuxopapka (Heo6a3aTENbHO YCTAHOBNEHHOrO NPOUCXOXKAEHUA);

- TMNoTepMuS.

1.1.2.2 XapakTepucTuKa nayueHTa

a)BoapacT: oT MNnafeH4YecKoro 4O CTap4ecKoro.

b)Macca: > 2,5 kr.

¢)CocTosiHNE 340POBbS: HE UMEET 3Ha4EHUs.

d)HaunoHanbHoCTb: ntobas.

e)AyweBHoe coctosHue MALIMEHTA:

- MAUMEHT saenaetca OMNEPATOPOM: cobpaHHbI, KOMNETEHTHBI;

- NAUMEHT He aBnsetca OMNEPATOPOM: He umeeT 3HaveHus, ecnm Tonbko MALIMEHT He B3BONHOBaH.

1.1.2.3 YacTb Tena wnu BUA TKaHu, C KOTOPbIMW OCYLLECTBNAETCA B3auMogeincTeme

a)MecrTo, rae NpoBOAAT USMEPeHHne:

- poT,

- NpsMas kuLka.

b)CocTosiHne: HenoBpexaeHHas Koxa B OTBEPCTUM U BOKPYT Hero.

1.1.2.4 Npegnonaraemslit ONIEPATOP

a)O6pazoBaHue:

- Npu Bo3pacte MUHUMYM 11 et — 5 neT obydeHns B LLKONE,;

- MakcMyma HeT.

b) 3HaHus:

- MUHUMYM:

1)yMeHue YnTaTb M NoHUMaTh apabckue Lndpbl, HabpaHHble WpudToM Arial;

2)yMeHue pasnuyaTh poT, HOC, YXO, NMPAMYIO KWLLIKY;

3)Hanu4yune rurneHNYecKUx HaBbIKOB;

- MakcMyMma Her.

¢) A3bIK, KOTOPEIM Brageer:

- @HFIMACKUIA UMK HeMeLKUR;

- HeoBA3aTenNbHO OAMH U3 A3LIKOB, Ha KOTOPOM HaMUCaHbl UHCTPYKLMM NO SKCMnyaTaumm.

d) OnbIT:

- MUHUMYM:

1) aetun, monoxe 15 net: OBYYEHWE nog HabntogeHuem;

2) npouue: He TpebyeTcs cneynanbHOro onbITa;

- MakcMMmyMa HeT.

e) JdonycTumble pu3n4eckne HenocTaTku:
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- He3Ha4uTeNLHOE YXyALUEeHNe OCTPOThI 3PEHUS MPU YTEHWU;

- cNocobHOCTL HanpaBnATb UK AepXaTb U3AENNe OAHOI pyKOW;

- KpaTKOBpEMeHHOe cpefiHeii cTeneHn Bo3pacTHoe ocnabneHne namsTy;

- ocnabnexue cnyxa Ha 40 %, npusogsilee k 60%-Holl ocTpoTe cnyxa B fuanasoHe 500 My — 2 kI,
1.1.2.5 lNpumeHeHune

a) Mpon3BoacTBEHHAs cpeaa:

- 06wme nonoxeHus:

1) aKkcnnyaTupoBaThb U3fenue B OMaLLHWUX YCNOBUSX, He NPpeAHa3HaYeHo A4S NpodeCcCMOHarbHOro NConb30BaHus,
2) ucnonb3oBaTh TOMbKO B NMOMELLEHNY,;

3) He ncnonbL30BaTh B AYyLUE, BAHHE UMW B PaKOBUHE;

4) ecnu MALWEHT nexuT unu cuaut Ha nagenuu, To MOXeT «NoTepsiTb» ero B NocTeny;

5) MALUMEHT MOXeT HacTynuTb Ha usgenue, ecnu YpoHWUT ero Ha nos:

- 9T0 He gomxHo npegctaenaTe ONACHOCTU;

- He NpeaycMoTpeHO JanbHellee (MyHKLUOHUPOBaHUE usgenus,

- €CINK OHO (PYHKLIMOHUPYET, TO JOSKHO COXPaHWUTb KannGpoBKy/TOUYHOCTE;

- YCroBUs BUAUMOCTN U306paxKeHns:

1) AMana3oH ocBeLLeHHOCTU okpyxatoLlen cpegel: 100 — 1500 nk;

2) paccTosiHue ob3opa: 20 — 40 cwm;

3) yron 3peHus: HopManbeHbIn Ana gucnnes + 20°;

- hUsnMYecKme acnekTbl:

1) TeMnepaTypHel AnanasoH: 10 °C — 30 °C;

2) Aana3oH oTHocuTenbHol BnaxHocTn: 20 % — 95 % 6e3 koHaeHcauuy,

3) Anana3oH gasneHua okpyxarowlen cpefbl: 500 — 1200 Ma;

4) ypoBeHb JaBrneHusi poHoBoro 3syka: < 70 gb B gnanasone 100 'y — 8 kl'u.

b) YacToTa ucnonesosaHua: 1 pas B roq — 10 pa3 B feHb.

