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BBeneHue

Hacrosiluumin ctanaapT yctaHaBnuMBaeT YacTHele TpebosaHus 6esonacHoctu k AMMAPATAM ANA OKC-
TPAKOPTMOPABHOW IMTOTPUMNCUN.

Hacrosiluin ctangapt paspabotaH Ha OCHOBE MexayHapoaHoro craHaapra MOK 60601-2-36:2014, ko-
TOpbIii SBMISIETCA BTOPOW peaakuuen, Bknovaowmii nusmenenune 1 (2012). Hactoawmin craHaapt yTodHAET U
nononuaer FOCT P M3K 60601-1:2010 U3aenusa meauumHckue anekTpuyeckne. Yacts 1. Obwme tpebosa-
HWA 6e30NaCHOCTM C YYETOM OCHOBHbIX (DYHKLMOHAMbHbIX XapakTepucTuk (aanee — obLwumin ctaHaapr).

HacToawwin ctaHaapr ABnseTca npsMbIM NPUMEHeHWeM MexgyHapoaHoro cravaapra MOK 60601-2-36,
NoAroTOBNEHHOTO nogkomuTeToM 62D M3K «3nekTpoMeanumHekue usaenusa» 62 komurera «AnekTpuyeckas
annaparypa B MeAULMHCKOW NPaKTUKE».

Bropoe usgaHue mexxayHapoaHOro craHaapTa OTMEHSIET U 3aMeHsIeT nepeoe usgaHne MK 60601-2-36,
onybnukosaHHoe B 1997 1.

TeKCT MexayHapoAHOro CraHAapTa OCHOBaH Ha Crneaylowmx AoKyMeHTax:

OKoHYaTenbHLIA NPOEKT MeXAYHapPOAHOro cTaHAapTa OTuYeT 0 ronocoBaHNm

62D/1109/FDIS 62D/1122/RVD

MonHyo MHpOPMAaLMIO O TONOCOBAHWU MO YTBEPXKAEHUIO MEXAYHAPOAHOrO CTaHAAPTa MOXHO HalTH B
OTYETE O rofIOCOBaHWM, KOTOPbII ykasaH B NPUBEAEHHON Bbilue Tabnuue.

Pepakuus mexayHapogHoro craHgapra Obina noarotoBneHa B COOTBETCTBMM C  [iupekTusamu
MNCO/M3K, yactb 2.

B HacToAweM cTaHgapTe NpuHATHI cneayiowme WpKudToBbIE BbiAeNeHUs:

- TpeboBaHMA n onpeaeneHus: NPAMON WpuUaT;

- MemoO0b! ucribimaHul: Kypcus;

- MHPOPMATHUBHBIW Marepmarn, NpuBeAeHHbIN BHE Tabnuy (MPUMEYaHusl, NPUMEpPbl U CNPaBOYHAA UH-
hopmauus), a Takke HOPMaTUBHbIN TEKCT TAGNUL: LWPNOT YMEHbLLLEHHOTO pasmMepa;

- TEPMWHbI, ONPEAENEHHBLIE B PASAENE 3 OBLLENO CTAHOAPTA U B HACTOAWEM YACTHOM
CTAHOAPTE: 3AITIABHbBIE BYKBbI.

B HacTOsLleM cTaHaapTe TePMUHbI 03HAYaloT:

- «MNYHKT» — OAHa M3 CeMHajuaTy 4yacTen CTaHAapTa, yKasaHHbIX B OrNaBneHuu, BKNIOYan BCEe CBOU
NoANYHKTbI (Hanpumep, NyHKT 7, BKIOYasa €ro nognyHkrel 7.1, 7.2 uT. 4.);

- «NOANYHKT» — MPOHYMEPOBaHHasi NOCNEA0BaTENbHOCTb NOANYHKTOB NYHKTA (Hanpumep, NOANYHKTbI
7.1,7.2 v 7.2.1 ABNAIOTCA NOANYHKTAMMW NYHKTA 7).

Mepea CCbINKOM HA NYHKT U Nepes ero HOMEPOM B HAaCTOSILLEM CTaHAApTe Oy eT CTOSITL CIOBO «NYHKT»,
a CcCblInKa Ha NoANyHKT OyAeT OrpaHuuMBaTLCS NULLL €10 HOMEPOM.

B HacTosiLem cTaHaapre Colo3 «unuy OyaeT UCnomnb30BaTbCs Kak BKIIOYAIOLLEE UMWy, T. €. YTBEepXae-
Hue ByaeT UCTUHHBLIM Npu MoBoi KOMBMHALMKW YCNOBUIA.

BepbanbHble hopMbl, UCMONb3yEMbIE B HACTOSILLIEM CTaHAApTe, COBMNaAaloT No (hopMe C ONUCAHHLIMU
B npunoxeHun G Oupektus UCO/M3K (uactb 2).

BcnomMoratenbHble rmaronel:

- «QOJDKEeH» 03Ha4aeT, YTO COOTBETCTBUE TPEOOBAHUAM UMK UCTILITAHUAM 00513aTENLHO ANA COOTBET-
CTBUA HACTOsILLEMY CTaHAapTy;

- «CrnepyeT» O3HA4aEeT, YTO COOTBETCTBUE TPEOOBAHUAM UMKN UCTILITAHNUAM PEKOMEHA0BAHO, HO HE 00s-
3aTenbHO AR COOTBETCTBUS HACTOSALLEMY CTaHAAPTY;

- «MOXET» UCMONb3YETCA AN ONMCAHUA AONYCTUMBIX NyTeW AOCTUKEHUA COOTBETCTBUA TpeboBaHMAM
UNKU UCNbITAHUAM.

