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Mpegucnosue

Llenn, OCHOBHble NPUMHUWMBLI W MNOPAAOK NPOBeAeHUs paboT MO MeXrocynapCTBEHHOM
CTaHpapTu3aumy yctaHosfeHbl TOCT 1.0—92 «MexrocyfapCTBeHHas cucTemMa CTaHfapTu3auuu.
OcHoBHble nonoxeHusa» n FOCT 1.2—2009 «MexrocyaapcTBeHHas cuctema CTaHZapTu3auuu.
CTaHfapTbl  MEXrocyfapCTBEHHble, MpaBWia W PEKOMEHJauuM M0  MEXrocyapCTBEHHOW
cTaHgapTu3auuu. Mpasuna paspaboTKu, NPUHATUA, MTPUMEHEHMNSA, 0BHOBIEHNA N OTMEHbI»

CBefleHWs 0 cTaHfjapTe

1 TMOAIOTOBJIEH ®epaepafibHbiM  TOCYLAPCTBEHHLIM  YHUTAPHbIM  MPeAnpUATUEM
«BCepocCcuncKniA  Hay4YHO-MCCNef0BaTeNbCKUA  MHCTUTYT CTaHfapTu3auum H cepTugukauum B
MallnHocTpoeHUn» (BHUNHMALLY)

2 BHECEH ®epepanbHbIM areHTCTBOM M0 TEXHUYECKOMY PerysivpoBaHunio 1 METPOIorum
(CoccTaHpapT)

3 TPUHAT MexXrocygapcTBeHHbIM COBETOM MO CTaHZapTusauuun, MeTposiorum W
cepTudmkaumm (npotokon Ne 40-2011 ot 29 Hosb6psa 2011 r.)

3a NPUHATVE CTaHapTa NPoronocoBanu:

KpaTkoe HaviMeHOBaHWe CTpaHbl Mo Kog, cTpaHb! 1o CokpallleHHOoe HavMeHoBaHVe
MK(WNCO 3166) 004—97 MK(LCO0 3166) HaLMOHa/IbHOro opraHa
004-97 no ctaHgapTu3aumm
Benapycb BY occTaHgapr Pecny6amku Benapycb
KasaxcTtaH Kz locctaHaapT Pecny6nmku KasaxcTtaH
Kblprbi3cTaH KG KblprbisctaHgapT
Poccuiickas ®egepaums RU ["occTaHzapT
4 Mpukaszom PefepanbHOro areHTCTBa No TEXHUYECKOMY PerynmpoBaHUio U METPOJIOrMmn oT

13 pekabps 2011 r. Ne 1322-cT MeXrocyaapcTBeHHbIn cTtaHgapT FTOCT 1EC 60601-2-22-2011
BBEJEH B [eCTBME B KauyecTBe HaLMOHaNbHOro cTaHgapTa Poccuiickoii ®epepauun ¢ | sHBaps
2013 r.

5 HacToAwwni cTaHgapT MAEHTUYEH MeXAyHapogHomy cTaHgapty 1EC 60601-2-22:2007
Medical electrical equipment - Part 2-22: Particular requirements for basic safety and essential
performance of surgical, cosmetic, therapeutic and diagnostic laser equipment (/3genns
MeAMLMHCKME 3neKTpuyeckne. Yactb 2-22. YacTHble TpeboBaHMA K TexHMKe 6e30nacHOCTV Mpu
paboTe C XMPYPruyeckum, KOCMeTUYECKUM, TeparneBTUYECKUM U NasepHbIM 060py0BaHUEM).

CTeneHb COOTBETCTBUA - UAeHTUYHas (IDT).

CeefleHMs 0  COOTBETCTBUU MEeXroCy[iapCTBEHHbIX ~ CTaH4APTOB  CCbIIOYHbIM
MeXAYHapoAHbIM CTaHLapTaM NpuBeAeHbl B LONONHUTENbHOM NpunoXeHun OA.

CTaHaapT noArotosneH Ha ocHose npumeHeHus TOCT P M3K 60601-2-22-2008

6 BBEJEH BIMEPBbIE

VHdhopmauums o BBefeHUM B AeiicTBUe (NpekpalleHun geiicTBMA) HacTOAWEro cTaHgapTa
ny6nnkyeTCs ByKasaTene «HaunoHanbHble CTaHaapThi».

VHopmauua 06 M3MEHEHMAX K HacTosWwemy cTaHfapTy nybnukyeTcsa B ykasaTene
«HauunoHanbHble CcTaHAapTbl», a TEKCT W3MEHEHWA - B MWH(OPMALMOHHbLIX YyKasaTensx
«HaunoHanbHble cTaHaapThi». B cnyyae mepecMoTpa MM OTMEHbl HacTOsAWEro cTaHjapTa
COOTBETCTBYyOLWAaA WHpopmauna OyaeT onybnukosaHa B MH(OPMALMOHHOM yKasaTene
«HaumnoHanbHble CTaHaapTbi»

C CraHpgapTuHgopm, 2013

B Poccuiickoin degepaumm HacTOAWMIA CTaHAAPT He MOXET ObiTb MOMHOCTHH  MAK
4acCTM4YHO BOCMPOM3BEAEH, TUPAXMPOBAH Y pacnpoCcTpaHeH B KayecTBe O(ULMANLHOMO U3gaHus 6e3
paspelleHns defepanbHOro areHTCTBa Mo TEXHUYECKOMY PeryMpoBaHnio U METPOJIOrnu
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BBefeHue

Hactosawmini  cTaHgapT 3ameHseT [IEC 60601-2-22:1995 wu gaBnsetcs
NAEHTUYHbIM cTaHaapTy IEC 60601-2-22:2007, KOTOpbIN, B CBOKO 0Yepe/lb, 3aMeHsieT
n pononHseT cTtaHgapt IEC 60601-1 (Tpetuin Bbinyck, 2005: MeanymHckoe
AnekTpoobopynosaHune. Yactb 1. O6uwwme TpeboBaHMS K TeXHWKe 6e30MacHOCTU U
OCHOBHbIM PaboynMM XapakTepucTUKam).

TpeboBaHMS HACTOALLEr0 CTaHAapTa ABASKOTCA MUHMMAIbHO HEOOXOAUMbIMU
AN AOCTMXKEHUA [OCTATOYHOrO YPOBHS 06€30MacHOCTM W HALEXHOCTW BO Bpems
06CNyXXnBaHUA N NPUMEHEHNS MEULMHCKOrO 1a3epHOro 060pyAoBaHus.

HacTosAwmii cTaHAapT y4uTbiBaeT HefaBHO M3AaHHble HOBble pefakuum IEC
60601-1 n ny6nukaumio cepuH 6e3zonacHoctn IEC 60825-1. [JoNOAHWMTENLHO B
CTaHAapTe WCMONb3ylTCA TEXHUYECKMe Mn3gaHus no npobnemam 6e30MacHOCTY,
KOTOpble GbIN YUTEHbI B NPeAblayLLEei BTOPOW pefakumm.

B HacTosiLLem cTaHAapTe NPUMEHeHbl CrefytoLine TUnbl nevaTu:

- Tpe6oBaHUA ¥ OMpeLeneHns - OCHOBHOW CBET/bIA LIPUPT;

- MeTO/bl UCMIbITAHWA - KYpPCWB;

- WH(OPMATUBHbLIA MaTepuan, NPWBEAEHHbI BHe Tabnuy (NpumedvaHus,
MpvMepbl M CMpaBOYHas MH(OpMauMs), a TakKKe HOPMaTUBHbIA TEKCT Tabnuy -
neTuT;

- TEPMWHbI, ONPEAENEHHBIE B PA3AEJIE 3 OBLLErO CTAHOAPTA,
MPUMEHAEMbBIE B HACTOAWEM CIrMEUMNAIBHOM CTAHOAPTE, -
MPOMMNCHBLIE BYKBHbI.

Mpu ccbinkax Ha CTPYKTYpPy HAcTOAWEro craHgapTa MCNofb3ykoTces
crnefytoLine TepMUHBI:

- «pasgen» “ OAWMH M3 CEMHaALATU NPOHYMEPOBaHHbLIX Pa3fenoB B npepenax
OrNaBfeHNs, BKMKOYAKOLWMNMA BCe nogpasgensl (Hanpumep, pasgen 7 BKAOYaeT
nogpasgens 7.1, 7.2, N T.4.);

- «nopgpasgen» - NPoOHymMepoBaHHaa 4YacTb pasgena (Hanpumep, 7.1, 7.2 n 7.2.1

ABNAKOTCA nogpasfenamun pasgena 7).
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Ccbinke Ha pasfiefibl B Npefeniax HacTOALEro CTaHAapT NpefLlecTBYeT C/I0BO
«pasfen», ConpoBoxgaeMoe HoMepoM pasgena. CcblfIKM Ha NoApasjenbl B npegenax
HaCTOALLEro CTaHAapTa yKasblBalTCs TOMIbKO LU(PON.

B HacToAwem cTaHgapTe, COK3  «UW»  WUCMOMb3YETCA B  3HAYEHWUU
«CofepXKawmnin - nnm», Takum 006pa3om, yTBEpXKAEHMEe WCTUHHO, eC/iM Kakas-nm6o
KOMOWHALNA YCNOBUIA UCTMHHA.

naronbHble POpPMbI, UCNOJb3YEMbIe B HACTOSLLEM CTaHAapTe, COOTBETCTBYIOT
NPUMEHEHNI0, onucaHHomy B npunoxeHun Il Aupektuebl MCO/M3K, yacTb 2. B
Lensax HacTosLLEero ctaHgapTa, NPUMEHSOTCA BCNOMOraTe/bHbIe r1arofbl:

- «byayT» 03HayaeT, 4YTO COOTBETCTBME TPeGOBaHUN WM  UCMbITAHUNA
0653aTeNbHO LO/HKHO OblTb COrNacoBaHO C HACTOALLMUM CTaHLAPTOM;

- «ecNu» 03HayaeT, 4TO cor/facoBaHve TpeboOBaHWI WX UCMNbITAHUIA
PEKOMEHYETCA, HO He 0643aTe/IbHO ANS COrnacoBaHMsA C HACTOALMM CTaHLAPTOM;

- KMOXET» WCMNONb3yeTcA ANA ONMcaHus NyTeln LOCTUXKEHUS COOTBETCTBUA
MeXay TpeboBaHUAMMN 1 UCMbITAHNSAMMN.

3HaK «*» nepej HauMeHOBaHWEM pasfena, nofpasfena, NMyHKTa, NOANYHKTa,
Tabnmubl UK B Havane naparpada ykasbiBaeT, YTO B NPUIOXKeHUN AA COLEPXUTCS

PYKOBO/CTBO WM MOSCHEHUE K 3TOMY 3/IEMEHTY.

