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Mpepgncnosue

Lienn, ocHOBHble NpMHLMMbLI 1 06LMe npasuna NpoBeAeHns paboT No MexXrocyAapcTBEHHON cTaHaap-
Tn3auum yctaHosneHol FOCT 1.0 «MexrocygapcTBeHHas cucrema ctaHgaptmsaunmn. OCHOBHbIE MOSTIOXEHNA»
n rOCT 1.2 «MexrocygapcTBeHHasa cuctema ctaHgaptmsauuun. CtaHaapTbl MEXrocygapcTBeHHble, npasuna
N peKkoMeHAauuy No MexrocyAapcTBeHHON cTaHjapTusauumn. Npasuna paspabdboTkv, NPUHATUA, 06HOBNEHNSA
N OTMEHbI»

CBefleHna o cTaHgapre

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMEPYECKOI opraHnsauuneli «Hay4yHo-TeXHUYECKUA LeHTp cepTu-
hukauun anektpoobopygosanusa «NC3M» (AHO «HTUCS «MC3MM») Ha ocHOBe COGCTBEHHOTO NepeBoja Ha
pycckuii A3blK aHINOA3bIYHON BEpCUK CTaHAapTa, yKkasaHHOro B nyHkTe 5

2 BHECEH ®epepanbHbiM areHTCTBOM M0 TEXHNYECKOMY PEerympoBaHuio U METPOsIorum

3 MPUHAT MexrocyaapCTBeHHbIM COBETOM MO CTaHAapTM3aunm, MeTposorum n ceptudukauuu (npo-
TOKON OT 14 Hos6psa 2013 . Ne 44)

3a npuHATMe NporosiocoBasiun:

KpaTKoe HanMeHoBaHue CTpaHbl KOA CTpaHbl COKpaLLLEHHOe HaMmMeHOoBaHMe HauunoHanbHOro opraHa
no MK |MCO 3166)004-97 no MK(MCO 3166)004-97 no ctangapTMsaunm
Benapycb BY lFocctangapT Pecny6nukn benapycb
Poccus RU PocctaHgapt
Y36ekncraH uz Y3ctaHgapT

4 Tpuka3om PefepasnbHOro areHTcTBa Nno TEXHUYECKOMY peryavpoBaHuio U MeTposiorni oT 2 anpens
2014 r. No 300-cT mexrocyfapcTBeHHblii ctaHaapT FTOCT IEC 61010-2-101—2013 BBeeH B AeiicTBME B Kave-
CTBe HaumoHanbHoro ctaHgapTa Poccuiickoin Pegepaunmn ¢ 1 ceHTa6psa 2015 .

5 HacToAwwuii cTaHaapT MAEHTUYEH MexAayHapofHoMmy cTtaHaapTty IEC 61010-2-101:2002 «Besonac-
HOCTb 3/1eKTPUYECKNX KOHTPOJIbHO-U3MepuTe bHbIX NPMB0POB 1 NabopaTopHOro o6opyaoBaHusa. Yactb 2-101.
YacTHble TpeboBaHMsa K MeauLuuMHCKOMY 060pyaoBaHuio Ans nabopaTtopHoi gnarHocTtukun (IVD)» [«Safety re-
quirements for electrical equipment for measurement, control, and laboratory use — Part 2-101: Particular
requirements for in vitro diagnostic (IVD) medical equipment», IDT],

Mpy NpYMeHeHMn HacTosALero ctTaHaapTa peKoMeHAyeTCs UCMNOoNb30BaTb BMECTO CCbIIOYHbIX MeXAy-
HapoAHbIX CTaHAAPTOB COOTBETCTBYIOLME UM MEXIOCYAapCTBEHHbIE CTaHAAPTbl, CBEAEHUSA O KOTOPbIX Npu-
Be/ieHbl B [OMOMHUTENLHOM NpuioxeHnu JA

6 BBEJEH BMNEPBbIE

7 NEPEN3OAHUE. OkTabpb 2019 1.

MHopmaLmsi 0 BBEAEeHUM B fieficTBUe (NpekpalleHun AeiicTBUsA) HAacTOsLWEro cTaHgapTa u usme-
HEHUIT K HEMY HA TeppUTOPUM YKa3aHHbIX Bbilie rocyAapcTB Ny6/vkyeTCs B yKazaTeNsax HaumoHasIbHbIX
CTaH4apTOB, U3aBaeMbIX B 3TUX rocyaapcTBax, a Takke B ceTu VIHTepHeT Ha caliTax cooTBeTCTBY-
I0LLMX HALMOHAMbHBIX OPraHoB Mo CTaH4apTuM3aLuu.

B cniyuyaB nepecMoTpa, U3MEHeHUs UM OTMeHbl HACTOAWEro CTaHAapTa COOTBETCTBYOLWAs UH-
chopmaLusi 6yaeT ony6vMKoBaHa Ha OMLMANLHOM UHTEpHeT-caliTe MeXrocy4apcTBEHHOIO coBeTa Mo
CTaHAapTu3auum, MeTposIorun N cepTUdMKaLMK B KaTanore «MexrocyfapcTBeHHble CTaHaapTbi»

© CraHpapTuHdopM, ochopmeHmne. 2014, 2019

B Poccuiickoii ®efiepalmy HacTOALWMI CTaHAaPT He MOXET 6biTb MOSTHOCTLIO WK
YyacTMYHO BOCMPOM3BEAEH, TUPAXNPOBaH U PacnpoCcTpaHeH B KayecTBe oMUMabHOTO
usgaHus 6e3 paspelleHns deaepasibHOrO areHTCTBa Mo TeXHUUECKOMY PerysimpoBaHuto
¥ MeTponorumn
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OBLWWVE MONOXKEHNA

1) MexayHapogHasa anekTpoTexHuyeckaa komuccna (M3K) aBnseTca mexayHapoAHOW opraHusauueit
no ctaHgapTu3aummn, 06beAUHSIOWEN BCe HaLUMOHa/bHbIe 3M1EKTPOTEXHUYECKME KOMUTETbI (HauMOHasbHble
KkomuTeTbl M3K). 3agauveli MK siBnseTca NpoABMXKEHME MEXAYHApPOAHOro COTpyAHUYEecTBa BO BCEX BOMPO-
cax. Kacawwuxcs cTaHfapTnsaunm B 061actvi 3N1eKTPOTEXHUKN U 3NIEKTPOHMKN. Pe3ynbTaTtom 3Toin paboTbl 1
B [OMNONIHEHME K ApYyro geaTenbHocTM M3AK siBNseTcs usgaHne MexayHapoAHbIX CTaHAApTOB, TEXHUYECKMX
Tpeb0oBaHWi, TEXHUYECKNX OTYETOB, MYBANYHO AOCTYMHbIX TexXHUYeckux TpebosaHuii (MAC) n PykoBoacTs
(B fanbHeliwem nmeHyembix «Mybnukayum M3K»), VX nogrotoBka nopyyeHa TeXHUYeckum Komutetam. Jlio-
601 HauMoHasbHbI koMUTeT MIK. 3anHTepecoBaHHbIi B 06beKTe pacCMOTPEHMS, C KOTOPbIM MMeEeT Aeno,
MOXeT yyacTBOBaThb B 3TO NpeABapuTesibHoi pabote. MexayHapoaHble, NpaBUTebCTBEHHbIE U Henpasu-
TeNbCTBEHHbIE OpraHu3auumn, koonepupyrowmnecs ¢ MIK. Takke y4acTBylOT B 3TOW nogrotoske. MOK 651m3ko
coTpyAHunyaeT ¢ MexayHapogHol opraHusauneit no ctaHgaptunsauymm (MCO) B COOTBETCTBMM C YC/IOBMAMU,
onpefeneHHbIMU cornalleHneM Mexay aTMMu ABYMS opraHusauusmu.

2) ®opMaUibHble pelleHus unu cornawenns M3OK o3HayaloT BbipaXKeHue MosIoKUTENbHOro peLleHus
TEXHUYECKNX BOMPOCOB, MOYTU MEXAYHAPOAHbIA KOHCEHCYC B COOTBETCTBYHOLLMX 061aCTAX, Tak KaK y Kaxaoro
TEXHUYECKOro KOMUTETa eCTb NpeAcTaBUTeNN BCEX 3aMHTEPECOBAaHHbIX HaLMOHa/IbHbIX KOMUTETOB MOK.

3) Ny6nukaumn M3K nmetoT chopmy pekoMmeHAauuii Ans MexayHapo4HOro UCNob30BaHna U NpuHUMa-
10TCA HauMOHasIbHbIMU KOMUTEeTaMn M3K B 3aTOM KayecTsBe. MpuoxeHbl MakCUMasibHble yCunusa gis Toro,
4YTOObI rapaHTUpOBaTh MPaBUILHOCTL TEXHUYECKOro coaepxaHus MNybnukaunii MOK. ogHako M3OK He mMoxeT
oTBeYaTb 3a NOPSALOK UX UCNOMb30BAHUS WK 3a N1060e HeBEPHOEe TO/IKOBaHWe N06bIM KOHEYHbIM MO/Ib30Ba-
Tenem.

4) B uenax MexayHapoAHOW rapmMoHu3auuu HauuoHasbHble koMuTeTbl MOK 0653yl0TCA NPUMEHATb
Ny6nunkaumn M3K B NX HaLMOHANbHbIX N PErMOoHasbHbIX Ny6mMKaumnax ¢ MakCuManbHOl CTeneHblo npubau-
XEeHUs K ncxofdHbIM. Jllobble pacxoxaeHus mexay noboi Mybnukauneit MOK 1 cooTBeTCTBYIOLWEN HaLMO-
HanbHOW NNKN perroHanbHOW Ny6anKauvei foMKHbI BblTb YeTKO 0603HAYEHbI B NOCeAHel.

5) M3K He ycTaHaBnuBaeT npoLeaypy MapkvpoBKM 3HaKOM 0406peHns 1 He GepeT Ha cebs 0TBETCTBEH-
HOCTb 3a Nb6oe 060opyLoBaHMEe, O KOTOPOM 3asiBAAKOT, UTO OHO cooTBeTCTBYeT y6ankaunn M3K.

6) CnefyeT 06patuTb BHUMaHWE Ha TO. YTO UMEETCS BEPOSATHOCTb TOr0, YTO HEKOTOPbIE N3 3/IEMEHTOB
aToi My6nvkauum M3K MoryT 6bITb NpeAMeTOM naTeHTHoro npasa. MOK He HeceT OTBETCTBEHHOCTU 3a UAEH-
TrdomnKaLmio N bbIX TaKUX NATEHTHbIX NPas.