TpeboBaHWsA HACTOALLErO YaCTHOTO CTaHAAPTa UMEIOT NpuopuTeT nepesn TpeboBaHUAMM OBLUETO CTaH-
aapra.

3Hak 3Be3fo4ku (*) y HOMEpA NyHKTA UM NOANYHKTA pasaena ykasbiBaeT, UTo B NnpunoxeHuu AA npu-
BeJEeHbl COOTBETCTBYIOLLME MOSICHEHUS.

MpunoxeHne AA Bkniouaet B ceba «O6Lwme nonoxeHus n 060CHOBaHUAY K Hanbonee BaXkHbIM Tpebo-
BaHWSIM HaACTOALLEro YyacTHOro craHgapta. lNpeanonaraercsa, 4to 060CHOBaHME yKasaHHbIX TpeGoBaHUI He
TonbKO ByaeT cnocobCcTBOBaTH NPUMEHEHUIO CTaHAAPTa, HO U B AanbHelLweM yckopuT ntoboii ux nepecMorp,
00YCNOBMNEHHbIA M3MEHEHUAMN B KIIMHUYECKON NPAKTUKE WUNW Bbi3BaHHbIN HOBbIMU TEXHONOMMYECKUMU pas3-
paboTtkamu. Bmecte ¢ Tem, AaHHOe NPUSIOXEHUE He SABMSIETCA 4acTbio TpeboBaHUN HACTOSLLETO YaCTHOTO
cTaHgaprTa.

v



FOCT P M3K 60601-2-36—2016

HAUMWOHANbHBIW CTAHOAPT POCCUUCKON ®PEREPALUUNMN

MN3QENNA MEOQUUMHCKUE SNNEKTPUYECKUE
YacTb 2-36

YacTHble Tpe60BaHUA 6€30MaCHOCTHU C YY4ETOM OCHOBHbIX (PYHKLIMOHAMNBHBIX XapaKTePUCTUK
K annapaTaMm Ans 3KCTPaKopnopasnbHO IMTOTPUNCUN

Medical electrical equipment. Part 2-36. Particular requirements for the basic safety and essential performance of
equipment for extracorporeally induced lithotripsy

Dara BBegeHus — 2017—09—01

201.1 O6nacTb pacnpocTpaHeHUs, Lieflb U COOTBETCTBYHOIME CTaHAAPTDI

MpumeHsitoT NyHKT 1 06Lero ctanaapra’), 3a MCKMIOYEHNEM CReayIoLLEero:

201.1.1 OGnacTb pacnpocTpaHeHus

3amena:

HacTosiwumii YacTHbIli ctaHaapt onpeaenset Tpe6osaHua BESOMNMACHOCTU ¢ yyetom OCHOBHbIX
SYHKLUMOHANBHbBIX XAPAKTEPUCTUK k ATTMAPATAM ANA SKCTPAKOPMOPAJIBHOW NINTOTPUMNCUN
cornacHo onpeaenexuio no 201.3.206, Bkntovas 060pyAoBaHWE ANS APYTUX MEAULMHCKUX NPUMEHEHUI METO-
na COOKYCUPOBAHHOM 3KCTPAKOPIMOPAJIBHON YOAPHO-BONHOBOW TEPAMWMN (3YBT) (aanee —
ME U3OENUE).

Tpe6oBaHUsl HACTOSLLErO CTaHAapTa pacnpoCTPaHSIOTCA Ha YCTPOWCTBA, UCNONb3yeMble ANA Tepanes-
Tnueckomn JIMTOTPUMCKHW, Takue kak renepatop YOAPHO-BONHOBOIO NMMYINBbCA, ycTponcrea nosuum-
oHnpoBaHus MALIMEHTA, cpeacreBa B3auMoAeWCTBUS AaHHbIX YCTPOWUCTB C YCTPOMCTBAMU OTOBPaXKEHUs u
MOHUTOPUHIA U A4p.

TpeboBaHus HACTOsILLIErO CTAHA4APTa HE PacnpOCTPAHSIOTCS HA Takue YCTPOWCTBA, KaK KOMMbIOTEPS!,
ucrnonb3yemMble Ans nnaHupoBanus nedeHusa MALIMEHTA, peHTreHOBCKOe U ynbTpa3sykoBoe o6opyaosaHue,
NOCKOMNbKY K HUM NpUMEHUMbI TpeGOBaHuA apyrux craHaaptos MOK.

Hacroswumin ctaHaapt He pacnpocTpaHAEeTCA Ha:

- YNBTPA3BYKOBOE ®U3NOTEPANEBTUYECKOE OBOPYOOBAHWE, npegHasHa4yeHHOe Ana Wc-
nonbL30BaHWs B omanoTepanuu;

- YNbTPA3BYKOBOE o6opyaosaHue, npeaHasHayeHHoe A5A UCNOSb30BaHWUS B YNbTPA3BYKOBOW
Tepanuu BbICOKOW MHTEHCMBHOCTU M Ha ApYyroe TepaneBTuieckoe o00opyAOBaHUE, ONMUCAHHOE B MPUOXe-
Hun AA.