Vi
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MEXIOCYOAPCTBEHHbLIN CTAHOAPT

M3AETNA MEANUNHCKUWE SJTEKTPUUHECKUE
YacTb 2-22
YacTHble TpeboBaHNSA K 6e30MacHOCTM Npu paboTe ¢ XUPYPrnyecKum,
KOCMETUYECKNM, TepaneBTUYECKMM M AMAarHOCTUYECKMM /la3epHbIM

obopypoBaHneM

Medical electrical equipment. Part 2-22. Particular requirements for the basic safety

and essential performance of surgical, cosmetic, therapeutic and laser equipment

[Jata BBefeHunsa - 2013 - 01 - 01

201/1 O6nacTb NPUMeEHEHMNS, 0ObEKT U CBA3aHHbIE CTaHAAPTbI

MpumeHseTcs pa3aen 106Lero cTaHAapTa, UCKYas cneaytoLlee:

201.1.1 O6nacTtb NPUMEHEHUA

3ameHa:

HacToswwmii ctaHgapT oTHocuTcs k OCHOBHOW BE3OMACHOCTU u
OCHOBHbIM PABOUYMM XAPAKTEPUCTUKAM nasepHoro o060pynoBaHus,
NMPUMEHSEMOr 0 B XUPYPruyeckux, TepaneBTUYECKUX, MeAMNLUHCKNX
ANarHOCTUYECKUX, KOCMETUYECKUX WU BETEPUHAPHbLIX Lensax, npefHasHayeHHbIX
ONS ero MCMOMb30BaHUA Ha MOAAX WM KMBOTHbIX, OTHOCALLErocH K KaTeropum
KJTACC 3B v KNACC 4 NA3EPHbIE U3OAENNA cornacHo 3.22 n 3.23 B IEC
60825-1 (panee-TA3EPHOE OBOPYOBAHWE).

N3naHve ouumnanbHoe
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B HacTOfWem cTaHgapTe 3HayeHMe TepMMHAa «Jasep» BKIKOYaeT B cebs
CBETOANOAbI.

MpumeyaHnue 1- Ccobinka Ha onpegenerue 3.49 IEC 60825-1.

MpumedyaHue 2- JIASEPHbBIE N3OENNA ans faHHOTO Cnyyas OTHOCATCA K KaTeropuu
KNTIACC 1; IM; 2; 2M unn KNTACC 3R JTASEPHOE W3AENUME, cornacHo IEC 60825-1 un IEC
60601-1.

Ecnn  cofepxaHve pasfena  wavM  nogpasfena  OTHOCUTCA  TONbKO K
MEOVNUNHCKOMY 3/1IEKTPOOBOPYAOBAHNKO wm k MEANUMNHCKUM
QNNEKTPOCNCTEMAM, TO B HaMMeHOBaHWUM W COAEPXXaHMM pasfena  um
nogpasaena bGyaeT 3TO OTMe4eHo. B cnyuvae, Korga HeT 0CO6bIX yKasaHWiA, pas3aen
nnn nogpasgen npumMeHsetrca 1 kK MEOVUMNHCKOMY JQJIEKTPUYECKOMY
OBOPYOOBAHUIO n k MEANUNHCKNM STEKTPOCUCTEMAM.

ONMACHOCTW, COMpoBOXaroLine (hnsmnonornyeckme BO3AeNCTBUA
MEANUMNHCKOIoO 3NEKTPOOBOPYAOBAHMA wm  MEOVNUMHCKINX
OJNIEKTPOCUCTEM B pamKkax HacTOALero craHgapTa, He pernameHTupyroTeA

crneymanbHbiMK TpeboBaHusMM, KpoMe 7.2.13 1 8.4.1 obwero craHzapTa.
MpumevaHune - Cwm. Takxe 4.2 06LWero cTaHgapTa.

HacToswmin ctaHaapT MOXeT TakXKe OblTb MPUMMEHEH K XUPYPrMYECKOMY,
KOCMETMYECKOMY,  TepaneBTUYeCKOMY W ANArHOCTUYECKOMY  NasepHOMY
060py0BaHNIO, UCMOMb3YEMOMY AN NeYeHUs UAn obnervyeHns 60Me3HM, TpaBMbl
VAN MHBANINLHOCTMN.

201.1.2 O6beKT

3ameHa:

3aflaya HacTosllero craHgapta COCTOUT B TOM, 4TOObl YCTaHOBWUTH
cneymnanbHble OCHOBHYHO BE3OMNMACHOCTb " OCHOBHbIE
SKCMNYATAUNOHHBIE  Tpeb6oBaHMs  6e30MacHOCTU npu  pabote ¢
XUPYPrUYECKUM, KOCMETUYECKMM, TepaneBTUYeCKUM U AMarHOCTUYECKUM fla3epHbIM

06opyf0BaHMEM.

MpumeyaHune - JlasepHas knaccuukauma (1EC 60825-1) He [o/mKHA MepecekaTbes C
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anekTpuyeckoit knaccudpukaymein (IEC 60601-1).

201.1.3 CBd3aHHble cTaH4apThI

[ononHeHue:

HacToswmin cTaHAapT cCblNaeTca Ha CBA3aHHbIe CTaHAapTbl, MEPEYNC/IEHHbIe B
pasgene 2 o6lero crtaHAapTa v pasgenie 2 HacTosLWero craHaapTa.

CraHgapt IEC 60601-1-3 He npumeHseTcs.

201.1.4 CneymnanbHble CTaHAAPTbI

3ameHa:

B IEC 60601 psg crneuunanbHbIX CTaHLAPTOB MOTYT W3MEHSTb, 3aMEHATbH WU
yhansaTb TpeboBaHUSA, cofepKalineca B HaCTOAWEM CTaHAapTe U COOTBETCTBYHOLLME
0COBEHHOCTAM paccmaTtprBaemoro MEOVUMNHCKOIO
SNIEKTPOOBOPYAOBAHWA, wn wMoryt p[obasnate pnpyrve TpeboBaHuA K
OCHOBHOW BE3OMACHOCTW n OCHOBHBLIE 3KCMNYATALVOHHBIE
TPEBOBAHUNA.

TpeboBaHUS HACTOAWEro CcTaHgapTa WMeKT MpuopuTeT Hag 00Wum
CTaHZapToM.

Ona kpatkoctm IEC 60601-1 ynoMWHAeTCA B HACTOALLEM ChneuuasibHOM
cTaHAapTe Kak o6wmin ctaHaapT. Mpy CCbifike Ha CBSi3aHHble CTaHAAPThbl YKa3blBalOT
NX HOMep.

Hymepauus pasfenos v noApasfenioB HacToALero cTaHAapTa COOTBETCTBYeT
Hymepauuy 06LLero craHgapta WM NPUMEHAeMOro CBf3aHHOrO CTaHfapTa.
M3meHeHMs TeKcTa 06Lero ctaHaapTa onpegenieHbl ¢ MOMOLLbIO CNefyroLnX CNoB:

«3aMeHa» - pasfen wau noApasfen obuiero craHgapTa WAM MPUMEHAEMOro
CBA3aHHOrO cTaHjapTa MOMHOCTHIO 3aMEHEHbl TEKCTOM HACTOSLLero craHgapTa.

«JlornonHeHue» - TEeKCT HaCTOALero cTaHgapTa [AOMONHAeT TpeboBaHUsA
o6LLero craHgapTa Wiy NPYMeHAeMOro CBA3aHHOIo CTaHjapTa.

«/I3meHeHne» - pasgen wavM  nogpasfen obulero  craHgapTa  wm
NPYMeHAeMOro CBA3aHHONO CTaHZapTa WCnpas/ieHbl, COrlaCHO TEKCTY HacTOoALLero
cTaHgapTa.

Hywmepauus nojapasfenos WM PUCYHKOB, SBMAIOLLMECS AOMOMHUTENbHBIMU K

3
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oblemMy cTaHgapTy, HauuHaeTcd ¢ Homepa 101, [OMONHUTENIbHbIE MPUNOXKEHNA
0603HayeHbl 6ykBamun AA, BB 1 1.4., @ AONONHUTENbHbIE NEPEYUCNEHUs - ByKBamu
aa), bb), nur.a.

Mogpasgensl UM PUCYHKKU, ABNAIOLIMECS LOMNOMHUTENbHLIMU K CBA3aHHOMY
CTaHZapTy, HYMepylT, HauuMHasa ¢ 20X, rae «X» - HOMep CBA3AHHOro CcTaHgapTa,
Hanpumep 202 ana crtaHgaprta IEC 60601-1-2, 203 ana craHgapta 1EC 60601-1-3, n
T.0.

MOHATME  «HACTOAWMIA  CTaHAApT»  UCMONL3YHT, 4YTOOGbl  00BLEAUHUTH
TpeboBaHMA  06LWEro cTaHAapTa, MPUMEHSIEMbIX CBA3aHHbIX CTaHAApToB MU
HacTOoALLEero craHaapTa.

Mpn OTCYTCTBUM COOTBETCTBYIOLLErO pasfjenia Wan nofpasfgenia B HacTosALLeM
CTaHfjapTte pasgen wav nogpasfen obuwero craHgapta WaM  MPUMEHAEMOTO
CBSI3aHHOr0 CTaHAapTa NpUMeHseTca 6e3 M3MeHeHWI; ecnn YacTb O6LLEero ctaHgapTa
WA NPUMEHSEMOr0 CBA3aHHOr0 CTaHfapTta He [JOo/MKHa OblTb MpUMeHeHa, B
HacTosLLemM cTaHJapTe 3TO OroBapuBaeTcs.

B oTHoweHun JSTASEPHOWN PAOUVALMOHHOW 6e30MacHOCTU Na3epHOro
ob6opypnoBaHus npumeHsieTca cTaHpapT IEC 60825-1, 3a WCKIKOYEHWEM Clydaes,
Korga cOOTBeTCTBYIOLME TpeboBaHUA OnpefeneHbl, U3MEHEHbl WX UCMPaBNeHbl B
HacTosALEeM CcTaHdapTe.

Pasgenbl U nogpasdensl o6uiero ctaHgapta u ctaHgapta IEC 60825-1,
KOTOpble He OTHOCATCA K Jla3epHOMy 060pYyZOBaHUIO AN MeAWMLMHCKOro

NpUMeHeHus, He 0653aTelbHO 0603HaYaTb KakK «He NPUMEHUMbI».
201.2 HopmaTunBHbIE CCbINKN

MpumeHseTca pasgen 2 o6wero craHAapTa, UCKYasa cnefytollee:

JononHeHne:

IEC 60825-1:2007 Safety of laser products - Part 1. Equipment classification
and requirements (besonacHoCTb nasepHbiX u3genuii. Yactb 1 Knaccugukaums
obopyaoBaHua 1 TpeboBaHus)

IEC 60947-3 Low-voltage switchgear and controlgear - Part 3: Switches,
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disconnectors, switch-disconnectors and fuse-combination units (Hu3koBo/fbTHasA
annapaTtypa KoMmyTauuun u ynpasneHus. Yactb 3. MNepekntoyatenu, pasbeguHUTeNu,
BbIK/KOUATENN - PasbefUHUTENN W BNOKM NpefoXpaHuTeneid)

IEC 61010-1 Safety requirements for electrical equipment for measurement,
control, and laboratory use - Part 1 General requirements (HOpMbl TeXHUKK
6e3onacHOCTM [f  37eKTPO060pYyfOBaHNA AN U3MepPeHWs, YMpaBneHus U

nabopartopHoro npumMeHeHuns. Yacto 1 O6wume TpeboBaHMA)
201.3 TepMuHbI 1 oNpefeneHns

B HacTofiLLemM cTaHAapTe NPUMEHeHbI TEPMUHBI 1 ONpPeAeneHuns, NpuBeLeHHbIe
B ctaHgapTe IEC 60601-1:2005, 33 UCK/IHOYEHMEM:

JononHeHue:

201.3.101 MPEAENbHO [OMNYCTUMbIA  YPOBEHb  (MAY):
MPEAE/IbHO AONYCTVMbIV YPOBEHb (MAY) ans nasepos KJTACCA 1M, 2,
2M, 3R, unn 3B (cMm. 3.3 ntabnuupl 4 - 9 n3 IEC 60825-1)

201.3.102 Ny4Y HABEOEHWA: TMy4ok nyyeil ONTMYECKOro AmanasoHa,
cospgarowinii sugnumoe MATHO PACCEAHWA, npeaHasHayeHHOe Ans MHAMKALUK
0XXMAaemMoi TpaekTopum pacnpocTtpaHeHuss PABOYEIO JIYYA.

