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Mpeancnosue

1 PA3BPABOTAH OO6uectBOM C OrpaHU4YeHHOW OTBETCTBEHHOCTbIO «Meatexcrangapt» (OO0
«MegarexcraHpgapTy)

2 BHECEH TexHuyeckum komuteToM no ctaHaaptusauyum TK 011 «MeauuuHckne npubopsl, annaparthl
u o6opynosaHue»

3 YTBEPXXIEH 1 BBEJEH B JEMCTBVE Mpukasom deaepanbHOro areHTcTsa no TEXHUYECKOMY
perynupoBaHuio u metponorumn ot 12 gekabpa 2014 r.  Ne 2054-ct

4 BBEJEH BINEPBbIE

lNpasuna npumeHeHuss Hacmosaweao cmaHdapma ycmaHoeneHbl 6 [OCT P 1.0—2012 (pa3den 8).
UHbopmayua 06 usMeHeHUsX K Hacmosauwemy cmaHdapmy nybrnukyemcs e exe200HOM (10 COCMOSHUIO Ha
1 sHeaps mekywezo eoda) UHhOpMaUUOHHOM yKa3amene «HauyuonanbHbie cmaHlapmel», a
ochuyuanbHbIli MEKCm U3MEeHeHUU U rofpasoKk — 8 EXEeMEeCSAYHOM  UHGOpMaUuUOHHOM yKalamerse
«HauyuoHanbHble cmaHOapmbly». B criydae nepecmompa (3ameHbl) unu ommeHbl Hacmosujeeo cmaHlapma
coomeemcemeyiouiee yesedomneHue 6ydem onybrnukoeaHo e bnuxalwemM e6blrycKke UHGOPMayUOHHO20
yka3zamens «HauuoHanbHble cmaHd0apmeiy. Coomeemcemeyroulas UHopmayus, yeedomreHue u mekcmnl
pasmewiaromes makxe 8 UHoOpPMayUuoHHOU cucmeme obuieeo rnosb308aHUs — Ha oghuyuabHoM calime
dedepanbHo20 azeHmemea 10 MEexXHUYECKOMY peayniupogaHuro U memposnoeuu 6 cemu ViHmepHem
(gost.ru)

© CraHgapTtuHdopm, 2015

Hactosiuuit ctaHaapT He MOXEeT OblTb MOSIHOCTLIO UMM YAaCTUYHO BOCMPOMU3BEAEH, TUPaXKMPOBAH U
pacnpocTpaHeH B KayecTBe oduuManbHOro usgavus Ges paspelleHnst denepanbHOro areHTcrTsa Mo
TEXHUYECKOMY PETYNMPOBAHUIO U METPOMNOTUN
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BBeneHue

HacToswumit cTaHaapT ycTaHaBnMBaeT OCHOBHble TpeGoBaHWSA, KOTOPbIE AOSKHBI COAEPKaTbCA B
TEXHUYECKUX 3aJaHusIX AN TFOCYAApPCTBEHHbLIX 3aKynoK CUCTEM AO03MMETPUYECKOrO COMPOBOXAEHUS
ny4yeBoi Tepanuu.

Mpu nposefeHun 3akynok B TEXHUYECKME 3aJaHMA B psAAe Cry4daeB BKIIOYAIOTCS TEXHUYECKUe
TpeboBaHMA, HEe COOTBETCTBYIOLLME HA3HAYEHUIO 3akynaemoro obopygosanua: munbo  unanuilHe
KOHKPETU3MPOBaHHbIE U N3BbLITOYHbIE, IGO0 KOCBEHHO OTHOCALLMECS K €r0 NOTPeBUTENBCKMM CBONCTBAM.

Me>xayHapoaHbIX aHanoros HacTOALEMY CTaHAAPTY He CylecTByeT. HacTosAwmin cTaHaapT oTpaxaer

cneunduKy OTe4eCcTBEHHbIX POPM rocyAapCTBEHHbIX 3aKYMOK MEAMLIMHCKOTO 060PYA0BaHUSA U MOXET BbITb
TONbLKO HaUWOHanNbHbIM CTaHAAPTOM.
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HAUMWOHANBbHBLIN CTAHOAPT POCCUUCKOW ®EQLEPALUNMUN

M3OENNA MEANUUHCKUE SNEKTPUYECKUE
CucrteMbl O3MMETPUYECKOTO CONPOBOXKAEHUSA NyYeBON Tepanuu.
TexHuuyeckue TpeGOBaHNA ANA rocyAapPCTBEHHbIX 3aKYNOK

Medical electrical equipment. Dosimetry equipment
for radiotherapy. Technical requirements for governmental purchases

Dara BBepeHna — 2016—01—01

1 Obnactb NpUMeHeHns

Hacrosawun ctangapt ycraHaBsnueaeT obLume TpeboBaHUA K NOArOTOBKE TEXHUYeCKuX 3agaHui (T3) u
nx 0popMnEeHUIo Npu NPOBEAEHUN TOCYAAPCTBEHHbIX 3aKyNOK MeauumHckoro obopyaosaHus (MO): cucrem
OO3UMETPUYECKOTO CONPOBOXAEHUS NTy4EBON TEpPanum (CUCTEM).

Hacrosawumin craHaapT ABASeTCA YacTHbIM CTaHAapToM no oTHowweHuto K FOCT P 55719.

Hacroswumii craHgapT pacnpoCTpaHsieTCsl Ha rocyaapCTBEHHble M MyHUUMnanbHble 3akynku MO.
Hacrosawwmii ctaHaapT He pacnpoCTPaHAETCS HA HerocyaapcTBeHHble 3akynku MO.

Hacrosimit ctaHaapT pacnpoCTpaHseTCsl HA CUCTEMBI JO3MMETPUYECKOTO CONPOBOXAEHUA Ny4YEBON
Tepanuu ¢ NOMOLLIbIO YCKOpUTENEen U raMmmMa-TepaneBTUYECKMX annapartoB.