201.1.2* Uenb

3amena:

Llenb HacTosiliero craHaaprta — yCTaHOBUTbL YacTHble TpebosaHus BE3ONACHOCTU ¢ yyetom OC-
HOBHbIX ®YHKLIMOHATBHBLIX XAPAKTEPUCTUK k AMMAPATAM [N 3KCTPAKOPIMOPATNBHON NIUTO-
TPUMNCUW no 201.3.206, Bknioyas o6opygoBaHue Ans Apyrux MeAULIMHCKMX npuMmeHeHuin meroga COOKY-
CUPOBAHHOW 3KCTPAKOPMOPAIBHOW YOAPHO-BOJTHOBOW TEPAMUW.

1) O6wmit crangapt MOK 60601-1:2005 Usgenus meauumHckue anektTpudeckue. Yacts 1. ObLume TpeGoBaHus Ge3-
ONACHOCTH C Y4ETOM OCHOBHBIX (hYHKLIMOHANBHLIX XapaKTepUCTHK.

UspaHune odpuumanbHoe
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201.1.3 fononHuTenbHbIe CTAHAAPTbI

HononHeHue:

HacrosiLumi 4acTHbIN CTaHAapT MCNONb3YET CChINKW, YKa3aHHbIE B NyHKTe 2 obLero ctaHaapra m B 201.2
HaCTOAILLEro YaCTHOroO cTaHaapTta.

M3K 60601-1-2 NpUMEHSIIOT C U3MEHEHUAMM MO NYHKTY 202. MOK 60601-1-3, MOK 60601-1-10") ne npu-
MeHsII0T. Bece octanbHble 0nyonuMkoBaHHbIE A0NONHUTENbHBIE cTanAapTbl cepun MIK 60601-1 npuMeHUMBI B
TOM BUAE, KaK OHU ONyOnMKOBaHbI.

201.1.4 YacrtHble cTaHAAPTbI

3amena:

YacrHele crangaptsl cepun MOK 60601 MOryT usMeHATb, 3aMEHATb UM OTMEHATL TpeboBaHus, cogep-
»Kalymecs B 00LemM cTaHaapTe U AONONHUTENbHBIX CTaHAAPTaX, UMEIOLLMX NPSIMOE OTHOLLEHUE K KOHKPETHOMY
ME U3OENNIO, n moryT gobaensATte apyrue Tpe6osanns BE3OMNACHOCTU ¢ yuetom OCHOBHBIX ®YHKLA-
OHAJbHbBIX XAPAKTEPUCTUK.

TpebGoBaHUsi HACTOALLETO CTaHAapTa ABNSAIOTCA NPUOPUTETHBIMU NO OTHOLLUEHUIO K COOTBETCTBYIOLLUM
TpeboBaHusAM o6Lero ctaHaapra.

[na kpatkocTn, B HacTosiLueM ctaHaapTe Ha ctaHgapt MOK 60601-1 genalot CCbInKy Kak Ha «0o0Lwmn
cTaHaapT». [ononHuTenbHbIE CTaHAAPTbI YNOMUHAIOTCA N0 X HOMEPY.

HyMmepauus nyHKTOB 1 NOANYHKTOB HACTOALLEro YacTHOrO CTaHAapTa COOTBETCTBYET 00LemMy cTaHaap-
Ty ¢ npedukcom «201» (Hanpumep, nyHkT 201.1 B HacTOALLEM YACTHOM CTaHaapTe COOTBETCTBYET coaep-
XaHuio nyHkTa 1 obulero craHgapra) unu COOTBETCTBYIOLLEMY AONOMHUTENBHOMY CTaHAapTy ¢ NpecuKcoM
«20x», rae «xX» — nocneaHasa uudpa nnu nocneaHne uudpbl HOMEpa AOMOMHUTENBLHOIO CTaHaapra (Hanpu-
Mep, NyHKT 202.4 B HACTOSILLIEM YaCTHOM CTaHAapPTe COOTBETCTBYET COAEPKAHUIO NYHKTA 4 AONONHUTENLHOIO
craHgapta M3K 60601-1-2 u T. 4.). U3meHeHun Tekcta obLiero craHgapTa ycTaHOBIEHbI C MUCNOMb30BaHUEM
creayoLmMx croB:

- «3ameHa» 03HA4aer, YTo NYHKT UK NOANYHKT ObLIero craHaapTa unum COOTBETCTBYIOLLETO AOMNOSHM-
TENbHOrO CTaHAAPTAa MOMHOCTLIO 3aMEHAETCA TEKCTOM HACTOALLEro YaCTHOIO CTaHAapTa;

- «JJononHeHMe» 03HaAYaeT, YTO TeKCT HACTOALLEro YaCTHOro CTaHaapTa sIBNSETCA JONONMHEHNEM K Tpe-
6oBaHusM 06LLero ctaHfapTa unu COOTBETCTBYIOLLIETO AONONMHUTENLHOIO CTaHAApTa;

- «MlameHeHney» 03HaYaeT, UTo MYHKT UMK NOANYHKT 00LLEero craHaapTa unu COOTBETCTBYIOLLIETO AONON-
HUTEMNbHOro CTaHAapTa U3MEHEH B COOTBETCTBUU C TEKCTOM HACTOSILLIEr0 YacTHOrO cTtaHaapTra.