201.3.103 W3NYYEHME HABEOEHWA: Tlyyok ny4yeii ONTUYECKOrO
AnanasoHa, cospatowmii suaumoe NMATHO PACCEAHWA, npegHasHavyeHHOe Ans
VHAMKaLUM 0XXnaaeMoi Tpaektopumn pacnpoctpaHeHns PABOYEIO U3NYUYEHUA.

201.3.104 NA3EP HABEAEHWA: NA3EP, w3nyvaowmii  JyYy
HABEAEHNA.

201.3.105  AIEPTYPA: BbixogHoe  0TBepcTue MEPEAROLLEN
OMNTUYECKOW CUCTEMBbI (cm. 3.8 IEC 60825-1).

201.3.106 TEPEOAKOLWLAA OMTUYECKAA CUCTEMA: Ontuyeckas
cuctema, Kotopad Hanpasnset JIASEPHOE W3NYYEHWE o1 wuctouyHuka [0
PABOUEWN OB/IACTW.
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201.3.107 KNACC 1, 1M, 2, 2M, 3R, 3B v 4 nasepHbIX W3genuii:
NasepHoe obopypgoBaHue, BkNoyvaa JIA3EP, cornacHo onpegeneHunto B 3.41 1 3.18 -
3.23 IEC 60825-1.

201.3.108 YCTPOWCTBO OKCTPEHHOIO BbIK/TKOYEHIWA
NA3EPA: YcTpoiicTBO, NpBOAUMOE B [AECTBME PYKOW WM HOFOI, MO3BONAOLLEe
otknountb TJASEPHOE N3NYYEHWME B cnyyae BO3HMKHOBEHUSI OMACHOCTH.

201.3.109 MEPEK/TKOYATE/Ib YIMNPABJIEHUA JNNA3EPHbIM
N3NYYEHWNEM: YcTpoicTBo, NpuMBOAMMOE B [AEACTBME PYKOA WA  HOrONA,
no3songoLee OCYLLEeCTBUTb  BK/NOYeHMEe wnm  oTknoveHne PABOYEIO
MN3NYUYEHWNA, Beixogsawero yepes AMNEPTYPY.

201.3.110 MHOANKATOP JTASEPHOIO U3NYYEHWA: Bugmmblii n/vmm
3BYKOBOW CWrHas, KOTOpbIA yKa3sbiBaeT, yto PABOYEE W3TYYEHWE npoxogut
yepes AMNEPTYPY.

Mpumeyanune - WHONKATOP NA3EPHOIO W3NYYUYEHWA oTtnanuaetca ot
npegynpexgenns o JJASEPHOM PAOVMALUMNOHHOM U3NYUYEHUIN, TpeboBaHns K KOTOPOMY
onpegeneHsl B 4.7 1EC 60825-1.

201.3.111 SHEPI A NA3EPA: OMTUYECKAA 3SHEPTMNA PABOYEIO
N3NYYEHWNA, nonagatowwas Ha PABOYYHO OBJTACTb (cm. 3.70 IEC 60825-1).

201.3.112 OBCNIY>XUBAIOWWNA JIASEP OMEPATOP: Yenosek,
KOTOpbIV o6cnyxueaeT nasepHoe ob6opypnoBaHue. 0606LeHHO,
OBCNYXWVBAILWMNA JIA3EP OMEPATOP KOHTpPOAMpYeT pacnpocTpaHeHue
nasepHoro usnyyenns B PABOUYYIO OBMTACTb. OBCNYXWVBAIOLWLINIA NA3EP
OMEPATOP moXeT Ha3HauuTb APYroro yenoseka (Ntofei) ans nomouim B Bblbope
n/vnn ycTaHOBKe NapamMeTpoB.

Ccbinika Ha onpegenedue 3.73 IEC 60601-1.

MpumMmeyaHue - Tpe6oBaHMs ~ 6€30MacHOCTM B HACTOALIEM  CTaHgapTe

pacnpocTPaHsOTCS Ha BCeX /I0fel, KOTopble MOTYT 0Ka3aTbCsl B 30He fieliCTBMSA nasepa.
201.3.113 BbIXOAHAA MOLWHOCTb JTA3EPA: 3HauyeHWe BbIXOAHOWA
MOLHOCTH, |/|3nyl4aeM017| la3epom.

201.3.114 MOLWHOCTb JIA3EPA: MOLWHOCTb JIABEPHOIO
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N3NYYEHWA, nagatowad Ha PABOYYHO OBJTACTD, cm. 3.72 IEC 60825-1.
201.3.115 WVHAOMNKATOP TOTOBHOCTW JIA3EPA: BusyanbHoe
yBeAOMNEHNe, YKasblBaloLlee, YTO /a3epHOe 060pyJOBaHWE HaxoguTcs B
COCTOAHNN TOTOBHOCTW, un 3agaya KOTOPOro COCTOMT B TOM, U4TOObI
OMNOBECTUTb NIOAEN, HAXOAALMNXCH B 30HE /IA3EPHOI0 WM3MTyYeHUs, 0 HeO6X0ANMOCTH
NMPUHATL Mepbl NMPEeAOCTOPOXHOCTK MpoTuB onacHoro JTIASEPHOIO U3NYYEHUA
cornacHo  COMPOBOAUNTE/bHbIM  OOKYMEHTAM  (pykoBOACTBY O
akcnnayataymm, cm. 201.7.9).
201.3.116 3AWUTHbLIA ®UNbTP ONMEPATOPA: CbeMHbIl  1am
(hMKCUPOBaHHbIA (PUAbTP, KOTOPLIA He MponyckaeT um3nydveHue ceepx MMAY Ha
OMEPATOPA J1A3EPA wunn ppyrux nw[ein, OKasaBLUMXCS B 30He [elCTBUA

Na3epHOro U3ny4veHus.
MpumeuvaHue - Ona onpegenenus MAY cm. 3.56 IEC 60825-1.

201.3.117 3ATBOP: ONEeKTPOHHbIE, ONTUKO-3/IEKTPOHHbIE n/ivnn
MexaHU4yeckmne YCTpPOWCTBa, KOTOpble MO3BOMAKT WM MPEnsaTCTBYIOT BbIXOAY
NA3EPHOIO N3NYYEHWA n3 ATIEPTYPbI.

201.3.118 PEXXNMbl OXWAOAHMNE/TOTOBHOCTbL: Pexumbl paboThbl,
Korfa MoAK/YeHbl NUTaHWe OT CeTW U YCTPOWCTBO TpaHcnopTupoBku PABOYEIO
N3NYYEHNA. Pexum OXMNAAHWNA o3HauvaeT, 4TO nasep He CNocobeH K nogadye
PABOYEro WM3NYYEHUA B MEPEJAKOLWYHO OMNTUYECKYHO CUCTEMY,
AaXe ecnnm BKIKYEHO YCTPOCTBO BKAKOYeHWUs nasepa. Pexum FOTOBHOCTb
COXpaHseT nasepHoe 06OpyAOBaHWEe B COCTOSIHAM, MpW KOTOPOM OHO CMNOCOGHO
nogate  PABOYEE W3NYUEHWME 8 TMEPEJAOWYHO OMNTUYECKYIO
CUCTEMY npu BKAKOYEHUN YCTPOCTBA BK/KOYEHMS Nasepa.

201.3.119 WHAMKATOPHOE YCTPOWMCTBO HABEJEHUA C
MWLLUEHBKO: YcTpolicTBO HaBefeHMsi, KOTOpOe onpegenser no3vuuio, rae
PABOYEE W3/TYUEHWE pocturaetr CBOKO XUPYPTrUYECKYH), KOCMETUYeCKylto,
TepaneBTUYECKYIO UM ANArHOCTUYECKYIO Liefb.

201.3.120 PABOYAA OBJIACTb: 3oHa, KoTopas o6nyyaetca PABOYNM
N3NYYEHNEM.
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201.3.121 PABOYEE W3NYYEHWE: JIASEPHOE W3NYYEHWE,

o6ecnetm3arou4ee OOCTMOXKEHNE XNPYPTNYECKNX, KOCMETUYECKNX, TEPANEBTUYECKUX

NN guarHoctmyeckux uenei (kpome JIYYA HABEALEHWA).
201.4 O6wme TpeboBaHMSA
MpumeHsOT pasaen 4 obuiero craHgapTa.

2015 O6uwme TpeboBaHMa ana  wucnbltTaHun MEOVMUMHCKOIO
QJIEKTPOOBOPYJOBAHINA

MpuMeHsOT pasaen 5 o6luero craHgapTa.

201.6 Knaccngmkaumna MEANLMNHCKOIO
QJIEKTPOOBOPYJOBAHUA n MEAVNUMNHCKINX
SNIEKTPOCUNCTEM

MpuMeHAOT pa3gen 6 obwero craHgapTa.
201.7 NaeHTnunkaums 06opyaoBaHus, MapKMpPoBKa U JOKYMEHTbI

MpuMeHsoT pasgen 7 06LLero ctaHAapTa, KpoOMe CNefytoLnux cnyyaes:

201.7.2 MapkupoBka Ha BHELIHMX TMMOBEPXHOCTAX MeAULMHCKOro

3/1eKTP0060PYA0BAHMSA UM HA YacTAX MeAMLMHCKOIO 3/1eKTP0o060py0BaHmMsA

[ononHeHue:

201.7.2.101 [JononHnTenbHbIe pa3fesibl:

Cwm. pasgen 5 IEC 60825-1.

a) OcHoBHOe

Ha nasepHoe 060pyaoBaHMe [A0/MKHa ObiTb HaHeceHa MapKMpoBKa B
cooteetcTBuM ¢ 5.5, 5.6, 5.8, 5.9, 5.10, 511 IEC 60825-1.

b) * Mapkuposka AMEPTYPbI

BbixogHasa ATMNEPTYPA nasepHoro obopyfoBaHus [OMXHA MapKupoBaTbCs
3HAKOM, PacroioXeHHbIM MaKCcUManbHO 61M3Ko K Kaxpon ATMEPTYPE nasepa.
MapKupoBka [A0/MKHa OblTb aHanoOrMyHoi CcuUMBOMY 0603HAYeHWs Nla3epHON
onacHocTu, Kak onpegeneHo IEC 60825-1, npu 3aToM pa3mep M306paXKeHUs MOXKET

OblTb OTKOPPEKTMPOBAH. Ha PYKOATKM W opraHbl YnpaBneHUs 3T TpeboBaHWS He
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pacnpocTpaHalTca. B aToM cnyyae, MapkupoBKa AO/MKHA ObiTb NpPUKpensieHa Ha
BULHOM MecTe:

- YKasaHue, 4to BbiXxogHaa AIlIEPTYPA nasepa HaxoguTcAa Ha KOHLUe
BOJIOKHA/BbIXOAHOI0 YCTPOCTBa, UK

- 0603HayeHmne cornacHo Tabnuue D.1, Homep 113.