¢) MobuneHocTb: nepeHocumoe B pyke USOENNE, npuMeHsiemoe Ha MALIMEHTE, HaxoasiemMcsi B COCTOSIHUMW NOKOSA.

1.2 OCHOBHbIE PABOYME ®YHKLNA

1.2.1 KpuTWUYHBIE PyHKLMK

a) CHATMe 3aWwuTHoro dytnapa.

b) BkrtodeHue.

c) MpaBuneHoe pacnonoxeHue U3fenua Bo PTy UM B NPSMOIA KULLIKE.
d) OnoBetleHne o 3aBeplueHnn nsmepeHuns nocpeagctsom MHOOPMALIMOHHOIO CUTHATIA.
e) CuuTbiBaHue ¢ gucnnes.

f) Ouucrka.

g) 3aMeHa aneMeHTa NUTaHUA.

1.2.2 YacTo nosropsiroLuecs MyHKUUm

a) ®yHkummn 1.2.1, nepeumncnenuns a) —f).

b) BasAtue B pyKy/yaepxusaHue nsgenus.

C) YaaneHue nagenua.

d) BuikrnoveHue.

€) XpaHeHue.

1.3 AHAJIN3 PUCKA

1.3.1 NPEAQYCMOTPEHHOE NPUMEHEHUE/MPEAQYCMOTPEHHOE HA3HAYEHWE

Cm. 1.1.

1.3.2 NMPO®UIb OMNMEPATOPA

B cootBeTCcTBMU C 06pa3oBaHWEM, 3HAHUAMW, ONLITOM U JONYCTUMBIMU (DU3UECKUMU HefloCTaTkaMm npegnonara-
emoro OMNEPATOPA; cm. 1.1.2.4.

1.3.3 Bo3aMoxHbIe Henonaaku

UcTouHukn: nutepatypa; daiin, coaepxallunii xxanobbl noTpebuTens; 3akoH O TOProere; aKCrepThl Mo yxoAy 3a
6onbHbIMU; AHATTU3 PUCKA.

a) Mpu HOPMAJBHOW 3KCMINYATALUW:

- HelocTaTouHas 3apsafKa/oTCyTCTBME 3apAAKU ANeMeHTa NMTaHUsi — HET CYUThIBaHMA.

b) Mpu OLUMBEKAX SKCINYATALIUN:

- yCTaHOBKa HeMnpaBUNbHOMO 3f1IEMEHTa NUTaHUS,

- U3MepeHUe TeMMNepaTypbl KUMSLLER BOALI, NPU BapKe U Kapke NULLK;

- NpUnoXxeHue U3bbITOYHON CUnbI;

- NageHne n3genus;

- MexaHU4ecKoe cxatue (ecnu Ha TEPMOMETP CeCTb, fledb UMK HacTyNUTb);

- yaaneHue J0 OKOHYaHWUS U3MEPEHUS,;
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- BBIKITIOYEHNE 10 OKOHYaHWNSA U3MEPEHUS.

¢) Co CTOpOHbI NPOM3BOACTBEHHON CPeabl:

- Neperpes — BbLIXOJ U3 CTPOA AUCTNEes — OTCYTCTBUE CHUTLIBAHUA/HEMPABUIIEHOE CHUTLIBAHUE,;

- Hanu4ue LWyma — npexgeBpeMeHHoe npepbiBaHne naMmepeHus, Tak kak ONEPATOP He cnbiwnt MHOOPMALLM-
OHHOIO CUIMHAJTA o 3aBepLLUeHUN U3MEPEHUS,

- BbICOKas TeMneparypa — BbIXOA U3 CTPOS AUCMNENR/3NEKTPOHUKY,

- nonagaHue BOAbI/BNAXHOCTb — BLIXOA U3 CTPOSA AUCNNEA/SNEKTPOHUKN.

d) Co ctopoHsl MALUMEHTA:

- NPUKycbiBaHWe n3genua (Mpyu usmepeHnm Bo pTy);

- NOBpexXAeHne TKaHe;

- N3MepeHue B HempaBWUITbHOM MecTe (HamnpuMep, B HOCY, YXe, NMogMbILLEe4YHON BNaguHe).

e) lNpun cunTbIBaHUK:

- YAepXuBaHue usfenus B nepeBepHyTOM COCTOSHUU BO BPeMS CYUTBIBAHWUA — HernpaBurbHOe CYUTLIBaHUE Mo-
KasaHui,

- olwnboyHas eguHuLa naMmeperus (°C npotus °F);

- NN0X0€e CYUTBIBAHWE 3HAYEHWIA B LienoM (HarnpuMep, cHUTbIBaHUE «1» BMECTO «7»).

f) Mpw BLINONHEHUW TUrMeHUYeckUx TpeboBaHMiA:

- 3arpsisHeHune npu nepemMeleHnn nsgenua mexay NAUMEHTAMUA;

- 3arpsi3HEHUE NPpU PacrnonoXeHWn U3genus B pasHbIX MecTax n3MepeHuns Temnepatypsl y ogHoro MALIMEHTA.

g) Mpu npuMeHeHuu:

- MECTO W3MepeHUs HeoCTaToqHO rMy6okoe;

- BPeMsi U3MEPEHMNS CIULLKOM Marno Ansd crabunusayum TemnepaTyphi

- MECTO U3MepeHNs He ABNAeTCA TepMudeckn ctabuneHeiM (Hanpumep, NALMEHT seinun xonoaHoii Bogksl nepes
N3MepeHuem).

