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Mperncaonne

Henw, ocHoBHBIE NPHULHNLL 0 NOPANOK NPOBEJICHHE paloT [0 MEKrOCYIapcTBenHoil
crappaprisannd yeraposaens [OCT 1092 «MexrocynapcTeennas cHCTEMA CTAHIAPTHIALHM.
Ocnopuuie noposennas o TOCT 22008 «Mexrocynapereenias cHCTeMa CTaHIapPTH3IALHH.
Crapgaprel  MEXIOCYIAPCTEEHHLIE, DNPABHIA M PEKOMEHIANNN 10 MEKIoCyIapcTBeHHOH
cranaaprizamuu. [pasuna paspaboTen, NPHEATHA, DOPHMENSHHA, OOHOBIEHHA 1 OTMEHR

CReNeHHA O CTAN aprTe

I THOANOTOBIEH  desepanniniy rocyaapcTBeHiLIM  YHHTAPHLIM - NPeITPHATHEM
«Beepoceniicknil  payYHO-HCCAEN0BATENLCKHIT HECTUTYT CTAHJAPTHIAUHH M ceprimpHEaunn B
sammpoctpoeiis {BHHHHMALLT)

2 BHECEH drenepanuipiM aredTcTEOM N0 TEXHHYECKOMY PEIVIHPOBANHIO H METPONIOTHI
{Poccrannapr)

3 MPHHAT MesrocyaapeTBEHHBIM  COBSTOM 10 CTANJAPTHIANNH, METPOIOIHH M
cepriihukaunn (nporokon Ne 40-201 1 ot 29 neatps 2011 )

a TMPHEATHE CTARNAAPTA NPT OMTOCO AT

Kparkoe nansenosanie ctpanu no | Kog crpansd no Corpanieninoe HaHMenoBalHe
ME (HCO 3 166) 004-—97 ME (OO 3 16460) HANHOHATLHOTO Oprana
0ikd—07 N0 CTaIARTIHIAIHT
benapycs BY ['occrannapr Pecnybnukn benapycn
Kazaxcran KZ ['occranaapr Pecnybnnkn Kazaxcran
Kuipresscran K Kuiprescrangapr
Poceniickas thenepanns R Poccrangapt

4 Mpurazom PegepalsHOr0 AreHTCTRA NO TEXHHYECKOMY PErYIHPOBAINIO H METPOIOIHA OT
13 pexabpa 2011 r. N 1322-c7 mewrocyaapereennwii ctangapt [OCT [EC 60601-2-22-2011
BBEAEN B JeHCTBHE B KauecTBe HauWoHaabioro crangapra Poccmiickoil denepaunn ¢ | supapa
2013 r.

5 Hactoswwuii crannapt naentHden sMexaynapoanomy cramaapty [EC 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 (Hinenns
MeHuMHcEne nekTprueckie. Yacrn 2-22) YacTuwe tpefopanus K Texivke O230MacHOCTH OpH
pafore ¢ XUPYPrHYECKHM, KOCMETHUECKHM, TEPANERTHUECKHM H Ia3epHLIM 000pY 10BAIHEM ).

Creneis coOOTRETCTRENA — HaenTHanad (1DT).

Ceegenus ©  COOTBETCTBHH  MEETOCYJAPCTECHHBIX  CTANJAPTOR  CCLIIOUHLIM
MER Y HAPOIHEIM CTAHAAPTAM NPHESICHE B TOTIONHHTENLHOM npiiomennn JIA.

Cranaapr noarorosien na ocnose npamenennd [OCT P MK 60601-2-22-2008
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© Crangaprandgops, 2013
B Poccmiickodl Denepanmn nacTofmui cTANAAPT HE MOWET OBITE NMOMHOCTLIO MM
YACTHHHO BOCNPOHIBEACH, THPAUKHPOBIN H PACTIPOCTPANEN B KAYECTRE MPHUNANLHOTD H3danus Des
pazpewenus Gefepantioro areHTCTRA N0 TEXHHYSCKOMY PECYIHPOBAHHIO H METPOIOIHH
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Beeneunue

Hactoamuit  crangapr zamenser IEC  60601-2-22:1995 wu  asnsetca
HACHTHYHEIM cTapdapTy [EC 60601-2-22:2007, koTopelii, B CBOK 0MEpeib, 3AMEHACT
i gonondaer crtadaapr [EC 60601-1 (rtperuid sminyck, 2005: MeauunHckoe
Jnextpoobopyaosanue. Hacte 1. OdiHe TpeDOBAHHA K TEXHHKE DEIONACHOCTH H
OCHOBHBIM padodHM XapakTepHCTHKAM).

Tpeboepanusa HAcTOAIIErO CTAHIAPTA ABMAKTCA MHHMMAIBHO HEOOXOIHMBIMH
118 JOCTHMEHHA JOCTATOMHOIO YPOBHR OE30NACHOCTH M HAIEWHOCTH BO BpeMSH
ODCAYKHUBAHHA H NPHMEHEHHA MEIHUHHCKOTO 1a3epHOro 0dopyI0EaHHA.

HacTosmwuii craniapT y4HUTBIBAET HEJABHO M3JaHHble HOBele pepakumnu IEC
60601-1 w nybnukaunw cepun OezonacHocTy [EC 60825-1. JononHurensHo B
CTAHAAPTE HCMONBIYHOTCA TEXHHYECKHE H3IJaHUA o npodieMaM 0e30MacHOCTH,
KOTOPEIE ORUIH VUTEHE! B NPEILIAYVIIEH BTOPOI pelakuHu.

B nactodmem cTadaapTe NpHMeHeHbl CleIVIOUIHE THITE NevaTH:

- TpeboBaHHA H ONpeJe/leHHA - OCHOBHOH CBeTALIH WpHfT,

- MEMOdE HONBMAHIT — KVPOUE,

- HHGpOPMATHBHLIE MaTepHal, [IPHBCACHHBIH BHE Tadnuuy (IpHMEdYaHHA,
MpHMEPEL H cnpaBoyHad HHQOPMAIHA), & TAKHKE HOPMATHBHBIH TEKCT TAabDIML —
METHT,

- TEPMHHGLI, OIMTPEAEJIEHHLIE B PASAEJIE 3 OBLIETO CTAHIAPTA,
IMPHMEHAEMBIE B HACTOHIIEM CIHEUMAJNBHOM CTAHIAPTE, -
[MPOITHCHBIE BYKBLI.

[Ip  cceliKax Ha  CTPYKTYPY  HACTOALLETD  CTAHJAPTA  HUCOOALIVIOTCH
CAeaAVIOUIHE TEPMHHEL:

- «pazlen» — OAMH H3I CeMHAAUATH MPOHYMEPOBAHHEIX Pa3ieloB B [peienax
OTTABNEHHA, BEAKYAIIMMA BCce NOAPa3lelsl (HanpHMep, pazien 7 BEIKWAST
nogpazaenst 7.1, 7.2, v T.0L)

- «€I0APAazAey — NPOHYMEPOBAHHAA YacThk pazgena (Hanpumep, 7.1, 72 u 7.2.1

ABJIAKYTCH MO APAsZICIaMH paiicia ?}
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Cerinke HA pa3feisl B MPeAenax HACTOALIEro CTAHAAPT NPEeIlecTEYET ClOBO
«PA3Aeny, COMPOROAAAEMOE HoMEpOM paiiena. CChIIKH HA NOAPA3Aelbl B IPEeaenax
HACTOANIETO CTAHAAPTA VKAIBIBAKTCA TONBKO HHpPOI.

B  HacrodAmem cTaHAAPTE, COKE  «HIH»  HCOONBIYETCA B 3IHAYCHHH
«COAEPKALIMI MIH», TakUM 00pazom, YTBEPHIEHHE HCTHHHO, €CIH Kakaa-IHdo
KOMOHHALHA VCIOBHI MCTHHHA.

[ naroneheie GOpPMBL, HCNONBEIYEMEIC B HACTOALLEM CTAHAAPTE, COOTECTCTRYVIOT
NpHMEHEHHID, onHcaHHoMy B npuiaoseHdn H dupexkties HCO/MODK, vactes 2. B
LeNAX HACTOAILErO CTAHAAPTA, NPHMEHAKTCA BCTIOMOTATEILHEIE TTATOMkL!

- «DYIYT»  03IHAYAET, YTO COOTBETCTEBHE TPeODOBAHHH HIHM  HMCHBITAHHI
ODAZATENBHO JOMMHO OBITE COTTACOBAHO € HACTOAIHM CTAHAAPTOM,

- WECIIH®  03HA4aeT, HdTO COrJacoBaHde TpeDOoBaHHE  HIH  MCOBITAHWIL
PEKOMEHAYETCA, HO HE 00A3aTENLHO A1 COMMACORAHUA ¢ HACTOAILNM CTAHIAPTOM;

- “MOMKET» HCMONBIVETCH N8 ONHCAHHA NYTEeH IOCTHMXEHHA COOTBETCTBHA
MeEY TPeOoBAHHAMH H HCTIEITAHHAMH.

FHak «%» nepel HAUMEHOBAHHEM pa3fend, nojpaiiena, NyHKTa, NognyHET4,
TabIHUE HIH B Havane naparpada yKa3sblBAET, 4TO B NPHIOKEHHH AA ColepKUTCA

PYEOBOOCTBO HIAH MOACHCHHE K 2TOMY 2JEMEHTY.
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MEKIOCYITAPCTBEHHBHA CTAHITAPT

H3JIEJIHA MEJHIHHCKHE QJEKTPHUECKHE
Yacre 2-22
YacTHbele TpedoRaAHHA K 0€30MACHOCTH NPH padore ¢ XHPYPrHYECKHM,
KOCMETHHCCKHM, TEPANCBTHYECKHM H IHATHOCTHYECKHM JIAZEPHBIM

0DOPYIOBAHHEM

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

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

Jdara peexenus - 2013 - 01 - 01

201.1 ObaacTs npuMeHenns, 00LEKT H CBAZAHHLIE CTAHIAPTLI

r[[]HME[—L‘FIE'TCH Prazaci | obwero CTAHAAPTA, HCETEOYAH CIIEIYUIee:

201.1.1 ObaacTe NpUMEHCHHA

Jamena:

Hacroawmii cranaapt othocutes k OCHOBHOH BE3ONACHOCTH wu
OCHOBHBIM PALOYHM XAPAKTEPHUCTHEAM nazepuoro obopyaoeaHns,
MPHMEHAEMOTO B NHPYPrHYECKHX, TEPANERTHYECKHX, METHITHHCKHX
JHATHOCTHYECKHX, KOCMETHHECKHX HWIH BETEPHHAPHHIX UEIAX, NpelHaiHaueHHBIX
018 ero MCNONBL30BAHHA HA JMHOAAX HIH KHBOTHBIX, OTHOCALUErOCA K KATETOPHH
KJITACC 3B wnuw KJACC 4 JIASEPHLBIE M3JEMHA cornacko 3.22 w 3.23 g IEC
60825-1 {nanee — JTAIEPHOLE OBOPY JOBAHHE).

Hizanwe opnuuansuoe

L
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B Hacrosumem cradHgapTe 3IHAYCHHE TEPMHHA «1azep» BRIKOMAET B ceds
CEETOIHOBL.

