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MpeoucnoBue

Llenu, OCHOBHbIE NPUHUMNBLI U OCHOBHOW NOPSAOK NPOBEAEHUA paboT MO MEeXrocyaapCTBEHHOMN
cTraHgaptusauum yctaHosneHol FOCT 1.0—92 «MexrocyaapcreeHHasn cucrtema craHaaprusayun. OCHOBHbIe
nonoxennsy u [OCT 1.2—2009 «MexrocyaapcTtBeHHas cuctema craHgaptusaumu. CraHaapTbl
MEXTOCYAapCTBEHHbIE, NpaBuna U pekoMeHJauuu No MEeXrocyaapCTBEHHOM cTanaaptusauuu. Mpasuna
pa3paboTku, NPUHATUA, NPUMEHEHUS, OOHOBINEHUS U OTMEHbI»

CeepneHun o ctaHaapre

1 NOArOTOBJIEH ABTOHOMHOW HEKOMMEpP4YecCKOW opraHusaumen «HayyHO-TEXHUYECKUN ULEHTp
ceptuchukauumn anekrpoobopyaosanua «MCIOM» (AHO «HTLC3 «1NC3My)

2 BHECEH ®eaepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PErysIMpoBaHuMIO M METPOSIOMKW

3 NPUHAT MexaocyaapCTBEHHLIM COBETOM MO CTaHAapTU3auuu, METponorum u ceptudmkauum
(npoTtokon ot 14 HOAGPA 2013 1. Ne 44-2013)

3a npuHATUE NPOroNoCoBanu:

Kpatkoe HaumeHoBaHue cTpaHbl no| Kopa ctpanbl no MK CoKkpaweHHOe HauMeHOBaHue
MK (UCO 3166) 004—97 (NCO 3166) 004—97 | HauMOHaNLHOrO OpraHa no CraHaapTU3auum
Benapycb BY Foccrangapt Pecnybnukn Benapych
Poccusa RU Poccranpapt
Y36ekucraH uz Y3craHgapr

4 MMpukasom denepanbHOro areHTCTBa MO TEXHWYECKOMY PEryfiMpoOBaHUIO M METPONOrMM  OT
02 anpensa 2014 r. Ne 300-ct mexrocyaapcTeeHHblit ctangapt FOCT IEC 61010-2-101—2013 BBeaeH B
JencTBue B KayecTBe HauMoHanbHoro craHgaprta Poccuiickon ®eaepaunn ¢ 01 ceHtadps 2015 r.

5 Hacroawwmii ctaHaapT uaeHTMYeH mexayHapoaHomy cranaapty |IEC 61010-2-101: 2002 Safety
requirements for electrical equipment for measurement, control, and laboratory use — Part 2-101: Particular
requirements for in vitro diagnostic (IVD) medical equipment [Ee30nacHOCTb 3NEKTPUIHECKUX KOHTPOSbHO-
usMepuTensHeix npubopos u nabopatopHoro obopyaoBaHua. Yactb 2-101. YacTHbie TpeboBaHus K
MeauumnHckoMy obopyaoBaHuto ana nabopatopHou anarHoctuku (IVD)].

MepeBOA C aHIMMICKOro A3kbika (en).

CteneHb coOTBETCTBUA — naeHTudHasa (IDT).

Mpu npumMeHeHuW HacCTOALEro cTaHjapTa peKoOMeHAYETCA WCMnonb3oBaTb BMECTO CCbINIOYHbIX
MEXOYHapOAHbIX CTaHA4ApTOB COOTBETCTBYIOLLME WM MEXrOCYAapCTBEHHbIE CTaH4apPTbl, CBEAEHUA O
KOTOPbIX NPUBEAEHLI B 4ONONHUTENBHOM NPUNoXeHun JA

6 BBEIEH BMEPBbIE

UHebopmayua 06 u3MeHeHUsX K HacmosweMmy cmaHOapmy nybnukyemcs 6 exe200HOM
UHhOPMAaYUOHHOM yKa3amerne «HauuoHanbHbie cmaH0apmbly, @ MeKCm U3MEeHEHUll U nonpasok — e
E€XEMECAYHOM UHOPMaUUOHHOM ykalamene «HayuonanbHbie cmaHOapmsbi». B cnyyae nepecmompa
(3ameHbl) unu OMMEHbl Hacmosuwieeo cmaHO0apma coomeemcmeyowee ysedomneHue 6Gydem
onybnuKkosaHo 8 EXEMECSYHOM UHOPMaUuUOHHOM yKkazamene «HayuoHanebHble cmaHOapmbiy.
Coomeemcmeyiowjass UHhopmauusi, yeeOoMIeHUe U MeKCMbl pasMelwaromces makxe 8 UHOPMaUUOHHO
cucmeme obwjez0 nonb3osaHus — Ha oghuyuansHoMm calime ®edeparnbH0o20 ageHmemsa rno MexHUHeCcKoMy
peaynuposaHuro u Memponoauu e cemu ViHmepHem

© CraHgaptuHgopm, 2014

B Poccuiickoii Pegepaumm HacToswMi CTaHAapT He MOXeT ObiTb MONMHOCTBIO MNKU YaCTUYHO
BOCMPOM3BEAEH, TUPAXMPOBAH M pacrpocTpaHeH B KadecTBe oduumanbHoro usgaHus 6es paspeLueHus
desepansHOro areHTCTBa Mo TEXHUYECKOMY PETYTIMPOBAHUIO M METPOSIOTUN
Il
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OBLUUE NOJNIOXEHUA

1) MexxagyHapoaHas anekTpoTexHuyeckasa komuccus (M3K) apnaetca mexayHapoaHON opraHu3auumen
no craHgaptusauum, 06beaUHAIOWEN BCE HALIMOHATIbHBIE SNEKTPOTEXHUYECKME KOMUTETHI (HALMOHANbHbLIE
komutetsl M3K). Sapgayvent MOK sBnseTrcs npoaBwKeHWE MeXAYHapOAHOr0 COTPYAHMYECTBA BO BCEX
BONPOCAaX, KacamwLlmMxca CTaHAapTM3auMm B 00nacTu SNeKTPOTEXHUKN WU SNEKTPOHUKU. Pe3ynbTaTtoM 3TOM
paGoTbl U B gononHeHue K apyroit aestenbHoctu MOK siBnsieTca u3gaHue mexayHapoaHbIX CTaHAapToB,
TEXHUYECKMX TPeBOBaHUIA, TEXHUYECKMX OTYETOB, MYONUYHO JOCTYNHBLIX TeXHUYeckux Tpebosanuin (MAC) u
Pykosoacts (B ganbHenweM umeHyembix “Tlybnukaumm MOIK”). Ux noarotoBka mopydeHa TEXHUYECKUM
komuteTam. floGon HauuoHanbHbIi komuTeT MOK, 3auHTepecoBaHHbIt B 0ObEKTe pacCMOTpeHus, ¢
KOTOpPbIM MMEIOT Aeno, MOXeT yyacTBoBaTb B 3TOM nNpeaBaputenbHoOn paborte. MexayHapoaHbie,
npaBuUTENbCTBEHHbIE N HEMPAaBUTENbLCTBEHHBIE OpraHu3auuu, koonepupytowmeca ¢ MK, Take y4acTeyloT
B 9TOl nmogrotoBke. MOK 6nusko cotpyaHuuyaeT ¢ MexayHapoaHoW opraHusauuei no craHgapTusauyuu
(UCO) B COOTBETCTBUU C YCNOBUAMM, ONPEAENEHHbIMU COrMaLleHUueM Mexay 3TUMU ABYMS OpraHu3aumamu.

2) dopmanbHele pelterus unu cornaweHus MOK 03HaualoT BbipaXkeHWe NONOXUTENBHOTO peLUeHUs
TEXHUYECKMX BOMPOCOB, MOYTM, MEXAYHAPOAHLIA KOHCEHCYC, B COOTBETCTBYIOLUMX 0OOnacTax, Tak Kak y
KaXKaoro TEXHUYECKOro KOMUTETA €CTb NPeACTaBUTENM BCEX 3aUHTEPECOBAHHLIX HALMOHAMbHBLIX KOMUTETOB
MO3K.

3) MNybnukaumn MOIK wumetor opMy pekomeHaaumii AN MEeXAyHAapOAHOrO0 MWCNONb30BaHUA M
NMPUHUMAIOTCA HauuoHarnbHbiMU kKOMuTeTamMn MO3K B aToM kauectBe. [MpunoxeHbl MakCUMarsnbHbIE YCUNUA
Ans Toro, Ytobbl rapaHTMpOBaThL NPaBUNBLHOCTb TEXHMYECKOro coaepxanus MNybnukauuin M3K ogHako MIOK
He MOXET OTBEeYaTb 3a NOPSAAOK X UCNONb30BAHUA UMK 3a NMioboe HEBEPHOE TONKOBaHWE NIOGLIM KOHEYHbIM
nosib30BaTeneM.

4) B uensix MexayHapoAHOW rapMoHMU3aLMK, HauuoHanbHble komuteTel MOK 0653yl0TCA NPUMEHATL
Mybrvkauum MOK B MX HauMOHasnbHbIX W PErMoHanbHbIX MyOMUMKALMAX C MAKCMMAanbHON CTEeNEHbIO
npubnMmxkeHna K ncxoaHbiM. Jiobbie pacxoxaenusa mexay mobon Mybnukaumen MOK u cooTBeTCTBYIOLWLEN
HaLMOHAaNbHOW UNKU PernoHanbHoOi Nyonukauuen A0mkHbl ObiTb YETKO 0603HAYEHbI B MOCNEAHEN.

5) MOK He ycrtaHaeBnuBaeT npoueaypy MapKMpPOBKM 3HAakoM opobpeHus m He Geper Ha cebsa
OTBETCTBEHHOCTb 3a noboe 060pyaoBaHME, O KOTOPOM 3asiBMSAIOT, YTO OHO COOTBETCTBYET [MybGnukauum
MO3K.

6) Crnegyetr o6paTuTb BHUMAaHME HA TO, YTO MMEETCA BEPOATHOCTb TOr0, YTO HEKOTOpble U3
anemeHtoB 9ton [ly6nukaumm MOK wmoryt ObiTb npeameToM naTteHTHoro npaea. MOK He Hecer
OTBETCTBEHHOCTU 3a UAEHTUUKALMIO MNIOOLIX TAKUX NAaTEHTHLIX NPas.

