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Mpeaucnosue

1 NOArOTOBNEH O6LecTBOM C OrpaHUYEHHOM OTBETCTBEHHOCTbIO «HayuHO-TexHu4yeckui ueHTp « ME-
OUT3KC» (OO0 «HTL, «<MEOUTI3KC») Ha 0cHOBE COOCTBEHHOrO NEPEBOAA AHITIOA3bLIYHOW BEPCUM CTaHaap-
Ta, YKa3aHHOro B NyHkTe 4

2 BHECEH Texnuueckum komuteToM no cranaaptusauum TK 011 «MeauuymHckue npubopsl, annaparbl
u obopyaosaHue»

3 YTBEPXXOEH W BBEJIEH B JEVCTBWE MMpukasom degepansHOro areHTcTea no TEXHNYECKOMY pe-
rynupoBaHuio u metponoruu ot 21 okta6ps 2016 r. Ne 1488-ct

4 Hacrosilumi ctaHaapt uaeHTudeH mexayHapoaHomy crangapty MCO 14708-4:2008 «MMnnaHTaTthbl
AN XUpYprun. AKTUBHbIE UMMMAHTUPYEMbIE MeAUUUMHCKue usagenusa. Yacte 4. UMnnaHtTupyemble UHy3u-
OHHble Hacocbl» (ISO 14708-4:2008 «Implants for surgery — Active implantable medical devices — Part 4:
Implantable infusion pumps», IDT).

Mpu npyuMeHEeHn HaCTOALLEero ctaHaapTa PEKOMEHAYETCA BMECTO CChINMOYHbLIX MEXAYHAPOAHbIX CTaH-
[apToB UCNONb30BaTh COOTBETCTBYIOLWME UM HALMOHArbHbLIE cTaHAapThl Poccuiickon deaepauum u 4encTBy-
IOLLME B 9TOM KauyeCTBe MEXTOCYAapCTBEHHbIE CTaHAAPTbI, CBEAEHUA O KOTOPbIX NPUBEAEHbI B AONONHUTENb-
HOM npunoxxenuun A

5 BBE[IEH BINEPBbIE

lpasuna npumeHeHuUss HacMosAWeeo cmaH0apma ycmaHoesieHbl 8 cmambe 26 ®edeparnbH020 3aKoHa
om 29 uwHa 2015 2. Ne 162-03 «O cmandapmu3sayuu e Poccutickoli ®edepayuuy. NHgopmayus 06 u3s-
MEHEeHUAX K HacmosweMmy cmaHOapmy nybnukyemcs e exeao0HoM (no cocmosHuo Ha 1 ssHeapsi mekyuiez0
200a) uHopmayuoOHHOM yKkazamerne «HayuoHanbHble cmaHlapmbly, a oghuyuarnbHbill MeKem U3MeHeHul
U rnonpasoKk — 8 €XeMEeCAYHOM UHOpMaUUOHHOM ykalamersne «HayuoHanbHblie cmaHlapmebly. B cnydae
nepecmompa (3ameHbl) unu ommeHbl Hacmosuieao cmaH0apma e bnuxaluiem ebifycke UHhOPMayUOHHO20
yKaszamens «HayuoHanbHble cmaHO0apmbi» 6ydem onybnukosaHo coomeememsyiolwiee yesedomneHue. Co-
omeememeyiowjas UHgopmayus, yeedoMneHue U meKcmbl pasMmewjaromes makxe 8 UHhopmayuoHHoU cu-
cmeme obuwjeeo nosb308aHuUss — Ha oguyuanbHoM calime ®edepanbHO20 azeHmemea o MeXHUYECKOMY
peaynuposaHuio u Mmemposnoauu e cemu VIHmepHem (www.gost.ru)

© CraHgaptuHdopm, 2016

HacrosLmit cTaHgapT He MOXET ObiTb MOMHOCTbIO UM YaCTUYHO BOCMPOU3BEAEH, TUPAXKUPOBAH U pac-
MPOCTPaHEH B Ka4eCTBe 0puLManLHOro usaaHns 6es paspelueHus degepansHOro areHTCTBa Mo TEXHUYECKO-
MY PEerynmpoBaHu1IO 1 METPOTOrMK
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BBeneHue

Hactoauwui ctaHaapt onpegenseT YacTHble TpeboBaHMS K aKTUBHBIM UMMITAHTUPYEMbIM MEAULIMHCKUM
u3aenuam, npeaHasHaueHHbIM AN BBEASHUA B OPraHU3M YeroBeka NeKapCTBEHHOTO BELWEeCTBa B Lensax obe-
cneveHus 6e30nNacHOCTM UCTONb30BAHUA KaK ANS NALMEHTOB, TAaK U ANA cneuuanucToB. HacToswwmii ctaHgapt
BHOCUT U3MeHeHus u agononHeHusa B UCO 14708-1:2000, umeHyemsliii B AanbHenwem NCO 14708-1. Tpebo-
BaHUA HACTOSALLEro cTaHAapTa sSIBAAIOTCA NPMOPUTETHLIMKU NO OTHOLLEHUIO K TpeBoBaHuam UCO 14708-1.

MMnnaHTMpyeMbli UHAY3UOHHbIN HACOC — U3AENue, KOTOPOE NOAAET NOCTOSAHHBIA UNU NEPUOANYECKUN
NOTOK NEKAPCTBEHHOIO BELLECTBA B OPraHU3M Yepe3 BBEAEHHbIN kaTeTep. [nsa HacTPOWKU u3genus MOXeT UC-
nonb30BaTbCA BHELLHEE NPOrpaMMHOe CpeaCTBO.

OencTBre HacTOSAILLIEro cTaHgapTa pacnpPoCTPaHAETCA HAa BCE YacTu U NPUHAANEXHOCTM MMNNaHTUupye-
MbIX MHDY3UOHHBLIX HACOCOB, BKNIOYAA KaTeTepbl, HAGOPLI ANs 3anpaBku, HAOOPbLI NPAMOro AOCTYNa K NOpTy,
nporpaMMaropbl U COOTBETCTBYIOLLEE NporpaMmHoe obecneveHue. He Bce getanu u NnpuHaaneXXHoCTu npea-
Ha3Ha4eHbl AN NOSHON UMW YaCTUYHON UMNNAHTaUMUKU, HO NOCKOMNbKY HEKOTOPbIE HEUMMNNAHTUPYEMbIE YacTu
M NPUHAAMEXHOCTU MOTYT NOBMUATL HA 6€30NaCHOCTL UMK CTabUnbHOCTL PaboTbl M3Aenus, 3aABNEHHbIE U3-
rOTOBUTENEM, TO K HUM TaKoke He0BX0aMMO onpeaenuTb psaa TpeGoBaHuii.

B HacTosiLyI0 peaakuuio ctaHaapTa He BKNoYEeHbl TpeboBaHMs K (DYHKLMAM UMNNAHTUPYEMbIX UHDY-
3WOHHbIX HACOCOB B YaCTu U3MepeHusa puanonoruiecknx napameTrpoB. OHU MOTYT ObITb PACCMOTPEHbBI B MO-
cneayloLwmx peaakumsx.

B HacTosiLeM cTaHaapTe Ansa BHECEHUS U3MEHEHUI u gononHexnuin B ICO 14708-1 ucnone3yiorcs cne-
Ayolme TePMUHDI:

- «3aMeHa» 03Ha4aerT, yto cooTeeTcTByIoWMe NYHKTbI MCO 14708-1 NONHOCTbLIO 3aMEHEeHbI TEKCTOM Ha-
CTOALLEro craHaapra;

- «[lononHeHne» 03HA4YaeT, YTO TEKCT HACTOALWEro CTaHaapra ABMsSeTCA AONOMHUTENBLHBIM K TpeboBa-
Husm NCO 14708-1;

- «MameneHune» osHavaer, 4To cootseTcTByiowme nyHkTbl MCO 14708-1 n3aMeHeHbl B COOTBETCTBUU C
TEKCTOM HaCTOAILLEro CTaHAapTa;

- «He npumeHsI0TY 03Ha4aeT, YTo cooTBeTCTBYIOWMI pasaen UCO 14708-1 B HacToAILEM CTaHAapTe He
NMPUMEHSETCA.

[ononHutenbHbIE NOANYHKTbI, PUCYHKM unu Tabnuubl kK NCO 14708-1 npoHymepoBaHbl Ha4nMHas co 101;
OOMOSIHUTENbHbIE NPUNOXEeHUst 0603HaYeHbl OykBammn AA, BB u T.4.
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HAUMWOHANBbHBIA CTAHOAPT POCCUNCKOWN GEAEPALUNMK

MMMONAHTATbBI A XUPYPIrmn
AKTMBHbIE UMNNAHTUPYEMble MeAULIMHCKUE U3aenus
YacTtb 4
MMnnaHTUpyemble MH(Y3UOHHBIE HACOCHI

Implants for surgery. Active implantable medical devices. Part 4. Implantable infusion pumps

Dara BBeaeHusa — 2017—10—01

1 O6nacTb NnpuMeHeHusi

HacTosimi craHgapt pacnpoCTPaHAeTCsl Ha aKTUBHLIE MMMMAHTUPYEMbIE MeAMLUMHCKUE U3Aenus,
npeaHasHa4YeHHbIE A1 BBEAEHNUS NEKaPCTBEHHbIX BELLECTB B OPraHM3M YenoBeka.

HacToswmi ctaHaapT Takke PacnpOCTPAHAETCS HA HEKOTOPbIE HEMMMMAHTUPYEMbIE YaCTH U NpUHAA-
NEXHOCTU UMMNIIAHTUPYEMbIX UH(Y3UOHHBIX HACOCOB, KaK ONpeAerieHo B pasaene 3.

MeToabl UCNbITAHWIA, NPUBEAEHHbIE B HACTOSILLEM CTaHAApTe, SIBMSIOTCA TUMOBLIMMU ANA OLEHKU COOT-
BETCTBUA 06pasL0OB U3AENUI U He NpeaHa3HAYeHbl ANA PErYNsiPHbIX UCTLITAHUI BbiMyCKAaEMON NPOAYKLUUM.

MpuMedaHune — HacToswmil cTaHaapT He PacnpoOCTPaHSIETCA Ha HeUMIaHTMpyeMble CUCTeMbI UHAY3UK.
TeM He MeHee, OH pacnpoCTpaHseTca Ha U3Lenus, NpeaHasHauyeHHbIe AN NPoGHLIX U3MepeHUi, BCIEACTBIUE UX TECHOTO
B3aMMOZEMCTBNS C UMNMAHTUPYEMbIMU UHIY3UOHHBIMU HAacoCaMu.

2 HopmaTuBHbIE CCbISTIKN

B HacToAweM cTaHgapTe UCnonb3oBaHbl HOPMATUBHBIE CChIIKM HA CTAHAAPTLI U APYrMe HOpMaTUBHbIE
DOKYMEHTbI, KOTOpble HEOBX0AMMO YYMTBLIBAThL NPU €ro UCNOoNb30BaHUW. [NsA 4aTMPOBAHHLIX CCbINIOK NpUMe-
HAIOT TONbKO yKa3aHHble M3aaHus. [N HepaTUpOBaHHBIX CCLINIOK MPUMEHSIOT camble NOCMeAHUe U3AaHus
(Bkmiovasa nobdble N3MEHEHNS U NONPAaBKM).

1ISO 14708-1, Implants for surgery — Active implantable medical devices — Part 1: General requirements
for safety, marking and for information to be provided by the manufacturer (MmnnanTatbl xupyprudeckue. Ak-
TUBHbIE UMNNAHTUPYEMbIE MeaULMHCKUE usgenus. YacTte 1. Obume TpebosaHus k 6€30nacHOCTU, MapKMPOB-
Ke n uHdopmaumu, NpeaocTaBnAeMon U3roToBUTENEM)

IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance (SnekTpoannaparypa meauuuHckas. Yactb 1. O6wue TpebosaHua k obwen 6esonac-
HOCTU M CyLLECTBEHHbIE paboune xapakTepuCTUKu)

IEC 60601-1-2:2007, Medical electrical equipment — Part 1-2: General requirements for basic safety
and essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests
(OnekTpoannapatypa MeauumHckasl. Yactb 1-2. Obwme TpeboBanust k 6a30Bol 6€30NaCHOCTU U OCHOBHOW
KCNNyaTaUMOHHON XapakTtepuctuke. [ONonHsoWMin cTaHaapT. nNeKTPOMarHuTHasi COBMECTUMOCTb. Tpebo-
BaHUA U UCNbITAHWSA)

IEC 61000-4-3(2002), Electromagnetic compatibility (EMC) — Part 4-3: Testing and measurement
techniques — Radiated, radio-frequency, electromagnetic field immunity test (3nekTpomarHuTHas coemecTu-
MOCTb. YacTb 4-3. MeToamku ucnbiTaHuii U usmepeHuin. UcnbiraHme Ha HEBOCNPUUMHYMBOCTbL K BO3AEWUCTBUIO
3MEKTPOMArHUTHOrO Moss C M3NyYEHUEM HA pagnuo4acToTax)

U3paHue ocbuuymanbHoe
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ANSI/AAMI PC69:2000, Active implantable medical devices — Electromagnetic compatibility — EMC
test protocols for implantable cardiac pacemakers and implantable cardioverter defibrillators (AkTUBHbIE MM-
nnaHTupyemMbleé MeAULMHCKWE YCTPOMCTBA. JMNEKTPOMAarHUTHas COBMECTUMOCTb. [lporpamma ucnbiTaHUn
9MEKTPOMArHUTHOI COBMECTUMOCTU AN MMMNIAHTUPYEMbIX KAPANOCTUMYMATOPOB U UMNNAHTUPYEMbIX Kap-
Avoseprep-aepubpunnaTopos)

3 TepMuHbI M onpeaeneHus

B HacTosiiem ctaHgapte npuMeHeHbl TepMuHbl No MCO 14708-1, a Taoke cneaylowme TeEpMUHbI C CO-
OTBETCTBYIOLLMMU ONpeAeneHUsIMu:

3.101 umnnaHTupyemMbiii MHPY3MOHHBLIIA Hacoc (implantable infusion pump): AKTUBHOE BXUBRsieMoe
MEAULIMHCKOE u3genue, npeiHasHa4yeHHOe ANns JOCTaBKU NIEKapCTBEHHOIO BELLECTBA B ONPEAENEHHYI0 YacTb
opraHv3mMa 4esnoBeka.

MpumeyaHue — CormacHo HacCTOSLUEMY CTaHAApPTY UMMNAHTUPYeMblii MHY3UOHHBI HACOC MOXET SBNATLCA
KaK €AUHbIM U3ZENNEM, TakK U CUCTEMOM, COCTOSILLER U3 YacTeN U NPUHAANEXKHOCTENR, KOTOpble B3aUMOAEHCTBYIOT APYr
C ApyroM Ans obecneveHusi NpOU3BOAUTENBHOCTM U3AENMS, 3asiBIIeHHOW U3roToBUTeneM. He Bce U3 3TUX KOMMOHEHTOB
WU NPUHAANEXHOCTEN MOTYT GbiTb YaCTUYHO MITM MOMHOCTLIO UMIMIIAHTUPOBaHLI, HarpUMep NPOrpaMMaTop, YCTPOWCTBO
NPoGHBIX U3MEPEHNIA.

3.102 mexaHu3mMm Hacoca (pump gear): UMnnaHTupyemas 4acTb UMNIAaHTUPYEMOro MH(PY3MOHHOTO Ha-
coca, CocTosLLasa U3 pesepByapa, UCTOYHUKA SHEPTUM U B HEKOTOPbIX CIy4asiX U3 NEKTPOHHBLIX KOHTPONEPOB.

3.103 cuctema unpkynauum xuaxoctu (fluid path): BHyTpeHHUe NOBEPXHOCTM UMNNAHTUPYEMOTO UH-
y3MOHHOTrO Hacoca, KOTOpble HaXoAATCSA B HENOCPEACTBEHHOM KOHTaKTe C NeKapCTBEHHbIM BELLECTBOM.

3.104 BbinyckHou nopt (outlet port): MNMoprt, Yepes KOTOPbLIN XUAKOCTL NONAAAET B KaTeTep AOCTABKY.

3.105 nopt 3anpasku (refill access port): MNopt goctyna k pesepsyapy C XXMAKOCTbIO.

3.106 npaaimon nopt gocrtyna (direct access port): [Mopt AocTyna K kKarerepy 4OCTaBKMU.

3.107 BHyTpeHHu o6beM (internal volume): OB6beM XxMAKOCTH, 3aNoNHAIOLLE 06nacTb OT pe3epsyapa
40 BbINYCKHOTO nopTa.

3.108 obbem pesepByapa (reservoir volume): O6bem XUAKOCTU B pe3epByape, KOTOPbli MOXET ObiTb
n3pacxofo0BaH Mnpu yCrnoBuu COXpaHEHUs1 TOHHOCTU MHAPY3UU B Npeaenax TEXHUHECKUX XapaKTe PUCTUK.

3.109 ocTaTouHbI 06BbeM (residual volume): OGbeM XMAKOCTU, yAaneHue KOTOpOro U3 MexaHuama
Hacoca HEBO3MOXHO.

3.110 pacyeTHbIN cpoK cnyx6bl (projected service life): Mepuoa nocne umnnaHTauum, B Te4EHME KO-
TOPOro UMMNMAHTUPYEMBIN UHAY3UOHHBIA HACOC COOTBETCTBYET 3asiBIEHHBIM TEXHUYECKUM XapaKTepUCTUkam.

3.111 nutepBan ctadunbHocTu (stability interval): PaccumtaHHbIn MakcumanbHbIi UHTEPBan NONOSIHe-
HUA pe3sepsyapa Ansa obecnevyeHns ctabunbHOCTU NOCTYNNEHNA MEAULIMHCKOTO BELLECTBA.

3.112 TouyHOCTb MH(Y3um (infusion accuracy): CteneHb 6nMU30CTU (hakTUHECKOTrO YPOBHA UHY3UM K
332aHHOMY YPOBHIO.

3.113 noBTOpsieMocTb (repeatability): MakcumanbHOe 3HaYeHue abCOMnIOTHOrO PacxoXAeHUs mexay
pesynbratamu ABYX NOCNEA0BATENbHbIX UCMLITAHUA OAHOTO U TOTO X€ UMNMAHTUPYEMOro MHAY3IUOHHOTO Ha-
€oCa C OJHUM U TEM >Xe UH(PYy3aTOM B OAMHAKOBbLIX YCNOBUAX NPU AOBEPUTENBHON BEPOATHOCTHU 95 %.

MpumeyaHue 1 — Haunbonee Ka4eCTBEHHBIM KPUTEPUEM OLIEHKU NOBTOPSEMOCTH SBNAETCA CNOCOBHOCTL No-
CTOSIHHO BOCTPOWU3BOAWUTL OAMHAKOBLIE pe3ynbTaThl B TEHEHUe ANUTENBHOMO BPeMeHW (Hanpumep, ypoBeHb WHGY3UN).
MoBTOpPsieMOCTb — NOKa3aTerb, He3aBUCUMbIA OT TOHHOCTW.

MpumMmeuvaHune 2 — Metop pacyera NoBTOpAEMOCTU NpuseaeH B npunoxeHuu B MCO 11631—1998 [9].

3.114 MuHMManbHas ckopocTb (Minimum rate): HaumeHbLIan CKOPOCTb, BbiOUpaemasn nonbL3oBarenem.
3.115 cpepHasa ckopocTtb (intermediate rate). CkopoCTb, ykasaHHasi U3roTOBUTENEM B KAYECTBE CTaH-
[apTHOW ANA UMNNAHTUPYEMOro MHAY3MOHHOTO Hacoca.

MpumeyaHue — CKOPOCTb MOXET 3aBUCETb OT NPUMEHEHNUS.

3.116 makcumManbHasa ckopocTb (maximum rate): MpeaenbHas CKOpoCTb, BbIGUpaeMas nonb3oBarenem.

3.117 6omoc (bolus): KonuuecTso »uUAKOCTH, NOCTyNatowee NOPLUUOHHO Yepes KOPOTKUE MPOMEXYTKU
BPEMEHHU.

3.118 TpebGyeman npousBoauTenbHOCTb (essential performance): Mpon3BoanTENLHOCTL, HEOOXOAU-
Masa Ana OTCyTtCrBuA HEAONYCTUMOIO puUcKa.

MpumeyvaHune — lMoapobHee 06 ocHOBHLIX TpeGoBaHMAX NpousBoauTensHocTH cM. MOK 60601-1.
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4 O603HaYeHUA U COKpaLLeHUs

MpumeHeHbl 0603HauYeHus u cokparleHus no MCO 14708-1, a Take HUxecneayiowee:
Ny (DUT) — ucnbiTyemoe yCTpOMCTBO (U3genue).

5 Obwue TpeboBaHUA K HEUMMNNAHTUPYEMbIM YacTAM

MpumensoT cooTseTcTByOWMIA pasgen MCO 14708-1.

6 Tpe6oBaHUs! K aKTUBHbIM UMMIAHTUPYEMbIM MEOULUHCKUM U30eNnUaMm
onpeneneHHbIX BUOOB

[ononHuteneHble NOANYHKTbI:

6.101 XapakrepucTUKM UMNNAHTMPYEMOro UH(Y3UOHHOIO Hacoca

TexHuyeckne TpPeOBOBaHNSA U XapakTepPUCTUKN U3Aenus (HanpuMep, TOHHOCTb MHMY3NUKU M NOBTOPAEMOCTD),
3asBeHHbIE U3TOTOBUTENEM B CONPOBOAUTENBHOW AOKYMEHTauun (CM. 28.8), A0MmKHbI NOAAEPXKMBATLCA B Te-
YeHue rapaHTUIHOIO Cpoka Cny>bbl U B YCNOBUSIX OKPY>KaIOLLIEN Cpefbl, yKa3aHHbIX N3rOTOBUTENEM.

MpuMmevaHue 1 — MuHUManNbLHO AOMYCTUMBIA YPOBEHb aTMOCKhEPHOro AaBrieHns onpeaerneH B pasaene 25.

[nsa Bcex BbIOMpaembix CKOPOCTEN MHMY3uKM (BKMOYAs CkOpOCTb Gontoca) AomkHA ObiTh obecneyeHa
TOYHOCTb MHPY3UK B Anana3oHe obbema pesepyapa. [ina onpeeneHHoON ckopocTu nHdy3um Hacoca B Ana-
nasoHe obbema pesepsyapa A0omkHa ObiTb 06ecneyeHa TOYHOCTb MOCTOAHHOrO NOTOKA MHAY3MU UMNMAHTU-
pyemoro Hacoca.

M3roToBuTEnNb AOMKEH NPeaoCTaBUTb rpachuk 3aBUCUMOCTM TOYHOCTU MHCDY3UM OT 0B6bema pesepByapa.
Mpaduk ANa HAaCOCOB C HECKOMbKUMK CKOPOCTAMU UHAY3UUN JOMKEH COAEMKATb KPUBbIE A1 MUHUMaNbHON U
MakCcMMarnbHON CKOPOCTEN, a Takxke 4NA ogHon unu 6onee NPoOMeXyTOYHbIX CKOPOCTENR.

ConposoguTenbHasa AOKYMEHTaUMA AOJKHA codepKaTb AeTarbHbli METOA BbIYUCIIEHUA U onpeaene-
HWUA TOYHOCTU MHY3MK. TakKe JOMKHbI ObITh YKa3aHbI YCIIOBUS OKPYXKAIOLLEH Cpedbl, KOTOPbIE AOMKHbI CO-
6niogatbCsi BO BPEMSA ONpeAeneHnst TOUHHOCTU MHAY3 UK.

n puMmeyaHue 2 — ToYHOCTb ABMAETCS 06LLle|'IpVIHF|TbIM TEPMUHOM U MOXET BKINOYaTL B cebq BnuaHue cuctema-
TUYECKUX N CJ'IyHaI?IHI:IX oLUNBOK. HECMOTpH Ha To, 4YTO y,D,06HO ncnonbL3oBaThk TEPMUH «TOYHOCTb» ANA obbeguHeHNsA BCex
3TUX OWMBOK, faHHbIN TEPMUH NMO-NpeXHEeMy OCTaeTCA Ka4eCTBEHHbIM.

[ns BCeX BO3MOXHbIX CKOPOCTEN MHMY3UM AOMMKHA ObITb OnpeaeneHa NOBTOPSIEMOCTb haKTU4ECKON
CKOpOCTU. B cONpoBOAUTENLHOI AOKYMEHTaLMMN AOMKEH ObiTb A€TasNlbHO ONUCAH METOZ BbIYMCNEHUS U onpe-
ZeneHunst NOBTOPSIEMOCTU CKOPOCTHU.

COOTBETCTBUE OOIMKHO ObiTb NOATBEPXKAEHO KOHTPONEM METOAMK UCNLITAHUI U PE3ynbTaTtoB, Npeao-
CTaBMNEHHbIX U3rOTOBUTENEM U NMOAKPENSEHHBIX BbIMMCIEHUAMU U3FOTOBUTENSA B COOTBETCTBYIOLLEH hopme.

6.102 McnbiTaHUe MeMGpaHbl METOAOM MpOKOna

MembpaHa, o6ecneunBaioLLas BXo4 B MOPT AOCTYNA (NOPT 3anpaBku UNu NPAMON NOpT A0CTYNA), AOIK-
Ha BblAEPXX1BaTb HEOAHOKPATHOE NPOKAanbiBAHWE UITION LINPULIA AN NOAKOXHbIX UHbEKUUI ¢ obecneyeHnemM
COXPAHHOCTU pesepByapa ASA XMAKOCTU B TEYEHUE FAPAHTUIHHOTO CpoKa Cry>Obl.

Mertoa TecTupoBaHus. Ana AOCTUXKEHUs TEMNOBOTO paBHOBeCUs UY AOMKHO HaxoauTLCA Npy Temneparype
(37%1) °C He meHee 12 u. Kaxaaa memOpaHa MMNNaHTUPYEMOro Hacoca AomkHa OblTb NPOKONOTA CAYYanHbIM
06pa3oM ¢ NOMOLLbIO UITIbl, YKA3aHHOW M3rCTOBUTENEM B KQ4€CTBE MITIbl ANl NYHKUUM MemOpaHbl, U B COOTBET-
CTBUM C MHCTPYKUMAMK M3roToButens. Mma gomkHa nonHoCTbio NPoTkHY T Mem6paHy. Heobxogumo cobnioaarb
OCTOPOXHOCTb ANA NPeAOoTBPALLEHNA NOBPEXKAEHNS HAKOHEYHUKA UITIbl BO Bpems TecTa. Mpokon AomKeH ObiTh
OCYLLECTBAEH NPAMOMIMHENHLIM ABWKEHUEM, NapannenbHLIM 0CU CUMMETPUM MeMBpaHb!, Kak NOKasaHo Ha pu-
cyHke 101. Ecnu onepartop 3aMeTUT NOBPEXAEHME UMbl UNTM HAKOHEYHUKA, ee He0OX0AUMO 3aMEHUTD.

[Ana sbiABNEHNA yTeukn memGpaHbl He0BX0AUMO NOTPY3UTh UCTILITYEMBIN OGLEKT B BaHHY C BOAOWN TEM-
neparypoii (37+1) °C kak MMHuMYM Ha 30 MWH ans ctabunusaumu. 3atemM, NOCTENEHHO HArHeTas [ aBreHue
BO3/lyXa 10 3Ha4YeHUs, BABOE NPEBLILLAIOLLET0 MakcuManbHoe pabouee aaBneHne Hacoca UnNu COCTaBrsAIo-
Lero kak MUHUMYM 276 klMa, Heo6xoauMo B TedeHne 1 MUH NPOBEPUTL NMOBEPXHOCTU MeMOpaHbl Ha npony-
CKaHMe My3bipbKOB BO3AyXa.
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CooTBEeTCTBME MOATBEPXKAAETCA B TOM C/lydae, ec/iu CPOK CyX6bl nopTa AoCTyrna COOTBETCTBYET Mnpe-

fenam, ykasaHHbIM M3rotosutesnieM. Kpome 3T0ro, JO/HKHO ObiTb yka3aHO MakCUMaslbHOE HYMC/I0 MPOKOJIOB,
pekomeHfoBaHHOe nsrotosutesiem (cm. 28.8).

7 O6wme TpeboBaHNS K yrakoBKe

MprMeHAT cooTBeTCTBYOWMIA pasgen MCO 14708-1.