1.3.4 TpeboBaHus k 3aga4e

a) Jlerkoe yaaneHue 3awmTHoro dytnapa.

) YeTKoe pasrpaHnyeHmne 30Hb! YAepXXUBaHUSA U 30HbI U3MEPEHUS.

) OTCYTCTBUE CKOMB3KUX MECT Ha 30HE yAlepXXUBaHNS.
) Mapgkas noBepXHOCTL BBOAUMOM B TeNo YacTu U3genus.

e) Ilerkoe pacrnosHaBaHWe COCTOSIHUS BKIIOYEHUA W FOTOBHOCTU K paboTe ¢ NOMOLLbIO 3BYKOBOW U 3pUTENBbHON WH-
dhopmaumu.

Hanuune yetko cneiwHoro UHOPOPMALIMOHHOIO CUMHATA o 3aBepLueHUM U3MepEHUs.

g) YeTkoe oTobpaKeHWe N3MEePEHHOro 3HaYeHus.

h) Py4Hoi 1 aBTOMarM4eCcKnii peXumbl BbIKIIOYEHUA.

i) Jlerkas ounctka nagenus.

j) Ierkast naeHTUdUKaLMA HEOUULLEHHBIX MOBEPXHOCTEN.

k) MapkupoBka MakcuMarbHOW rmybuHbl BBeAEHUS.

[) duandeckune cpepcrea NpeaynpexaeHus YypeamepHo rnyboKkoro BBeeHUA.

m) Jlerkas o4yncTKa 3awuTHoro pyTtnapa.

1.3.5 Ycnosusa akcnnyarayum

Cm. 1.1.2.5.

1.3.6 NHopmayus 06 ONMACHOCTAX, usBecTHbIX AN NoA06HbIX U3genuit

Brnovena B 1.3.3.

1.3.7 BoamoxHble ONTACHOCTU
a) HeT cuuTbiBaHUA 3HaYeHNA — 3afiepXKKa neveHus!.
b) HenpaBunbHoe cunTbIBaHWE — 3aAepXkKa JIeHeHNs] UMK HEMPaBUITEHOE NIEHEHNe.
c) MNoBpexaeHue TkaHeil — TpaBMbl, KPOBOTEYEHUS, UHULMpOBaHe U T.4.
d) MonagaHune TOKCUYECKNX BELLECTB C AUCNIIES — OTpaBleHMe.
e) MNonagaHue 3arpsA3HAIOLLMX BELLECTB B TeNo — UHULUpOoBaHMe.
1.3.8 MpeasapuTensHLIi aHanus koHuenuun MHTEP®ENCA ONMEPATOP — U3JENTME

I pnmMmedaHne — OT0T aHanus peKoMeHAYETCA BbINOJNMHATEL C MOMOLLbIO KOM6I/IH6LWII/| NO3HaBaTeNbHOro aHanun-
3a, npoBeaeHUA UCMbITaHWIA Ha MaKeTax U ONbITHbLIX 06pa3uax.

b
c
d

a) Yaanexue sawutHoro dpytnspa:

- yAarneHue 3aluTHoro yTnspa He BLI3bIBAET Npobrem.

3akntoveHune: HeT npobnem.

b) BrntodeHue:

- KHOMKY BKIOYEHUA/BLIKTIOYEHNA TPyAHO HaxxuMaTs NMALIMEHTAM ¢ 6onbwinMmn pykamu.
BakntodeHue: pasmep/yrnybneHne Ansa KHOMKKU BKIIOYEHUS/BLIKITIOYEHNS HYXAAOTCA B NepecMoTpe.
¢) [MNpaBuneHoe pacrnonoxeHne U3gennusa Bo pTy UNU B MPSMOA KALLIKE:

- MOBEPXHOCTb AN YAEPXKMBaAHUSA N 30Ha U3MEPEHUS UMEHOT YETKYI0 MapKUpOBKY,

- YacTb U3genus, BBogMMasi B TENO, UMEET rMafKyto NOBEPXHOCTb;
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- MakcuMarbHas rny6uHa BBeieHNs1 UMeeT YETKYI0 MapKUpOBKY;

- OTCYTCTBYIOT (hU3NHeCKne CpefcTBa, NPensaTCTByOLME Ype3MepHO ryBoKoMy BBEAESHWIO;

- B MHCTPYKLMSX NO 3KCMITyaTalLi He NMPOUNIIOCTPUPOBaHO NPaBUsibHOE pasMeLLeHne U3nenus.