MpumeyaHne - Tpebyemasd WHPopmauus MOXeT OblTb KOMOMHMpPOBaHa B OfHY
MapKnpoBKYy, ec/in MECTO, Ha KOTOPYH OHa A0/KHa OblTb HAHECEHA, MO3BO/IAET 3TO caenatb.

201.7.9 ConpoBognTtesibHble LJOKYMEHTbI

201.7.9.1 O6wme cBegeHNs

JononHeHne:

COMPOBOANTENMbHBIE AOKYMEHTbI fomkHbl cofjepXaTb YeTKue
yKasaHus No  Hafnexaller akcnsiyataumm 060py[oBaHMS, BK/KYas — Mepbl
NpeaoCTOPOXKHOCTY OT BO3AeincTauna onacHoro JIASEPHOIO U3NYYEHNA.

201.7.9.2 PyKOoBOACTBO MO 3Kcnayataunm

201.7.9.2.13 TexHu4eckKoe ob6cny>xmBaHue

[ononHeHune:

PYKOBOACTBO MO TEXHWYECKOMY OOCMY>XWBAHWIO [LO/HKHO BK/O4YaTb B CebA
npeaynpeXxgeHns 1M Mepbl  NPeAOCTOPOXHOCTK,  MO3BONSIOWME  M36exaTb
BO3[eiCTBMA OMaCcHOr0 N1a3epHOro U3NyyYeHus.

201.7.9.2.101 MHdopmaymsa 06 0cobeHHOCTAX fasepa AN 0TBETCTBEHHOWN
opraHusauun n gna ONEPATOPA JTASEPA

PYyKOBOACTBO MO 3KCMyaTauun 4OMKHO BK/IOYaTb B cebs:

- MH(opMauuo 0 AOMYCTUMOM MWUHUMASbHOM 6€30MacHOM pacCTOAHWUW A1
rna3 npu paboTe C nasepHbIM  o6opygoBaHuem npu  HOPMAJIbHOW
SKCIMNYATALUUU c COOTBETCTBYHOLLUM BCIMOMOIATE/IbHbIM
OBOPYOBAHUVEM;

- BblpaKeHHble B eauHuuax CU  PACXOAMMOCTb W3NYYEHNA,
ONNTENNIBHOCTb VMMYNbCA, wmakcumansHyto BbIXOAHYHO MOLWHOCTb
NTA3EPA, c ykKasaHMeM 3Ha4yeHMs CYMMapHOM HeonpeaeneHHOCTW pesynbTarta

N3MEPEHNA WU OXNAAEMOTO YBEINYEHUA WN3MEPEHHbLIX 3HAYeHWI BENUYMH MOC/e

9
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N3roToBNEHWA, [,06aBNEHHOTO K 3HAYEHMAM, U3MEPEHHBLIM BO BPEMSA U3rOTOB/IEHUS;

- YeTKoe BocCrpoussegeHve (C [LOMONHUTENbHbIM OKpallnMBaHUEM) BCEX
Heob6xoaumbIX  MapkmpoBok JIASEPA n npeaynpexieHwuii 06 OMAaCHOCTH,
HaHeCeHHbIX Ha nasepHoe 060pyLoBaHueE;

- MH(OPMALMIO U PYKOBOACTBO AN PerynsipHoii Kannbposku BbIXOAHOW
MOLWHOCTW JTA3EPA B cootBerctBuM c 201.12.1 HacTosWwero craHgapTa.
VH(opMaLumsa fomkKHa cofepyXaTb cneynpukaymio n3smepuTesibHOro 060pyLoBaHms u
NepuoLNYHOCTb KaNIMBpOBKY 1 pa3bACHeHUA TpeboBaHWA OTHOCUTENIbHO pPerynspHoim
Kannbposku MOLLHOCTW NA3EPA;

- yeTKoe 0603HaYeHne Bcex MmectononoxeHnin AMEPTYPbI nasepa;

- nepeyeHb OMepaunii perysvpoBKW, HCTUPOBKM U MNOPALOK paboTbl U
TeXHUYeckoro o6cnyxusanus OTBETCTBEHHOW OPTAHU3ALMEW, skodas
npegynpexgeHue «MpefocTepexeHne - Mcnosib3oBaHWe PerynimpoBoK, HOCTUPOBOK
NN nposefeHne paboT, KpoMe OrnpefeNieHHbIX HacTOAWMM PYKOBOACTBOM, MOXET

MPMBECTU K 06/TYUYEHNIO OMACHBIM U3/TyUYEHUEM;

- onucaune TMEPEOAIOWEN OMTUUYECKOM CUCTEMbI, Bkouas
xapakTepucTukm BbIXOAHOWM MOLLHOCTW NIA3EPA;
- NpvMeYaHue, npefynpexgjarollee, 4To nasepHoe 060pyAOBaHWE [O0/MHKHO

ObITb 3aluueHo  oT  HeCaHKUMOHUPOBaHHOIO NCcnonb30BaHNA, Hanpumep,

yhaneHnem Karo4ya U3 BbIK/TKOYaTEeNA,

- TEXHUYECKune Tpe6OBaHVIF| K cpeacteam AnAa 3allnTbl rnas.

MpumeyaHue - Cwm. 8.4.5.2 u3 [1] be3onacHOCTb NasepHbIX u3genuii ~ Yactb 14

PYKOBOACTBO MO IKCMyaTaLuu;

- TexHWYeckue TpeGOBaHWUS, OTHOCSLUMECS K BO3HMKHOBEHWIO MCMapeHuid u
3a/lbIMIEHNS, BK/OYas NpefocTepexeHue: «pegoctepexxkeHne - McnapeHus v abim,
MPOW3BOAMMbIE 1A3ePOM MOTYT COAEPXKaTb XU3HECNOCO6HbIE BUOTKAHMW»;

- MH(OPMALMI0 O TMOTEHLUMaNbHbIX OMACHOCTSAX, BO3HMKAWOLWMWX B Clydyae
CUMbHOTO Mepernéa WAM  HEeMmpaBWU/IbHOTO  KPEMJeHUst  BOMIOKOHHO  OMTWKM,

npeagynpexaeHne o ToOM, YTO HEBbLIMNOJIHEHNE pekomer,au,MVl N3roToOBUTENA MOXET
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NPUBECTU K MOBPEXAEHWIO BONokHa wmm MEPEAJAKOWEN ONTUUYECKOW
CUCTEMBbI n/vwnn npuunHeHns speaa naumeHty nnn ONMEPATOPY NTA3EPA;

- MosAcHeHue, Hanpumep; «llockonbky JIYY HABEAEHWA npoxoanT yepes
Ty xe TEPEJAKOWYKO OMNTUYECKYKO CUCTEMY, uto u PABOYEE
M3NYYEHWNE, To 23T0 o6ecneynMBaeT  XopolwinMe  pe3ynbTaTbl  MPOBEPKM
paGoTocnoco6HocTM MEPEAAIOLWEN OMNTUYECKOWM CUCTEMbI. Ecnm 1YY
HABEJEHWA otcyTcTByeT Ha Bbixoge [MEPEJAIOWEN OMNTUUYECKON
CNCTEMDbI, ero MHTEHCMBHOCTb CHWXEHa WAM OH BbITNALUT pPacCesiHHbIM, 3TO
o3Havaet, yuto MEPEOJAKOWAA OMTUUECKAA CUCTEMA nospexpaeHa wan
paboTaeT B HELUTATHOM PEXMMEY;

- npegynpexaeHve, Hanpumep: «OMacHOCTb BO3ropaHWs W/wunu B3pbiBa
cyuiectsyer, korga BbIXOAHAA MOLWHOCTb JIA3EPA wucnonb3yetca B
MPUCYTCTBMM OFHEOMNaCHbIX MaTepuasoB, pacTBOPOB WM Fa30B, WM B Cpeje,
o6oralleHHoOn  Kucnopogom».  BbiCOKMe  TemnepaTypbl, BO3HMKalOWMe  Mpw
HOPMA/TbHOW SKCIMNYATAUNN  nasepHoro  obopypoBaHus, MOTyT
BOCMMAMEHNTb HEKOTOpble MaTepuanbl, Hanpumep, BaTy, KOrga npouCXoauT
HaCblILLEHNE KMUCNOPOAOM. PacTBoputensiM Knelikux BeLLecTB (Hanpumep, NnacTbips)
1 BOCMJIaMEHSOLMMCS pacTBOpaM, MCMOMb3yeMbIM A8 OYUCTKA U Ae3uMHGEeKLUN,
HY)KHO [aTb WCNapuTbC  Mepef MPYMEHEHWEM Nla3epHOro  060pyA0BaHUS.
Heo6x04MMO yuMTbiBaTb OMACHOCTU BOCM/JIAMEHEHUS 3HAOTEHHbIX (BO3HMKAKOLLMX

BHYTPU OpraHv3ma) rasos.

201.8 3awmTa oT 3NEKTPUYECKOIA OMACHOCTMW,
nponssogumoii MEANUMNHCKWM 3NTEKTPOOBOPYOBAHVEM

MpUMeHSAIOT pa3aen 8 o6Lero cTaHgapTa, UCKMYas cneaytoLee:

201.8.5 PasbeiMHeHMe COCTaBHbIX YacTei

lMonpasKa:

Ecnn nasep, npousseaeHHblit KO (rpmoit - M3rotoBuTeneM KOMMIEKTHOMO
obopypoBaHuA)  W/MAM  UCTOMHUK MUTaHWA nasepa, npoussedeHHbln VKO,
00beiHEHbl B Na3epHOe W3AeNne U OHO COOTBETCTBYET TpeGoBaHMAM cTaHAapTa
IEC 61010-1, TO K M30enui0 He NPUMEHSOT TpebosaHma IEC 60601-1. 370
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OTHOCUTCA K CpefCcTBaM 3aliuTbl onepartopa U K TpeboBaHUAM nogpasgenos 8.6, 8.8
n 8.9.

201.8.7 ToKM yTeukn n gonycTumble BCNOMOraTesibHble TOKU

MpUMeHAIOT AaHHbI nogpasgen obLwero cTaHAapTa, CKIKYas cnegytollee:

201.8.7.3 * ¥YcTaHOB/IEHHbIe 3HA4YeHUU

JononHeHune:

NaszepHoe  o6GopypoBaHWe  paccmaTpumsatoT  kak  CTALMOHAPHOE
obopygoBaHue ecnu:

- OHO coeanHeHo ¢ CETbKO MNTAHWNA nocpeacteom PA3BEMA, KoTopblii
MEXaHNYeCKM 3aLiMLLeH MPOTMB HenpeLHAaMEPEHHOr0 OTCOeANHEHNS,

-ABYXXXWNbHbIW LUHYP sBnseTcs HepasbeMHbIM, U

- Mowasb rnonepeyHoro cevyeHms megHbiX nNposBogHMKOB ABYXOXKNTbHOIO
LLIHYPA He meHee 2,5 MM2.