PasButue CcoBpeMEHHOW ny4yeBOW Tepanuu HepaspbiBHO CBS3AHO C akTyanbHbIMWU 3agadvamu
AO03NMETPUYECKOro obecneyeHus:

- MONy4YeHWe MaKCMMarnbHO [JOCTOBEPHOW WUCXOAHOW AO03UMETPUYECKOW UHdopmMauun Ans
obecne4veHus rapaHTum kayecrsa nyyesou Tepanum (NT);

- obecrneveHne nojaBeAeHUs A03bl K OMyXONM C MOIPELUHOCTbIO He bornee 5% AnNA CHWXEHUA
peLuaMBOB U OCIOXHEHUN Y NALIMEHTOB;

- paspaboTka METOAMK U NpPOBeAeHMe cneuuanbHbIX Meponpusituin ans obecneyeHnss KOHPOPMHOM
unu guHammyeckon JT.

MeToabl fo3umeTpudeckux uamepenun B NT cneayowme:

- abcontoTHas 403MMETpUA — NpeaycmaTtpusaiowas onpeaeneHue abConoTHON NOrnNOWEHHOW A03bl B
Boage Ansi ¢hOTOHOB, SMEKTPOHOB MNU NPOTOHOB, MCNOMb3yeMbIX B AUCTAHUMOHHOW JIT. AGCOMIOTHLIE
U3MEpeHUss MNpoBOAATCA C  MPUMEHEHWeM 0o6pa3uoBOro A03MMETpa C  Uenblo  arrecrauuu
paguoTepaneBTUYECKMX annapaTos Nocne X NPUEMOYHLIX UCTILITAHWI MU PEMOHTA;

- OTHOCWTENbHbIE [O03UMETPUYECKME WU3MEPEHUSI — C LIENbI0 KOHTPONS napaMeTpoB KadyecTBa
u3ny4yeHus, BBOAAa B CUCTEMY MnaHupoaHua JIT HeoOXOAMMbIX AAHHBLIX, KOHTPONSA Myvka U3Ny4eHus
paguoTepaneBTUYECKOro annaparta npu NPUemMo-CAATOMHbLIX UCMLITAHUAX U NOocne pemoHTa. Mamepenus
OTHOLLIEHWUS1 CUTHANOB [BYX [1ETEKTOPOB: pedEepeHTHOro U paboyero npu HENPEepbLIBHOM WM MOLLArOBOM
pexxuMe CKaHMPOBaHUSA My4vka M3MyYeHUA AMNA NOMyyYeHUs AaHHbIX O rMyOMHHBIX pacnpeaeneHnsax Ao3bl,
npodunax ceveHns nyyka, n3oa03ax NPOBOAATCS B BOAHOM haHTOME — aHanu3aTope J030BOro nons;

- [03UMETpuUA in vivo — onpedeneHue A03bl, 4OCTaBNAEMON K MULLEHM BHYTPU Tena nauueHta no
[JaHHbIM U3MEPEHWI A03bl Ha MOBEPXHOCTM €ro Tena. [o3uMeTpus OCyLLECTBRAETCA CUCTEMAaMM,
COCTOALMMU U3 NOMYNPOBOAHUKOBBLIX OETEKTOPOB, 3MEKTPOMETpa, yCcunutens, aucnnes u nporpammHo-
annaparHbIX CpeaCTB.

- JO3UMETPUS HENTPOHHOTO U3NYYEHUS — onpeaeneHme amMOUeHTHOro SKBUBANEHTa A03bl, MOLLHOCTH
aMOWEHTHOro SKBMBAmNEHTa [03bl HEWTPOHHOrO W3My4YeHusl, Npu Ny4eBOM Tepanuu Ha yckoputensx
3MEKTPOHOB.

- KOHTPOnb pagnauuoHHON 06CTaHOBKM — BO BPEMS Ny4€BON Tepanuu.

2 HopmaTtuBHbIe CCbINTKU

B HacTodwemM cTaHaapTe UCNonb3oBaHbl HOPMATUBHbIE CCLINTKKM HA cneaytowmne ctaHaapThl:

FTOCT P 8.804-2012 TocynapcTBeHHas cuctema obecneyeHuss eauHCTBAa  U3MEPEHWN.
[ocygapcTBeHHas MnoBepoyHass cxemMa And CpeacTB USMEPEHW KepMbl B BO3AyXe, MOLUHOCTU KEPMbl B
BO34yXe, 9KCMO3ULMOHHOW [03bl, MOLYHOCTU SKCMO3ULMOHHOW [03bl, aMOUEHTHOrO, HanpaBneHHOro W
WHAVBUZYANbLHOTO 9KBMBANEHTOB A03bl, MOLUHOCTEN amMOWEHTHOrO, HanpaBfeHHOr0 W WHAWBUAYANbHOIO
9KBMBANEHTOB 403bl U MOTOKA 3HEPINN PEHTTEHOBCKOIO U raMMa-u3ny4eHui

U3paHue oduumnansHoe
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[OCT 30324.2.9-2012 W3penus meauuuHckue arnekTpuyeckue. Yactb 2-9. YactHble TpeboBaHus
6e3onacHOCTM K AO3MMETpaM AnA My4yeBOW Tepanuu, SNEKTPUYECKM COeAMHEHHbIM C AeTeKkTopamu
M3ny4yeHusi, HaXOAALWMMMNCA B KOHTAKTE C NALUEHTOM

FOCT P 55719-2013 W3penua wMeauuuHCKME anektpudeckue. TpeboBaHUsT K COAEPXKAHMIO U
0POPMMEHUNI0 TEXHUYECKNUX 3afaHUW ANS KOHKYPCHOW AOKYMEHTauuu Npu NpoBeAEHUM roCyaapCTBEHHbLIX
3aKyMOK BbICOKOTEXHOMOMMYECKOro MeauLIMHCKOro 000py0BaHus

FOCT P NCO/M3K 12119-2000 UndopmauuoHHas TexHonorus. Maketol nporpamm. TpeGoBaHus K
Ka4yecTBy U TECTUPOBaHWUE

FOCT P M3K 60601-1-2010 U3aenusa meaumumuHckue anekTpudeckue. Yactb 1. O6wme tpeboBaHus
6e30MacHOCTU C YYETOM OCHOBHbIX (PYHKLIMOHASBbHBIX XapakTepucTUK