8 O6Wan MapkKMpoBKa akKTUBHbIX UMMAAHTUPYEMbIX MeAULUHCKUX U3Oenunii

MpuMeHAT cooTBeTCTBYOWMIA pasgen MCO 14708-1, 3a UCK/IHOUYEHUEM CleayHoLEero.
JononHuTtenbHble NOANYHKTbI:
8.101 B cny4yae 0CO6bIX YCNOBUIA TPAHCNOPTUPOBAHMA M34eNna Ha YNakoBKy AO/MKHA OblTb HaHeceHa

COOTBETCTBYOLWAA MapknpoBka (cMm., Hanpumep, MCO 780 [1] nan NCO 15223 [2]).

Co0TBETCTBME NPOBEPSIOT B XO4€ OCMOTPA.
8.102 [onycTUMble YCNOBUA OKpYXaloLeli cpefibl TPaHCMOPTUPOBAHNS A0/MKHbI BbiTb 0603HAYEHLI Map-

KUPOBKOV Ha BHELLHE CTOPOHE TPaHCMOPTHOW YyNaKoBKY.

CoOTBETCTBME MPOBEPSAIOT B XO4e OCMOTpA.

9 MapKnupoBKa Ha TOBapHO ynakoBke

MpuMeHAT cooTBETCTBYOWMIA pasaen MCO 14708-1, 3a UCKHOUYEHUEM ClEAYIOLLETO.

9.4 [lonofnHeHwue:

[nsa cnefyowmx KOMNOHEHTOB JO/KHA ObITh yka3aHa AOMOMHUTENbHAA MHAIOPMaLWs, NpUBEAEHHAsA HUXKE:
a) MexaHu3m Hacoca:

- 06beM pesepByapa,;

- CKOPOCTb MHDY3UM A1 Hacoca € NOCTOSHHbLIM MOTOKOM;

-nobas gononHuTeNbHas MHgoOpMaunMs ¥ COOTBETCTBYHLLME XapaKTepucTuku, Heobxoaumble Ans

UAEHTUVKALUN U3LENNS.

4
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b) Katetep:

- AnNuHa (B CaHTUMETpaXx);

- niobasi gononHuTensHas WMHMOpMaUMa M COOTBETCTBYIOLUME XapaKTEPUCTUKM, HeoOXoauMble Ans
uaeHTuukaLmmn n3genms.

¢) Habop ansa 3anpasku:

- niobasi gononHuTensHas WMHMOpMaUMa U COOTBETCTBYIOLUME XapakKTEPUCTUKM, HeoOXoauMble Ans
uaeHTuukaLmumn n3genms.

d)Habop npamoro nopta gocryna:

- niobasi gononHuTensHas MHMOpMaUMa M COOTBETCTBYIOLUME XapaKTEPUCTUKM, HeobxoauMble Ans
uaeHTuukaLmmn n3genms.

10 KoHCTpYKuMsi TOBapHOM YMaKOBKMU

MpumeHsoT cooTBeTCTBYOWMIA pasgen NCO 14708-1, 3a UCKMIOYEHNEM CREAYIOLLETO.
10.3 U3meHeHue:
WcnbiTaHne 3ameHeHo nyHkToM 7.1.3, nepeuncnenune b) MOK 60601-1:2005.

MpumMeyvyaHune — [NpegMeTOM UCMBITAHUSA He ABNSAIOTCA CbEMHbIE HaKIekun (Hanpumep, BpeMeHHble Hakmneii-
KW, ucnosbdyemble B MpoLiecce NPOU3BOACTBA), KOTOpble cogepXaT AOMONMHUTENbHbIE AaHHbIe, MOMUMO MHOpMaLuK,
onpegeneHHoun B pasgene 9.

11 MapkupoBKa Ha CTepUIIbHOM MakeTe

MpumeHsoT cooTBeTCTBYOWMIA pasgen NCO 14708-1, 3a UCKMIOYEHNEM CREAYIOLLETO.

LONONHUTENBHbIA NOANYHKT:

11.101 Ons npuBeaeHHbIX HUXKE KOMMNOHEHTOB MapkMpOBKa Ha CTEPUSILHOM NakeTe AOSMKHA coaepaTb
CneayoLLYI0 JONOSTHUTENbBHY0 MH(OPMAaLMIO:

a) MexaHuam Hacoca:

- 06bem pesepByapa;

- CKOPOCTb UHCY3UW ANSt HACOCOB C NOCTOSIHHBIM MOTOKOM;

- niobasi gononHuTensHas MHMOpMaUMsa M COOTBETCTBYHOLUME XapaKTEepPUCTUKM, HeobxoauMble ANs
uaeHTuukaummn nsgenms.

b) Katetep:

- ANuHa (B CaHTUMETpaXx);

- niobasi gononHuTensHas WMHgopMauMs M COOTBETCTBYIOLUME XapaKTepUCTUKM, HeobxoauMmble ANs
uaeHTuukauumn nsgenms.

¢) Habop ans 3anpasku:

- niobasi gononHuTensHas WMHgopMauMs M COOTBETCTBYIOLUME XapaKTepUCTUKM, HeobxoauMmble ANs
uaeHTuukauumn nsgenms.

d) HaGop nopra npamoro gocryna:

- niobasi gononHuTensHas WMHMOpMaUMs M COOTBETCTBYIOLUME XapaKTepUCTUKM, Heobxoaumble Ans
ugeHTuukauumn nsgenms.

COOTBETCTBUE MPOBEPSIOT B X04€ OCMOTpa.

12 KOHCTpYKUUA OQHOPa30BOM YNaKOBKU

MpumeHstoT cooTBeTcTBYOWMI pasgen NCO 14708-1.

13 MapkupoBKa aKkTUBHbIX UMMMAHTUPYEMbIX MEAULIMHCKUX U30ennun

MpumeHsoT cooTBeTCTBYOWMIA pasgen NCO 14708-1, 3a UCKMIOYEHNEM CREAYIOLLETO.

13.1 N3meHeHue:

TecT Ha Bna)kHoe NpoTMpaHue, Nocrne KOTOPOro MapkMPOBKa AOMMKHA OCTaBaTbCA YMTAEMON, 3aMeHeH
nyHkTom 7.1.3, nepeuncnexue b) MOK 60601-1:2005.
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14 3awuTa oT HenpeaHaMepPeHHbIX OMONOrMYecKUxX BO3AeUCTBUNA, BbI3BaHHbIX
aKTUBHbIM UMMJIAHTUPYEMbIM MEOULMHCKUM n3aenuem

MpumeHsoT cooTBeTcTBYOWMI pasaen NCO 14708-1, 3a UCKMIOYEHMEM CREAYIOLLETO.

14.2 3ameHna:

To6asn 4acTb aKTUBHOTO UMMITAHTUPYEMOTO MEAULMHCKOTO N3 eNnusi, KOTOpas Npu HOPManbHOM UCMNOSb-
30BaHUN KOHTAKTUPYET C XXMAKUMU CPeaMu OpraHu3mMa YenoBeka, A0mkHa ObITb OLEHEHA Ha OTCYTCTBUE Bbl-
JerneHnsa onacHoro Ynucra TBepabix YacTul,.

MeToauka TecTupoBaHus. AKTUBHOE UMNNAHTUPYEMOE MEANLMHCKOE U3enne acenTuyecku n3Bnekaior
M3 0AHOPA30BON YNakoBKU. MMNNAHTUPYEMYIO YaCTb NOrPY>KatoT B NPUrOAHLIA ANS UHbEKLUMI PacTBOP CONU
9 /N, HaXoAALMNCA B HENTPANbHOM CTEKNAHHOM KOHTENHEepe. OBbeM CONSAHOro pactTeopa A0MKeH NPUMEPHO
B (510,5) pa3s npeBbiwaTb 06bEM UCMLITYEMOW YacTU. KOHTEMHED HAKPLIBAKOT CTEKMAHHON NAACTUHOW U Bbl-
OepXXMBaloT B Te4YEeHMe BPeMEHHOro npomexxytka ot 8 ao 18 4 npu temneparype (37+1) °C, nepuoanyecku
nepemeLunBas. FOTOBAT KOHTPOMbHbLIA PACTBOP aHANOrMYHOro 06bema € TOW Xe KOHUEHTpauuen Conu, noa-
JepXXnBas Te e YCNOBUS, YTO U B KOHTelHepe ¢ o6pasuomM. ObpaseL] >XMAKOCTU U3 KOHTENHEpPa CPaBHUBAIOT
€ 00pa3sLOM KOHTPOMbHOIO pacTeopa C NOMOLLBIO annapatypbl AN aBTOMaTUYECKOro U3MEepeHust pasmepoB
yacrtuy, paboTaioLLeli N0 NPUHUUMNY ONTUYECKOro 3ateHeHus (Hanpumep, metoa 2.9.19 EBponeiickon ®apma-
konewu, 3 usgadue, 1977 (Coset Esponbl) [3]).

OTHOLLEHNE CPEAHEro Yucna 4actuy, Bbidenswwmxca u3 obpasua, kK cpegHeMy Yucny Yactul, Bbige-
NSAOWMXCA U3 KOHTPONMbLHOrO PacTeBopa, He AOMKHO MPEBbLILLATL YUCAO, ONpeaeneHHOe U3rOTOBUTENEM Kak
HeOesonacHoe. Ecnv n3rotoButens He onNpeaenun 3To YUCNOo, CpeaHee YNCIO YacTUL HE AOIDKHO NPeBbILLIATL
100 yactuu/mn aAnsa yactuy pasmepamu 6onee 5,0 Mkm u 5 yactuw/mn ans yactuy pasmepamu 6onee 25 mkm.

COOTBETCTBUE AOMMKHO ObITb NOATBEPXAEHO NPOBEPKOW aHanM3a KOHCTPYKUMK, NPeaoCTaBNEHHOrO U3-
roToBMTENEM, NPU HEOOXOAMMOCTU — AOMOSMHUTENBHO pacHeETamMu U3rOTOBUTENSA M AAHHLIMW TECTOBbIX UC-
CrneaoBaHuNn.

14.3 [JononHeHwue:

3710 TpeboBaHue TaKkke OTHOCUTCA K MarepuanamM CUCTEMbI LIMPKYNALMK XMAKOCTU UMNNAHTUPYEMOro
Hacoca (KOCBEHHbIN KOHTaKT C XXUAKOCTbIO).

Buonoruyeckass COBMECTUMOCTb MOXET ObITb OLIEHEHA B COOTBETCTBUM C OAHOW UNU HECKOSNbKUMU Ya-
cramm MCO 10993, Hanpumep, NCO 10993-1 [4].

JononHUTENbHbIA NOANYHKT:

14.101

Ans uMnnaHTupyembiX MHPY3UOHHbIX HACOCOB, TPEOYIOLLMX NEPUOAUHECKOrO NONOMHEHMUS NeKapCTBEH-
HOro BeLLEeCTBa, U3roTOBUTEMb AOMKEH YCTAHOBUTb MaKCUMarnbHbIA WHTEPBAN, B TEYEHME KOTOpPOro nekap-
CTBEHHOEe BeLUecTBO OyaeT nogaepxuBaTb aKTMBHOCTb Ha YpOBHe MO KpaiHel mepe 90 % OT UCXOAHOrO,
UMEIOLLIerocsi nocrne 3anofHeHus pesepeyapa Hacoca. [ns Kaxgoro 3asiBEHHOr0 NEKapCTBEHHOIO Belle-
CTBa M3roToBUTENEM AOMKeH ObiTb OonpeaeneH uHTepsBan cTabunbHOCTU NpU TemnepaTtype Tena 4Yenoseka
(cm. 28.8). Kpome TOro, AOMKHO BbITh OLEHEHO HanUuMe NoTeHUManLHO OnacHbIX NPOAYKTOB pacnaaa nekap-
CTBEHHOrO BELLECTBA B TEYEHUE YCTAHOBMNEHHOrO MHTEpBana CTabunbHOCTH.

COOTBETCTBUE CYUTAETCA NOATBEPXKAEHHbIM, €CNu 3anucu, NPeaocTaBleHHbIe U3roTOBUTENEM, MOA-
TBEPXAA0T, 4TO 6e30NacHOCTL U KA4EeCTBO NEKAaPCTBEHHOIO npenapaTa Obiu NPoBepeHbl C UCMNONb30BAHUEM
Hagnexawmx MeToaoB.

15 3awmTa nauneHTa unu Nonb3oBaTtens oT Bpeaa, BbI3BaHHOTO BHEWHUMM
(bVIBVI'-IGCKVIMVI OCOOEHHOCTAMM aKTUBHOIO nMmnnaHTupyemoro MeguumuHCKoro
unsgenus

MpumenstoT cooTBeTcTBYOWMI pasgen NCO 14708-1, 3a UCKMIOYEHMEM CReayoLLero.

15.1 N3ameHeHue:

Pasgen 23 MOK 60601-1:1988 3ameHeH Ha nogpasgen 9.3 M3K 60601-1:2005 (cm. pasgen 5).
CoOTBETCTBUE AOIMKHO GbITh NPOBEPEHO cornacHo M3K 60601-1.

16 3awuTa nauneHTa oT Bpena, BbI3BaHHOIO ArEeKTPUUYECKUM TOKOM

MpumenatoT cooTBeTcTBYIOWMI pasgen NCO 14708-1, 3a UCKNIOYEHMEM CReaYIOLLEro.
16.1 UsmeHeHue:
Paspen 19 MOK 60601-1:1988 3ameHeH Ha nogpasaen 8.7 MOK 60601-1:2005 (cm. pasgen 5).
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16.2 [lononHeHwue:

Ecnu pesynbraTtbl OLEHKM CTENEHM pUCKa UMK ApYrUe AaHHble (Hanpumep, onybnuKoBaHHbIE AaHHble
nuccnegoBaHuii, TECTOBbIE NCCIIEA0BAHNUA, PACHETbI) YKaXKYT, UTO ANA OTAENbHbIX BUAOB NPUMEHEHUA npeaen
He AO0MKEH NPEBbILLATL 1 MKA, ANsi CHUXKEHUSI pucKa AONYCTUMBbIA Npeaen AOMKEH ObiTb U3MEHEH.

17 3awuTa nauueHTa or BpéeAaa, BbiI3aBaHHOIo TenfoBbIAeNTIEeHUAMU

3ameHa:

Hu ogHa 13 HapyXHbIX MOBEPXHOCTEN UMMNAHTUPYEMON YacTu HAcOCa He AOIMKHA HarpeBaTbes bonee
yeM Ha 2 °C BbILLE HOPMANLHON TEMNEPATYPbI TENa NauMeHTa kak npu ctabunsHon paboTe, Tak U B YCIIOBUAX
€MHUYHOrO 0TKa3a, eCrnu M3roTOBUTENb HE YKAXET, YTO Bonee 3HaunTenbHoe NoBbILIEHWE TEMNepaTyphbl Le-
necoobpasHo Ans NPUMEHEHUS B 0COObIX Crny4asnx.

Ons noaTBepXaeHusi COOTBETCTBMSA HEOOXOAMMO MpOaHanNU3MpoBaTb AOKYMEHTaUUKO WU3roTOBUTENS,
BKIIOYas pesynbTaTtbl MOAENUPOBAHUSA, aHANM3 KOHCTPYKLMUM UMK OLIEHKY CTENEHMU pucKa, TECTOBbIE UCCNEA0-
BaHWUA UNW Apyrue COOTBETCTBYIOLLUE JOKYMEHTbI.

Il pnmMmedaHne — COBpeMeHHbIe ucenegoBaHWA NOKasbiBakoT, YTO B 3aBUCUMOCTU OT MECTOMNONOXEHNA onpe-
[JeneHHoW TKaHW B Tere YyernoBeka TeMI'IepaTyprIVI npegen 2 °C HaknagblBaeT U3nuLIHue orpaHu4eHuns. YyutelBas ato
06CTOATENLCTBO, U3rOTOBUTENL MOXET npuBecTn ceoe obocHoBaHMe.

18 3awmuTa OT MOHM3NPYIOLLETO U3SYUYEHUS], BbIOEIIAEMOro UM UCMYCKaeMoro
AKTUBHbLIM UMMJIAHTUPYEMbIM MEAULIMHCKUM U3gernuem

MpumeHsoT cooTBETCTBYOWMIA pasgen NCO 14708-1.

19 3awmTta OoT HeNpegHaMepPeHHbIX BO3OENCTBUM, BbI3BaHHbIX U3aeriMemMm

MpumeHsoT cooTBeTCTBYOWMIA pasgen NCO 14708-1, 3a UCKMIOYEHNEM CREQYIOLLETO.

19.2 3ameHa:

Ecnu cpok cnyx6bl (cm. 3.110) umnnaHTupyemMoro MHdy3MOHHOIO Hacoca 3aBUCUT OT UMMITAHTUPOBAH-
HOrO MCTOYHMKA SNEKTPOIHEPrum, TAKOro kak Barapes, U3rotoBuTeNb AOIMKEH NPeayCMOTPETb B U3AENUN UH-
avkatop, npeaynpexaatolmii 0 HU3KOM 3apsiAe UCTOYHMKA SMEeKTPOIHEPrun. M3roToButenb Takke AOMMKEH
ONMpeaenuTb NPOAOIHKUTENBHOCTL CPOKA CyXObl UCTOYHMKA AMEKTPOSHEPrMK NOCHE NPeaynpPeXXaeHns 0 H13-
KOM 3apsge.

Ona noaTBepXaeHUs COOTBETCTBUSA UCMONb3YETCH aHanM3 KOHCTPYKLUMM, NPEACTaBMNeHHbIA U3roToBUTE-
nem v NOATBEPXKAEHHbIV pe3yrnsTaTaMu UCMbITAHUI B COOTBETCTBYIOLEN hopme.

[l punmMmedyaHne — HaCTOHU.U/IVI NOANYHKT Takke NpUMeHUM K nepesapaXXarlWumMca NCTOYHUKaM SHEPIrun.

19.3 3ameHna:

KOHCTpYKUMA MMNNaHTUPyemMoro MHAY3MOHHOIO HaAcoca AOMKHA UCKMYaTh BO3MOXHOCTb BO3HUKHO-
BEHUS HEAONYCTUMOTO pUCKa B Criydae oTkasa moboro u3 KOMMNOHEHTOB, YaCcTU U3AENUA UMK NPOrPaMMHOIO
obecneyeHus (ecnu n3genue UMEET BCTPOEHHYIO NEKTPOHHYIO CUCTEMY MPOrpaMMUPOBaHNUS).

MeTtop oueHku. OueHKa pUCKOB U MEHEIXKMEHT PUCKOB OCYLLIECTBIIAOTCS B COOTBETCTBUU C ONMyOnuKo-
BaHHbIMK CTaHgapTamu, Takumu kak MCO 14971 [5].

COOTBETCTBUE JOIMKHO ObITb NOATBEPXKAEHO OTHETAMU MEHEIXKMEHTA PUCKOB MU 9KBUBANEHTHLIMU [0-
KYMEHTaMu U3roTOBUTENS.

19.4 NameHeHue:

Ccucrtema OUEHKM U3MEHEeHa AN BO3MOXHOCTW MPOBEAEHUS KITMHUYECKUX UCCMEAOBAHUI B COOTBET-
CTBUM C ONyBnNMKOBaHHbIMK CTaHAapTamu, Takumm kak MCO 14155-1 [6] unu NCO 14155-2 [7].

JononHuTenbHbIN nogpasaen:

19.101 OAna umMnnaHTMpyemMoro UHMY3MOHHOIO Hacoca C pasnUYHbIMKU CKOPOCTAMU MHAY3UKU, Coaep-
KaLlero UMNIaHTUPOBAHHLIA NCTOYHUK SNEKTPO3HEPTNM, CPOK Cny>xObl JOIMKEH ObITb onpeaeneH aAns aua-
nasoHa CKOpOCTen MHAY3UK, ANs pasnnyHbiX 06LEMOB MPU €XEeAHEBHOW HENPEPbLIBHON MHAY3UK U T.4. CKO-
POCTU KPATKOCPOUHBIX MHADY3MIA, NPEBbILIAIOLLME TUMUYHbIE TEPANEBTUHECKUE CKOPOCTU, HO HE BNUSAIOLLME HA
[ONrOBEYHOCTb U3AENUSA, UCKIIOYAIOTCA U3 pacyeTa cpoka cnyxbbl nsgenus (cm. 28.19).

COOTBETCTBUE JOIHKHO ObITb NOATBEPKAEHO OLIEHKOW aHanm3a KOHCTPYKLUKU, NPOBEAEHHOTO U3roTOBU-
Tenem, ¢ HeOOXOAMMBIMU pacHETaMU M JaHHBLIMUW UCMLITAHUIA B COOTBETCTBYIOLLEN (DOPME.
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20 3awuTa usgenus oT NOBPEXAEHUN, BbI3BaHHbIX NPUMEHEHNEM HapYXHbIX
nedubpunnaropos

MpumeHsioT cooTseTcTBytowmi pasgen MCO 14708-1.

21 3awumTa u3genusa otT K3SMEHEHUN, BbI3BaHHbIX 3NMEKTPUYECKUMU NOMAMMU
BbICOKOW 3HEeprum, NpuriokeHHbIMU HENOCPEACTBEHHO K NaLUEeHTY

MNpumeHsioT cooTBeTcTBytOWMI pasaen MCO 14708-1.

22 3awuTa aKTUBHOTO UMNIMaHTUpyemMoro MeauunuHCKoro nsaenua oTt
U3MEHEHUN, BbI3BaHHbIX MPUMEHEHNEM pa3HOpPOAHbLIX BUAOB NMeYeHun

JononHexue:
[lomkHO GbITb PACCMOTPEHO BIUSAAHWE APYrUX METOAO0B AMArHOCTUKU WU NEYEHUN, TaKMX KaK MarHUTHO-
pesoHaHcHasa Tomorpadusa (MPT), N03UTPOHHO-3MUCCUOHHAA Tomorpaduma (MI3T), nuToTpuncus u T.4.

23 3awuTta aKTUBHOTO UMIMNAHTUPyeMoro MeauuuHCKoOro n3genua ort
BO34ENCTBUA MEeXaHU4YEeCKUX CUrn

MpumenHsioT cooTseTcTByoWwMi pasgen UCO 14708-1, 3a UCKNOYEHUEM cneayoLwero.

23.1 3ameHa:

HeumnnaHTupyembie 4actu UMNNAHTMPYEMOrO MH(PY3MOHHOTO HACOCa AOSMKHLI COOTBETCTBOBATL NOJ-
pasgeny 15.3 M3K 60601-1:2005 (cMm. pasgen 5). HeumnnaHTupyemble 4acTu, NePeHOCUMbIE NALUEHTOM,
JOIMKHBI BbIAEPKUBATL NO TPU yAAapa B TPEX PasNUYHLIX HANPaBNEHUAX, KOTOPbLIE MOTYT CRYYUTLCA NPU HOP-
ManbHOM MUCMONb3oBaHUM (CM. NoanyHKT 15.3.4.1 M3OK 60601-1:2005).

COOTBETCTBUE AOMKHO ObITb NPOBEPEHO cornacHo M3K 60601-1.

23.2 laMeHeHue:

KOHCTpyKLUMS MexaHu3ma Hacoca AO0MKHA BbIAEPXUBATL MEXaHUYECKOE BO3AEUCTBUE, KOTOPOE MOXET
BO3HUKHYTb MPU HOPMAanbHbIX YCIOBUAX UCNOMNbL30BaHUSA:

a) pabouas nonoca yacToT: ot 5 go 500 Iy;

b) cnekTpanbHas NNOTHOCTbL MoLHoCTY: 0,7 (M/c2)2/Ty;

€) hopma cnekTpanbHOW NIOTHOCTU MOLLHOCTU: NOCKasA ropu3oHTanbHas ot 5 Ao 500 Ny;

d) npogomKMTENBLHOCTL TECTMPOBAHUS: 30 MUH MO KaXAoW U3 Tpex B3auMHO NEPNEHANKYNAPHBLIX OCEN.

Ecnu nocne BbINONHEeHWsA npoueaypbl NPOBEPKM MEXaHU3M Hacoca OyaeT COOTBETCTBOBATL 3asiBMIEH-
HbIM TEXHUYECKNM XapakTepuCTUKam, COOTBETCTBUE NOATBEMKAAETCA.

24 3awuTta akTUBHOrO UMMMAHTUPYEeMOro MeAULMHCKOro usgenus or
NoOBpPeXAeHUN, BbI3BaHHbIX 3NIEKTPOCTAaTUYECKUM Pa3psiaom

3ameHa:

HeumnnaHTupyemMble 4acTu UMNIAHTUPYEMOTO MHADY3MOHHOTO HAcOCa AOSMKHbI COOTBETCTBOBATL MYH-
kTy 6.2.2 MOK 60601-1-2:2007 (cm. pasgen 5).
CooTeeTcTBUE nNposepsetca no MOK 60601-1-2.

25 3awmuTa akTUBHOrO MMMMAHTUPYEMOro MeauLMHCKOro usgenus ort
NoBpeXAeHUN, BbI3BaHHbIX U3MEHEHUAIMU aTMOC(EepPHOro gaBrieHUs

MpumeHsoT cooTBeTcTBYOWMIA pasaen NCO 14708-1.

26 3awmTa aKTMBHOTO UMMJIAHTUPYEMOro MeAULIMHCKOro usaenus or
NOBPEXAEHUN, BbI3BaHHbLIX U3MEHEHUsIMU Temnepartypbl

lMpumMeHstoT cooTBeTcTBYOWMI pasaen MCO 14708-1, 3a UCKNIOYEHUEM CREAYIOLLETO.
26.1 NIaMeHeHue:
Pasnen 42 MOK 60601-1:1998 3ameneH Ha nogpasaen 11.1 M3OK 60601-1:2005 (cMm. pasaen 5).
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27 3awmTa aKTMBHOrO UMINJIAHTUPYEMOro MeaQULIMHCKOro usaenus or
3NEeKTPOMarHUTHOro HEMOHU3UPYIOWEro U3ny4YeHus

3ameHa:

27.101 MNomexoyCcTOMYMBOCTb

MMnnaHTMpyeMble yactu MHd)ySMOHHOFO Hacoca He AO0MKHbI HAHOCUTL BPEd UINK Bbi3blBaTb NOKarbHOE
yBenu4ieHne NMIoTHOCTU 3NEeKTPUYECKOro Toka B Tene nauueHta scneacrasMe BOCNPUUMYUBOCTU K ANeKTpuye-
CKUM BO3£lel7ICTBMFIM BHELWHNX INEKTPOMArHUTHbIX noneﬂ, HeucnpaBHOCTU, NOBpPEXAEHUA UINKU HarpeBa U3aenusa.

CootBeTCTBME AOMKHO ObIThb MOATBEPXAEHO aHANW3OM PE3ynbTartoB UCMLITAHUA U AOKYMEHTauuen,
NOAroToBNEHHOW U3roTOBUTENEM, AN UCMbITAHUI cornacHo 27.103 — 27.106.

27.102 OGwue ycnoBua UCNbITaHUIA

a) Pexxum paboThl

Bo Bpems ucnbITaHMA HA NOMEXOYCTOMUMBOCTb BCE (PYHKLUUU UMMNAHTUPYEMOTO MH(Y3UOHHOIO HACco-
Ca, CBSA3aHHbIE C OCHOBHbIMM (DYHKUMOHANbHLIMU XapaKTePUCTUKAMMU, JOIDKHbI ObITh UCTILITAHbI B PEXUMAX,
HanGonee BaXHbIX C TOMKW 3PEHMA COCTOSIHUA NAaLMEHTa, ONpeaerneHHbIX Ha OCHOBaHUM aHanuMs3a pUCKOB.
B ucnbiTarenbHOM AOKYMEHTALUMKN AOMKHbI ObiTh NEPeUnCrieHbl (PyHKLMKU U UCTNONb3YEMbIE PEXUMBDI.

MpuMedaHue 1— Hanpumep, 0OCHOBHLIE DYHKLMOHANbHLIE XapaKTepUCTUKN MOTYT BbiTb CBsI3aHbl C TOYHO-
CTbIO U MOBTOPSAEMOCTEIO, @ HAaCOC C PasfnYHbIMU CKOPOCTAMWU MHADY3NM MOXKET UMETb HECKONBKO PEXUMOB paboThl (Ha-
npuMep, MHY3NSA C NOCTOAHHON CKOPOCTBIO). [MosTOMY LienecoobpasHo NpoTeCTUPOBaTb HECKOMNBbKO PEXUMOB.