Mpumevanne | — Connka na onpeaenenne 349 [EC 608251,

Mpumeuanne 2 — JTAIEPHBIE H3/EIMS 1na fannoro cIyuas oTHOCATCA K KAaTErOPHH
KITACC 1; IM; 27 2M unn KIACC 3R JIASEPHOE HM3JETHE, cornacno 1EC 60825-1 » [EC
60601-1.

Ecnu cogepmadue pazieina  HIHM  N0Apa3jlena  OTHOCHTCA  TONBKO K
MEJUUWMHCKOMY DJEKTPOOLBOPY JOBAHHIO wmw v MEAMITHHCKHM
ANMEKTPOCUCTEMAM, To B HaMMEHOBAHHHM H COJAEPMAHMH  pa3jena  HIH
noapazaena oviaer 3to orMedeHo. B caoyuae, Koraa HeT ocoDBIX yKAzaHWil, pasien
Hid noapazaen npusedsercda w k. MEJHUIHHCKOMY DINEKTPHYECKOMY
OLOPY JOBAHHWIO v g MEJUHHHCKHM DJIEKTPOCHCTEMAM.

OINMACHOCTH, CONPOBOMK 1A IIHE (pH3aHONOrHYECKHE BOZACHCTENSA
MEJUIHHCKOI'O  DJAEKTPOOBOPY JOBAHWA  wm  MEJHUHMHCKHX
JANEKTPOCHCTEM B paMkax HAcTOAIWIETO CTAHIAPTA, HE PErijaMeHTHPYOTCA

CNEUHANBHBIMH TPEDORAHUAMH, Kpome 7.2.13 u 8.4.]1 obuwero crangapra.
Mpumevanwue — Cum. Take 4.2 odigero crangapra.

HacToswmii craHaapT MOMKET TAKKE ObITE IPHMEHEH K XHPYPIHYECKOMY,
KOCMETHYECKOMY, TepaANeBTHYECKOMY H JHAMHOCTHYECKOMY TAIEPHOMY
00OPYI0BAHHID, MCOOILIYEMOMY AN NEYeHHA HIH ODIErdYeHHA DOJNE3IHH, TPABMEI
HIITH HHEAIH/IHOCTH.

201.1.2 ObdbexT

Fanvena:

3agavda  HACTOALIETD CTAHJAPTA COCTOMT B TOM, 4TOOBl YCTAHOBHTE
CHEUHANEHEIE OCHOBHYIO BEZOINTACHOCTD H OCHOBHBIE
DKCIINIYATAUHOHNHBIE  rpebosanua 0e300acHOCTH  [PH paboTe ¢
XHPYPIrAYECKHM, KOCMETHHECKHM, TEPANEBTHYECKHM H IHATHOCTHYECKHM Ja3epHEIM

QOOPY10BAHHEM.

Mpumeuvanne — Jlazepnaa knaccudukauna (IEC 60825-1) ne nommna nepecexarncs ©

2
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saeETpHYeckoil knacendmranmei (1EC G0601-1).

201.1.3 CeszaHHBIC CTAHAAPTHI

Honoanenue:

HacToawmii crad1apT cCbINAeTea HA CBATAHHEIE CTAHJAPTEL, MEpeYHCICHHEIE B
paigene 2 oDwero cTaHgapTa ¥ pa3aene 2 HacTOALIEro CTAHapTa.

Crangapt IEC 60601-1-3 He npuMeHagTCH.

201.1.4 ConeuHanbHBIC CTAHIAPTEI

Farena:

B IEC 60601 paa cneudanbHBIX CTAHIAPTOR MOIVT H3IMEHATh, 3AMEHATE HIIH
YVAAMATE TPEDOBAHHA, COACPMALIHECH B HACTOAILEM CTAHJAPTE H COOTBETCTBYIOLIHE
OCODEHHOCTAM paccMaTpHBASMOT O MEJUUHMHCKOIO
ANMEKTPOOLOPY JOBAHHAH, w wmoryrt aobaenate  apyrde  TpedoBaHHA K
OCHOBHOH BE3OINACHOCTH u OCHOBHBIE DSKCIIVATALMOHHBIE
TPEBOBAHIMAL

Tpebopanus HACTOAWIETO CTAHAAPTA HMEKT [NPHOPHTET Hag  00LIHM
CTAHTAPTOM.

Haa kparkoctu IEC 60601-1 ynoMHHaeTca B HACTOALIEM CHEUMHAIBHOM
craHaapTe kak obumuil ctaggaprt. [pu coelike Ha CBAZAHHBIE CTAHJAPTHL YKA3EIBAIOT
HX HOMED.

Hymepauus pa3ienoe M 0o/Ipa3Je/l0B HACTOALIErO CTAHJApTa COOTBETCTRYET
HYMEpPALIHH  O0LIEero  CTAHJApTa MM [IPHMEHAEMOTO CBAZAHHOIO CTAHJApTa.
Hamenenna TekcTa 00LIEro cCTAHAAPTA ONPEACAEHE! ¢ MOMOUILK CIEIYIOUINX CIOE!

«3amMeHar — pa3ien HIH nojpaticn olWero cTAHJAPTA HAH [PHMEHAEMOTD
CBAIAHHOIO CTAHAAPTA NOMHOCTRRY 3AMEHEHE! TEKCTOM HACTOALIErD CTAHJApTA.

w/lononHennen TEKCT HACTOALIEro CTaHAapTa JononHAeT TpedoBaHud
O0LIETD CTAHAAPTA HIAH NPHMEHACSMOrD CBATAHHOMO CTAHJAPTA.

«M3amenennen pazlen  MIHM  [OojApaiien  odlero  cTaHaapTa HIH
NPUMEHAEMOr0 CBATAHHOIO CTAHAAPTAa HCHPABIEHBL, COMMACHO TEKCTY HACTOALIEro
CcTaHapTa.

HymMepauua noapaiienos MIH PHCYHKOB, ABIAWMIHECA J0MOJHHTEIEHBIMH K

3
FOCT rocCTIEC 60601-2-22-2011 Crpanuua: 7/34

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-60601-2-22-2011
http://GostExpert.ru
http://GostExpert.ru

MocT IEC 60601-2-22—2011

o0lIeMy CcTaHaapry, HauuHaetca ¢ Homepa 101, nonmonHHTENBHBIE NPHICKEHHA
0003HaYeHE!l OyEBaMH AA, BB 1 1.1, a 10T0MHHTENEHEIE IEPEYHCIECHHA — DYKBAMH
aa), bb), u 1.1.

[Toapaznensl MAH PHCYHKH. ABNAKUIHECA JONOIHHTENRHEIMH K CBAZAHHOMY
CTAHAAPTY, HyMepyioT, HaudHada ¢ 20%, rie «x» — HOMEpD CEA3AHHOTO CTaHI1apTa,
Hanpusep 202 ana crannapra IEC 60601-1-2, 203 ana cranaapra IEC 60601-1-3, n
T.A.

[ToHAaTHE  @HACTOAIIHI  CTAHJAPT»  HCOOABIVIOT, YTODEl OOBEAHHHTE
TpeboBaHua  obDUWEero craHjapra, [IpHMEHAEMBIN CBAIAHHEIX CTAHJAPTOR M
HACTOALLET O CTAHAAPTA.

[Tp OTCYTCTBHH COOTBETCTBYIOILErD pa3iena WM Nojpaiiaeia B HACTOALIEM
CTAHJAPTE pa3zfen WAH noapazjien odlero cTa’Hgapra  WIH - [OPpHMEHAEMOro
CBAZAHHOTO CTAHOAPTA NPUMEHASTCA DE3 HIMEHEHHIl eclH YacTe ODLIEro crad1apTa
HIM  MPHMEHACMOIO CBAIAHHOTO CTAHIapTa HE JO0MKHA OBITh NPUMEHEHA, B
HACTOALEM CTAHIAPTE ITO OrOBAPHEACTCH.

B oraomennn JIAZEPHOH PAJMAILIMOHHON GezonacuocTs NA3ePHOTO
obdopyioeanud npuMeHserca cradaapr IEC 60825-1, 3a ucknmwdeHHeM cayvacs,
KOI1a COOTBETCTBYVHIOIIHE TPeDOBAHMA ONpEeacieHbl, HIMEHEeHBl HIIH HCNPABNEHLl B
HACTOMAIEM CTAHIApTE.

Paznensl w nogpaziaensl obuwero crangapra W cradaapra [EC 60825-1,
KOTOPBEIE He OTHOCATCH K NazepHoOMY  ODOPYIOBAHHWY 108  MEJHUHHCKOro

NPHMEHEHHA, HE 00ATATENLHO 0003HAMATE KAK «HE NPHMEHHMBLI».
201.2 HopMaTHBEHLIC CCBLIKH

[Tpumenserca pazgen 2 odilero cTaHJapTa, HCKIKYAA CAEIVIOIEee:

Honoinenue:

IEC 60825-1:2007 Safety of laser products — Part 1: Equipment classification
and requirements (besonacHocTe nazepHeix wigenwi. Yacte 1. Knaccudmrais
oDOpYIORAHHA H TPeDOBAHMA )

IEC 60947-3 Low-voltage switchgear and controlgear — Part 3: Switches,

4
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disconnectors, switch-disconnectors and fuse-combination units (Hu3koeponeTHARA

annaparypa KoMMyTausi ¥ ynpaenenua. Hacrte 3. [lepexnwouareny, patbeIHHHTENH,
BEIKTHOMATENH — PAa3beIHHHTENH 0 OIIOKH npeloxpaHuTenci)

IEC 61010-1 Satety requirements for electrical equipment for measurement,

control, and laboratory use — Part 1: General requirements (Hopmbl TexHHEH

0el0NacHOCTH  Ad  3MeKTpooDOpYA0BaHHA AR HIMEPEHWA, YIOPABICHHA H

nabopatopHoro npumMeHennd. Hacte 1. Obmne tpeboganna)
201.3 TepMHHBI H ONpeIe/ICHARA

B HacTosmeM cTaHaapTe MPHMEHEHE! TEPMHHEL H ONPEICICHHA, TPHBEACHHEIE
B ctangapre IEC 60601-1:2005, 3a HeckawoveHHEM:

Honosinenue:

201.3.1001 MOPEJAEJLHO JONYCTHMBIA YPOBEHB (IJY):
MPEJEILHO JOITYCTUMBIN YPOBEHD (T1JIV) ana nazepos KITACCA 1M, 2,
2M, 3R, sn 3B (oM. 3.3 v tabauue 4 — 9 w3 [EC 60825-1)

201.3.102 JO¥Y HABEJIAEHHH: Ilywor aydeill onTHYECKOro AHANAZOHA,
cozgawimuid enanmoe [IATHO PACCEAHMA, npegnazvaueHHoe 118 HHAMKAUHH
oHAaeMoil TpackTopur pacnpoctpanedus PABOYEDD JIVHA.

201.3.103 HM3JIYYHEHHE HABEAEHHH: [lyuox nyued onrudeckoro
auanazoda, cozgawmuid euaumoe [MATHO PACCEAHHMA, npeanaznaveHuoe ans
HHAHKAUHH oxugaeMoil TpaekTopun pacnpoctpadedds PABOYEDND H3IYYEHWA.