FOCT P M3K 60601-1-2-2014 Wspenusa wmeauuuHCcKMe anektTpudeckne. Yacte 1-2. Obwme
TpeboBaHusi 6e30MacHOCTM C YYETOM OCHOBHBIX (PYHKLMOHANbHLIX XapakTepucTuk. llapannenbHbii
CTaHAAapT. DNEeKTPOMarHUTHass COBMECTUMOCTb. TpeboBaHNA U UCNbITAHNA

FOCT P M3K 60731-2001 U3penua MeauuuHcKue anekTpuyeckue. [o3uMeTpbl ¢ UOHM3ALMOHHbIMU
Kamepamu ans rny4yeBoi Tepanum

FOCT P M3K/TO 60788—-2009 N3penusa meanuyuHckue anektTpudeckune. Cnosapb

MpumMeuyaHMNe— lNpU NONL30BAHUM HACTOSALUM CTaHAApTOM LenecoobpasHo NpoBepuThb AeicTBUE
CCbINOYHbIX CTaHAAPTOB B UHPOPMALMOHHOMN cucTeMe OBLLEro Nonb3oBaHNA — Ha oduLmMansHoOM caiiTe deepansHoro
areHTCTBa MO TEXHUYECKOMY PEryNUpOBaHUIO U METPONIOTUN B CETU MIHTEPHET UNK NO eXerogHOMy WHEOPMaLMOHHOMY
ykasaTento «HauwoHanbHble CTaHAapThbl», KOTOPLIA OMyGnukoBaH MO COCTOSHUIO Ha 1 sHBapsA Tekylero roga, U no
BbINYCKaM eXeMeCYHOro MHGOPMaLMOHHOrO ykasaTens «HaunoHanbHele cTaHAapTh» 3@ Tekywwuil rog Ecnu 3ameHeH
CCBINIOYHBLIN CTaHAAPT, Ha KOTOpLIA aHa HeaaTUpoBaHHasA CCbifika, TO PEKOMEHAYETCA UCMOMb30BaTb AEUCTBYIOLYIO
BEPCUIO 3TOrO CTaHAapTa C YYETOM BCEX BHECEHHbIX B AaHHYH BEpCUI0 M3MeHeHWiA. Ecnu 3aMeHeH CCbINOYHbIN
CTaHAapT, Ha KOTOPLIN JaHa AaTWpoBaHHasl CCbiSka, TO PEKOMEHAYETCA MCNONbL30BaTb BEPCUID 3TOMO CTaHAapTa ¢
yKa3aHHbIM BbilWe rofoM YTBEPXAEHUs (MPUHATUS). ECnu nocne yTBEpXAEHUS HACTOAWEro CTaHAapTa B CChINOYHbINA
CTaH[apT, Ha KOTOPLI JaHa AaTMpoBaHHas CCbifika, BHECEHO U3MEHeHWe, 3aTparuBatoliee NONOXEHWe, Ha KOTopoe
JaHa ccbifka, TO 3TO MONOXEHWe DPEKOMEHAYETCH NPUMEHSATb 6e3 ydeTa AAHHOrO W3MEHEHWA. ECAn CCbiNOYHLIN
CTaHAapT oTMeHeH 6e3 3aMeHbl, TO MOSIoXeHWe, B KOTOPOM AlaHa CCbifka Ha HEro, PeKOMEHAYETCA NPUMEHSTL B YacTH,
He 3aTparvBatoLLeil 3Ty CChINKy.

3 TepmuHbI 1 onpeneneHus

B HacToswem craHaapTe NPUMEHEHbI CNeayLMe TEPMUHBLI C COOTBETCTBYIOLLIMMU ONpeaeneHuaMU:

3.1 posumeTp Ana nyvyeBol Tepanuu: [pubop, UCMONbL3YOLWUIA WOHU3ALMOHHLIE Kamepbl AnA
U3MEPEHUa BO3AYLUHOW KepMbl, MOrMOLEHHOW A03bl UMK COOTBETCTBYIOLLEW MOLUHOCTU A03bl B NOTOKE
POTOHOB, 3MEKTPOHOB, UCMOMb3YEMbIX B NTy4EBON TEpaANU.

3.2 nosuMeTp, UCNOJSIb3yeMbIil B KOHTaKTe C MauueHToM: PaanauunoHHblini npubop, npuMeHaeMbIi
ANsi U3MEPEHUs NOrnoLEHHON A03bl, MOLLHOCTW MOTMOLUEHHOW A03bl UNKU APYIMX BENWYUH, CBA3AHHBLIX C
0030/ UOHU3NPYIOLLETO M3NyYeHuUs.

MpuMedyaHne — Takoe U3fenue, Kak NpaBuio, COCTOUT M3 OLHOMO MMM HeCKOSbKMX GMNOKOB AeTekTopa
U3NYy4YEeHUA U U3MEPUTENBHON CUCTEMBI.

3.3 usmepurtenbHaa cuctema: YCTPOMCTBO Ans npeobpas3oBaHWs BbIXOAHOrO CUrHana getekropa
U3nyvyeHus B ¢opmMy, yaoOHYy Ans BOCNPOU3BEAEHMUSA, KOHTPONSA U XPaHEHUs MOTrMOLIEeHHOW A03bl WUiu
APYrUX BEMUYUH, CBA3AHHbIX C 403aMU.

3.4 wuoHM3auMoOHHaAA kamepa: [leTekTop WOHU3UPYIOLLEro WU3Ny4YeHUS COCTOUT U3  KaMepbl,
HamnosHEHHON BO34YXOM, B KOTOPOW 3NEKTPUYeckoe rMone, HefocTaTovHoe AnA BO3DYXAEHWS ra3oBOro
paspspga, obecneunmBaeT cbOop Ha 9dnekTpogax 3apsagoB, oOpasyemblX MOHAMWM W BMEKTpPOHaMM,
06pa3oBaBLUMMUCS B HYBCTBUTEIbHOM 00bEME AEeTEKTOPA MOHU3MPYIOLLIETO U3MYyYeHUs.

3.5 npubop KoHTpona ctabunbHocTU: [pubop ANA KOHTPOMSA CTabUNbHOCTU YYBCTBUTENBHOCTU
M3MepUTENbHOrO KOMMekca u/unu 6xoka MOHM3aLUOHHON KaMepsbl.