MpuMmeyvyaHune 2— CKOPOCTU UHAY3NUK, BEIGpaHHbLIE ANA UCNBITAHUA, MOTYT BbITb CBSA3@HbI CO CTaHAapTHLIM
“cnonb3oBaHUeM, HanpruMep, NMPOMEXYTOYHbIE CKOpOCTU. 3TO Lienecoobpa3sHo B TOM cryyae, Korga pe3ynsrar UCnbITaHUiA
Hacoca Ha NMoMexXoyCTOMYUBOCTL HE 3aBUCUT OT CKOPOCTU MHAY3UKN. Bonee Bbicokas ckopocTb MHAY3UM 0bnerynT obHa-
pYXeHWe U3MeHeHWU B JocTaBke Hdy3aTa. BelbpaHHasa ckopocTb JOMKHa COOTBETCTBOBATL BPEMEHU, OTBEAEHHOMY Ha
ucnbiTaHue. [nuHa kateTepa, onpegenstolas ckopocTb NpW NOCTOSIHHOM NOTOKE, HE MMEET HUKAKOro BIMSIHUS Ha nome-
XOYCTON4MBOCTb Npu paboTe, HO [OMMKHA ObITb AOCTATOMHOW A1 NPOBEAEHNS UCTIbITaHUA.

b) Kputepumn acphekTMBHOCTH

B ycnoBusix npoBeaeHMa UCMLITAHWA, YKa3aHHbIX B pasgene 27, kaxaaa yHKuMA UMNNaHTUpPyemoro
MHMY3NOHHOIO Hacoca [cM. 27.102, nepedncneHune a)] AomkHa ObiTb OLIEHEHA C TOYKM 3peHus obuien npo-
M3BOAUTENBLHOCTU C NPUMEHEHUEM COOTBETCTBYIOLLUMX KPUTEPUEB, YKasaHHbIX B Tabnuue 101. Ecnu npouns-
BOAUTENbHOCTb UCMBLITYEMOrO U3AENusA yA0BMNETBOPAET TPeOyeMbiM KPUTEPUSAM, PErMaMeHT Tecta (TeCToB)
BbINONHEH. M0 kpuTepuio B yxyaweHne xapakTtepuctuk, notepsa MyHKLMN UM HENPEAYCMOTPEHHAA peakuuna
ABNAIOTCA AONYCTUMBIMM, ECMW 3TO HE NPUBOAUT K HEAOMYCTUMOMY PUCKY.

MpuMeyaHune — OueHKa CTENEHN pUCKa MOXET NoKasaTb, YTO OMACHOCTb, CO3AiaHHas B pesynsrate yxyalue-
HUSA XapaKTepPUCTUK, MOTEPU (OYHKLMU UNK HENPeABUAEHHOR peakuuu, He NPUBOAUT K HELOMYCTUMOMY PUCKY.

Cnegaytowme OTKIOHEHUS HEAOMYCTUMBI:

- 0TKa3 9rNeMEHTOB;

- I3MEHEHUA NPorpaMMMpyeMbIX NapaMeTPOB HACTPOEK;
- cOpoC K 3aBOACKUM HACTpONKaMm;

- U3MEHEHUE pexmma paboTbl;

- NOXHble TPEBOTY;

- Havyano nobol HenpeaHaMepEeHHON paboThbl.

Tabnunya 101 — Obwue KpUTEPUN KavecTBa UCNLITYEMOro U3Aenusa Ans UCMbITAHUA NOMEXOYCTONYUBOCTU COFNAcHo
pasgeny 27

Kputepuit Bo BpemA TecTa Mocne TecTa PesynbraTthl TecTa
A PaGoTa B cooTBETCTBUM C HasHa- | PaboTa B COOTBETCTBUM € HazHayeHueM | 27.103 —1 MTn
YeHueMm
OTtcyTcTBUe NOTepb PYHKLUUN OTtcyTeTBUe NOTEPb PYHKLMK 27.104 — A-nuHnA
OTcyTcTBUEe  HenpeaHaMmepen- | OTeyTeTBUE  yXYAWEHWA Xapaktepu- | 27.105 — 16 B/m
HOW peakuyun CTUK. 27 106 — 40 MBT
CooTBeTcTBYET cneyudukaLum ycTpoii- ’
cTBa
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OkoHYyaHue mabnuupi 101

Kputepuin Bo Bpemsa TecTa Mocne TecTa PesyneraThl TecTa
B Honyckaetcs, ecnu otcyTeTByeT | PaboTa B COOTBETCTBUM € HazHaveHueM | 27.103 — 50 mTn
HenpuemMnemblin puck
CHuxeHwue npounssoautensHocTn | OTCyTCTBUE NOTEPb DYHKL MK 27.104 — B-nuHuga
[MoTeps dyHKUMU OTcyTecTBUE XY LLUEHU XapakTepnucTuk | 27.105 — 140 B/m
HenpeaycMmoTpeHHas peakLuus CoOTBETCTBYET crieLmpukaLmmn ycTpomn-
cTBa.
MoTepsiHHbIe YHKLUMU JOMKHBI ObITb
CaMOKOMMEHCPOBaHbI
C OnpegensaeTca U3rotoBuTenem OnpegenseTtca narotosutenem 27.106 — pononHuTenbHbIE

3Ha4YeHuA

TecTtoBas AOKYMEHTaLMA AOMKHA BKMOYaTb B ceba nogpobHyo nHdopmaumio 06 NCnonb3yemMblix Kpu-
Tepusix Ka4ecTBa, ONUCaHUe METOAOB, UCNOMb3yeMbIX AN NPOBEPKM MPOU3BOAUTENBHOCTU, 0OOCHOBaAHME
MoBLIX UCMOMb3YEMbIX AOMYLLEHWIA HACTOALLEro NOAMYHKTA M OTYET O pesynbratax UCMLITAHWA, B KOTOPOM
yKasaHbl xapaktepuctuku NY oTHOCUTENbHO Kputepues A, B unu C.

B conpoBoanTENbHOW AOKYMEHTALMMN JOMKHbI OblTb ONUCAHBI BbISIBMIEHHbIE B PE3ynbTarte npoBepKU Mo-
Mex0oyCTonuYnBOCTM LY anekTpomarHuTHble noMexu, O KOTOPbIX NauueHTy HeobxoauMo 3HaTb unu nsberartb
ux (cm. 28.22).

¢) KoHctpykuyua Y

Mepen kaxabiM UCMbITAHMEM HEODXOAMMO 3anOSIHUTL PE3EPBYap Hacoca COOTBETCTBYIOLLEH >KUAKO-
CTbIO (OKpALLEHHYIO XUAKOCTb ferye KOHTPONMpPOBaTh), KOTOPas B TEYEHWUE UCTbITaHUW NepeKaynBaeTcs B
KOHTenHep. OueHKy Npon3BoaAUTENLHOCTU Y NPOBOAAT KOHTPONEM MOCTYNIEHUS XXUAKOCTU U3 KaTeTepa.

OBbeM XMAKOCTU U, NP HEOBXOAUMOCTK, pa3Mep U ANNHA KaTeTepa AOIKHbI ObITb 4OCTAaTOUYHbLIMU AN
nogaepxaHua padoyero pexuma [cM. 27.102, nepeuncneHume a)] BO Bpemsa NpoBeAEHNUSI UCMbITAHUA.

NY pomKHO COCTOATb U3 MEXaHM3Ma Hacoca U nobow Apyro MMNNAaHTUPYEMON YacTu, HEOBX0AUMON
AN BbINOMHEHUA LENeBOro HasHayeHus.

[oKkyMeHTaums no TECTUPOBAHUIO AOSPKHA COAEPXKaTb onncaHme KoHgurypauumn NUY n ycnosui okpyxa-
IOLLEN cpedbl, B KOTOPbIX MPOBOAMTCA UCTbITAHUE (HanpuMep, TemMneparypa u AaBneHue).

d) Mposepka He HAbnAaeMbIX B HOpMeE (PYHKLUMIA

Heobxoanmo npeaycMoTpeTb METOAbI MPOBEPKM (PYHKLMIA, KOTOPLIE HE HAaBMAAKTCA NPU UCTIBITAHUSIX
[em. 27.102, nepeuncnenue a)]. Ans aT0ro MoXeT NoTpeboBaTLCA UCNOMNb30BAHUE cneluanbHblX annapaTHbIX
UnNKU NPOrpaMMHbIX CPEeACTB.

PaGoTy chyHKUMM Heo6X0AUMO NPOBEPUTL BO BPEMS UCMbITAHUIA. ECNK 9TO HEBO3MOXHO, NPOBEPKY Crie-
AyeT NpoBeCcTU No3gHee.

€) imnnaHTupyemMble MH(PY3MOHHbIE HACOChI, MCMOMNb3YOLLME DECNPOBOAHYIO TENEMETPUID

KpuTtepuin B gnga npoBepkn PyHKLMM TENEMETPUN NPUMEHAETCH B BUAE UCKITIOYEHUS ANA yAOBNETBOpe-
HUA TpeboBaHun 27.102, nepeuncneHue a). Bce octanbHble hyHKUMM AOMKHBI COOTBETCTBOBATL YKa3aHHbIM
TpeboBaHuAM.

lpynna ucknioveHuit He AomkHa ObiTb Bonblue, Yem 3T0 HeobxoaumMo AnA paboTbl B COOTBETCTBUM C
HasHa4YeHueMm.

f) UmnnaHTupyembie MHPY3MOHHbIE HACOCHI Be3 ANEKTPUYECKON (PyHKLUK

Ha wMnnaHtupyemMble MHAY3UOHHbIE HACOChl 6e3 ANEeKTPUYEeCcKon YHKUMKM (Hanpumep, HacoCbl Nojg
[aBNEeHNEM C NOCTOSIHHOW CKOPOCTbIO MH(PY3UKM, He paboTatolmue OT SNEeKTPMUECTBA) UCMbITaHMsA no 27.104,
27.105 1 27.106 He pacnpoCTpaHATCS.

27.103 3awumra OT NOCTOAHHOr0 MarHUTHOro nons

OueHky paboTbl UMNNAHTUPYEMOTO UHAY3UMOHHOTO HAacoca Mpu MOCTOSHHBLIX MarHUTHbIX MONSX NPOBO-
OAT nyTeM Bo3aencreusa Ha Y aByx ypoBHEN CTaTUYECKUX (HE M3MEHSIOLLMXCA BO BPEMEHUN) NOMEN.

MeToauka TectupoBanusa. O6Lme ycnosusa UCNbITaHWA npuBeaeHsl B 27.102.

YpOBHU UCMbITAHWIA. VICMONL3YIOT ABa YPOBHS HAMPSHXKEHHOCTU 3MEKTPOMArHUTHOIO MONs, K KaKaoMy
NPUMEHSIIOT Pa3nuyHble KpuTepun kadectsa. MY fomkHO ObiTe NOABEPrHYTO BO3AENCTBUIO MArHUTHOTO NONs
HWXKHETO YPOBHA UHAYKUMM 1 MTN C NPUMEHEHMEM KPUTEPUA KavyecTBa A, Kak yka3aHo B 27.102, nepedyucne-

10
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Hue b). BTOpoil ypoBEHb MarHUTHON MHAYKUWKW, paBHblii 50 MTN, AO/MKEH BbiTb UCMOML30BaH C NPUMEHEHUEM
Kputepus kadvectsa B.

Cxema M3MepeHusi. YCTPOICTBO reHepupoBaHUS MarHUTHOrO Mo/ssA AO/HKHO BOCNPOW3BOAUTL None ¢
ofHopoaHoCcTL oT 0 o nawc 3 gb Ha naowaan paguycom MUHUMYM 7,5 CM, Nexallein B napansiesnibHown
annapaTty ni0cKoCTu. dTa NI0CKOCTb ByAeT HasbiBaTbCH LieHTpasibHO. OfHOPOAHOCTb MarHUTHOro Mons 3a-
[aHa TONbKO B LeHTpasibHOM MI0CKOCTU, coaepxalleil MHUMble ocn Y u Z. O4HOPOAHOCTb MarHUTHOIO NOMs
He coxpaHsieTcs BAO/Ib NOOXUTENbHOIO M OTpULLATENIbHOTO HanpaBAeHWn MHUMOI ocn X, KoTopasi NpoXoauT
yepes LEeHTp n3genvs nepneHankynsipHo K LeHTpasibHOW MNOCKOCTHU.

[na 60/blUMHCTBA CXEM MCMbITaHuii (cm. 27.102) nnowagb paBHOMEPHOro noss paguycom 7,5 cm fo-
cTaTtoyHa Ana nokpbitua WY. MHaye nnowajb paBHOMEPHOro nossa cnefyeT yBenmumsaTb A0 YA40BNETBOPEHUSA
TpeboBaHMAM HacToswero noanyHkra. MY pasmeliaeTcsa B LEHTPe LEeHTPasibHON NAOCKOCTW, B KOTOPOM Mar-
HWTHOE Mone ABNSeTCA Hambonee paBHOMEPHbIM. MM10CKOCTb MOBEPXHOCTU LY Ao/mkHa 6biTb pacnonioxeHa
napasanenbHO LeHTPasIbHOV NN0CKOCTM (3TO obecneymBaeT pasMeLleHne NOBEPXHOCTU MHAPY3MOHHOTO Hacoca
B 06n1acT Haubonblueli KOHUEHTPauuM NepBUYHbIX SIMHWIA MarHUTHOrO NOTOKa, KOTOpble MeprneHauKy/ISpHbI
K LeHTpasibHOl nnockocTn). Takoe pacnonoxeHue ssnsetcsa obssarenibHbiM Ana WY. MNonoxeHne katetepa
[OMKHO 061eryatb KOHTPO/b AOCTABKM XUAKOCTU BO BPeMs UCNblTaHui (cMm. 27.102). PacnonoxeHue no6oro
[ONONMHUTENbHOIO 060pyA0BaHNA, HEO6X0AMMOro AN paboTbl Hacoca WM KOHTPOASA ero paboTbl BO BpeMms
UcnbITaHWii, AO/MKHO ObITb BbIGPAHO TakMm 06pa3oM, YTOGbl BHOCUTb MUHMMasIbHblE N3MEHEHUS B OLHOPOA-
HOCTb nons.

MeToamka ucnbiTaHuii. KOHTpoOnb npou3BoguTenbHoCTn WY cnegyeT npoBoAuTb Kak MUHUMYM B Teye-
Hve 10 MMH Ha KaXXAOM YPOBHE WCMbITaHWA.

OueHka pe3ynbTaTtoB MCMbITaHWA. HeobxoAnMmMo MCNob30BaTb KpuTepuii kadectsa A (Mpy 1 MTh) u kpu-
Tepwuit kayectBa B (npn 50 MTn) cornacHo 27.102, nepeuncnexmve b).

27.104 3awmta OT MarHUTHbLIX noneii B gnanasoHe ot 10 My go 30 Mly,

OUueHKY MMNNaHTMPYyeMOro MHY3MOHHOro Hacoca B AuanasoHe vacTtoTt ot 10 'y go 30 MIy npoBogATt
nyTeM BO3[eACTBUSA NOCTOSHHbIX U NePeMeHHbIX MarHUTHbIX noneli Ha WY.

MeToamka ucnbiTaHnii. O6LLMe yCNoBUS UCNbITaHUIA NpuBegeHbl B 27.102.

YpOBHN MCNbITaHWA. TeCTOBble YPOBHW MArHUTHOrO MoJs nokasaHbl rpaduyecku Ha pucyHke 102 (cpeg-
HekBafpaTuyHoe 3HayeHne B A/M). YPOBHW UCMbITaHW BapbUPYHOTCA B 3aBUCMMOCTU OT YaCTOTbl U KpUTEPUEB
KayecTBa [cm. 27.102, nepeuncneHve b)]. CnoWwHON NnHMen Ha pucyHke 102 0603HaYeHbl YPOBHM BO3feEit-
CcTBMA Ha MY c ncnonb3oBaHWeM KpuTepus kavectsa A, Kak ykasaHo B 27.102, nepeuucnieHune b). MyHKTMp-
HOW— YpOBHW BO3[EICTBMSA C MCMO/b30BaHWEM KpuTepus kadecTBa B. B pamkax 3Toro nognyHKTa JvMHUW
UMEHYITCA KakK A-IMHWA 1 B-nnHna cooTBeTcTBEHHO. K WY nprMeHsoT ob6a Habopa TeCTOBbIX YPOBHEIA.

2
<

1— J1-nuHUA (TECTOoBbIE YPOBHW MO KPUTEpWMIO kavecTBa A\ 2 — B-NMHWS (TECTOBble YPOBHW MO KpUTEPUIO kadecTsa B)
PucyHok 102 — TecToBble YPOBHM MarHMTHOro nons (cpefHeksagpaTnyHoe 3HavyeHue)

UncneHHble 3HAYEHUs1 TECTOBbLIX YPOBHE MAarHWTHOrO Mosisi B 3aBUCMMOCTM OT YacTOTbl MpUBEAEHbI B
Tabnmue 102.

n
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Tabnuya 102 — TecToBble YPOBHU MarHUTHOIO Nossi

YpoBeHb MarHUTHOro Nonsa AnsS NuHuKM A YpoBeHb MarHuTHoro nonsa Ans nuHum B
[nanasoH 4YacTorT,
Ky HanpsaxeHHocTb Mar- MarHuTHasa UHAYKUMS HanpsxeHHoOCTb Mar- MarHuTHaa uHayKumMa
HUTHOro nons H, A/Mm B, MKTn HUTHOro nonsa H, A/m B, MKTn
0,01—0,06 795 1000 _ —
0,06—0,3 47 7/f 60/f _ —
0,3—3,0 47, 7/f 60/f 159 200
3,0—100 15,9 20 159 200
100—30000 1590/f 2000/f 15900/f 20000/f
[TpuMeyvaHune —f—yacToTa, BelpaxeHHasa B kI'L. XapakTepUuCTUKU MarHUTHOro Nons npueBeaeHsl B cpefiHe-
KBafpaTU4HbIX 3HaYEHUAX.

Cxema unamepeHus. OQHOPOAHOCTb MArHUTHOTO MOMNsi, FEHEPUPYEMOr0 WCNbITATENbHOW KaTyLUKOW
(kaTyLuKkamu), JOrmKHA COOTBETCTBOBATL AAHHbLIM Tabnuubl 103. OgHOpOAHOE NONne AOIMKHO CyLUEeCTBOBaTb
Ha nnowaguM paguycom MUHUMYM 7,5 CM napannenbHO Katywke. 3Ta NNOCKOCTb OyaeT HasbiBaTbCs LIEH-
TpanbHoW. O4HOPOAHOCTb MArHUTHOTO NOMA 3a4aHa TONMbKO B LEHTPanbHOW NAOCKOCTU, CoaepKallein MHu-
Mble ocu Y u Z. OHa He COXPaHAETCA BAOMb NOMNOXMTENBHOIO U OTPULATENLHOrO HanpaBneHWn MHUMON OCU
X, KOTOpas NPOXOAUT Yepe3 LIEHTP KaTyLKW NepneHANKYNApHO K LEHTPanbHOW NOCKOCTHY.

[na 6oNbLUMHCTBA CXEM MCNbITAHWSA NNoOWAAb paguycoM 7,5 CM paBHOMEPHOIO MONA AOCTaTOYHA AnA
nokpbiTus Y. MHave nnowaab cneayer yBenuUuTb 40 YAOBNETBOPEHUS TPEOOBaHUAM HACTOALLErO NOANYHKTA.

Tabnuya 103 — TpeboBaHUe K 0AHOPOAHOCTN MarHUTHOrO NoNA

A-NMHuA B-nuHnsa

f<100 kly, ot 0 go +1 ab
f>100 Iy, ot 0 ao +3 ob

MpumMedaHune — f— 9vactoTa, Ucnofnb3yeMas Npu UCMbLITAHNA.

300 My <f<30Mlu, ot0p0+3 86

MY nomeLuatoT B CONEBYIO BaAHHY NPOBOAMMOCTLIO 0,27 CM/M (3KBUBANEHTHOW 0O6bEMHOMY CONpPOTUBIIE-
HUI0 370 OM-CM) B LIEHTPE LIEHTParnbHOI NNOCKOCTH, [4e MarHUTHOE norne Hambonee paBHOMeEpPHO. MnockocTb
GonbLueli nosepxHocTu MUY pacnonaraetcsi napannensHo LIeHTpanbHoii (3To obecneunsaeT pasMeLLeHue no-
BEPXHOCTU Hacoca B 06nacTu HambonbLUe KOHUEHTPALMKN NEPBUYHBIX JIMHWUI MarHUTHOIO NMOTOKA, KOTOpbIE
nepneHanKkynapHbI K LLEHTPaneHoOW NnockocTun). Takoe pacnonoxeHue siBnsetcs obasarenbHbim ansa UY. Mo-
roXeHune kaTeTepa A40MKHO obneryarb KOHTPOSb 4OCTaBKM XMAKOCTU BO BpeMsi Tecta (cMm. 27.102). [lononHu-
TensHoe obopyaosaHue, Heobxoaumoe Ansa paboTbl M KOHTPONS BbIXOAHbIX XapakTEPUCTUK HAcoca, cneayet
BblBupaTb 1 pacnonararb Takum 06pas3om, 4TOObI OHO BHOCUIIO MUHUMASbHbIE U3MEHEHUSI B OAHOPOAHOCTb
nons.

MeTtoauka ucneiraHus. QuanasoH 4acTtoT TecToBbix curHanos ot 10 My 4o 30 MMy MOXEeT MeHATLCA He-
NPEpPbLIBHO UK nowaroeo. Ecnn ncnone3yerca HenpepbiBHAasA pasBeprka Nno 4actoTe, TO CKOPOCTb PasBEPTKM
[OMmKHa BbITb He Bonee yem 0,0003 gekapa/c. Ecnu nowarosass — pasmMep Luara B iekajie He AOJHKEH NPeBbl-
wartb F,, rae Fy— HavanbHas 4acToTa Kaxaoi aekafbl. HavyanbHas YacToTa kaaoii Aekaabl pasHa: 10 u,
100 Iy, 1 kly, 10 KMy, 100 kMY, 1 My, 10 MMy, Bpemsi 3agepXKkn Ha KaXkaoM Lare g0MmMKHO ObITb 4OCTATOYHO
BEnuko, utobbl MY ageksaTHO pearnpoBano Ha TECT-CUrHar, HO He meHee Yem 15 ¢,

McnbiTaTenbHble 4acToThl, MOSTYYEHHbIE C UCMONb30BAHUEM METOAA NOLIAroBOW YaCTOTHON Pa3BEPTKU U
YAOBIETBOPSIOLLUME MUHUMANbHBIM TPeBOBaHUAM, NpuBeaeHbl B Tabnuue 104.

Tabnuya 104 — TecToBble YacTOThI, C Y4€TOM TpeboBaHNS MUHUMANbBHOIO Lara pa3BepTky, KIL

0,01 0,02 0,03 0,04 0,05 0,06 0,07 0,08 0,09
0,1 0,2 0,3 0,4 0,5 0,6 0,7 0,8 0,9
1 2 3 4 5 6 7 8 9
10 20 30 40 50 60 70 80 90
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OkoHyaHue mabnuusl 104

100 200 300 400 500 600 700 800 900
1000 2000 3 000 4 000 5000 6 000 7000 8 000 9000
10 000 20000 30 000

MpuMedaHne — YacToTel BeipaxeHsl B K[y, 3Ta Tabnuua ocHoBaHa Ha MeTofe WCMONb30BaHUA MUHWMaIb-

HOTO LUara pasBepTKM Mo YacToTe. Mcnonb3oBaHWe HeMpepLIBHOW pa3BepTKU UMK Maroro Liara pasBepTKu NpuBegeT K
BosbLUEMY YMCIy TECTOBLIX YacToT. [MepeqncrieHHble YacToThl HAaXOAATCA B Clieaytolleil 3aBucumoctu: n-10X, roe n npu-
HUMaET 3Ha4YeHUst oT 1 4o 9, 03HavalolMe AeBATh LWaros No Jekaje, U X MPUHUMAET 3Ha4YeHUs oT 1 4o 7, o3Havarowme
CeMb YacCTOTHbIX fieKap.

TecToBbI€ CUrHanbl, COOTBETCTBYIOLLMUE A-NIUHUM (CM. TECTOBbLIE YPOBHM), AOIMKHbLI MPUMEHATLCA B BUAE
HenpepbIBHON cuHyconaansHon BonHbl (HCB) curHana Bo BCeM AManasoHe 4acToT. TeCTOBble CUrHanbl, COoT-
BETCTBYHOLUME B-NNMHUKN, AOSMKHBI NPUMEHATLCS B Buae HCB Ha yactoTax <3 kI M Kak curHan ¢ UMnynbCHOM
moaynaumen Ha Jactorax f 2 3kly. Yactota moaynsaumm gormkHa coorseTcrsosarb 125 'y, B TeveHue 20 %
paboyero yukna (Bpems HapacTtaHus CUHYCHOW coctasnsoowen — 1,6 mc, Bpema 3aryxaHua — 6,4 mc B
KaXKaoM UMKNe MOAynauun).

Ecnu BO Bpems TectupoBaHus vactot f 2 3 Ky Ha ypoBHAX B-nuHUM (Ha KOTOPbIX UCNONb3YeTCa UM-
NynbCHasi MOAYNAUMS) YXYALLATCA XapaKTEPUCTUKM MU NPOUCXOAUT yTpata (PYHKLIMOHMPOBAHUS, Yero He
ObINO NPU HAYaNbLHOM TECTUPOBAHUW CUrHamMa Ha YPOBHAX A-NMHUU (MCMONb3YIOLLUX TECTOBbIE cUrHansl HCB),
HeoBX0aMMO NMOBTOPUTL TECTUPOBAHNE UMNYNbCHOW Moaynsauum curHana (125 Ny, B Teuenue 20 % pabouyero
LMKA) Ha YacToTax, MPU KOTOPLIX NMPOABAANMUCH YXyALUeHUe unu noteps yHKLMN.

McneiTaHna npoBOAAT Npu 04HON opueHTauun MY cornacHo onnmcaHuio CXeMbl M3MEPEHUSA.

OueHka pe3ynsTatoB ucnbiTaHuin. Kputepuii kadectsa A (A-nuHuA) u kputepuin kadectsa B (B-nuHuns)
NPUMEHSAIOT cornacHo 27.102, nepevncnexune b).

27.105 3awumTa oT 3MEeKTPOMArHUTHbIX Nonen B guanasoHe ot 30 go 450 My

OUEHKY uMnnaHTupyemoro MHAY3MOHHOIO Hacoca B gnanasoHe yactot ot 30 Ao 450 My nposoaaT
nocpeacTBOM BO3AENCTBMA 3MEKTPOMArHUTHLIX NOMe ¢ UCNOMb30BaHUEM METOAOB UCTIbITAHUI U 06opyao-
BaHusA, ykasaHHbix B MGK 61000-4-3. [ina uenei HacTosLero craHaapra Hekotopble yactu MOK 61000-4-3
6bINM U3MEHEHBI.

Mertoaunka ucnbitaHuit. O6LmMe ycnoBus UCMbITaHuii onucaHsl B 27.102. MpumeHsiotca TpeboBaHus
M3K 61000-4-3 3a UCKNIOYEHMEM U3MEHEHUIW, NEPEUNCIIEHHBIX HUXE.

YposHu ucneitaHnsa (M3K 61000-4-3, pasgen 5). icnonb3yloTca ABa TECTOBLIX YPOBHA NOMA C YY4ETOM
COOTBETCTBYIOLLEr0 KpUTEPUSI Ka4ecTBa. HU3kuii ypoBeHb Nonsi co cpefHeKkBaapaTUYHbIM 3Ha4YEHUEM Hanpsi-
XeHHoCcTM 16 B/M gomkeH BosaerncTeoBaTh Ha MY B AMana3oHe TECTOBLIX YACTOT C YY4ETOM KpUTEPUA Kade-
ctBa A, cormacHo 27.102, nepeuncnenue b). Bropoit ypoBeHb Monsi co CpeaHeKBaapaTUYHbIM 3HAYEHNEM
HanpsikeHHocTH 140 B/M fomkeH 6bITb UCNOMb30BaH HAa ONPEAENeHHbIX YacToTax, Takux kak 30 My, 50 MIu,
75 MTI'u, 150 MI'y n 450 MTy, ¢ yyeToM kputepusa kadectsa B. OGa ypoBHSl NonsA NpeacTaBnsailoTr coboi He-
MOAYNUPOBAHHbIA TECTOBLIA curHan. Hwke onucaHbl TpeGoBaHUS K MOAYNAUUKU B TECTOBLIX MpoLeaypax
(M3OK 61000-4-3, pasaen 8).