3akrodeHne: KOHUEMNLUS U3Lenusl OYeHb sicHasl, HO OTCYTCTBYIOT (hM3nYeckne cpeacTsa, NPenaTcTByiomMe Ypes-

MEpPHO FJ'IYGOKOMy BBEeASHUIO:

- paccMOTpeTb BO3MOXHOCTb AobaBneHus Takux CpeAcCTB, a TakkKe BKNHYUTE UnncTpauun B NHCTPYKUMKU NO 3KC-

nnyarayum.

d) CunTbIBaHWE NOKa3aHuii ¢ gucnnes:

- pasmep WpudTa Ha gUcnriee SCHO pasfNUYUM NpyU COOTBETCTBYIOLLEH OCTPOTE 3peHUs;

- Of\HO3Ha4YHOE OTOBpaXKeHUe N3MEPEHHOTO 3HAYEHMS.

BaknioveHune: HeT npobnem.

e) Ouvucrka:

- MOTyT OblTb UCNONb3oBaHbl Bce 0ObIYHbIE HeaGpa:aMBHble YnucTAWKne cpeacrea, NnpuMeHAeMble B JOMalLlHEM XO-

39icTBe (HanpUMep, CNUPT, XUAKOCTb AN MbITbS MOCYAbl, MbISIO, KOCMETUYECKNE CPEACTBA, aLeTOH, GEH3MNH);

- UHCTPYKLUK NO OUMCTKE BKITOMEHBI B UHCTPYKLUM MO SKChnyaTayum,
- OTCYTCTBYIOT MECTa CKOMIEHUS Psi3u;
- Nerko BU3yansHO onpefenuTb 3arpsi3sHeHHbIe NOBEPXHOCTY.
3aknioveHune: HeT npobnem.
f) 3amMeHa aneMeHTa nUTaHMUS:
- Heobx04 UM KaKoW-NMBGO UHCTPYMEHT, YTODOLI OTKPLITH KPLILLKY OTAENEeHUA ANS AnNeMeHTa NUTaHNS;
- TUN 3NeMeHTa MUTaHWA U MONSAPHOCTb Ha aneMeHTe 0603HauYeHbl He O4MEeHb SCHO,
- TUN 3NeMeHTa NUTaHUS U NONSIPHOCTL Ha TEPMOMETPe 0603HaYeHbl CHO;
- pacnpoCTpaHeHHbI U NEerkofoCTYNHbIA TUM arEMEHTa NUTaHWS.
3aknoHeHne: pacCMOTPETL BO3MOXHOCTb NepenpoekTUPOBaHUSA OTAENEHUA ANSA AreMeHTa MUTaHWUS W KPbILLKKM

3TOro OoTAENEHUA.

g) Baatue B pyky/yaepxxumBaHUe U3genus:

- MaTtepuast NOBEPXHOCTU NPUSATEH Ha OLLynb;

- NOBEPXHOCTb 30Hb! B3ATUS HE CKONb3UT.

3akrtodeHne: HeT npobnem.

h) 3sykosoit MHOOPMALIMOHHBLIA CUMHAI o 3aBeplueHnn n3MepeHus:

- MHOOPMALIMOHHEIA CUMTHAIT 0 3aBepLueHun n3MepeHns MOXET NepekpbiBaThest (DOHOBLIMU MOMEXaMu.
3akrodeHe: N3MEeHNTb aMnNIUTyay U YacToTy 3Byka Takum obpa3oM, 4Tobbl OH Obln CRbIWeH CKBO3b (POHOBLIE

nomMmexu.

i) YoaneHue usgenus us tena NALUEHTA:

- Nerko ygansercs.

- BakntoyeHune: HeT npobnem.

j) BeIkntoyeHue:

- py4HOE BbIKMOYeHMe: CM. 2.3, nepeducneHue j);

- aBTOMaTN4eckoe BbIKITHYeHNe Nocre 3aBepLUEHNS U3MEPEHUS.

BakntodeHue: pasmep/yrnybrneHne ns KHOMKU BKIIOYEHUA/BLIKITIOHEHUS HYXAAIOTCA B NepecMoTpe.

k) XpaHeHue:

- 3alUMTHBIA YTNAP JOMKeH GbITb NerkooyvLaeMbIM Nocne KOHTaKTa ¢ BO3MOXHO 3arps3HeHHbIMU nocre npu-

MeHEeHNsA YacTAMU Usgenuna.
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3aksioueHne: NepecMoTPETb KOHCTPYKLMIO 3aLUUTHOrO dyTrsipa Ans XpaHeHWs n3genusi.

2 CNEUNMDOUNKALINA 3KCMNIYATALIMOHHOW APUFOOHOCTU
2.1 O6Wwme nonoxeHus

a) agenue:

OneKTPOHHLIA TEPMOMETP € LmdppoBbIM gucnneeM, Tun Ne 5GW.

b) OcHoBaHue:

- NMPEOYCMOTPEHHOE NMPUMEHEHWE/MPEOYCMOTPEHHOE HASHAYEHME, cMm. 1.1;
- Bo3MoxHble OLUMBKIK SKCTMNYATALIMNA, cm. 1.3.3;

- ONACHOCTMW, cBazaHHbIe ¢ akcnnyaTtauuei, cm. 1.3.7.