201.3.104 JA3EP HABEIEHHH: JIA3SEP, wznyuarowwid  JIYVY
HABEJEHHMA.

201.3.105 ANMEPTYPA: Brixoanoe OTBEPCTHE NEPEJAIOIIENR
ONTHYECKOH CUCTEMBI (cm. 3.8 IEC 60825-1).

201.3.106 NEPEJAOIIAA OINTHHECKAH CHCTEMA: Onruueckas
cucrema, kotopas Hanpaenser JIAIEPHOE MW3JIYYEHHE or wcrounuka 1o

PABOYEN OBJIACTH.

5
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201.3.107 KJACC 1, 1M, 2, 2M, 3R, 3B nan 4 JazepHblX HINCJAHI:
Jazepuoe obopyaosanue, exnwuad JTAIEP, cornacuo onpenenenn B 341 w 318 —
323 IEC 60825-1.

201.3.108 YCTPOHCTBO AKCTPEHHOTI'O BHIKJITHYYEHHHA
JAJEPA: VerpoiicTeo, npHEOIHMOE B JHCTEHE PYKOH HIH HOMOH, NO3BOASKOILEE
orkayuTs JTASEPHOE M3JIYHYEHHWE B cayuae BO3HHKHOBEHHA ONACHOCTH.

201.3.109 NEPEKJTIOYATE/IL YIIPABJIEHHSA JASEPHLIM
HINYYEHHEM: YcrpolcTeo, NpHBOAHMOE B JICHCTEHE PYKOH HIH  HOTOI,
MNO3BONAKMIICE OCYIUECTBATE  BREIKOWMeHHE MM oTkloveHie  PABOYEDOD
H3JIYYHYEHHA, seixogamero yepes ATNIEPTYPY.

200.3.110 HHIUKATOP JAZEPHOTO H3JIYYUEHHA: Buaumeiii u/uin
JBEYKOBOH CHrHal, KoTopeli yraswleaetr, uro PABOYEE MW3JIYHEHHWE npoxoaut
yepes AIIEPTYPY.

Mpumevaune — HHIAHKATOP JAIEPHOI'O H3AYUYEHHH ormanmuaerca ot
npeaynpesaenns o JAIEPHOM PAIHAIHOHHOM H3JIYUYEHHH, tpebopanns K kotopomy
onpeacnens 5 4.7 [EC 60825-1.

201.3.111 DHEPI'HA JAZEPA: OIITHYECKAHA DHEPI'HA PALOYEIO
H3NMYYEHMA, nonagaromas va PABOYVIOD OBJTACTD (cm. 3.70 [EC 60825-1).

201.3.112 OBCJYAKHBAIOUWHHA JA3ZEP OINEPATOP: Yenosek,
KOTOPLLI O0CayIKHBAEST JazepHoe obopyaoBaHHE. ObodieHHO,
OBCITYKHUBAIOIMIT JIAZEP OINEPATOP KOHTpOJTHpPYET pacnpocTpaHeHHE
naiepHoro ninyuenua B PABOYVIO OBJACTE. OBCIYIKMBAIOUIHMHA JTA3EP
OTNEPATOP momeT Ha3HAUNTE APYIoro 4eioBeka (0el) 118 noMolld B Bebope
H/HIH YCTAHOBKE NapaMeTpoE.

-

Cepinka Ha onpegenenue 3.73 [EC 60601-1.

[l pPHMETANHE - T}?Eﬁl&'bﬂilll}{ﬂ DEIOMACHOCTH B TG TOHEIC M CTalgapre

PAcOopOCTRANARTCA Ha BOEX JOIeH, EOTOREIC MOTYT OKA3ATECA B J0HE NERCTRHA Jasepa.

201.3.113 BHIXOJHAA MOUIHOCTE JASEPA: 3uaaueHdHe BbIXOJIHOI
MOLIHOCTH, H31VHASMOI Ta3epomM.

201.3.114 MOHMHOCTL JA3EPA: MOIMHOCTE  JIASEPHOI'O

L]
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H3IYYHYEHHWA, nazawoman va PABOYYIO OBJTACTD, cm. 3.72 [EC 60825-1.
201.3.115 HHIHKATOP TOTOBHOCTH JA3ZEPA: BusyvansHoe
VBEIOMICHHE, YEKAIBIBAKOMIEE, HTO a3lepHOoe  O00O0pPYIOBAHHE HAXOAHTCA B
COCTOAHMH TOTOBHOCTH, » 3anaua KOTOpPOrD COCTOMT B TOM, YTOOL
OMOBECTHTE MHIeH, HAXOAAIUHXCA B 30HE J1a3epHOrD HITVHEHHA, O HEODNO01HMOCTH
NPHHATE MEPEl NpedocTopoxHocTH npoTHe onacHoro JIASEPHOI'O M3IYYEHMA
COTJIACHD COMNPOBOJAHTENBHEIM JOKYMEHTAM (PYKOBOACTBY no
wcnayaraunu, cu. 201.7.9).
201.3.116 3SAINHTHBIA ®HIBTP ONEPATOPA: Chemuwii  wan
fHKcHpOBAHHEIH (HIETP, KOTOpHIH He nponyckaeT uinydeHue ceepx ILAY Ha
OINEPATOPA JIA3ZEPA wunu apyrux nwied, OKA3aplIMXCA B 30HE [eHCTBHA

JAZEPHOIO HINMYYCHHA.
Mpumeuvanwne — Jna onpenenenns LAY cwm. 3.56 IEC 60825-1.

201.3.117  3ATBOP: MVIEKTPOHHBEIE,  OINTHKO-MIEKTPOHHBIE  H/MIH
MEXAHHYECKHE YCTPOHCTEA, KOTOPEIE MOIBOAAKT HIAH NPENATCTEVIOT BRIXOIY
TAZEPHOT O U3NYYEHHA uz ATIEPTYPLIL

201.3.118 PEXKHUMbI OAHWIAHHETOTOBHOCTb: Pemumer pabotsl,
KOTJa TMOAKIYEHE MHTAHHE OT CETH W yCTpolcTeo TpaHcnoptHpoekd PABOYED O
H3NYHEHHA. Pemum OAHIAHMA oznauaer, uro nazep He cnocodeH K nojaue
PALBOYETO M3JIVHEHHA e [NEPEJAIOWYIO OIITHYECKYH) CHCTEMY,
Jae €cllH BRIAKYUEHO yeTpoicTBo ermoveHusa nazepa. Pexuv [OTOBHOCTL
COXPAHACT Ja3epHoe 000pYI0BAHHE B COCTOAHHM, MPH KOTOPOM OHO CHOOCODHO
nogate PABOYEE H3INYUYEHHUE s HEPEJAKIUYEY OINTHHECKYIO
CHCTEMY npH BRIHMEHHH YCTPOHCTEA BKIIOMEHHA Ta3epa.

201.3.119 HHJHUKATOPHOE YCTPOMCTBO HABEJIEHHSA C
MHINEHBLK): YcrpoiicTBo HaBedeHW#A, KOTOpPOE ONpelenfeT NO3HUWID, [1e
PABOYEE HM3INVHEHHUE noctHraer ceowy XHPYPrHYECKYH), KOCMETHHECKVID,
TEPANEBTHYECKY ) HIIH AHATHOCTHHECK YD LENb,

201.3.120 PABOYAH OBJACTD: 3oua, kotopas obnyuaetca PABOYHM
H3JTYHYEHHEM.

.
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201.3.121 PABOYEE H3JIYYHEHHE: JA3ZEPHOE H3IJIYHEHHE.
0DECNeYHEBAOIIEE JOCTHKEHHE XHPYPIrHUECKHX, KOCMETHUECKHX, TEPANEBTHMECKHX

HIH auHarHocTadeckux uenei (kpome JIVHA HABEJIEHHA).
201.4 Odmue TpedoBannn
[TpumensoT pazaen 4 o0MEro cradaapra.

201.5 Obmue Tpedopanuna 148 HenelTanuid MEIJHUHHCKOIO
ANEKTPOOBOPYJTOBAHHSA

[TpumeHstoT pasaen 5 o0WEro cTaHAAPT.

201.6 Kaacendurkaunas MEJHIHHCKOTI'O
ANEKTPOOBOPYITOBAHHH s MEJHIHHCKHX
ANEKTPOCHCTEM

[TpumensoT pazaen 6 odIero cradaapTa.
2001.7 Haentudurkauua oDOPYI0BAHHA, MAPKHPOBKA H TOKYMEHTHI

[TpusmensawoT pazaen 7 o0IEro cTaHAapTa, KPoMe CleIY N CIyYacs.

201.7.2 MapknpoBKa Ha BHCIIHHX [MOBCPXHOCTAX MeIHUHHCKOIO
WICKTPoOOOPYIOBAHAA HAH HA YACTAX MEIHUHHCKOID YICKTPooDOpYI0OBAHHA

Honorkenue:!

201.7.2.101 JonoaHHTe IbHEIC pA3Ie/ibl:

Cw. paznen 5 [EC 60825-1.

a) OcHOBHOE

Ha onazepHoe obopyaoeaHHe [0JI#HA OBITH HAHECEHA MApPKHPOBKA B
COOTEBETCTEBHH ¢ 5.5, 5.6, 5.8, 5.9, 510, 5.11 IEC 60825-1.

b) * Mapkupoeka AIIEPTYPLI

Brixoagnas ATEPTYPA nazeproro o0opyloBaHHA J0KHA MApKHPOBATECA
JHAKOM, PACIOI0MEHHBIM MAKCHMANBHO OnH3ko K kaxigod AlIEPTYPE nasepa.
MapkupoBka J100#HAZ OBTE  AHANOCHYHOH CHMBOIY  0DOIHAYMEHUA JazepHOii
onacHocTH, kak onpeaenedo [EC 60825-1, npu atom pazmep H3o0pameHHs MOKET

OBITE OTROppeKkTHpoBaH. Ha pyKOATKH W OpPraHsl YHOpaplicHus 3TH TpedoBaHHS He

8
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pacnpocTpanaoTca. B aToM cayuae, MapEMpOBKAa A0MAKHA OBITE NPHKPEUIEHA HA
BHAHOM MECTE!

- yrazanue, uTo Bexoddad ATIEPTYPA nazepa HaxoIuTca Ha KoHUE
BOJIOKHA BRIXOJIHOTO YCTPOHCTEA, HIH

- obo3Havenne cornacydo Tabauue DU, womep 113,

Mpusmevaune — Tpebyemas nndopsmanus mMomeT OWMTE KOMOHHHPOBAHA B 040y
MAPKHPOBRY ., SCNH MECTO, HA KOTORYIG O DOHHL OLITE HaHECeHd, NOIBOJIEET 2T COENAT L.

201.7.9 ConpoBoaHTEAbHBIC JOKYMEHTHI

201.7.9.1 Obmue ceeaeHns

Honoinenue:

COIMNMPOBOJHUTENBHBIE MOKYMEHTBI nonsuel  colepmxars 4eTKHE
YEATAHMA [0 Hagdewaweil oskcnavatauud  oDopyaoBaHHA, BEIKYAA  MEpPHL
NpeJoCcTOPO#HOCTH 0T BozaeicTera onacHoro JIASEPHOT'O U3JIVHEHH .