MoanyHKTbI, PUCYHKM unu Tabnuupl, KOTOPbIE SABNSAIOTCA AOMOMHUTENBHBIMU K TAKOBLIM 3NE€MeEHTaM
obLlero ctaHaapTta, NPOHymMepoBaHbl, HauMHasa ¢ 201.101. OgHako, BCNeACTBUE TOrO, YTO onpeaeneHns B
obLiem cTaHgapTe npoHymepoBaHbl oT 3.1 o 3.139, gononHuTenbHbIE ONpeaeneHus B HAaCTOALLEM YACTHOM
CcTaHgapTe NPoOHyMepoBaHbl, Ha4YMHas ¢ 201.3.201. [lononHuTenbHbIE NPUNOXeHUA 0003Ha4eHbl BykBamu AA,
BB v Tak ganee, A0NONHUTENbHbLIE MYHKTbI — aa), bb) n t. a.

MoANYHKTbI, PUCYHKM UM TaONULbl, KOTOPbIE ABMSIIOTCA AOMOJTHUTENbLHLIMU K TAKOBLIM 3NEMEHTaM U3
JONOMHUTENBHOTO CTaHAapTa, NPOHYMEPOBAHbI HAYMHAA € «20X», IAe «X» — HOMEepP AONONHUTENbLHOIO CTaH-
aaprta, Hanpumep, 202 ana MOK 60601-1-2, 203 ana MOK 60601-1-3 u Tak ganee.

TepMUH «HaCTOSILUME CTaHAapPTbI» UCMONbL3YIOT ANsi COBMECTHOM CChINKM Ha o6wmin ctaHgaprt, nobble
NPUMEHUMbIE AONONHUTENbHbIE CTAHAAPTbI U HACTOALLMIA YaCTHbIN CTaHAAPT, BMECTE B3ATbLIE.

B cny4yae oTCyTCTBMSA COOTBETCTBYIOLLErO MYHKTA MNU NOAMYHKTA B HACTOALLEM CTaHAapTe NPUMEHSIIOT
6e3 U3MEHEHUI COOTBETCTBYIOLLMIA MYHKT MU NOAMYHKT OOLLEro craHgapTa unu npUMEeHUMOro AOMNONHUTENb-
HO CTaHaapTa, Aa)Xe €Cnu OH HE peneBaHTEeH; B HACToALLEeM CTaHAapTe yKkasdaHbl ycnoBust HENPUMEHUMOCTHU
noboro NyHKTa unu NoANyHKTa obLiero craHgapra unv NPUMEHUMOTO AONOSNIHUTENLHOMO CTaHAapTa.

201.2 HopMaTMBHbIE CCbIJIKU

MpuMeHsIIOT NyHKT 2 00Lero crtaHaapra, 3a UCKMIOYEHUEM CTIEAYIOLLETO:

3ameHa:

MO3K 60601-1-2:2007 U3penua meauuuHckue anekTpudeckue. Yactb 1-2. O6wme TpeboBaHusa K Oc-
HOBHOM 6€30NaCHOCTU U OCHOBHBbIM (PYHKLIMOHANbLHLIM XapakTepucTtukam. [onofHMTENbHbIM CTaHAapT: Onek-
TPOMarHMTHasi CoBMecTUMoCTbL — TpebosaHus u ucnoitanus (IEC 60601-1-2:2007, Medical electrical equip-

1) M3K 60601-1-10:2007, WNagenus MeanLMHCKUE anekTpuueckne — YacTb 1-10. Obme TpeGoBaHMs K OCHOBHOW
6e30MacHOCTM U OCHOBHBLIM (PYHKLMOHANBHLIM XapakTepucTukam — [ononHuTenbHeli cTaHaapT: TpeboBaHuA AN pas-
BUTUA DU3UONOTUYECKUX KOHTPOINEPOB ¢ 06paTHOW CBA3LIO.
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ment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard:
Electromagnetic compatibility — Requirements and tests))

JononHerue:

M3K 60601-1:2005 U3penusa MmeauuuHckue anektpudeckue. Yacrtb 1. Obwme TpeboBaHus Gesonac-
HOCTU C Y4ETOM OCHOBHbBIX (PYHKUMOHANbHLIX XapakrepucTuk. NameHernue 1:2012 (IEC 60601-1:2005 Medical
electrical equipment — Part 1: General requirements for basic safety and essential performance. Amendment
1:2012)

M3K 60601-2-5:2009 Usgenua meauuuHckue anekTpudeckue. Yactb 2-5. YactHble TpeGoBaHuA K
6a3oBon 6e30MaCHOCTM U OCHOBHLIM (PYHKLMOHASIbHBIM XapakTepucTukam annapatoB A5l YNbTPa3ByKOBOM
dusuorepanum (IEC 60601-2-5:2009 Medical electrical equipment — Part 2-5: Particular requirements for the
basic safety and essential performance of ultrasonic physiotherapy equipment) [1]

MO3K 61846:1998 ¥Ynbrpassyk. JiutoTpunTepbl, U3ny4alowme UMNynbCbl AaBrEeHUS. XapaKTepUcTuKu
nonen (IEC 61846:1998 Ultrasonics — Pressure pulse lithotripters: Characterization of fields)

201.3 TepMuHbI U onpenesneHna
MpumeyvyaHune — AndaBuUTHLINA ykasaTenb onpeaeneHunii TepMUHOB NPUBEAEH B KOHLIE HACTOSLLEro cTanaapTa.

B HacTosiLEeM cTaHgapTe Mcnonb30BaHbl TEPMUHBI M onpeaeneHus, npuseaeHHbie B MOK 60601-1:2005
(U3meHeHue 1:2012), 3a UCKINIOYEHUEM CREaYIOLLEro:

[fononneHue:

201.3.201 MNOTHOCTb NOTOKA 3HEPIMN (ENERGY FLUX DENSITY): PacyeTHbIin uHTErpan uH-
TEHCUBHOCTU UMNYINbCA, B COOTBETCTBUU € 3.4 1 7.3.2 MOK 61846, B POKYCE.