3.6 YyCNOBHO UCTUHHOE 3Ha4yeHue: 3Ha4yeHue, KOTOPOe OonpeaenseTrca C MOMOLbI0 pabo4ero
9TanoHa, ¢ KOTOPbIM MPU UCMbITAHUW CPABHMBAIOT NPMOOP.

3.7 YyBCTBUTENBHOCTb ANA MOHU3ALMOHHOW Kamepbl: YacTHOe OT AeneHus BXOAHOTo 3apsaaa unu
TOKa Ha YCNOBHO UCTUHHOE 3HAYEHME.
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4 O6wue TpebOBaHUA K coaepXKaHUIO TEXHUYECKOro 3agaHusa ans
rocynapCcTBeHHbIX 3aKyNnoK MeaAUUUHCKOro o6opyaoBaHus

4.1 T3 paspabarbiBaeTcs 3akasquukomM. T3 onpeaensieT npeamMeT pasMeLLeHns 3akasa Ha 3akynky MO.

OTBETCTBEHHOCTb 32 MOMHOTY M JOCTATOMHOCTL T3 NEXUT Ha 3aKasuuke.

4.2 Mpun noarotoBke T3 Ha 3akynky MO sanpewjaetcsi ykazaHWe KOHKPETHbIX TOBAPHbIX 3HAKOB,
NOrOTUNOB, 3HAaKOB OBCNYXMBaHWUS, (UPMEHHbIX HaMMEHOBaHUW, MAaTeHTOB, TOJIE3HbIX MoAaenei,
NPOMBbILLNEHHbIX 00pa3sloB, HaMMEHOBaHWIE MecTa TMPOUCXOXKAEHUSI ToBapa WU HaWMEHOBaHMIA
npoussoanTens (KpOMe Cry4yaeB, yKasaHHbIX OTAENbHO).

5 CocTaB CUCTEMbI [O3MMETPUUYECKOro CONPOBOXAEHUA NyYeBOM Tepanuu

5.1 AGconoTHas go3uMeTpus

5.1.1 KnuHn4eckuini 4O3MMETPp ¢ HaBOPOM MOHU3ALMOHHBLIX KaMep AN W3MEPEHUs NOTNOLLEHHOW 403l
1 MOLUHOCTW MOrfIOLWEHHON A03bl (POTOHHOIO U SMEKTPOHHOTO U3MYYEHMWIA:
.1.1 BogHbIi haHTOM C BOAOHENPOHMLAEMbIMIU HAcaAKamMun ANA KaMepsbl.
.1.2 OnekTpomeTp.
.1.3 PagnoakTuBHbIN KOHTPONbHbIA UCTOUYHUK.
.1.4 MNepcoHanbHbIA KOMMbLIOTEP.
.1.5 MporpammHoe o6ecneyeHue.
.1.6 Brnok nuTaHus.
OTHocUTenbHaA A03UMETPUA
.1 AHanu3aTop AO3HOro nons B haHTome ¢ HabopOM AETEKTOPOB:

5.2.1.1 YcTpOoiCTBO ANA NEPEMELLEHNSA JETEKTOPOB.

5.2.1.2 OeTekTopbl:

- WOHWU3aLMOHHbIE KAMEpPbl BCEX OCHOBHbIX TUMOB;

- MONYNPOBOAHUKOBLIE AETEKTOPI;

- MHOTO3BEHHbIE NUHEWHbIE U MaTPUYHBIE AETEKTOPbI.

5.2.1.3 YHuBepcanbHblii BOAHbIA )aHTOM.

5.2.1.4 JepxaTenb 4eTEKTOPOB.

5.2.1.5 MHorokaHarbHbli 9aNEeKTPOMETP.

5.2.1.6 MporpammHoe obecneyeHue.

5.2.1.7 WWaroBbiin MEXaHU3M.

5.2.1.8 Bnok nuTaHusA.

5.3 flosumeTpusa in vivo

5.3.1 Cucrema ana npAMOro usMepeHusi BXOAHOW A03bl U A03bl HA BbIXOAE MNyyka, MONy4aeMown
nNauueHToM BO BPEMA NPOBEAEHMSA AUCTAHUMOHHOM JIT uAM MOHUTOPWHra A03bl B OpraHe pucka npu
KOHTaKkTHOM J1T.

5.3.2 MHorokaHanbHblii AO3UMETP C ynpaBf€HMEM OT MEPCOHANbHOr0 KOMMbIOTEpA ANsl NPSIMbIX
M3MepeHuin A03bl Ha NaUMeHTe U Habopom NONyNPOBOAHWKOBBIX AE€TEKTOPOB.

5.3.2.1 Ha6op nonynpoBOAHUKOBLIX IETEKTOPOB:

- AnA perncrpaunu Ao3bl PJOTOHHOTO U SMEKTPOHHOTO U3NYYEHUH;

- ANA perncrTpauumn o3bl OPraHoM pucka.

5.4 lo3uMeTpuUA HEUTPOHHOTO U3ITyYEHUSI

5.4.1 lo3umeTp HENTPOHHOTO U3NYyUEHUSI.

5.5 Cucrema paaMauMOHHOro KOHTPOns

5.5.1 losumeTp paanauuoHHON 3aLLmThl.