201.8.10 KOMMOHEHTbI M CXema COeJMHEHWNIA

MpUMEHSAIOT AaHHbIV nogpasgen obLero cTtaHAapTa, UCK/IYas cnegytoLlee:

201.8.10.4 BbIHOCHble yCTpolicTBa YynpaBneHWS PyKOW WM HOrom
onepaTopa, NoAK/oYaeMble Kabenem

[ononHeHune:

201.8.10.4.101 Tepansb

Niobas nefanb ynpasneHUs NnasepHbIM U3TyYEHUEM [O/MKHA ObiTb 3alymileHa
KOXYXOM, 4YTO6bl NpefoTBPaTUTh HenpefHaMepPeHHOe BK/OYeHWe. Ycunve, KoTopoe
Heo6X0AUMO MPUNOXWUTbL [ANA cpabaTbiBaHWA MNepeknoyaTens, LOMKHO OblTb He
meHee 10 H. ¥Ycunue, NnpunoXXeHHoe K paboyeil NoBepxXHOCTM Neaany nnowaasto 625
MM2, He JO/IKHO npesbiwaTe 50 H.

CooTBeTCTBWE NPOBEPSAETCA N3MEPEHNEM YCUNUS.

201.8.11 OCHOBHbIe 4aCTW, KOMIMOHEHTbLI N pa3MeLLleHue

JlononHeHue:

201.8.11.101 Wcnonb3oBaHMe BOAbl ANA OX/1aXKAeHNSA

B SJ/IEKTPOOBOPYAOBAHUNW KJ/TACCA 1, rge ucnonb3yetcs BOAAHOE

OXNaX[AeHne U rae Bofga NPUHMMAET Ha Cebs OCHOBHYIO TEPMOU3ONALMOHHYHO PO/ib
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OCHOBHbIX 4acTeil, yAenbHas 31eKTPOMpPOBOAHOCTb BOAbI [LO/MKHA ObiTb TaKOW,
ytobbl 3HavyeHMs TOKA YTEYKWM HA 3EMNIO, Tpebyemble B 201.8.7.3, He
npeBbilany 3HaveHnii npu HOPMAJIbHOW 3KCIMIYATALMUW. W3rotosuTens
LOMKEH  MNpPefocTaBUTb  MH(OPMaLMO 0  MEPUOAMYHOCTU  TEXHUYECKOro
06CNYXMNBaHNS 1 METOAAX N3MEPEHNS.

CooTBeTCTBME npoeepAaeTCA KOHTPOIEM N USMEPEHUEM.

201.9 3awmnTa oT MEXAHUNYECKWMX BO3AENCTBU
MEOVNUVMHCKOIo 3JIEKTPOOBOPYAOBAHVNA wn MEOVNUUMHCKUMX
SNEKTPOCUCTEM

MpumMeHAOT pa3gen 9 obwero craHgapTa.
201.10 3awmTa OT HexenaTe/bHON 1 M3ObITOYHOWN Ta3epPHOM 0MNacHOCTH

MpumeHstoT pasgen 10 obwero craHgapTa, UCKOYas cregytoLuee:
201.10.4 Jasepbl 1 cBeTOAMOAbI
[ononHeHue:

MpumeuyaHne - B KOHTEKCTE HACTOSILLEr0 CTaHAapTa Mof «CBETOBbLIM» U3MyUYeHUEM

MOHMMAIOT ONTUYECKOE n3nyyeHune cornacHo IEC 60825-1.

Ona 3awmtel MALUVMEHTA, ONMEPATOPA, OMNMEPATOPA JTA3EPA un gpyrunx
MpMCYTCTBYIOWNX JNOAeN, NasepHoe 060pyAOBaHME [O/DKHO COOTBETCTBOBATH
cnefyrowmnMm TpeboBaHMAM:

a) BJIOKMPOBKA (4.4 no IEC 60825-1):

[laHHoe TpeboBaHMe He OTHOCUTCA K NEePEeHOCHOMY MeLULVHCKOMY fla3epHOMY
060py10BaHNIO C NUTaHWEM OT GaTapeek.

b) BkoyeHue knoyoM-BbikItoyaTenem (4.6 no IEC 60825-1).

¢) Ha6bnwopatensHas ontuka (4.10 no IEC 60825-1).

[lononHMTEeNbHO NasepHoe 060pyAOBaHME LOMKHO BK/IOYATh B CeOs:

d) WHankaTop roTOBHOCTM flasepa

NaszepHoe o6opyaoBaHME [AOMKHO cogepxaTb BusyanbHblii MHAWKATOP
FTOTOBHOCTW NA3EPA, KoTopblii Ao/mKeH 6bITb MOACBEYEH, KOrja aMuccus
PABOYEIO MN3/TYYEHWNSA GyaeT BO3MOXHA MpW BK/OYEHUWN K/tO4ya Yrpas/ieHus,
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4TO6bI NPUHSATL COOTBETCTBYHOLLME MEPLI NPEJOCTOPOXHOCTH.

e) VIHAVKaTOpbl Na3epHOro M3nyyeHus

B pononHeHne k NHAOWMKATOPY TOTOBHOCTW J1IA3EPA nasepHoe
obopyfoBaHMe [LO/MKHO ObiTb OCHALWLEHO BW3yallbHbIM W 3BYKOBbIM CUTHanamu,
KOTOPbIE YETKO YKa3blBaloT, 4To ypoBeHb JIASEPHOIO U3NYYEHWA npesbiwaet
nay pna KNACCA 3R. NHOAMKATOPBI JTABEPHOIO MN3NYYEHWNA pomkHbI
ObITb CMPOEKTMPOBaHbI cornacHo 4.7 IEC 60825-1.

NWHONKATOP TOTOBHOCTW /A3EPA u BusyanbHbin VHAWNKATOP
NA3EPHOIO N3NYYEHWA pomkHbl 6bITb BUAMMBIMY Yepes fla3epHble 3alUTHbIe
OYKM, KOTOPbIE MPUMEHSET NepcoHa, HaxoAALWMIACA B 30He paboTbl nasepa.

OovH n3s NMHONKATOPOB NA3EPHOIO N3NTYUEHWUSA pomkeH 6bITb YETKO
BUAMM WM CAbILWM NIO4AM B 30He ONEepaTWBHOIO YynpaBneHus uau BO6ANU3M
ATEPTYPbl NA3EPA, TpeboBaHue oTganeHns Ha 2 M, yKasaHHoe B 4.7.3 IEC
60825-1 HenpuMeHMMO.

MpumeyaHne 1 - TIOCKOMbKY HacTOAWMA CTaHAAPT COAEPXWUT TpeboBaHMs K
MHAOAMKATOPY rotoBHocTn nasepa u gsym VHAMKATOPAM NA3EPHOIO MN3NYYEHNA,
Tpe6oBaHnsa kK BESOMACHOCTW MPU ABAPUW unn n3bbiTouHble TpeboBaHmus 4.7.2 1EC 60825-
1 He npruMeHsAOTCA.

MpumeyaHune 2 - JIYUYN HABEAEHWA He KOHTponMpytoTCAd  CBETOBbLIMU
NHONKaTopamMmu.

0 *YCTPOMCTBO HABEJEHWS (cm. 201.15.101)

Ecom  YCTPOMCTBO HABEAEHWS BbinonHeHo B  Buge JIYUA
HABEAEHWA wnu ocnabneHHoro paboyero nsny4veHus, 10 YPOBEHb WU3YUYEHUS He
fomkeH npesbiwate MAY and KTACCA 3R co crefyowmm UCKIKOYEeHNEM:

[ns  otTanbmonornueckoro YCTPOWCTBA HABEAEHWA  ypoBeHb
N3NYYEHNA HABELOEHWA He fo/mkeH npesblillaTs COOTBETCTBYIOLLEr0 3HAYEHUA
nAay ans KNACCA 2 6e3 npegHamepeHHoro gelicteus OMEPATOPA JTA3EPA.

g) Pexum OXUOAAHNE/TOTOBHOCTb

NasepHoe  o6opygoBaHMe  AOMKHO  ObITb  OCHALLEHO  YCTPOWCTBOM

nepekntoyeHns coctosiHnii OXXNAAHME/TOTOBHOCTbL. 310 YCTPOWCTBO A0MKHO
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ob6ecneynsatb OTK/IKOUEHWE PABOUETI O N3NTYYEHINA.

MepeknioyeHne wn3 pexuma OXWMAOAAHWE B pexum FTOTOBHOCTLH He
LO/MKHO  6biTb  BO3MOXHbBIM ~ MPU  BKIKOYEHHOM  COCTOSIHUM  BblK/OYaTens
NA3EPHOIO N3NTYUYEHWNA.

h) KOPMYCA.

MpumeHsaTCa cneaytolne TpebosaHns 1EC 60825-1:

- 4.2.1 3alNTHbIA KOXYX - 06Lme TpeboBaHus;

- 4.2.2 3alNTHbIA KOXYX - 06CNYy>XNBaHUeE;

- 4.3 NHOKN U1 3alMUTHbIE 6/TOKUPOBKMN.

CooTBeTCTBYME NPOBEPSAETCSH OCMOTPOM.

MpumMeyaHne - BbIKOYeHWe w3nyyveHus cornacHo 4.8 IEC 60825-1 3ameHseTca
TpeboBaHUAMU Hanuums yctpoinctea OXXKUAAHUWE/TOTOBHOCTbD.

201.11 3awmTa oT neperpesa v npounx ONMACHOCTEN

MpumMeHAOT pasgen 11 obuiero crtaHgapTa, UCKOYas cnedyroLlee:

201.11.8 OG6pblB  3nekTponuTaHua  kabenen MEANUMNHCKOIO
SNIEKTPOOBOPYAOBAHNA

JononHeHue:

201.11.8.101 TlpepbiBaHue U3NyYeHNA

NaszepHoe  o6opyaoBaHne K/ACCA 4  [onXHO  ObiTb  CHabXeHo
BO3MOXXHOCTbIO PY4YHOro nepesanycka ans sknoyveHna JJASEPHOIO U3NTYYEHUA
nocne BbIKNOYEHWS, BbI3BaHHOTO, Hanpumep, cpabaTbiBaHMEM AWUCTaHLMOHHOM
610KMpoBKK nnn oTkNtodeHnem HAMPAXEHNA MATAHNA.

MpumeuyaHune - PydHoii Nepesanyck MOXET OCYLLECTBASTLCSA YAANeHMEM HOMM C Nefanm

N NOMELLEHNEM €€ Ha NMepeKnYaTesib CHOBa.
201.12 TOYHOCTM KOHTPO/S, NPUGOPOB M 3alMTa OT OMacHbIX BbIGPOCOB

MpumMeHsOT pasgen 12 obuwiero craHgapTa, UCKOYas crefytollee:
201.12.1 TOYHOCTM KOHTPONSA NpubopoB

JononHeHwne:
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201.12.1.101 NHAMKaunA BbIXOAHOW MOLLLHOCTK nasepa:

NazepHoe o6opyfoBaHMEe [LO/MKHO BK/IKOYaTb B cebf CpeAcTBa MHAMKaLMM
TEKYLLEro YpoBHS BbIX04HOW MowHocTn PABOYEIO U3NTYYEHNSA.

MHAMKaumsa gonxHa 6biTb BbipaxXeHa B eaguHuuax CU.

®daktnyeckas BbIXOOHAA MOLWHOCTb JIA3EPA, wu3mepeHHad B
PABEOYEI OBJIACTW, He A0MKHa OTKNOHATLCA OT 3aJaHHOT0 3HayeHus 6onee yem
Ha £ 20 %. Ecnm nasepHoe obopyfoBaHue O0TKasM6poBaHO B BaTTax WM BK/IOYAET B
cebsi ynpaBnsemyto TaiiMepom cuctemy akcnonuposaHus, SHEPTUNA JTA3EPA He
[0/MKHA OTKNOHATHLCA OT 3afjaHHOr0 3HavyeHUs 6onee YeM Ha = 20 %.