Cxema uamepeHus (MOK 61000-4-3, pasgen 7). MY nomeLuaor B CONMEBYIO BaHHY MPOBOAWMOCTbLIO
0,27 Cv/M (9KBMBANEHTHON 06beMHOMY conpoTusneHuto 370 Om-cm). NonoxeHue katerepa AOMKHO obner-
YyaTb KOHTPOIb MHMY3NUKM BO BpeMS UcnbiTaHuii (cm. 27.102). [ononHutensHoe o6opyaoBaHue, Heobxoammoe
ans paboTbl U KOHTpoOnsA paboTkl Hacoca, HeobxoaMMO BbIBUPAaTb U pacnonaraTe Takum 06pa3oM, UTOObI U3-
Aenvsa BHOCUNW MUHUMATbHbIE U3MEHEHUS B OHOPOAHOCTb NONA.

Metoauka ucneitanus (MOK 61000-4-3, pasaen 8). McnbitaHue AOMKHO BbiTh NPOBEAEHO C reHepu-
pyloLeii aHTEHHOI, 0OpaLLEHHOI K NepeHel rpaHu Hacoca u OfHOMY Kpalo Hacoca. Kpome Toro, aomkHa
ObITb Y4TEHA NONsApU3aUMsA reHepupyemoro nonsi. Hanpumep, kaxaas cTopoHa u kpai MY, pacnonoxeHHsle
NMLUOM K aHTEHHE, AOMKHbI NOABEpPraTsCA BO3AENCTBUIO NOMSA C rOPU3OHTaNbHOW U BEPTMKANLHON Nonsipu3a-
uueit. B TunuyHoii 6e3axoBoit kKaMepe C Nonsipu3oBaHHOM aHTEHHOI NOHAA0BUTCS YeTkIpe ckaHupoBaHus LY.
Ecnun ncnonb3yetcs rurarepuoBas rornepeyHas anekTpomMarHuTHasi UcnelTaternibHas kamepa, T0 J4OCTaTO4HO
UCNonb30BaTh TPU OPTOrOHanbHbIE opueHTauuu NY.

Ons TecToBOro ypoBHSl, PABHOMO cpeaHeKBagpaTMYHOMY 3HayeHuio 16 B/M B ananasoHe Heobxoau-
MbIX TE€CTOBbIX YacToT oT 30 A0 450 ML, MOXHO NPUMEHATL HENPEPLIBHYIO UMK NOLLArOBYHO pPa3BepPTKY.
Ecnn ucnonb3yeTcs HempepbiBHAA 4acToTa pa3BepTkM, TO CKOPOCTb Pa3BEPTKM HE AOMKHA MpeBbILATh
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0,0003 pekagbl/c. Ecnu passepTka nowiaroBasi, To pasmep Liara gomkeH ObiTb He BonbLue, Yem 5 % npeabi-
AYLLEN 4acToTbl, M BpeMa npebbiBaHNA Ha KaXxaoM arane AOMKHO ObITb 4OCTAaTOYHO BONbLUMM ANS afekBaT-
HoW peakuun WY Ha TecT-curHars, Ho He MeHee 15 ¢. AMNNMTYaHasa MOAYNAUMA TECTOBbLIX CUrHaNoOB AOMmkKHa
cocraenAtb 80 % ¢ yactoton moaynsaumu 2 'y, Ha pucyHke 1 M3OK 61000-4-3:2008 onpeaeneHbl ypoBEHb
curHana TecTupoBaHus n opmMa BOIHBI.

TecTOBbIN YpPOBEHb CO CpegHeKkBagpaTuyHbiM 3HadeHunem 140 B/Mm, npumeHseTca Ha onpeneneH-
HbIX YaCTOTHbIX y4YacTkax, Takux kak 30 My, 50 My, 75 My, 150 My u 450 MI'y. Yto6bl NY ageksart-
HO pearmpoBano Ha TeCT-CUrHarsn, Bpems 3afepKKU Ha KaKaoM dtane AOSMKHO ObiTb A4OCTAaTOYHO GOMbLUMM
(He MeHee 15 ¢). dopma HemMoOAyNUPOBAHHOTO curHana HCB cuHycouganbHa v nokasaHa Ha pucyHke 1 a)
MO3K 61000-4-3:2002. TecToBbl€ CUrHanbl AOMKHbI CONPOBOXAATLCA MMMYNLCHOW MoaynaAuuen yactoton 2 Iy
B TeueHune 20 % BpeMeHu paboyero yukna. nutensHOCTb NepeaHero hpoHTa CUHYCOMAanbHOI HeCyLLEl Npu
3ToM coctasnsieTr 100 mc, a 3agHero — 400 MC Kaxkabli LUK MOAYNALUN.

OueHka pesynbratoB ucnbiraHui (MK 61000-4-3, pasgen 9). Kputepuii kayectsa A (16 B/m) u kpute-
pun kavectea B (140 B/m) (npumensoTca cornacHo 27.102, nepevucnexue b).

27.106 3awmTa OT IMEKTPOMArHUTHbIX Nofier B gnanasoHe ot 450 MMy go 3 Mu

MpoBepky uMnnaHTUpyemoro MHQY3MOHHOro Hacoca Ans AnanasoHa vyactoT ot 450 My go 3 Iy npo-
BOAAT MYTEM BO3AENCTBUSA U3NMYYaEMbIX ANEKTPOMATHUTHbLIX MONEN C UCNONb30BAHMEM METOA0B UCMbITAHWUIA Y
obopynoBaHusi, ykasaHHbix B ANSI/AAMI PC69. PC69 npeaHasHavyeH ANs UMNNaHTUPYEMbIX kapauororuye-
CKMX U3JENMIA; YaCTb YCTAHOBOK U NPOLEAYP UCTbITAHUIA HE NPUMEHSAIOTCA U ObINI M3MEHEHbI.

MeTtoa TecTupoBanus. OBLume yCrnoBus UCMbITAHWIA onucaHsl B 27.102. MpuMeHKI0TCA TpeboBaHua pas-
aena 6 ANSI/AAMI PC69:2000, KpoMe U3MEHEHWUI, NEePEeYNCNEHHbIX HKE (LUppbl B PUrYPHBIX CKODKaX OT-
HocaTcs kK Homepam nyHkToB ANSI/AAMI PC69). TpeboBaHus, CBsi3aHHbIE C nogaven curHana u nporpaMmMmu-
poBaHuem napameTpos, ucrnonbsyemole B ANSI/AAMI PC69, He npumeHsioTca.

O6vem BbiGopku (MK 61000-4-3, noapasaen 6.2). O6bem BbIGOPKM HE NPUMEHUM.

Cxema ucneitaHna (M3K 61000-4-3, nogpasaen 6.3). YcraHaBnuBalotT HacoC NpubnNuauTenLHO B LEHTpe
nepeceveHunsa ocen X n Y, kak nokasaHo Ha pucyHke B.1 ANSI/AAMI PC69:2000. Takoe nonoxeHne Hacoca
Heobxoaumo cobriiogars AN BCex TecToB. [onoxeHue karerepa AOMKHO 06ecnevnTb Hauy LN KOHTPOMb
WUHAY3MK BO BPEMSA UCMbITaHUN (CM. 27.102).

Metoauka ucnbitaHua (MIK 61000-4-3, pasgen 8). BuinonHAOT ucCnbiTaHus, Tpebyembie Ans TECTU-
poBaHus no ocn X (MIK 61000-4-3, noanyHkT 6.4.1.1). NpoaomKMTENbHOCTL BO3AENCTBUA AOIDKHA ObITh HE
MeHee 15 ¢ ana Toro, uTobbl Y agekBaTHO pearnpoBano Ha TecT-curHan. MoBTOPAIOT C aHTEHHOM, naparn-
nenbHOM ocu Y. MNMOBTOPAIOT UCNBLITAHWA NO 0CAM X U Y AN BCEX YacToT, nepevncnerHbix B MOK 61000-4-3
(noanyHkT 6.3.4.2), UCNONb3yst COOTBETCTBYIOLLYIO AUNOSIbHYIO aHTEHHY.

HdononHutenbHasa xapaktepuctuka ucnoitaHna (MIK 61000-4-3, nyHKT 6.4.2). [lonONHUTENBLHO, NO yC-
MOTPEHUIO U3FrOTOBUTENS, MOTYT ObITb NpOBEPEHbI 60NEE BbICOKUE YPOBHU MOLLHOCTH.

Kputepuu kavecrtea (MIK 61000-4-3, noapasaen 6.5). [lorkeH NPpUMEHATLCA KpUTepUin kayectsa A, kak
ykasaHo B 27.102, nepeuncnenue b). Kputepum kavecrea Ans AOMNONHUTENLHOW XapakTePUCTUKN UCTILITAHUN
(M3K 61000-4-3, nyHKT 6.4.2) onpeaensatoTca U3roToBuTeneMm.

28 ConpoBoautenbHaa OKYMeHTaLuus

MpumeHsioT cootBeTcTByOWMI pasgen UCO 14708-1, 3a UCKMIOYEHUEM CREAYIOLLETD.

28.1 [lononHeHue:

B aokyMeHTauum aormkHa O6biTe NpegocTaBneHa AononHMTENbHasA KOHTAKTHasA uHdpopMaums, Hanpumep
HOMep TenedhoHa Unu aapec SNEKTPOHHON NOYTHI, HA cnyyaw ecnu usaenue TpebyeT HemeaneHHoro obery-
YXMBaAHUA UNW NOSb30BaTENI0 NOHAA00ATCA AONONHUTENbBHBLIE UHCTPYKLUM ANS NPABUNbHOTO UCMOSIb30BAHUS.

28.8 flononHeHwue:

OnpepaeneHHas 4oNoONHUTENbHAsA UHGOPMALIMS A0MKHA ObITb NPeoCTaBeHa ANs CreayoLwmx KOMo-
HEHTOB:

a) MexaHusm Hacoca:

- Macca (B rpammax);

- OCHOBHbIE pasmepbl (B MUANMMETPaX);

- 06bem pesepsyapa (B MUNNIMNIUTPAX);

- 0CTaTO4HbIN 06bEM (B MUNAUAUTPAX);

- BHYTPEHHUI 06bEM (ECNIN NPUMEHSAETCS);
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- CPOK cny>xBbl MemBpaHbl;

- BOCTYMHbIE CKOPOCTU UH(Y3UMK;

- MaKCUManbHbIA U MUHUMANBHBIN BbIXOA XXMAKOCTH (B MUITITMIIUTPAX HA MPUMEHUMYIO €AUHULY BPEMEHM);

b) Katetep:

- AnNuHa (B CaHTMMETpaXx);

- 06beM Ha eauHULY ANUHDI.

28.10 fononHeHwue:

PykoBoaCTBO MO 3kcnnyatauuu (MHCTPYKLUS NO 3KCnyarauuu) A0MKHO BKITIOYATb Creayowme JaHHble:

- UHCTPYKUMW NO NONONHEHUIO pe3epByapa;

- CNUCOK CUTHANOB TPEBOT U UX 0603HaYEeHuUE;

- KOMMEHTapUii 0 TOM, 4TO NPN HEKOTOPbIX 0BCTOATENLCTBAX 3aABNEHHbIE TOYHOCTL U NOBTOPSEMOCTb
He GyayTt cobniogarbes.

28.12 [lononHeHwue:

- npegynpexxaeHue 0 BO3MOXHOW ONacHOCTU, CBA3AHHOW ¢ MarHUTHO-PEe30HAHCHOW TOMOrpaduen, ecnu
Takoe NPUMEHEHne AONyCKaeTcs.

28.22 flononHexwue:

- npeaynpexaeHne 0 BO3MOXHON ONAacCHOCTU, CBA3AHHOW ¢ Gapokamepamu, ecnu Takoe NpUMeHeHue
Aonyckaercs;

- npeaynpexaeHne 0 BO3MOXHON ONACHOCTM, CBA3AHHOI C 3NEKTPOHHLIM HabnaeHnem, MeTannoae-
TEKTOPOM M ApYrMMmn cuctemamm 6e30nacHOCTU, €Cnu Takoe NPUMEHEHUE A0NYyCKaeTcs;

- uHpopMaLMA 0 BO3MOXKHOW ONACHOCTU OT 3MEKTPOMAarHUTHLIX NoMex (CM. pasaen 27).

[ononHutenbHbie NOANYHKTI:

28.101 ConpoBoauTenbHaa AOKYMEHTaLuMs 40MmKHA BKNOYATbh PEeKOMEHAYEMbIE METOALI AN onpeaerne-
HWSA HOPMAnbHOW PaboTbl UMNNAHTUPYEMOTO MH(DY3MOHHOTO Hacoca.

CoO0TBETCTBME NPOBEPAIOT B X0A4€ OCMOTpA.

28.102 Ha kaxagoi OTAenbHOW 4acTu COnpoBOAWUTENbHOM AOKYMEHTauuu AOMKeH ObiTb ykasaH rog
BbIMycKa.

CoO0TBETCTBME MPOBEPAIOT B X04€ OCMOTpa.

28.103 ConpoBoauTenbHasa AOKYMeHTauus Ans UMNIaHTMpyemblx Yacten UMNNaHTUpyeMoro UHdaysu-
OHHOTO Hacoca AOoMKHA BKIYaTh B cebs KapTy NauueHTa co crneayiowmum:

a) MHCTPYKUWSA, paspeLuatoLlasi CoxpaHeHue KapTbl NaUWMEHTOM;

b) mecto aons cneayoLwwen nHdopmauum:

- MOZEIb Y HAMMEHOBaHNE U3genus;

- CEPUNHbIA HOMEpP UKW HOMEpP NapTUM U3penus;

- UAEHTUNKALUOHHBIE JaHHbIE MALUEHTa;

- faTta umnnaHtauuu;

- HAaUMEHOBaHWe U agpec LUeHTpa MMNnaHTauum;

- 3aNUCb O HaNU4YUW y NauMeHTa UMNIaHTUPOBAHHOTO MEAMLMHCKOTO U3ENnus.

MpuMeyaHue —KapTy MOXHO NpegbABUTL NPeACTaBUTENHO CYXBbI 6e30MacHoCTW UNn MegnepcoHana. Ecnu
COTPYAHUKU BYAYT NPOMHAOPMUPOBaHBI O TOM, YTO MaLMEHT UMEET UMMMAHTUPOBAHHOE MEAULMHCKOE U3Lenne, TO OHK
CMOTYT NPeAOTBPaTUTL BO3AEHCTBUE AMEKTPOMArHUTHLIX MOMEX M MONei BLICOKOA MOLHOCTH.

COOTBETCTBME NPOBEPSIOT OCMOTPOM.
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MpunoxeHue AA

(cnpaBouHoe)

CootBeTcTBME Mexay (pyHaamMeHTanbHbIMU NnpuHuunammu UCO/TO 14283 [8] n paspenamu
HacToAwero craHaapra

Tabnuya AA1

dyHaamMeHTanbHele npuHUmMnel UCO/TO 14283

Paszgenbl

NCO 14708-1

Paspentl HacTosLero craHgapTa
1 OXBaTblBaeMbIe acrnekTbl

3 O6Lwue npuHUMNbI

3.1 MimnnaHTaThl AOMKHEI BbITb paspaboTaHbl U CKOHCTpyupo- | 8.1 DencTayeT
BaHbl Takum obpasom, YToObl NpWU WCNOMbL3OBEHUU B YCIOBUSX
W C Uenbto, ANS KOTOPbIX OHW CO34aHbl, HE BO3HWKANo yrposbl
6e30MacHOCTW nauWeHToB uNKu 6e30NacHOCTU U XKU3HW NOMb30-
BaTenen, a Takke APYrux fnL, rapaHTMpys TeéM CaMblM, YTO FIto-
6ol pUCK, KOTOPLIA MOXET BbITb CBSA3AH C UX UCMONB30BaHUEM,
ABNAETCH NpUemneMblM Hapsgy € Mofb3oi ANA nauueHTa unu
COMOCTaBUM C BbICOKMM YPOBHEM 3alUWThl ero 3gopoBbs U 6e3-
onacHocTU
3.2 PelueHuns, NpuMHATLIE U3roToBUTENEM A5 pa3paboTku W KoH- | MNpumedanue 1 —
CTPYMpPOBaHUA UMNIAHTaTOB, 4OMKHBI COOTBETCTBOBATbL NMPUHLM-
nam 6e3onacHoCTW C y4eToM 06LLero YpoBHS 3HaHWIA U TeXHUYe-
ckoro passuTus. MNMpu Beibope Hanbonee NogXoAALLEro peLleHnst
M3roTOBUTENb AOMKEH PYKOBOACTBOBATBLCH MNePeYUCNIEHHbIMM
HW>Xe NpWHUMNaMu B criegytolleM nopsake:
a) yCTpaHAeTCs UIN CHKAETCH PUCK HACTOSNbLKO MOSIHO, HACKONb-
KO 3TO BO3MOXHO (Mo cyliecTBY, 6€30nacHOCTb NMpoeKkTa M KOH-
CTPyKUMN);
b) rae npumeHuMo, npuHUMalOTCA afeKkBaTHbIE Mepbl 3aLnThl,
BKIIOYAA CUCTEMY CUrHanu3auum, ecnu HeobxoanuMo, B OTHOLLE-
HWN PUCKOB, KOTOPble HENbL3S YCTPAHUTb,
¢) nonb3oBaTenb UHopMUpYeTca 06 OCTaTOMHBIX puckax, oby-
CNOBNEHHbIX HegocTaTKaMU NPEANPUHATBIX Mep 3aLluThl
3.3 MmnnaHTaThl AOMKHbI AocTUraTh pabodux xapakrepuctuk, | 10.4 DencTeyeT.
NpeAyCMOTPEHHBIX U3roTOBUTENEM, W AOMKHbI ObITE pa3pabo- 6.101 XapakTepucTukn UM-
TaHbl, U3rOTOBNEHEI M YNakoBaHbl TakuM o6pasom, 4TOGbI OHU NrnaHTUpyeMoro UHQy3MoHHOro
6biNKU NPUrogHLl ANSt BLINONHEHNA OAHON UNKW Bonee YHKLUA, Hacoca.
npueegeHHbix B 3.1 (M3 UCO/TO 14283:2004), kak ykasaHo W3- 6.102 WUcnbiTaHne MembpaHbl
roToBUTENEM MeTOAO0M MnpoKona
3.4 Ha xapaktepuctukn n nagenus, npusegenHsie B 3.1, 3.21 3.3 | 19.2 3ameHeH.
(UCO/TO 14283:2004), He AONXKHO BbITb HeraTUBHOrO BRMAHUA | 19.3 3ameHeH.
B Takol cTeneHwn, 4ytobbl HapyLwanuchk KNUHWYeckue ycrosus u | 23.1 3aMeHeH.
6e30nacHOCTb NAUKUEHTOB W, FAe NPUMEHUMO, ApYrux nuy, B Te- | 23.2 3aMeHeH.
YeHue cpoka cnyxba uMmnnaHTaTta, ykasaHHOro usrotosutenem, | 23.3 DeiictyeT.
npn BO3AEWCTBUN HA UMNMAHTAT Harpy3ok, BO3HWKaowWwmx npu | 23.4 HeiictayeT.
HOpManNbHOM UCNONBL30BaHUN UMNNaHTaTa 23.5 HencTayeT.
23.6 JeiicTtByeT.
261 N3meHeHue.
28.4 [HeictByeT.
28.23 HencTayeT.

6.102 WcnblTaHne MembpaHsbl
MeTOZ0M MpoKosa.

19.101 Cpok cnyxbel formkeH
6bITb onpefeneH Ans auanaso-
Ha CKOpOoCTein UHdy3uu.
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Takum 06pa3om, 4ToBbl OHW MoK GbITh UCNONbL30BaHLI Gezonac-
HO C MaTepuanamMu, BeLecTBaMu 1 rasami, ¢ KOTOPLIMU OHU KOH-
TaKTUPYIOT NPU HOPMaribHOM MCMOSB30BaHUM UIW NPU PYTUHHBIX
npoueaypax; ecnu npeanonaraeTcs WUcMonb3oBaHUe WMMNaH-
TaToB ANA [OCTaBKW NEKapCTBEHHbLIX BELUECTB, TO OHW JOMKHbI
ObITb paspaboTaHbl U U3rOTOBMEHbLI TakuM 06pa3oM, YToObl ObITb
COBMECTUMBIMU C JIeKapCTBEHHLIM BELLUECTBOM B COOTBETCTBUM
C MOMTOXEHUAMU W OrpaHUYEHUSIMU ANS1 STUX BELECTB U YTOOL!
ux paboune xapaKTepUCTMKU NOAAEPKMBASNIUCL B COOTBETCTBUM C
npegnonaraemMesIM UCTONB30BaHNEM.

Pasaens! Pa3saenti HacTosLero ctaHaapTa
dyHaameHTanbHble NpuHUmMnsl MCO/TO 14283 NCO 14708-1 11 OXBATLIBAEMbLIE CMeKTh!

3.5 UmnnaHTaTel JOMKHLI BbITe pa3paboTaHbl, U3rOTOBMEHLl U | 7.2 OencTayer.

ynakoBaHbl Takum obpasom, YToObl Ha UX Xxapakrepuctukax u pa- | 10.1 [OencTayer.

6oTe B TeyeHWe nepuoaa npegnonaraemMoro ucnons3osaxHust or- | 10.2 HencTayerT.

puLaTenbHO He cKasblBanucb TpaHCMoOpTUpPOBaHWE W xpaHeHwue, | 10.3 M3meHeHue.

npUHMMasn BO BHUMAaHNE MHCTPYKLMKU U UHGOpMaLmMIo, yKkasaHHyto | 12.3 OencTayerT.

usrotosuTeENEM 26.2 OencTayert.
8.101 MapkupoBka ynakoBKu
Ana cneyuansHoro obpatlyeHusi
BO BPeMsi TPaHCMOPTUPOBAHMUSI.
8.102 MapkupoBka YynakoB-
KW Ans [ONyCTUMBLIX YCIOBUIA
OKpyxartoLjei cpefibl BO BpeMs
TpaHCnopTUpOBaHUA

3.6 B oTHoLeHumn ntoboro HexenartensHoro noboyHoro adpdekra | 19.3 3ameHeH.

HeoBX04MMO OLEHUTL MPUEMIEMOCTL pUcKa OTHOCUTENLHO npea- | 19.4 M3meHeHne

noraraemMbix paboynx xapakTepucTuK

4 CneumarbHble NPUHLMNEI, KacatoLmecs An3aitHa KOHCTPYKLUK

4.1 Xvmndeckune, pusmyeckne n Guonormyeckne cBoincTea

4.1.1 NmnnaHTaTtel JOMmMKHbLI ObiTb paspaboTaHbl U U3rOTOBMEHbI

TakuM o6pasoMm, 4Tobbl rapaHTUpoBaTh XapaKTepUCcTUKU U Npo-

N3BOAUTENBLHOCTb, Tpebyemble paszgenoM 3 «OCHOBHbIE MPUHLM-

nbi». Ocoboe BHUMaHWe HeOOX0[UMO YA ENnUTL:

a) BLIGOPY MUCMOMb3yeMbIX MaTepuarnos, B YaCTHOCTU OLeHKe Tok- | 14.3 HononHenwue.

CUYHOCTU W, TAe NPMMEHNMO, CBOWCTBAX BO3ropaemMocT;

b) coBMecTUMOCTUN ncnonb3yeMbIx MaTepuanoB u 6uornorudeckux | 14.3 [onornHeHue

TKaHel, KNeToK U TKaHeBbIX XUAKOCTEN, NPUHMMas BO BHUMaHWe

npegnonaraeMoe HasHadeHWe UMnnaHTaTa

4.1.2 NmnnaHnTaTkl 4oMkHbl BbITe paspaboTaHbl, U3roToBNeHb! U | 14.2 3ameHeH.

ynakoBaHbl TakuM o6pasoMm, 4Tobbl MUHUMM3MpOBaTL pUCK, Bbl- | 14.3 [ononHeHue

3BaHHbI 3arpsA3HEHEM U Hanu4YMeM OcTaTouHbIX BellecTs, ANS

NnL, 3aHATLIX TPAHCMOPTUPOBaHWEM, XpaHEHUEM W UCMONb30Ba-

HWeM UMNMNaHTaToB, W NaLWeHToB, NpMHUMasn BO BHUMaHUe npea-

nonaraeMoe HasHaveHwe usgenusi. Ocoboe BHUMaHuWe Heobxo-

AVUMO YAENUTb HesallWLLEHHLIM TKaHAM, NPOAOIDKUTENBHOCTU K

4YacToTe BO3AENCTBUSA

4.1.3 mnnaHTaThl AOMXHbI BbiTe paspaboTaHbl U U3rotoBneHsbl | 19.5 HeiictByet

17



FOCT P UCO 14708-4—2016

lMpodomxeHue mabnuupl AA.1

M3roToBneHel U CTepurin3oBaHbl, ecnu npumMeHuUMo, Bannaunpo-
BaHHbIM METO40OM

Pasgenbl Pasgensl HacTosALero cTaHaapTa
dyHAamMeHTanbHble npuHLmMnLl UCO/TO 14283 I/ICOS1A4708-1 " oxsaTuBael\l;:Le aCI'IEKﬂpr

4.1.4 B cny4ae ecnv B UMNMaHTaThl BKIHOYEHO Kak HeoTbemne- | 14.4 [OencTyer.
Mas YacTb BELLECTBO, KOTOPOE, eCriv NPUMEHAETCH OTAESNbHO, MO- 14.101 TpeboBaHWe U3roTOBU-
XeT BbITb PacCMOTPEHO KaK NeKkapCTBEHHOE BELLECTBO COrNacHo Tensa K nepuogn4eckomy noror-
onpegenexunio 2.7 (MCO/TO 14283:2004) n KOToOpoe MOXET BO3- HEeHWUIO NnekapcTBEHHOro Belle-
JeiicTBOBaTb Ha OpraHU3M [OMOMHUTENEHO K BIUAHWIO, OKas3bl- cTBa
BaeMOMy n3fenuem, ero 6e3onacHocTb JokHa ObITe NOATBEPXK-
JeHa, NpMHWMas BO BHUMaHWe npeanonaraeMoe Uenonb3oBaHne
UMNaHTUPOBaHHOro N3 enuna
4.1.5 MimnnaHTaTbl JOMKHbLI ObITe paspaboTaHbl U M3roToBneHsl | 25 [HencTayeT.
Takum ob6pa3oMm, 4ToObl CBECTU K MUHUMYMY PUCK, Bbl3BaHHbIA 6.102 WcnblTaHne MembpaHbl
YTEYKO BelljecTBa M3 UMnnaHTara MeTo[0M NpoKona
4.1.6 MmnnaHTtaTtel JoMmKHbLI ObiTb paspaboTaHbl U U3roToBMeEHbI | 25 [OencTayeT
Takum o6pasom, YToObl yMEHbLLNTb, HACKOMBKO BO3MOXHO, PUCKM,
BbI3BaHHbIE CriydaiHbIM MPOHWKHOBEHWEM BellecTBa B UMMNaH-
TaT, NPYHUMas BO BHUMaHME UMMITaHTaT U XapakTep oKpy>KatoLei
cpefbl, B KOTOPOIA NpeAnonaraeTcs ero UCNons3oBaTs
4.1.7 mnnaHTaTsl JOormKHbl BbITb paspaboTaHbl U U3rotosneHbl | 19.3 3aMeHeH
TakuM o6pa3om, YTOObl MUHUMU3MPOBATL PUCKU NalWeHTa WUiu
nomnb30BaTens CUCTEMBI, BKIOYaa nporpaMMHoe obecneyeHne
4.2 NHdpeKkumsa n MUKpOBHOe 3apaxeHune
4.2.1 VIMnnaHTaTbl U NpoLecc WX W3roTOBNEHUA AOMKHBI ObIThb | 14.1 HeiictByeT
paspaboTaHbl Takum 06pa3om, YTOObl YMEHBLLUMTL UAN YCTPaHUTb,
HacKOmMbKO BO3MOXHO, PUCK MHPEKLMK ANA NauMeHTa, Nonb3oBa-
Tensd unu TpeTbero nuua. KoHCTpyKUMSA AoMKHa NO3BONSATbL Jier-
KOCTb MaHUMyNupoBaHUs 1, ecnnm Heobxog4uMo, MUHUMU3NPOBaTL
UHpULMPOBaHUE UMMN&aHTaTa NaLueHToOM unu, HaobopoT, BO Bpe-
MS UCTONb30BaHUSA
4.2.2 TkaHW XWUBOTHOrO MPOUCXOXASHUA AOMKHLI ObITb NocTaene- | MNpuMevaxune 2 —
Hbl OT XKUBOTHbIX, NOABEPrHYTHIX BETEPUHAPHBLIM KOHTPONIO U Haa-
30py, a4anTUpoBaHHbIM K NpegnonaraéMoMy NpMMEHEHUIO TKaHW.
MHdpopMayma o reorpacuyYeckoM MNPOUCXOXKAEHUWN XWUBOTHOMO
JomnxHa BbiTb coxpaHeHa usrotoButeneM. ObpaboTka, coxpaHe-
HWe, UCMBITaHUA U MaHUNYNALMKA C TKaHSAMMU, KIeTKaMu 1 Belle-
CTBaMU XWBOTHOrO MPOUCXOXAEHUSI AOIDKHBI OCYLLECTBNATLCA B
COOTBETCTBUU C ONTUMarbHBIM ypoBHEM Be3onacHOCTU. B vacT-
HocTK, Ge3onac-HOCTb B OTHOLLUEHUW BUPYCOB U ApPYyrux nepe-
Jalolmuxcsa nNaToreHoB JOrkHa ObiTb JOCTUTHYTa NPUMEHEHUEeM
NPOBEPEHHLIX METOAOB YAaneHUsl UM BUPYCHOW UHAKTMBaLUW B
paMKax Npou3BOACTBEHHOro npouecca
4.2.3 ViMnnaHTaTkl, NocTaBnsemMble CTEPUNBHBIMU, AOMKHBI BbITh | 7.1 DencTayeT.
pa3paboTaHbl, U3rOTOBMEHbI U yNaKoBaHbl B 3aLUTHYIO yNakoBky, | 7.2 LencTayeT.
KoTopasi cos3fiaeT aHTUMUKPOGHI Gapbep, ana obecnevermns ux | 10.1 [OeictByeT.
CTEPUINBHOCTW NPU NOCTYNIIEHNM Ha PLIHOK 1 NPU ycnosuax xpa- | 10.2 DeiictyeT.
HEHWUA W TPaHCMOPTUPOBAHMSA, OFOBOPEHHLIX U3roToBUTENem, Ao | 11.7 [DeiictyeT.
Tex nop, noka ynakoBKka He GyAeT BCKpbITa WX NOBpeXAeHa 1.9 [HencTtayeT.