201.3.202 SHEPIA UMNYNbCA (ENERGY PER PULSE): PacuyeTHas 3aHeprusi akyCTUMeCKOro UM-
nynbca, B COOTBETCTBUM C 7.3.4 MOK 61846.

Mpumevanune 1 — MNpeaensl uHTerpuposanus (3.23 MOK 61846) u pagnyc R okpyXHocTU BbIGpaHHOro no-
NepPeYHOro cevYeHus foMKHbI ObITe YCTAHOBNEHEI TakuM 06pa3oM, YTo6bl COOTBETCTBOBATL NPaBUILHOK WHTEPNpeTaLun
3HaYeHUN.

201.3.203 SKCTPAKOPMNOPAIbHAA JIMTOTPUNCUA (EXTRACORPOREALLY INDUCED LITHO-
TRIPSY): JluToTpuncua B Tene nauMeHTa ¢ NOMOLLbIO UMNYNbCOB AABAEHUA, reHepUpyEMbIX BHE NauueHTa.

201.3.204 ®OKANbHbIA OBbEM (FOCAL VOLUME): O6beM, NpOCTPAHCTBEHHO OrpaHUYEHHbIi
KOHTYpOM (MUHYC 6 AB) n3o6apbl MakcMMyMa NUKOBOTO YPOBHSA 3BYKOBOTO AaBMEHUS.

201.3.205 JINTOTPUNCUA (LITHOTRIPSY): nsmens4yeHue unu gpodneHme kamHen.

201.3.206 AMMAPATbI And NUTOTPUNCUU (LITHOTRIPSY EQUIPMENT): ME U3JENNA, npea-
HasHa4eHHble ANS ucnonb3oBaHusi B TepanesTuyeckoin JIMTOTPUMNCUN.

201.3.207 *YCTPOMCTBO NIOKANU3ALINU (LOCALIZATION DEVICE): YcTpoiicTBO, UCNONb3yemoe
AN onpeaeneHnst NONoXeHMs KamHew B (TPeXMepPHOM) NMPOCTPaHCTBE.

201.3.208 YCTPOMCTBO MO3ULMOHUPOBAHWA (POSITIONING DEVICE): YctpoiicTso, obecne-
yuBalwLee coBmeLleHne nonoxeHnsa kamuen ¢ MOJIOXXEHUEM MULLEHN.

Mpumevanune 1—TIONOXEHME MULLEHN cM. B MOK 61846:1998, 3.22.
201.3.209

YOAPHO-BOSITHOBOM UMMYNbC (PRESSURE PULSE): AkycTWuyeckas BOMHa, reHepupyemasi
AMMNAPATAMW ONA NIUTOTPUMNCUIA.
[M3K 61846, onpeaeneHune 3.18 u nyHKT C.4]

201.3.210 NPOBOAHUK YAAPHO-BONIHOBOIo UMMYJIbCA (PRESSURE PULSE COUPLING):
Jlobble cpeacTsa, nosponawwme nepegasatb YOAAPHO-BOJIHOBOU NMIMYIBC B Teno MALMEHTA.

1) CeblnouHbiil cTaHgapt 3ameHeH: MOK 60601-1-2:2014 AnnapaTypa aneKkTpuyeckas MeauunHckas. Yactb 1-2.
O6wme TpeboBaHWs k GazoBoit 6e30MacHOCTU U CYLECTBEHHbLIM pabounM xapaktepucTukam. JomnonHUTeNbHEIA CTaHaapT.
OnekTpoMarHuTHele nomexu. TpebosaHus W ucneiTanusa (IEC 60601-1-2:2014, Medical electrical equipment — Part 1-2:
General requirements for basic safety and essential performance — Collateral Standard: Electromagnetic disturbances —
Requirements and tests). Ina ogHo3Ha4Horo cobniogeHunsi TpeGoBaHUii HACTOALLEro CTaHAapTa, BbIPaXKeHHbIX B aTUpO-
BaHHbIX CChISIKaX, PEKOMEHIYETCA MCMONL30BAaTL TONMLKO AaHHbIA CChINOYHbIA CTaHAapT.
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201.3.211 YKASATEJIb LUEJNIN (TARGET MARKER): Mapkep, KOTOpbIii UCNONb3yeTCca ANS yKasaHus
MONOXEHNA MULLEHWN.

Tpumep — Mapkep Ha ycmpoticmee deMoHCMpayuu U3obpaKeHus.
MpumevyaHune 1—TONOXEHVE MAULLEHN cm. B MOK 61846:1998, 3.22.

201.4 OGwue TpeGoBaHUA

MpuMeHsAIoT NyHKT 4 00LLero crtaHaapTa, 3a UCKIIOYEHEM CrEAYIOLLETO:

201.4.3 OcCHOBHble (PYHKLMOHASNbHbIE XapaKTePUCTUKKU

HononHeHue:

201.4.3.101 OononHutenbHble Tpe6oBaHua k OCHOBHbIM ®YHKLIMOHAJIbHBIM XAPAKTEPU-
CTUKAM

ME N3OENME He AomKHO ncKaXkaTb MHAMKaLMIO ypoBHEN aHeprum (cm. 201.12.1.102).

ME U3OEJNNE He AomKHO M3ny4aTb HenpegHaMepeHHyIo yaapHyto BosHy (cm. 201.12.4.6).