Hactoswmin nogpasaen He npumeHsetcs, ecnm BbIXOQHAA MOLWHOCTD
NA3EPA ycTaHOBNEHAa M rapaHTMpOBaHa N3roToBUTENEM U He perynupyetcs. B stom
cnyyae, (UKCUpPOBaHHOE 3HauyeHne BbIXOAHOWM MOLWHOCTW JIA3EPA [0mKHO
6bITb onpeaeneHo (yKasaHOo) B MapkKupoBKe. MeprognyecKkmnii KOHTPO/b BbIXOAHOM
MOLLHOCTX B 3TOM C/lyyae OCYLLEeCTB/SETCA C MNEepUOAUYHOCTbIO, OMpefesieHHOoM
PYKOBOACTBOM MO 3KCMayaTauuu.

COoOTBETCTBME NPOBEPAETCA OCMOTPOM U U3MEPEHUSMU.

201.12.4 3awmTa OT onacHbIX BbIGPOCOB

MpUMEHSAIOT AaHHbIA Noapasfen o6wero craHgapTa, UCKNYas cneaytoLuee:

201.12.4.2 "HanKaumsa napameTpoB, OTHOCALMNXCSA K 6e30MacHOCTU

[ononHeHue:

0O603Ha4yeHHas BbIXOAHAA MOLWHOCTb JTIA3EPA, n3nyyaemas nasepHbIM
o6opy0BaHMEM, He [O/MDKHA OTK/MOHATLCA OT  3HAyYeHWs npeABapuUTeNbHOM
yCTaHOBKM 6osiee yeM Ha + 20 %. VI3MepeHHOe 3/eKTPUYECKOoe WM ONTUYECKOoe
3HaYeHMe, KOTOpPOe HenocpefCcTBEHHO cBA3aHO ¢ BbIXOAHOW MOLLHOCTbLIO
NA3EPA [0/MKHO KOHTPOMMPOBATLCA BO Bpems 3kcnyataumu. KoHTposb crefyet
OCYLLECTBNATbL C WHTEpPBasaMyM MEHbLUUMW, YeM [AOMYCK BpPeMeHM OTKasa (CM.
npunoxenme AA, o06bacHeHne K 201.12.4.4).

TunoBble peLUeHuns:

- 3aMKHYyTas CUCTEMa,;

- Pa3OMKHyTad cuctema C BUANMbIM n/Mnn CcnbilWMMbIM npegynpexgeHnem o
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MPEBbLILLEHNN LOMYCKAEMOr0 3HAYEHNSI.

[MpoBepka Ha COOTBETCTBME: BO Bpems ucnonb3osaHnd B HOPMAJIbHbIX
YCNOBUAX, TakK >e Kak B Mo6bIX CXOAHbIX NpeaBuanmbix 3apaHee YCJ/TOBUAX
OANHOYHOIO OTKA3A. BbIXOAHAA MOLLHOCTbL JTASEPA pomkHa 6bITh B
npesenax 4onyckaemoro 3HaueHus, uan faeTca Heo6XoAumMoe npesynpexkaeHue.

KanmbpoBka cuCTEMbl  [JO/KHA  PErynsipHO  MNPOBEpATbCA € LEMbHo
noaTBepxkaeHnsa nonagaHus  BbIXOAHOW MOLWLHOCTW  NIA3EPA  (nu
SHEPITMIN NA3EPA) Ha PABOUYHD OBJ/IACTb. CooTBeTCTBYHOLWMIA MeTOA
[OMKEH OblTb OMNWCaH B PYKOBOACTBaX MO 3KCniyatauuMm B COOTBETCTBMU C
201.7.9.2.101,4-e nepeyncneHme.

201.12.4.4* HewTaTHbIN BbIXOA U3NYyYeHUS

Cm. npuno>kerne AA, obbacHeHe and nogpasgena 201.12.4.4.

JononHeHue:

201.12.4.4.101 DkKcTpeHHas ocTaHOBKa Nnasepa

SKCTPEHHAA OCTAHOBKA J1A3EPA pomkHa OCTaHOBWUTb W3fy4yeHue
BbIXOAHOW  MOLWIHOCTU  JIA3EPA  MaKkCUManbHO  6bICTPO,  YTOGbI
npejoTBpaTUTL CUTyauuio, rae NpUCyTCTBYET HeJONyCTUMMbIA PUCK NS 4YeNnoBeka.
Cuctema 9KCTPEHHOW OCTAHOBKW JIA3EPA fomkHa 6biTh CAPOEKTUPOBaHA
TakuM 06pa3oM, 4ToObl ObITb HesaBucuMMOW OT apyrux cuctem OCTAHOBKMU
NTA3EPA. Tllepekntoyatenb AO/MKEH ObiTb BbINO/IHEH B BWAE KPACHOW KHOMKW U
pacrnonoXeH Taknm obpas3om, 4Tobbl OblTb BUAMMBLIM U IETKO N ObICTPO LOCTYMHbIM
OMEPATOPY JTA3EPA c¢ paboyero mecta. Hagnucb «OcCTaHOBKa nasepa» Wau
0603HauyeHne cornacHo Tabnuue D.1, 0603HayeHne 101, AOMKHbI ObITb OTMEYEHbI Ha
KHOMKE WN OKONO Hee.

Ecnn yCcTpONCTBO 3KCTPEHHOIO OTKKOUEHMSA cornacHo IEC 60947-3 umeetcs B
cocTaBe nasepHoro obopyposanms, yctpoincteo SKCTPEHHOIO OTK/IHOYEHUA
NA3EPA He TpebyeTcs.

[aHHble TpeboBaHUA He pacnpocTpaHatoTea Ha JTA3EPblI KJTACCA 3B ans
HEXMPYPrMYeCKOro WM Heo(TalbMOIOrMYeCKOro MprvMeHeHuUs, paboTalolmne B

AmanasoHe AnnH BONH oT 600 HM Ao 1400 HM, ANA KOTOPbIX
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a) M3My4YyeHMe paBHO MeHee NATM MaKCMMalbHO AOMYCTUMbIX 403 061yYeHns
KOXW Y CpefiHee 3HauyeHne MOLLHOCTU He 6onee 50 MBT, unu

b) n3nyyeHWe He npeBblaeT MakCUMasbHO AOMYCTUMOMN [03bl 06/1yYeHns
KOXMW.

CoOTBETCTBUE NPOBEPAETCA OCMOTPOM U U3MEPEHNSAMM.

201.13 OnacHble cUTyauumn, ycrioBns oTkKasa

MpumeHsatoT pasgen 13 obuwiero craHgaprta, UCKKOYas crnegytoLuee:

201.13.1 Ocobble onacHble cUTyaummn

JononHeHue:

201.13.1.101 Ocobble npegynpexaeHna npu paboTe ¢ nasepom

Heo6xo04MMO0 y4ecTb criegytoLne onacHble cuTyauun:

a) n3nyveHne MOLWHOCTWN JNA3EPA, 6Gonee 4yem B [Ba pasa
npeBblLLaOLLan 3aaHHOe 3HaYeHNe ANna nHTepBana BpeMeHn 6onee 100 Mmc;

b) nsnyveHmne SHEPT N NMMIMYNbCHOIO NNA3EPA, ecnn npeaplayumii
nmnynsc SHEPT W JTA3SEPA npeBbiCcun 3aaHHOE 3HAYeHWe B Ba Pa3a;

c) wu3nydeHne OSHEPIMW wumnynbcHo-nepuognuyeckoro JIA3EPA, ecnu
OHEPI'MA wmnynscoe JTIASEPHOIO W3NMYYEHWNA B pfgBa pasa npesbillaeT
3afjlaHHOE 3Ha4YeHne 3HEPrumn, a NEPUOL BPEMEHU MU3yUYEHUS UMMY/bCOB MPeBbIWAeT
100 mc

d) HewTaTHbIA Bbixog PABOUEIO M3NYYEHNA;

€) HecpabaTbiBaHWe IKCTPEHHOro oTKAoveHns PABOYUEIO N3NTYUYEHUA.

TpeboBaHusa a), b) 1 c) He pacnpocTpaHsAoTcs Ha JTIASEPbI KJTACCA 3B ans
HEXMPYPrMYECKOro WA HeohTanbMOIOTMYECKOro MPUMEHeHUs, paboTalowme B
AvanasoHe AnnH BonH oT 600 HM o 1400 HM, AN8 KOTOPbIX

- W3/ly4YeHMe He TMpeBbllIaeT MNATUKPATHOIO 3HAYEHUS  MaKCUMaibHO
[OMYCTUMOrO YPOBHA O06/yYeHUA KOXWM W CpefHee 3HayeHuMe MOLLHOCTU He
npesbiwaet 50 MBT, nm

- He MpeBbIWaeT MakCUMaibHO LOMYCTUMOrO YPOBHSA 00/1yHEHUS KOXMW.

201.13.2 YcnoBus OAUHOYHOM HEMCNPaBHOCTU

JlononHeHue:

18



MOCT IEC 60601-2-22—2011
201.13.2.101 N36bITOuHas BbIXOAHAA MOLLHOCTb JTA3SEPA

Nasepbl KJTACCA 3B vnn 4 omkHbl 6bITb CIPOEKTUPOBaHbI TaKUM 06pa3om,
YyToObl YCNOBME OAWHOYHON HEUCNPaBHOCTW OO0 (OPMbI HE MPMBOAUIO K
MOSAB/IEHWIO N3NTYYEHWS, MPEBLILIAIOLLEr0 HOMMHANBbHOE 3HayeHne 6onbLie Yyem Ha 50
% (CM. npumeyaHue), WM K HeCaHKLVNOHWPOBAHHOMY TMOSIBIEHNIO a3epHOro
n3nyyveHuns. [O/MKHO NOABAATLCS NPeaynpeXxaeHne 0 HeAonyCcTUMOM AeACTBUN.

MpumevyaHune - 3HadeHne 50 % MOXET OblTb CAMLIKOM BbICOKMM AN HEKOTOPbIX
O6J'IaCTeVI, TaKnUX Kak O(bTaI'IbMOJ'IOFVIH M, B TaKUX cny4vaax MOXET ObITb 3ajaHO MeHbllee 3Ha4YeHne
(Hanpumep, 25 %).

201.13.2.102 C6011 B 3aBepPLUEHNN U3NYYEHUS

Ecnn Bpems u3nydeHus 3afaeTca TalMepoM, KOHCTPYKLMS nasepa LO/HKHa
MMeTb  He  3aBUCMMOE  OT  Tallmepa  MpefoxXpaHUTeNlbHOe  YCTPOMCTBO,
obecneunBaroLlee B YCNOBUAX OLUHOYHOW HEUCNPaBHOCTU OTKIKOYEHWe Na3epHOro
N31y4YeHNs NP NMPeBbILLIEHNN YCTaHOBNEHHOTO BpeMeHn 60nee Yem Ha 20 %.

I'Ipmmeanme - ,ﬂ,l‘lﬂ obecrneyeHnss COOTBETCTBUSA OaHHbIM Tpe6OBaHVIHM MOXeT OblITb
MCMONb30BaH BTOPOI1 Talimep.