12.1 HeictayeT.

12.2 HeictyeT.

14.1 HeiictByeT
4.2.4 iMnnaHTaTkl, NOCTaBnsieMble CTEPUIbHBIMU, JOSXHbI BbITb | 14.1 [HeiictByeT
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4.2.5 UmnnaHTaThl, AN KOTOpLIX Npegnonaraerca ctepunusauyus, | 14.1 DeicTByeT.
DOMKHLI BbITb M3rOTOBNEHBLI B COOTBETCTBYIOWMX KOHTponupye- | 14.2 3ameHeH
MbIX YCNOBUSAX (Harpumep, oKpyXatoLlei cpeabl)
4.2.6 Cuctema ynakoBKU HECTEPMIbHLIX UMMNAaHTaToB AofkHa | Mpumedanue 3 —
noaAepXuBaTb Ha OrOBOPEHHOM YPOBHE YUCTOTH uagenue 6Ge3
YXYALWEHUA 1, €CAM UMMNAHTaTbl CTEPUNN3YIOT NeEpes NCNOMb30-
BaHWeM, MUHMMWU3UPOBaTb PUCK MUKPOBHOrO 3apaXeHus; cucte-
Ma YNaKoBKM [OSKHa COOTBETCTBOBaTb METOAY CTepunusauum,
yKasaHHOMY U3roToBuTENem
4.2.7 YnakoBKa W/unu 3TUKeTKa UMNNaHTaTa JoMkHLl ycTaHasnu- | Npumedanue 3 —
BaTb pasnuyne Mexay WAEHTUYHLIMUA UKW NOXOXUMU U3AENUAMM
B CTEPUNBLHOM U HECTEPUNBHOM COCTOSAHUAX
4.3 CBoiCTBa KOHCTPYKLUMK 1 OKpYKatoLlen cpeabl
4.3.1 Ecnu umnnaHTaT npegHasHaveH ANA ucnonb3osaHusa co- | 9.9 DencTayeT.
BMECTHO C ApYruM usgenuem unu obopyaosaHuem, eca kombuHa- | 11.8 OeiicTByeT.
LMs, BKNIOMasa CUCTEMY COEANHEHMIA, fomkHa ObiTb 6e3onacHoi n | 23.6 DencTeyeT.
He AOMKHa yXyawaTe cneyududecknx csoincts nsgenus. Jiobole | 28.4 DencTeyeT.
orpaH14eHns No UCNoNb30BaHUIO AOIMKHLI BbITh YKkasaHbl Ha aTu- | 28.5 OeiicteyeT
KETKE UMW B MHCTPYKLMKU NO NPUMEHEHUIO
4.3.2 mnnaHTaTel AomxHbl ObITb pa3paboTaHbl U U3rOTOBMNEHHI
Takum obpasom, 4ToGbl yCTpaHUTb MM MUHUMW3UPOBATb, Ha-
CKOINbKO 3TO BO3MOXHO:
a) p1CK TpaBMbl C y4eTOM UX puanyeckux ocobeHHocTelt, Takux | 15.1 M3meHeHue.
KaK COOTHOLWeHWe obrem/qaBneHune, pasmepbl U, ecnv npumenu- | 15.2 HeiictByeT.
MO, 3prOHOMUYeCcKNe 0COBEHHOCTH;
b) puckm, cBA3aHHbIE € pa3yMHbLIMU, NpeAcKasyembiMu yenosuamm | 23.1 3ameHeH.
OKpYy>XatoLLel cpefibl, TaKUMU kaK MarHUTHbIE Nong, BosgeicTeun- | 23.2 3ameHeH.
SAMU BHELLHEro 3MeKTpu4ecTBa, aneKTpocTaTu4deckoro paspsaaa, | 24 3ameHeH.
LaBneHusi, TeMnepaTypbl UM U3MEHEHWIA AaBNEHNA U yCKopeHus; | 25 HeictyeT.

26.2 DencTeyeT.

27 3ameHeH.

27.101 TpeboBaHue K nomexo-
YCTOWUMBOCTU OT 3nNeKTpomar-
HUTHBIX None.

27.102 Obwue ycnosus UCHbI-
TaHWi.

27.103 3awmTa oT NOCTOSAHHOIO
MarHWTHOro Nons.

27.104 3awuTa OT MarHWTHLIX
noneii B AuanasoHe ot 10 Ny go
30 MI'y,

27.105 3awuTa oT anekTpomar-
HUTHBLIX NONel B AUanasoHe oT
30 no 450 My,

27.106 3awuTa OT aneKTpomar-
HUTHBIX Noneii B fuana3oHe ot
450 My go 3 Mu.

28.103 TpeboBaHue K
naeHTUPUKaLNOHHOMN KapTe na-
LMeHTa, MMEeIoLLIEro UMNNAaHTaT.
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CHabXeHHbIX (hYHKLMEN N3MEePEHMs, AOMKHbI ObITb BhipaXeHb! B
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Pasgensbl Pasaenbl HacTosALWero ctaHgapTa
dyHOamMeHTanbHble NpuHLUMiLl UCO/TO 14283 NCO 14708-1 " OXBaTblaaeI:ile aCI'IeKﬂblp

C) pUCKM O0BOIOAHBIX MOMEX NMPU WUCMONMb30BaHWM ¢ apyrumu ua- | 20.1 [OencTByerT.
JenusaMu (TakuMu kak fecubpunnsaTopel UK BeiICOKoYacToTHbIe | 20.2 HencTyer.
XUpYpruveckne UHCTPYMEHTHI), 06BIYHO UCMOnb3yeMbiMK Ans uc- | 21 HeiictayerT.
criefoBaHWil Unn Npu JaHHOM BUAE NEYeHUs; 22 LononHeHue.

28.12 LononHeHwe.

28.13 [OeicTByeT.

28.14 OeicTeyerT.

28.15 [OencTByeT.
d) pucKu, KOTopble MOryT BO3HUKHYTE MPW YCIOBMU, YTo obcnyxu- | 17 3amMeHeH.
BaHue W KanubpoBka HEBO3MOXHEI, BKIOYas (ecnu npuMeHumo): | 19.1 HeiictayerT.
YpesMepHoe yBEenu4eHne ToKa YTeYKW, cTapeHue maTepuanos, | 19.2 3amMeHeH.
yCcuUneHwe Harpesa, reHepupyemoro WUMMNaHTaToM, CHUXeHue 19.101 Cpok cnyx-
TOYHOCTM NOGOro N3MEPUTENBHOMO WUIIW KOHTPOSTBHOTO MEXaHW3- 6bl  pgonxeH 6blITb  onpe-
Ma deneH  AnA AvanasoHa

cKopocTei Hdysnn

4.3.3 NMnnaHTaTbl JOMKHLI BbITe paspaboTaHbl U M3roToBneHsl | 5 [HeiicTeyeT
Takum o6pasom, YToBbl MUHUMU3UPOBATL PUCKW BO3rOpaHWs Uru
B3pblBa NPU HOpMarbHbIX YCIIOBUAX SKCNMyaTauun unu B criyyae
e4VWHUYHOrO OTKasa. Pucku «npu HopmarbHbIX YCIOBUSIX WIM
B Cny4ae e€4MHWYHOro OTKasay» O3Ha4aroT PUCKMW, KOTOpble MOX-
HO OLEeHUTb NyTeM aHanusa puckoB. Ocoboe BHUMaHWe crnepy-
eT obpaTuTe Ha UMNMaHTaTkl, NpejnonaraeMoe UCNoNb3oBaHue
KOTOpPbLIX BKMHOMaeT BO3LEACTBME OrHEONACHBIX BELIECTB UK Be-
LLlecTB, KOTOpbIe MOTYT BbI3BaTb BO3ropaHue
4.4 ImnnaHTaThl ¢ PyHKUMENR UsmepeHus
4.4.1 IMnnaHTaThl ¢ PyHKLMeH nsMepeHuns fomkHbl BbiTe paspa- | 5 HeinctByeT
60TaHbl M M3roTOBMEHbl TakuM 06pa3oM, YTobbl obecneqnTs ycTa-
HOBIIEHHYIO TOYHOCTb U CTAbMNBHOCTL B 3afjaHHbIX Npegenax Tou4-
HOCTW C Y4€TOM MpeanonaraeMoro UCMornbL3oBaHNs UMNNaHTaTa.
Mpepenbl TOYHOCTU AOIMKHBI ObITb YCTaHOBNEHBI U3rOTOBUTENEM
4.4.1.1 MeToAbl BbINOMHEHUSI U3MEPEHUIA C NOMOLLbIO WKanbl Ha | 5 [HeiictByeT
JAucnnee unu B pexume HabnoaeHns JomkHbl 6bITb pazpaboTaHsbl
B COOTBETCTBMU C NPUHLMNAMKU SProHOMMKM, C YYETOM npeanona-
raemMoro Ucrnosnb3oBaHUs UMMNaHTarTa
4.4.1.2 Ecnu Ha uMNnaHTare Unu ero nNpuHagnexHoctax npuee- | 13.4 HenctByeT.
JeHbl MHCTPYKUuK no pabote ¢ uMnnaHTatom unu pabote uHau- | 5 DeiictByeT
KaLuuu, Unu napaMeTpaM HacTpOMKK C MOMOLLIbIO BU3YanbHOW CH-
CTeMbl, 3Ta MHGOPMaLMA JormkHa 6bITb MOHSATHA MONb30OBaTENIO
1, ecnn HeobxoAMMO, NalyneHTy
4.4.2 N3mepeHusi, ocyLlieCTBNsAEMblEe C MOMOLLbIO UMNNAHTaTos., | 5 [HeiictyeT

4.5 3awuTa OoT U3rnyyeHus

4.5.1 ObLyme nonoxeHus

MmnnaHTaThl AOMKHBI 6bITb paspaboTaHbl U U3roTOBIIEHbI TaKUM
obpa3oM, 4Tobbl 0bnyyYeHWe Ha nauueHToB, Nonb3oBaTenein unu
TpeTbUX NUL} BbINO COKPaLLEHO HACTONBLKO, HACKOMBKO BO3MOXHO
B COOTBETCTBMU C NpeanorniaraeMbiM MCMoONbL30BaHWMEM, He orpa-
HW4YMBAS NPU ITOM J03UPOBAHUE Ha COOTBETCTBYIOLLUX YPOBHSIX B
TepaneBTUYECKUX U AUArHOCTUYECKUX LieNsiX

(Cm. bonee nog-
po6Hyto MHop-
MaLmIo HUXe)

4.5.2 NpeaycMoOTpeHHOE U3nyyeHne

MpumMevaHue 2
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Paszgensl Pasaenel HacToAWero cTaHaapTa
®yHpameHTanbHLIe NpUHLMNL UCO/TO 14283 NCO 14708-1 W oxBaTblBaeMble acrnekTbl
4.5.3 HenpepycMOTpeHHOE M3nyyeHune 9.1 HeiicTyeT.
MMnnaHTaTbl AOMKHE! ObITE pa3paboTaHbl U M3roToBNEHB! TakuM | 18.1 HeiicTyeT.
obpasoM, 4To6Ll BO3AEWCTBME Ha MauWeHToB, nonbaoBaTenei | 18.2 OeicTtByeT.
unu Apyrux nuy B BUAE HenpeaycMoTPEHHOro, paccesHHoro unu | 18.3 HeiicTyeT.
noBoYHOro Nany4eHuin Buino kak MoXHO Gonee CHUXEHO 28.2 HeiicteyeT
4.5.4 VIHeTpyKUuK MpumevaHue 2 —
4.6 VloHuaupytoLlee nanydeHune MpumevaHue 2 —
4.7 TlpvHUMMBI, Kacarolmecs WMMNIaHTaToB, MOACOEAMHEHHBbIX
U 06opyAOBaHHLIX UCTOYHUKOM 3HEPTiM
4.7.1 OBLyMe nonoxeHuns
4.7.1.1 IMNnaHTaTbl CO BCTPOEHHBLIMU 3MEKTPOHHLIMU Mporpam- | 19.3 3ameHeH
MUPYEMBIMU CUCTEMaMW JOIKHbI ObITh paspaboTaHbl Takum 06-
pasoM, 4Tobbl obecnevmBaTh BOCNPOWUIBOAUMOCTb, HaAEXHOCTb
1 apPeKTUBHOCTL 3TUX CMCTEM B COOTBETCTBMU C Mpegnonarae-
MbIM MCrofb3oBaHeM. [1pu BO3HUKHOBEHWU PUCKOB (PUCKOB CU-
CTeMbI), YCTaHOBMNEHHbIX NPW aHanM3e pUCKOB A5 JaHHOro naje-
nusa/cucTemel, AOMKHBI BbITe NPUHATEI COOTBETCTBYIOLWMNE Mepbl
MO YMEHbLUEHWIO UK YCTPaHEHWIO PUCKA, HACKONbKO BO3MOXHO
4.7.1.2 IMnnaHTaThl, B KOTOpLIX 6e3onacHocTb NaLueHTa 3asu- | 19.2 3ameHeH.
CUT OT BHYTPEHHEro UCTOMHWKa SHEePruK, JoMKHbl ObiTb OCHalle- 19.101 Cpok cnyx6bl AormkeH
Hbl CPEACTBaAMMW UHAWKALMW COCTOSHUA UCTOYHMKA NUTaHWs 6bITb onpepeneH AnA  Auana-
30Ha cKopocTei UHdY3Uu
4.7.1.3 Ha umnnaHTatax, HacKONbKO BO3MOXHO, AOMKeH ObiTb | 13.3 MN3meHeHue.
HaHeceH Kof, € MOMOLLbK KOTOPOro TUM UMMNaHTata unu usro- | 28.6 [HeiictByeT
TOBWUTENMW MOryT BbITb MAEHTUDMLMPOBaHEI (B 4YaCTHOCTH, B COOT-
BETCTBUW C TUMOM UMMMaHTaTa); Npn Heo6XO[UMOCTU KOA AOMKEH
6bITb YUnTaem 6e3 XMpypruyeckoro BMelllaTenLcTea
4.7.1.4 ins nmMnnaHTaToB, B KOTOPLIX 6e30nacHOCTL NauueHTa 3a- | 5 HencteyeT
BUCUT OT BHELLIHEMO UCTOMHMKA SHEPrK, BHELLHMWIA UCTOMHUK 3HEp-
rMn JOMKeH BKNoYaTb B cebs cucTeMy curHanusaumm aAns nogadu
CUrHana B cfiyYae oTKasa NUTaHusi
4.7.1.5 BHelWwHWe naaenus, npefHasHa4yeHHbIe AN MOHUTOpPUHra | 5 DencTayeT
ofHoro unu 6onee KNUHUYECKUX NApaMeTPOB UMIIIAHTaTa, AONK-
Hbl BbITb OCHALLEHEl CUCTEMOI CUrHaNM3auummu Ans nogadu curHa-
Na nonb3oBaTento B cUTyaLMK, KOTopas MOXET NPUBECTMU K CMep-
TN UNN CEPbE3HOMY YXYALLUEHUIO COCTOSIHAA NaumeHTa
4.7.2 3almTa OT AMNEKTPUYECKMX PUCKOB
4.7.2.1 UMnnaHTaTbl AOMKHLI ObITE pa3paboTaHbl U U3roTOBMEHH! | 5 DencTeyet.
TakuM obpa3om, uTobbl M3bexaTb, HACKOMBLKO BO3MOXHO, pucka | 16.1 MN3meHeHune
CNy4ailHOro nopaxeHWs1 ANeKTPUYECKUM TOKOM MpU HopMmanb-
HbIX YCMOBUSIX M B Cllyyasix OTKasa, KOTOpble MOMyT BO3HUKHYTb,
HEeCMOTPA Ha MNpaBUMbHYIO YCTAHOBKY WUMMNNaHTata. B noHsatue
«PUCKN NpU HOPMarbHbIX YCIIOBUSIX U B CIlydasx oTkasa» BXOAAT
PWUCKW, KOTOpPblE ONpefensioTcs aHanu3oM PUCKOB AN AaHHOro
BUAa usaenusa
4.7.2.2 AKTMBHbIE UMMNaHTaTbl JOMKHbI ObITb paspaboTaHbl u | 16.2 HononHeHue.
M3roToBNEHbl TakuMm obpasoM, 4Tobbl MUHUMM3UpPOBaTb pUCKW, | 16.3 HeiictyeT.
CBA3aHHbIE C UCMOIb30BaHUEM MCTOYHWKOB 3Hepruu, B nepsyio | 17 3ameHeH.
o4yepeab Npu WUCNONbL3OBaAHWMKU 3NEKTPOIHEPruK, yaenas ocoboe | 26.1 M3meHeHne

4.7.3 3awmTa oT MexaHU4EeCKUX PUCKOB

21



rFOCT P UCO 14708-4—2016

[MpodonxeHue mabnuupl AA. 1

dyHaaMeHTanbHble NpuHUMNLI UCO/TO 14283

Pasgenbi
NUCO 147081

Pasgenbl HacTodAlero craHaapTa
W OXBaTbiBaeMble acneKTbl

4.7.3.1 UmnnaHTaTbl 4OMKHLI ObITb pa3paboTaHbl U M3roTOBNEHbI
Takum o6pasoM, YToGbl 3aWUTUTL NONbL3oOBaTENSA U NauueHTa ot
MEXaHWYECKUX PUCKOB, CBA3AHHbIX, HAaNpUMep, C COMpOTMBIEHU-
€M, YCTOMYNBOCTLIO, ABWKYLMMUCS YacTsIMU U3Aenuii

HeictByeT

4.7.3.2 UmnnaHTtaTbl A0MKHBI 6bITb paspaboTaHbl U U3roTOBMEHbI
Takum obpa3om, 4TO6bl MUHUMW3IUPOBATL PUCKKM, BO3HUKaloLme
oT BuGpaumun, reHepupyemoi nagenuem, NpMHUMas Bo BHUMaHue
TEXHWUYECKWIA Nporpecc W CpeacTsBa, JOCTYMHbIE ANS CHUXEHWA
BubpaLumn, ocobeHHO UCTOMHWUKA 3HEPrum, eCniu ToNbKo BUbpavms
He SABNAETCS YacTbio cneyuanbHblX pabounx XxapaKTepucTUK u3-
Aenun

[HeiicTtyeT

4.7.3.3 UmnnaHTaTbl A0MKHLI 6biTh paspaboTaHbl U U3rOTOBMEHbI
Takum obpa3om, 4TOObl MUHUMWU3UPOBATL PUCKKM, BO3HMKaloLme
U3-3a LWyMOB, NPUHUMAs BO BHUMaHWE TEXHUYECKUIA Mporpecc M
CpefcTBa, JOCTYMHbIE ANA CHWKEHNS LLYMOB, OCODEHHO OT UCTOY-
HUKa SHepruu, ecnu TOMbKO WYMbl HE SBMSIOTCA YacTbio crneyu-
anbHbIX pabounx xapakTepucTUK U3genui

HeictByeT

4.7.3.4 TepMuHarnbl 1 KOHHEKTOPbI 151 UCTOYHUKOB 3reKTpUde-
CKOIA, ra3oBOW WKW rMapaBnu4eckon 1 NHeBMaTUYECKOR 3Hepruu,
C KOTOPbLIMU NpUXOANTCA paboTaTb NoNb30BaTENO, AOMKHBI ObITh
paspaboTaHbl M CKOHCTPYMPOBaHbI TakuM 06pa3om, 4ToObl MUHKU-
MW3UpOBaTL BCe BO3MOXHbIE PUCKU

[HeiictyeT

4.7.4 3awuTta nayumeHTa OT PWCKOB, BbI3BAHHBIX WCTOYHUKOM
3Hepruu unu BelecTsamu

4.7.4.1 IMnnaHTaTbl JOMXHbl ObITb pa3paboTaHbl U CKOHCTPYM-
poBaHbl TakuM 06pa3oM, YToBbl COBCTBEHHO hYHKLMOHWPOBaHWE
nporpaMMMpyeMbIX U KOHTPOMbHBIX CUCTEM, BKKOYasa nporpamm-
Hoe obecnedeHue, He yxyaLwano 6e3onacHoCTb NaLMeHTa 1 Nonb-
3oBaTens, NpUHUMas BO BHUMaHWe NpesycMOTpeHHble HasHadve-
HUEM U3Lenus YCroBUS NPUMEHeHUs

19.3

3aMeHeH

4.7.4.2 mnnaHTaTsl, pa3paboTaHHble ANA Nogavn SHEPruu unu
BBE[EHWS NeKapCTBEHHbIX BELLECTB, AOMKHbI ObiTb pazpaboTaHsbl
U CKOHCTPYMpOBaHbl TakuM oBpasom, YToObl NapamMeTphbl NoToKa
MOFTIM yCTaHaBnuBaTbCA U MOAAEPXKUBATLCA AOCTATOMHO TOYHO
A4NA MUHUMU3aLWMK pUcka ANs nauueHTa

HeiicTeyeT.

6.101 XapakTepucTukM UM-
NNaHTUPYEMOro UHPY3UOHHOIO
Hacoca

4.7.4.3 WmnnaHTaThl, paspaboTaHHble ANA BBEAEHUS nekap-
CTBEHHbIX BELLECTB, AOMXHbI BKMtoYaTk B cebs COOTBETCTBYIOLME
cpefcTBa NpefoTBpaLleHus n/unu nHaukaLmmu noboi HekoppekT-
HO CKOPOCTW MOTOKA, KOTOPas MOXKET NPUBECTU K ONaCHOCTU

HencTByeT.
19.3 TpeboBaHue Kk oLieHKe pu-
cKoB

4.7.4.4 NmnnaHTaTbl, paspaboTaHHble ANSA Nogadvs 3HEprun unu
BBEAEHUA NeKapCTBEHHbIX BELLECTB, AOMKHbI ObITb pazpaboTaHsbl
1 CKOHCTPYMPOBaHbBI CO BCTPOEHHBIMU CPEeACTBaMU MUHUMU3ALMK
PUCKOB Cry4aiHOro NpeBbILLEHUS OMNaCHOro YPOBHS 3HEPrun unu
neKkapcTBEHHOro BeLlecTBa

HencTByeT.
19.3 TpeboBaHue Kk oueHke pu-
cKoB

4.8 NHhopmaums, npefocTaensemMas n3rotToBuTenem

4.8.1 Kaxgblit UMnnaHTaT 4OMKEH NOCTaBNATLCHA C CONPOBOXAA-
toweit nHdopmaLmeir, Heobxoanmol Ans ero 6esonacHoro uc-
NoNb30BaHUA U UAEHTUDUKALUKU N3rOTOBUTENS, C YHETOM YPOBHS
MOATrOTOBKW U 3HaHWIA NOTEHLUWanbHOro nosib3oBaTens.
NHdopMaLna coaepXUTCA Ha 3TUKETKAX U B UHCTPYKLUUKU NO Npu-
MEHEHMUO.

10.4
12.3

LencTByeT.
DencTtyeT
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poBaHus;
i) nobble cneynanbHele paboyune UHCTPYKLUWK;

j) NtoBble NpeaynpexaeHUst UNu Mepbl NPELOCTOPOXHOCTH, KOTO-
pble CriefyeT NpeanpuHsTh;

dyHaameHTanbHble NpuHLMnL MCO/TO 14283 M(l:agi'q:;(l;fli_1 Pasﬁi’;:;:ig:ﬂ;‘i??amﬁ:pm
HackonbKo BO3MOXHO U MpaKTU4HO, UHdopMaLus, Heobxogumas | 10.4 [HewcteyeT.
Ansa 6e3onacHoro Ucnonb3oBaHWUA UMMIaHTaTa, AoMmkHa ObITh Ha- | 12.3 HencTayer
HeCeHa HenocpeACTBEHHO Ha UMMITaHTaT W/UINKU Ha YNaKoBKY KaX-
AOro ysna unu, ecrniv NpUMEHMMO, Ha TOBapHyIO ynakoBky. Ecrin
uHAuBMAYyanbHas ynakoBKa KaX[oro ysrna He MOXET OblTb Uc-
nonb3oBaHa AndA STuUX Uenen, uHpopmauyusa gormkHa 6biTe npea-
cTaBfeHa B 6poLuopax, NocTaBNsAeMblX C OAHUM UITU HECKOSbKU-
MU UMMMaHTaTamu.
MHCTpYKUMSA NO MPUMEHEHUIO [OIMKHA MOCTaBMATLCA C KaXAbiM
UMnnNaHTaToM
4.8.2 EcnM npUMeHUMO, UHpopmaLmio crieqyeT npeacTaendats B | 4 OencTayeT
Buae cumBonos. JTilo6ol cuMBON UNK LBETOBas MHAMUKALAS [ OMK-
Hbl COOTBETCTBOBaTb HaLMOHaNbHLIM CTaHfjapTam. Ecnu ctaH-
JapTa He CyLeCcTBYeT, CUMBOS JOIMKEH ObITb onucaH B OKyMEH-
Tauuu, NOCTaBAEMOl C UMMITAaHTaToOM
4.8.3 OTUKeTKa AoMmKHa cogepxarb Cneayolme cBefeHUs: 5 HencTayert.
a) HaumeHoBaHue UM pUpMeHHbIR 3HaK 1 agpec uarotosutens,; | 9.2 [HewicteyeT.
1.1 OencTayert.
b) nopgpobHbie cBegeHus, Heobxoaumble Monb3oBatento And | 9.3 OencTayert.
naeHTUdMKaLMM MMNaHTaTa U COAEepXKUMOro yrnakoBKY, 94 [ononHeHue.
9.8 OencTayert.
9.10 [OencTayer.
11.6 OencTayert.
1.7 [OencTayer.
11.101 HaHeceHue pAOMNOMHMK-
TenbHON UHOpMaLUN Ha CTe-
PUIBHOM NakeTe
28.103 TpeboBaHus Kk kapTe na-
UueHTa ¢ 0603Ha4YeHUeM mMoae-
N UMNnaHTaTa U uHdopmauyu-
€l 0 LieHTpe umMnnaHTauuu.
C) ecnvi NPUMEHUMO, UHIUKALMIO, YTO COAEPXUMOE YNaKkoBKku cTe- | 9.5 [HeicTayer.
puneHo (Hanpumep, « CTEPUNBHO»); 11.2 HencTayer.
11.3 [HencTayer.
d) ecnu npUMeHUMO, HOMEep NapTUU UNKU CepuiHell Homep, KoTo- | 9.3 [HencTByer.
POMY NpefLLecTBYeT COOTBETCTBYIOWAs MAeHTUdUKaLua (Hanpu- | 11.6 [HencTayer.
mep, «LOT» unu «SN»); 28.103 TpebosaHus Kk kapTe na-
LUMeHTa C yKasaHuem cepuut u
HoMepa uMnnaHTaTa.
e) ecnu NpUMeHUMo, faTa, A0 KOTOPOW WMMnaHTaT MoXeT BbiTe | 9.7 Jelictayer.
NCMnonbL3oBaH, 11.5 HencTayer.
f) MHOMKaumio, YTO MMMNNaHTaTLl NpefjHasHauYeHbl ANs ofgHopaso- | 28.18 OeicTyer.
BOMO UCMOSIb30BaHNS;
g) ecnv NpUMEHUMoO, yKkasaHve Ha cneuuansHoe HazHadeHue (Ha- | 9.12 HeiictayerT.
npumep, «usgenve, caenaHHoe Ha 3akas» WK «Tonbko Ans knu- | 11.10 [OelcTyer.
HUYECKNX UCCNEeoBaHNR»);
h) nobeble cneynankbHble yCrioBUst XpaHeHUs u/unu TpaHcnoptu- | 9.11 Heiictayer.