MexpayHapoaHsbiii ctaHaapT IEC 61010-2-101 6611 noArotossieH TeXHUYeckum komuteTom 66 «besonac-
HOCTb M3MepUTeNbHOro, KOHTPOJILHOTO 1 1abopaToOPHOro 060PyA0BaHNS».

CTtaHgapT 6bl1 NOArOTOB/IEH COBMECTHO ¢ paboyeit rpynnoii CEHOJ/IEK Homep BTTF 88.1.

TeKCT aToro cTaHAapTa OCHOBaH Ha crieflyloLmx JoKyMeHTax.

- 3anpoc npoekra — (FDIS) 66/261/ FDIS;

- OTyYeT 0 rosiocoBaHun — 66/271/RVD.

MonHas nHchopmaLuus o0 roocoBaHuy 3a 0fo6peHne 3Toro cTaHaapTa MoOXeT 6bITb HaliieHa B oT4eTe 0
ro/10COBaHNM, yKa3aHHOM B BblLLENpUBEAEHHOW Tabnuue.

My6nunkaumsa 6blna NoAroToBAeHa B COOTBETCTBUM ¢ AupekTuBamm MCO/M3K, yacTts 3.

HacTosiwwmii ctaHgapT IEC 61010-2-101 mucnonb3yetcs coBMecTHO ¢ IEC 61010-1. CtaHgapT 6611 noa-
roToBfieH Ha 6a3e BTOpoi pepakuumm ctaHgapTta IEC 61010-1(2001). MNMepecmoTp MOXeT 6biTb MpuBeAeH B
OyayLmx pefakumax nam gononHeHnsx Kk IEC 61010-1.

HacTosiwwmii ctaHgapT IEC 61010-2-101 foMNonHAET Wi MOAMULMPYET COOTBETCTBYHOLLME pa3aesbl
ctaHgapTa IEC 61010-1. ans Toro 4Tobbl NpeobpasoBaTh 3Ty Nyb6ankaumio B ctaHaapT IEC «YacTHble Tpebo-
BaHWNA K MeguLMHCKOMY 060pyoBaHuio Ans nabopaTopHoi guarHoctuku (IVD)».

lMockonbKy OTAenbHble noanyHKTel craHgapta IEC 61010-1 He ynomuHawTCcA B CcTaHjapTte
IEC 61010-2-101, TO 3TM MOANYHKTbI MOTYT MPUMEHATLCA HACTOJ/IbKO, HACKO/IbKO 3TO BO3MOXHO. Tak Kak
yacTb 2 ctaHgapToB IEC 61010 umeeT cTatyc «A0MNOMHEHUA», «MOANMKALMN», «3aMEHbI» WU <UCKIoYe-
HMSA», TO COOTBETCTBYIOLME TPeOOBaHNSA, YCNOBUA UCTILITAHUIA UM NpUMeYaHns, NpMBeAeHHbIe B CTaHAapTe
IEC 61010-1. o/MKHbI 6bITb COOTBETCTBEHHO aanTMpPOBaHbI.

B HacToswem ctaHgapTe:

1) wcnonb3yoTca cnegyrolme WpUTbl NevaTu:

- Tpe6oBaHusA: WpndT Arial;

- NIPUMEYAHUA: wpudT mansie nponucHble ARIAL:

- 3aK/l0YeHne 0 COOTBETCTBUY 1 UcnblTaHne: Kypcms ARIAL,
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- TEPMUHbI, UCMOMIb3yeMble MO BCEMY TEKCTY 3TOro cTaHgapTa, KoTopble onpefeneHbl B pasgene 3:
WpndT nponucHble ARIAL;

2) nogpasfgesibl UM PUCYHKWU, KOTOPbIe AOMOJIHAT COOTBETCTBYHWOLME UM MoApasAesibl Ui PUCYHKM
ctaHgapTta IEC 61010-1, nmetoT Hymepaumio, HaunHawoLyocs ¢ undpbl 101. JoNOAHUTENbHbBIE NPUIOXEHUS
npoHymepoBaHbl KakAAN BB.

Mo pelleHnto TEXHNYECKOro KoMMTeTa cogepXKaHue atoli nybnvkaumn 6yaeTt octaBaTbCsd HEU3MEHHbIM
[0 AaTbl pe3ynbTara nepecmMoTpa, ykasaHHoOro Ha Beb-caiite M3OK http://webstore.iec.ch B cBefieHusax, nmeto-
LLMX OTHOLLIEHWe K onpegeneHHoi ny6nvkauun. Ha aty gaty My6nukauus byget:

- NoATBEpXAeHa;

- OTMEHEeHa;

- 3aMeHeHa Ha nepecMoTpeHHOe usfgaHune,

- JonosiHeHa.
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M E X T OCUY A4 APCTUBETHH®bB W CTAHAOAPT

BE3OMNACHOCTb 3JIEKTPUYECKNX KOHTPOJ/IbHO-USMEPUTE/IbHbLIX NMPUNEOPOB
M NTABOPATOPHOIO OBOPYOBAHUNA

YacTtb 2-101

YacTHble Tpe6oBaHUA K MeAULUHCKOMY 060pyA0BaHUI0
Ans nabopatopHoi anarHoctuku (IVD)

Safely requirements for electrical equipment for measurement, control and laboratory use.
Part 2-101. Particular requirements for in vitro diagnostic (IVD) medical equipment

[ata eBegeHns — 2015—09—01

1 O6nacTb NpUMEHEeHNA N Ha3Ha4vYeHue

O6nacTb NpUMEHEeHNs1 U Ha3HaYeHne HacTosLlero ctaHaapTta cornacHo IEC 61010-1 3a uckiloveHnem
cnepyroLLero:

1.1 O6nacTb NpUMeHeHuns

3ameHa:

3aMeHNTb CyLeCTBYIOLWNIA TEKCT creayowmm.

HactosAwwmin cTtaHAapT pacnpocTpaHseTca Ha obopyfoBaHue, npefHasHauyeHHoe AN nabopartopHoit
anarHoctuku (IVD) B MeguUUMHCKMX Lensix, B TOM yucne obopyposanue VD s caMOKOHTPONSA B MeAULMH-
CKUX LeNsiX.

IVD-mefmumnHckoe ob6opyAoBaHMe, UCnosb3yeMoe Kak OTAe/IbHO, Tak M COBMECTHO C ApyruM o6opyzao-
BaHMWeM. KOTOpoe NnpejHasHauyeHo, CoracHo ykasaHuaM U3roToButens, Ans uccnegosaHns obpasuos (Npob)
B nabopartopuu, BK/ItOYas NPoodbl KPOBU 1 TKaHW, B3SITble C Tefla YesioBeka, U NCNo/b3yeMoe UCKUNTENbHO
UAW rnaBHbIM 06pPa3oM C Le/blo NoslyvYeHns MHpopMaLMmn, OTHOCSLLLEACS K O4HOMY WM HECKOJIbKUM U3 Clle-
AyloLux nokasarteneii:

- YU3M0NOTNYECKOTO UM NATO/IOMMUYECKOTO COCTOSHUSA:

- Mopoka pasBuTus;

- onpejgeneHns 6e30nacHoCTU 1 COBMECTUMOCTU C MNOTEHUNAIbHBIMW peLmnueHTamu;

- MOHUTOPWHra TepaneBTUYeCKUX N3MEPEHWA.

IVD-megmumnHckoe obopyoBaHme 719 CAMOKOHTPONS NpefHasHauyeHo, COracHo yKkasaHusaM U3rotosu-
Tens. AN HenpoeccMoHasIbHOro UCNo/b30BaHNA B OMALLHUX YC/IOBUSIX.

Mpumevyanune — Ecnv obopyaosaHue wam ero yactu nonagaroT nog 06a1actTb NpUMeHeHus ofHoro unn 6onee
cTtaHgapTtos cepun IEC 61010-2. To Takoe 060py/j0BaHNE JO/HKHO COOTBETCTBOBATL Kak Tpe6oBaHNAM HaCTOSALWEero cTaH-
JapTa. Tak n TpeboBaHusAM gpyrux ctaHgapTos cepum IEC 61010-2. k 061aCTM NPUMEHEHNA KOTOPbIX OHO OTHOCUTCS.

1.1.2 O6opygoBaHue, UCKNOYEHHOE U3 061acT NMPUMEHEHUSA

JlononHeHune:

[0noMHNTbL cnefyowmMm BTOPLIM NOAMYHKTOM:

WN3genua gna o6bi4HOro nabopaTopHOro NnpuMeHeHus He AenaoTes IVD-MeguLMHCKUM 060py0BaHNeM,
3a UCK/IYeHNeM n3fenuii, cneymanbHo nNpefHasHauyeHHbIX U3roToBuTeNneM, NpMHUMas BO BHUMaHWe UX Xa-
pakTepUCTUKN. ANA UCNOb30BaHNA Npy NabopatopHOM AMarHOCTUYECKOM UccnefosaHuy (o6cnenosaHunm).

N3paHue oguymansHoe
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1.2 HasHauyeHune

1.2.1 AcnekTbl, BK/IlOYEHHbIE B 06/1aCTb NPUMEHEHMNS

3ameHa:

3aMeHUTb nepsoe npea/ioXeHne cneayoLwmm.

Llenblo HacTosuwero craHgapTa sBnseTcs obecneyeHve rapaHTUidi, 4TO WCMOMb3yeMble KOHCTPYK-
LUMs 1 MeTofbl NMPOEKTUPOBaHUSA obecneyaT BbICOKYHO cTeneHb 3awutbl npu AOMYCTUMOM PUCKE pns
OlMNEPATOPA 1 okpyxXatLiero npocTpaHcTsa, C y4eTOM MCNOoJb30BaHUA Npu Heo6XoAMMOCTU ynpaBneHus
PUCKAMW (cm. npunoxeHune AA).

JononHeHue:

J0oNoMHUTb cneayrowmnMm 4BYMS NyHKTamu:

h) 6uonornyeckne onacHocTy;

i) onacHble XMmMu4yeckre BeLiecTsa.

1.2.2 AcnekTbl, UCK/IIOYEHHbIE U3 06NacTh NpUMeHeHns

JononHeHwue:

[0N0/THNT b HOBLIM MYHKTOM U C/eLYOWNUM NpUMeyaHmem:

[) obpalleHne (nepeMelleHne) unn MaHunyMposaHue ¢ uccnegyeMbiMn Matepmanamm sHe o6opyao-
BaHuUs.