MexxayHapoaHbiii  ctaHgapt |EC 61010-2-101 Obin NOATOTOBNEH TEXHUYECKUM KOMUTETOM 66
«Be30nacHOCTb U3MEPUTENBHOMO, KOHTPONBHOTO U NabopaTopHOro 060PYAOBAHUSAY.

Crangapt 6bin NOAroTOBNEH COBMECTHO ¢ pabouen rpynnow CEH3JEK Homep BTTF 88.1.

TeKCT 9TOro cTraHgapTa OCHOBAH Ha CneayloLmX AOKYMEHTaxX:

- 3anpoc npoekra — (FDIS) 66/261/ FDIS;
- OTyeT 0 ronocosaHuun — 66/271/RVD

MonHas uHcpopMaums 0 ronocoBaHnm 3a o406peHne 3TOro CTaHAapTa MOXeT ObITh HalgeHa B OTYeTe
0 ronoCOBaHMK, YKa3aHHOM B BhILLENPUBEAEHHON TabnMUe.

My6nukauus 6bina NoAroToBMneHa B cootseTcTBMM ¢ Jupektusamu MCO/M3K yactb 3.

Hacroswwii ctaHgapt IEC 61010-2-101 ucnonb3yetrca coBmectHo ¢ IEC 61010-1. CtaHgapt 6bin
noaroToBneH Ha 6ase BTOpoii peaakumu ctraHgapta IEC 61010-1(2001). MepecMmoTp MOXeT ObITb NpUBeAEH
B Oyaywmnx pegakuymsax unu gononHeHusx kK IEC 61010-1.

Hactosiwmin ctangapt IEC 61010-2-101 gononHsieT unu moanduumpyeT COOTBETCTBYIOLLME pa3fensbl
ctaHgapta |IEC 61010-1, ansa Ttoro 4tobObl npeobpasoBath 9Ty nybnukauuio B crangapt IEC «YacTtHbie
TpeboBaHus K MeaAULIMHCKOMY 060pyaoBaHuIO ansa nabopaTtopHow gmarHoctuku (IVD)».

MockonbKy oOTAenbHblE NOAMYHKTHI cTaHaapta IEC 61010-1 He ynomMuHaloTCA B CTaHaapre
IEC 61010-2-101, TO 3T NOANYHKTblI MOTYT NPUMEHSATBLCA HACTOSIbKO, HACKOMLKO 3TO BO3MOXHO. T.K, YacTb 2
crangaptoB |IEC 61010 nmeeT CTatyc «A0NOAHEHUS», «MOANAMKALUNY, «3AaMEHbI», UITN KUCKITIOYEHUA», TO
cooTBeTCTBylOLIME TpebOoBaHWUA, YCMOBMS WCMbLITAHUWA WNW NPUMEYaHus, NPUBEAEHHbIe B CTaHaapre
IEC 61010-1, 8OMmKHbI ObITb COOTBETCTBEHHO afanTUPOBaHbI.

B HacToawem craHgapre:

1) ucnonb3yloTCs cneaylowme WpngToB neyaTu:

- TpeboBaHus: wpudT Arial;
- TIPUMEYAHUA: wpudt mansie nponucHbie ARIAL,;
- 3aKmoYeHue 0 coomeememeuu u ucnbimaxue: kypcue ARIAL;
- TEPMUHbI, UCMONb3yEMbIE MO BCEMY TEKCTY 3TOr0 CTaHAAPTa, KOTOpLIE onpeaeneHsl B pasaene 3:
wpundT nponucHbie ARIAL;
[}
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2) noapa3genbl UnM PUCYHKU, KOTOPbIE JOMOSHAT COOTBETCTBYIOLLME UM NOAPA3AENbl UM PUCYHKM
craHpapta |[EC 61010-1, uMeloT Hymepauuio, HauuHawowycs ¢ uudpel 101. [OONOSMHUTENbHLIE
NPUNOoXeHNs NpoHyMmepoBaHbl kKak AA u BB.

Mo peleHn0 TEexXHWYECcKoro KOMWTETa, coaepaHwe oToit nyGnukauuu Gyaet ocrasaTbCs
HEW3MEHHbIM 0 AaThl pesynsTata NepecMoTpa, ykasaHHoro Ha seb-caiite MOK http://webstore.iec.ch B
CBEZIEHUSIX, UMEIOLLMX OTHOLLEHWE K OnpeAeneHHoil nybnukauuu. Ha aTy Aaty MNybnukauus Gyner

- NoATBEPXKAEHA;

- OTMEHEHa;

- 3aMEHEeHa Ha NePecMOTPEHHOE U3aHME;

- AOMONHEeHA.


http://www.mosexp.ru# 
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M EXTFOCYAAPCTBEHHU BN C TAHAOAPT

BE3ONACHOCTDb 3JIEKTPUYECKUX KOHTPOJIbHO-USMEPUTENbHbIX NMPUEOPOB U
JIABOPATOPHOIO O6OPYAOBAHUA

YacTtb 2-101
YacTHble TpebGoBaHUA K MeAULMHCKOMY 060pyaoBaHUIO AnA nabopatopHoi amarHoctukm (1VD)

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

Data BBegeHus — 2015—09—01

1 O6bnacTb NnpUMeHeHUs U Ha3Ha4YeHue

O6nacte NPUMMEHEHUS U Ha3HA4YeHMe HacTosAlero craHgapta cornacHo IEC 61010-1, 3a
UCKIMIOYEHNEM CReaYIoLLero:

1.1 O6nacTb npuMeHeHUA

BameHa:

BameHumb cywecmsyiowjuli mexkem cnedyrouum:

Hacroswwi craHpapT pacnpocTpaHseTcs Ha obopyaoBaHue, NpeaHasHavyeHHoe Ans nabopaTopHoil
anarHoctukn (IVD) B MeauumHCcKux uensx, Tom uucne obopyaosanue VD ana camoOkOHTpons B
MeAULMHCKMX LiensX.

IVD meauumHckoe o0OpyAOBaHME, UCNONb3yeMOE€ Kak OTAENbHO, Tak U COBMECTHO C JpYrMm
obopyaoBaHMEM, KOTOpOe MPEAHA3HA4YeHO, COFMAacHO YKa3aHWSAM W3rOTOBUTENs, ANs UcCnesoBaHus
obpasuos (npob) B nabopatopun, BKMWOYaA npobbl KPOBM W TKaHW, B3ATble C Tena u4enoseka, M
UCNOMb3yemoe UCKMIOYUTESNIBHO UNKU TMaBHbLIM 00PAa30M C LIENbIO NONYYEHUs UHOPMALUK, OTHOCALLENCA K
OOHOMY UNK HECKOSBKUM U3 CNEAYIOLLMX NoKasaTenen:

- MU31ONOTUHECKOTO UIN NATONOIMYECKOTO COCTOSIHUS;

- NOpOKa PasBUTHSA;

- onpegeneHns 6e30nacHOCTU U COBMECTUMOCTHM C MOTEHLMANBHBLIMU PELIMNUEHTAMM;

- MOHUTOPUHIa TEPaneBTUYECKUX U3MEPEHUIA.

IVD ™MeauumHckoe oO0opyaoBaHME AnA CAMOKOHTPOMA NpeAHA3HA4YeHO, COrMacHO YKa3aHuAM
M3roTOBUTENS, ANA HENPOMECCMOHANBHOTO UCNOMb30BAHUS B AOMALLHUX YCIOBUSX.

MpumedvyaHune—Ecnu obopygoBaHme WUnu ero 4acTu nonajaloT noj obnactb NPUMEHEHWS OJHOMO UMK
Bonee craHaaptToB cepun |IEC 61010-2, To Takoe obopyaoBaHWEe AOMKHO COOTBETCTBOBaTb Kak TpeGoBaHWAM
HacTosiLLero cTaHaapTa, Tak u TpeboBaHusam apyrux ctangaptos cepumn IEC 61010-2 k obnactu NpUMEeHeHUs: KOTOPbIX
OHO OTHOCUTCA.

1.1.2 O6opyaoBaHue, UCKITHOYEHHOE U3 06NaCcTU NPUMEHEHUnA

JononHeHue:

HononHums cnedyowum emopbim nOOMYyHKIMOM:

Uspenua pana oBblyHOro nabopaTopHOro npuMeHeHuss He genaotca  IVD  MeauumHckum
obopyaoBaHMeM, 32 UCKIIOYEHNEM U3Jennii, crneumanbHo NpeaHa3Ha4YeHHbIX U3rOTOBUTENEM, NPUHMMAs BO
BHUMaHWE UX XapaKTepuUCTUKW, A5 UCNOSMb3OBAHUA NPU nabopaTopHOM AMArHOCTUYECKOM UCCNEAO0BaHUU
(o6cnenosaHun).

1.2 HasHayeHue

1.2.1 AcnekTbl, BKNHOYE€HHbIE B 0611aCTb NPMMEHeHUs

Bamena:

BameHumb nepeoe npednoxeHue cnedyrouwum:

Llenblo HacTosiLLero craHgapTa siensetca obecneyeHue rapaHTUi, YTO MCMNONb3yeMble KOHCTPYKLNS U

U3pgaHue oduumnansHoe



rOCT IEC 61010-2-101—2013

METOAbl NPOEKTUPOBaHMA obecnevaTr BbLICOKYIO cTeneHb 3awmtbl npu JOMYCTUMOM PUCKE ana
OMEPATOPA 1 okpyxaioLero npocTpaHcTea, ¢ y4eTOM UCNOSNb30BaHUSA, NPU He0bBX0AUMOCTH, ynpaBneHus
PUCKAMMU (cMm. npunoxxeHune AA).

HononHeHue:

HononHums cnedyowumu 08yMs MyHKMamu:

h) 6Guonorunyeckne onacHoOCTH;

i) onacHble XMMnyeckue BeLlecTsa.

1.2.2 AcnekTbl, UCKITIOYEHHbIe U3 001acTU NPUMEHEHUA

HononHeHue:

JononHumb HOBbIM MYHKIMOM U CIIe0YIouwUM NPUMeYaHuem:

g) obpalleHue (nepeMeLleHne) WM MaHUNYNUPOBAHUE C UCCREeAyeMbIMM MaTepuanamm BHE
obopynoBaHus.