201.7.9.2 PYKOBOACTEO MO IKCILIVATALLHK

201.7.9.2.13 Texuudeckoe odCAVEKHBAHNHC

Honohenue:

PYKOBOACTEO MO TEXHHYECKOMY O0CHYHKHBAHHID JOKHO BKIOYATL B cedA
NpeIyvnpesIeHis W Mepkl  IPeJOCTOPOXKHOCTH, MNO3IBONAKLIHE  H3IDemaTs
BOZACHCTENA OMACHOTO Na3epHON0 HINYUEHHA.

201.7.9.2.101 Hudopmanuun obd ocobeHHOCTHAX Ja3cpa 1M OTBCTCTBCHHOM
opraamzanun 1 18 OIEPATOPA JA3SEPA

PYKOBOJCTEO 10 IKCILIYATAUMH JOMKHO BKIIOYATE B ceDi!

- HHopMALHIY O JONYCTHMOM MHHHMAIBHOM OEIOINACHOM PACCTOAHHMH 714
rnaz  npuw  pabote ¢ JasepHeM  oGopyioeammem  npu  HOPMAJIBHOM
AKCTUIVATALIHH C COOTRBETCTEYIOIIHM BCITOMOT'ATEIBHBIM
OBOPY JOBAHHEM;

- pelpasenHsle B enquuduax CH PACXOJMMOCTL  HM3JIIYHEHHMA,
JMUTEINIBHOCTE HMIIVIILCA, makcumansnyo BbIXOJAHYID MOIHOCTDL
JAZEPA, ¢ vkazaHHeMm 3IHAYSHWA CYMMAPHOH HEONPEJCICHHOCTH pPEe3yibLTATA
HIMEPEHHA W OMHIAEMOT0 VBENHYEHHA HMIMEPEHHBIX 3IHAYUCHHH BeJIHMHH Noche

9
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HATOTOBICHHA, J0DABICHHOTD K THAMEHHAM, HIMEPEHHEIM BO BPEMA HITOTOBIEHHA;

- YETKOE BOCNPOHIBEAEHHE (C JOMONHHUTENEHBIM OKPAUIMBAHHEM) BCEX
HEeoDXOAUMBIX  Maprupoeok  JIAIEPA w»  npenyvnpesxaeHdHid o0 ONacHOCTH,
HAHECEHHEIX HA JaiepHoe 0DOpYyI0BaAHHE !

- MHPOPMALHI0 H PYKOBOACTBO 1718 peryaapoil kamubposkn BRIXOIHOH
MOIHOCTH JIASEPA e cooreerctenn ¢ 201.12.1 wacrosmero  crasgapra.
HudopMmalina JonwHa colepars cnetndHKalHio H3IMEPUTENLHOTO 0DOPYA0BAHNHA H
NEPHOIHYHOCTE KANHOPOBKH H PATbACHEHHA TPEDOBAHHI OTHOCHTENLHO PeryiapHoi
ganubpoeky MOLIHOCTH JTASEPA;

- yeTkoe obozHaveHHe BeeX MecTononoxeHHd AIIEPTYPLI nazepa;

- [EepeveHk ONepalunil PeryaiupoBKH, WCTHPOBKM M nopagok paboTel M
TEXHHYECKOrD ODCIIYHHEAHHA OTBETCTBEHHON OPTAHMU3ALIMEHN. srnouas
npeavnpexacHue «llpegocrepexenne — HenoikioBaHue peryiHpoBOK, KCTHPOBOK
HIIH [IpOBEAcHHE padoT, KPpoME OnpefeleHHbBIX HACTOAIIHM PYKOBOIACTEOM, MOMET

MPpHBCCTH K ﬁﬁ]’!}"IEHHH} OIACHBIM HIMVHCHHC MR

- onucauue [MEPEJAIOIEH ONTHYECKOH CHCTEMBI, sxmouan
XapaKTePHCTHKH BBIXOTHON MOILIHOCTH JIA3EPA:

- OPHMCHAHHC, MNPCOyvOpoEIaAnles, HTO JIa3cpHOC HEG[]}’I[DBELHHE JOTHHO
OBITh SAITHINEHO aT HECAHKLIHOHHPOBAHHOIO HCIIOOBIOBAHHA, HanmpHMep,

YAQIICHHCM KITHYA H3 BRIKTOYATCIIAL

- TEXHHYECKHE TpEﬁﬂBﬂHHﬂ K CPEICTBAM 1014 3AIHTRl Ias.

Mpumewaune — Cwm. 8452 uz [1] beronacnocts nazepunix Hineanid — Yaerw 14:

P}"KIII BOJCTEG T FRCITYATALLEEH

- TEXHHYCCKHE TpEEﬂBaHHH, OTHOCHIEHECA K BOIHHEHOBSHHHKY HCTIEI]'E-'HHﬁ H
FAABIMICHHA, BEITHYAA [MPEIOCTEPEHCHHE! {fan‘JGETEpE}KEHHE — HC[IEI[]'E-‘HHﬂ H JdbIM,
MPOHIBO0AHMBIC TA3CPOM MOIYT COACPHIATE HHIHECNOCOOHEIE DHOTKAHHY,

- HHd}ﬂ[]MEILlHI-G O MNOTCHUHANBHEIX OMNACHOCTAX, BOIHHEAKIIHX B Cly4Yac
CHIILHOITD HEF]IETHEEI HIH  HEMNPABHABHOMD HKPENIcHHA BOJNOKOHHOH  ONTHEH,

NpeaynpeEIcHHe O TOM, YTO HEBBIMOIHEHHE E'!'E.'HGMEH,IIHI.I,Hﬁ HIrOTOBHTCIA MOWET

1
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NPHBECTH K NOBpesaeHMio BonokHa man TEPEJAIOIIEN OINTHYECKOH
CHCTEMDBI w/nnu npuunsenna spena nauuenty unn OINEPATOPY JIASEPA;

- noAcHenue, Hanpumep: «llockoneky JIYH HABEAEHHA npoxoaut uepes
Ty we [IEPEJAIOIIVIO OINTHHECKYIO CHCTEMY, wro n PABOYEE
H3JIYHEHHE, To 9310 obDecnednBaeT  XOpOoUIHE  Pe3vibTaThl  [POBEPKH
paBotocnocobuocty TEPEJIAIOIEN ONTHYECKOH CHCTEMBL. Ecan J1¥Y
HABEJEHHS orcytereyer na Bmixoge [IEPEJAIOLIER ONTHYECKOM
CHCTEMBI, ero HHTEHCHBHOCTE CHHMEHA HIAH OH BRITIAAHT PACCEAHHBIM, 3TO
oznagaer, uro [TEPEJAIOUIAN OIITHYHECKASA CHCTEMA noepemacHa MK
paboTaeT B HEIUTATHOM PEHHMER ]

- mpeaynpemxacHue, Hanpusep: «OnacHoCTs BOITOpaHWA H/MIH  BIpBIBA
cyiecteyer, wxorjga BbIXOJAHAM MOUIHOCTE JA3SEPA wucnonszyerca B
MPHCYTCTBHH OTHEOMNACHBIX MATEPHANOB, PACTBOPOE WIH Ta3z0B, HWIH B Cpele,
oboramieHHol  kMcnopogon». BrelcokHe  Temneparypel, BOIHHKAKOIIHE [pPH
HOPMAJBHONH  DKCIJIVATALIMM  nazepmoro  ofopyloBaHHA,  MOTYT
BOCIUIAMEHHTE HEKOTOPEIE MATEPUANLL, HANPHMEpP, BATY, KOrda [POHCXOAWT
HACKILIEHHE KHCAOPOAoM. PAacTROPHTENAM KISHKHX BEIECTE (HANPHMED, NIACTLIPA)
H BOCMIAMEHAIIHMCH PACTBOPAM, HCMOIBIVEMBIM 08 OMHCTEH W Ae3HH(PERIIHN,
HYIHO  1aTh  MCHAPHTBCH  Nepel  [NpHUMeHeHHeM  JaiepHoro  oDopy10BaHMS.
Heobxoaumo yUUTHIBATE OMACHOCTH BOCIJIAMEHEHHA 3HAONEHHBIXN (BOIHHKAKIIHX

BHYVTPH OPraHHiIMa) raios.

201.8 JamuTa 0T ICKTPHYECK O ONACHOCTH,
npouzsoaumoil MEJHIUHHCKHM 9JIEKTPOOBOPY JOBAHHEM

[MpunenaroT pazaen 8 olduero craHaapTa, HCKIIOHAR CASAVIONIEE!

201.8.5 PazbeanHeHHe COCTABHBIX 4acTei

Honpaeia:

Ecau nazep, npouzeeacHublil HEKO (dupyoil ~ W3roToBHTEIEM KOMIUIEKTHOTIO
ODOPYIORAHMA)  W/HIAH  MCTOMHME [OHTAHMA  nazepa, npouzeeacHHwid  HEKO,
00LEAHHEHBl B TA3€PHOE H3IIEIHE H OHO COOTBETCTBYET TpebOBaHHAM CTaHIapTa
IEC 61010-1, To x uigenuw He npumedawT Tpedoradnua IEC 60601-1. Dto

Il
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OTHOCHTCA K CPEACTBAM 3AIUHTHL ONepaTopad H K TpeDoRaHHAM noapazieinos 8.0, 8.8
H B9,

201.8.7 Toxkn yTeurkH H J0NYCTHMBIC BCHOMOTATEIbHBIE TOKH

[IpuMeHAOT JaHHEIH noapa3aen odllers cTaHaapTa, HCKIKYan Clelyollee:

201.8.7.3 * ¥eraHoRJICHHBIC 3HAYMEHHA

Honoanenue:

Jazepuoe  obopymoeanue  paccemarpusaror  kak  CTAIIHOHAPHOE
0DOpPYI0BAHHE SCITH:

- oHo coeguHero ¢ CETBIO TTHTAHWA nocpeacteom PAIBEMA, koTopii
MEXAHHYECKH 3alMIUEH TIPOTHE HENPEAHAMEPEHHOIO OTCOSIHHEHMA,

- IBYIOKMIBHBIA HTHVP sienserca HepatheMHBIM, H

- MIOLWAAL [IONEPeYHOrD CeMeHda MeaHsX npoeoauuxkor JIBY XKHJIBHOD O
ILIHYPA He menee 2,5 My

201.8.10 KoMnoHeHTEI H ¢XeMa coeJHHeH i

[IpumMeHAT JaHHBIH Moapa3aen odlero cTaHIapTa, HCKIKYAA Cleaylee:

201.8.10.4 BpinocHBIE YCTPOHCTEA VIPABJACHHA PYKOH HWIN  HOroi
OIepaTopa, NoAKAKnYaeMbIe Kabeaem

Honotnenue:

201.8.10.4.101 Megans

Jwbaa nenanks ynpaeneHus Na3epHbiM HHUIYUSHHEM JOMKHA OBITE 3AMIHIICHA
KOMYXOM, 4TODB NPEeJoTEPATHTE HenpelHAMEPEeHHOS BEIKYeHHe. Y CHIIHE, KOTOpOE
HEOOXOAHMO TPHIOKHTE A8 cpaDaTeIBAHMS NEpPeKIOYATENA, JOMHHO OBITE HE
meHee 10 H. Yeunue, npunoxkennoe kK padoueii NOBEpXHOCTH Nealy niowanse 625
MME, He J00#He npessiiuate S0 H.