MpumeyaHne — Tpe6OBaHI/IF|, OTHOCALLMECA K AaHHbIM ob6beKTam, ABNATCA OTBETCTBEHHOCTLIO KOMUTETOB MO
noAroToBke COOTBETCTBYHOLLMX CTaHAAPTOB.

2 HopmaTtunBHbIEe CCbIJTIKU

MpumeHsoT cooTBeTcTBYOWMI pasgen IEC 61010-1 3a nckntoueHnemM cnegyroLero:

JononHeHwne:
ISO 14971:20001> Medical devices — Application of risk management to medical devices (MeguunH-

ckoe obopygoBaHue. NpuMeHeHne ynpaBieHns pUCKOM A1 MeAULMHCKOro 060pyA0BaHNS)

3 TepMuHbI N onpegeneHns
MpumeHsoT cooTBeTCTBYOWMIA pasgen IEC 61010-1 3a UCKIOYEHMEM CeaytoLLero:

3.1 O6opynoBaHue un pexunmbl paboTbl o6opyaoBaHus

[0NoNHNT b CnefyoLWwmnmMm HOBbIMU ONpPee/IEHNAMMN:

3.101 YW EPB (HARM): TenecHoe noBpexaeHne uamn Bpes, HaHEeCEHHbI 3,0pOBbI0 NoAe, nnn Bpes,
HaHeCeHHbIi UMYLLeCTBY UM OKpYXatoLlei cpege.

[ISO/IEC PykoBoacTBO 51:1999. onpegeneHne 3.3]

3.102 PUCK (RISK): CoyeTaHve BEpOSATHOCTM HAHeCeHNs yuiepba 1 TaxecTn 3Toro ywepba.

[ISO/IEC PykoBoacTBo 51:1999. onpegeneHue 3.2]

3.103 JONYCTUMbIA PUCK (TOLERABLE RISK): Puck, KoTopblii B JaHHOI CUTyaLun cuuTaloT npu-
eM/iIeMbIM MPU CYLLLECTBYIOLWMX 06LLECTBEHHbIX LIEHHOCTSIX.

[ISO7IEC PykoBoacTBO 51:1999. onpepeneHue 3.7]

MpumevaHnsa:

1 flonycTumblii puck — pesynbTaT 6anaHca mexay uaeanom abconoTHol 6e3onacHocT 1 TpeboBaHUsAMK, KOTO-
PbIM 4O/KHbBI YA0BNETBOPATL NPOAYKUNS, MPOLECC UK yCAyra, a Takke TakuMu daktopamu, Kak BbIrO4HOCTb AN UCNOSb-
30BaHuUA. cooTBETCTBUE LeEnn, S(b(beKTVIBHOCTb 3aTpar, oueHKa pucKa, 4OTOBOPEHHOCTb 3auHTEepecoBaHHOIo 06U.I,eCTBa n

COBPEMEHHOI TEXHOMOTNK.
2 TepMUH «npuemnemblii puck» ncnonb3yetcs B ISO 14971 B TOM Xe 3HAYEHUW, YTO U «A0MNYCTUMbIA PUCK».

3.104 OBOCHOBAHHO MPOrHO3NMPYEMOE HEMPABW/IbHOE MPUMEHEHWE (REASONABLY
FORESEEABLE MISUSE): Vcnonb3oBaHue usgenus, npowuecca wiv ycnyrv B YC/OBUSX WM C UESblo, He
npeAyCcMOTPEHHbIX NOCTABLLMKOM, HO KOTOPOE MOXeT ObITb pe3ynbTaToM 06bIYHOro NpeAckasyemoro noseje-

HUSI YenoBeka.
[ISO/IEC PykoBoacTBo 51:1999. onpegeneHne 3.14]

') 3ameHeH Ha I1SO 44971:2007.
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3.105 MOCTOAHHO MOAK/MOYEHHbIN (PERMANENTLY AFFIXED): CbeMHbIi TOMbKO NPy NOMOLL
MHCTPYMEHTA wau ¢ NpunoXeHMem 3aMeTHOro ycunus, CNoco6HbI BblifepxaTb BO34elCTBE TemMnepaTy-
pbl. TPEHUS, 00ObIUHbIX pacTBOpUTENieil, peareHToB N UCMapeHuii, BO3HUKLINX B TeYeHWe HOPMasbHOro npw-
MEHEHUS.

3.106 MAPKMPOBKA (MARKING): Hagnuce B nMucbMeHHOW hopme unu B BUAe rpacmyeckoro cMMBO-
na. NOCTOAHHO 3AKPEMNEHHAA Ha usgenuu.

4 WcnblTaHuUA

MpumeHsoT cooTBeTCTBYOWMIA pasgen IEC 61010-1 3a ncknoueHnem creayoLero:

4.4.1 O6LWmMe NonoXeHns

3ameHa:

3aMeHnTb TEeKCT NepeyncnerHns a) Ha CneayoLLnii:

a) 060pyOBaHNe U CXeMbl 3NEKTPUYECKUX Leneil A0/MKHblI ObiTb MccnefoBaHbl A1s onpefeneHus
yCnoBuiAi 0TKasza, KOTopble MOTyT BO3HUKHYTb npu HOPMAJIbHOM MNPUMEHEHWA n OBOCHOBAHHO
MPOrHO3MPYEMOM HEMNPABU/IbHOM NMPUMEHEHWW n koTopblie MOTyT SBAATLCA NPUYMHON BO3HUKHO-
BeHna OMACHOCTW.

VcknioueHue:

WckniounTb nepsoe Tupe.

[ononHeHune:

[ononHNTb cnegyowmm nognyHKTOM:

4.4.2.101 HenpaBW/bHbIA BbIGOP HANPsHXKEHUS

Ans o6opyaoBaHna ¢ PerysiMpoBKOi HanpshKeHns, KOTOpoe MOXET OblTb YCTaB/IEHO ONepaTopoM Ha
pasfinyHble HanpsHXKeHUs NUTaHUs, Kaxaoe 3HayeHue HanpsHkeHus [0/KHO 6biTb yCTaHOBMEHO nocnepo-
BaTeNbHO ¥ 3aTeM nocfnefoBaTesibHO NOAK/IIYEHO KO BCeM ApyruMm nctoyHnkam HOMUWHAJIBHOIO Ha-
NpsXXKeHns.

5 MapkupoBka 1 oKyMmeHTauusd

MpumeHstoT cooTBeTCTBYOWMIA pasgen IEC 61010-1 3a uckioyeHnem creayoLero:

5.1.1 O6wwue nosaoxeHus

3ameHa:

3ameHnTb TpeTwuii ab3al, cnegyoLwmm:

Wcnonb3yemble OyKBEHHble CUMBOJbI  BE/IMYMH W €4UHWL, W3MEPEHUS [AO/MKHbI COOTBETCTBO-
BaTb IEC 60027. [0 BO3MOXHOCTU A0/DKHbI NPUMEHATLCSA MEXAYHapOo4Hble CUMBOJIbI, BKOYasA cogepxaline-
ca B Tabnuue 1. NMpn Heo6Xo0ANMOCTU NPUMEHEHUS APYTUX AOMNOMHUTENbHbIX CUMBOJIOB OHW HE A0/MKHbI ObITh
TakUMu, Y4TOGbl MX MOXHO 6bl1I0 CMyTaTb C YCTAHOBEHHbIMU MeXAyHapoAHbIMY cuMBoiamu. TpeboBaHnsa K
LiBETY CMMBO/IOB He YCTaHaBMMBAlOTCA 3a UCKIYeHnem cumeona 101 (cm. Tabnuuy 1). Mpacdmnyeckne cumso-
Nbl AOMKHBI GbITb Pa3bACHEHbI B OKYMeHTaLuu.

Ta6nunya 1— CumBONbI
JlononHeHwue:
JAOoNoNHNTb cnefyrLwmMn HOBbIMU CUMBONAMU:

Homep HopmatusHbIii

cumsona Cvmson [10KyMeHT OnucaHve
101 LiBeT poHa — XenTblit ISO 7000-0659 Buonornyeckas
onacHocTb
CVMBO U KOHTYP — YepHblIii
102 LOT EN 980. pasgen 4 Kog naptumn
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5.1.2 NgeHTudukaums

3ameHa:

O60opyAoBaH/e J0/MKHO MMETb MapKMPOBKY, COAEPXallyto Kak MUHUMYM CriefyoLLyio MHhopMaumio:

a) HaMMeHOBaHWe U3roTOBWUTENS UKW ero TOproeas Mapka v agpec. Aapec AO/KEH BKIOYaTb MO Kpaii-
Hell Mepe HavMeHoBaHWe ropoga v CTpaHbl;

b) HOMep MoAenu, HavuMeHoBaHve Uan gpyrue cnocobbl naeHTUMUKaLMn 060pyA0BaHNSA:

C) HaMMeHOBaHve 1 agpec YrnosIHOMOYEHHOro NpeAcTaBuTeNs N3rOTOBUTENSA, €C/IN TPeByeTCs perfiaMeHToM.

MpuMeyaHne — Hanpumep, B pamkax EC ycTaHOBNEHO, YTO 3TO hM3NUYECKOe UV opUgMYeckoe NnLo-

Cnegyouan AononHUTeNnbHas nHopMauusa fomkHa ObITb ykasaHa B MapKkMpoBKe Ha obopyfosaHue
WV Ha yNaKoBKe, WK B MHCTPYKLMAX MO 3KCNyaTauun:
a) cepuiiHblii Homep, HanpuMep SN XXXX unu anbTepHaTUBHO Kog naptuu, nepef ob6o3HayeHnem
«LOT» ncnonbsosatb cumeon 102 n3 tabnuupl 1;
b) Cnegaytwowas nHcopmMmauus:
1) ueTkoe ykasaHue, 4To 06opyaoBaHue aBnseTcs [VD-meanumHckMM 060pyfoBaHNeEM:
2) yeTKoe ykasaHue, 4To obopygosaHue asnsetca |VD-meguumHckum obopyfosaHmem Aas camo-
KOHTPO/A Npy HE06X0ANMOCTH;
3) Npu BO3MOXHOCTV noTeHunansHoro PUCKA n3rotoBuTenb AO/MKEH MAEHTU(MLMPOBaTb ChbeM-
Hble KOMMOHEHTbI M COCTaBHble YacTu NOCPeACTBOM yKasaHus Koga naptum u T. n.;
4) BCe CPOKMN XpaHeHVs pacxofyeMblX YacTel yka3biBaloTCA B NOCNef0BaTe/IbHOCTU: rof. Mecsl, v
OeHb (Npy He06X0AMMOCTH).
JlononHeHue:
[onoMHUTb cregyowmnm NoAMyHKTOM:
5.1.101 TpaHcnopTMpoBaHue U XpaHeHune
YnakoBka [O/MKHA UMETb 3TUKETKY AN 0603HAaYeHNA cneumanbHbiX YCN0BUIA ANS TPaHCMOPTUPOBaHUSA
N XpaHeHus.
CooTBeTCTBUE NPOBEPSIOT BHELIHUM OCMOTPOM.