M pumeyvyaHune - Tpe6OBaHVIF|, OTHOCAWMNEeCA K AaHHbBIM obbekTaM, ABNSAIOTCH OTBETCTBEHHOCTBIO KOMUTETOB
No NoAroToBKe COOTBETCTBYHOLLUUX CTaHAApPTOB.

2 HopmaTtuBHbIe CCbINKU

MpumeHstoT cooTBeTCTBYIOWMIA pasaen IEC 61010-1 3a ucknioveHne cneayioLlero:

JononHerue:

ISO 14971:2000, Medical devices-Application of risk management to medical devices (MeauuuHckoe
obopygnosanue — NpuMeHeHne ynpasneHns pUCKOM AN MEAULIMHCKOTO 060PYA0BaHMSI).

3 TepMuHbI U onpeaeneHus
MpumeHsaoT cooTBeTCTBYIOWMI pasaen IEC 61010-1, 3a ucknioyeHue cneayioLLero:
3.1 O6opynoBaHue U peXXumbl paboTbl 060pyaOBaHUSA

HononHume crnedyrouumu Ho8bIMU OnpedeneHusmMu;

3.101 YIWWUEPB (HARM): TenecHoe noBpexaeHue unu Bpes, HaHeCEeHHbIN 340POBbIO NI0AEN UnNu Bpea,
HaHEeCeHHbIN UMYLLIECTBY UMW OKpYXaloLLel cpeae.

[ISO/IEC PykoBoacteo 51:1999, onpeaeneHue 3.3]

3.102 PUCK (RISK): coueTaHne BEPOSTHOCTU HaHeCEHUA yulepba u TAXeCTH 3Toro ywepba.

[ISO/IEC Pykosoactso 51:1999, onpeaeneHue 3.2]

3.103 AONYCTUMbIA PUCK (TOLERABLE RISK): puck, KOTOpblii B A@HHOW CUTyauuu CYMTAIOT
npuemMnemMbiM Npu CyLLECTBYIOLLUX OBLLECTBEHHbBIX LEHHOCTSX.

[ISO/IEC PykoBoacteo 51:1999, onpeaeneHue 3.7]

MpumeyvyaHuna:

1 [onycTUMbIA puck — pesynbTaT GanaHca Mexpy waeanom abcontoTHoil GesonacHocTM M TpeboBaHMsM,
KOTOPELIM JOIKHbI YA0BMNETBOPATE NPOAYKLMSA, NPpoLecc UKW yenyra, a Takke Takumu daktopamy, Kak BeIrOAHOCTb ANS
UCronb30BaHUsA, COOTBETCTBUE Lenu, 3ddeKTMBHOCTL 3aTpaT, OLeHKa pucka, JoroBOpeHHOCTb 3auHTepecoBaHHoro
obLecTBa U COBPEMEHHOW TEXHOMOMNN.

2 TepMuH «npuemMnemMblil puck» ncrnoneayetcs B ISO 14971 B TOM Xe 3Ha4YeHMU, YTO U «ZOMYCTUMbBIA PUCKY.

3.104 OBOCHOBAHHO MNMPOrHO3UPYEMOE HEMPABWJILHOE NMPUMEHEHUE (REASONABLY
FORESEEABLE MISUSE): ucnono3oBaHue u3genus, npowuecca unu ycryru B yCrnoBusAX UMK C UEnNblo, He
NpPeayCMOTPEHHBIX MOCTaBLUMKOM, HO KOTOpOe MOXET ObiTb pesynbTaTtoM OObIYHOMO NpeacKasyemoro
noBeaeHus YenoBeka.

[ISO/IEC PykoBoactso 51:1999, onpeaenetue 3.14]

3.105 MOCTOAHHO NOAOKNKOYEHHbLIN (PERMANENTLY AFFIXED): CbeMHbIA TOMbKO Mpu
nomowmn MHCTPYMEHTA unu ¢ npunoxeHnem 3ameTHOro YCUNUs, CMOCOOHbLIN BblAEMKaTb BO3AeiCTBUE
TeMnepartypbl, TPeHusl, OObIYHbIX pPaCTBOPUTENEN, PEareHTOB M UCMapeHuil, BO3HUKWWX B TEYeHue
HOPManbHOro NPUMEHEHUS.

3.106 MAPKUPOBKA (MARKING): Hagnucb, B MUCbMEHHOI dopme unu B Buae rpadpuyeckoro
cumsona, NMNOCTOAHHO 3AKPEMJIEHHAA Ha usaenun.
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4 VicnblTaHnA
MpumeHaT cooTBeTCTBYOWMI pasgen IEC 61010-1, 3a UCKNKOYEHNEM CNEeAYHOLLero:

4.4.1 O6wme No0XeHNS

3ameHa:
3aMeHNTb TEeKCT NepedyncneHns a) Ha cnegyoumii:
a) obopyfoBaHMEe M CXEMbl 3/1EKTPUYECKUX Leneil AO0MKHbl OblTb UCCeA0BaHbl AN onpeaefneHus

yCNOBUI OTKasa, KOTOpble MOryT BO3HUKHYTb npy HOPMAJIbBHOM NPUMEHEHWW n OBOCHOBAHHO
MPOrHO3MPYEMOM HEMNPABW/IbHOM TMNPUMEHEHWW, un KoTopble MOryT SBAATLCA NPUYUHON
BO3HUKHOBeHUsa ONMACHOCTN.

VickntoyeHue:

VickniounTb nepsoe Tupe.

JlononHeHwve:

JononHWTb crneayowmm NoAgNyHKTOM:

4.4.2.101 HenpaBu/bHbIA BbIGOP HaNPsXXEHUA

[Ona obopypoBaHua C peryiMpoBKO HanpshHKeHus, KoTopoe MoXeT 6biTb ycTaBneHo OMNEPATOPOM
Ha pasnu4yHble HanpsXXeHus nuTaHus, Kaxgoe 3HayeHWe HanpsXeHue [O/KHO 6biTb yCTaHOB/EHO
nocsepfosaTtesibHo 1 3aTeMm, MocnejosatesibHO  MNOAK/MNOYEHO KO  BCEM  APYIMM  UCTOYHMKaM
HOMWHANTBHOTI O HanpsxeHus.

5 MapknpoBKa N AOKyMeHTauua
MpumeHsatT cooTBeTCcTBYOWMNI pasgen IEC 61010-1, 3a UCkIUYeHUe cnegyroLwero:

5.1.1 O6uwme nonoxeHus

3ameHa:

3ameHnTb TpeTuii ab3al, creayoLmm:

Mcnonb3yemble 6yKBEHHble CMMBOJIbI BENNYMH W eANHUL, U3MEepPeHUs [O0/KHbl cooTBeTcTBOBaTb IEC
60027. 0o BO3MOXHOCTM [O/KHbI MPUMEHATLCA MeXAyHapoAHble CUMBO/bI, BKAKYas cofepxalimecsa B
Tabnuue 1. MNMpu Heo6XO4UMOCTU MPUMEHEHUA APYTUX AONOMHUTESNIbHLIX CUMBOJIOB, OHWU HEe AOJ/IXHbI ObITb
TakMmm, 4Tobbl UX MOXHO 6bINI0 CNyTaTb C YCTAHOBMEHHbIMU MeXAYHapoAHbIMU cumBonamu. TpeboBaHus K
uBeTy CMMBO/IOB He ycCTaHaBNMBalTCA 3a uUCkA4veHnem cumBona 101 (cm. Tabnuuy 1). Fpadumyeckue
CUMBO/bI AO/KHbI ObITb pasbACHEHbl B AOKYMEHTaLuWu.

Ta6bnuua 1- CumBONbI
JlononHeHwue:
JOoNoNHNT b cneayroLwmM HOBbIMU CUMBOJIAMU:

Homep CumBon HopMmaTuBHbIli 4OKYMEHT OnucaHune
cumBona
a4 Vv LiBeT dhoHa -
KENToIi Buonornuyeckas
101 ISO 7000 - 0659 ONACHOCTH
/( ny CMMBON U KOHTYP-
g J % YepHbIii
102 LOT EN 980 pasgen 4 Kog naptum

5.1.2 WpeHTucmnkaymsa

3ameHa:

O6opyaoBaHue A0/MKHO MMETb MapKMpOBKY, COAepXallyl, Kak MUHUMYM, CleayloLyo nHopmaymio:

a) HaumMeHOBaHMe W3roTOBUTENA WM ero ToproBas Mapka u agpec. Afpec AO/KEH BkawuaTb, Mo
KpaiiHeil mepe, HaMMeHOBaHWe ropoja v cTpaHbl;

b) HOMEp Mofenu, HaumeHoBaHue, Wan Apyrne cnocobbl naeHTUdUKaLuum o60pyaoBaHus.

C) HaumeHOoBaHWe W ajpec YMNO/JIHOMOYEHHOrO npeAcTaBuTeNsa W3roToBuTens, ecnu TpebyeTcs
pernaMmeHToM.

MpumeuvaHune - Hanpumep, B pamkax EC ycTaHOB/IEHO, YTO 3TO (PM3UYECKOE WN OPULMNYECKOE NULO
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Cneaylouwasa aAononHUTenbHas MHopmauusa AomkHa ObITb yKkazaHa B MapkupoBke Ha 06opyaoBaHue
MM HA YNaKoBKe, UMK B MHCTPYKLMAX MO JKCNyaTaLlum:
a) cepumHbIn HOMep, HanpuMep, SN XXXX unu, anbTepHaTMBHO, kKOA4 NapTuun, nepen o603Ha4YeHneM
«LOT» ucnonbsosatb cumson 102 us Tabnuubl 1;
b) Cneayiowas nHpopmayms:
1) yeTkoe ykasaHue, uto obopyaoBaHue sapnseTcs IVD MeauUMHCKkum 060pyaoBaHUEM;
2) yeTkoe ykasaHue, yto obopyaoBaHueMm siBnserca IVD meauumHCKUM OBOpyaOBaHWeM Ans
CaMOKOHTPOSA, Npu He0BX0AUMOCTH;
3) npu BO3MOXHOCTM noTeHuuanbHoro PUCKA, usrotoButens AOSMKEH wuaeHTUUUUpOBaThb
CbEeMHbIE KOMMOHEHTbI U COCTABHbIE YACTU NOCPEACTBOM YKa3aHWA KoAa NapTum U T.n.;
4) BCe CPOKU XPaHEHUS PacXoAyeMbIX YACTEMN, YKa3bIBAOTCA B NOCNeA0BATENbLHOCTU: roA, MecAL U
JAeHb (Mpy HeoBX0AUMOCTH).
Honon+Herue:
HononHume crnedyrouium rnodnyHKMomMm:

5.1.101 TpancnopTupoBaHue U XpaHeHue

YnakoBka [O/DKHA UMETb  9TMKETKY Ansi  o003HauyeHust  cneuuanbHbiX  YCrOBUA  AnA
TPaHCNOPTUPOBAHUA U XPAHEHUS.