Coomeemomete NPosepaemc H3Nepesues Vo,

201.8.11 OcHoBHBIC MACTH, KOMIIOHCHTHI H PazMelIcHHE

Honorkwenne:

201.8.11.101 Henoas3oBanne BOAbI 18 0XJ2EKICHHT

B DIAEKTPOOLBOPY JOBAHHH KITACCA |, rae HCOoAe3IVEeTcA BOJAHOE

OXTAARICHHE H FOC BOdd NMPpHHHMACT Ha ceod OCHOBHYHY TCPMOHIOMAULHOHHYHY POllb

12
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OCHOBHBIX “acTell, VIeNbHAA JMIEKTPONPOBOAHOCTE BOJABL J0J#HA ObITh Takoii,
qro0el 3Hadenda TOKA VTEHKH HA 3EMIIO. tpebyemwie s 201 8.7.3, He
npeeeimany iHaueHuii npu HOPMAJIBHOH DKCIUIVATALMH. HiroToenTens
JoM#eH  NPelocTaBHTE  HHpoOpMalHK 0 NEPHOAHYHOCTH  TEXHHYECKOTO
ODCITYHHBAHHA H METO1aX HIMEPEHHA.

Coomeememeaue ApoaePAeMCA KORINPOREM 0 REMceRc\.

201.9 Jammura or MEXAHHYECKHX BO3JIEHCTBHH
MEJHIHHCKOIO JEKTPOOLOPYJOBAHHA w MEJUIHHCKHX
ANEKTPOCHCTEM

[TpusenatoT pazgen 9 odwero craHaapra.
201.10 3amMTa 0T HEKEAATCNBHOH H HIDBITOYMHOH Ja3epPHOI ONACHOCTH

[TpusenatoT pazgen 10 obmero craniapra, HCKIHOYMAaA CleavOIee:
201.10.4 Tazepsl H CBCTOAHOLI
Honorwenue:

I pPHMEHaNHE - B kourekcre HACTORINErD CTANAapTa 100 GCBSTOBRLIME HETYUEHHEM

NOHHMAT ONTHYECKoe Hinydende cornacuo [EC 608251

Hna samutel [TAUHEHTA, OIIEPATOPA, OITEPATOPA JTASEPA u apyrux
MPUHCYTCTBYIIMUY Nkojeil, nazepHoe oDopyAoBaHHE [JOMMKHO COOTBETCTBOBATE
CAEAVIOMHM TPeOOBAHHAM!

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

Jannoe TpeboBaHHE HE OTHOCHTCH K NEPEHOCHOMY MEIHUHHCKOMY Ta3epHOMY
000pYIOBAHHID C IHTAHHEM OT DAaTapeex.

b) Brnwuenue KawgoM-eelknodaTenes (4.6 no [EC 60825-1).

¢) HabnmwnareasHas ontaka (4.10 no IEC 60825-1).

JONoaHHTENBHO 1a3epHOE 000PY T0BAHHE JOKHO BKIKOYATE B ceDa:

d) Muamkarop roToBHOCTH Jaiepa

JlazepHoe obopyiaoeande Jom&HO cogep#ars BH3vaiesHelii MHHEKATOP
FMOTOBHOCTH JIASEPA, xotopeli JomkeH ObITh MOACBEMEH, KOIJA4 IMHCCHA

PABOYHEDID HITYYHEHHMA Ovaer eo3MoxHa OpH BEIKYEHHH KIHYA YIIPABIEHHA,

13
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YTOOR NPpHHATE COOTBETCTEBY HMIHE MEPLL [IPEIOCTODRORHOCTH.

¢) Huankatopsl nazepHoOro HIIy4eHHA

B aononsennwe k. HHAHKATOPY TOTOBHOCTH TA3SEPA nazepuoe
oDOpYOBAHHE J0KHO ObITh OCHAUIEHO BH3IYANLHEIM H 3BYVKOBBIM CHIHAJLIAMM,
KOTOPBIE YeTKO VEA3LIBawT, 4To ypopeHb JTASEPHOTI' O U3JYYHEHHMA npeseimaet
LAY nna KNACCA ZR. MHAMKATOPBI JASEPHOTO M3JIVHEHHA gonmHb
OBITE CAPOEKTHPORAHLL cornacHo 4.7 IEC 608251,

HHAHKATOP TOTOBHOCTH JA3EPA w euivanensii MHIHKATOP
JAZEPHOTI'O M3JIYHEHHA nonsHel OBITE BHAMMEBIME 9€pe3 Ta3€PHBIC 3aLUIHTHEIE
O4KH, KOTOPEIE NPHMEHAST NEPCOHAN, HAXOAAWMWHACA B 30He padOTH natepa.

Oaune vz HHJHKEATOPOR JASEPHOIO M3JIYUYEHHA aon#eH OwITh METED
BHAMM MHAH COBIIHM JHOJAAM B 30HE ONEPATHEHOTO YIPABICHHA MIH BONMIH
AITEPTYPBI JTIA3ZEPA, tpebosanue oTiancHua Ha 2 M, yrazaduoe B 4.7.3 [EC
60825-1 He npHMEHHMO,

Mpumevanne | — [lockonnky HacTOAWMIE CTANJAPT COASPKHT TpehoBanMa K
HHAHKATOPY rorosnoctu nazepa w asym HHAHKATOPAM JTASEPHOIO HIJTYUEHHA,
Tpetosauns K BEJOTNACHOCTH MPH ABAPHH unn nsburounsie tpebopanua 4.7.2 [EC 60825-
| 1€ DPHMEHAIOTCS.

Mpuwmevanne 2 - JI¥YUH HABEJEHHH we xontpoanpyiorca  CBEETOBLIMH

HILTHEATORAMI.

) * VCTPOHCTBO HABEJIEHMS {cm. 201.15.101)

Ecin  YCTPOHCTBO HABEAEHWSH ewsnonneno B sage  JIVUA
HABEJEHHA uan ocnabnenHoro pabouero HiIyMeHHA, TO YPOBEHE HIIVUEHHA HE
Aoaed npeesiate [TIY ana KJJTACCA 3R co caeayiomium HCKIHUEHHEM:

Naa  ofransmonornueckoro YCTPOHCTBA  HABEJEHMA  ypoeens
H3JYHEHHA HABEJEHH A ve nonsen npepuillaTe COOTBETCTBYIOIIETD 3HAYMEHHA
LAY ana KJIACCA 2 bez npeanasmepennoro aeidcteus OIIEPATOPA JTAJEPA.

) Pewnw OKHIAHHETOTOBHOCTD

Jlazeproe  obopyaoBaHHe  Q00#HO  OBITE  OCHAUIEHO  YCTPOHCTBOM

nepexnoueris cocToaHuil OGKHIAHTHETOTOBHOCTDL. DTo verpolicTRO J0I#HO

14
FOCT rocCTIEC 60601-2-22-2011 Crpanuua: 18/34

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-60601-2-22-2011
http://GostExpert.ru
http://GostExpert.ru

IrocT IEC 60601-2-22—2011
cbecneuneate OTKJIIOYEHHME PABOYETIO H3TYHEHHA.

[Tepexmouenne w3 pemxuma OIKHIAHHE e pewnum [TOTOBHOCTDL ne
JOKHO  OBITE  BOIMOMHEIM  [IpH BEIWYEHHOM  COCTOAHHH  BRIKIHOMATENA
JAZEPHOTI'O U3JIYHEHH AL

h)y KOPITYCA.

[IpumenawTcs caeayrwipe tpebopanus [EC 60825-1:

-4.2.1 3aHTHBIH KoXyX — oDuime TpeboBaHuA;

- 4.2.2 3aHTHBIH KOMYX — 0DCIYKHBAHKE;

- 4.3 MIOKH H 2alIHTHEIE DIOKHPOBKH.

Coomeemoneue nPposepacmei oCuompom.

Mpumenvanune - Burmouenue winydeans cornacuo 4.8 [EC 60825-1 samenserca

TpetosanuaMu nannuna yerpoidcrsa COKHAHHE TOTOBHOCTh.

201.11 3amuTa o1 neperpeea n npounx OMACHOCTEH

[IpunMenatoT pazgen 11 odwero crangapTa, HCKIOYAA CIAEAYHILIEE!

201.11.8  Obpeie  aekrponurauna  kadeaeirn MEJHUHHCKOI'O
ANEKTPOOBOPY TOBAHUA

Honoinenue:

201.11.8.101 IMpepuiBaHue HIAYHUCHHA

Hazepuoe  obopyaosanmwe KJITACCA 4 gomkdHo  OwITe  cHaDEeHO
BOIMOKHOCTRID PYYHOTO nepesanycka ana nodenna JTASEPHOTIO H3JIVHEHHA
nocie BBIKIWYEHHA, BLIIBAHHOIO, Hanpumep, cpabaTelBaHHEM JHCTAHUHOHHOI
onokupoerd HiH oTEToYeHHenm HATTPSEHM A TTHTAHIH.

[1 pHMEHANHE — P}""—.Iil(]l:i NEPEIATYCR MOKET OCYINSCTRAATLECH ¥ AAMSHHEM O C IMedLin

H MOMEIEHEM 22 18 [EPSEAMUATENL CHOBA.
201.12 To4HoCTH KOHTPO/IA, NPHIOPOE H 3A1IHTA OT ONACHBIX BLIDPOCOB

[Mpumenstor pazaen 12 obwero craHaapTa, HCKIKYAA CAEAYHILEE:
201.12.1 TouHOCTH KOHTPOJAA NPHOOpPOB

Haonoinenue:

15
FOCT rocCTIEC 60601-2-22-2011 Crpanuua: 19/34

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-60601-2-22-2011
http://GostExpert.ru
http://GostExpert.ru

MocT IEC 60601-2-22—2011

201.12.1.101 Huaukauna BLIXOAHOH MOLUIHOCTH Jiazcpa:

JazepHoe oDopyaoBaHHEe OOMTAKHO BEIKMMATLE B cebA cpeidcTea MH/IAMKALIMH
TeKyIlere YpoeHa BeIxoaHolH MowHocTd PABOYEDNO M3JIYHEHH A,

Huaukauus qonwua OslTe BeIpamkeHa B equauuax CH.

Pakruueckas  BBIXOJHAH MOWHOCTE  JTASEPA, wu3zmepednas B
PABOUEI OBJI AUTH, ve aom&Ha OTEAOHATECA OT 3AJaHHOID 3HAYCHHA Oodee YenM
Ha + 20 %, Ecion nazeprHoe 000pyAOBAHHE OTKANHOPOBAHO B BATTAX M BEIKMACT B
celdA VOpABIASMYID TaiiMepom cHereMy axcnonuposanua, JHEPTHA JTAIEPA ue
JOMMHA OTKIOHATECA OT 34JaHHOTO IHaMeHHA Doee yem Ha £ 20 %,

Hactoswmuii noapazgen He npusenserca, ecan BBIXOJHAA MOUWHOCTE
JTASEPA yeTaHoBNEHA W rapaHTHPOEAHA H3TOTOBHTENEM M HE peryviaupyvercda. B atom
cayuae, qukcuposannoe suavenne BhIXOJHOH MOUHOCTH JTA3EPA nomxHo
OBITE OINpeacieHo (VEazaHo) B Mapkaposre. [lepuoandeckuil KOHTPOIE BBIXOJIHOM
MOIIHOCTH B 3TOM CIY4ae OCYIUECTEIACTCA C NEPHOAHYMHOCTRID, ONpedeneHHOI
PYKOBOACTEOM MO IKCOAVATALHH.