5.1
5.1
5.1
5.1
5.1
5.1
5.2
5.2

6 OCHOBHbIE TeXHUUYecKue XapaKTepnucTukn, yKkasbiBaeémMbleé B TE€XHUYECKOM
3agaHumn

6.1 Hwxe npuBeaeHbl TEXHUYECKUE XapakTePUCTUKKM (MapamMeTpsbl), KOTOPbIe AOMKHbI ObITb BKIIOYEHbI
B T3 Ha rocy4apCTBEHHYIO 3aKynKy.
6.2 AGcontoTHasa 4O03UMeTpUs
6.2.1 KnuHunyeckunii JOSUMETP (Hanu4ume):
- AWanas’oH U3MepeHuUst MOLLHOCTU MOTMOLEHHOW A03bl B BOAE, MIp/Y, HE MEHee,;
- npeaenbl A0NycKaeMoW OCHOBHOW OTHOCMTENbHOW NOrpeLUHOCTA MOLLHOCTU MOrMOLWEHHON A03bl B
Boae, %, He bonee;
- Ananas’oH U3MepeHus NOrnoLLeHHo A03bl B BoAe, MIp, HE MeHee;
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- npeaenbl A0nyckaemMon OCHOBHON OTHOCUTESbHOM NOrPeLIHOCTH NOrMoLWeHHoN ao3bl B Boae, %,
He bonee;
- AWanasoH 3Heprui uanyvenusn, MaB, He MeHee;
- uudppoBoe paspeLueHue Npu U3IMEPEHUN TOKA, A, HE MEHEE;
UMdpoBOE pa3peLLeHne Npu namepeHumn 3apaaa, Kn, He menee;
- crabunbHOCTb «0», A, HE MeHee;
- AManas’oH UHAUKALMK TOKA, A, HE MEHEE;
AnanasoH nHaukauum sapaaa, Kn, He meHee;
yCTaHaBnMBaemoe BpeMs u3MepeHus, c, He bonee;
HanpshkeHne BbICOKOBOSbTHOIO UCTOYHMKA, B, He MeHee;
AuanasoH pabounx Temneparyp, °C, He MeHee;
- XapaKTepUCTUKN NEKTPONUTAHUSA (HaNPsPKEHUE NMUTaHUSA, 4acToTa).
6.2.1.1 Komnnekraums:
- anekTpomeTpudeckuin 6nok (Hanuuue);
- Habop MOHM3ALMOHHBIX kamep (Hanuuue, TUn);
6.2.1.2 MabaputHble pa3mepbl, MM.
6.2.1.3 Macca, kr.
6.2.2 MepcoHanbHbIN KOMNbIOTEP (Hanu4ue):
- cucteMHblii Onok (TakToBas 4vacTtoTta npoueccopa, obbem onepaTMBHOW MaMATH, E€MKOCTb
XKECTKOro Aucka);
- MOHUTOP (TUN, pa3mep dkpaHa, pasmep MaTpulbl);
- onepauuoHHas cucTema.
6.2.3 MporpammHoe obecneveHue (Hanuuume).
6.2.4 Nopaepxka Ao3uMeTpuyecknx nporokonos MIK, MAFATS (Hanuuque).
6.3 OTHOCUTENbHAA [O3UMETPUA
6.3.1 AHanu3aTtop A03HOro Nona (Hanuuue).
6.3.2 CkaHupyIloWmMn MeXaHn3m (Hanu4ue).
6.3.3 BoaHblii haHTOM (Hanu4ue).
6.3.4 NamepeHnusa npodmnen ny4kos (Hanuume).
6.3.5 [lep>xarens aetekropa (Hanuuue).
6.3.6 O6bem CkaHMPOBAHUSA, CM™, HE MEHEe.
6.3.7 OetekTop pabouuii u pepepeHTHbIN (Hanuuue).
6.3.7.1 \cnonb3yemble AeTeKTOpbI:
- WOHWU3ALUMOHHbIE KAMEPbl OCHOBHbIX TUMNOB;
- NonynpoBOAHUKOBbLIE AETEKTOPDI;
- MHOrO3BEHHbIE NTMHEWUHbIE U MaTpU4HbIe AE€TEKTOPbI.
6.3.8 TOYHOCTb NO3MLIMOHUPOBAHUS CKAHUPYIOLLIErO MEXaHU3Ma, MM.
6.3.9 Lar npu aBmxeHuun aetekropa Brnyob paHToMa, MM.
6.3.10 MporpaMmMHoe obGecneyeHune (Hanmune).
6.3.11 XapaKkrepuCTUKM aneKkTponuTaHus (HanpsbkeHUe NUTaHus, 4acToTa).
6.4 flo3sumeTpms in vivo
6.4.1 MHorokaHanbHbI AO3UMETP (Hannuue):
AunanasoH u3MepeHus NornoLLeHHON A03bl B BoAe, ['p, He MeHee;
AnanasoH uaMepeHuss MOLLIHOCTM MOTTOLLEeHHON A03bl B Boae, 'p/c, He MeHee;
- MWHUMAanNbLHOE BpeMs U3MEPEHUSI MOLLIHOCTM MOFMOLLEHHON 103kl B BOAE, C, HE Gonee;
- MOrpeLuHoCTb u3MepeHus, %, He bonee;
- [ONroBpeMeHHasi CTabunbHOCTb, %, HE MEeHee.
6.4.2 NepcoHanbHbI KOMNbIOTEP (HanNuuue):
- cucTeMHbln Onok (TaktoBas 4vacrora npoueccopa, 06bem onepaTMBHOW NaMATU, €MKOCTb
YKECTKOro Aucka);
- MOHMTOp (TUN, pa3mep 3KkpaHa, pa3mep MaTpulbl);
- onepauuoHHas cucrtema.
6.4.3 MNporpammHoe obecneyeHue (Hanuuue):
npeacraBneHue A03bl B TOYKE KanubpoBku (Hanuuue);
- [o3a 3a dpakumio B onpeaeneHHon ToUke (Hanmuue);
- CymMMmapHasi 03a Ha nauueHTa (Hanuuue).
6.4.4 XapakrepuCTUKU INEKTPONUTAHUA (HanpspkeHUe NUTaHus, 4acTtoTa).
6.4.5 NMoTpebnsemasi MOLLIHOCTb, KBT, HE bonee.
6.5 [lo3umeTpusa HENTPOHHOTIO U3NyYeHUA
- AMana3oH U3MEepEeHus] MOLUHOCTM aMOMEeHTHOro akBuBaneHta Ao3bl (MASM) HENTPOHHOro
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n3ny4yeHusi, 3s/M, He MeHee;

- npeaenbl AOMyCKaeMON OCHOBHON OTHOCUTENBHONM NOrPeLuHOCTM uamepenuin MA3S[, HEMTPOHHOTO
n3ny4venus, %, He 6onee;

- Anana3oH u3MepeHus amBueHTHoro akeuBaneHTa Ao3bl (AD[) HENTPOHHOIO usny4veHus1, 3B, He
MeHee;

- npegernbl 4ONYyCKAaeMOW OCHOBHOW OTHOCUTENbHOM MOrpeLUHOCTU uamepeHun A3l HEWTPOHHOrO
nsnyyexus, %, He Gonee;