Coomsemcmeue nposepstom SHEWHUM OCMOITIDOM.

5.2 Mpenynpexaparwme MapKUpPOBKU

3amena:

SameHums cyuiecmeyrouwjull nambil absay credyrouwumu YembiPbMa;

O6opyaoBaHue, KOTOPOE MOXET NMOTEeHUManbHO cogepatb MHGekuutio B npobax unu peareHTax,
JOIMKHO coaepxaTh penbedHyo MapkupoBky cumeonomM 101 Tabnuupi 1.

O6opynoBaHue, koTopoe MOXeT ObiTb coaepaTb OMACHOCTU OT WUCNONb3yeMbIX XUMMUYECKUX
BELLECTB, AOIMKHO COAEepXaTb MAapPKUPOBKY COOTBETCTBYIOLMM CUMBOSIOM WU (ECNU HET NOAXOASALLMX)
cumBosiom 14 Tabnumubl 1.

KOHTelHepbl unu MeLwwkn Ang 6UonorMyeckn onacHbIX 0TX0A0B, KOTOPbIE MOryT ObiTb U3BMEYEHbI U3
o6opyaoBaHusa B npouecce HOPMAJIbBHOIO NPUMEHEHUA, aomkHbl coaepkaTb MapKMPOBKY CUMBOOM
101 Tabnuubl 1.

Opyrve npegynpexaaooLme Mapkmposku ycraHosneHol 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 MpPOYHOCTb MAaPKMPOBKN

3amena:

3amerHumb nepebili ab3ay credyouwum Ho8bIM:

MAPKNPOBKA, HaHeceHHasa B cooTBeTcTBuM ¢ TpeboBaHusamu 5.1.2 — 52, pgomkHa ObiTb
MOCTOAHHO S3AKPEMNEHA nepBoHayanbHO Ha o00opyaoBaHME M AOMKHA OCTaBaTbCA YETKOW WU
pasbopuusont B ycnosussx HOPMAJNIbHOIO MPUMEHEHUA, ObiTb yCcTOMYMBOM K WUCTUPAHUIO WU
BO3JEWCTBMAM TEeMnepaTtypbl, PacTBOPUTENEN W peareHToB, KOTOPble MOryT MCMONbL30BaTbCA NpM
HOPMAJIbBHOM TNMPUMEHEHWUW, Bkno4aa oO4YMCTKY W Ae3uHMEeKUMio npu  nOMOLWM peareHTos,
YCTAHOBJIEHHbIX U3rOTOBUTENEM.

HononHeHue:

HononHumb nocne nepsozo ab3aua cnedylowuMm HOebiM ab3auem ycmaHaenuealouuM MpPOSEepPKy
coomeemcmeus:

Ecnu pacmeopumens unu peaseHm, npedHasHadeHHbili 0ng ucnonb3oeaHuss ¢ obopydosaHuem,
MOXem oka3amb eo3lelicmeue Ha npodyHocmb omodenbHoli MAPKUPOBKU, mo makas MAPKUPOBKA
dosmkHa 6bImpb ucnbimaHa u 00ImkHa ebidepXueamp nNpomuparHue e medeHue 30 ¢ MOMOWbIO Kax0020 u3
pacmeopumenell unu peazeHmMos (Wi C AOMOWBLIO npedcmasumesnibHol  eblibOPKU U3  epynibl
pacmeopumenet, unu peazeHmos rnpou3eodaux nodobHbili aghghekm).

5.4.1 O0wKne NoNoXeHun

UckmoyeHue:

Uckmoqumpb npumeyaHue Ko emopomy absauy.

JononHeHue:

HononHume cnedyrowum HosbiM mpembum absayem crnedyrouiezo codepxanus:

HOomxHa 6biTb npeactaBneHa uHdopmaums o0 nobbix PUCKAX He CHMXAOWMX YPOBEHb
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OOMNYCTUMOIO PUCKA, nocpeacTtBOM 3aLUTHLIX MEP, YCTAHOBMEHHbLIX HACTOAWMM CTaHaapTom. Ecnu
ans o0y4eHus unm ucnonb3oBaHus 060pyaOBaHNSA NPUMEHSIIOTCA AOMONHUTENBHbIE 3aLUUTHLIE YCTPONCTBA
Unn nHanemayansHoe sawnTHoe obopyaoBaHue, cHmkatowee PUCKW go yposua JOMYCTUMOIO PUCKA,
OHU JOIDKHbI ObITh YKa3aHbl.

5.4.3 YcTtaHoBKa ob6opyaoBaHusi
3amena:
BameHumb cywecmesyioujee Ha3gaHue U meKcm cnedyouumu;

5.4.3 MepemewieHne o60pyaoBaHUs, yCTaHOBKA U MHCTPYKLIMU NO cOOpKe

HokymenTauus, npegocrasngemas OTBETCTBEHHOMY OPTAHY gomkHa BkniovaTb cneayoLlee:

a) MHCTPYKUMK No nepemelleHuto nocne aocrasku OTBETCTBEHHOMY OPTAHY ;

b) TpeGoBaHuA No Harpyske Ha Mo,

C) MHAMBMAYATbHbIN BEC OCHOBHbIX TSXKEMbIX COOPOYHbIX Y3MO0B;

d) MHCTPYKUMM MO pa3sMELLEHUI0 U MOHTaXKy, BKIYawwpe obbem TpeOGyemow BEHTUNAUMKM, Ans
noaaepxanus 3awmtbl U adppekTnBHoCTU paboTel OMEPATOPA,

€) UHCTPYKUMUK No COOPKE;

f) MHCTPYKUMYM NO 3aLLUTHOMY 3a3EMIIEHUIO;

g) TpeboBaHMA N0 3BYKOBLIM XapakTepucTukam cornacHo 12.5.1;

h) HCTpYKUMK, coaepxaluue ykasaHus no nepemeLleHuto, cbopy M yaaneHuio OMacHbIX BELLECTB,
BKMIO4as nobble TpeboBaHus, npeaoTepaLlarome 06paTHbIi CUGOHHBIN APeHaXx;

i) ykazaHne o Bo3amoxHon OIMMACHOCTW Bbibpoca OMONOrMYECKMX U XMMUYECKUX BELUECTB M
BbICOKOPAANOAKTUBHbIX XXUAKOCTEN, ANs NMOObIX APEHAXKHbIX CUCTEM;

j) noapoOHble 3aLUTHbIE MepPbl, OTHOCALLIMECS K ONACHOCTSIM CBSI3aHHbIM C paauauuen (CM. NyHKT 12);

K) MHCTPYKUMM NO NOAKIIOYEHUIO K CETEBOMY NMUTAHUIO;

I) Tonbko ana MOCTOAHHO NOOKNOYEHHOIO OBOPYOOBAHUA:

1) TpeboBaHMA K CETEBOMY NUTAHUIO WM NOAPOOHOCTM MOAKMIOYEHUS, BKMOYas Tpebyemyro
HOMWHATBHYIO Temnepatypy kabens npu makcumansHoii HOMUHATIBHOW TemnepaType okpyxatoLLei
cpeabl;

2) TpeboBaHust Ansi NOObIX BHELUHWX MepekniYaTenei, aBToMaTUYecKux BblkniodvaTenein (Cm.
6.11.2.1) unun ycTpoMCTB 3aLUMTbl OT CBEPXTOKOB (CM. 9.5). PekomeHaauumn 0 HeoBXoAUMMOCTU pasMeLlEHUs
nepeknyatenein unu aBTOMaTUMYECKUX BbIKNIOYATENAX PAAOM C 060pyaOBaHUEM, €Crn 3TO0 HEOOX0aAUMO
ansa obecneyeHns 6e3o0nNacHoOCTU;

m) TpeboBaHus MO chneuuanbHOMY OOCnyXuBaHuUO (Hanpumep, obecneyeHne BO3AYXOM,
oxnaxkgaroLlen XXUAKOCTbIO), BKMOYasa NpeaernbHble AaBMeHus.
Coomeemecmeue nposepsitom nposepkoli 0oKymeHmauyuu.

5.4.4 PaGoTa o6opynoBaHuA

SameHa:

MHCTpyKUMM No aKcnnyaTauuyM AOSMKHbI COAepXKaTb CreayoLyo nHpopMaLmio:

a) getanu paboTbl OPraHoOB YNPaBMEHUA U UX UCNONb30BaHME BO BCeX pabounx pexumax npu nodon
nocneaoBaTenbHOCTU AENCTBUN;

MpumMmeyanune—IEC 60073 ycTaHaBnMBaeT TpeboBaHNSA K LBETaM W CUMBOJIaM OpraHoB yrnpaBreHus.

b) ykasaHne o TOM, 4YTO 0GOpYAOBaHME HE AOMKHO pasMeLlaTbCs Takum 06paszom, 4ToObl Obin
3aTpyaHeH AOCTYN K OTKAYaloLwemMy YCTPOICTBY (CM. 6.12);

C) UHCTPYKUUM MO BHYTPEHHUM MOAKMIOYEHUAM C NPUCNOCOBNeHuaMu unu ApyruMm obopyaoBaHuem,
BKIIOYAA JAeTanun COOTBETCTBYKOLUMX MPUCNOCOONEHUA, CLEMHBIX 4YacTel U ApYyrux cneymnanbHbIX
MaTepunarnos;

d) npeagenbl — Ana pexuma npepbiBUCTON paboTbl;