Coomeemcmane RPOsepAeme OCMONPoM W WIMEPEHIAMU.

201.12.4 3amuTa 0T ONACHBIX BLIDPOCOR

[TpumenaOT gaHHBI Nojapa3ien o0Ulero cTaHJapTa, HCKIKYas cleavinilee:

201.12.4.2 Huanganug napaMerpoB, 0OTHOCAIIHXCH K De20MACHOCTH

Honoakenue:

Oboznauendas BbIXOJHASN MOUIHOCTE JIASEPA, nanyuyaeMas nazepHbiv
000pYI0BAHHEM, HE JOMMHA OTKIOHATECA OT 3HAYEHHA [peJBapHTENLHON
VCTAHOBKH Donee wem Ha £+ 20 %, HaMepenHoe 30eKTpHYSCKOE HAH ONTHYECKOE
JHAYMEHHE, KOTOPOE HENOCPEICTECHHO CBAIAHO C BBLIXOJIHOH MOIHOCTLIO
JTASEPA nom&HO KOHTPOIHMPOBATHECR BO BpeMA JIKcOayatauud. KodTpones cienyer
OCYUIECTBIATE C HHTEPBAIAMH MEHLIIHMH, 4eM J00OVCK BPEMEHH OTKaza (oM.
npuao#eHne AA, obeacHenne k 201.12.4.4).

Tunoewle pelwenn:

- 3AMKHYTAA CHCTEMA,;

- PAIOMEHYTAN CHCTEMA © BHIHMbBIM H/HITH CABIITHMBIM MpedynpcaIcHHEM O
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MPERBIIIEHHH JONYCKAEMOr 0 3HAMEHHA.

Ipogepra na coomesemcemsne. g0 apeud wonoaszosanua & HOPMAJBHLIX
VCOHAOBHMX, max sce kak & wo0sx cxodiusiy apedendunsix zapanee YCTOBHHAX
UHHOYHONO OTKA3A, BBIXOAHAA MOIHNHOCTE JAIEPA doawcna  Owlntk &
Hpederax donyekaeno o IHauenR, win daemes neobxodunoe npedyapedcoenue.

Kanubpoeka cHCTeMB  JOMKHA  PErYIAPHO  NPOBEPATHCA € UEILIO
MOATESPIKACHHA  TOTAJTaHHA BBIXOAHOH MOIWHOCTH JIA3EPA  {uau
DHEPTHH JTA3EPA) na PABOYHVIO OLJIACTE. CooTeeTcTBVHOIHI MeTOl
JonaeH OBTE ONMCAH B PYKOBOACTEAX [0 JIKCIIYATAUMH B COOTBETCTEMH C
200.7.9.2. 101, 4-¢ nepeyHCcIcHHE.

201.12.4.4* HemrraTHbIH BRIXOT HIJIYYCHHHA

Coar npuroncenue A4, obwacnenne dia nodpazdesa 200012 4.4,

Honoanenue:

201.12.4.4.101 DrcrpeHnas 0OCTAHOBKA Jiaiepa

DQKCTPEHHAA OCTAHOBEA JIASEPA pomkHa oOCTAHOBHTE HINYYEHHE
BLIXOAHOMN MOUHOCTH JAJEPA MAKCHMAIBHO  OBICTPO,  MTOODBI
MPEIOTBPATHTE CHTYALIHKY, 7€ MPUCYTCTBYET HEAONVCTHMEIH PHCK ANA HelOBSKA.
Cucrema DKCTPEHHOH OCTAHOBKH JIAZEPA nonmwna GuITE CHPOEKTHPOBAHA
TAKHM 00pazoM, 4T0o0Bl OBITH HezaBUCcHUMOH oT apvrux cuctem OCTAHOBEH
JAZEPA. Tlepexnwvareies A0MKEH ObITE BBIMNOIHEH B BWAC KPACHOH KHONKH H
pacnonokeH Takum o0pazomM, 4ToDL OLITE BHAMMEBIM H JIeTKO W OBICTPO JOCTYMHBIM
OIMEPATOPY JTA3SEPA ¢ patdouero secra. Haanwes «OctaHoBka nazepas HIH
obosHaveHue cornacHo tatauue D1, obosnavenue 101, 10 HB OBITH OTMEYEHBl HA
KHOIKE MIIH OKOJIO HEE.

Ecnu yveTpoicTRO 3KcTpeHHOro oTEII04eHdd cornacao IEC 608947-3 umeercs B
cocTaee nazepHoro obopygosadud, yerpoiicteo JKCTPEHHOTO OTEJIIOYEHH A
JTASEPA He Tpebyerca.

Hanusie tpebosanua He pacnpoctpanatorca Ha JIASEPLI KJIACCA 3B aas
HEXHPYPIrHUECKOro HWAH  Heo(TANEMONOTHYSCKOro MpUMeHeHHA, padoTalilie B

auanazose 1auH BoaH oT 600 oy o 1400 HM, 1704 KoTopRIX
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a) HITYUEHHE PABHO MEHEE [MATH MAKCHMAIBHO JONYCTHMBIX 103 00Ny4YEeHHA
KOMH M Cpe/iHee IHAUYEHHE MOLIHOCTH He Donee 50 MBT, uan

b) HanydeHHE He NPERRINAST MAKCHMAILHO JONYCTHMOH A0kl 00Iy4YEeHHA
KOHH.

Coomeememene NPosepaemci 0cMompor i WIMEPeHamu.

201.13 OnacHele CHTYALMH, YCJIO0BHE OTKAZA

[TpumenaroT pazgen 13 oduiero cTaHaapra, HCKIHOYaA Cleayiee:

201.13.1 Ocobble oNMacHbIC CHTYALHHK

Honorkwenue:

201.13.1.101 Ocobric npeaynpesacHud NpH pabote ¢ Jaicpom

HeobxoauMo vaecTh eIy I0UIHe ONMAcHBIE CHTYALIHN!

a) wanyqenne MOINIHOCTH JTASEPA, ©Gonee 4wem B 1aBa  paza
NpeBsIAKLAA 3aTAHHOE IHAYEHHE 18 HHTepBaAna BpeMeHn Doxee 100 mc;

b) nanyuenue JHEPTHH HMITYJIBCHOT O JIASEPA., ecnu npeasayiuii
HMnyiaee JHEPTHH JIASEPA npepwicin 3ajaHHOe 3HAYMEHHE B ABA pa3a;

c¢) wanyuende DHEPI'HH  wmnovascHo-nepuwonwueckoro JIASEPA, ecnn
OHEPIHA wmwmnyascoe JIAIEPHOTO HM3JIYHEHMA B aea paza opeBwlinact
3AJAHHOE 3HAYEHHE YHEPIHH, a NepHO] BEPEMEHH HITYHEHHA HMNOVILCOE [PEBRILUIAET
100 mec

d) HewrTaTHeld Beixog PABOYEIO H3JIVUEHHMA:

€) HecpadarsiBaHHe IKCTpeHHoro oTknwderds PABOYHEDNO H3TYHYEHM AL

Tpeboeanus a), b) u c) He pacnpoctpanatoTed Ha JTASEPBI KJIIACCA 3B nna
HEXHPYPIHYECKOro WA HEeoTANBMOIOTHYECKOTO [IPHMEHEHHA, padoTaiomne e
aunanazose 1My BoaH oT 600 oy o 1400 HM, 1714 KoTopRIX

- M3INYYEHHEe HEe MPEeBLINEAeT NATHKPATHOID 3HAYEHHA  MAKCHMAIBHO
JONYCTHMOIO  YPOBHA OODIYHUEHHMA KOMH M CPElHEee 3IHAYEHHE MOIIHOCTH He
npeesiiaet 30 mBT, nau

- HE NPEBLINIAST MAKCHMANBHO JONYCTHMOIO VPOEHA 00IYUEHHA KOMH.

201.13.2 ¥cnoeHd 0JHHOYMHOH HCHCIIPABHOCTH

Honorwenue:

I8
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201.13.2.101 HiderTrounaa BBIXO/JHAH MOUIHOCTL JIASEPA

Hazepw KJIACCA 3B niu 4 nom#He OBITE COPOEKTHPOBAHE! TAKHM 00PATOM,
9TO0E YCIOBHE OJHHOYHOH HEHCOPABHOCTH MW0D0H dopMel HE NPHBOIHIO K
MOABIEHHID HINYUEHHA, NPEBLIIUAK LEr0 HOMHHAIBHOE 3HAMEHHE DONbIE weM Ha 50
% (cM. npuMeuaHue), WIH K HECAHKUHOHHPOBAHHOMY MOSBIEHHK N43€pHOr0
HaIyueHHA. JomKHO NOABIATECA NPEAYPERICHHE 0 HEJONYCTHMOM ICHCTEHH.

Mpumevanne — Jnagenne 30 %% momer DLITE COHLIKOM BLICOKHM JUIS HEKOTOPEX
ﬂﬁ.l'IHC'.I'I:ﬁ, TAEHNX Kk ﬂIZ]]TEI.'II-MﬂJ]III]'HH H, B TAKHX CAYHUAAX MOGKET OLITL FATAHO MEHLUNSS SHasdcIine
{nanpumep, 25 %),

201.13.2.102 CHoidi B 2aBeplICHHH HAIVIUCHHA

Ecnum Bpema H3TyueHHA 3aiaeTcd TaliMepoM, KOHCTPYKLUHA [1aiepa J0JIHHA
HMETE  He  3ABMCHMOE  OT  TailMepa  [peJoXpaHHTENBHOE  YCTPOHCTRO,
oDecneMHBatollee B VCIOBHAX OJHHOMHOH HEHCIPABHOCTH OTKIKYMEHHE Na3epHOro
HIMVYEHHA NPH IPeBBILEHHH VCTAHORISHHOT O BpeMeHH Dosee veM Ha 20 .

I pPHMEcUYANHE — ,,-I:LTIH olecneueliHd COOTRETCTRHA JEANIEIM Tpl;‘-ﬁlﬁlﬂ-ﬂ.[illﬂ}.l MOBET OEITL
HCTIOI LSO ET'EI]':II.'.Iﬂ '.I'E.ﬁh{:?]'!l.

Hanuele Tpedopadua He pacnpocTpanawTes Ha JIAZEPEI KITACCA 3B ana
HEXHPYPrHUECKOro WA HEeoTANEMOIOTHYECKOTO [IPHMEHEHHUA, padoTaiomie e
JHanazole 1aHH Boad oT 600 oM go 1400 v, 208 KOTOPBIX HITYHCHHE!