5.2 TpegynpexpjaloLlime MapKknposKu

3ameHa:

3aMeHnTb CyecTBYIOWMIA NAThI ab3al, cneyowmmm YeThipbMs.

O6opyfoBaHne, KOTOPoOe MOXET NOTEHLUMANLHO coAepxaTb MHEKUMIo B Npobax unu peareHTax, fOXK-
HO cofilepxaTb pefnbedHyo MapkupoBKy cumeonoM 101 tabnuubl 1.

O6opyaoBaHne, KOTOPOE MOXET COAEepXaTb ONaCHOCTN OT UCMO/Ib3YEMbIX XUMUYECKUX BELLECTB, 0/XK-
HO cofepXaTb MapKMpPOBKY COOTBETCTBYIOLUM CUMBOJIOM WKW (ECAN HET MOAXOAALMX) CUMBONIOM 14 Tab-
vgbl 1.

KoHTelHepbl nnn meLwky Ans 6MoN0rMyeckn onacHbIX 0TX040B, KOTOPbIE MOTYT ObiTb M3BMEYEHbI M3 060-
pyfosaHusa B npouecce HOPMAJ/IbHOIO NMPUMEHEHWA, gomkHbl cogepxatb MapkMpoBky cumsosiom 101
Tabnuubl 1.

[pyrve npegynpexpalolive mMapkuposku yctaHosneHsl B 5.1.5.1 ¢), 6.1.2 b). 6.5.1.2 g), 6.6.2, 7.2 ),
7.3,10.1.13.2.2.

5.3 MpOYHOCTb MapKUpoOBKMU

3ameHa:

3amMeHnTb NepBbIi ab3al, cneayoLmM HOBbIM:

MAPKWPOBKA, HaHeceHHas B COOTBETCTBUK € TpeboBaHuamu 5.1.2—5.2. gomkHa 6b1Tb MOCTOAHHO
3AKPEMJ/IEHA nepBoHayanbHO Ha 060pyAoOBaHMe M JO/XKHA OCTaBaTbCs YETKOW U pa3bopunBoil B yCNOBK-
ax HOPMA/IbHOIO MPUMEHEHWSA, 6bITb yCTOWUYMBOW K UCTUPaHWIO 1 BO3AEWCTBMAM Temnepatypbl, pac-
TBOpUTENEN 1 peareHToB, KOTOpble MOryT ucnosb3osaTbcs npu HOPMAJ/IbHOM MPUMEHEHWW, Bkntovas
OUYNCTKY U Aie3NHMEKLMIO NPU NMOMOLLY peareHToB, YCTaHOB/IEHHbIX U3rOTOBUTENEM.

[ononHeHune:

JononHnTb nocne nepeoro ab6saua cnegyowmm HOBbIM ab3aleM, yCTaHaBNMBaoLWM NPpOBEPKY CO-
0TBETCTBUSA:

Ecnv pacTBOpVTENb UK peareHT, NpefHasHavyeHHbI A8 UCMOb30BaHNA C 060pyA0BaHMEM, MOXeT
oKasaThb BO34eNCTBME Ha MPOYHOCT b 0T AesbHoli MAPKVPOBKW, To Takasa MAPKNPOBKA pgomkHa 6bITb
ucnbiTaHa u gomkHa BbHOBpXMBaTh NPOTMPaHne B TeyeHne 30 € NOMOLLbIO KaXAoro u3 pacTeopuTenei

4
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UM peareHToB (MM C NOMOLLbLIO NPpeACcTaBUTENbHOW BbIGOPKM U3 rpynnbl pacTBOPUTENell Unm pearex-
TOB. NPOM3BOAALLUX NOLOGHLIN 3hdpekT).

5.4.1 O6LwWue NooXeHns

VcknoyeHwne:

NckniounTb npumeyaHue Ko BTopomy absauy

JlononHeHune:

[ononHMTb cnegyrowyM HOBbIM TPeTbuM ab3alem cnefyoLwero cogepXaHus:

[omkHa 6b1Tb NpeacTasneHa nHopmauns o nobbix PUCKAX, He cHxatowmx yposeHb JOMYCTUMOIO
PVCKA, nocpeAcTBOM 3alUTHBIX Mep. YCTaHOB/IEHHbIX HACTOALWMM CTaHAapToM. Ecam ana obyyerus wnm mc-
nosIb30BaHNsA 060py0BaHNA NPUMEHSAIOTCS [OMNOTHUTE NbHbIE 3aLLMTHbIE YCTPOKCTBA UM MHAMBUAYabHOE 3a-
LMTHOe ob6opypoBaHue, cHuxatowee PUCKU po yposHa JOMYCTUMOIO PUCKA, oHY f0/1XHbI ObITb YKa3aHbl.

5.4.3 YcTaHOBKa 060pyaoBaHus

3ameHa:

3amMeHNTb CyLLeCTBYIOLLLEE HAa3BaHNE U TEKCT CcrefyloLWwumu.

5.4.3 NepemelleHne o6opyfoBaHns, yCTaHOBKA U MHCTPYKLUN NO cOopke

[JokymeHTauus, npegoctasnsemad OTBETCTBEHHOMY OPIAHY fosmkHa BKIOYaThb criefyloLuee:

a) UHCTPYyKUMK Mo nepeMelleHunto nocne goctasku OTBETCTBEHHOMY OPIFAHY:

b) TpeboBaHNs NO Harpyske Ha nor;

C) MHAVBMAYANbHbI BEC OCHOBHbIX TSXE/bIX CO0POYHbIX Y3/10B;

d) MHCTPYKLUUM MO pasMELLEHNI0 1 MOHTaxy, BkIlovatlie 06bem Tpebyemoi BeHTunsauun, ans noa-
AepxaHus 3awuTbl U adhdekTnBHoCcTH paboTbl ONEPATOPA,;

€) VUHCTPYKLMK No cO0pKe;

0 MHCTPYKLMM NO 3aLUTHOMY 3a3eM/1EHUNIO;

A) TpeboBaHNs No 3BYKOBbIM XapakTepucTukam cornacHo 12.5.1;

h) MHCTpyKUMK, coaepxalyme ykasaHus no nepemeLleHnto, coopy 1 yaaneHunto onacHbIX BEWECTB, BK/HO-
Yyasa no6ble TpeboBaHWA, NpegoTBpaLLaoLme 06paTHbI CUGOHHBIA ApeHax;

i) ykazaHve o Bo3moxHoii OMACHOCTW Bbibpoca 61M00TMYecKnX 1 XMMUYECKUX BELLEeCTB U BbICOKO-
pPafMoaKkTUBHbIX XUAKOCTENR ANA NO6bIX APEHAXKHbIX CUCTEM;

j) Nnoapo6Hble 3alUTHbIE MepPbl, OTHOCALLMECA K ONaCHOCTAM, CBSA3aHHbIM C paauauunein (CM. NyHkT 12);

K) MHCTPYKLMM MO NOAKMNIOYEHNIO K CETEBOMY MUTAHMIO:

1) Tonbko ana NMOCTOAHHO NOAKMOYEHHOIO OBOPYAOBAHUA:

1) TpeboBaHMA K CEeTEBOMY MUTAHUIO U MOAPOGHOCTY NOAKNIOYEHUs, BKIoYas Tpebyemyto HOMW-

HAJTbHYO TemnepaTypy kabensi npu MakcuMasbHo HOMUHAJIbHOM Temneparype okpyxaloLleli cpeal;

2) Tpe6oBaHusi AN1A N06bIX BHELWHMX Nepekyarenieil, aBToMaTU4eckux BblkiyaTenein (cm.
6.11.2.1) unn ycTpoicTB 3alnTbl OT CBEPXTOKOB (cM. 9.5). PekomeHpaunM o Heo6xoAMMoCTH pasme-

LeHns nepeknyaTenein nan aBToMaTUYecknx BbikIoUaTeNnsx psgoM ¢ 060pyaoBaHnem, ecnm aTo He-

06x0aMMo Ana obecneyeHns 6e30MacHOCTY;

T) TpeboBaHuA No cneunanbHOMy 06cnyxuBaHuio (Hanpumep, obecrneyeHne BO3LYXOM, OXNaxaatoLei
XUAKOCTbIO), BKNOYAsA npefesibHble AaBNeHuns.

CooTBeTCTBME NPOBEPSIT NPOBEPKONA JOKYMEHTauuu.