€) pa3bACHEHUE CMMBOIIOB, MCNOMb30BAHHLIX HA 060PYAOBAHUM, U €CNKU OHWU CBA3AHbI C HaNUYMeMm
OMACHOCTW, npnynHbl NICNONBL30BaHNSA CUMBOSIA B KAXKAOM OTAENLHOM Cryyae;

f) HCTpYKUMK, cogepxawme ykasaHua o Bcex gencreuax OMNEPATOPA B cnyyae HeucnpaBHOW
paboTbl 060pyAOBaHUS;

g) UHCTPYKUMM W peKoMeHZauuu MO O4YUCTKE W Ae3UH(EKUMUM C yKa3aHMeM PEKOMEHAOBAHHbIX
Matepuanos (cm. 11.2);

h) MHCTPYKUMK NO yTUNMU3aumMm 0TX0A0B;

i) MHCTPYKUUK NO NPaBUNIbHOMY NMPUMEHEHUID, HEOBX0AMMOIN NOATOTOBKE M MHAMBUAYANbLHON 3awyuTe,
ecnu HOPMATIbHOE NMPUMEHEHWME npeanonaraet paboTy BPy4HYIO C OMACHbIMU BELLECTBAMY;
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j) ykasaHue o Heo6x0AMMOCTU UCNOSb30BAHUSA 3ALLUTHLIX NEPUATOK, €CNU NPU Py4YHOM 0OpaLLeHun ¢
NOTEHUManNbHO UHMEKLMOHHLIMU BELIECTBaMM (TAKUMM, KaK YernoBedeckue npobbl U peareHTbl) BO3MOXEH
KOHTAKT C KOXEMN;

k) MHCTpYKUMKM NO 3awuTe pTa, HOCa M rnas3, ecnu o0OPyAOBAHME MOXET UCMYCKaTb AdPO030JSibHble
ucnapetusa npn HOPMAJIbHOM NPUMEHEHWUU;

I) MHCTPYKUUKM U TpeboBaHMA NO 3ALUMTHLIM YCTPOWCTBAM, TakUM, KaK 3aLUUTHLIE OYKU, €CNMU MOXET
BO3HUKaTb NOTEHUMAaNbHO ONacHoe BUAUMOE U HEBUANMOE U3FYYEHUE;

M) UHCTPYKLMK, KacatoLmecs 40CTyna K NOABWKHbIM YacTam (cM. 7.2.101 n 7.2.102).

VHCTpYKUMM [OMKHBI COAEPXaTb YyKasaHue O TOM, 4YTO NpPW WCMONb3OBaHWMM 06OpPYAOBaHUS C
HapyweHussmMu TpebOBaHMUIA, YCTAHOBMEHHbLIX W3rOTOBUTENEM, MOXET CHU3UTLCA YPOBEHb 3aLUMThI
obopyaoBaHus.

MpumeyvaHmnsa:

2 [MpoussoauTenu JomMKHbI BbITh 0cBefoMneHbl 0 PykoBoacTae no Guonoruyeckoii GesonacHocTn nabopaTopuid,
u3gaHHoM BcemupHON opraHusauvein 3ApaBOOXPaHEHWA W MPU3HAHHOM  MeXAyHapofHelM coobliectBoM. B
PykoBoacTBe npuBefeHa WHdOpMaLMa O Ae3VHDULMPYIOLMX CpefcTBaX, WX WCMNONb3OBaHWM, PacTBOPEHUW, W
BO3MOXHBIX NMPUMEHEHNSAX. Takxe crneayeT NPUMEHATb HaLMoHalbHble PYKOBOACTBA No Buonorndeckoi 6eaonacHocTy.

3 OuucTtka u gesnHdeKuus MoryT ObiTb HeobXoAUMbI, Kak Mepbl 6e3onacHoCTU, NMpKu 0GCNyXMBaHUW, PEMOHTE W
nepemMellienn obopyaoBaHna M ero npucnocobnenuii. MponssoauTenu aomkHel obecnednts OTBETCTBEHHBLIN
OPIAH cTaHpapTHoii bopmOl AOKyMeHTa fAns peructpauyuu axkta MNpPOBEAEHUS O4YUCTKM W Ae3nHdeKumm
obopyaoBaHus Npu ero o6cny>XnBaHWM, pEMOHTE U NepemMeLLieHnN.

Coomeememeue ycmaHaenueaom nposepkoli OoKymeHmayuu.

HononHerue:

HononHume cnedyrouium rnodnyHKMom:

5.4.4.101 IVD meaunuuHckoe obopyaoBaHue Ans CAMOKOHTPONSA

TpeGoBaHMA K MHCTPYKUMAM Mo akcnnyatauuu ana IVD meauumHckoro obopyaoBaHus Aans
CaMOKOHTPOIA NpUBEAEHbI B NpUnoxeHusa BB.

Coomeememeue ycmaHaesnueaom nposepkoli OoKymeHmauuu.

5.4.101 MepemeLyeHne 060pya0BaHUS AN PEMOHTA U YTUNu3auum

OTBETCTBEHHbIA OPrAH pomkeH ObiTb 00ECMEYeH WHCTPYKUMAMKU MO  UCKMIOYEHWIO UMK
cHmxeHno OMACHOCTEW, BO3HMKAIOLLMX NPU NEPEMELLEHUM 0BOPYAOBAHUS HA PEMOHT UMK YTUIM3ALMIO.
MIHCTpYKUMU JOMKHBI coepxaTb TpeGoBaHus N0 MUHUMM3aLmMu Buonornueckux ONMACHOCTEMN.

Coomeemcmeue npoeepsom nposepkoli 6oKymMeHmauyuu.

5.4.102 TpaHcnopTMpOBaHUE U XpaHeHne

M3roTtoButens [JOKEH YCTAHOBUTL YCNOBUS TPAHCNOPTUPOBAHUSI M XpaHeHusi. [lokymeHTauus
JOImKHA coaepxaTtb TpeOGoBaHUA € AONYCTUMBIMU YCAOBUAMU OKPYXaIOLLEN cpebl NPy TPAHCNOPTUPOBAHUM
N XpaHEeHUU, KOTOpble A0SMKHbI ObiTb MOBTOPEHbI U HA BHELUHEN ynakoBke obopyaoBaHus (cm. 5.1).

Coomeemecmeue npoeepsom 8HEUIHUM OCMOMPOM.

6 3awmuTa oT NopaxeHUs ANeKTPUYECKUM TOKOM
MpuMeHSAIOT cooTBeTCTBYIOLWMIA pasgen IEC 61010-1.
7 3awuTa ot mexaHu4yeckmux ONMACHOCTEN

MpumeHsoT cooTBeTCcTBYIOWMIA pasaen IEC 61010-1.

8 YcTOMYMBOCTb K MEXaHNYECKUM BO3OENCTBUAM

MpumensoT cooTBeTcTBYIOWMIA pasaen IEC 61010-1, 3a ucknioveHue crneayoLero:
Hononxexue:
HononHume cnedyrowium riodnyHKIMom:

8.101 TpaHcnopTupoBaHue U xpaHeHue

B cny4yae ynakoBku 00OpyaOBaHUS B YNAKOBOYHYIO Tapy U3rotoBuTens, 000pyaOBaHME HE AOIDKHO
ABNATLCA NPUYUHON BO3HUKHOBEHMSs ONMACHOCHOCTW npu HOPMANBHOM NMPUMEHEHWW nocne ero
TPaAHCMOPTMPOBAHUS MU XPAHEHUA NPU YCNOBUAX, ONpeaeneHHbix uarotosutenem (cm. 5.1.101 n 5.4.101).

Coomeemcmeue nposepsiom  npoeepkoli  pesynbmamos ucrnbimaHuti, nposedeHHbIX
uszomosumenem.

6
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MpumeyaHMue—PykoBogCTBO MO UCMbITaHUAM B3ATO M3 ASTM D4169 n us nybnukaumii MexayHaponHoi
Accoupaumu no obecrievyeHuto coxpaHHOCTU nNpu TpaHcrnopTuposawun (ISTA — the International Safe Transport
Association).

9 3awmuTa OT pacnpocTpaHeHUs OrHs

MpumensioT cootBeTcTBYIOWMIA pasaen IEC 61010-1.

10 OrpaHuyeHuns TemnepaTypbl 060pyaOBaHUA U TEMNOCTONKOCTb
MpumeHsaoT cooTBeTCTBYIOWMI pasgen IEC 61010-1.

11 3awmTa or ONACHOCTEMW, cBA3aHHbIX C XUAKOCTAMM
MpumensaoT cootBeTcTBYIOWMIA pasaen IEC 61010-1, 3a UCKMIOYEHWE CreayoLLero:
11.3 YTeuka

Bamena:

Ecnm npu HOPMAJIbHOM MPUMEHEHWN BO3MOXHa yTeYka >XUAKOCTU BHYTpWM 0BOpyAOBaHUA,
o6opyaoBaHue AOMKHO ObiTb CKOHCTPYMPOBAHO TakuM oOpa3om, 4ToObl He Bo3Hukna OMNACHOCTbL B
pesynbTaTte nonagaHua Bnaru Ha u3ongauuio Unu BHyTpeHHue HeusonuposaHHble ONMACHBIE ANA XKU3HA
4yacTu, Unu B pesynbTaTe KOHTaKTa yvacteii 060pyaoBaHWA C MOTEHUMANbHO arpeCCUMBHLIMU BELLECTBAMU
(TakMMK, Kak KOPPO3UNHBIE, TOKCUYHBIE UMK NErKOBOCNNAMEHSAIOLLUMECS XMOKOCTK).

Coomeemecmeue nposepsom 6HeWHUM OCMOMPOM. B cnyyae COMHEHUS, npoeodsm IpoeepKy
cnedyrowum obpasom — 0,2 n e800bi ebiiueaemecst HenpepbieHO ¢ ebicombl 8 0,1 M 6 meyeHue 15 ¢
nocrieGoeamesibHO 8 KaxOywo mouky obriacmu obopydoearus, kyda OFEPATOP epy4dHyio 3anueaem
Xudkocmb unu  npouzsodum Mmarunynayuu ¢ Hel, u ea0e xudkocme Moxem umemb docmyn K
3NIEKMPUYECKUM Yacmsm.

HenocpedcmeeHHo nocne makoeo eo3delicmeusi, OO0/MKHbI  Obimb  1IPO8eO0eHbl  UCbIMaHus
0bopydosarusa Ha eo3delicmeue HanpseHUs 8 coomseemcemeuu ¢ 6.8 (6e3 npedsapumenbHol ebi0epKu
80 enaxkHoli cpede) u JOCTYIHbIE yacmu He 00sxHbI npeabicums npedesisi coenacHo 6.3.1.