- HE MPERBIMIAST MATHKPATHOID IHAYCHHA MAKCHMAILHO AOTYCTHMOIO YPOBHA
ODIVHEHHA KOKH U CPeIHee IHAMEHHE MOIHOCTH He npessimaet 50 mBr, nan

- HE NPEBLIIAST MAKCHMATEHO JONYCTHMOIO YPORHA 00IYHEeHHA KOMH.

Coomeemoemeane RPoaepaemon O0cMompor i EIMEePer i,

Hactoamue TpeDoBaHHA W  COOTBETCTEVIOIIHE KPHTEPHH HE  J0JEHE
NPHMEHATLCA NPH OTKAZE!

- KOMIOHEHTOB, KOTOPEIE MOTYT OBITE pacleHEHE KAaK,
OTKA3OVCTOHYHBLIE 1 114 KOTOPEIX NPOBOINTCA NPodHIakTHEA;

- KOMIOHEHTOB, CXEM KOHTpPOIf, KOTOpLIe MPOBEPANTCH NpPH KA 10

NPOLEeIYPE 3anycKa Na3epHoro obopy I0BaHHS.
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Hero

201.13.2.103 Orkas wigeanil ¢ orpaHHucHHOI HAJCKHOCTBIO

CHeaviomue H3genda cleayeT PACCMaTPHEATE KAK OTPAHHYEHHO HAJEHKHEIE!

- IATBOP /B MeTOdbl ero akTHBaLHH:

- onTHYeckue ocnaduTenu. pkmodas SAIIHUTHBIH OHUIIBTP OIEPATOPA
MEXAHH3IM,

- eikmodaTens JJAIEPHOTO M3JIYYEHMA:

- taiivep ana JJTAIEPHODIO U3IYHEHM A,

- KOMIIOHEHTEl CXEM KOHTPOA.

201.14 MNPOIPAMMHPYEMBIE ANEKTPHYHECKHE
MEIJHIUHHCKHE CHCTEMBI

[TpumensawoT pazgen 14 obwero crawnapra.

201.15 Koncrpykunn MEIHOHHCKOTO
AJNEKTPOOBOPY TOBAHHHA

[TpusenaroT pazaen 15 obulero ctaHaapT, HCKIKOMAad cledyoee:
Honorkenue:!

201.15.101 YCTPOHCTBO HABEJJEHHUS HA OGBLEKT

(cu. npunoxkerHne AA, obbacHenue k 201.10.4 1))

Ho semwovenua PABOYETO MIJIYVHEHHA nonkua 66iTh obecnedeHa YeTKan

HHAHKAUHA MECTa, B KOTOPOS MOITAAET 3T H3NYHCHHE.

BoismowHeIe PEUICHHA BEKIHYAKT B cena:

a) ucnoaks3opadie euaumore JIVHA HABEJEHHWHA, koTopelil non#keH ObITE

PAazIHYHM HCPCE JAUHTHBIC OYWKH,

b} ycTAHOBKA YKa3aTENA HA PYKOATKY,

C) ONTHYECKHE YCTPpOIicTBA HABCICHHA,

d) KOHTAKTHBIE MPHCIOCODIEHHA]

€) WEKTPOHHYI HHAHKAIHI, TO €CTh KYPCOp Ha IKpaHe.

[lonoxenue  TOUKH najeHus.  oToDpamaeMoil HHANKATOPHBIM

VOCTPOHUCTBOM HABEJEHHWS, Ha uens Q00#HO COBNAIATH C MECTOM MalcHHS

PABOYEDID H3JTYYHEHMA. Jonyckd HA HECOBNAACHHE JOMMHL OBITE J0OCTATOYMHO
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MATEL, YTOOB! NPEIOTEPATHTE HEBEPHYHD IKCIUTYATALIHIO H3-38 HETOUHOTO HABEICHHA.

J¥Y  HABEAEHMH w PABOYEE H3IJAYHEHHE jgonmuawm OwTE
KOAKCHANLHEIMH B Tpeaenax ciaeayiomux gonyckos: B PABOYEH OBJIACTH
MAKCHMAIBHOE AONYCTHMOE JIHHEHHOE CMEUIEHHE MEKIY LUSHTPAMH JBYX [ATEH He
JoJEHO npeesiwars S0 % awamerpa 00AbUIEro M3 IBYVX nATeH. JononHuTensHo,
auamerp natHa JIYHA HABEJAEHWM we nomxen npegwiuarte donee dem B 1.5 paza

auamerp natHa PABOYEDO M3JTYHEHMA.

Coomeemonigue RPoEepiaemei OCMOmpoM i UIMepPerie.
200,16 MEJTHIUHHCKHE SJIEKTPOCHCTEMBI
[MpumensioT pazaen 16 obwero cranaapra.

201.17 JICKTPOMATHHTHARA COBMCCTHMOCTE MEIJHUHHCKOI'O
AJNEKTPOOBOPYIJOBAHHA H MEITHUHHHCKHX
ANEKTPOCHCTEM

[TpumenatoT pazgen 17 obuero crasaapra.
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IIpuaoxennn

n['!ll[MEHHi{}TCH NMPHTOECHEA ODIero CTAaHIAPTA, HCEITMYAH CNCIYHLCC:

Odo3HauecHHA Ha MAPKHPOBRE

[Ipunoxenne D

{cnpaBounoe)

n[’![EMEHH]ﬂT NMpHIKEKCHHE [} obmero CTaHTAPTa, HCETEOYadA CIIEeaY v UIee:

Tabnuua .1 — OcHOBHEIE 0DO3IHAYMEHHA

.a'-Tf.-'HI'.-'..I‘HHl'J'.'E’. thHblE ODOTHAYEHIA

Ne Hzobpasenne

CHMBOTA CHMBOIIA™

Corlnka

Onucanne

101

[EC 60417-5266
(2002-107

ApBapuiiHas OCTAHOBKA

JIaEepa

102

[EC 60417-5266
2002-109

Oxunanue’ T oTOBHOCTE

103

[EC H0417-5264
(2002-10)

P |
Owunanne TOTOBHOCTE

104

Pemum  HENpepeIBHOIM
padoTHh. JlazepHoe
obopyaosaHue paboTaeT
B 3AJaHHOM  PEHHME,
npHYeM
NpoIoIKHTEIEHOCTE
HUTYUEHHUS ONpEeaeIAeTCR
OINEPATOPOM
JTASEPA H
OrpaHHYHEACTCH c
MOMOLIERY [TE18TH

O IHHOMHEIE HMOYIBCHL
IJlazepuoe obopyaosaHuHe
paboTaeT B peKHME,
KOTJa NpH HaXaTHH Ha
neaane WINy4aeTcad OJHH
HMIYIkLC 1a1aHHOT
JTHTENEHOCTH
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Fpodoayecnie matauys 0.1

rocT IEC 60o001-2-22—2011

No

CHMBOTA

Hrobpasenne

CHMBONA"

Cerlnka

Onucanue

106

107

L
{

Pexum  paboTel, 0OpuH
KOTOPOM I1IPH  HAMATHH
Ha Melaink  H3Ty4aeTcs
NOCHEJOBATENEHOCTh
HMITYJILCOR 3a1aHHOI
JTHTENBHOCTH C
18 1aHHBIMH
HMHTEPBATAMH

JAnuTensHOCTE

HMIVILCA

108

i

nEpH[’:ljJ, CIAcAoBaHKA
HMIOYIIBCOB

109

Pemum
CHEUHATHIHPOBAHHBIX
HMIYILCOB. Pemum
padoThl nazepa,
Hanpumep COH--nazepa,
C YIYYIIEHHOI
XAPAKTEPHCTHEOH
paipeiaHua  THAHH W
KOTOPBIH  MOMET OBITE
HCIIOL3I0BAH KAK
ANETEPHATHEA
HEMPEPRIBHOMY  PERHMY
PadoThl

110

,I-[}-"I HaBcdCHHHA

iy

Jyu HaBEACHHA,
padoTaOLHH B
HMITYIBCHOM PEHHME

112

Buewnsas 0NoKHPOBKA,
kak onucano B 3.74 1EC
GOR25-1

o R=2r=

Brieoa HANYUEHHA
Hepes OMTHHECKDE
BOTOKHO
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(waiganie madauys 1]

No HaoOpasenne
. Ceplika Onucanne
CHMBOIA CHMBOIIA
114 HactoTa MOBTOPEHHA
nunviascos (HYITH)

" OGo3zHadMeHHd COrnacywTea ¢ obo3HadeHHAMH, npHeeiacHHeiMH B IEC/TR
HBOBTE:2003 wnu npueegedHHsiMy Toasko B IEC 60601-2-22. [lpusejeHHbli
nepedeHb HE PACCMaTPHBAITCH IKCKIIHMBHEIE oD03HadeHud. [lpoune cHMBOILI
soxHO nocMoTpeTs B IEC/ TR 60878:2003.

h,ElEIHH]:[E'i cumeona npueedeH B tabanue D1, Ne 16 g [EC 60601-1 B 3HaueHuH
«Brn.y» ana uwacte obopyaosaHus. B megnumHCcKOM nazepHoM 0DOpYIOBAHMH
JAHHEI CHMBEOI MOMKET ObITh HCNIOALIORAH 114 0D0IHAYCHHA.

24
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[Ipuaokenune AA
(pexoMeHayeMoe)

CnennanbLHoOe PYKOBOJACTED H 00LACHEHNE

AA.1 Obuiee pyROBOACTBO

HacTosmwmii craniapT onHCLIBAeT COeUHATbHBIE TPeDOBaHHA K MeTHLUHHCKOMY
nazepHomy obopyaosaduio 418 3awmTel [TATTHEHTA ot so3somuasix OITACHBIX
CUTYALMI

ObbacHenne AA.2 118 cHeUHAILHBIX PA3ICA0B H HOAPAIICI0B

Humecneaywmee Apnaercad o0bACHEHHAMM 1A ONPEIe/CHHBIX pa3ienoB o
Mojapa3iaenos HacTOALIEro  CcTaHJapTa, ¢ HOMEpaMH pasacna W nojapasiena,
COOTBETCTEYIOWHMH NPHBEIEHHLIM B TEKCTE TOKYMEHTA.