5.4.4 Pa6oTta o60pyaoBaHus

3ameHa:

WHCTpYKUMKN No akcnayatauumn O/MKHbI CoAepxartb cneayroLLyo nHhopmamio:

a) fetanu paboTbl OpraHoB yNpaBfieHNs U UX UCNOMb30BaHMEe BO BCeX paboumx pexumax npu noboii
nocnegoBaTesibHOCTU AeNCTBUIA;

NMpumeuaHnne — IEC 60073 ycTaHaBnuBaeT Tpe6oBaHUs K LLBETAM U CUMBOJ/IAM OPraHoB YNpaB/eHus;

b) yKkasaHue 0 ToM, 4TO 060pyAOBaHMEe He A0/HKHO pasmellartbcs Takum 06pasoM, YTobbl Gbln 3aTpya-
HEeH A0CTYN K OTK/loYatLemMy yCcTpoicTBy (cM. 6.12);

C) VHCTPYKLUUW MO BHYTPEHHVWM MOAK/IOYEHUAM C MPUCNOCOGNEHNAMU UAn ApyrM 060pyAoBaHveMm,
BK/OYas AeTanu COOTBETCTBYIOLLMX MPUCIOCOBNEHNIA, CbEMHBIX YacTen 1 4pyrux cneymanbHbIX MaTepuanos;

d) npegensl — gna pexuma npepbIBUCTON paboThl;

€) pa3bsACHEHWEe CUMMBOJIOB, WCMO/b30BAHHLIX Ha 000PYAOBaHUW, U €CAN OHW CBA3aHbl C HaN4Mem
OMACHOCTW, npvumHbl UCNOMb30BaAHNA CUMBO/IA B K&XAOM OTAE/IbHOM C/yyae;

0 MHCTpYKUMKM, cogepxallme ykazaHus o Bcex aelicteusix ONMEPATOPA B cnyyae HencnpaBHoii paboThbl
obopypoBaHus;
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g) VHCTPYKLUW 1 peKOMeHZaLUn Nno o4MCTKe U Ae3nHekUnmn ¢ ykasaHueM pekoMeH0BaHHbIX MaTepu-
anos (cm. 11.2);

h) MHCTpYKUMK NO yTUAN3aLuMmn OTXOA0B;

i) MHCTPYKUMU MO NPaBW/bHOMY NPUMEHEHWNIO, HEO6XOAMMONM NOArOTOBKE W UHAMBUAYaNbHON 3aluTe,
ecnn HOPMAJIbHOE NMPUMEHEHWE npegnonaraet paboTy BPY4YHYH0 C ONacHbIMU BeLLecTBamMu;

j) ykasaHve o Heo6Xx0AMMOCTM MCMO/b30BAHUA 3aLLUUTHbIX NepyYaToK, ecav Npu pPy4YHOM obpatleHun ¢ no-
TEHUMasIbHO MHAIEKLMOHHLIMY BelllecTBaMmM (TakMMK Kak YesioBeyeckue npobbl U peareHTbl) BO3MOXEH KOHTaKT C
KOXel;

K) MHCTpyKUMKM NO 3awuTe pTa. Hoca W rnas, ecnn obopyoBaHNe MOXEeT MCMyCcKaTb aapo30/ibHble UC-
napexus npyu HOPMA/IbHOM NPUMEHEHWI;

) MHCTPYKUMKN 1 TPe6oBaHUS NO 3alMTHbIM YCTPONCTBaM, TakuM Kak 3aliMTHbIE OYKW, eC/IN MOXET BO3-
HUKaTb NOTEHLMaNIbHO ONacHoe BUAMMOE U HEBUAUMOE U3JTyYeHue;

T) VHCTPYKLUW, Kacawlmecs AocTyna K NoABWKHbIM yacTam (cM. 7.2.101 n 7.2.102).

WIHCTPYKUUM JOMIKHBI COepXaTb yKa3aHue 0 TOM. YTO Npu UCNONb30BaHMM 060py0BaHNA C HapyLle-
HUAMW TpeboBaHW, YCTAaHOBNEHHbIX U3rOTOBUTENIEM, MOXET CHU3WUTLCS YPOBEHb 3alnTbl 060pYyA0BaHMNS.

MpumeyaHusn

2 MpownsBoguTenn foMKHbI 6blITb OCBEAOMIEHBI 0 PykoBOoACTBE MO 6GMOM0rMyeckoil 6esonacHocTy nabopaTopuii,
n3gaHHOM BceMupHoii opraHusaumein 34paBooxXpaHerHns U NpUsHaHHOM MeXayHapoHbIM coobLecTBoM. B PykoBoacTee
npuBegeHa MHhopmaLlusi 0 Ae3MHMULMPYIOLWNX CPEeACTBAX, UX NCNOMb30BaHNMN, PACTBOPEHNN U BO3MOXHbIX MPUMEHEHU-
Ax. Takxe cnefyet NPUMEHSTb HaLMOHa/IbHbIe PYKOBOACTBA N0 6M0N0rMYeckoil 6e3onacHoCTy.

3 OuncTka u gesvHpekyms MoryT 6biTb HEOBXOAMMbI Kak Mepbl 6€30MacHOCTV NpU 06CYXUBAHUW, PEMOHTE U
nepemeLeHn 060pyA0BaHUs 1 ero NPUCNoco6aeHNnii. MPon3BOAUTENN AOMKHBI 06ecneunTs OTBETCTBEHHbLIA OPIAH
cTaHAapTHOl hopmoli JokyMeHTa 41 peructTpayun thakta NnpoBefeHNs O4UCTKU U fe3VHeKLn 060pysoBaHns Npu ero
06CNYXVMBaHUN, PEMOHTE U NepeMeLLeHNN.

CooTBeTCTBUWE YyCTaHaBNBaoT NPOBEPKOW AOKYMEHTaLuun.

JlononHeHwue:

[ononHnTb cnefyowmm nognyHKTOM:

5.4.4.101 IVD-meguummckoe 060opyfoBaHme A/ CaMOKOHTPOS

TpeboBaHus K UHCTPYKLMAM Mo akcnnyaTaumun ansa 1IVD-meguuumckoro o6opyosaHms 11 CAMOKOHTPO-
NnAa npuBefeHbl B NpuioxexHus BB.

CooTBeTCTBUWE YyCTaHaBNBaloT NPOBEPKOW AOKYMEHTaLuun.

5.4.101 MepemelleHne ob6opyaoBaHUA A8 PEMOHTA U yTUAU3aLUK

OTBETCTBEHHbIV OPFAH gonxeH 6biTb 06ecneyeH VHCTPYKUUAMMU NO UCKTIOYEHUIO WU CHUXEHWNIO
OMACHOCTEW, Bo3HMKaIOWMX NpU NepeMeLleH 060pyA0BaHUs Ha PEMOHT UK YTUAU3ALMIO. VIHCTPYKLN
[IO/KHbI coflepXaTh Tpe6oBaHUs No MUHUMK3aLMK 6uonornyecknx ONMACHOCTEN.

CooTBeTCTBME NPOBEPSAIOT NPOBEPKOW AOKYMEH T aLmnN.

5.4.102 TpaHcnopTupoBaHue 1 XxpaHeHue

M3rotoButenb fO/MKEH YCTAHOBUTL YC/I0BUA TPAHCMOPTUPOBaHUS U XpaHeHUs. [JokyMeHTauus Ao/KHaA
cofepxaTb TpeboBaHNA ¢ OMYCTUMBIMU YCNOBUAMW OKpYXatoLLein cpefbl Npu TPaHCNOPTUPOBaHUMN U XpaHe-
HVW. KOTOPble A0/MKHbI 6biTb MOBTOPEHbI M HA BHELLUHEN ynakoBke o6opygosaHusa (cm. 5.1).

CooTBeTCTBUE NPOBEPSIDT BHELLHNUM OCMOTPOM.

6 3alwuTa OT NopadkeHUsA 3/IEKTPUYECKNM TOKOM

MpuMeHsoT cooTBeTCTBYOWMI pa3gen IEC 61010-1.

7 3awunTta OT MexXaHUYeCcKnx OMACHOCTEW

MpuMeHsOT cooTBeTCTBYOWMI pasgen IEC 61010-1.

8 YCTOMUYMBOCTb K MEXAHUYECKUM BO34ENCTBUAM

MpuMeHsT cooTBETCTBYOWMIA pasgen IEC 61010-1 3a UCKIOYEHNEM CNeLyOLEro;
[LlONOJIHEeHMe:
[JononHUTb cnegyloLwmnm NoaAnyHKTOM:
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8.101 TpaHcnopTupoBaHue N XpaHeHue

B cnyyae ynakoBku 060pyAoBaHMsA B YNakoBOYHYK Tapy M3roToBuTens 060pyAoBaHne He [O0/HKHO
ABNATLCA NPUYNHOWN BO3HUKHOBEHUSS OMACHOCTW npy HOPMA/IbHOM MPUMEHEHWW nocne ero TpaHc-
NoOpTUPOBAHUA WU XPaHEHUSA NPU YCNOBUAX, onpefeneHHbIX nrotosutenem (cm. 5.1.101 n 5.4.101).

CooTBeTCTBVEe NPOBEPAI0T NPOBEPKON pe3ybTaToB UCMbITaHUA, NPOBEAEHHbIX U3rOTOBUTENEM.

MpumeyaHne — PyKOBOACTBO MO MCNbITAHMAM B3ATO U3 ASTM D4169 n 13 ny6navkauuini MexayHapon-

HOW accoumaumm no obecnevyeHnto coxpaHHoCTU nNpu TpaHcnopTupoBaHum (ISTA — The International Safe Transport
Association).

9 3almTa OT pacnpocTpaHeHUsl orHs

MpuMeHSIOT coOTBETCTBYHOLWMIA pa3gen IEC 61010-1.

10 OrpaHunyeHus TemnepaTypbl 060pyA0BaHUSA Y TEMN/IOCTONWKOCTh

MpumeHsaoT cooTBeTCTBYOWMNIA pa3gen IEC 61010-1.

11 3awmTta oT ONMACHOCTEWN, cBA3aHHbIX C XXUAKOCTAMU
MpumeHstoT cooTBeTCTBYOWMIA pa3gen IEC 61010-1 3a ncknoueHnem creayoLero:

11.3 YTeuka

3ameHa:

Ecnn npy HOPMA/IbBHOM NMPUMEHEHWI Bo3MOXHa yTeuka XUAKOCTM BHYTpU 060pyAoBaHus, 060-
pygoBaHue f0/MKHO OblTb CKOHCTPYMPOBAHO TakMM 06pa3om, 4Tobbl He Bo3HuKNa ONMACHOCTbD B pesynbTare
nonajaHusa Bfaru Ha U3onsauuio Win BHYTpPeHHUe HensonuposaHHble OMACHbBIE ANA )XKN3HW vactu unmn B
pe3ynbTaTe KOHTakKTa yacTeii 060pyAoBaHusA C NOTEHUMATbHO arpeccBHbIMM BelecTBaMu (TakuMm Kak Kop-
pO3uiiHble. TOKCUYHbIE WU TETKOBOCM/TAMEHSAIOLLMECS XKUAKOCTK).

CooTBeTCTBYe NPOBEPAIT BHELIHNM OCMOTPOM. B cnyyas COMHEHUS NPOBOAAT NPOBEPKY Clefyto-
Lwum obpasom — 0.2 1 BOAbl BblIMBae T CS HENPEPbIBHO € BbiIcOThI B 0.1 M B TeueHne 15 ¢ nocnegosaTenb-
HO B KaXayto TOUKy o6n1acTun ob6opyaosaHus, kyga ONMEPATOP BpyUHyto 3a/iMBaeT XUAKOCTb UM NPOU3BO-
ONT MaHWUNyNAUUW C Hel 1 rae XMAKOCTb MOXeT MMeTb JOCTYN K a/IeKTPUYECKUM YacTAM.