201.4.7 YCNOBUE EAUHNYHOIO HAPYLWIEHUA ana ME U3OENNA

LononHeHue:

MNP YCNoBUM EONHNYHOTO HAPYLWWEHUA nomkHa ObiTh obecneveHa 6eszonacHocTb YOAPHO-
BOJIHOBOI'O UMMYINbCA (npegoTBpalleHme ombOo4HOro u3nyyeHus) u 6e3onacHoOCTb NO3ULMOHUPOBAHUSA
(ons npenoTBpaLLeHns Crny4amHoro U3MeHeHus No3NLUNOHNpPoOBaHus BO Bpems reHepayumn YOJAPHO-BOJMHO-
BOIO MMMYJIbCA 1 MexaHU4eckux noBpexaeHui). 3tn TpebosaHmsa MoryT 6biTb BbINOMHEHbI NOCPEACTBOM
B3aMMHON OnOKMPOBKM ABYX CUCTEM, Hanpumep, GnokmpoBkoi reHepatopa YOAPHO-BONHOBOIO UM-
MYNbCA npu YCIOBUN EOVNHNYHOIO HAPYLLEHWNA ycTpoincTea no3MUMOHUPOBAHNUS U BroKMPOBKON
YCTPOWCTBA MO3ULIMOHUPOBAHWA npu YCIOBUM EQUHUYHOTO HAPYLLEHWSA renepatopa YIOAP-
HO-BOJTHOBOTO MMMYNbLCA. B cnyyae KOHTPONsS MeCTOMOSNOXEHUSI KAMHSA 3Ta B3aumHasi 6Grnokuposka Mo-
weT BbiTb oTMeHeHa OMNEPATOPOM, Hanpumep, NOCPeACTBOM HaXaTusi crneumarnbHOro BbiknoyaTens.

Coomeemcmeue npoeepsiom rnymem yHKUUOHaNbH020 MecmupoeaHus U aHanu30M CyueCmeeHHbIX
HeucnpasHocmell.

201.5 O6wume TpeboBaHUA k ucnbitTaHuam ME U3OENNA

MpumeHsaloT NyHKT 5 obLero craHgapra.

201.6 Knaccudmkaums ME U3OENNA n ME CUCTEM

MpumeHsAlOT NyHKT 6 obLero craHaapra.

201.7 UpenTudukauma, mapkuposka u gokymentauma ME MS,D,EHVII;I

MpumMeHsAoT NYHKT 7 06LLero craHaapTa, 3a UCKIKOYEHEM CreAYIOLLErO:

201.7.9.2 VIHCTpYKLMA MO aKcnyaTaumm

LononHeHue:

201.7.9.2.101 JononHuTesibHbIe MHCTPYKLMM NO IKCNnyaTauuu

WHCTpyKumMA no akcnnyataumu AoShKHA BKIoYaTh crneayloLlee:

a) onucaHue COOTBETCTBYIOLLMX Mep B6e30nacHOCTU, KOTOpble Heobxoaumo cobnoaats AnA NpeaoTepa-
weHus ONMACHOM CUTYALIMW, Hanpumep, onacHOCTU, BO3HUKAIOLLEI B pe3ynbTaTe BosaeitcTans YIAPHO-
BOJIHOBOI'O MMIMYJITbCA Ha opraHbl, coaepxaluue ras,

b) npeaynpexaeHue o ToM, yto YOAPHO-BOJIHOBbLIE UMMYINBCbhI MoryT Bbi3BaTb HapyLUeHUe cep-
[EYHOIN AeATENbHOCTH,

C) B cny4yae ucnonb3oBaHus obopyaosanusa ana SKI moHutopuHra npu reHepaumun YOAPHO-BOIHO-
BOIo MMMYIbCA gomkHO NPUMEHSATLCA TONbKO TO 0bopyaoBaHue ansa SKIT MOHUTOPUHIA, KOTOpoe pa3pe-
weHo USTOTOBUTEJIEM ME U3OENAA;

d) npeaynpexaeHue o Tom, uto ONEPATOP gomkeH npoBepsiTb NOMOXKEHUE KAMHEN C 4aCTOTON, He-
oB6xoanmoi anga obecneyveHns HaaNeXxaLlero ne4YeHns;

€) CBeaeHusa 0 NepMoanYHOCTU NPOBeAeHUs NPOBEpPOK paboToCMOCOOHOCTU U METOAaxX NPOBEAEHMSA
JaHHbIX NPOBEPOK;

f) onucaHue npasunbHOro ucnons3osaHusa NMPOBOOHMNKA YOAPHO-BONHOBOIO MMMYNbCA, Bknto-
Yyasi HaNOMWHAHWE, YTO OH HEe JOIMKEH COAEepPXaTb My3blPbKOB;
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¢g) HanomuHauue 06 ocnabnenun YOAPHO-BOJIHOBOIO NMMYJIbCA npu npoxoXaeHun Yepes TKaHu
M 0 AONONMHUTENBbHOM MOrTNOLEHUN SHEPTUM KOCTHBIMM TKAHAMM;

h) HanoMuHaHue, 4TO Aaxe Nnpu yCTaHOBKE YCTPOWCTB nNpeaoTspaleHus cronkHoseHus OIMEPATOP
DOSPKEH KOHTPONUPOBAaTh BCE [BUXKEHUSA, KOTOPbLIE MOTYT Bbi3BaTb onacHocTb AnA NMALMEHTA unu OMNEPA-
TOPA.