[aHHble TpeboBaHMA He pacnpocTpaHstoTes Ha JIASEPblI K/NACCA 3B ans
HEXMPYPrMYecKoro waM HeoMTarbMOIOrMYECKOro MNpUMeHeHUs, paboTaroline B
fmanasoHe AnnH BONH oT 600 HM o 1400 HM, A4N1F KOTOPbIX U3MyYEHMeE:

- He MpeBbIlaeT NATUKPATHOrO 3HAYEHWA MAKCUMaSIbHO AOMYCTUMOro YPOBHA
06/1yYeHNa KOXU N cpefHee 3HavyeHne MOLLHOCTM He npesbiwaeT 50 MBT, nnu

- He MpeBbIWaeT MakCUManbHO LOMYCTUMOrO YPOBHSA 00/1yHeHUS KOXW.

CoO0TBETCTBME NPOBEPAETCA OCMOTPOM U U3MEPEHUAMM.

Hactoswme TpeboBaHUS W COOTBETCTBYHOLLME KPUTEPUM He  [O/DKHbI
NPUMEHATLCA NPU 0TKa3e:

KOMMOHEHTOB, KoTopble mMoryT ObITb pacLeHeHbl Kak,
OTKA30YCTOWMYVBbIE 1 415 KOTOPbIX MPOBOANTCA MPOMUNAKTUKA;
- KOMIMOHEHTOB, CXeM KOHTPOAS, KOTOpble MPOBEPAOTCA MNpPU  KaXKAon

npoLeaype 3anycka n1asepHoro 060py0BaHms.
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201.13.2.103 OTKa3 134ennin ¢ OrpaHNYeHHON HaAeXXHOCTbIO

Cnefytouine n3genvs cnefyet paccMaTpusaTbh Kak OrpaHNUYeHHO HafeXHbIe:

- BATBOP u/unn meToabl ero aktmeaumm;

- onTuueckne ocnabuten, skmouan SALUTHBIA ®UNLTP OMEPATOPA
M ero MexaHu3sm;

- BbIKNtoyatens JIASEPHOIO U3NMYUYEHWNA;

- Taiimep gna JTABEPHOIO N3NYYEHUA;

- KOMMOHEHTblI CXEM KOHTPO/A.

201.14 NMPOrPAMMUMPYEMBIE ANNEKTPNYECKWE
MEOVNUMHCKWE CUNCTEMBI

MpumeHstoT pa3gen 14 o6ulero craHgapTa.

201.15 KOHCTPYKLMK MEAVNLUMHCKOIO
3NEKTPOOBOPY/JOBAHUS

MpumeHsoT pasgen 15 06LLero CTaHAApT, UCKOYas CleaytoLLee:;

[ononHeHue:

201.15.101 YCTPOWCTBO HABEJEHWA HA OB BEKT

(cm. npunoxeHue AA, o6bsicHeHne K 201.10.4 1))

[o BkntoveHns PABOUEIO U3NYYEHWNA pgomkHa 6bITh 06ecneveHa veTKas
WHAMKaLWSA MecTa, B KOTOpPOe nonaget 310 U3flyyeHue.

B03MOXHbIe peLleHns BK/IOYaOT B Cebs:

a) ucnonb3osaHue sugumoro JIYHYA HABEAEHWSA, KOTOpbIA JOMKEH ObITb
pasMuMM Yepes 3alMTHbIe OUKU;

b) yCTaHOBKa yKa3aTens Ha pyKoATKY;

C) ONMTMYECKMe YCTPOWCTBA HaBeAeHNS;

d) KOHTaKTHble MPUCNOCO6NEHNS;

e) 3NeKTPOHHYI MHAMKALMIO, TO eCTb KYPCOp Ha KpaHe.

lonoxeHue  TOYKU nafgeHuns,  oTobpaxaemol NHONKATOPHbBIM
YCTPOMCTBOM HABEAEHWA, Ha Lenn A0/MKHO COBMafaTh C MeCTOM MajeHus
PABOYEIO M3NYYEHWNA. [lonyckn Ha HecoBMafeHWe JOMXHbl OblTb AOCTATOUYHO
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Masibl, YTOObl NPeAOTBPaTUTb HEBEPHYHD 3KCMJTyaTaluMio M3-3a HETOYHOIO HaBeLeHMs.
nyd HABEOEHUWA wn PABOUEE W3NYUYEHWE  pomkHbl  6bITb
KOaKCWalbHbIMW B Mpedenax chegylolwmx gonyckos: B PABOYEN OBMACTU
MakKCMManbHOe AONYyCTUMOe NMHENHOe CMELLEHMe MeXAY LeHTpaMu ABYX MATEH He
AO/MKHO npeBblwath 50 % AnameTpa 60Mbluero M3 ABYyX NATeH. [JLOMNONHWUTENLHO,
anametp nsatHa JIYYA HABEOEHWNA He nomkeH npesbiwaTh 60/ee yem B 1,5 pasa
anametp natHa PABOYEIO N3NYYEHWA.

Co0TBETCTBME NPOBEPSAETCA OCMOTPOM U U3MEPEHNEM.
201.16 MEOANUMNHCKWE SNEKTPOCUCTEMDbI
MpuMeHAOT pasgen 16 obwero craHgapTa.

201.17  2nekTpomMarHuTHas COBMECTMMOCTb MEOVNUMHCKOIO
SJIEKTPOOBOPYJOBAHWNA n MEONUNMHCKNX
SJIEKTPOCUNCTEM

MpumeHstoT pasgen 17 obuwero craHgapTa.
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IMpunoxeHus

MpUMEHSIOTCS NPUNOXKEHUs 06LLEro CTaHAapTa, UCKMoYas CreaytoLee:

MpunoxeHue D
(cnpaBo4YHOE)

O603HavYeHNsA Ha MapKMPOBKe
MpumMeHAOT npunoxeHne D obliero craHgapTa, UCKIKYas cnefytoLlee:
Ta6nuua D.1 - OCHOBHble 0603Ha4YeHNA

JononunTenbHble 0603HAYEHMS:

No 306parkeHne
Ccblinka OnucaHune
cumBona cumBosnas3
101 /cranS IEC 60417-5266  ABapuiiHas OCTaHOBKa
(2002-10) nasepa

IEC 60417-5264 OxupgaHve/l 0TOBHOCTL”
103

O IEC 60417-5266  OxxupaHue/l OTOBHOCTb
102
(2002-10)

(2002-10)

Pexxum  HenpepbIBHOW
paboThbl. JNasepHoe
obopygoBaHue paboTaeT
B 3alaHHOM  pexume,

npuyem
104 MPOAO/MKUTENBHOCTb
N3Ny4YeHns onpeaenseTcs
OMNMEPATOPOM
NASEPA n
OrpaHn4nBaeTCs c

MOMOLLbIO Nejanu
O[fUHOYHbIE MUMMYNbLChI.
NasepHoe o6opyaoBaHne
paboTaeT B peXuMe,
105 KOrja MpyU HaXaTuM Ha
— nefanb W3ny4yaeTca OAWH
NMNynbe 3afaHHoiA
ANTENbHOCTU
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MpogomkeHne Tabamubl D. |

Ne 306paxeHune
Ccblnika OnucaHune
cumBoONa cumBona'l

Pexxum paboTbl, npu
KOTOPOM MpU  HaXaTuu
Ha nejanb W3Myyaetcs

=
106 nocnefoBaTelbHOCTb
M MMMYNbCOB 3alaHHoOM

ANNTENbHOCTU C
3aflaHHbIMK
— NHTEpBaiamu

OnnTtensHocTb

107
nmnynsca
Mepuog  cnepoBaHMs

108 NMNYy/bCOB
Pexxum
cneLmann3npoBaHHbIX
NMMYbCOB. Pexxnm
paboThbl nasepa,
Hanpumep COHZ2-nasepa,
c YNYULLIEHHO

109 XapaKTepucTrKoi
paspe3aHusi  TKaHW  W”
KOTOPbIA  MOXET ObITb
NCronb3oBaH Kak
anbTepHaTnBa
HEeMNpPepPbIBHOMY  PeXnMy
paboThl

110 Jlyy HaBefeHus
Nyy HaBefeHus,

11 paboTatoLLuii B

VIMMNYNbCHOM PeXUMe

BHelwHAS 610KNPOBKa,

112 Kak onucaHo B 3.74 IEC
60825-1

BbiBog N3nyyeHns

113 r yepes ONTUYeCKoe
BO/IOKHO
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OkoH4aHne Tabamybl D./

Ne M306paxeHune

Cchblnka
cumBONa cmmBona™l OnwcaHve

YacTtoTa NMOBTOPEHUA
114 : nmnynscos (UMn)

a O6o3HayeHus cornacytotcs ¢ 0603HayveHmsMK, npueefeHHbIMM B IEC/TR
60878:2003 wnm npuBeaeHHbIMM Tonbko B IEC 60601-2-22. [lpuBeaeHHbIiA
nepeyeHb He pacCMaTpumBalOTCs IKCK/IO3MBHble 0603HavyeHus. lMpoyne CUMBOSbI
MOXHO nocmoTtpeTs B IEC/TR 60878:2003.

bJlaHHbIn cumBon npueegeH B Tabnuue D.1, Ne 16 B IEC 60601-1 B 3Ha4eHMM
«BKkn.» gna vactm obopygoBaHusi. B MegMLMHCKOM nasepHOM 060py[0BaHMM
[aHHbI CUMBON MOXET ObITb UCMOJIb30BaH A1 0603HAYEHUS.
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MpunoxeHue AA
(pekoMeHayemoe)

CneunanbHoe PyKOBOACTBO M 00BbACHEHNME

AA.1 Ob6Lee pyKOBOACTBO

HacToswuii cTaHAapT onucbiBaeT crneyuanbHble TPe60BaHUA K MEAULMHCKOMY
nasepHomMmy o6opygosaHuio ans sawmtel MALMEHTA oT Bo3MOXHbIX OIMNMACHbIX
CUTYALINI.

O6bsacHeHne AJ1.2 ansa cneymanbHbIX pasaenos 1 Noapasaenos

Huxecnegytolee ABNfeTCA 0O6BACHEHUAMMW AN ONpefesieHHbIX pa3fenos U
noApasfenoB HacTOALWero  cTaHAapTa, C HOMepamy pasfena v nojgpasgena,
COOTBETCTBYHOLUMW MPUBEAEHHBIM B TEKCTE AOKYMEHTA.