HenocpefcTBEHHO MOC/e Takoro BO34eNCTBUA A0/MKHbI ObITh NPOBeAeHbl NCMbITaHnsa obopyaosa-
HWS Ha BO3feliCTBME HaNPSXXeHNs B COOTBETCTBUU ¢ 6.8 (6e3 npeaBapuTenbHON BbIAEPXKKMA BO BNAXHON
cpege), n JOCTYIMHbIE yacTu He JO/MKHbI MPEBLICUT b Npejenbl cornacHo 6.3.1.

Tam. rae BO3MOXHO, COOTBETCTBUE Takxe 0CyLeCTBAAIT NPOBEPKO/ HA COBMECTUMOCTb NOTEH-
LMasibHO arpeccuBHbIX BELWECTB C KOHTaKTUpYLWUMN YacTAMN 060pyA0BaHUS.

12 3awumTa OT U3NyyYeHus, BKNOYaA a3epHble UCTOYHUKN, U 3awmTa
OT 3BYKOBOIO N y/1bTPa3ByKOBOIo aaBneHnsA

MpuMeHs0T cooTBETCTBYOLWMIA pa3aen IEC 61010-1.

13 3awmTa oT BblAE/IALUMXCS Fa30B, B3PbIBa U paspyLleHust

MpumeHsoT cooTBeTCTBYOLWMNIA pa3gen IEC 61010-1 3a nckIoYeHUEM crieayoLero:
M3meHeHwne:
MN3MeHNTb cyllecTBYIOLWee Ha3BaHne NMyHKTa Ha cregytoLllee:

13 3aumTa OT BbIAENSAWMXCS Fa30B U BEWECTB, B3pbiBA U pa3pyLUeHUs

13.1 AposuTble N BpeAHble rasbl

I3meHeHue:
M3MeHNTb cyllecTBYlOLee Ha3BaHne NoANyHKTa Ha cnefytollee:
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13.1 HApoBuTble M BpefHble rasbl 1 BellecTsa

3ameHa:
3aMeHNTb CyLLecTBYOLWMA NepBblil ab3al, cnegywmmm AByMs HOBbIMUW ab3auamu:
O60pyAoBaHNe He AO/MKHO BblAENSATh ONacHoe KONMYeCcTBO AA0BUTLIX UM BPEAHbIX ra30B UM BELLEeCTB

npu HOPMAJIbHOM MPVUMEHEHUW vnnn B YCNOBUAX EAVHNYHON HEUCTIPABHOCTM.
B cnyyae BbigeneHna noTeHumanbHo onacHbix Belects ONMEPATOP He fo/mKeH NPOMOKHYTb UKW BAOX-
HYTb TO KO/IMYECTBO ONAacHbIX BELLECTB WK ra3os, KOTOPOe MOXET 6biTb onacHbIM. O6nacTn o6opyAoBaHus,

cogepxalme Takme sewecrtsa, A0/DKHbI 6bITb OCHalleHbl 3allNTHbIMW NOKPbITUAMW NN I'IO,CI,O6HI:IMVI cpen-
CTBaMn 3allnThbl.

14 KOMMOHEHTHI

MpumeHsoT cooTBeTCTBYOWMIA pasgen IEC 61010-1 3a UCKIOYEHMEM ClefytoLEero:

14.3 3almnTHbIE YCTpPOCTBaA OT neperpesa

JlononHeHwue:
[0N0NHUTb HOBbIM TpPeTbUM ab3alem cneayoLwero cogepXxaHus:
YcTpoiicTBa 3awmThl OT neperpesa 4ns 1VD-meauLMHCKOro 060pyA0BaHns 415 CAMOKOHTPOS He AOJIXK-

Hbl 6bITb C camMoBO3BpaTomMm.

15 3awmTta nocpeacTBomM 6/1I0KMPOBOK

MpumeHsT cooTBeTCTBYOWMIA pa3gen IEC 61010-1.

16 N3mepuTesibHble Lenun

MpuMeHsOT cooTBeTCTBYOWMI pa3gen IEC 61010-1.
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MpunoxeHunsa
MpumeHsoT Bce npunoxeHusa IEC 61010-1 3a UCK/OYEHVEM CneayoLLero:

JononHeHuns:
[A0noNHNTb cnepyowmM 4ByMA HOBbIMU Npunoxenuamm AA v BB.

Mpunoxexne H

AN aBUTHBINA yKkasaTesib TEPMUHOB

[ononHnTb andaBuTHbI ykazatesnb TepMnHoB no IEC 61010-1 cnefyrolwmnMy TepMyHaMu:

LONYCTUMbIV PUCK 3.103
MAPK/POBKA 3.106
OBOCHOBAHHO MNMPOIrHO3NPYEMOE HEMPABW/IbHOE NPUMEHEHWE 3.104
NOCTOAHHO MOAKNOUEHHbI 3.105
PUCK 3.102
YWEPB 3.101
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Mpunoxenne AA
(o6sA3aTenbHoe)

YnpaBneHue puckom

AHanuns un oueHka PVUCKA gomxHbl 6bITb NpoBefeHbl cornacHo Tpe6osanmsam ISO 14971 n npu HE06X0AMMOCTM NO-
cneayrowmm cHuxeHnsam ctenedn PUCKA fo ypoBHS OMYyCTUMOTO.

MpumeuyaHne — B obnacTb pacnpoctpaHeHus ISO 14971 sxoauT IVD-meanumHCcKkoe o6opyoBaHue, U CTaH-
[apT CoAepXUT MHGOPMaLMOHHOE NPUoXeHune, oTHocaleeca K IVD-MeauunHCKOMY 060pyA0BaHuIo0.

CooTBeTCTBYE NPOBEPAIT OLEHKON oKyMeHTa «YnpasneHne PUCKOM».

[locTaTouHbIli ypoBeHb 6e30MacHOCTH gocTuraetca cHumxeHnem PVICKA fo ypoBHS no kpaliHeit mepe AOMYCTU-
MOIO PUCKA. Ouenka PUCKA npoBoAnTCA M AOKYMEHTMpPYeTCA B LiesiAX AOCTUXKEHUSA MO MeHblueil mepe ypoBHa [O-
NMYCTUMOTO PUCKA nyTem nosTOpsioLLerocs npouecca, BkaovaloLero B cebs cnegytouyee:

a) aHanu3 PUCKA

AHanus PUCKA — npouecc ngeHTudunkaymm onacHocteli n oueHkn PYUICKOB, 0CHOBaHHBI Ha MCMOb30BaHWUM [0-
CTyMHOI nHpopmaLuu;

b) oueHka PUCKA

Kaxpplii aHann3a PUCKA TpebyeT nnaHa paboT no OueHKe CTEeNeHN Cepbe3HOCTU U BEPOSITHOCTY ypoBHA PUCKA,
4TO6bI OUEHUTHL NpuemnemocTb ypoBHA PUCKA. YposHu PVICKA oueHuBatoT criefylowmm o6pa3om (cM. pucyHok AA.1):

1) wupoko gonyctumas obnacts PYCKA

B HekoTopbIX cnyyasx PUCK HacTonbko Man no cpaBHeHuto ¢ gpyrumn PUCKAMMW, 4To ¢ TOUKM 3peHns addek-
TUBHOIO MCNO/b30BaHNsA 060py0BaHNA UM MOXHO npeHebpeub. B Takux cnyvyasax PVICK aBnsetcs npuemaembiM, n HeT
HEo06X04MMOCTY aKTUBHO ero KOHTPONMpoBaTh. Takoii ypoBeHb yaoBneTBopseT Tpe6oBaHuam JOMYCTUMOIO PUCKA;

2) obnactb PMCKA HacTonbko Mana, HackoslbKo 3TO NpaKTUYecKn OCyLecTBUMO (MpakTuYecku LienecoobpasHblii
LOCTUXMMbIA ypoBeHb) (ALARP)

[laHHbI ypoBeHb aBTOMAaTMYecku He yaoBnetsopsieT Tpe6oaHuam AOMYCTUMOIO PUCKA. ALARP sensetcsa
pesynbTaTom aHanusa PUCKA n Bcerga HyxaaeTcs B 060CHOBaHUN NMPUYUNH, N0 KOTOPbIM PUCK He MOXeT ObITb f,ONOMHN-
Te/IbHO CHWXEH peasibHbIM CNoCco6oM.

3) HegonycTumas o6nacte PYCKA

[aHHbIli ypoBeHb cogepxut PUCKW, koTopble He sBnsitoTcst AOMYCTUMbIMU PUCKAMW.

C) cCHMWXeHne ypoBHA PUCKA

Ecnu HavanbHblii PUCK siBnsieTca HenpuemsembiM, TO AO/MKHbI 6biTb MAEHTU(ULMPOBAHbLI U NPUHATLI Mepbl MO
CHWXKeHMI0 ero ypoBHs. Mpouecc aHanuza PUCKA n oueHka PUCKA gomkHbl 6biTb MOBTOPEHbI, BK/IOYAsA NPOBEPKY TOro,
4YTO MPUHATbIE MEPbI MO CHWXEHWUIO puUCKa He BHeC/n HoBble PUCKW.

PucyHok AA. 1 — [lonycTumocTb PUCKA
10
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Mpunoxexne BB
(o6a3aTenbHoe)

WHcTpykunm no akcnayatauuu ansa IVD-meauunHcKoro o6opyaoBaHus
A5 CAMOKOHTpPONA

WHCTpyKUUy no akcnayaTauun AO0MKHbI MO KpaiiHei mepe BkI4aTb B kayecTBe 06a3aTeflbHON 4acTW MYHKTbI
BB.1—BB.3 B 3aBMCMMOCTU OT Ha3HayeHuss 060pyA0BaHMS.

BB.1 Mpepaynpexjatwouime NHCTPYKLUN

BB.1.1 MNonoxeHne n CTpPyKTypa

O6uwwue npegynpexgarlyne UHCTPYKUMUN CredyeT BKIOYaTb B HAYasio MHCTPYKLMM NO 3KCnayatauuun nepep vH-
CTPyKUMsiMM No paboTe un 06CcnyxnBaHuio. [ipyrne cneynanbHble npeaynpexgatolme MHCTPYKUUM MoryT 6biTb Npusefe-
Hbl B OTZE/IbHbIX MOIOXEHUSIX UHCTPYKLMIA, OTHOCALWMXCA K cneyuduyeckoit OMACHOCTW, koTopasi MOXeT BO3HUKHYTb.
Mpegynpexaatowme NHCTPYKLUN AO/MKHbI YeTKO BblAeNATbCA CPpean APYrnX UHCTPYKUWI (Hanpumep, cnegyeTt UCNoMb30-
BaTb pas3/MyHyI0 LBETHYI0 Bymary, KpacHblii WPUAT, XUPHbIA WPNAT, KPYMHbIA WpndT).