Tam, 20e 803MOXHO, COOMBEMCMABUE MakKXe OCYUWecmessiom poeepkoli Ha COBMECMUMOCTIb
noOMeHYUansHO agpeccusHbIX 88UECME C KOHMaKmMUpYIoWwUMU yacmsamu 060py0osaHusl.

12 3awuTta OT M3MYyYEeHUs, BKMIOYasA nasepHble MCTOYHUKU, M 3alurta oT
3BYKOBOIO U YNbTPa3ByKOBOro AaBrieHusi

MpuMeHsaoT cooTBeTCTBYIOWMI pasgen IEC 61010-1.
13 3awura oT BbIAENAIOLWNXCS ra3oB, B3pbiBa U pa3pylleHusi
MpumensaoT cooTBeTcTBYIOWMI pasaen IEC 61010-1, 3a ucknoveHue crneayowero:

U3meHeHue:
UameHumb cyujecmeayrowee Ha3saHue nyHKma Ha cnedyrouiee:

13 3awura oT BbIOENAIOWUXCH ra30B U BEWECTB, B3pbIiBa U pa3pylleHus
13.1 flpoBuUTLIE U BpeaHbIE ra3bl

UN3meHeHue:
UsmeHumb cywecmesyrowee HassaHue nodrnyHkma Ha cnedyouiee:

13.1 fApoBUTbIE U BpeOHble ras3bl U BelecTBa

Samena:
BameHums cywecmeyiowuli nepenitli abaay, cnedyrowumu 08yms Ho8bIMU ab3auamu:
O6opynoBaHWe HE OOMKHO BbIAENSATb ONACHOE KONMMYECTBO SAOBMTLIX UMM BPEAHbIX Fa30B MK

7
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Bewyects npu HOPMANBHOM MPUMEHEHUW unu B YCNOBUAX EOMHUYHOWN HEUCMPABHOCTW.

B cny4yae BblaeneHuns noteHumanbHO onacHbix Bewects, ONEPATOP He gomkeH NPOMOKHYTb MW
BAOXHYTb TO KONMNYECTBO OMaCHbIX BELIECTB WNMW Tra3oB, KOTOpPOE MOXET ObITb onacHbiM. ObBnacTtu
000py0BaHUSA, COAEPKALUME TAKME BELLECTBA, AOIMKHbI ObiTb OCHALUEHbI 3ALUUTHBIMU MOKPLITUSMU UMK
NoA0GHbLIMKU CpeacTBaMU 3aLUUThI.

14 KOMNOHEeHTLI
MpumMensaoT cooTBeTCTBYIOWMI pa3gen IEC 61010-1, 3a UCKMOYEHMe crieayoLwero:
14.3 3awmTHbIE YCTPONCTBA OT Neperpesa

HononHerue:

HononHume HosbiM mpembum ab3auem criedyrouieao codepxanus:

Ycrtponctea 3awmtbl oT neperpesa ana VD meauumHckoro obopyaoBaHusa Ans CAMOKOHTPONA He
JOIMKHBI ObITb C CAMOBO3BPATOM.

15 3awuTta nocpeacTBOM GIIOKUPOBOK

MpuMeHsoT cooTBeTCTBYIOWMI pasaen IEC 61010-1.

16 N3meputenbHbie Lenu

MpumeHsaoT cootBeTCTBYIOWMIA pa3aen IEC 61010-1.
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Mpunoxexuna

MpumenstoT Bce npunoxenus IEC 61010-1 3a UckntoueHUem criegyoLwero:
Honon+Herus:

HononHums cnedyrowumu 08yms HO8bIMU npunoxeHusamu AA u BB:

Mpunoxexnue H

AndaBuUTHBbIN yKa3aTesnib TEPMUHOB

HononHutb andaBuTHLIA ykadaTenb TepMuHOB no IEC 61010-1 cnegylommMm TepMUHaMK:

JOMYCTUMBIA PUCK 3.103
MAPKMPOBKA 3.106
OBOCHOBAHHO MPOr’HO3MPYEMOE HEMPABWIIBHOE NMPUMEHEHWE 3.104
MOCTOAHHO MOOKMOUYEHHBLIN 3.105
PUCK 3.102
YLLEPB 3.101
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MpunoxeHne AA
(o6s3aTENBHOE)

YnpaBneHnue puckom

AHanns3 un oueHka PUCKA fo/mkHbl 6bITb NpoBefeHbl cornacHo tpe6osaHuam 1ISO 14971 v npn HEO6XOAUMMOCTH,
nocnegywwmnm cHmxkeHnem ctenedn PUCKA o ypoBHA [ONYCTUMOrO.

MpumeyvaHune-B obnactb pacnpocTpaHeHus ISO 14971 BxoauT IVD MeguumHcKoe obopyaoBaHue u ctaHgapT
COAEePXUT MHAOPMaLMOHHOe NpuoXKeHne oTHocawmecs K VD MeauumnHcKoMy 060pyAoBaHuio.

Co0TBETCTBYVE NPOBEPSAIT OLEHKON AoKyMeHTa «YnpasneHne PYUCKOM».

JlocTaTouHbli ypoBeHb 6e3onacHoCcTM pocTuraetcs cHwkeHnem PWCKA p[o ypoBHA, NO KpaiiHeid Mepe
AOMNYCTUMOIO PUCKA. OueHka PNCKA npoBoauTCcA M AOKYMEHTUPYETCHA B LeNsx AOCTWXKEHUS Mo MeHblleid mepe
ypoBHA JOMNYCTUMOIO PUCKA nyTem noBTOpsiloLWErocs npouecca, BKIYawLero B ceba cnegywulee:

a) aHann3 PNCKA.

AHanus PUCKA - npouecc naeHTudmkaumm onacHocTed n oueHkn PUCKOB, OCHOBaHHbI Ha MCMNO/b30BaHMMW
[OCTynHOI nHdopmauuuy;

b) oueHka PUCKA.

Kaxppblii aHanns PVUICKA TpebyeT nniaHa paboT No OLeHKe CTEeNeHn Cepbe3HOCTU M BEPOATHOCTU YpoBHS PUCKA,
4TOGbI OLEHNTL NpueMnemMocTtb ypoBHa PUCKA. YpoBHn PUCKA oueHuBatlT cnegyrowmum obpasom (cM. pucyHok AA.1):

1) wupoko gonyctumasa obnacte PUCKA

B HekoTopbix cnyyasx PUCK HacTtonbko Man no cpaBHeHuio ¢ gpyrumu PUCKAMW, 4TO C TOYKM 3peHus
9(h(hEeKTMBHOTO MCMOAb30BaHNS O0060pPYyAOBaHMS MM MOXHO MpeHebpeub. B Takux cnyvasax, PWUCK saBnsetcs
npuemnembiM W HeT Heo6XOAMMOCTM akTMBHO €ro KOHTPOMMpoBaTb. Takoil ypoBeHb yAoBneTBOpseT TpeboBaHWUs
AOMNYCTUMOIO PUCKA.

2) o6nactb PWCKA HacTonbko Mana, HAaCKO/bKO 3TO MNpPaKTUYeckn OCYLecTBMMO  (NpakTuyecku
LenecoobpasHblil JOCTMXMMBIA ypoBeHb) (ALARP)

[aHHbIi ypoBeHb aBTOMaTuU4eckn He yposneTBopseT TpeboBaHuam AJOMYCTUMOIO PUCKA. ALARP
aBnseTca pesynbTatoM aHanusa PWCKA un Bcerga HyxAaaeTcss B 060CHOBaHUM NpuymH no koTopbim PUCK He moxeTt
6bITb AOMO/THUTENBHO CHUXEH peasibHbIM CNoCO6OoM.

3) HegonycTumasa ob6nacte PUCKA

[aHHblli ypoBeHb cogepxut PUCKW, koTopble He sBnstTcs JOMNYCTUMbIMUN PUCKAMW.

C) CHMXeHne ypoBHA PUCKA

Ecnn HauvanbHblil PUCK siBnseTcs HenpuemnembiM, TO AO/MKHbI GbiTb MAEHTUMULMPOBAHbLI W MPUHATLI Mepbl MO
CHWKeHuto ero ypoBHs. lNpouecc aHanm3a PUCKA un ouenka PUCKA pomxHbl GbiTb NOBTOPEHbI, BK/OYas MNpPOBEpKY,
TOro, YTO MPUHATbIE MePbl MO CHUXEHUK pucka He BHecnun Hosble PUCKW.

PucyHokAA.1 - fonyctumoctb PUCKA
10
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MpunoxeHne BB
(obs3atenbHoe)

MHCcTpyKuMM no akcnnyaraumu ans IVD MeOULIMHCKOro 060pyJOBaHUA ANl CAMOKOHTPONS

MHCTPYKUMK No aKcnnyaTauuu AONXHbI, Mo KpaiiHei Mepe, BKMtovaTe B kKavecTBe 06s83aTenbHOW YacTu MYHKThI
BB.1 — BB.3, B 3aBUCUMOCTM OT HaszHa4eHUA o6opysoBaHNs

BB 1 Mpeaynpexpatowme UHCTPYKLUK

BB 1.1 MNonoxeHue U cTpyKTypa

Obune npeaynpexaaroliMe WHCTPYKUMM criefyeT BKIOYaTe B Havano WHCTPYKUMW MO 3KChnyaTauuu nepej
MHCTPYKLMSAMU no paboTe U obcnyxuBaHwio. [pyrue cneunanbHble npegynpexaaloliue WHCTPYKUWU MOryT ObiTb
npueefeHbl B oTAENbHbIX MONMOXEHUAX WHCTPYKUWIA, oTHocawuxea K cneyundpudeckoin ONMACHOCTW, koTopaa MoxeTt
BOSHUKHYTb. [lpepynpexaaroline WHCTPYKUMU JOMKHbI YETKO BbIENATbCA CPeAu APYrUMX WHCTPYKUMA (Hanpumep,
crnefyeT ucnonb3oBaTh PasfMyHyto UBETHYHO ByMary, KpacHbIi WPUKT, XKUPHLIA WPpUET, KPYNHBIA LWpUGT).

BB 1.2 CoagepxaHue

BB 1.2.1 Obwue nonoxeHus

Mpeaynpexaarolme WHCTPYKUMW JOMKHbI BKMOYATb BCe MyHKTHl yCTaHOBREHHble B BB.1.2.2, ucnonb3sys
POpMYNNpPOBKN MPUBELEHHbIE HIDKE WKW UCMONb3ys (DOPMYNUPOBKU, KOTopble OyAyT OAHO3HAYHO MOHATHLI  Ans
HenpodeccuoHana.