Moppasgen 201.7.2.101 b)

MeOnUUHCKOe nasepHoe 060pyaoBaHMe  06bIYHO  BK/IOYaeT B Cebs
MNEPEAAOLLYHO OMNTUYECKYHKO CUCTEMY. 3T0 MOXET ObiTb LUAPHUPHbIA
3epKa/ibHO-NIMH30BbI  CBETOBOJ WM  ONTUYECKOE BONIOKHO, Yepe3 KOTopoe
BbiBOaUTCA PABOYUEE MN3NYUEHWE. Korga MEPEOAKOLWAA OMTUUECKAA
CNCTEMA paccmaTpuBaeTca Kak 4acTb 3aliUMTHOIO KOXXyXa, & WHCTPYMEHTa/bHbIe
CpeacTBa  [IOMKHbI  OTCOeAMHATbcs  oT  MEPEOAIOWLEN  ONTUYECKON
CNCTEMBbI, TO gomkeH O6biTb MNPeAyCMOTPEH MexaHW3M O6/10KAPOBKU. B 3sTom
cnyyae HeT HeobXo4MMOCTM MapKupoBaTb NasepHyto AMEPTYPY B6Ausn Mecta
npucoegnHenns  MEPEOAIOWENA  OMNTUYECKOW CUCTEMbI.  O6biuHO
AONONHUTENbHbIE npucnocobneHuns, BK/ItOYas PY4Hble WNHCTPYMEHTHI,
MUKPOMaHWUNYNATOPbl,  BOMIHOBOAbLI, CKaHepbl UM  T.N. MPUCOELUHAIOTCA K
MEPEAOAIOLWEN ONTUYECKOW CUCTEME. B HeKOTOpbIX CAyuasx, caMo
ONTMYECKOe BOJIOKHO (HOPMMPYET OpraH YynpaBneHWs, Hanpumep, Korga OHO
MCNOMb3yeTCA Kak TaK Ha3blBaeMOe «rojloe BOJIOKHO». B nocnegHem cnyyvae
ONTUYECKOe BOJIOKHO BbIMONHAET [BE PO/W: Mepejatollero ycTpoicTea M opraHa
ynpasneHus. B 3Tom cnyvae, AO/DKHbI ObiTb BbIMNOAHEHbI BCE COOTBETCTBYHOLLME

TpeboBaHUA, BKAYaa Mapkuposky AMNEPTYPbI. Tlockonbky 0603HayeHue
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ATEPTYPbl He MOXeT ObiTb MOMELLEHO Ha KOHLE BO/IOKHA, B 3TOM Clly4yae
CTaHZapT Mo3BO/IeT NOMECTUTb MapKMPOBKY B MeCTe, IA4e OHa ACHO MH(opMUpyeT
onepaTopa /lazepa 0 MecTe BbIXofa paboyero nsnyyeHus.

Mopgpasgen 201.8.7.3

OnacHaa cuTyauuss MOXeT BO3HWMKHYTb, ecium HapyweHune 3ALWLMTHOIO
COEONHEHWA C 3EMJIN nossonsieT TOKY yTeukn 3HayeHMeM 0 5 MA npoiiTtu
yepes Teno yenoseka. Mo3ToMy HeOOXOAMMO YyAeNnsiTb 0C060e BHUMaHME MPOYHOCTM
CeTeBOro Kabens v HafeXHOCTU ero CoeAnHEHMS.

Moppaspgen 201.10.4 f)

3Ta (hopMynMpoBKa pacrnpoCTpaHAeTCs Ha BCe MEeTOAbl, WUCMOMb3yemble [0
HacTosAwero BpemeHu. TepmuH «JTIASEP HABELEHWA» 6bln 3aMeHeH Ha «J1YU
HABEAEHWNA», NOCKONbKY XON0AHbIE UCTOYHUKN M3NYYEHUA TAKXKe NOAXOAAT A/1A
MCNONb30BaHNA B Ka4ecTBe CBETOBOrO HaBeAeHMUS.

Tpeb6oBaHue, u4to6bl W3NYUEHWE HABEOEHWA 6bino npamo  wumm
KOCBEHHO  pacrno3HaBaemMo 4epe3 3allUTHble OYKW, ABNAETCA  abCOMOTHO
HeobX0o4MMbIM; OfJHAaKO, OKasblBaeTcAa MpobnemMaTuUyHbIM NS nasepos, rge Jiyd
HABEOEHWA 3HauuTensHo ocnabneH PABOUMM  W3NTYYEHUMEM. NyyYy
HABELEHWA moXeT 6blTb AWMWHWM ANS KOHTAKTHbIX /la3epHbIX CKa/bnenein u
MOXET 0Ka3aTbCA pasgpaxaroliyMm (hakTopoM W3-3a BO3AENCTBUA APKOTO M3Ty4YeHUs.
B0O3MOXHO MNpPUMEHEHME KOHTAKTHbIX fla3epHbIX CKasbnene Kak afbTepHaTuBbI
OECKOHTaKTHbIM,  MO3TOMY  AO/KHA  6bITb  MpefycMOTpeHa  BO3MOXHOCTb
ncnonb3oatb PABOYEE WMN3NTYUYEHWE 6e3 BkntoveHns TYHYA HABELEHUA.

Moapasgen 201.12.4.4

XOTa HenpepbiBHOE wu3MepeHue BavaHna SHEPTU  JTA3EPA  wwm
MOLHOCTW NA3EPA Ha MAUMEHTA 6bino 6bl  XenaTefbHO, 3TO He
BbIMO/IHAMO B HEKOTOPbLIX C/yyasaX, MOCKO/bKY 3TO MOXET HapyLWUTb CTEPUIbHOCTb
WHCTPYMeHTa WM HakoHeyHuka TMPUCIMOCOB/NIEHWA, u4epe3  KOTOpbIi
pacnpocTpaHseTcs U3NyyeHue, WM MNOTOMY UTO MOAXOAALWAs TeXHOJorms
M3MepeHus  ele He AocTynHa. [1oaToMy  Heo6XoAuMMO  KOHTPO/iMpoBaThb

MOLLHOCTb JIA3EPA, (hakTnyeckn obecneymsaeMyro 06opyaoBaHvemM. JaTunku,
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Ucnosib3yemble AN POPMUPOBAHNA CUTHANA, 3aBUCALLETO0 OT U3MEHEHUS MOLLHOCTH,
MOTyT ObITb ObICTPOAEACTBYOWMMM (Hanpumep, (POTOAMOAbLI) WAN MeANEHHbIMM
(Tennosble faTymkn). besonacHOCTb 060PY[0BaHNA TaKXXe MOXXET MOBLICUTLCS, €C/N
KOHTPO/INPOBAaTh 3HAYEHUS, KOTOPbIE MO3BOSIAIOT KOCBEHHO M3MepAaTs MOLWHOCTb
NNTA3EPA, 1 KOTOpble MOTyT ObITb ObICTPO M NIETKO U3MEPEHbl. Takue 3Ha4yeHus -
HanpuMep, TOK Hakaykum WAM MOTOK OT flaMfbl Hakayku. [Mpu K“cnosib30BaHMK
UMDPOBOI CUCTEMbI YMNPaBNEHWUS,, HENPEPbLIBHbIA WAM ObICTPO NOBTOPAOLLUIACA
KOHTPONb 03HA4YaeT, YTO W3MEpeHHble 3HAYeHWA CUYMTaHbl C  MOCTOAHHbIM
MHTEpPBaZIOM. 3TO MOBTOPHOE BPeMS LMKNa AO/MKHO OblTb KOpOYe, 4Yem nepuoj
BpeMeHn, B npedenax Kotoporo JIA3EP, pa6oTatowmii HEBEPHO Ha MOMHYIO
MOLLHOCTb MOXET TMPOU3BECTU OMacHOe BO3JeNCTBME Ha TKaHW (Hanpuwmep,
nepgopauuns 6uoTKaHu). 3T0 - JOMYCK Ha BPeMSA 0TKa3a CUCTEMBI.
HecornacoBaHHOCTb Wan nospexaeHne MEPEAAIOLEN OMNTUYECKON
CNCTEMbI morytT npuBecTM K 3HauUUTENIbHbIM OTK/AOHeHMAM MOLLHOCTHU
NNA3EPA, nonajarouleid Ha naumeHTa, OT BbixoaHoii MOLLHOCTW /NA3EPA.
Moatomy 06s3atenbHO, 4To6bl BHIXOAHAA MOLWLHOCTbL TA3EPA, (hakTnyecku
nonagaroLas Ha TKaHb, Oblia nNpoBepeHa W OTKannbpoBaHa BO BPEMS PEry/APHbIX
OCMOTPOB  nasepHoro o6opyfosaHus. KoOHTponbHoe 060pyAoBaHWe  [O/HKHO
nos3sonmte  OMNEPATOPY JIA3EPA npoBepATb  MOCTAB/EHHYI  Na3epHYo
NpoAyKLuMIo B 1l060e BpPemMs, UCMO/b3ys B Clyyae HEO6XOAMMOCTU JOMOMHUTENIbHOE
o6opygosaHne. B COMPOBOAUTEJNIbHbIX JAOKYMEHTAX [o/mKHO 6bITb

obpalLeHO BHMMaHWe Ha 310 TpeboBaHue.
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MpunoxeHue A

(cnpaBoyHOE)

CBefleH/s1 0 COOTBETCTBUMN MEXTOCYyapCTBEHHbIX CTaH4apTOB

CCbI/IOYHBIM MEXAYHapOoAHbIM CTaHAapTam

Tabnuua OA.L

O603HayeHneH HanmeHoBaHne  CTeneHb
O603HayYeHne N HaMMeHOoBaHMe

CCbISIOYHOTO MEX/YHAPOAHOTO  COOTBET-
MEXroCyjapCTBEHHOTO CTaHAapTa

cTaHapTa CTBUS
IEC 60825-1:2007
Be3onacHocTb fa3epHbIX
nsgenuii. Yactb 1 -
Knaccugukaumsa o6opynosaHms

1 Tpe6oBaHMA

IEC 60497-3:1999 rocT 30011.3-2002 (IEC 60947-3-99)
Hu13KoBONbTHAA anmnapaTypa AnnapaTypa  pacnpefiefieHus WU ynpae/eHus
KOMMYTaLMK U YNpaB/ieHus. HW3KOBO/bTHas. Yactb 3. BbIkntouaTenu,
YacTb 3. Mepekntovatenu, MOD  pa3beAMHUTENW, BbIKNOYATENN-PASHEAVUHUTENN 1
pasbeANHUTEN, BbIKIHOUATENN KOMGUMHALMM X C NPefoXpaHUTEN MU

- pasbeauHUTENN 1 6NOKK
npefoxpaHnTeneH
IEC 61010-1:1990 Hopwmsl
TeXHVKM 6e30MacHoCTm AN
371eKTpo06OopyLOBaAHNA ANA -
U3MEpPEHMS, YyNPaBNeHUs 1
NnabopaTopHOro NPUMEHEHNS.
Yactb 1 O6wine TpeboBaHms

* COOTBETCTBYHLIUA MEXrocyAapCTBEHHbIA CTaHAapT OTcyTcTByeT. [0 ero yTBEpXAeHus
peKOMeHAYeTCA WCMOMb30BaTh MEPEBOJ Ha PYCCKUIA $3blK AaHHOTO MEeXAYHapoAHOro CTaHAapTa.
MepeBoa [aHHOTO MEXAYyHapoLHOro CTaHAapTa HaxoauTcs B defepanbHOM MHGOPMALWMOHHOM
(hOHAEe TEXHNYECKNX PernamMeHTOB H CTaHAapToB.

MpumeyaHue - B HacTosllleM CTaHAapTe UCMO/b30BaHO ChefytoLlee YC0BHOE 0603HaueHme
CTEMNeHN COOTBETCTBUSA CTaHfapTa:

- MOD - moanuumpoBaHHbIe CTaH4apThI.
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IEC 60825-14:2004
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Bubnnorpadgus
Safety of laser products - Part 14: A user's guide

(BesonacHOCTb lasepHbIX YCTPoicTB. YacTs 14.

PyKoBOACTBO M0/b30BaTeNs)
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Knioueeble CnoBa: MeAMLIMHCKOE NlasepHOe  M3fenve, nasep, TpeGOBaHMs

6e30MacHOCTW, la3epHoe M3Nny4YeHne, NpeaebHO A0NYyCTUMbI/ YPOBEHb
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