BB.1.2 CogepxaHue

BB.1.2.1 O6wue nonoxeHns

MpepynpexpaaloLine MHCTPYKLWUM AO/DKHBI BKIOYATb BCE MYHKTbl yCTaHOB/IEHHble B BB.1.2.2. ucnonb3ys gop-
MY/IMPOBKW. NMPUBELEHHbIE HVXE, NN NCMOb3Ys POPMY/INPOBKN, KOTOPble 6yAyT OfHO3HAYHO MOHATHbI ANS HENpo-
heccunoHana.

MpumeuvaHusn

1 Cnoso «o6opyfoBaHue» MOXeT 6biTb 3aMEHEHO HaCTOALMM HasBaHWeM 060pyAoBaHWs, CM0BO «U3rOTOBU-
TeNb» — HaCTOALMM HaMMeHOBaHNEM WU3rOTOBUTENSA UM NOCTaBLLMKA.

2 PekomeHayeTcs conpoBoxAaTb npefynpexjatroline UHCTPYKLUUN NPOCTLIMU UAMIOCTPaLMAMN 1 UX pasbsac-
HeHMAMMN.

3 Hymepauusa npegynpexaeHuii HeobsasartesnbHa.

BB.1.2.2 MNepeyeHb npeaynpexaaownx NHCTPYKLUUii

MocnepoBaTenbHOCTb HUXEYKa3aHHOro NepeyYHs yunTbiBaeT BAXHOCTb NpejynpexaeHnii u nocnefoBaTebHOCTb, B
KOTOPOi Nnonb3oBaTesib, BEPOATHO, [NIOXET Nnoaseprarbcs Bo3Hukawowmm ONMACHOCTSAM. Ecnm ans onucbiBaeMoro 060-
pyfoBaHWs 04HO U3 ABYX — OTHOCUTE/IbHas BaXXHOCTb WM NoCneAoBaTe/bHOCTb BO3AENCTBUA pas/iMyHbl, TO AaHHbIN
nopsiflok MOXeT 6bITb U3MEHEH. [lpyrne HeobxoAnMble nNpeaynpexaeHns f4o/MKHbI 406aBNATLCS, NCXOAS U3 NO3ULMIA, oc-
HOBaHHbIX Ha TEX Xe CO0BpaxeHUsX.

BAXXHbIE MHCTPYKLIMWA MO BE3OMACHOCTU

OMACHOCTb — HenpaBunbHoe UCMO/b30BaHNE 3/1EKTPUYECKOTo 060pYyA0BaHNSA, KOTOPOE MOXET NPUBECTM K Mo-
paXKeHUIo 3/IEKTPUYECKMM TOKOM, BO3ropaHuto, noxapy v gpyrum ONMACHOCTAM.

OCHOBHble Mepbl 6e30MacHOCTW, KOTOpPble A0/KHbI BCerAa npeAnpuHUMaTbcs, ykasaHbl B HUXENpUBEAEHHOM ne-
peuHe.

Heobxogum cTporuii Haa3op, korga o6opyAoBaHue Ucnosnb3dyeTcs (MW pasmelleHo) 4eTbMU, PU3nYeckn unm ym-
CTBEHHO HEMONIHOLEHHbIMY NIIOABMU UN VHBANUAAMU.

MPOYNTATb NEPEJ NCMONb3OBAHVMEM OBOPYOOBAHUA

1) MpoBepuTb, YTOObLI HANPsSXeHNe NUTaHWsA COOTBETCTBOBA/O YCTAHOB/IEHHOMY 3HAYEHWUIO:

2) coeanHeHne ¢ CETEBbBIM NCTOYHUKOM NUTaHUSA:

a) ToNbKo 419 060py/J0BaHNSA C pasbeMHbIM COEMHEHNEM: B C/lyyaB HEO6XOAMMOCTM 3aLLUTHOTO 3a3emsie-
HUS pasbem 060pyA0BaHUS AO/MKEH NOAKIOYATLCA K UCTOUYHWUKY NMUTaHUS, KOTOPbI/ UMeeT 3a3eMeHue;
b) Tonbko ana NMOCTOAHHO NOAKNHOYEHHOIO OBOPYAOBAHWA: He ncnonb3oBaTb 060pyAoBaHve A0

€ro yCTaHOBK/ KBa/IM(ULMPOBAHHbLIM 3/IEKTPUKOM UK YNO/THOMOYEHHBIM VHXEHEPOM N0 3KCnayataunm;

3) oTKNUMTL 060pYyAOBaHNE Cpasy Xe Nocse UCNob30BaHns;

4) oTKNIOUNTL 060PYyA0BaHNE Nepes Hano/THEHNEM XNAKOCTbIO:

5) He nomeljaTb 060pyf0BaHne B XWAKOCTb, HE pas3MellaTb ero B MecTax, fje OHO MOXeT nonacTb B XWAKOCTb.
Ecnn o6opyfoBaHne cTasio MOKPbIM, OTK/HOUNTb €r0 A0 COMPUKOCHOBEHUSA C HUM.

MpumeyaHunsa

1 JaHHOE NOMoXeHNEe MOXET OblTb MU3MEHEHO C yYeTOM HaLMOHasbHbIX Npasul.

2 Ana NOCTOAHHO MOAKNHOYEHHOIO OBOPYAOBAHUA B npegynpexaernax 3. 4 n 5 3aMeHnTb CNOBO «OT-
KMOUYNTL» Ha «BbIKNIUYNTL Nepeknoyarens CETEBOIO ncTouyHMKa NUTaHUNA»;

6) He ocTaBNATL 060pyfOBaHNe 6e3 NPUCMOTPa, NOKa OHO BK/IHOUEHO:
7) ucnonb3oBaTh 060pyA0BaHNE TOMLKO B LiEIsX, ONUCAHHbIX 8 MHCTPYKUMSAX MO 3KCNayaTauum;

1n
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8) He MCMnosib30BaTh NPUHALMNEXHOCTU, HE NOCTAB/IEMbIE UM HE PEKOMEHAYEMbIe N3TOTOBUTENEM;
9) He MCMoO/b30BaTh 060PYOBAHNE, EC/IN OHO HE PaGOTaeT fO/MKHLIM 06PAa30M UK UMEET Kakoe-M6o NoBpexAeHue.

MpuMmeuyaHne — MpUMepbl TUNMUYHBLIX NOBPEXAEHNIA:

- NOBpeXAeHNe TMBKOTOo WHYPa NUTAHWS WU €r0 Pa3beMOB.

- NoBpexJeHue, Bbi3BaHHOE NasfeHneM 060pyLoBaHus;

- NOBPEeXAeHNe, Bbi3BaHHOE NonajgaHnem o60pyA0BaHNs B BOAY WM Pa3bpbi3rMBaHNEM BOAbI HA HEM;

10) He No3BONATb, YTOGLI 060PYAOBaHNE UMW €F0 TMBKUIA LUHYP KOHTAKTUPOBA/N CO C/IULLIKOM HarpeTbiMu ANs Ka-
caHus MOBEPXHOCTAMY;

11) He 3aKpblBaTb BEHTUMSILMOHHbIE OTBEPCTUS, HE pa3MeLiaTb 060pyA0BaHNE Ha MSATKOW MOBEpPXHOCTM, KoTopas
MOXET 3aKpblBaTb BEHTU/IALMOHHBIE OTBEPCTUS], & TAKKE COXPAHAThL UX CBOGOAHLIMU OT Nyxa, BOJIOC, WepPCTU 1 T. Mn.;

12) He pa3mellaTb HUYETO HA BEPXHeli NOBEPXHOCTU 060pyL0BaHNS;

13) He 6pocaTb, He 3a/IMBaTb U HUYETO HE pa3MeLLaTbh Ha BEHTUIALMOHHBIX OTBEPCTUSAX 060PYA0BAHNS UMW BHYTPK
N06bLIX WAAHTOB UK COEAUHEHWI, eCiM NHOe He YCTAaHOBEHO B UHCTPYKLMK MO 3KCNayaTauuy;

14) He ncnonb3oBaTb 06OPYAOBAHNE B MECTAX Pachbl/IEHNs a3pPO30neil unn B MecTax, rae npucyTcTByeT cHabxe-
HWe KUCNI0pOJoM;

15) He Mcnonb30BaTh 060PYA0BAHNE HA OTKPLITOM BO3AYXE.

COXPAHATb JAHHBIE MHCTPYKUWNIN

BB.2 IHCTpyKLMK NO NpUBEAEHUIO B AeliCTBUE Nepes NepBbiM NPUMEHEHUEM

WHCTpYyKLMM NO NpUBELEHNIO B AeliCTBUE UCNOMb3YIOTCS TOMIbKO OAUH pa3. nepes nepsBbiM MPUMEHEHNEM B KaXA0M
KOHKPETHOM MecTe, W [O/DKHbI 6biTb pasMelleHbl 3a NpeaynpexaloLlMn MHCTPYKLUUAMW U BKAOYaTb Npu HE06Xo4umo-
CTV KaK MUHUMYM criegytoliee;

a) UHCTPYKLUUK No cbopke:

b) UHCTPYKLMU N0 HEOBXOANMOMY 3aLNTHOMY 3a3eM/IEHNIO;

c) Ans obopyaoBaHus ¢ pasbeMHbIM coeAnHeHnem: TpebosaHna k CETEBOMY nuTaHuio;

d) gna MOCTOAHHO NOAKNKOYEHHOIO OBOPYAOBAHUNA:

1) Tpe6oBaHua k CETEBOMY nuTaHuio U feTansMm coefuHeHus, Bkawyas Tpedbyemyio HOMUHANBHYIO
TemnepaTypy kabens:

2) Tpe6oBaHMs K N06bLIM BHELLIHUM NepekYaTensiM UM aBToMaTUyeckvM BbikovaTensm (cm. 6.12.2.1) unm
yCTPOWCTBaM 3alimTbl OT CBEPXTOKOB (CM. 9.6). [lO/KHbI GbiTb BK/IOYEHbI PEKOMEHAALMN O HeO6XOAMMOCTH pasme-
LWeHNa nepeknoyaTeneil UM asTomMaTMYecknx Bblknouateneii psgom ¢ o6opyoBaHueM, ecim 3To HeobxoauMo ans
obecneyeHunss 6esonacHoCTH;