MpumevaHna:

1 CnoBo «obopyaoBaHue» MOXET BbiTb 3aMEHEHO HAcTOSILLMUM HasBaHUeM O0GOpYAOBaHUS], CIOBO «U3rOTOBUTESNbY -
HaCToALLUMM HaUMEHOBaHNWEM M3roTOBUTENS UAN NOCTABLLMKA;

2 PekomeHayeTca conpoBoXaaTh NMpeaynpexaalome UHCTPYKLMKU NPOCTbIMU UNNIOCTPALUMAMU U UX Pa3bsiCHEHUAMU;

3 Hymepauus npeaynpexaeHuil Heoba3arenbHa.

BB 1.2.2 MepedveHb npeaynpexaatroLnux UHCTpyKUUA

MocneaoBaTenbHOCTE HUXKEYKa3aHHOrO NEPEYHA YYUTLIBAET BAXHOCTb NpeaynpexaeHUit U NocneaoBaTenbHOCTL
B KOTOPOW Morb3oBaTenb BEPOATHO MOXET noaBepratbesd Bo3Hukatowmm OMNMACHOCTAM. Ecnu ans onucbiBaemoro
obopyfoBaHus, OfHO U3 ABYX — OTHOCUTENlbHasi BaXKHOCTb WIM MOCNEAOoBaTENbHOCTL BO3AEWUCTBUSI pasnu4Hbl, TO
JaHHbIA nopsaoK MoxXeT OblTb U3MeHeH. [lpyrue HeobxoAuMble NpeaynpeXaeHUss JOIKHb [06aBnATLCA MCxoas U3
NO3ULIMA OCHOBAHHLIX Ha TEX e cooBpaxeHnsIX.

BAXKHBIE MHCTPYKLUWKW MO BE3OMNACHOCTU

OMACHOCTb — HenpaBunbHOe WCNONbL30BaHUE SrEKTPUHECKOro obopyoBaHUsA, KOTOPOE MOXET MPUBECTU K
NopaxXeHWo SNeKTPUYECKUM TOKOM, BO3ropaHuio, noxapy u agpyruM ONMNACHOCTAM.

OcHoBHble Mepbl 6e30MacHOCTW, KOTOpble AODKHBI BCeraa npeAnpuHUMaTBCs yKasaHbl B HUXeNpUBEAeHHOM
nepeyHe.

Heobxoaum cTporuit Haa3op, koraa obopyaoBaHue UCNONb3yeTcs (MNW pa3MelieHo) AeTbMU, PU3NYECKN UK
YMCTBEHHO HEMONMHOLEHHBIMMW MIOABMW AN HBANMAaMHU.

NMPOYUTATL MEPEO MCNOSNMb3OBAHMEM OBOPYAOBAHNA

1) NpoBepuUThb, YTOOLI HANPsXXeHWe NUTaHNS COOTBETCTBOBANO YCTAHOBNEHHOMY 3HAYEHWUIO;

2) coeguHeHne ¢ CETEBbBIM NCTOYMHWUKOM NUTaHKA:

a) TOMbKO A4S 060pYAOBaHUS C pasbeMHbIM COeIUHEHNEM: B CnyYae He06X0AUMOCTH 3aLLUTHOrO 3a3eMMeHns,
pasbeM obopyaoBaHUS JOSKEH MNOAKNIOHATL K UCTOMHUKY NUTAHUS, KOTOPLI UMeeT 3aseMneHue,
b) Tonbko gna NOCTOAHHO NOAKMIOYEHHOIO OBOPYAOBAHUA: He ucnonb3osatb obopyaoBaHue Ao

€ro YCTaHOBKM KBanuuLupoBaHHbIM SNEKTPUKOM UMK YNONHOMOYEHHBIM UHXEHEPOM NO SKCnnyaTauuy;,

3) oTkntouUTL 06OpyAOBaHUE Cpasy Xe Nocne UCNONb3OBAHUS,

4) oTKntounTh 060pyL0BaHMe nepes HaNnONHEHUEM XUAKOCTLIO;

5) He nomMelaTb 0BopynoOBaHWE B XUAKOCTb, HE pasMellaTb ero B MecTax, rje OHO MOXeT NonacTb B XUAKOCTb.
Ecnu oBopyzoBaHue cTano MOKpLIM, OTKITHOYUTE €ro A0 CONPUKOCHOBEHUS C HUM,

MpumeyaHns:

1 [aHHoe nonoxeHne MOXeT ObiTb UBMEHEHO C YYETOM HaLMOHaNbHbIX NpaBun

2 Ona MOCTOAHHO NMOAKIMKYEHHOIO OBOPYOOBAHUA B npeaynpexaeHusix 3, 4 u 5 3ameHuTb CNoBO
«OTKIHOUUTEY Ha «BbIKNoUNTL Nepekntodarens CETEBOIMO UcTouHuKa muTaHus».

B8) He ocTaBnATE oGopygoBaHue 6e3 NpucMoTpa, NoKa OHO BKITIOYEHO;

7) ucnone3soBaTh 060pYA0BaHNE TONBKO B LieNsX, ONMCaHHbIX B MHCTPYKLIMAX MO SKChyaTauuu;

8) He ucnonb3oBaTh NPUHAANEXKHOCTH, He NocTaBNseMble UMK HE PEKOMEHAYEMBIE U3rOTOBUTENEM,

9) He ucnonb3oBaTb 0GCOpYyAOBaHWE, €Cni OHO He paboTaeT [OSKHBEIM 06pas3oM, WNM WUMeeT Kakoe-nubo
MOBpeXAEHNE,
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MpumMeyaHu e —Mpumepbl TUMMYHBIX NOBPEXAEHUIA:

- NOBPEXAEHNE rMOKOro LUHYpa NMTaHUS UM €ro Pa3beMos;

- NOBPEXAEHNe, BbI3BaHHOE NajeHneM o6opyAoBaHNS,

- NOBPEXAEHWE, BbI3BaHHOE MonajaHuem oGopyAoBaHUs B BOAY UK pa3GpblaruBaHneM Boabl Ha HEM.

10) He no3BonsATe, 4YTOOLI 0BOpyAOBaHUE UMK €ro TMMOKWIA LUHYP KOHTAKTUPOBaNW CO CIIULLUKOM HarpeTbiMu Ans
KacaHUA NOBEPXHOCTAMMU,

11) He 3aKpbIBaTL BEHTUNALMOHHLIE OTBEPCTUSA, He pasMellaTb 060pyAoBaHUe Ha MArKON MOBEPXHOCTH, KOTopas
MOXeT 3aKpblBaTb BEHTUIIALMOHHEIE OTBEPCTUS, @ TakKe COXpPaHsiTb UX CBOGOAHLIMU OT Nyxa, BONOC, LWEPCTU U T.N.;

12) He pa3melLaTb HUYEro Ha BepxXHel NoBepXHOCTU 0bopyAOBaHUS;

13) He 6pocaTb, He 3anMBaTb U HUYETO He pasMeLlaTb Ha BEHTUNSLUMOHHBLIX OTBEPCTUSX 0GOpyAOBaHWUS, Unu
BHYTPM NIOGBIX LLNAHroB Unu CoefMHEeHUI, eCrn MHOe HE YCTaHOBIEHO B UHCTPYKLMU NO 3KCnAyaTauum;

14) He wucnonb3oBaTb 0OOpyfOBaHWE B MecTax pachbifieHUs as3po3ofieil UNU B MecTax, rae NpucyTcTeyeT
CHabXeHWe KUCIopoaomMm;

15) He Ucnonb3oBaTb 060pyAOBaHUE Ha OTKPBITOM BO3ZlyXe.

COXPAHATH AAHHbLIE MHCTPYKLUUKA

BB 2 MHCcTpyKuMM No npuBeAeHUIO B AelicTBMe nepe NnepBbiM NPUMEHEHNEM

MHCTpYKUMKM No MpuBefeHNto B AeiicTBME UCMONb3YIOTCA TOMBbKO OAWH pas, nepej NepBbiM NPUMEHEeHWEM B
KaXOM KOHKPETHOM MecTe U AOMMKHbl ObiTb pa3MelleHbl 3a NpeaynpexaalolMn UHCTPYKLUUAMU W BKNKOYaTb, Npu
Heo6X0AMMOCTH, Kak MUHUMYM, CrEAYHOLLEeE:

a) MHCTPYKLUMK no cbopke;

b) MHCTPYKUMKM NO HeoBX0AMMOMY 3aLLUTHOMY 3a3EMAEHUIO;

¢) Ans obopyAoBaHNA ¢ pa3beMHbIM coefnHeHnem: TpeboeaHua Kk CETEBOMY nutaxuio,

d) ana MOCTOAHHO NOAKIMIOYEHHOITO OBOPYAOBAHUA:

1) Tpeboanus k CETEBOMY nuTaHuio u pgetanam coeauHeHus, Bkntovas Tpebyemyto HOMUHAJIBHYIO
TeMmnepaTypy kabens;

2) TpeboBaHUS K NOOBLIM BHELLUHUM NepeKoHaTensaM Unu aBTOMaTUMECKUM BbIKNOYaTeNam (cM. 6.12.2.1) unu
ycTpoiicTBaMm 3awuTtel OT cBepxTokoB (cM. 9.6). [omkHbl ObiTb BKMOYEHHI pekoMeHZauuM O HeobXoAuMOCTH
pasMeLLeHuna nepeknovaTenei unu asBToMaTUYECKUX BbIKNKOYaTeNax pagom ¢ obopysoBaHeM, ecnu 3To HeobxoauMo
Ans obecnedeHunst 6esonacHocTy;

e) Ans obopyAaoBaHWA C NUTaHWEeM OT aKKyMynATOpHOW 6GaTapeun: TUN akkymynsTopHoi GaTapen um MeTof
dukcayuu;

f) MHCTPYKLMM NO NoAKNIOYEeHUIo Npucnocobneruii unu gpyroro o6o0pyaoBaHus;

g) Ans obopyaoBaHWSA C perynupoBKOi HaNpsXKEHUS: MHCTPYKLMK MO YCTAHOBKE NepekniovaTeneM HanpsxeHus
KOPPEKTHOrO 3Ha4YeHWst U MHCTPYKLMUW NO NpOBEpKe €ro YCTaHOBKY;

h) MHCTPYKLUMM NO pazMeLLeHno U MOHTaXYy, BKIoYatoLue:

1) NoAPOBHOCTH, OTHOCALMECH K MPOCTPAHCTBY BOKPYr 0bBOpYyAOBaHWS, KOTOpble Heo6X0AWMO COXpaHSaTb
cBo6oAHbIMU Ana obecneveHns 4OCTyNa Npu aKkcnnyaTauum U obcnyxmBaHuu,

2) yKazaHue 0 HeaonycTUMOCTU pasMelleHus obopyaoBaHUs TakuMm obpa3oM, 4Tobbl 6bINO 3aTpyaHEHO
paboTaTb C YCTPOWCTBAMU OTKNIOUEHUS,

i) TpeboBaHuA k 06ecnevYeHnto He aANEeKTPUIECKUM CHabXeHUeM, TakuM Kak, Boga U ras,

j) TpeboBaHNA K ApeHaXHOW cucTeme, BKIONMAA WHCTPYKUMM NO NpeaoTBpallyeHuto obpaTHoro cucoHHOro
LpeHaxa;

k) TpeboBaHUA K BEHTUNALMW U BBINYCKHOI CUCTEME;

1) MHCTPYKLYMM NO DYHKLUMOHANBLHOW NpoBepke U KanmbpoBKe.