Mpumedarue 4
Mpumeyanune 5
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[MpodomxeHue mabnuupl AA.1

CTEepUNN3OBaHbl Nepes UCMonb3oBaHWeM, UHCTPYKLMSA MO OYMCT-
Ke 1 cTepunusauuun jormkHa ObITb Takol, YTo Npu ee cobrnrope-
HWUW UMnNnaHTaT ByaeT cooTBeTcTBOBaThL TpebosaHuam UCO/TO
14283:2004, pasgen 3;

Paspgenbi Pasaenbl HacTosLero cTaHaapTa
PyHpamerTanbHLIe NpuLynel UCO/TO 14283 NCO 147081 W oXBaTbiBaeMble acnekThbl
K) ANsl aKTUBHLIX UMMNNAHTAaTOB — MeCAL, U rof, NPOU3BOACTBA; 9.6 LencTayeT.
11.4 OencTayet.
28.102 TpeboBaHue K ykasa-
HAK Ha KaXAOW YacTu [OoKy-
MeHTaLuMu roia Bbinycka.
1) ecnn NpUMeHUMO, METO/, CTEPUNU3ALUN. 1.2 HeicteyeT
4.8.4 Ecnu npepnonaraeMoe MUCNonb3oBaHue uMmnnaHtata He | 9.10 DencTtyeT
O4EBUAHO ANA MONb30BaTens, U3roToBUTENb JOSKEH YETKO yKa-
3aTb HasHaYeHUe U3Aenusa Ha STUKETKE U B WHCTPYKLMKU MO Npu-
MeHeHUIo
4.8.5 Ecnu 3to pasyMHO M MPUMEHWMO, UMNNAHTaTbl U Cbem- | 8.2 HencTByeT.
Hble KOMMOHEHTHI AOMKHbLI ObITb ugeHTUdUUMpoBaHbl no Bo3- | 13.1 M3meHeHue.
MOXHOCTU B TEPMUHAX CEpPUIHOrO HOMepa WNKU HoMmepa naptuu | 13.2 DeictByeT
Ana obecneyeHns BO3MOXHOCTM NPOBEAEHUA BCEX Hafnexalyux
AeicTBUIN nocrne ycTaHOBNeHMs MoBbIX NOTEHUUANBHBIX PUCKOB,
06ycnoBneHHbIX NPUMEHEHMEM Kak UMNNAaHTaTa, Tak U CbeMHbIX
KOMMOHEHTOB
4.8.6 Ecnu npUMeHUMO, UHCTPYKLIMA NO NPUMEHEHUIO OIDKHA CO-
AepXaTb criefytolime CBefieHus:
a) Agetanu, ynoMsiHyThle B 4.8.3, 3a ucknto4eHnemM nepedncrienuin | 28.1 [ononHeHue.
d), e) u k), 28.3 HencTByeT.
28.16 DencTeyet.
28.18 HencTByeT.
28.21 DencTayet.
b) paboune xapaktepucTuku, npuBefeHHble B WNCO/TO | 28.8 HenctByeT.
14283:2004, nogpasgen 3.3, U Nobble HexenartenbHble NOGOY-
Hble 3 DeKThI;
C) ecnu UMNMaHTaT UCMOMb3yeTCA B COMETaAHUU ¢ Jpyrumu me- | 28.4 HenctByeT.
AVLUMHCKUMKU n3genuamn unu obopyaosaHueM, kak TpebyeT ero | 28.5 [HeiicTByeT.
npegnonaraeMoe ucnone3oBaHue, Heobxogumele nogpobHocTn o | 28.9 HeiictByerT.
ero xapakTepucTukax Ansa onpefeneHns KoppekTHbIX ncnoneaye-
MBIX UMMNaHTaToB M obopyaoBaHua Ansa nonyyeHus Gesonac-
HOW KoMBWHaLwuK;
d) Bcto MHOpMaLumio, HeobxoguMyto ANA NoATBEpXAeHUNA Toro, | 28.10 [ononHeHue.
YTO WMMNaHTaT Mcnonb3yeTcs Hagnexalwium obpa3oM U MOXeT 28.101 Tpebyemble MeTOAbI
paboTaTb NpaBuibHO U 6esonacHo, a Takxe, rae NpUMeHUMo, cee- LN onpeAeneHus HopmarnbsHoM
JeHns, No3BonAoLMe OLEeHNTL CPOK CNyXObl UCTOMHWUKE SHEpruu; paboTbl nagenus.
€) ecnn NnpuMeHnMo, nHdopMaumio, Heobxoaumyto ansa npegoT- | 28.11 [HencTByerT.
BpalleHWs cneuuanbHbIX PUCKOB, CBSA3@HHBLIX C MMMnaHTauuen
UMnnaHTaTa,;
f) nHdpopMmaLumio, oTHOCALLYIOCA K pUcKaM nepekpecTHoro Brus- | 28.12 HononHexue.
HWS, BbI3B&HHOrO MPUCYTCTBMEM UMMNIaHTaTa BO BpEMSA NpoBeje-
HUA cneyudnyeckoro nedeHns unm obenenoBaHui;
g) HeobxoAuMble MHCTPYKLMW Ha cryyail noBpexaeHns ctepunb- | 28.17 Heictayer.
HOM yMaKkoBKU W, ecrnv NPUMEHUMO, NofpobHLIE CBEAEHUs 0 f0-
MycTUMOM METOAe MOBTOPHOI cTepunusaymu;
h) ecnn UMnnaHTaTLl NOCTABAATCA C YCNOBUEM, YTO OHW ByayT | 28.17 HeiictayerT.

24




roCT P UCO 14708-4—2016

OkoHyaHue mabnuuypi AA.1

Pasaensl Paspentl HacTofLero ctaHaapTa

PynpamerTanbHeIe npuHLMnel UCO/TO 14283 NCO 14708-1 1 oxBaTblBaeMble acneKTbl

i) AeTanu nocneaytoulen o6paboTkn Unu obenyxusanug, Tpebye- | Mpumevarune 3 —
Mble 10 UCNONbL30BaHMA UMNNaHTaTa (HanpuMep, cTepunusagus,
OKOHYaTenbHasi cbopka U T.4.);

j) B cnyyae ecnu MMMnNaHTaT UCMyckaeT pafnoakTuBHoe uanyde- | Mpumedanne 2 —
HUe c nevyebHLIMM Liensamu, CBeeHNs 0 XapaKkrepe, TUne, UHTeH-
CUBHOCTU W pacnpoCTpaHeHNU STOTO U3MNyYEHUsI.

B MHCTPYKUMIO NO MPUMEHEHUIO TakkKe AOMKHbI GbiTh BKKOYEHbI
nozpo6HLle CBEAeHUs, MO3BONISIOLLME MeMLIMHCKOMY NepcoHany
OMOBECTUTL NaLUeHTa 0 NioBLIX NPOTUBOMNOKA3aHUAX U NIOGLIX He-
06X0AUMBIX Mepax NMpeAoCTOPOXKHOCTU. DTU CBEACHUS AOSMKHbI, B
YaCTHOCTH, OXBaTLIBATh!

k) Mepbl npefocTopoXHOCTH, cobniofaemble B criyqae usMeHeHus | 28.19 HeiictByeT
paboumnx xapaKrepucTUK MMNIIaHTaTa; 28.20 DeictByeT
[) Mepbl NPeAOCTOPOXHOCTU B OTBET Ha BO3leiACTBUE B pasyMHoO | 28.22 HononHeHue

npejcKkasyeMblX YCIIOBUSX OKpYXatoLLei cpefbl, Hanpumep, mar-
HUTHOrO MONS, BHELUHWUX UCTOYHUKOB 3MEKTPOSHEPruun, ANeKTpo-
cTaTUYeCKWX pa3psaoB, AaBrieHUs WM nepenaga AaBneHun,
YCKOPEHUS, NCTOMHUKOB Tenna u T.4.;

m) AoCTaToYHbI 06beM MHOPMaLMK, KacaloLenca nekapcTeeH- | 28.7 HencTayeT
HbIX BellecTB UM BewecTB, KOTOpblie AOIMKHbI OCTaBNATLCA C
MOMOLLIbIO JaHHOro WMMMaHTaTa, BKoYasn nobble orpaHudeHns
npw BbIGOpe BeLLecTB, KOTOpble HEOBXOAMMO [OCTaBNATh;

n) Mepbl NPefoCTOPOXHOCTU, MPeAnpUHUMaemMble NpoTMB oco- | 28.24 HeictByeT
BbIX, HEOBOBIYHBIX PUCKOB, CBA3AHHLIX C yAareHueM UMnNNaHTaTa,

0) NekapcTBeHHbIE BeLecTBa, BKNHOYEHHbIE B UMMNMaHTaT Kak He- | 28.8 [HononHeHune
oTbeMnemas YyacTb B cooTBeTeTBUM ¢ UCO/TO 14283:2004, nyHKT

4.1.4,

P) YpoBEHb TOMHOCTWU W3MEPEeHWd, 3asBneHHbI Ana MMnnaHTa- | 5 [Heiictyer

TOB, CHabXeHHbIX PyHKLMEN U3MepPEHMA

4.9 KnuHu4yeckasn oLeHKa

Ecnn cooTBeTcTBME yHAEGMEHTaNbHbIM NpUHUMNAM ANS UM-
MMaHTaToB OCHOBLIBAETCA Ha KIMHWUYECKUX AaHHbIX, Takue faH-
Hble AOMXHbI ObITb YCTAaHOBMEHbI 3@ CHET:

a) c6opa faHHbIX U3 COOTBETCTBYIOLEN Hay4Ho nuTepaTypsl, fo- | 19.4 M3meHeHne
CTYMHON B HacTosLLEee BpeMs, MO Ha3Ha4YeHUIo U3genus, npeayc-
MOTPEHHOro N3roToBUTENEM,;

b) pesynbraToB BCex KMUHWYECKUX UCCrefoBaHWi, npoBogumbix | 19.4 M3ameHeHne
TakuM o6pa3oMm, YToObl 3alluLiaTb NauUMeHTOB U oGecrneynBaTb
Mpu 3TOM Hay4HbI XapakTep uccnegoBaHms

MpumedaHune 1— ITOT NPUHLMN ABNAETCA OCHOBOMNONAraroWMUM 415 BCEX acneKToB aKTUBHOMO MMMIaHTUpY-
eMoro MeuLuHeKoro usgenus, agpecosaHHoro MCO 14708.

MpumevdaHne 2—He NPUMEHUMO K aKTUBHBEIM UMMNAHTUPYEMBIM MEAULMHCKAM UL ENUAM.

MpnumMmedvyaHune 3—He npuMeHumo, nockoneky 14.1 TpebyeT, YTOGLI UMNIAHTUPYEMbIE YaCTU aKTUBHOMO UM-
NAaHTUPyeMoro MefuLMHCKOro N3genusa npeaocTaBnsanucb CTEPUbHBIMU.

MpuMedvaHune 4— [na UMANAHTUPYEMBIX YacTel akTUBHOrO UMMMaHTUPYEMOro MeLULMHCKOro U3 enus Bce
WHCTPYKLMKM NO 3KCnyaTaLumn NpuBeAEeHsl B CONPOBOANUTENBHOW AOKYMEHTaLuu.

MpumevyaHune 5— B obuweM cnyyae npeaynpexneHns U Mepbl MPesoCTOPOXHOCTU ANS TeX, KTO 3aHUMaeTcs
¢ ocobbiMu ycroBusimn o6paboTku, Kpome (cM. 4.8.3.h)), AOMKHEI BbITb ONMUCaHbl B CONPOBOAMUTESNBHOI JOKYMEHTALMMN,
a He Ha 3TMKeTKe.
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MpunoxeHue BB
(cnpaBouHoe)

CeA3b MeXAy pasgerniaMu HacToAWEero ctaHaapta u PyHgaMmeHTanbHbIMUA NPUHLUNNAMMU,

Tabnuya BB.1

nepevyucrieHHbIMu B npunoxeHun AA

Moapasgen CoOoTBeTCTBYOWKNIA DyHAAMEHTASBHBIA Moapasaen CooTBeTCTBYIOWUIA DyHAAMEHTab-
NCO 14708-4 npuHuun MCO/TO 14283 NCO 14708-4 HbIl npuHumn UCO/TO 14283
4 482 11.4 4.8.3k)
441, 4411, 4412, 442 4714, 1115 483¢e)
4734 4742 745 4744 455 | "0 4830) 4830)
4.860p) 11.7 48.3b), 423
11.8 431
6.101 33,4742 11.9 423
6.102 3.3,34,415 11.10 48.39)
71 423 11.101 4.8.3b)
7.2 35,423 121 423
8.1 3.1 12.2 423
8.2 485 12.3 3.5
8.101 3.5 13.1 485
8.102 3.5 13.2 485
9.1 453 13.3 4713
9.2 483 a) 13.4 4412
9.3 4.8.3Db), 4.8.3d) 14.1 421,423,424,425
9.4 4.8.3 b) 14.2 412,425
9.5 4.83c) 14.3 41.1a),41.1b),41.2
9.6 4.8.3 k) 14.4 41.4
9.7 483¢€) 14.101 41.4
9.8 4.8.3Db) 15.1 43.2a)
9.9 4.31 15.2 43.2a)
9.10 483b), 484 16.1 4721
9.11 4.8.3 h) 16.2 4722
9.12 4.8.39) 16.3 4722
10.1 35,423 17 47.22,432d)
10.2 35,423 18.1 453
10.3 35 18.2 453
10.4 3.3,4.8.1 18.3 453
1.1 4.8.3 a) 19.1 4.3.2d)
11.2 483c), 4831)
11.3 4.83c)
19.2 3.4,432d), 4712 28.2 453
19.3 3.4,36,417,4711,47.41,47.43, (283 4.8.6 a)[4.8.3b)]
4744 28.4 3.4,43.1,486¢)
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OxoHyaHue mabnuupl BB.1

rOCT P NCO 14708-4—2016

Moapasaen CooTeeTcTByOWMI PyHAAMEHTANbHBIA Moppazaen CooTBeTcTBYOWWUIA hyHAAMEHTa b~
UCO 14708-4 npuHymMn NCO/TO 14283 NCO 14708-4 HbI NpuHLMN UCO/TO 14283
19.4 3.6,49a),49b) 28.5 43.1,486¢)
195 413 28.6 4713
19.101 3.4,432d),4712 28.7 4.8.6 m)
201 4.32¢) 28.8 4.8.6b), 4860)
20.2 432c¢) 289 486¢)
21 432c) 28.10 4.8.6d)
22 432¢) 28.11 486¢e)
23.1 3.4,432b) 28.12 43.2c),486f)
232 3.4,432Db) 28.13 432¢)
233 34 28.14 43.2¢)
234 34 28.15 432¢)
235 34 28.16 4.8.6a)[4.8.3¢c)]
23.6 34,431 28.17 4.8.6g), 4.8.6h)
24 4.3.2b) 28.18 4.8.6a)[4.8.31)]
25 4.3.2b) 28.19 4.8.6 k)
26.1 34,4722 28.20 4.8.6 k)
26.2 3.5,4320b) 28.21 4.8.6 a)[4.8.3 h)]
27.101 4.3.2b) 28.22 4861)
27.102 4.32D) 28.23 34
27.103 4.3.2b) 28.24 4.8.6n)
27.104 4.3.2b) 28.101 4.8.6d)
27.105 4.3.2b) 28.102 4.8.3k)
27.106 4.32b) 28.103 4.3.2b),4.8.3b),48.3d)
28.1 4.8.6a)[4.8.3a)]

MpuMedaHune — Lindpbl B ckoBKax yKasbIBalT KOCBEHHOE OTHOLLIEHWE K LTUPYEMOMY MOAMYHKTY.
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MpunoxeHue CC
(cnpaBouHoe)

O6ocHOBaHue

CC.1 O6Lwue nonoxeHus

MN3noXeHHbIE HUXE 3aMeYaHnsi K HEKOTOPLIM MOMOXEHUAM HaCTOsLLEro cTaHgapTa npusBaHel 06nerduTs ero no-
HUMaHue. CofepxaHne HacTOALLEro NPUITOKEHWUsI OTHOCUTCA He KO BCEM pa3jenam HacTosLLero cTaHfapTa; MMeHHO no-
3TOMY HyMepaLus NaparpadoB B NPUMOXEHUN He ABMAETCSA NOCNeqoBaTeNbHON.

CC.2 3ameuaHusi no cneumanbHbIM pasgenam U nogpasgenam

1 Cuctema Ans NpoBHbIX N3MepPeHnii BKNto4eHa B 06nacTb NpUMeHeHNs n3-3a 06bIYHOR NpakTUK1 NPOBOAUTL MHAY-
3110 B TEHEHWE UCMBITATENLHOMO Cpoka [0 MPUHATUA pelleHns o6 umnnaHTauum usgenusa. CucteMa npobHLIX U3MepeHUit
LOMMKHa oTBeYaTh TeM Xe TpeboBaHusM 6e30nacHOCTU, YTO U dakTUYeckn MMInaHTupyemoe nsgenue. BHelHne UHGy-
3MOHHLIe Hacockl, NpUMeHaemMble ANa ApYrux Lenei n He oTHOCALLMeCa K NpUHaLNeXHOCTAM MHMY3MOHHOrO Hacoca, B
HacTosILLeM CTaHAapTe He paccMaTpUBaloTCS.

6.101 HacTosLmii NOANYHKT OnpefensaeT COOTHOLEeHNE MeXay 3adaBNeHHbIMU N3roTOBUTENIEM TEXHUYECKUMU Tpe-
60BaHNAMM, XapaKTepUCTUKaMU U CPOKOM CIYXObI.

TOYHOCTb UHMY3UM ABNSAETCA OCHOBHBLIM pakTOpoM 6e30MNacHOCTU, XOPOLLO U3BECTHO, YTO B HEKOTOPLIX UMMNNAaH-
TUPpYeMbIX Hacocax TOYHOCTb cBA3aHa ¢ 06beMoM pesepByapa. 3anpalimBaemas WHopMaLUnsa BaxHa ANA Bpada Ans
onpefeneHns CKopocTU UHAY3NN N HACTPOEK U3fenus.

B craHgapTax MCO (Hanpumep, MCO 11631 [9]) npuBefeHbl onpeaeneHns NOHATUAM «TOYHOCTb» U «NOBTOpAe-
MOCTb», B COOTBETCTBUW C KOTOPLIMA OHU MPUMEHSIOTCS B HacTosALWeM cTaHaapTe. B To BpeMa Kak noBTopAeMOCTb MO-
XeT BbITb KONMYECTBEHHO U3MepeHa W BbipaKeHa YMCNEHHO (OTHOCUTCS K cCaMOMy Habopy AaHHbIX, HO HE K CPaBHEHWIO
NONy4eHHOro U UCTUHHOIO 3HaYeHUi), hakTU4ecKas TOYHOCTb, B CPABHEHUN € «UCTUHHLIM» 3HaYEHNEM, HE MOXET GbiTb
ussecTHa. MoxeT BbiTb onpeAeneH TEpMUH «MOTPELIHOCTb U3MEPEHNSA», HO 3TOro He TpebyeTca ANSA HAaCTOALWEro CTaH-
fiapTa, T.K. TEPMUH He SBNAETCA LUMPOKO U3BECTHLIM 3a Mpefenamn CTaTUCTUHECKON N UHXEHEPHOW NPaKTUKN N MOXET
NpWBECTU K NyTaHuLe. TePMUH «TOYHOCTbY, HANPOTUB, SBMSETCA NErkKo y3HaBaeMbIM (XOTS, BO3MOXHO, 06bIYHO Henpa-
BUITIbHO WCTOMNKOBLIBAETCA) U MOAXOAUT ANA Lenei HacTosALero ctaHaapTa. TeM He MeHee BaXHO, YTo6bl U3roToBUTENDb
yKasar, Kak UMeHHO BbIYUCIISANach TOYHOCTb.

Mpouenypa onpeaeneHna TOYHOCTU MHAQY3UM NPOBOAUTCA Ha YCTaHOBKe, YTBEPXAEHHOW AnA onpefeneHns uns-
MepsieMblx TpeGoBaHMiA. M3-3a HebonbluMx 06beMOB UHPY3UKN, TpeByeMbIX ANSi U3MePEHUs, OLUMOKN B UCMbITATENLHOM
YyCTaHOBKE W MOATOTOBKE Hacoca MOryT ObiTb 3HaUMTENbHBIMU, €CrU NpoLeaypbl UCMBITAHUS HE MONTHOCTLIO YTBEPXAEHDI.
[MosToMy HeobBXoAMMO KOHTPONUPOBaTL MpoLEeAYpY NPOBEPKU UCTILITAaTENBHOW YCTAHOBKU, MPEfOCTaBNEHHYIO N3roTOBM-
Tenem, U MeTOAbI UCMbITAHMIA ANSA YCTAaHOBIIEHUSA TOYHOCTU WHAY3MM MMNITAaHTMPYEMOro UHAY3MOHHOro Hacoca. [Ans uc-
NbITAHNS MOXET UCNONb30BaTLCA BELLECTBO, Takoe Kak AUCTUNNUPOBaHHas Bofa, A0 TeX Mop, Noka CoXpaHsAeTCs aKBUBa-
TNEHTHOCTb (haKTMYeCcKoMy npeAnonaraeMoMy ynorpebneHmnio nNekapcTBEHHOro BELLECTBA.

MaroToBuTento HeobxoanMo paspabotaTtb NOAXOAALLNE UCMBITaHWUSA HAa AONTOBEYHOCTb ANs rapaHTuposaHus 6e3or-
Ka3Hoil paboThl M34enus Becb rapaHTUIHLIA CPOK cryx6bl. BO3MOXHO NCMONMb30BaTh YCKOPEHHOE UCTbITaHWE ANS 3anycka
Hacoca U 3arnoflHeHUs pe3epByapa AN YCTaHOBINEHUA OXWAAEMOIA NPOU3BOAUTENBHOCTU B TEYEHUE JOMTOro BpEMEHM.
3TU ncnbiTaHns MoryT 6bITb NPpoBeAeHbl Ha obpasLiax, aHanorMYHbLIX KOHEYHOMY U3Alenuio, NoKa ecTb Haanexatlee noa-
TBEpPXAEHUE TOro, YTO OLIEHMBaeMble MapameTphbl HEe NCKaXaloTCA NpU UCMONb30BaHWMKM 3TUX 06pa3sLoB.

6.102 MNopT gocTtyna kK MembpaHe, Takoii KaK Te, KOTOpbl€ UCNONL3YIOTCA ANS NOMNONHEHUs pe3epByapa Unu npego-
CTaBleHusi NPSIMOTo AOCTYNa K KaTeTepy A0CTaBKU, ABNAETCA BaXHEHLLMM KOMMNOHEHTOM, MOCKOSbLKY MOBPEXAEHUE MEM-
6paHbl MOXET NMPUBECTM K TOMY, YTO pe3epByap OMOpOXHUTCA UMW XMAKOCTb ByleT npocaunBaTbCs BO BHYTPEHHUE TKaHU
YenoBeka, OKpyaloLLMe MMNNaHTUpyeMBbIiA Hacoc. McnbiTaHne MembpaHbel METOAOM NpoKona npefHasHaqyeHo Ans obe-
cneYeHunsi cTaHAapTM3MPOBaHHOrO MeToAa NoyYeHUs AaHHbIX ANSA OLIEHKW HafeXHOCTU MeMbpaHbl.

8.101 Hacrosiwee TpeboBaHUe pacnpocTpaHAETCA Ha MApKUpPOBKY BO BPeMS TPAHCNOPTUPOBKN KO BCEM YacTsM,
BKIIlo4asA UMNnaHTupyemele. K HeMMNNaHTUpyeMbIM YacTAM, UMEIOLLMM 3reKTpUYecKoe NuTaHue, NpumeHsiiotes Tpebo-
BaHuA pasgena 5.

8.102 HacTosiuiee TpeboBaHUe pacnpocTpaHAETCA Ha MapKUPOBKY C YKkazaHMeM TpeboBaHMWiA K oKpyXatoLleit cpe-
file BO BpeMs TpaHCMopTMPOBaHUS KO BCEM YacTaM, BKNOYaA UMNNaHTMpyeMble Yactu. K HeumnnaHTupyemblM YacTsaMm ¢
3NEeKTPUYECKUM NUTaHWEM NpUMEHsIoT TpeboBaHus pasaena 5.

10.3 NcnbiTaHuA B HacToALLEeM CTaHfapTe cornacoBaHbl ¢ UcnbiTaHuamU no MOK 60601-1. B npumedaHum obbsic-
HAETCA, YTO CMEHHbIE HaKNEelku He AOIMKHLI NoABepraTbCa UCNLITAHUAM, €CIIM OHU cofiepXaT nHdopmMaLuio BHe Tpebo-
BaHWIA HacTosLLEro crTaHaapTa.

13.1 UcnbiTaHne BnaxHbIM NpoTUpaHueM npueeeHo B cootesetcTaum ¢ 10.3.

14.2 TpeboBanus UCO 14708-1 6binu nepBoHavanbHO cOpPMYNMpoBaHbl B OTHOLLEHWM Mepefalouxca Yepes
KpoBb YacTul, HacTosimii cTaHAapT NO3BOMAET U3roTOBUTENIO onpeaensaTs TpebosaHus Ans TBepAbIX YacTuu, KoTopble
MOrYT OTNUYaTLCH B 3aBUCMMOCTM OT npeAnonaraeMoro NPUMEHeHUs UHMY3MOHHOro Hacoca. [pyU 3TOM M3roToBUTENb
AOMKEH NpOBECTU aHarm3 pUckKoB, aHanmn3a KOHCTPYKLUUW, UCNbITAHUS UM MCONb30BaTb ApYrue NOAXOASLLME CpefCcTBa.
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Tak kak cucteMa LMpKYNALUN XKUOKOCTU HaxoqUTCA He B NPSAMOM KOHTaKTe € XUAKOCTAMU opraHusMa, a nocpes-
CTBOM [JOCTaBKM NeKapCTBEHHOro BELLECTBa, OHa TOXE BKITOYeHa B HACTOALLMIA NOAMYHKT.

14.3 Ocoboe BHUMaHUe [OMXHO ObITh yAeneHo BbIGOpY MaTepuanos, UCMonb3yeMblX B NPOU3BOACTBE MeAULMH-
cKkoro usgenus. Ana nposefeHns Guonorndeckoin oLeHkn 6e3onacHoCTM UMNNaHTUPYeMbIX MHGY3UOHHBIX HACOCOB KOH-
CTPYKLMOHHbIE MaTepuarnbl JomKHbl BbiTb OLEHEeHbl Ha 0CTaTo4YHbIE MOHOMEpEI, 406aBK1, NPUMeCH, BbIMbiBaeMble Belle-
cTBa W NPOAYKTLI pacnaja.