B) AN o6opyfoBaHMA C NUTaAHNEM OT akkyMynsTOPHOI 6aTapeun: TN akkyMynsiTopHoli 6atapen u metoa dukcauum,

f) MHCTPYKL MU NO NOAKNIOYEHWIO NPUCTOCOGNEHNIT AW APYTrOoro 060pyAOBaHUS;

) Ans o6opyfoBaHWA C PerysnpoBKOi HanpshKeHWs: MHCTPYKUMKM NO YCTaHOBKE nepeknioyaTeneM HanpsxeHus
KOPPEKTHOro 3HAaYeHUs Y UHCTPYKL MU NO NPOBEPKE ero yCTaHOBKM:

h) MHCTPYKUUM NO pasMeLLeHnio 1 MOHTaXy, BKOYaloLLme:

1) noApo6HOCTMN, OTHOCALLMECA K MPOCTPAHCTBY BOKPYr 060pYyA0BaHNsA, KOTOpoe He06X0ANMO COXPaHATh CBO-
604HbIM ANs 06ecnevyeHma ocTyna npu akcnayaraymm n 06CnyXnBaHum;

2) ykasaHvie 0 HeonyCTUMOCTW pa3mMelleHns 060pyaoBaHNa Takum o6pa3oM, 4To6bl Gbina 3aTpyAHeHa pa-
60Ta C ycTpoiicTBaMmn OTK/TIOYEHUS:

i) TpeboBaHMA K 06eCNeYeHmnio He 31eKTPUYEeCKNM CHabXeHneM, TakuM Kak Boga U ras;

j) Tpe6oBaHuA K ApeHaxXHoI cucteme, BKAOUAA UHCTPYKLUM MO NPeoTBpaLLeHNt0 06paTHOro CMhOHHOTO ApeHaxa;

k) TpeboBaHWA K BEHTUAALNM W BbINMYCKHOW cucteme:

1) MHCTPYKUMK NO PYHKLMOHANLHOI NpoBepKe U KannbpoBke.

BB.3 Pabouvie NHCTPyKLuUn

Pa6ouvie UHCTPYKLMN JO/MKHBI 6bITb Pa3MELLEeHbI NOCAE MHCTPYKLMIA N0 NPUBEAEHNIO 060PYA0BaHUSA B AeiCTBIE NP
NepBOM NPUMEHEHUN W N0 MeHbLUeli Mepe, B 3aBUCMMOCTU OT Ha3HaYeHUs 060pyA0BaHMs, A0/KHbI BKIKOYATL Cleayolee:

a) onucaHue paboTbl OPraHOB yNpaB/ieHUs U UX UCMOMb30BaHNe BO BCEX Pabounx pexumax;

b) pa3bsiCHEHWE CMMBOJIOB, pa3MelleHHbIX Ha 060pyA0BaHUM;

C) NpeAesnibl — ANA peXxuMa NpepbIBUCTON padoThl;

d) onucaHue NpuHagNeXHOCTe! 1 CbEMHbIX YacTeil (Bkoyas 6aTapeyn akkyMynsTopHble W NpejoxpaHuTenu, 3a-
MeHsieMble MoSb30BaTenieM), KOTopble paspelleHbl A5l UCMO/Ib30BaHNSi COBMECTHO C 06OpYyAOBaHMEM, U3 uucia Tex.
KOTOpbIE JOSIKHbI MOCTABATLCS TO/IbKO U3rOTOBUTENIEM WU YNOHOMOYEHHbIM MOCTaBLYUKOM;

€) onucaHue TUMa u KONMYecTBa BCEX PACXOAHbIX MaTEPUAanoB (BkoYas BOAY), NCMONb3YyEeMbIX BMecCTe ¢ 060pyao-
BaHWEM. U3 YuC/a TeX. KOTOpPble LO/MKHbLI NOCTAB/ATLCS TO/IbKO W3rOTOBUTE/IEM W/N YNOMIHOMOYEHHbLIM MOCTaBLLMKOM, U
VHCTPYKLMU MO UX XPaHEHUIO;

f) MHCTPYKLMU NO NPaBUbHOMY NPUMEHEHWIO, NPOBEAEHUI0 HEOBXOAMMOI CrneLManbHON NOATOTOBKU U UHANBUAY-

anbHoii 3awmTe, ecnu HOPMA/IbHOE NMPUMEHEHWE npegnonaraeT paboTy ¢ 0nacHbIMW UN NOTEHLMATBHO UHGEKLM-
OHHbIMM BellecTBamu;

12
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g) ykazaHne o Heo6Xx04MMOCTM UCNOMb30BAHNA 3aLUUTHBLIX NEepYaToK WU MHbIX 3alMTHbIX Mep. ecnv npu obpate-
HUW C MOTEHUMANbHO UHMEKUVOHHbIMM BelecTBaMmn (TaKUMK Kak YesnioBeyeckne npobbl U peareHTbl) BO3MOXEH KOHTaKT
C KOXei;

h) MHCTpYKLUMKM No 3awmTe pTa. Hoca U rnas, ecnm 060pyAoBaHMe MOXET UCMycKkaTb a3po30/ibHble NcnapeHus npu
HOPMA/TbHOM MNPUMEHEHWN;

i) MHCTPYKUMM 1 TpeboBaHMSA NO 3aLUTHLIM YCTPONCTBaM, TakuM KakK 3aliMTHbIe OYKWU, eC/ii MOXeT BO3HMKAaTb Mo-
TeHUuMasnbHO onacHoe BUAVMOE U HEBUAMMOE U3NyYeHue;

j) MHCTpPYKUUK, coaepXallne yka3aHus 0 BCeX AeCTBUAX Y OTPaAHUYEHUSIX B AeliCTBUAX, KOTOPbIE AO/HKEH Npeanpu-
HATb MO/Ib30BaTe b B C/lyyae HencrnpaBHOW paboTbl 060pyA0BaHMSA, BKIIOYASA OWNOOYHYIO AUArHOCTUKY;

K} MHCTPYKUMM N0 06CNYXNBAHUIO N XpPaHEHWO 060pYyA0BaHNA BHE 3KCMlyaTaunm ¢ NpsMbIM YkasaHMeM O npefoT-
BpaLLeHUn NoBPeXAeHNs TMOKOro LWHypa;

1) MHCTPYKLMM MO NpohnIakTUHECKOMY OGCTYXXMBAHUIO U KOHTPOJIK, OCYLEeCTB/ASIEMOMY MOJ/Ib30BATENIEM, U ONKU-
caHue BUAOB 06CNYXUBAHWA WM KOHTPO/SA, KOTOPbIE AO/KHbI OCYLLEeCTBAATLCA TOMbKO YMO/THOMOYEHHbBIM CEPBUCHbIM
NHXEHEPOM;

T) WHCTPYKUMMW NO OYMCTKE U Ae3nHeKkunn n pekoMeHayemble MaTepuans;

n) UHCTPYKLUMM NO YTUAN3ALNN OTXOL0B.

13
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Mpunoxexnune A
(cnpaBouHOE)

CBefleHNsi 0 COOTBETCTBUU CChIJTOYHbBIX MEXAYHAPOHbIX CTaHAAPTOB
MEeXToCyAapCTBEHHbIM CTaHAapTam

Ta6nunuya AA.1

OB603HAUEHNE CCbINIOYHOTO CTeneHs COOTRETCTBMS O603HaYEHIE 1 HAMMEHOBAHVE COOTBETCTBYHOLLIETO
MeXyHapOAHOI CTaHAapTa MEXrocyjapCTBEHHOTO CTaHaapTa

IEC 61010 0T FOCT IEC 61010-1—2014 «Bbe3onacHOCTb 3/1eKTpu-
YeCKNX KOHTPOJIbHO-N3MEpPUTENbHbIX NPU6GOPOB U Na-
6opaTopHoro o6opygosaHusa. Yactb 1. O6wume Tpebo-
BaHUA»

ISO 14971:2000 -

* COOTBETCTBYIOLMA MEXIOCY4apCTBEHHbIV CTaHAAPT OTCYTCTBYET. [0 €ro NPUHATUS PEKOMEHALYETCS UCMO/b30-
BaTb NEepPeBOj Ha PYCCKWii A3bIK LaHHOTO MeXAyHapOo4HOro cTaHgapTa.

NMpumeyaHue — B HacTosAwei Tabnuue NCNONb30BAHO CNeAyHOLLEE YCIOBHOE 0603HAYEHNE COOTBETCTBUSA

CcTaHfapToB.
- FOT — MAEHTUYHBIN cTaHAapT.
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Bubnunorpadgusn

MpumenstoT 6ubnnorpacuio IEC 61010-1 3a UCKIOYEHUEM CeAyloLero:

LononHeHwue:

[06aBUTb B nepeyeHb crnegytoulee:

IEC 60073:1996

ISO/IEC Guide 51:1999

ISO 7000:1989

EN 980:1996

ASTM D4169

Basic and safely principles for man-machine interface, marking and indentification — Coding
principles for induction devices and actuators (OCHOBbI 1 NpUHLWMbI 6€30NacHOCTN AN Yeso-
BeKO-MallMHHOro uHTepdeiica, Mapknposka u naeHTudmkaums. NMpuHLKUNLI KOAMPOBaHUA ANS
MNHAYKLMOHHBIX YCTPONCTB M NPUBOAOB)

Safety aspects — Guidelines for their inclusions in standards (AcnekTbl 6e3onacHocTu. Pyko-
BOACTBO MO WX BK/TOYEHWIO B CTaHAapThl)

Graphical symbols for use on equipment — Index and synopsis (Fpadvyeckne cvMBO/IbI, UC-
nonb3yemble Ha o60pyaoBaHun. NIHAEKChI 1 CUHOMCUCHI)

Graphical symbols for use in the labelling of medical devices (Ipaduueckne cumBObI, UCNOSb-
3yeMble B MapkMpoBKe MeAULMHCKUX YCTPOCTB)

Standard practice for performance testing for shipping containers (O6LwenpuHATas npakTuka
[AN5 NPOBeAEeHNs UCNbITaHWU OTrPYy304HbIX KOHTEiHEPOB)

Laboratory Biosafety Manual World Health Organization. 1984

PykoBoAcTBO no 6uonornyeckoli 6es3onacHocTy nabopartopuii BcemupHoii opraHnsanmmn 3gpaBooxpaHeHns. 1984
Publications of the International Safe Transport Association (ISTA)

My6nukauun MexayHapoaHol accoumaumm no TpaHcnopTHol 6e3onacHocTu (ISTA)
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