- AWanasoH SHepruii perncTpupyemMoro HenTPOHHOro usnydyeHuns, MaB, He meHee;

- AnanasoH U3MepeHusi NIIOTHOCTU MOTOKA HEWTPOHHOIrO U3nyyYeHus uctodHuka Pu-a-Be, ¢ oM,
He MeHee;

- npegensl AOMNyCKaeMoW OCHOBHOW OTHOCWUTENbHOW MOrpeLIHOCTU U3MEPEHUsI MITOTHOCTU MOTOKa
HEWTPOHHOro M3ny4eHusa nctouHuka Pu-a-Be, %, He Gonee;

- 3HepreTuyeckas 3aBUCUMOCTb, %, He Bonee;

- aHusoTponua, %, He bonee;

- Anana3oH pabouux Temnepatyp, °C, He MeHee;

- HapaboTka Ha 0TKas, 4, He MeHee,;

6.5.1 Komnnekrauus:

- U3MEpUTENbHbIA NYNbT (Hanu4ue)

- 6noku geTekTUpoBaHusa (Hanuyue, He MeHee ABYX);

- 3aMegnuTenb (Hanuuue);

- rabapuTtHbie pasMmepbl, MM;

- Macca, Kr.

6.6 Cuctema paguauMoOHHOrO KOHTPONA

6.6.1 Jo3umMeTpbl paguaumMoHHON 3aLmnTbl (HAnu4Kue):

- Aunana3soH uamepeHus MAJS[ ramma-usnyyveHus, 3s/d, He MeHee;

- npeaenbl AONyCcKaeMoW OCHOBHOW OTHOCUTESIbHOW NOrpewwHocTU usmepenuii MA3J[ ramma-
nany4venusa, %, He bonee;

- AWanasoH PerucTpupyembix SHEPruil raMma-usnyvyeHusn, MaB, He MeHee;

- OnTMYeckas U akycTuyeckas curHanusauus (Hanuuue);

- obecneyeHme MOCTOAHHONO pPaAMALMOHHOTO [O3UMETPUYECKOrO KOHTPOMsi B  MOMELLEHUAX
obbekTa nyteMm KOHTpons MAS[ raMMa-usnyqeHus (Hanm4iue).

6.7 MapaHTUNHBIN CPOK aKcnnyarauuu, net, He meHee (ans 0, 0, 0, 0, 0).

6.8 HopmaTuBHbIN CPOK aKCnnyaTauuu, neT, He meHee (ans 0, 0, 0, 0, 0).

6.9 MNepeyeHb HOPMAaTUBHLIX JOKYMEHTOB, KOTOPbLIM AOJKHA COOTBETCTBOBATbL CUCTEMA, MPUBEAEH B
npunoXxeHun A.

7 Tpe6oBaHUs K OhOPMITEHUIO TEXHUYECKOrO 3aaaHunsA

7.1 Npumep MEAUKO-TEXHNYECKUX XapakTePUCTUK CUCTEMbI NPUBEAEH B NPUNOXeHUH B.

7.2 BO3MOXHO BKMIOYEHWE AOMNOMHUTENbHLIX TPeOOBaHW, 0GOCHOBAHHBIX 3aKA34YMKOM C MO3ULMIA
npoBeeHns HeoOXoAWMbIX UCCNEAOBaHUA B COOTBETCTBUM € npodunem nedve6GHO-NpodmnakTu4eckoro
yypexaeHus.
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Mpunoxexue A
(o6s3aTENnbHOE)

MNepeyeHb HOPMATUBHbLIX JOKYMEHTOB,
KOTOPbIM OOMMKHA COOTBETCTBOBAaTbL CUCTEMA JO3UMETPUUYECKOTro CONMPOBOXAEHUS
ny4yeBOMN Tepanum

Tabnuya AA1
O603Ha4eHne HaumeHoBaHne
[OCT P 8.804-2012 FocypapctBeHHas cuctema obecneyeHua  eguHCTBA

namepeHuin. locyaapcTtBeHHas nNOBEpOYHas cxema Ans
CpeacCTB U3MEPEHUN KEPMbl B BO3YXE, MOLLHOCTU KEPMbl B
BO3ayxe, 3KCNO3ULMOHHON [03bl, MOLLIHOCTH
SKCMO3ULMOHHON [03bl, aMOUEHTHOrO, HanpaBfiEHHOro U
WHAMBUAYANbHOIO  9KBMBANEHTOB  [J03bl, MOLLHOCTEN
aMOMEHTHOrO,  HampaBfEHHOrO0 U MHAMBUAYANbHOrO
3KBMBANEHTOB A03bl U MOTOKA SHEPruu PEHTTEHOBCKOrO U
rammMa-usnyyeHui

[OCT 30324.2.9-2012 M3genua wMeauuuHckue  anektpudeckme. Yacte 2-9.
YacTtHble TpeboBaHusa 6e3onacHoCTU K Ao3MMeTpam Ans
Ny4yeBol  Tepanuu, 9ONeKTPUYEeCKn COEeAMHEHHbIM C
JeTekTopaMu U3Ny4YeHus, HaxoAsWMMUCHA B KOHTaKTe ©

nauueHTom

FOCT P UICO/M3K 12119-2000 WHdopmauyuoHHaa  TexHonorus.  lMakeTbl  nporpamm.
TpeboBaHUs K KAYECTBY U TECTUPOBAHMWE

rOCT P MOK 60601-1-2010 M3genua meauumHckue anektpuyeckne. Yacts 1. Obwme

TpeboBaHus  6E30MacHOCTM € Y4€TOM  OCHOBHbIX
PYHKUMOHANBbHbLIX XapakTepucTuk

FOCT P M3K 60601-1-2-2014 M3genus meauuunHckne anekrpudeckue. Yactos 1-2. Obwme
TpeboBaHua  6e30MacHOCTM € Y4eTOM  OCHOBHbIX
DYHKLMOHAMbHBIX XapakTepucTuk. MapannenbHbin
cTaHaaprt. 3nekTpomarHuTHas COBMECTUMOCTb.
TpeboBaHWs U MCNbITAHUSA