MaTepuansl cucTemsl LUMPKYMALUKA XUAKOCTU MOTYT KOCBEHHO COMpPUKacaThCs € XULKOCTAMMU B OpraHu3me Yeno-
BeKa, NosToOMY B KayecTBe Mepbl NPEAOCTOPOXHOCTU 3TN MaTepuansl Takke AomKHbl BblTb OLEHeHbl Ha B1onornyeckyto
COBMECTUMOCTb.

14.4 Toppa3yMeBaeTCs, YTO NeKapcTBEHHbIEe BellecTBa, 0OLIMHO UCMONb3yeMble C UMMNIAHTUPYEMbIMU UHDY3U-
OHHBIMU Hacocamu, MPOLLAN MHOrOYUCIEHHbBIE UCCME0BaHUA U NPOBEPKU A0 TOro, Kak Bbinu AonyLLeHbl K MPUMEHEHMUIO.

14.101 JormkHbl ObITb MCNOMb30BaHbl 0BLUENPUHATEIE UCTIBITAHWA 415 YCTaHOBMEHWSA cTabUIIbHOCTU NekapcTBeH-
Horo BellecTBa B UMMNMIaHTUPYeMOM UHPY3NOHHOM Hacoce. B ToM crnyyae, ecrnn TecTUpoBaHWe NpoBOAUNOCH TPETLEN
CTOPOHOMW, onpejaeneHne nokasaTtenei ctabunsHoOcTU Mnu obecneveHne HeoBXoAUMON JOKYMEHTaLUn ANs NOALEPXKKUA
WHTepBana cTabuneHOCTU SABNAETCA OTBETCTBEHHOCTLIO U3rOTOBUTENS.

15.1 MNpumeHsaeTca gencTByOWan pefakumn CColfIOMHOro cTangapTa.

16.1 MNpumeHseTca fgencTeyoWan pejakumm cebliioMHOro cTaHjapTa.

16.2 TpebyeT, 4TOObLI M3rOTOBUTENL OMpPEAenun, ABIAITCA NN NPeAenbl YTEeYKU NpueMnemMbiMi A KOHKPETHOro
NPUMEHEeHUs U3genus.

17 OcHoBbIBasACH B LieIOM Ha pacrnpefeneHun TemnepaTtypbl Tena Yenoseka, orpaHuyeHne MnoBbILLEHUA TeMnepa-
Typbl Ha 2 °C MOXHO cHuTaTh YpeamMepHo cTporum. MNpu nepdysnmn MoXeT BO3HUKHYTL Bonbluee roKkanbHoe yBenmyeHUsi
Temnepatypsl. Cwm. [10].

19.2 MNyHKT U3MEHeH B COOTBETCTBUM C UCMNONb3YEMbIMU TEPMUHAMMK B HACTOsILLEM cTaHAapTe (T.e. CPOK CryxObl)
W YTOYHEHO, YTO UMEETCA B BUAY MOA UCTOMHUKOM 3Heprun. MepBoHavanbHoe TpeboBaHne MCO 14708-1 oTHocUTCA K
pesepByapy Nof AaBleHNeM, Kak K UCTOMHUKY 3HEPrUu; He CTOUT NyTaTb C pe3epByapoM AN XUAKOCTU B CriyYae MmnnaH-
TUPYEMOTO MHAY3MOHHOIO Hacoca.

19.3 MyHKT U3MeHeH, 4ToBbl OTPasuTb TekyLyylo METOANKY OLUEHKN cTeneHun pucka cornacHo MCO 14971. 3ameHsieT
CTapblil 1 MeHee o6LuiA MeTog, Takoh kak FMEA (Failure Mode Effects Analysis — aHanus BUgoB 1 nocrefiCTBUiA OTKa30B).

19.4 V3smeHsieT npexHee TpebGoBaHne Ana obecneyeHNsA KINUHUYECKUX UCChefoBaHWiA, NPOBOAUMbIX B COOTBET-
CTBUM C ONyOnuKoBaHHbIMKU cTanfapTamu, nomumo NCO 14155-1 unn MCO 14155-2.

19.5 mMnnaHTUpyeMbIi pesepByap U KaTeTep coaepxaTt MaTepuansl, KOTopble MOryT oKa3saTb BIUsiHUe Ha cTabunb-
HOCTb U 9h(PEKTUBHOCTL NEKapCTBEHHOrO BelecTBa. Bee MaTepunant! yCTpoicTBa CUCTEMBI LIMPKYNALMKN XXUAKOCTU UM-
MNaHTUpyemoro MHMY3MOHHOIO Hacoca, KOTopble MOABEPraloTCs BO3AeACTBUIO NIeKapCTBEHHOO BELLECTBa, AOMKHb! GbITh
OL|eHEeHbl C TOYKU 3peHUs UX NMPUrOAHOCTU B KOHCTPYKLMKU. OLieHKa AoMKHa NpeaycMaTpuBaTh BO3MOXHOCTb U3MEHEHUN
hn3nNYeCcKnX XapakTepncTUK MaTepuarnos U CYLLIECTBEHHOIO YXYALUEHUS MaTepuanos OT BblAeNeHUA NeKapCTBEHHOro Be-
LecTBa B Te4eHWe fonroro BpeMeHu. JTioboe BbIMbIBaEMOe BELLECTBO AW W3BECTHLIN NPOAYKT pacnaga AOMKHbI ObiTb
OLieHeHbl C TOYKU 3peHuUs UX BO3[ENCTBUS Ha NeKkapcTBeHHoe BellecTBo. B cnyvae HanuyuA BbiIMbIBAEMOro BelecTsa
Unu NpoAyKTa pacnaja Heo6XxoAMMO BBIMUCIIUTE UX 06beM, M oblyas cyTouHas fo3a, KoTopas MOXeT GbiTb BBEAeHa,
JomkHa 6bITb OLeHeHa ToKcMKororndeckum obpasom, NM6o NocpescTBOM UCNbITAHNS UNKU NUTepaTypHOro 060CHOBAHUS.
Heo6x0AMMO OTMETUTL, YMEHbLIAETCS NK KONIMYECTBO BEIMbIBAEMBIX BELLECTB WK NPOAYKTOB pacnaja B TeHeHue AONro-
ro BpeMeHu.

19.101 Ans nonb3osaTens BaxHO NOHUMATL, Kakoil ByAeT cpok cnyxbbl Ha OCHOBE He TOMNbKO OBLIYHON CKOPOCTH
WHY3NK, NOTOMY YTO CKOPOCTb MHIDY3UN MOXET OKasaTb CyLLECTBEHHOE BAUSHWUE Ha CPOK CyxX6bl.

21 MIMnnaHTupyemble MHQY3NOHHBIE HAacOChl MOTYT OKa3aTbCsl NOA BO3AEHCTBUEM MOLLHLIX 3NEKTPUYECKUX MONen,
MPUNOXEHHbIX HENOCPEACTBEHHO K NauueHTy. [pu STOM U3roTOBUTENb AOMKEH AoKasaTb, YTo TpebosaHWe HacTosLero
MyHKTa BbINonHAeTesA. YacTHble TpeboBaHus MOryT GbiTb onpegerneHsl B GyayLwmx pegakynax HacTosALWero ctaHaapTa.

22 YTBepxaaeTca, 4To AOMKHbI BbIT OLEHEHEI HOBbLIE METOA LI ITeYeHNs U npoueaypsl. YacTHele TpeboBaHUs MoryT
6bITb onpeaeneHbl B OyayLmnx peaakumsix HacTosILLEero cTaHaapTa.

23.1 CornacosaHo ¢ MOK 60601-1:2005, HO yBenu4yeHo Y1cno nageHuin ANs py4HbIX NpUcNocobnerunii Ans yderta
MeXaHU4YecKoro Bo3aeicTams.

23.2 NameHeH MCO 14708-1, 4Tobbl 0Tpa3nTb 06bIYHLIE YCNOBUA UCMOMb30BaHUSA TOMBKO A5 UMMAAHTUPYEMbIX
YyacTeil. HeuMnnaHTUpyeMble YacTu noaBeprarTcs MexaHU4eckoMy BO3AeACTBUIO cornacHo 23.1 n pasgeny 10, B KoTo-
pbIX TpebyeTcs y4ecTb BO3MOXKHOCTL BUBpaLn BO BpEMSI XpaHEHUS U UCMONb3OBaHWS.

24 VcnblTaTenbHble YpoBHW 31eKTpocTaTUYecKoro paspsaa, ykasaHHele B MICO 14708-1, ABNSAOTCS yCTapeBLUUMM.
HoBoe Tpe6oBaHue, ykasaHHoe B MOK 60601-1-2, GyaeT rapaHTUpoBaTh, YTO U3AeNns NPOBEPEHE! Ha YPOBHSIX, KOTOpLIE
B HacTosiLLiee BpeMs cuuTaroTes noaxoaawumun. Pasgen 24 Takke cornacosaH ¢ pasgenom 5.

26.1 MNpuMeHseTca AeiicTByoLasa pefakLyun CChIFIOMHOro cTaHaapTa.

27.102 Haubonee BaxHble YHKLMW UMNIAHTUPYEMOro MHMY3MOHHOTO Hacoca C TOYKM 3peHusi GeszonacHocTu
JOMKHbI ObITb NOABEPTHYTHI UCTMBITAHUAM Ha MOMEXOYCTONYMBOCTb. DYHKLMUK, He CBA3AHHBIE C OCHOBHLIMU PYHKLMO-
HanbHbIMW XapakTepucTMKamu, He AOMKHbI MPOBEPSATLCA UCNbITaHAMU. Kak npaBuno, dyHKLMM MOXHO paccMaTpuBaTh
KaK KNUHUYECKN CyLLeCcTBEHHbIE NpU3HaKku, AN obecnevyeHns KoTopbliX npejHasHadeHo uagenuve. Pasgen 3 HacTosAwero
CTaHfapTa He onpeAensaeT NMOHATUE «DYHKLMAR, NOTOMY YTO (OYHKLUS, KOTOpasa He ABMAETCA KIMHUYECKN 3HAYUMON, MO-
XeT BbITb KakuM-To 06pa3soM cBsizaHa ¢ OCHOBHLIMU PYHKLMOHANbHEIMU XapaKTEPUCTUKaMM W, CiefoBaTenbHO, AOMKHa
nofsepraTscs UCNbITaHUAM Ha NOMEXOYCTONYMBOCTb.
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BOoNbLUMHCTBO MCNBITAHUA HA MOMEXOYCTOMYMBOCTL BKITHOYaET ABa Habopa ucnelTaTenbHbIX YpoBHeH. Cnegosa-
TenbHO, CYLLECTBYET TakKe 4Ba onpefeneHHbIX Habopa kpuTepnes aPeKTUBHOCTH (TPETUIA YPOBEHb KpUTEpUA onpeae-
NAETCA U3roTOBUTENEM).

McnelTaTenbHble YpoBHU, KOTopble Gbin BeIGpaHbl A1t BCEX TECTOB, OCHOBaHbI Ha O6LWMUX YCNOBUAX NPOXUBAHUA
HaceneHus 1, B pafe criy4aes, CBA3aHbl C HOPMaMu BUONOrMYeckoro Bo3aencTeunsa. McnbitaTenbHble YPOBHU HE HAHOCAT
HeobpaTuMoe NOBPEXAEHNE U HE BbI3bIBAIOT JONTOCPOYHLIA adhdekT. B cBsA3U ¢ 3TUM paspaboTaHbl COOTBETCTBYOWMNE
KpUTEpUM NPOU3BOAUTENBHOCTY (OfWHaKOBLIE KPUTEPUM UCTIONB3YIOTCA AN 060UX TECTOBLIX YPOBHEIA).

KpuTepuu apdpeKkTMBHOCTU BO BpEMS UCTIbITAHWUS YCTaHaBMMBAKOTCA B COOTBETCTBUN C UCTILITATENBHLIM YPOBHEM.
HwxHMe ypoBHW UCMBITAHMIA OCHOBAHbI Ha OBLLWX, NOBCELHEBHbIX YCNOBUAX NPOXUBAHWUSA HAaceNeHUsA. 3TN YPOBHMN Xapak-
TepHbl AN GLITOBLIX YCOBUIA, B TOM YUCHE NUHUIA SnekTponepeaaqu, TpaHcnopTa, MecT obLiero nonb3oBaHNA (LUKONbI,
MarasuHel, oguckl W GOMNbHULEI) U OPUCHOrO 0BOPYAOBaHUSA, U MECT, FAe U3fenne HaxXOAUTCA NoA BNUAHMEM ApYyruxX
YCTPOICTB AnuTensHoe BpeMs. Takum o6pasom, B 3TON cpefe crneayeT oXuaaTb, YTO UMNAAHTUPYEMBIA UHADY3UOHHDINA
Hacoc ByaeT paboTaTb NOMHOCTLIO COrNacHo npegHasHadYeHunio 6e3 notepu dyHKUMK 1 6e3 Kaknx-Nnbo HenpeaBUAESHHBIX
OTBETHbIX peakLui.

BepxHue ypoBHM MCMbITaHUI NpefcTaBnsaloT coboil cpefbl, B KOTOPLIX NaLWEHT OKasblBaeTCcA peako, obblMHO B
TeYeHne KOPOTKOro BPEeMEHU, U KOTOPbIX, KaK NPaBWUno, BO3MOXHO u3bexaTb. MICTOUHMKaMKU 3TOW KaTeropun ABnaoTes
cucTeMbl JOCMOTPa U MobunbHoe o6opyaoBaHWe C BLICOKUM YPOBHEM U3NydeHUs. [Ans MarHUTHeIX noneii 6onee Bbico-
KWe YpPOBHU UCMBITAHUIA MOMEXOYCTOMNYNBOCTU paBHbI 4ECATU HUXHUM YPOBHAM. OBLMIA YPOBEHb N ANA ANEKTPUHECKUX
ronen coCTaBnSAeT NATh HMXHMX YpoBHeH. CyLecTBYIOT TPU YPOBHA CUCTEM aBapuiAHOW CUrHaNW3auun U NATb YPOBHEN
MOGUIbHBIX NpuemMonepeaaTymMkos. B aToil cpefe usaenue, Kak oxuaaeTcs, He GyaeT NOBpPeXAESHO UNU NOABEPrHYTO He-
npueMnemMomy pucky. Tak Kak HeBO3MOXHO NPeAyCMOTPETb BCE CUTYaLIUK, YCTAHOBNEHBI HOPMbI BPEMEHHOrO yXyALLeHNUS
XapakTepucTuk U HenpegHaMepeHHol paboTbl 4O TOrO MOMEHTa, NOKa NaUWeHT HaxoauTcesa B 6esonacHocTu. Takum o6-
pasoM, UCNonb3oBaHWe Hacoca MOXeT BbiTb paspelleHo, YTo6bl NaLMeHT MO UCNONb30BaTb KNUHWYECKUE NPpenMyLLecTBa
nsgenus. 3To paspelleHne JOMKHO 3aBUCETb OT MHEHUA U3roTOBUTENA U Bpadeil. Kak NnpaBuno, He npeanonaraeTcs He-
npegeuaeHHas pabota usfenus, Ho HeobxoAUMO 3TO NPOBEPUTL IKCNEPUMEHTANIbHO NPU AECATUKPATHOM YBEeNUYeHUN
TECTOBOIO YPOBHS.

HekoTopble yXyaLUeHWst He AoNyCTUMBI U3 cooBpaxeHunit 6e30NacHOCTU N NOTOMY, YTO OHUW He ONpaBAaHbl TAXECTbIO
UenbiTaTenbHLIX YPOBHEN.

27.103 HwxHWiA ypoBeHb, pasHblii 1 MTn (10 c), 6bin BLIGpaH Ha ocHOBaHUW OBLIMHO BCTpEYAIOLMXCA Hanps-
XeHHocTel nons. Ha npakTuke MHOrMe WMNNaHTUpyeMble W3AENUA UMENU BHYTPEHHWE NepekniovaTen, KotTopble ak-
TUBWPOBANUCb MarHUTHLIM MonemM. 3TU nepekniodaTenu obbIMHO aKTUBUPOBANWUCL MarHWTHLIM nonem okono 1 mTn.
Takum 06pa3om, MOXHO OXuMAaTb, YTO BCe U3fenusa 6yayT PyHKLMOHUpOBaTL HOpManbHO B NpucyTcTBum nonsa 1 mTrn.

Beicokuii ypoBeHb 50 MTn (500 'c) peako, HO MOXET BcTpeyaTbesi. MHAYKLUMA NOCTOAHHOTO MarHUTHOro nors, 06-
pa3oBaHHOro Ha NOBEPXHOCTU OObLIMHLIX BLITOBLIX MAarHUTOB (HanpUMep, MarHUTbl Ha XONMOAMUIBHUKE) U OT MarHMToB B
MEAULIMHCKUX U3AENNUAX, HeoOXoAUMBIX ANs aKTUBaLMKU nepekntodarens, obbiuHo coctaBnser 50 MTn (MarHUTHbIE nons
pe3Ko CXMMaroTCs, NO3TOMY Cura Nons B HECKOSIbKUX CaHTUMETpax, Kak npaBuro, HesHaduTenbHa). Takum obpasom,
usgenusa He GyayT noABepKEHbI HEOBPATMMBIM NOBPEXAEHUAM MITM UBMEHEHUSIM COCTOSIHUSA NMOCNEe BO3AEWUCTBUSA 3TUX
ypoBHel. [OCKONbKY HEKOTOpble UMMNaHTUpyeMble MEeAMLIMHCKAE U3fenns Taloke 3aBUCAT OT aKTUBaLUUW NepeknovaTe-
neii ANs HeKOTOpPbIX YHKLMIA ynpaBneHnsl, \sMeHeHne pexnmma paboTbl MOXET NPOM3OTH OT MOCTOSAHHOTO MarHUTHOIO
nons uHagykuuen Gonee yem 1 MTn.

TpeboBaHue k ogHopogHocTH nons 3 Ab onpaBaaHO U3BECTHBIMM TEXHUYECKUMU BO3MOXHOCTAMMN.

CyuecTByeT ofHa obsi3aTtenbHas opueHTauus UY, npu kotopoii HanbonbLluas NoBepXHOCTbL NOABEPraeTcs Bo3fen-
CTBUIO BEKTOpa MarHuTHoro nons. [pyroit opneHtauum He Tpebyercs.

HecATn MUHYT AOMKHO ObITb JOCTAaTOMHO AN MONYyYEHUs peakuuu, ecriv bbin BoIbpaH HOpManbHbLIA YPOBEHb WH-
dy3un ana npoBefeHns NCMbITaHUS.

27.104 Obuee obnyyeHne HacerneHus aneKTpOMarHUTHON aHeprueii B AuanasoHe yactot oT 10 My go 30 MI'y co-
CTOWUT M3 3MEKTPUYECKOro W MarHUTHOro nonei. CuuTaeTcs, YTO TONBKO MarHUTHbIE Nons cnocobHbl HapywuTL paboTty
UMNNaHTUPYEMbIX MHY3NOHHBIX HACOCOB.

OnekTpudeckue Nonsa B AJaHHOM Jiuana3oHe YacToT OKa3blBaloT He3HaYUTeNbHOE BNUSHUE Ha U3AENNA pa3MepoM ¢
HERPOCTUMYNATOP, MES] O4EHb KOPOTKYIO ANEeKTPUYECKYIO ANTMHY BENUYUHOR 1/20 ANUHLI BOMHLI. YUUTbIBas cneaytoulee
COOTHOLLEHNE:

xoxpymalomeﬁ cpenpl

Hconesoro pacteopa A/ avanextprieckas NpoBOAMMOCTb TkaHM (CC.101)
TKaHW C AMSNEKTPUYECKON npoHMLaeMocTbio 80 U CpeAHUM MakcUMaribHbIM pasmepoM 6 cM (TUNUYHBIA ANA UMNNaH-
TUPYeMOoro UHY3NOHHOrO Hacoca), Npu YacToTe MeHee YeM 27 Ml AOMmMKHLI HEe3HauYNUTeNbHO BANATL Ha Hacoc. pu
YacToTe cBbilWe 27 MI'L snekTpudeckoe rnone B Kopnyce ocnabnsetcs bonee yem Ha 35 gb, 3a uckniodeHnem obnactu
pasbema bnoka. Momexu oT uanyyatenei B 3TOM Anana3oHe YacToT, Takue Kak nobutensckoe paguo, AM-paauno, spe-
MS W YacToTa BellaHus, ISM (Industrial, Scientific, Medical — uHaycTpranbHbIiA, HayYHLIA U MEAULMHCKWIA AnanasoH),
ropTaTMBHbIE paLWu 1 CUCTEeMbl MOPCKOI pafiuoHaBUraLMi, Kak U3BE€CTHO, He BMMUSAIOT Ha UMMNMAaHTUPYeMble UHAY3NOH-
Hble Hacochl.
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Bo3geiicTBUe MarHUTHbIX MOMel, CNOCO6HBLIX Bbi3BaTb HapyLUEHWsl, B MEPBY ouepedb NPOUCXOAAT OT UCTOUHMKA
4acToTbl 060pyAO0BaHMA M NPUO0POB. BOMLLLUMHCTBO BO3AENCTBUIA NPOMCXOANT B AOME, HO Takke BOIN3N NUHWUIA 3NEKTPO-
nepegayun, TPaHCMNOPTHbLIX CPEeACTB, OPITEXHUKA M B MecTax O6LLEero nosb30BaHWs, TakMX Kak LUKObl, MarasvHbl, ouchl
1 60NbHULIbI.

Ha pucyHke CC.101 nponnaloCcTpupoBaH BbIBOL J-TMHUN 1 B-IMHUN 13 NCXOAHBIX faHHbIX OKpYXaloLlell cpeabl (Cm.
[10], [19]), o6LLero ypoBHSA MexayHapoaHOl KOMUCCHERN MO 3awmute OT HemoHu3npyrowmx nsnydennii (ICNIRP) [20], HeKOH-
Tponmpyemsbix ypoBHein IEEE C95.1 [21] u IEEE C95.6 [22], MIL461E [23] ypoBHeit RS101, gaHHbIXx M3K 61000-2-5:1995
[24] (tabnuua 6, cTeneHb HapylweHusa 4) u ucnblTatenbHbIX [1-ypoOBHEN HaCcTOsALWEro ctaHgapTa.

[-NMHUS nokasblBaeT exefgHEBHOe 06Llee BO3AENCTBME MarHuTHbIX noneil. [-nuHusa coeBnapaet ¢ MIL 461 B no-
noce yactot ot 30 'y go 3 k'u. HaunHasa c 3 Iy, oHa npakTtuyeckn nosTopsieT TpaekTopuio ICNIRP 6a30B0Oro ypoBHs
3a UCK/OYEHWEM TOro, YTO MPOXoAuT Ha 3,2 Bbiwe B nosioce Ao 100 kMY v npubamM3nTensHO Ha 2,2 Bbilwe B nosioce Ao
30 MI'y. 310 MOXeT 6bITb UCMO/Ib30BAHO A1 pacyeTa nynbcauun. JaHHble, NpeAcTaB/iEHHbIE HA PUCYHKE, Y)XKe paccyu-
TaHbl 4N NOKa/IM30BaHHbIX 30(HEKTOB, OCHOBAHHbLIX HAa OA4HOPOAHOCTU UCTOYHMKA Nons (BkIoYasi pasmep U 6/IM30CTb)
B cooTBeTcTBUM C IEC 62226-2-1 [25]. O6Luiee BO3AeNCTBME MarHWTHbIX Moneid, npeacrtaBneHHoe [-nuHvein, cumTtaeTcs
BEPOSATHbIM, OObIYHbLIM U HEN3BEXHbIM. PYHKLMOHMPOBAHME WMMNIAHTUPYEMOTO W3A4ENUA B 3TUX YC/I0BUAX BO3AENCTBUS,
Kak oxugaetcs, 6yaeT HOPMasibHbIM.

B-nuHuA wvcnonb3yetcsa AN OOMOMHUTENbHON rapaHTMM 3aluyTbl OT BO34ENCTBMSA, npeBbiwatlero J-nnHuio.
OTO He npeacTaBnsAeT CO60M YaCTHbI Crlyyail B/IMSHWA OKpYXalolleil cpefbl Kak TakoBOW, HO COOTBETCTBYET PEKOMEH-
paumam IEEE C95.1 gnsi MakcuMasibHO [ONyCTUMOrO YPOBHSI BO3AENCTBMS Ha YenoBeka. 3anac npoyHocTu, obecneyu-
Baemblii B-nuHuein, B aecATb pa3 npesbilwaeT [-nuHuio B nonoce >3 klU. MNoTeHuMasibHble UCTOYHMKM TaKoro YPOBHS
BO34ENCTBUS AOCTATOUHO Pedkn W NS AOCTVDKEHUS TakuxX YPOBHEN BO34eNCTBMS HeobxoauMma 6/mM30CTb K nogo6GHOMY
UCTOYHMKY. Takum obpa3om, obliee BO3AENCTBME MArHUTHbIX NOMei, NpeacTaBneHHbIX B-nnHWel, cuntaeTcs BO3MOXHbIM,
OTHOCWUTE/NIbHO PefKuM 1, B C/liyyae BO3HWKHOBEHWSA, KPATKOCPOUHbIM, U B LE/IOM MpefoTBpaTUMbIM, €C/IM UCTOYHUKMA U3-
BECTHbIl. PYHKLMOHMPOBAHME WMNAAHTUPYEMOro M34enns B 3TUX YC/I0BUAX BO3AENCTBUA, Kak oxugaeTcsi, 6yaeT npoxo-
OUTb 6e3 NoBpeXAeHWn 1 HegonyCTUMOro pucka.

ICNIRP GP REF LVL ¢ [lom IEEE C95.1/C95.6

TpaHcnopt XX OdhmcHoe obopyaoBaHue m EAS

MIL 461E M3K 61000-2-5 — JInHun anekTponepeaau
O OO6LecTBEHHbIE MecTa O-nvHna UCO 14708-3

PucyHok CC.101 — [JaHHble UCTOYHUKOB MarHWTHOro usnyyerums ICNIR, HeKOHTponnpyembix ypoBHein IEEEC95.1 [21]
n IEEE C95.6 [22], MIL 461E [23] ypoBHeit RS101, gaHHble M3K 61000-2-5 n ucnbitatensHoOro [-ypoBHs

Mone [JOMKHO ObITb O4HOPOAHbIM A0 100 KMy, 4TOGbI OXBaTUTb HOPMasibHblE YC/IOBUS OKpYXalollei cpeppbl.
Mpn TakMx HU3KMX YacToTax MpoLie reHepuposaTb OAHOPOAHOE Mose B 3alaHHOM AuanasoHe. OQHOPOAHOCTL Ha 6onee
BbICOKMX YacToTax W YPOBHAX MCMNbITaHW CBA3aHa C OrpaHuYeHnsMU KCnblTaTeNlbHOro CTeHAa.

ConeBas BaHHa WCMOJb3yeTca A1 UMUTaUMM eCTECTBEHHbIX YC/IOBUIN OKpyXatoLlel cpefbl HelpocTumynaTopa
NPV HOPMasIbHOM MCMOoJIb30BaHUN. 3HayeHne nposoaumocTy 0,27 CM/M SIBISIeTCA KOMNPOMWUCCHBIM A1 Pas/IMyHbIX TKa-
Heli Tefla M KOHCUCTEHLUMM BO BCEM Anana3oHe TeCTOBbIX YaCTOT BCEX UCMbITaHWIA.

Pa3wvepbl wara HacToswero craHgapTa Mo3BOMAT OXBATUTb BECb AManasoH 4acToT, He co3faBas M3bbITO4HOe
YUCO UCMbITATENIbHBIX U3MEPEHUA.
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A-NTMHNA UCNONb3YeT TECTOBYIO CUHYCOUAaNbHYHO HENPEPLIBHYIO BOMHY ANA MOAEMNMPOBaHUA OKpyxatoLleih cpefbl.
B-nuHusa — umnynecHas MOAYNALMS YacToTON He MeHee 3 K L UMUTUPYET BUAbI CUrHaMNoB, MPUCYTCTBYIOLLIUX B OKpYXato-
el cpefe 1 co3gaeTt JOMNONHUTENLHYIO Harpysky Ha Y. Huxe ypoBHA 3 K'Y B-NUHWA — cuHycouaanbHas, T.K. UMMynbe-
Hble Monsi ¢ YacToToi MoaynsiuMn 200 My He pacnpocTpaHeHbl B MpaKkTUKe, HaXOAMTCH CIULIKOM Grn3Kko K HavarbHOM
TecToBoW YacToTe 300 MU, Bribop 4acToTsl MOAYMALMW AMA UMUTALUN N3BECTHBLIX MCTOYHWKOB MarHUTHOrO Mosisi OCHOBaH
Ha TOM, 4YTOObI He cO3AaBaTb NOMEX Ha YacToTe MUTAHUA UMK CTaHJapTHOW YacToTe CTUMYMALMK, KOTopasi, Kak npasuno,
MeHblLUe, YeMm 200 Iy,

MoBTOpHOE TecTUpPOBaHWE A-NMHUK Ha YacToTax, obnajatoLmx acpeKToM UMNYNBLCHOK MoaynsaLuK, obecnedunsa-
€T JOMNOSHUTENBHYIO YBEPEHHOCTL B 6€30MacHOCTH.