2.2 CUEHAPM NCNONBb30OBAHUA

CueHapun HanxygLux crydaes, sienstolmecs ocHosol ans BANUMOALIMKN NALWMEHTOM/ONEPATOPOM.
a) PekTansHoe U3MepeHne B NocTenu:

- OMEPATOP/MALUMNEHT — B3pocnblii Yenosek;

- BblcOKas TemnepaTtypa nopsgka 40,5 °C, noTooTAaeneHne, COHHBbIN;

- OAET B HOYHYIO pybBaLLKy;

- HAxXoAMTCA OfWH B CnanbHe u Joma;
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- NIeXUT B NocTenu;
- KOPPEKTUPYIOLLME NMUH3bl HAXOAATCA BHE 4OCAraeMOCTH;
- B KOMHaTe cnaboe ocselleHue (nammnoyka MoLiHocTbio 40 BT okono kposaTtu);
- paboTaeT TeneBM3op, rPOMKMWIA 3BYK,;
- JOHOCUTCA (POHOBbINA LLYM € YRuLbl;
- ULLUET TEPMOMETP Ha HOYHOM CTOIUKE;
- yAansieT 3alWuTHbIR yTnap ¢ usgenus;
- UCNOMb3yeT CMa3oYHbIe MaTepuansl AnNA U3MepSIoLLENR YacTU U3Lenus;
- NoMeLLaeT TEpPMOMETP B MECTO U3MEPEHUS;
- HA4YMHaET N3MepeHme;
- n3MepeHne npepsaHo TenedoHHLIM 3BOHKOM (paccenBaeTcs BHUMaHWe, He crnbiwmnt 3sykosoro MHOOPMALIN-
OHHOI'O CUIHATIA);
- oxungaet MHOOPMALIMOHHOIO CUMHATA o 3aBeplLUeHUU U3MepeHus;
- yAansaeT TepMOMETP C MeCTa U3MEPEHUS;
- oYULLaEeT TEPMOMETP;
- CYUTBLIBAET pesynsrar,
- BBIKITHOY@eT TEPMOMETP;
- OYMLL@ET ero CHoBa;
- MOMeLLaeT B 3alUTHLIA PyTnAap;
- KNnageT TEPMOMETP Ha HOYHOW CTOMMK.
b) MNpumeHeHWe BHe nocTenu:
MALUMEHT sensaetcs ONEPATOPOM.
He paccmaTpusaeTcs (He paccMaTpuBaeTes CLeHapuii XyaLwero cnyyas).
c¢) NpuMeHeHe B nocTenu:
MALUMEHT He siBnaetca ONEPATOPOM.
He paccmaTpuBaeTcs (He paccmaTpuBaeTcs CLieHapuiil XygLwero cny4qas).
d) NMpuMeHeHue BHe nocTenu:
MALUMEHT He sensetca ONEPATOPOM.
He paccmaTpusaeTcs (He paccmaTpuBaeTcs CLieHapuii XyaLwero cny4yas).
e) NpuMeHeHne BHe NOCTENMU:
- NAUMEHT sasnsaetca ONMEPATOPOM u aTo pebeHok;
- KOMNPOMUCCHbIE YCOBUA USMepeHUs (Bpemsi, MecTo U T.4.):

pebeHoK u3mepsaeT TemnepaTypy caM, BbIHUMAET TEPMOMETP ANSA NMPOMEXYTOUHOW MPOBEPKMU, YTO 3anpeLleHo
MHCTPYKUMAMU MO SKCIITYATALWMK, n Bo3BpaLlaeT ero Ha MecTo 4epes 10 c.

2.3 OeiictBua OMNEPATOPA, cBAsaHHble ¢ OCHOBHbLIMKY PABOYMMU OYHKLIMAMU

a) YaaneHue 3awWuTHOro gytnsapa ¢ uagenus.

b) BknrodeHue usgenus.

c) MomelleHWe n3genus B NpaBUIbHOE MECTO U3MEPEHMS.
d) CuutbiBaHWe pesynesraTta ¢ gucnnes.

e) OuncTka 13genusa nocre UCrnonb3oBaHus.

f) 3ameHa anemeHTa NUTaHUS Npu HeoBXxogMMOCTHU.

g) BaaTuelyaepxumsanme U3genusa npu ero skcnnyarayumu.
h) MpocnywusarHne NHOOPMALMOHHOIO CUTHATA o 3aBepLUeHUN U3MEPEHUS.
i) YoaneHve nsgenus n3 Mecta UamMepeHus.

j) BblkntoYeHUe usgenusa nocne UCNonbL3oBaHUS.

k) MNomelLeHWe n3genvsa B 3alMTHBIA dyTnap.

[) XpaHeHne Hencnonb3yemoro nagenus.