FOCT P M3K 60731-2001 M3genua wmeauumnHckmne anektpudeckue. [osmmeTpbl €
MOHM3aLMOHHbLIMU KaMepaMu Ans fy4eBoi Tepanuu

FOCT P MOK/TO 60788—-2009 M3genua meguumHckue anektpudeckue. Crnoeapb
OCTOPBE 99/2010 [1] OCHOBHbIE caHuTapHble npasuna obecneyveHuns
paanaunoHHon 6e30NacHOCTH




Mpunoxenue b
(cnpaBoy4HoOe)
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Mpumep MeanUKO-TEXHMYECKUX XapaKTePUCTUK CUCTEMbI AO3MMETPUUYECKOro

CONpPOBOXAEHUS NTy4YeBON Tepanumn

MpuMeyaHune — lpuBeaeHHble B Tabnuuyax Bb.1 — B.5 konudecTBeHHble U KavyecTBEHHble 3HAYeHUN

XapaKTepUCTUK HOCAT MH(OPMALIMOHHLINA XapakTep.

Ta6bnuuya b.1- AGconioTHas AO3MMETPUS

XapakrepucTuka (napameTp) 3HayeHune
1 KnuHunyeckui 4o3mmeTp Hanuune
- [1ana3oH U3MepeHUst MOLLHOCTH NOMTOLLEHHOM 103bl B BOAE, 510°-110°
MIpM, HE MeHee
- npeaenb! OMNYyCKaeMON OCHOBHOW OTHOCUTENbHOMN MOrPeLUHOCTH +25
MOLUHOCTU NOTNOLLEHHONW A03bl B BOAE, %, He Gonee
- 1Mana3oH u3MepeHUsi MOMOLLEHHOM 03kl B BOAE, MIp, He MeHee 1-10° - 110"
- npeaenb 4oNyCKaeMoOW OCHOBHOW OTHOCUTENbHOW MOrpeLUHOCTU +25
NOrnoOLLEeHHOW f03bl B BoAe, %, He Gonee
- AnanasoH 3Hepruv perncTpupyemoro HEMTPOHHOIO U3NyYeHuUs, 0,03 - 50
Ma3B, He meHee
- uMcpoBOE paspeLleHne Npn U3MEePEeHNN ToKa, A, He MeHee 10"
- UMdpoBOE paspeLleHne Npu u3mepeHun 3apsaaa, Kn, He menee 107"
- crabunbHOCTb «0», A, HE MEeHee +2:10°°
- AuManasoH MHAUKaLWMM ToKa, A, HE MeHee 107 -210"°
- OvanasoH uHaukauuu 3apsaa, Kn, He meHee 1077 -10""
- yCTaHaBnuBaeMOe BpeMs U3MEPEHHUS, C, He Gonee 1 -30000

- HanpsxeHwe BbICOKOBOSLTHOrO UCTOYHUKA, B, HE MeHee

(£ 40) - (£ 600),
ABYXNOAsipHOE ¢ warom 5 B

- AuanasoH pabouyux Temnepartyp, °C, He MeHee

(+10) — (+40)

- XapakTepucTuku HanpsbkeHne nutanus, B 220B t 10%

dnekTponuTanua yactoTa, 'y 50/60

- KoMmnnekrauus 3M1EKTPOMETPUYECKN I BIOK Hanuuue
Habop MOHN3ALIMOHHBIX KaMep Hanuuue;

0,6 cM’; 50 cm>; 500 cm®

- rabapuTHble pa3mepbl, MM | 3MEeKTPOMETPUYECKUIn Brnok

250 x 240 x 70

noHusaumoHHasa kamepa | 0,6 cm OuameTp -7,
anvHa — 120
50 cm® OuameTp — 58,
anvHa — 125
500 om® Ouametp - 110,
AnuHa — 195
- Macca, Kr 3NEKTPOMETPUYECKN I BIOK 4,0
MOHM3aLUMOHHas Kamepa 0,6 cm 0,2
50 cm® 0,5
500 cm’ 0,8
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OkoH4yaHue Tabnuubl 5.1

XapakrepucTuka (napaMmeTp) 3HaYeHue
1.1 MNMepcoHanbHbIN KOMNbIOTEP Hanuuue
- CMCTEMHbIN TaKTOBas YacTora npoueccopa, T, He meHee 2,0
6nok 06beM onepaTuBHOW namsTu, GainT, He meHee 4,0
E€MKOCTb XXECTKOro aucka, T6ainT, He MeHee 1,0
- MOHUTOp T™n LCD
pasMep aKpaHa, Alo1MM, He MeHee 19"
pasMmep MaTpuLbl, MMKCENb, HE MEHEEe 1600 x 1200
- _onepauuoHHas cucrema Windows XP unu Bbiwwe
1.2 MNporpammHoe obecneyeHne Hanuuune
1.3 Noaaepxkka go3MMmeTpudeckux npotokonos MK, Hanuuue
MAIATO
Tabnuya Bb.2— OTHOCMTENBLHAsA O3UMETPUS
XapakrepucTuka (napameTp) 3Ha4eHne

1 AHanusartop 403HOro nons

Hanuuue

- CKaHUPYLLUN MEXAHU3M

Hanwuuue, war ot 0,1 Mm

- BOAHbIN (haHTOM

Hanuuue, pasamep He MeHee
60x60x60 cm

- usMepeHus npodunen ny4ykos Hanuuue,
WnpKuHa 1o 67 cm
- AepxaTtenb geTekropa Hanuuwne, BO3MOHOCTb

3aKpenneHns MOHNM3aLUOHHOW
Kamepbl B N060M NOMNOXKEHWUM

- 06bEeM CKaHMPOBAHUA, CM°, HE MEHEee

40 x 40 x 40

- petekTop pabounin u pechepeHTHbIN Hanunuue

- TOYHOCTb NO3ULMOHUPOBAHUA CKAHUPYIOLWEro MexaHusma, MM 0,1

- war npu ABWXeHUU aetektopa Braybb haHToMa, Mm 0,1-100

- nporpaMmmHoe obecneyeHue Hanuune

- XapaKTepuCTUKU HanpspkeHue nutanus, B 220B + 10%
dneKkTponuTaHus yacroTa, 'y 50/60