[na npoBepku BO3AEHCTBUS BEKTOPa MarHUTHOrO Nons Ha HaubomMbLLYo NOBEPXHOCTL TECTUPYEMOro N3Jenusa f4o-
CTaTO4HO MULLb OAHOW onpeferneHHoW OpUeHTaLun B UCNbITaTeNbHOM ycTaHoBKe. Ns Apyrux pacrnonoXeHunii npodunbs
U3fenua CrvLKoOM Mar, YyTobel HabntogaTe B3aMMOAEeNCTBUSA, He 3aMeYeHHble Npu obasaTensHoi opueHTauun. Makeu-
ManbHOe Bbi3BaHHOe HanpspkeHue ByaeT HabntogaTbCs NpW NepneHAMKYNspHOM pacnofioXeHUn netnu nposoga K mar-
HWTHOMY NOSto.

27.105 YaaneHHble NCTOMHUKM aNeKTPOMarHUTHOW SHeprumn Bo3aeicTBYHOT Ha HaceneHue B funanasoHe yactoT oT 30
o 450 MIy. K nepBuyHbIM Npeobpa3soBaTensaM B STOM YaCTOTHOM [uana3oHe OTHOCAT uanydarolyme konebartensHele 1e-
TOYHWKM, KOTOpLIE, KaK NpaBuUno, SABMSATCS TenepaagnoBeLLaTenbHEIMU NepeaaTdMkaMm, NopTaTMBHLIMU U MOBUIBHEIMM
nepenatinkamu u ISM") oBopynoeaHuem.

Kak npaBwuno, B HaceNneHHbIX Unn noceLlaeMblX LWMPOKOW 06LLIECTBEHHOCTLI0 MECTax HamnpshKeHHOCTH Nos OT 3TUX
UCTOYHUKOB MeHee 10 B/m. CpaBHUTENbHLIA CTaH4apTHLIA TecT nomexoycToinymsoctv M3K 60601-1-2 ncnonbayeTtcsa Ana
HeUMMNaHTUPYeMbIX MEAULMHCKUX U38enuniA, ONpeaenss HanpsXeHHOCTU TecToBoro nons 3 B/M Ana BcnoMoratensHoro
Hexm3HeHHo HeoBxogumoro obopygosarust 10 B/M gnsa nutaHnsa obopygoBaHus. B 3aBUCcMMOCTM OT BrIM30CTH NCTOYHMKE
HanpsHKEHHOCTb NOfs MOXET BbITh BhILLE.

MpumedaHne — [OnA Hanps>keHHOCTU SNEKTPUYEcKoro nons npuBefeHbl cpeAHekBagpaTUYHble 3Ha4YeHus,
€CITN He yKa3aHO UHoe.

Buonoruyeckne ctaHgaptbl 6e3onacHOCTM MOryT GbiTe UCMONB30BaHbl AN Liernell cpaBHEHNs, YTOObI OLEHUTb No-
TeHUuanbHyto yrpoay Ans 6esonacHocTyn Yenoseka. [peaensl, NpefcTaBneHHbIe B 3TUX CTaHAapTax, MoryT 6biTk UCnonb-
30BaHbl B Ka4€CTBE OPUEHTUPA AN YCTAHOBKU YPOBHER UCTBITAHUIA NOMEXOYCTORYUBOCTU, OCHOBaHbIE Ha NpeAnornoxe-
HWK, YTO BO3LENCTBUE ANEKTPOMArHUTHLIX NMOMei JorKHO BbiTb orpaHndeHo. HegaBHO HEKOTOpbIE CTpaHbl MPeANpUHANN
Laru, 4tobbl NPUHATL 3aKOHOAATENBCTBO MO KOHTPOIO BLIGPOCOB A5 3aUiUThl 06LLEeCTBEHHOCTH.

IEEE C95.1 [21] B ananasoHe YacToT oT 30 Ao 450 MI'L ycTaHaBnuBaeT npefensl pucka anekTpu4eckux nonemn ot
27,5 o 33,6 B/M (HekoHTponupyemblx) u oT 61,4 go 75 B/m (ynpaBnsiembix). ICNIRP [20] B ToM Xe gnanasoHe YacToT
orpaHuYvBaeT BO3JeCTBME aneKTpuyeckoro nons ot 28 Ao 29 B/m (Lumnpokoii obiectBeHHoCTH) n oT 61 a0 63,6 B/M (npo-
heccnoHansHom).

Mpegenbl nanyyenuii ot ISM o6opyaoBaHus, yctaHoBneHHele CISPR 11 [26], pasnuyaoTca B 3aBUCUMOCTU OT rpyn-
Mbl, Knacca U paccTosHUsA, HO MOryT 6bITb ceefleHbl kK 60 oAb MkB/M (1000 mkB/M), B xyalwem cnydae ao 30 M, ot 30 fo
450 MI'y. Mpegenbl gns 6biToBBIX NPMGOPOB, SNEKTPUYECKUX MHCTPYMEHTOB U aHamnornyHbIX YCTPOWCTB, YCTaHOBNEH-
Hble CISPR 14 [27], npueaeHbl Huxe. Mpegensbl ITE (MHdopMauWoHHble TexHorormm) 060pyaoBaHNS, YCTaHOBNEHHbIE
CISPR 22 [28], He 6Gonee 37 ab MkB/M (71 MkB/M). MNpepensl knacca A LdpoBbIX YCTPOACTB, ycTaHoBNeHHble FCC [29],
He Gonee 46,5 ob MkB/M (210 MKB/M).

MpuMepbl HaNPSXEHHOCTU NONA aBTOPU3OBAHHLIX NepefjaTiukoB npuBedeHsl B Tabnuue CC.101 u Tabnuue 1
M3K 61000-2-3:1992 [16].

Ta6nuya CC.101 — MNpumMepbl HANPSXXEHHOCTM NoIeii AN aBTOPU30OBAHHLIX NepeaaTInKoB

TUNOBON AUANA30H NDO- PacuyeTHbIl AnanasoH
c . A P 3HaYEHUI HANPSXEHHOCTH
nyx6a YacToTHbIN AnanasoH, My CTpaHCTBEHHOIO pasHece- NONA Ha COOTBETCTBYIOLEM
HUA, M paccToaHuu, B/m

Hu3koyacToTHOE U MOpcKoe 0,014—0,5 1000—20000 5,5—0,55
BelljaHue
PapvoBelyaHue c amnnutya- 0,2—1,6 500—2000 12,5—0,78
HOW Moaynsuuei
Jiobutenbckue BhLICOKUE Ya- 1,8—30 10—100 22,1—2,21
CTOThI

1) 1ISM guanason (anrn. Industrial, Scientific, Medical: uHgycTpnanbHbIiA, Hay4HbIA U MEAWLMHCKWIA Anana3oH) 3a-
HUMaeT nofnocy YacToT oT 5725 go 5875 MIy. ISM ananasoH UCNONb3YIOT MHOrME NONYNApHbIe CUCTeMBI, Takue Kak bec-
npoBofHLIe TenedOoHbl U Apyriue CUCTEMBI.
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OkoHYaHue mabnuusl CC.101

TunoBoW guanasoH npo- Pacqe'[an?l AuanasoH
Cniyx6a YacToTHbI gnanasoH, My CTPaHCTBEHHOIO pasHece- ;:;:ig”:;;i:g:ﬁi’;'fﬁ':ﬂ
HUA, M paccTofHUK, B/m
BblCOKOYACTOTHBIE CUCTEMBI 1,6—30 1000—20000 0,7—0,04
CBS3M, BKITOMas KOPOTKOBOJI-
HoBOE
MpaxzaaHckuid fuanasoH 27—28 10—100 2,4—0,24
JTtoBuTenbcKkne BbICOKUE Ya- 50—52 10—500 63—0,44
CTOTHl U CBEPXBLICOKME 4Ya- 144—146 39 16
CTOThI 434—438
1290—1300

CraumoHapHas # MoOBunb- 29—40 2—200 40—0,25
Has CBA3b 68—87 5 16

146—174

422—432

438—470

860—990
MopTaTuBHLIE TernedgoHbl, B 1880—1990 1—100 15,6—1,56
TOoM 4ucne 6ecnpoBofHble 0,6—10 14—0,7
TB-BelyaHue 04eHb BbICOKON 48—68 500—2000 8—1,11
YacToThl 174—230
PagvoBellaHne ¢ YacTOTHOW 88—108 250—1000 8,9—2.2
mMoaynsuuen
TB-BelwjaHne cBepXBbICOKOM 470—853 500—3000 10—1.,6
YacToThl

M3K 61000-2-5:1995 [24] (Tabnuua B.1) coaepXxuT 3Ha4eHNs BEPOATHOCTU TOTO, YTO HANPSXKEHHOCTN INEKTpUYe-
CKOro nons He GygyT NpeBbIWaTh YCTaHOBMEHHbIE 3HAYEHUS Ha onpeAeNieHHbIX pacCTOsTHUAX OT o6Lux nepefatinkos. B
COOTBETCTBUU C 3TOW Tabnuueit, BepOSTHOCTb TOrO, YTO HanpsbkeHHocTh nons 10 B/M ByaeT npesbiwaTs yCTaHOBNEHHOE
3HaueHWe ANs 4aHHOro M3ny4aTens U paccTosHWs, ykasaHHblx B Tabnuue CC.102, HeanaunTensHa (0,0001%).

Tabnunya CC.102 — BneKkTpuyeckue paccTosiHUA HanpsbkeHHocTn nons Ana 10 B/m

TB-BeLwjaHWe 04eHb BbICO-
KOW YacToThl
48—233 MI'y

MowHocTb = 200 kBT

MepeHocHo NpremonepeaaTynk MpaxaaHckuin AnanasoH
27 My — 1000 MTy 27 My,
MowHocTb = 5 BT MowHocTb = 12BT

AM BelaHne
150 klM'y — 30 My,
MowHocTb = 500 kBT

495 m 1,6 M 24m 313 m

MpWHUMMBLI yCTaHOBKU YpOBHE ANSA UCMbITAHUA NOMEXOYCTONYUBOCTU B HACTOALLEM CTaHAapTe NPUHUMAIOT BO BHU-
MaHue To, YTO UMMNNaHTaT HEOTHEeNUM OT CBOero HocuTens 6e3 xupyprudeckoro BMellaTenbctsa. TpebosaHue, 4To6L!
TECTOBbIA YpOBEHE MOMEXOYCTONYMBOCTM Bbif BhILLE YPOBHSA, HEOGXOAMMOTO AN HEUMMNAHTUPYEMbIX MeJULIMHCKUX W3-
Jenuii, Ho, B TO e BPeMsi, COOTBETCTBOBAST pearnbHbIM BCTPEYaoLUMCS UCTOYHUKaM, ABMNSeTc 060CHOBaHHLIM.

YpoBeHb cpefHeKBagpaTUYHOro aHadeHusa 16 B/mM npu amnnuTyaHoin moaynaumn 80 % B COOTBETCTBUM C Npuse-
JEeHHOM Bbille UHdopMaLmel (= 28 B/M MakcMaribHOro cpefjHeKBaApaTUHHOMO 3Ha4eHUs) obecneynBaeT NoBbILLEeHUe Ha
NATb YPOBHEN Haj He XU3HEeHHO Heobxoaumbimu TpeboBaHuamMum MOK 60601-1-2 (Ha 1,6 ypoBHS — Hapg TpebosaHusMU
Xu3HeobecneyeHus).

AMNIUTYgHas MOAYNALMSA MCMONb3YeTCA B COOTBETCTBUM ¢ TpebosaHuamun M3K 60601-1-2 gna HeumnnaHTupy-
eMbIxX YacTei. CornacHo obocHoBaHuamM, B MOK 61000-4-3 amnnuTygHas MogynsauMn UMeeT npeumyllectsa no cpas-
HEHWIo ¢ ApyrMun meTogamu. HYacTtota Mogynsauum pasHa 2 My, 4To 6rm3ko K h1M3Monorndeckum nonocam nporyckaHus.

Paamep wara 5 % obecnevnsaeT paLMoHansHoe NokpeITUE fuanasoHa YacToT, ONTUMU3NPYS KOMMYECTBO TECTOBbLIX
U3MepeHui.

Mynbcayua W nokanusauus BO3heiCTBUA 3MeKTPOMAarHWTHBIX Moseil y4uTbiBaroTcA B Buonornyeckux cranpap-
Tax 6e3onacHocTH, rae HeT hakTopa NoKanusauumn 4nsa sneKkTpudeckoro nons. B Teopun koaddpuLMeHT nynscaummn ans
3NEeKTPUYECKOro nomns MOXeT OblTb TAKUM Xe BbICOKUM, Kak y ntogei 6e3 umnnaHtaTtoB: 32. Ha npakTuke HET HUKakux
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M3BECTHBIX UCTOYHUKOB B OTKPLITOM A0CTYNE, KOTOPbIe UCMONBL3YIOT Takue ypoBHU. KoadduuyneHT nynbcauum 5 6bin Bbl-
6paH B ka4ecTBe pasyMHOro Npejerna, B pesynsrate Yero BEpXHUA UCMbITATENbHLIA YpOBEHb paBeH cpeaHeKBapPaTUHHO-
My 3HadveHuto 140 B/m (28 B/m x5).

BepxHuit ypoBeHb UMMNYNLCHON MOAYNALMK (BMECTO aMNNUTYAHOI), MpeXae BCero, orpaHu4MBaeTcs BO3MOXHOCTS-
My o6opyaosaHus. LLlarn YyacToTbl 661K BeIGpaHbl, YTOGLI NONYYUTL NOKasaTenbHY BLIGOPKY UCTOYHWUKOB, 3aHUMaIOLLUX
YaCTOTHbLIN AnanasoH.

Conesas BaHHa UCMOMb3YeTCA ANA MOASNUPOBAHUA €CTECTBEHHbLIX YCIOBUIA CpeAbl UMMNAHTUPYEMOro UHAY3NOH-
HOro Hacoca NpW HOpMarsibHOM JKcTnyaTauun. HeobxoguMo NpUMEHATL NokasaTenb nposoguMocTu 0,27 Cm/M no Bcemy
AnanasoHy 4acToT BO BPEMS UCMbITAHUS.

UcnonbsoBaHne MK 610004-3 ana obecneveHns COOTBETCTBUSI NpoLeAypbl UCNBITAHUS TPEGOBaHUAM ANA He-
UMMINaHTUpyeMbIX YacTell ABNSAETCA Npu3HaHHOW Hopmoit. Llenecoo6pa3Ho ucnonb3oBaTe CTaHAapTHYIO METOAOMOrnio
M3K u3-3a cxofcTBa INEKTPOMarHMTHOrO BO3ASNCTBUA OKpY Katowen cpefbl, C KOTOPLIMUA CTaNKUBaOTCA BHELWWHWE U UM-
nNNaHTUpyeMble MEAULMHCKUE U3AENUS.

27.106 HaceneHue nopBepraeTca BO3AeiCTBUIO 3NEKTPOMArHUTHOW 3HeprumM B uanasoHe yactot oT 450 My ao
3 My, npexae Bcero, anekTpuyeckoro nons. MCTOMHMKN ¢ JOCTaTOMHO BLICOKOW HanpspKeHHOCTbIo, YTOo6bl BbI3BaTh BO3-
MOXHbIE MOMEXN Y UMNNAHTUPOBaHHBLIX MEAULMHCKNX U3[ENUA, COCTOAT B OCHOBHOM U3 pYYHLIX 6€CnpoBoAHbIX NepeaaT-
4YKUKOB (Hanpumep, coToBble TenedoHbl) Ha B6rIN3KOM pacCTOSHUN.

CTtaHaapT No 3NeKTPOMarHUTHOW COBMECTUMOCTU aMEePUKaAHCKOrO UHCTUTYTa HaUMOHanbHbIX CTaHgapToB/acco-
uuauumn no passutuio MeauumHckoro npubopoctpoenuns (ANSI/AAMI — The American National Standards Institute/The
Association for the Advancement of Medical Instrumentation) ANSI/AAMI PC69, HanucaHHblii pabodeit rpynnoit Komu-
TeTa No KapAnOCTUMYNATOPY, 3aTparuBaeT npexae Bcero aToT Tun obopyaoBaHuA. HacToAwWwmiA CTaHAapT BKNOYaeT Tpe-
6oBaHunA n MeTogbl ucnbiTaHuiit ANSI/AAMI PC69 us-3a cxogctea Mexay UMNNaHTUpyeMbIMU KapauoCTUMYNSAToOpamMn n
UMNNAHTUPYEMbIMU NHAY3UOHHBIMW HAcoCaMn B YacTu cpefibl NaLueHTa, afekBaTHBIX MEXaHUYECKUX U ANEeKTPUYECKUX
3MEMEHTOB KOHCTPYKLWUKN N UCTIONB30BaHUA U3AENUA B €CTECTBEHHBIX YCNOBUSX.

HecMoTpsa Ha T0, 4To ANSI/AAMI PC69 npepHasHaqeH, npexae BCero, ANA OUEHKU BO3aencTBUA 6ecripoBofHbIX
YCTpOiCcTB Ha 6nu3kom paccTosiHuu, TpebGoBaHWUA 3TOro cTaHgapTa NPUMEHUMbI ANSA OLEHKU BO3[ENCTBUS U Ha oTAa-
TNeHHOM paccTosHUK B npegenax 3 unu 10 B/M. ¥Yrposa oT kapMaHHbIX 6eCnpoBOAHbBIX YCTPOUCTB BhILLE, YEM OT ApPYruX
YCTPOIACTB, HanpUMep OT TeNEBUAEHUA UNWU Paano.

ANSI/AAMI PCB9 paeT obocHoBaHUe ANA BbIGOpa TECTOBLIX 4acTOT B 3TOM AManas3oHe U A UcnbiTaTenbHbIX
ypoBHeit. CTaHaapTHebI ypoBeHb 40 MBT npegHasHaveH gns uMutayum py4Horo 6ecnpoBogHoro nepeaarymka Ha paccTo-
AAHWUKM 15 cM OT UMNNaHTaTa, KoTopoe ABNAETCA 06WENPUHATLIM paccTosHMeM. [JononHUTeNbHbIE, bonee BLICOKME YPOBHM
8 BT meHee 1000 MI'y n 2 Bt MeHee 1000 MMy uMuTauuit Ha 6onee GNMU3KUX pacCTOAHUAX NO3BONSAIOT U3rOTOBUTENHO
flenaTb BbIBOA bl O NOBbILLEHHOW paboTocnocobHOCTM UMW MOMEXO0YCTOMYMBOCTU. TaK KaK 3TO TeCTUpOBaHUe ABNAETCA A0-
MOSTHUTENBHBIM, U3rOTOBUTENL UMEET NpaBo No CBOEMY YCMOTPEHMIO YCTaHOBUTL KpUTEpUU 3PPEKTUBHOCTU, HA OCHOBE
KOTOPbIX UX NPOUN3BECTY.

28.1 B gononHuTenbHo MHOpMaLMK U3rotToBUTENb 06513aH NpeaoCcTaBUTL NONBL3OBATENIO ansTepHaTUBHBLIE NYTU
YCTaHOBMEHUS KOHTaKTa, 0COGEHHO B 9KCTPEHHBIX CUTYaLMsIX.

28.12 MPT cTaHOBUTCS OMEHb BaXKHOW W LUMPOKO NpUMEHSIEMON NpoLeaypon AnarHocTukn. O4eHb BaXHO, YTOOL!
NauueHT W Bpay NoHWMari pucki, CB3aHHbIE C UMMITAHTUPYeMbIM uaaenueM. Ecnu usrotosutenbs He MOXeT obecneqnTb
ybenuTensHOro JokasarenbcTBa COBMECTUMOCTU, HeobxouMO npeaynpexgeHue 0 BO3IMOXHOCTU pUcKa A0 TOr0 MOMEH-
Ta, Noka He ByayT paspaboTaHbl CTaHAApPTU3UPOBaHHLIE NpoLeayphl U TpeGoBaHUA ANSA oueHKU paboTbl usgenus n 6es-
OMacHOCTM NaLeHTOoB.

28.22 OneKTPOHHbIE CUCTEMbI 3aLUMThLI OT KpaXu 1 nogobHble UM cUcTeMbl BUAEOHaOM0geHUa HaxoaaTea Noscogy
B 0OLLeCTBEHHOW cpefie, U UX He Bcera MOXHO u3bexarb unu obHapyXuTb. Takke CyLLecTBYIOT Apyrme noteHuuans-
Hble UCTOYHMKM 3NEKTPOMArHUTHBLIX NOMEX, KOTopble MOryT BbITb HEBUAMMBIMUA ANA MALMEHTOB B MOBCEAHEBHOW XNU3HU.
Mo pesynkratam UCMbITaHUi B pasaene 27 MOXeT ObiTb HeOBXOAUMO BKIIOYUTL NPEAYNPEXAEHUS B JOKYMEHTaLUWIO Nofb-
3oBatens.

28.103 3anuck B KapTe nauueHTa 0 TOM, YTO OH MMEET UMMITaHTUPOBaHHOEe MefULMHCKoe usgenue, byget cny-
XWUTb HaNoOMWHaHWEM AN nayueHTa U nepcoHana o6 o6ecnevyeHnn 6e30NacHOCTH, MPUHATUA Mep NPEAOCTOPOXHOCTH U
BO3MOXHOM HeobxoaumMocTU u3beraTb NOTEHUMANBHO OMACHLIX ANEKTPOMArHUTHBLIX MOMEX UK 3NEKTPOMarHUTHOro Nons
BbICOKOW MOLLHOCTU.

34



Mpunoxexnue OA
(cnpaBouHoe)

roCT P UCO 14708-4—2016

CBeeHNsA 0 COOTBETCTBUM CChINMOYHBLIX MEXAYHAPOAHLIX CTAHAAPTOB HALUMOHANLHLIM CTaHAAPTaM

Tabnwuya OAA1

0O603HauYeHne CObINOYHOro CTeneHb Ob6o3HayeHNe U HAMMEHOBaHWEe COOTBETCTBYIOLLEro HaLMOHaNbHOro
MeXAyHapoAHoro cTaHAapTa COOTBETCTBUS cTaHaapTa

ISO 10993-1:2003 DT MOCT ISO 10993-1—2011 «WUNagenus meauumHckne. OueHka
Guonornyeckoro AeicTBMA MeAUUMHCKMX u3genuin. Yactb 1.
OueHKa W 1uccrnefoBaHusA»

ISO 15223-1:2007 DT MOCT P UCO 15223-1—2010 «AN3penua meauymHckue. Cumso-
nbl, NPUMEHSEMbIE MPW MapKUPOBaHUW HA MEAULUMHCKUX n3ge-
NWSX, STUKETKaX U B CONPOBOAUTENBHON AOKYMEHTaLMW»

ISO 14971:2007 IDT MOCT ISO 14971—2011 «U3penna meguuuHckue. NpumeHeHne
MeHeLXMEHTa pUcka K MeAULIMHCKUM U3fermnsam»

ISO 14155-1:2003 IDT MOCT P ACO 14155-1—2008 «PykoBoACTBO MO NpoBeAEHUIO
KMUHUYECKNX UCMbITaHUIA MeaNLMHCKMX n3genuid. Yactb 1. O6-
Wwue TpeboBaHUA»

ISO 14155-2:2003 IDT MOCT P UCO 14155-2—2008 «PykoBoACTBO NO NpoBeAEHUIO
KIUHUYECKUX UCNBbITAHWA MeaULMHCKUX nafenuid. Yacte 2. Mna-
HUpOBaHWE KNUHUYECKUX UCNBITAHNIA»

ISO 14708-1:2000 IDT FMOCT P UCO 14708-1—2012 «MMnnaHTaThl Xupyprudeckue.
AKTWBHbIE UMNNAHTUPYEMble MeagULUUHCKUE u3aenua. Yactb 1.
Obwume TpeboBaHna k 6€30NacHOCTH, MapKUpoOBKe U MHOPMa-
Uun, NpepocTaBNAeMoil U3roToBUTENEM»

ISO 780:2015 — *

ISO/TR 14283:2004 — *

ISO 11631:1998 — *

IEC 60601-1:2005 — *

IEC 60601-1-2:2007 IDT FOCT P M3K 60601-1-2—2014 «MN3penua MeguLMHCKME anek-
Tpudeckue. Yactb 1-2. Obwume TpeboBaHna BesonacHocTu ¢
YYETOM OCHOBHBIX (PyHKLMOHaNbHBIX XapakTepucTuk. [Napan-
NenbHLIA cTaHAapT. OneKkTpoMarHUTHas COBMECTUMOCTb. Tpe-
6oBaHuA U UcNbITaHUAY

IEC 61000-4-3:2002 — *

IEC 61000-2-3:1992 — *

IEC 61000-2-5:1995 IDT [OCT P 51317.25—2000 «COBMECTUMOCTb TEXHUYECKUX
CPEACTB 3EKTPOMarHUTHas. OnekTpomarHuTHasi obcTaHoBKa.
Knaccudukaymsa anekTpoMarHUTHBIX NOMeX B MecTax pasMe-
LEeHNSA TEXHUYECKNX CPEACTBY

ANSI/AAMI PC69:2000 — *

IEC/TR 61000-2-7:1998 — *

IEC/TR 61000-2-3:1992 — *

IEEE C95.1:1999 — *

IEEE C95.6:2002 — *

MIL-STD-461E:1999 — *

IEC 62226-2-1 (2004) — *

IEC/TS 61000-2-5:1995 — *
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OkonxYyaHue mabnuupi [JA.1

O603HauYeHUe CCbINTOUHOro CteneHb 0O603HaYeHUe N HaMMeHoBaHUe COOTBETCTBYHOLEero HayoHanbHOro
MeXAyHapoAHoro craHaapTa COOTBETCTBUA CTaHAapTa

CISPR 11:2004 MOD MCT P 51318.11—2006 «CoOBMECTUMOCTb TEXHUYECKUX
CcpefiCTB aneKkTpoMarHuTHas. [pOMBILLNEHHBLIE, Hay4Hble, Me-
AuumHckue n 6uiToBble (NHMB) BicokoYacToTHLIE YCTPOiiCTBa.
paauonoMexu nHaycTpuansHslie. HopMbl U METOALI U3MEPEHUN»

CISPR 14-1:2005 MOD MOCT 30805.14.1—2013 «COBMeCTUMOCTb  TEXHUYECKUX
CpeAcTB anekTpoMmarHuTHas. beltoBble npubopkl, anekTpuqe-
CKNe WHCTPYMEHTHI U aHaroryHble ycTpoilcTea. Paguonomexm
nHAYyCTpUanbHble. HOpMbI M METOAbI M3MEePEHNA»

CISPR 22:2006 MOD MOCT 30805.22—2013 «CoBMeCTUMOCTb TEXHUYECKUX CPECTB

anekTpomarHutHasa. ObopyaoBaHne UHPOPMALMOHHBIX TEXHO-
noruit. Pagnonomexu nHgycTpuansHble. HopMbl U MeToAbl U3-
MepeHUii»

BETCTBUA CTaHOAapTOB:

- IDT — ngeHTWYHEble cTaHAapThl;
- MOD — mogudguyupoBaHHble cTaHgapThl.

*COOTBETCTBYIOLUMIA HaLUMOHanNbHBIA cTaHaapT oTcyTcTBYeT. [o ero yTBEpXAEHUS PeKOMEHAYETCA UCMorb3oBaTb
NepeBof Ha PyCCKUIA S3bIK JaHHOMO MEXAYHapOHOro CTaHgapTa.
MpumedaHue — B HacTosiwleli TabnuLe UCNonb30BaHblI cneaytowue YcnoBHble 0603Ha4YEHUST CTENEHU COOT-
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