2.4 TpeGoBaHuA K WHTEP®ENCY OMEPATOP — U3AEJINE kacarenbHo OCHOBHbIX PABOYNX ®YHKLIMA

a) Yaanexue sawuTtHoro dytnsapa:

- nerkoe yaaneHue u BoaBpalleHne Ha MeCTO OAHOI PyKOiA.

b) BkrtoudeHWe U BbIKITOYEHWE (KHOMKa BKIFOYEHUA/BLIKITHOHMEHNSA):

- MEeCTOHaxoXAeHMWe KHOMKM Nerko onpegenuTb Ha oLLynb;

- KHOMKa pacnonoxeHa B yrnybneHun 4nsa npegynpexaeHns HenpefHaMepeHHOro HaxaTus;

- BOKPYF KHOMKM HET Leneii, 4To obrnerdaeT o4ncTKy;,

- aBTOMaTU4eCcKoe OTKIHOHeHUE NUTaHuS,

- ANSA BBIKMIOMEHNSA HYXXHO HaXKMMaTb Ha kHomKy Goree 3 ¢, UToObl M3bexaTb HeNpefHaMEpPEeHHOro HaXaTus BO
BpeMs U3MepEeHUS.

¢) CunTbiBaHWe ¢ gucnnes (aAucnnewn):

- AUcnnei SiCHO BUAEH MNpU YCNOBUSAX BUAUMOCTH, yKasaHHbIX B 1.1.2.5, nepeuncneHue a);
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- Aucnnei yrnybneH Ha 2,5 MM ANs 3alMThl OT MOMOMKM U NPUKYCBIBAHUS,

- BbicBeuuBatotrcA 3 Uyudpbl XX,y M e4MHALE U3MEPEHUS:

XX — uenble yucna: Boicota — 8 MM,

y — AECATUYHOE YMCNO: BbicOTa — 5 MM;

efiMHULIa U3MEPEHUSA: BbICOTa — 2,XX MM Ans «°» unu 8 MM Ansa «C» unu «F»;

- Ha gucnriee UMeeTcs CUMBOS UCTOLLEHHOTO SIEMEHTa NMUTaHUS,

- Ha gucrnnee UMeeTCA CUMBOS MIIOXON UHAUKALIMKU TeMnepaTypbl;

- NepeBepPHYTLIW JAUCNEl Nerkopacno3HaBaeM, ecri Nonb3oBaTbCs, HanpuMep, WpndToM Arial.
d) BaaTuelygepxumBaHue usgenus:

MpuMeyaHUe— 3T TpeGOBaHUSI TECHO CBA3aHbI C NPaBUbHLIM PacnoNoXeHNeM U3AENUA BO pTY UMK B NpA-
MOI KULLIKE, @ TaKXKe C OMUCTKOW U yAaneHUem nagenus.

e) MaTtepuan noBepxHOCTU:

- AOCTaTOMHO KpenKuiA, 4Tobbl BbijepxaTs:

1) cuny caaenueBaHus nopsaka 135 H (Ha TepMomMeTpe cuaAT/Nexat/cToaT),

2) nageHue ¢ BeicoThl 1,5 M Ha 6eTOHHOE NOKPLITUE;

- UMeeT CBETNYI0 OKpacKy Ans obrneryeHns pacnosHaBaH1s 3arpsi3sHEHHbIX MOBEPXHOCTEN;

- UMEET CTPYKTYpy, obecnevnBaroLLyio HafeXHoe yaepXXUBaHWe npu B3ATUN U3AENKS.

f) 3oHa yaepxuBaHus:

- TonwwmHa: 8 — 10 mm;

- BblcoTa: 13 —15 MM;

- AnuHa: 60 — 65 mm.

g) 30Ha UsMepeHus:

- LUNMHApUYECcKoi opMbl € 3aKpYrMEeHHBIM HAKOHEYHUKOM;

- anametp: 3 — 5 mm;

- anuHa: 50 — 55 mwm;

- 3aKPYrMeHHbIA HaKOHEYHWK;

- OTCyTCTBME LUenei AN obner4eHna o4nCTKY;

- ragKas NoBepXHOCTb;

- OTMeTKa MakcumarnbHOW rmyGuHbl BBEAEHUA A0 45 MM.

h) 3sykoBoit MHOOPMALIMOHHBLIM CUMHAM o 3aBeplueHnn nsmepeHust:

- YacToTa:XXXX;

- YpoBeHb 3BYKOBOro AaBneHus nopsgka xx Ab Ha paccTtosHum 1 M.

i) CMEHHbI 3neMeHT nuTaHuA (oTAeneHue Ans sfeMeHTa NUTaHus):

- YeTKas MHAMKaLWSA NpaBUNbHOW MOMAPHOCTU U NPaBUITLHOMO TUMA ANEMEHTa NUTaHUS,

- yHKUMA obecneyeHns BE3SOMNACHOCTH, He no3sonsiowjasi criomatb usgenue npu BBeAeHWU arieMeHTa nuTa-
HWUA HenpaBUnbHOro TUNA,

- OTCYTCTBUE CMOXHOCTEN C 3aMEHOI areMeHTa NUTaHUA ANna NoXunblx Niogen ¢ ocnabneHHoi ABuraTenbHON ak-
TUBHOCTBIO PYK U NanbLes.

j) Ouumcrka:

- OTCYTCTBYIOT MeCTa BO3MOXHOIO CKOMJIEHUS FPSA3U, TPELLUHBI, 4TO obrneryaeT O4UCTKY;

- 3genue coBMEeCTUMO CO BCEMU OOLLENPUHATBEIMUA YUCTALLMMUA CPefCTBaMK.