BB 3 Pa6oune MHCTPYKUUK

Pa6oune MHCTPYKUMN AOMKHBI BbITb pa3MeLLieHbl Nocne UHCTPYKUMWIA No NpuBeeHnio oGopyAoBaHUA B AeicTBUE
npu NepBoM NPUMEHEHWU W, NO MeHbLUEW Mepe, B 3aBUCUMOCTM OT HasHadeHUs obopyaoBaHWUsA, [OSMKHBI BKIOYATL
crnepylouee:

a) onucaxHne paboTbl OPraHOB yNpaBieHUs 1 UX UCNONb30BaHWE BO BCeX pabounx pexumax;

b) pasbAcHeHWe cUMBONOB, pasMeLLEHHBIX Ha 0bopyoBaHuY;

C) Nnpegensl — ANA peXxuma npepbiBUCTON paboThl;

d) onucaHne NpuHaaNEeXHOCTeh U CbeMHbIX YacTell (Bkriovas GaTapen akkyMynsTOpHble U NpefoXpaHuTenu,
3aMeHsieMble NoNb3oBaTeneMm), KOTopble pa3pelleHbl 4TS UCNoNb30BaHUS COBMECTHO ¢ obopyaoBaHueM, U3 Yucna Tex,
KOTOpbIe A0MKHBI NOCTABAATHLCA TONLKO U3rOTOBUTENEM UMW YNOMTHOMOYEHHLIM NOCTABLLNKOM,;

e) onucaHnMe TUNa W KOMWYecTBa BCEX pacXOfHbLIX MaTepuarioB (BkloYas BOAY), WCMOMb3yeMLIX BMeCTe C
obopyfoBaHueM, W3 4ucna TeX, KOTopble AOIDKHbI MOCTaBMATLCA TOMBKO W3rOTOBUTENEM WIKU  YMOSTHOMOYEHHBIM
NOCTaBLUYWMKOM W UHCTPYKLMK NO UX XPaHEHMUIO,

f) MHCTPYKUMW NO  NpaBUNBHOMY MNPUMEHEHWIO, TMPOBEAEHUIO HeobXoAMMON cneuuansHOW NOAroTOBKA W
nHauBuayansHon sawute, ecnu HOPMAJIBHOE TMPUMEHEHWME npegnonaraet paboTy ¢ onacHbIMWM  Unu
NoTeHLUnanbHO UHPEKUNOHHLIMUY BELLIECTBaMU;

g) ykasaHne o Heob6X0AUMOCTM MCMONb30OBaHUSI 3aLUTHBIX NEpPYaTOK MMM MHLIX 3aLMTHBIX Mep, ecnu npu
obpalleHun ¢ NOTeHUWanbHO MHMEKLMOHHLIMU BELLLECTBaMU (TaKUMU, KaK YenoBeqeckne Npodbl U peareHTbl) BO3MOXeH
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KOHTaKT C KOXEMH;

h) MHCTPYKUMK No 3awmTe pTa, HOca 1 rnas, ecnn o6opyAoBaHUe MOXET UCyCcKaTb adpo30sibHbIE UCNapeHns Npu
HOPMAJILHOM NPUMEHEHWU;

i) MHCTpYKUMN 1 TpeGoBaHWA NO 3aLLUUTHBIM YCTPOWCTBAM, TakUM, KaK 3alUTHblE OYKU, €CNIU MOXET BO3HUKATb
NoTeHLUanbHo onacHoe BUAUMOE U HEBUANMOE U3NYYEHUE,;

J) VHCTPpYKUMKN, cofepXXaluue ykasaHWs O BceX [eWCTBMAX M OorpaHuyeHuaX B AelCTBUAX, KOTOpble [OIDKeH
NpeaAnpuHATL NoNb3oBaTesb, B cliydae HeucnpasHon paboTel 0bopyAoBaHUA, BKITIOYAS OLWUGOYHYIO AUArHOCTUKY,

K) MHCTpYKUMKM no obcnyxuBaHWIo U XpaHeHUto 06opyoBaHUS BHe SKCnAyaTauuu, ¢ NPSMBIM yKasaHMem o
npegoTepalleHun NoBpexaeHUa rmbKoro WHypa;

[) MHCTPYKUMKU 1O NpodunakTudeckoMy O6CNYXWBaHWIO W KOHTPOIHO, OCYLLEeCTBRISIeMOMY MONb3oBaTeneM, W
onucaHne BWAOB OOCMYXUBaHUS WIM KOHTPONA, KOTOPble [AOSPKHBI OCYLIECTBNATLCA TOJSILKO YMOSTHOMOYEHHBIM
CEepPBUCHBLIM UHXEHEPOM,;

M) MHCTPYKLIMW MO OYUCTKE U AE3NHDEKLNU, N peKOMEHAyeMble MaTepuarnsi;

N) MHCTPYKLUMM MO YTUNMU3ALMKU OTXOA0B.
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Mpunoxexue OA
(cnpaBouHoe)

CBeeHusa 0 COOTBETCTBUM MEXIoCyAapCTBEHHbIX CTAHAAPTOB CChITOYHLIM MEXAYHAPOAHbIM
cTaHaapTaMm

Tabnuuya OA1

OBosHaueHue 1 HauMeHoBaHue Obo3HaveHne U HaMMeHOBaHNe
CTeneHb cOOTBETCTBUA
MeXAYHapoAHOro ctaHfjapra MEXIocyAapCTBEHHOro ctaHfapTa

IEC 61010-1:2010
Be30nacHOCTb 3MeKTPUYECKNX KOHTPOMBHO- *
U3MepUTenbHLIX Npubopos 1 NabopaTopHOro

obopygoBaHus - Yactb 1: Obwme TpeboBaHus

I1ISO 14971:2000
MeauuuHckoe o6opyaoBaHue- NpuMeHeHne *
ynpaBneHWs pUCKOM K MeJJULIMHCKOMY
o6opyaosaHuio

* COOTBETCTBYIOLWMIA MeXrocyAapCTBEHHbI CTaHAapT OTcyTcTBYET. [lo ero yTBepXAeHWS pekoMeHpyeTca
UCMONb30BaTb MNEepeBOA HA PYCCKUA  A3bIK - AaHHOro  MeXayHapofHoro cTaHgapra. [lepeBos AaHHOro
MeXayHapoAHOro cTaHgapTa Haxogutcs B defepanbHOM UHGPOPMALMOHHOM (DOHAE TEXHUYECKUX PErniameHToB U
CTaHaapToB.
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MapkupoBka M uaeHTuduKkaums — MNpUHUMALI KOAUPOBaHUA ANS WHAYKLMOHHBIX
YCTPOWCTB U NPUBOAOB

Safety aspects — Guidelines for their inclusions in standards

AcnekTbl 6e3onacHocT — PykoBOACTBO MO WX BKIIOYEHUIO B CTaHAapThI

Graphical symbols for use on equipment — Index and synopsis

padmyeckne cuMBOSLI, UCMONb3yeMble Ha 06opyaoBaHun. NHAEKCH U CUHONCUCH
Graphical symbols for use in the labelling of medical devices

padmyeckne cUMBOSIEI, UCMOMb3yeMble B MApKUPOBKE MEAULIMHCKUX YCTPOIACTB
Standard practice for performance testing for shipping containers

OB6LwenpuHATas NpakTuka ANa NpoBeAeHNs NCTILITaHWIA OTTPY30YHBIX KOHTERHEPOB

Laboratory Biosafety Manual World Health Organization, 1984

PykoBogcTBo no Buonorudeckoit BesonacHoctu Jlabopatopuit BcemupHoil OpraHusauuu 3gpasooxpaHeHus, 1984
Publications of the International Safe Transport Association (ISTA).

My6nukauun MexayHapoaHoit Accouunanum no TpaHcnopTHoi BeszonacHocTU(ISTA).

15



FOCT IEC 61010-2-101—2013

YK 621.317.799:006.354 MKC 19.020 IDT

KnioueBble cnoBa: nabopaTtopHOe AauarHocTudeckoe MeauuumHckoe oGopyaosaHue, |VD MeauumMHCKoe
obopyfoBaHue, UCNbITAHUA, MAPKUPOBKA, AOKYMEHTaLMUS, U3MEPUTENbHBIE LIENKU, CETb, 3alLuTa, ONacHoCTb,
HOpMarnbHOEe NPUMEHEHWe, UCTbITaHWS, MopaXKeHne ANeKTPUYECKUM TOKOM, TENSOBOW Harpes.

Moanucano B nevats 01.11.2014. dopmar 60x841/e.
Yen. ney. n. 2,33. Tupax 30 9k3. 3ak. 4453.
MoAroToBNEHO Ha OCHOBE 3MEKTPOHHON BEPCUU, NPEAOCTaBNEHHOI pa3paboTunkom cTaHgapTa

ryr « CTAHOJAPTUH®OPM»

123995 Mocksa, 'paHaTHbIn nep., 4.
www.gostinfo.ru info@gostinfo.ru


http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293772/4293772034.htm