Tabnuua b.3— fo3umeTpwmsa in vivo
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Xapakrepuctuka (napameTp) 3HaveHune
1 MHorokaHanbHbIN 403UMETP Hanuuue
- [AuanasoH n3mepeHusa NOrnoLeHHON 403kl B BOAE, I'p, HE MeHee 1-10
- AnanasoH U3mMepeHnss MOLLIHOCTW NOrnoLLIEHHOW A03bl B BoAe, p/c, 0,1-20
He MeHee
- MWHUMAJIbHOE BPEMS U3MEPEHUS MOLLHOCTM MOrNOLLEHHOMN 103bl B 5
BOAE, C, He Oonee
- NOTPeLwHoCTb u3MepeHust, %, He bonee +0,3
- AonroBpemMeHHas cTabunbHOCTb, %, HE MeHee +0,5
1.1 MepcoHanbHbIN KOMALIOTEDP Hanuuue
- CUCTEMHbIV 6ok TaKroBas yacroTa npoueccopa, I'u, He 20
MEHee
obbeM onepaTuBHON namaTu, Mant, He 40
MeHee
E€MKOCTb XXeCTKOro aucka, Toant, He MeHee 1,0
- MOHUTOp ™n LCD
pa3smep aKkpaHa, Alo1M, He MeHee 19"
pa3mep MaTpuubl, NUKCENb, HE MEHEE 1600 x 1200
- _oOnepaulunoHHasi cucrema Windows XP unu Bbiwe
1.2 NMporpammHoe obecneyeHune Hanuune
- MnpeacTaBneHue A03bl B TOYKE KanubpoBku Hanuuune
- [o3a 3a (hpakuumio B onpeaeneHHon To4ke Hanuune
- CyMMapHasi 03a Ha nauyueHTa Hanuuune
1.3 Xapakrepucruku HanpsbkeHue nutadus, B 220B + 10%
9NEKTPONMTAHMUA vacrora, 'y 50/60
1.4 MoTpebBnsemas MOLHOCTL, KBT, He Gonee 10
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Tabnuuya b.4— 003MMeTpusi HEWTPOHHOIO U3Ny4YeHust

namepenun MAS[ n A3 HENTPOHHOTO u3ny4yeHusi, %, He Bornee

XapaKrepucTtuka (napameTp) 3HauyeHune
- AunanasoH usmepeHuss MAS[] HelTPOHHOrO uanyyexus, 3s/d, He 0,1-10°-0,1
MeHee
- AuanasoH uamepeHust A3 HEWTPOHHOIO U3ny4eHusi, 3B, HE MeHee 0,1-10°-1,0
- npeaenbl AOMYCKAEMOWN OCHOBHOW OTHOCUTENbHOM NOrPeLUHOCTH + (25+6/Ax),

roe Ax — bespasmepHas
BENUYMHA, YACMNEHHO paBHas
U3MEPEHHOMY 3HAYEHUIO
MA3] B Mk3s4~", A3 B
MK38B

- AManasoH SHEePruin perncTpupyemMoro HEMTPOHHOTO U3NyYeHuUs,
MaB, He meHee

0,025-10°-10,0

N3MEpPEHMUA NITOTHOCTU NOTOKA HEUTPOHHOTO U3NYyYEHUs1 UCTOYHMKA
Pu-a-Be, %, He Gonee

- AvanasoH MsmepeHKm NJIOTHOCTN NOTOKA HENTPOHHOIO U3IyYeHU] 1-10
ncrouHuka Pu-a-Be, ¢"cM™, He MeHee
- npeaenbl 4OMyCKaeMOn OCHOBHOW OTHOCUTENbHOW NOrpeLUHOCTH + (25+5/Ax),

rae Ax — 6e3apasmepHas
BENWUMHA, YUCTIEHHO PaBHast
U3MEPEHHOMY 3HAUYEHMIO
NAOTHOCTM NMOTOKA, C ' "CM

- 9HepreTuyeckas 3aBUCUMOCTb, %, He Bonee +40

- aHusoTtponus, %, He Bonee +30

- AvanasoH pabounx Temnepartyp, °C, He MeHee Munyc 20 — nnioc 50

- HapaboTka Ha 0TKas, 4, He MeHee 10000

- KoMnnekrauus M3MEPUTESNbHbIA NYNbT Hanuuue
6noKu AeTekTUPOBaHUS Hanuuue
3amegnurens Hanuuue

- rabapuTHble pa3mepbl, MM M3MEPUTENbHBIA NyNbT

160 x 133 x 85

6Gnokun AEeTeKTUpoBaHuUA

295 x 142 x 100,
anameTp — 54, anuia— 200

OTHOCMTESbHOM NOrPELLHOCTH N3MEPEHNIl 1 MK3BY ™

MAQ3[ ramma-usny4venus, %, He 6onee

3ameanuTenb OuameTp — 245
- macca, kr M3MEPUTENbHbIA NYyNbT 1,5
Gnokn AeTekTupoBaHus 0,8
3amMeanuTenb 7,3
Tabnuua B.5 — Cucrema pagnaumoHHOr0 KOHTPONA
XapakrepucTuka (napameTp) 3HayeHue
1 Jo3nMeTpbl paguaLMoHHOW 3aLUUThbI Hanunune
- AvanasoH uamepeHus MAS[ ramma-usnyy4enus, 3s/4, He MEHee 0,1-10°-10
- npeaenbl 4OMyCKaeMOi OCHOBHOI B Ananasone ot 0,1 go + (15+1/H),

rae H — 6eapasmepHas
BENUYUHA, YUCNIEHHO paBHas
M3MEPEHHOMY 3HAYEHMIO
MA3[, MK3B-Y

KOHTpons B nomeLyeHusx obwvekta nytem koHTpons MAJ[ ramma-
n3nyvyeHus

B AuanasoHe oT +15

1 MKk3BY ™" 4o

10 3By
- AnanasoH perucTpupyembix dHeprun ramma-usnyyeHus, MaB, He 0,05-3,0
MeHee
- ONTUYECKas U aKyCTUYecKas curHanuaums Hanuune
- obecneyeHue MNOCTOAHHOrO pPaaUALMOHHOIO A03MMETPUYECKOrO Hanuune

10
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