K) XpaHeHue:

- He TpebyeT cneumanbHbIX YCIOBUIA XpaHEHUS.

1) MHCTpYyKUMKM No aKkcnnyaTaLmn — onucaHne BO3MOXHLIX Npobnem:

- neperpes (npebbiBaHWe Ha conHLge, B KUNSLLEN Bofe U T.4.) — neperpeB — BLIXOA W3 CTPOSt AUCNIIEs — OTCYT-
CTBUE CYUTbIBAHUS/HeNpaBUnbHOe CHYUTLIBaHUE;

- nonagaHune BOAbI/BNAXHOCTb — BLIXOJ U3 CTPOS ANCTINEA/3NEKTPOHMKY,;

- AaBneHWe — BbIXOJ, M3 CTPOA AuUcHrnes;

- NPUKyCbIBaHWe usgenus,

- nepdopauus TKaHel;

- HenpaBuUIbHOE MECTO U3MEPEHUS (HanpUMep, HOC),

- 3arpasHeHune npu nepepaye nsnenua mexay NALMEHTAMU,

- 3arpAsHeHune npu npumeHeHnn nagenua ogHum NALUMEHTOM;

- HepocTaTovHas rmybuHa MecTa U3MepeHus,

- U36bITo4HO rnybokoe BBeAEHUE;

- BOCTUXKEHNE TEMMNEPATYPHOrO paBHOBECUS,

- TN aneMeHTa NUTaHUA U UHCTPYKLWUKM NO ero 3aMeHe,

- yAaneHue usaenus ao asykosoro UHOOPMALIMOHHOIO CUMHATA o 3aBepLUeHUU U3MEpPEHUs.
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2.5 TpeboBaHusa K WHTEP®ENCY ONEPATOP — U3AENWUE ans yacto BCTpPeUaloWUXca UNKU CBSA3aHHbIX C
BE3O0OMNACHOCTbIO CLUEHAPUEB NCNONMb30OBAHNA

a) Bea npoueaypa namMepeHus aonxkHa 6biTb NErkoBbINONHUMONM NOCIE NPOYTEHUS MHCTPYKLUWIA NO SKCMNyaTauuu:
- BO BpPeMms NpoLeAypbl U3MepeHUs HY)XXHO BbINOMHWUTL cregyoLiue dyHKLUMK:
1) BbIHYTb M3genue M3 KOpobKn ANA XpaHEeHUS,
2) yaanuTb 3awWwuTHbIA dyTnsp,
3) BKIIIOYUTE U3genue,
4) NnpaBUnNbHO MOMECTUTb U3fAeNuUe BO PTY UK B NPAMOW KULLIKE;
) yenbiwars MHOOPMALIMOHHBLINM CUMHAN o 3aBepLueHnn U3MepeHus:;
) YOanuTb usgenue ¢ Mecta UsMEpEeHUs;
) cHUTaTb pe3ynsTar ¢ gucnnes;
) BBIKNIOYWTE U3genne nocne UCnonb3oBaHus;
) OMUCTUTL U3genne nocre UCNoNb3OBaHNS;
10) BepHyTb M3genune B KOPOOKY ANA XpaHEHUs.
b) Mpouenypa saMeHbl aneMeHTa NUTaHUS AOMKHa BbITb NerkoBbINOMHUMON U AoMmKHa BbITb ONUCaHa B MHCTPYKUM-
AX, BXOAALLUMX B UHCTPYKLMK NO 3KCnyaTayum.
c)TekcT gomkeH BbITb Ha A3bike npegnonaraemoro OMNMEPATOPA.
d) Pasmep wpudra — Kak MUHUMYM 12,
e) nntocTpauun gomkHel 6biTb Xopolwo NoHATHE ONEPATOPAM, He Bnagetownm NpeanoXeHHbIMN A3bIKOBbIMU
BEepCUAMMU.
f) JomkHbl BbITb MCMONb30BaHbLI TOMBKO CUMBOIbI, UHTYUTUBHO NOHSATHEIE NpeanonaraemeiM ONEPATOPAM.