201.7.9.3* TexHuyeckoe onucaHuve

JlononHeHue:

201.7.9.3.101 QononHuTenbHOe TeXHUYECKOe onucaHue

B TEXHMYECKOM ONMMCaHUK AOIKHbI ObITh NPUBEAEHLI CNEAYIOLLME CBEAEHUS:

a) To4HOCTb nosuumonnpoBanusa YKASATENA LIENW no otHowweHuio k MONOXKEHNIO MULLEHW;

b) nonoxexune u paamep POKAJIbHOIO OEbEMA npu MUHUMATBHBIX, CTAHAAPTHBLIX U MAKCUMAaNbHBLIX
yCTaHOBKax reHeparopa yAapHON BOfHbI MO oTHOWeHuo k NMONOXXEHWUIO MULLEHW ¢ ykazaHnem obnactu
AaBneHns Ha ypoBHe MUHYC 6 AB BAONb OCY UCTOYHMKA yAAPHON BOMHbI U NEPNEHANKYNAPA K HEW, pacnono-
»weHHoro B POKYCE (cm. npunoxenue BB);

C) MUKOBbIE 3HAYEHUSI KOMNPECCUM W AEKOMMPECCUMMU aKyCTUYECKOTO AABMNEHWSA NMPU MUHUMASBHbIX,
CTaHAAPTHLIX U MAKCUMAaTNbHbIX HACTPOWKAX BbIXOAHbIX NAPAMETPOB;

d) NMINOTHOCTb NMNOTOKA SHEPI'MU npu MUHMMaRNbHLIX, CTAHAAPTHLIX U MaKCUMaSbHLIX HACTPOMKaX
BbIXOAHbIX NAPAMETPOB C YKasaHWeM BPEMEHHbIX NPeAenoB UHTErpUPOBaHUST;

e) SHEPIUIO MMMYIbCA c ykasaHueM BpeMeHHbIX NpeaesioB UHTErpupoBaHuA u paguyca R okpyx-
HOCTU BbIOPAHHOIO MOMEPEYHOro CEYEHUs NP MUHUMASbHBIX, CTAHAAPTHBIX U MAKCMMasbHbIX HACTPOKax
BbIXOZHbIX NAPaMETPOB.

201.8 3awuta or ONTACHOCTEMN nopaxeHus 3neKkTpuyeckum Tokom ot ME U3AENUSA

MpuMeHsIIOT NyHKT 8 obLlero craHaapTa, 3a UCKNIOYEHUEM CReaYIOLLEero:

201.8.7 TOKN YTEYKA v QONMONHUTENBbHBIE TOKA B LLENU NALMEHTA

201.8.7.1 OG6wme TpeGOBAHUA

HononHeHue Kk mpembemy 0eghuCHOMY NepeydUCieHUI0!

TOK YTEYKN HA MALIUEHTA pgomxeH ObiTb usmepeH BO Bpems reHepaumu YJAPHO-BOJIHOBOIO
UMMNYINbCA.

201.8.8.3 OnekTpruyeckaa NPOYHOCTb U3ONALMMU

Ta6nuua 6 — UcnbiTatenbHble HaNPsHXKEHUA ANSA TBepAoK usonauum, obpasyoweinn CPEACTBO
SALUUTHI

HononHeHue:

HanpspxkeHus Boiwe 14140 B gomkHbI ObiTb UCNbITAHbI C KoadduumeHTom 1,2.

Tabnuua 7 — UcnbiTatenbHble HanpsxeHua ansa CPEACTB 3ALWUTbI ONEPATOPA

[ononHeHue:

HanpsixeHus sbiie 10000 B AomkHbI GbiTb UCTbITAHbI € KO3dduLueHToM 1,2.

201.9 3awmta or MEXAHMYECKUX ONMACHOCTEW, cospaBaembix ME U3OEANAMU u ME
CUCTEMAMU

MpumeHsIoT NYHKT 9 00LLero craHaapTa, 3a UCKIIOYEHNEM CreaYIOLLEero:

201.9.2.2.5 HenpepbiBHOE BO3AeHCTBHE

HononHeHue:

CuUcTeMbI, UMEIOLLME dMNEKTPONPUBOAHBIE MEXAHU3MbI NEPEMELLIEHUSA, AO0IDKHbI ObiTb CNPOEKTUPOBAHDI
C y4eTOM NpeaoTBpaLLeHUs YpesMepHoro cunosoro sosaencTeus Ha NALIMEHTA. B cnyvyae BO3HUKHOBEHUSA
npu asmwxkeHnm ME U3OEJTNA yrposbl cxxatua NALUWEHTA, aBwxeHue A0mkHO ObiTb OCTAHOBNEHO.

MPUHAONEXKHOCTMU Bo Bcex pabounx NONOXEHUsIX AOIDKHbI ObiTh 3aLLMLLEHBI OT NAAEHUS.