MMoapaznen 201.7.2.101 b)

Mennunackoe nazepdHoe  obDopyaosaHHe  00OBIMHO  BEIHOYAET B ceba
[NEPEJAIOIYIO OINTHYECKYH) CHCTEMY. DT1o Momer OBTE WAPHHPHBI
IEPKATEHO-THHIOBEIH  CBETOBOA  MIW  ONTHYECKOE BONOKHO, MEPE:  KOTOpOE
paigoanTea PABOYEE H3IJYYHEHHE., Korma TNMEPEJAIOIAN OIITHHECKAA
CHCTEMA paccmaTpHBaeTCA KaK YAcTk FAMIHTHOMO KOKYXA, 4 HHCTPYMEHTAILHEIS
CPEACTEA  JOJNMHBI  OTCOEAHHATECA  OT NEPEJAIOIUEH  ONTHYECKOH
CHCTEMBI, to momwen OBITE NPEAVCMOTPEH MeXaHH3IM OnoKHpoBEH. B 3Tom
cavuae HeT HeoDXOoIuMOoCcTH maprupoeats nazepuyi AIEPTYPY sOauwin wmecrta
npucoeaudenns  NEPEJAIOIIER  ONTHYECKOH CHCTEMBL  Ofkuuo
NOMNOMHHTEILHEIE npucnocobIeHHA, BIJTHOM AR PYYHEIE HHCTPYMEHTEI,
MHKPOMAHHIIYAATOPEI,  BOJIHOBO/BI, CKAHEpel H  T.0I. NOPHCOSIHHAKTCA K
NMEPEJAIOIIEH OINTHYECKOH CHCTEME. B HekoTOpPHIX CHVHafAX, camo
ONTHYECKOE BOMOKHO (OPMHPYET OpraHd  VIOPABISHHA, HANPHMEpP, KOTAa OHO
HCIOJABIVETCA KAK TAK HA3ILIBAEMOE «rojloe BodokHo»., B nocieanesm ciyuae
ONTHYECKOE BOMOKHO BEIMOIHAET JBE pPOAH: NEpejamllero YCTpolcTBa W OpraHa
yipaeneHuda. B atom cayuae, N0M#HE! OBITE BRIMOIHEHLl BCE COOTBETCTBYHOILLIHE

Tpebopanna, Brmwqan  Mapkupoery  AINEPTYPLIL.  Tlockoneky obozHaveHHe
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AIIEPTYPBl He moser OBITE NOMEHIEHO HA KOHUE BOMOKHA, B ITOM COy4ae
CTAHAAPT MOIBOIAST NOMECTHTE MAPKHPOBKY B MECTE, 1€ OHA ACHO MHPOPMHPYET
OIEepaTopa 1a3epa 0 MECTE BRIXO/1a pabouero HIUTYUYEHHA.

Moapazaen 201.8.7.3

OnacHad CcHTYAUMA MOMKET BOIHHEHYTH, eciu Hapywenuwe 3AUIHTHOIO
COEJMHEHHS C 3EMJIIH nozsonser TOKY yreukn 3naucHueM 10 5 MA npoiiti
qepes Teno venopeka. [lostomy HeodXoaHMO YACIATE 0CODOE BHUMAHHE MPOYHOCTH
CETEBOIO KaDend W HAJSKHOCTH Ero CoeIHHEHHA.

Moapazaen 201.10.4 f)

Jta GopMyIHpOBKA PACHpOCTPAHASTCA HA BCE METOMIRl, HCMOIBIYEMBIE 10
HacToawero speMedi. Tepmud «JTASEP HABEJAEHHMH» Ovin zamenen Ha «JIYY
HABEIEHHH», nockonbky X000JHEIE HCTOYHHKH HUTYHEHHA TAKXKE NOIXOIAT 118
HCMONBIOBAHKA B KAYMECTEE CRETOROTO HABEACHHA.

Tpebdoeanne, wtobdbe HINYHEHHME HABEIAEHWA Oweino npasmo il
KOCBEHHO  PACIIOIHABAEMO  4epe’  ZAllUTHLIE  OUKH, #ABIAeTcd  abCcolIlTHO
HEOOXOAMMBIM, OJHAKO, OKA3LIBAETCA NOpodIeMaTHYHBRIM 1IA nazepos, rae JIYY
HABEJIEHHWA swauntensHo ocnadbnen PABOYHMM HI3IAVHEHHEM. JIYY
HABEJEHHHA smomer ObITE NTHIIHHM 118 KOHTAKTHBIX JIA3EPHBIX CHAOLIOENEH M
MOMKET OKAIATLCA PAZIPAKANMHM (AKTOPOM H3-3a BOIIACHCTEMA APKOIO HATYHEeHHA.
Bo3MOKHO NPHMEHEHHE KOHTAKTHBIX Ja3€pPHBIX CKalbnelell Kak albTepHATHBE
OSCKOHTAKTHBIM,  [03TOMY  J0/EHA  OBITE  NPEIVCMOTPEHA  BOIMOKHOCTH
HenonkzoeaTe PABOYEE H3JIYYUEHHE 6e3 srmovenna JIYHA HABEJEHH .

Moapaznen 201.12.4.4

XoTa  HenpepslgHoe Himepenue Baumanua  JDHEPTHH  JTASEPA wau
MOLIHOCTH JTA3EPA wa ITAIIHEHTA Orino Ownl #ejnaTenbHoO, 3T0  HE
BRIMNOIHHMO B HEKOTOPBIX CIYVHAAX, NOCKOABKY 3TO MOMET HAPYIIMTE CTEPHILHOCTE
HHcTpyMenTa  wiM  HakoHeunuka  [IPHCTIOCOLBJIEHMWA, wuepez  kotopmii
pacnpoOCTPaHASTCH HIIVUEHHE, MWIH [O0TOMY UTO [OOJXOJAAR  TeXHOIOTIH#A
HIMEpeHuAa  emwe He aocTynHa.  [lodtoMy  HeoONOAHMO  KOHTPOJIHPOBATE

MOLIHOCTD JIASEPA, dakTHueckn odecneuneaemyo obopyioeanuem. JdaTunkn,
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HCMOARIVEMEIE A8 GOPMHPORAHHA CHTHANA, TABHCALLETO OT HIMEHEHHA MOUIHOCTH,
MOTYT OBITE OBICTPOASHCTBYIOWMMH (Hanpusep, GOTOAHOABI) HIH MEITSHHBIMH
(TenIoBele AaTHHKH). besonacHocTs 0DOPYI0BAHHA TAKAKE MOMKET NOBBICHTRCH, €CIIH
KOHTPOAHPOBATE 3HAMEHHA, KOTOPLIE NO3BOAAKT KockeHHO HaMepaTs MOLUIHOCTE
JASEPA, u KoTOpble MOTYT OBITE DBICTPO M JIETKO H3MepeHBl. Takue 3HauMeHud
HAMPUMEP, TOK HAKAYKM HMAH N0ToK oT fdamnkl Hakauku. [lpn ucnonezoBasiu
UM poBOil CHCTEMLl YIPABACHHA, HEOPEPBLIBHBIHE HIH DBICTPO NOBTOPAKLHACA
KOHTPOAL O3HAMAET, YTO HMIMEPEHHEIE 3IHAYEHHA CUYHTAHEL C [OCTOAHHEIM
HHTEPBEAIOM. JTO IOBTOPHOE BPEMA LHKIA JA0MHO OBEITE KOpoUe, 4eM NepHoj
BpeMeHH, B npeaenax kotoporo JIAIEP, paboTawiuui HEBEPHO HA TOIHYIO
MOUIHOCTE MOMET [POMIBECTH ONACHOE BO3IIEHCTBHE HA TKaHW (Hanpumep,
nepopaurs OHOTKAHH). ITO — JONYCK HA BPEMA 0TKA3A CUCTEMBL
HecornacoeanHooTs uan noepexkaenne [NEPEJAIOIEH OINTHYECKOM
CHCTEMBl soryr nOpueBecTH K 3HAYHTEIbHEIM  OTKIOHeHuAaM MOUIIHOCTH
JAZEPA. nonagarweil Ha nauuedta. oT eBeixoaaoidl MOUIIHOCTH JTASEPA.
[Mosromy odazaTensHo, 4Tode BRIXOAHAN MOIUIHOCTDL JTASEPA, dakTuuecku
Monajgailas Ha TKaHe, ObII2 NPOBEPEHA H OTKAIHOPOBAHA BO BpeM#A PETYIAPHEBIX
OCMOTPOR  nazepHoro  obopyviosanua.  KouTponkHoe oDopyIoBaHHE  1OMIEHO
nozeoinTs  OIEPATOPY  JIASEPA  npoeepaTh  NOCTABIEHHYHY  JA3EPHYIO
NPOAVKUHEK B IH000E BPEMs, HCMONLIYA B CIYYAe HEoDXOAHMOCTH JON0OJIHUTENEHOE
obopyaoeanue. B COMNPOBOJHUTENIBHBIX JOEYMEHTAX agomxuo OwbITE

DﬁpELL[E!HD BEHHMAaHHE HA 3TO T['!EﬁDBElHHE.
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Mpunoxenue JA

{cnpaeounoe)

CeeleHHA 0 COOTEETCTEHH MCKTOCYIAPCTECHHEBIX CTAHIAPTOE

CCRLTOMHEBIM MEAIVHADOTHEIM CTAHIAPTAM

Tabnumwwa JA.]

Oboanavenne H HANMEI0BaIHE

Crenen

CoosHadelHe 0 HaHMENOBAHHE

PASLEAHNHTENN, BRIETFYATEN

PASLEANAHTEINH H QIIOEH

npeloxpannTenai

CCRLTOMHOIO MEKIVHAPOINOID | COOTBET-
MEHRTOCY IAPCTBENNOND CTalapTa

CTAHMAPTA CTEHA

IEC 60825-1:2007

BesonacnocTs ajepHLIx

wigenuit. Yactn 1. *

Enaccudmraing o0opyIoBannA

H TpeBoBLHHA

[EC 60497-3:1909 rocT 30001.3-2002 (1IEC 60947-3-99)

HuskoponsTnas annaparypa Annaparypa  pacOpeieneiHs B YOpaRieHHA

ROMMYTALHAH H YIPABISHHA. HHIKOBONLTHAA. YacTe 3. Brirmnouarenu,

Yacte 3. [Mepernwyatenn, MOD | pasuelHiaHTENR, BbIKIOYATENH-PAILEIHHHTETIH 1

KOMOMIALHH HX © NPEa0XPanTelaMp

IEC 61010-1:1990 Hopy
TEXHHEN Ge100acHocTH 108
WIEKTPOOGOPY 10EaITNE 118
HIMEPEHHA, YIPABISHHA |
nafopaTopiore MpHMeHen.

Hacte |, Obwme tpeboranng

I'IpH MEHalnHe

- MOD

CTEMEHH COOTRETCTENA CTANAAPTA!

# CooTBETCTEVIOUIHA MERTocy apcTBenlLiit ctanjapt otcytereveT. Mo ero yreepamacuus
PEKOMENYETCA HCNMWILIOBATE MEPeB0i HA PYCCKHH ALK JalHOTO MEKIYHAPOINORD CTAlIapTa.
[leperoa namnoro MewIyHAPOIHOIO CTAaHJapTa HaxoantTces B DenepansioM HEGOPMaLHONEOM
fronae TEXHHYECKHX PErIaMenTos H CTalIapTo..

B nacrosmem CTANOAPTS HCMOMLIOEATG CISY O MEIeE YCTOBII0e oh03HAYEINE

MOOH II]J HOWPOBEINNEIE CTANTAPTE.
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bBubauorpadun

[1] TEC 60825-14:2004 Safety of laser products — Part 14: A user's guide
{bezonacHocTs nazepHuIX yeTpoiicTe, Hacte 14,

P VEOBOJICTEO MONL30BATENH )
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YK 615849 19-T8:658.382.3:006.354 MEC 19100 POT IDT

Knwvessle  caopa: MCOHUHHCKOC  JIa3CpHOC H3ACIHE,  JIa3€p, Tp:’."ﬁDBEHHH

DEeIONACHOCTH, NA3CPHOE HANYIEHHE, NPEIeIbHO A0NYCTHMBIH YPOBEHB
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