5
6
7
8
9

2.6 TpeGoBaHua K ornpenerieHuto nerkocTn pacnosHaBaHus OIMNEPATOPOM OCHOBHbIX PABOYUX
OYHKLUMN

a) PacnakoBka:

- HeT [ononHUTENBLHBIX TpeboraHuii k MUHTEPPEMCY OMEPATOP — U3AEJIVE, oM. 2.4.
b) BkntoyeHue:

- KHOMKa BKITHOMEHWA/BBIKITIOYEHNS J0MXHa ObiTh XOPOLUO BUAHA,;

- KHOMKa A 0oMxHa BbITb pacnonoxXeHa TaK, YTobbl ee MOXHO BbINo ferko HanTw.
c) lMpaBuUnbHOE pacrnonoXeHne U3genns Bo PTy UMK B NPSMON KULLKE:

- HET JONONHUTENBHLIX TpeboBaHuii, cMm. 2.4.

d) CunTLIBaHME NOKa3aHWi ¢ AUCnnes:

- HET AONOSHUTENEHLIX TPeboBaHUI, CM. 2.4.

e) OuuncTtka:

- HET AONOSHUTENBHLIX TpeboBaHUi, cMm. 2.4.

f) 3aMeHa anemeHTa NUTaHUS:

- HET AONOSTHUTENBHBIX TpeboBaHUi, cM. 2.4.

g) BaaTue/ygepxusanuwe usgenua:

- HET AONONHUTENBHLIX TpeboBaHUN, CM. 2.4.

h) 3sykoBoit UHOGOPMALIMOHHLIA CUIHAT o 3aBeplueHnn n3MepeHus:
- HET AONONHUTENBHLIX TpeboBaHUN, cM. 2.4.

i) YaaneHue nagenus:

- HET AONONHUTENBHLIX TpeboBaHUi, cM. 2.4.

j) BelknioveHue usgenus:

- HET BONONHUTENbHLIX TpeboBaHwii, cMm. 2.4.

k) XpaHeHue:

- HET JONONHUTENbHLIX TpeboBaHwii, cMm. 2.4.
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CBefieHUsA 0 COOTBETCTBUM MEXIoCcyaapCTBEHHbLIX CTaHAAPTOB
CCbIJTOYHbLIM MEXAYHApPOoAHbLIM CTaHAAapTaM

Tabnuya OAA1

ObosHavyeHWe N HauMeHoBaHWe CCbINOYHO-
ro MeXayHapoAHOro ctaHaapTa

O603HaYeHUe U Hau-
MEHOBaHue Mexay-
HapoAHoro cTaHjapra
Apyroro roga usgaHus

CTteneHb
COOTBET-
cTBUSA

O6o3HauYeHne 1 HAUMEHOBaHUE MEeXro-
CyJapCTBEHHOrO CTaHAapTa

IEC 60601-1:1988 WUspenua meauumnH-
ckue anekTpuyeckue. Yactb 1. Obuwme
TpeboBaHua 6e3onacHoCcTu

MOD

FOCT 30324.0—95 (MOK 601-1-88)
Uagenua MeauUMHCKWE SneKTpude-
ckue. Yactb 1. Obwme TpebosaHuA
6e3onacHoCcTU

IEC 60601-1-8:2003 Uagenua meanuuH-
Ckue anekTpudeckue. Yacte 1-8. Obuwme
TpeboBaHuss BesonacHocTn. [ononHu-
TenbHbI cTaHgapt. Obwue TpebosaHua,
MeToAbl UCMbITaHWiA W pykoBoaALne
yKaszaHWs K cucTeMam TPEBOXHOW CUrHa-
Nn3auMu MEAULIMHCKMX ANEKTPUYECKUX
N3nenuii 1 MegMLUMHCKUX SNEeKTPUHECKUX
cucTeM

IDT

FOCT IEC 60601-1-8—2011 Wape-
A MEeAULMHCKME  SneKTpUYeckue.
Yactb 1-8. Obuue TpeboBaHua 6es-
onacHocTu. O6Lue TpeboBaHus, nc-
NbITAaHUA W PYKOBOASLLUME YKazaHWA
No NPUMEHEHUIO CUCTEM CUrHanu-
3aUMN MeAULNHCKUX SNEKTPUYECcKnX
U3genuii 1 MeAULMHCKUX 3NeKTpude-
CKMUX CUCTEM

ISO 14971:2000 MeguuuHckne nsgenus.
MpUMeHeHWe MeHeAXMEHTa pUcKa K Me-
AVLMHCKUM U3genuam

ISO 14971:2007 Ws-
Aenna  MeanuUUHCKue.
MNpuMeHeHne MeHen-
XMeHTa pucKka K Meau-

LWHCKUM nagennam

IDT

MOCT ISO 14971—2011 Wapenua
MeauuuHckue. NMpuMeHeHne MeHea-
XKMEHTa pucka K MEAULMHCKUM U3fe-
nusam (ISO 14971:2007, IDT)

OTBETCTBUA CTaHdapTa:

- IDT — npeHTUYHbIe cTaHAapTHI;

- MOD — moaundunupoBaHHble cTaHaapTbl.

MpuMeyaHune— B HacToswWwel Tabnuue Ucnonb3oBaHbl cregytolwue yernoBHble 0603Ha4YEHUA CTENeHN co-

45



FOCT IEC 60601-1-6—2011

YkasaTesib TepPMUHOB

AHATTIUB PUCKA e e SO 14971, 2.14
BEBOTTACHOCTD ...ttt bbb SO 14971, 2.20
BATINIALIMSA ... e oh e ek 2.215
BEPUDUKALINS ...t et SO 14971, 2.22
BBIKIMIOYEHWE CUTHATTA TPEBOT U ... IEC 60601-1-8, 2.204
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