201.9.4.2.4.3 MNepemeweHune yepes npenaTrcreme

3ameHra nposeepku coomeememeus mpeboeaHusaM;

Coomeemcmeue niposepsiom nocpedcmeom cnedyioweeo ucnbimaHusa: [NEPEABMKHOE ME
UBLETNE nepemewaiom eneped yepes HedeghopMupyroweecs npensamemeue npsmoyzonbHO020 CeYyeHust
ebicomoti 10 MM U wupuHOU 80 MM, NPUKPENNEHHOE K MOy, Npu MakcuMaribHOM KOHMaKme C roJsioM Ha
ckopocmu, ykasaHHol U3rOTOBUTEIIEM, Ho He 6onee yem 0,1 m/c. Nocne nposedeHuss 0aHHO20 UCTbIMaHust
ME U3LEITNE domkHo pabomampb HOPMAasbHO.
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201.9.6.2.1 CnblwMMan aKkycTuyeckas 3Heprusa

3ameHa 0eghucHO20 nepequcneHus:

- 90 oBA anst COBOKYMHOW 3KCNO3uLMK B Te4eHue 8 U 3a nepuog 24 4; nonpaska 3 ABA gomiHa 6biTb 0-
6aBneHa K aTOMy 3Ha4€HUWIO MPKU NONIOBMHHOM 3HAYEHUM YKa3aHHON 9KCNO3uLmMK 3a nepuoa 24 4 (Hanpumep,
ANs 3KCNO3uLMK B Te4eHue 4 4 3a nepuop 24 4 ypoBeHb A0mKeH ObiTb paBeH 93 AbA);

- 105 abA ana coOBOKYNHOW 3KCno3uummn B TedeHue 1 4 3a nepuog 24 y; nonpaeka 3 AbA aomkHa ObiTb
[o6aBneHa K 3TOMy 3HAYE€HUIO MPU NOMOBUHHOM 3HAYEHWUM YKa3aHHOW 3KCMO3uUuMKM 3a nepuog 24 4 (Hanpwu-
Mep, A8 9KCNO3UMLMK B TEYEHNe 1/2 4 3a nepnoj 24 4 ypoBeHb A0MKeH ObiTb paBeH 108 ABA).

HononHenue neped nposederHuemM rnposepku coomeemecmeus mpebosaHuaM:

Ecnu ypoBeHb no Lukane A 3BykOBOro AasneHuns Oyaer npesbiwats 50 ABA, T0 A40MmKHbI ObIT Npeanpu-
HATbI MEPbl 3aLLUThI OT LUyMa.

201.9.8.4.1 OOwme NoNoOXeHus

HononHeHue:

Tpocbl, LENU U PEMHU, UAYLLME NApansenbHO C APYrMMKU TPOCaMU, LIENAMU UNU PEMHSIMU, €CTTU OHU He
Harpy>aiTcs Bo Bpemsi paboTbl, MOXXHO pacCMaTpUBaTh B KAYECTBE YCTPOINCTBA NpeAOXpPaHEeHUs OT NajeHus.
TpocCbl MOTyT ObITh UCMONBL30BaAHLI B KAYECTBE YCTPOWCTB NPEAOXPAHEHUA OT NageHUsA TOMbKO B Cryyae npo-
BEeJEHUSA PErynsapHbIX NPOBEPOK UX COCTOSTHUS.

201.10 3awuTta ot O[TACHOCTU BO3OeCTBUA HEXENATESIbHOTO UNU YPE3MEePHOTro U3NyYeHnA

MpumensoT nyHKT 10 obulero craHgapra.

201.11 3awuTa oT Ype3MepHbLIX Temneparyp u Apyrux ONACHOCTEMN

MpumeHsaloT NyHKT 11 obLwero ctaHaapra, 3a UCKITIOYEHUEM CReayoLero:

201.11.1.2.1* PABOYUE YACTU, npeagHasHayeHHble ana nepenayun tenna NAUMEHTY

LononHeHue:

TemnepaTypa nosepxHoctn PABOYEN YACTU nocne nporpesa B TeHeHWE BpeMeHH, ykasaHHoro U3-
FTOTOBUTENEM, pomkHa ObiTh HE MeHee YeM Ha 5 °C HuKe TeMnepaTypbl OKpYXaloLwen cpeabl.

201.11.7 buonornveckasa coemectumocte ME U3AENINA u ME CUCTEMbI

LononHexue:

Ecnun Ucnonb3yeTcs KOHTaKTHas »nakocTs (Hanpumep, YIIBTPA3BYKOBOW renk, Macno u T.4.), TO oHa
paccmatpuaetrcs kak MPUHAONEXXHOCTb, scTynaiowasi B npAMOM MU KOCBEHHBIN KOHTaKT ¢ Guonoruye-
CKMMM TKAHAMM, KNETKOW UIN XXUAKOCTSAMU Tena.

201.11.8 MpepbiBaHue nuTanua/MUTAIOWEN CETU ME USAENNA

HononHenrue:

MMocne BOCCTaHOBMEHUS NUTAHUS NPU BLINONHEHUN NPEAYCMOTPEHHLIX AEWCTBUIA, HANpUMep, BbICBO-
OoXxAEeHWe UNK OTXKaTue nepekntodarens, TpebyeTca 3aHOBO HauaTb reHepaumio YJAPHO-BOSTHOBOIO NM-
MYNbCA.

201.12 ToyHOCTbL OPraHoOB ynpaBreHUs N n3MepuTenbHbIX NPUGOPOB U 3aluTa OT ONACHbIX
3HaYeHUW BbIXOAHLIX XapaKTepUCTUK

201.12.1 ToYyHOCTb OPraHoB ynpaBneHUA U U3MepuTerbHbIX NpUGopoB

[JononHeHue:

201.12.1.101 Tounoctb YKA3ATENSA LIENIN u NONOXEHUA MULLEHA

B uHcTpykumn no akcnnyataumn U3rOTOBUTENDb aomkeH yCTAHOBUTbL METOAbI UCMbLITAHUIA, noane-
awyue npumeHeHunio npu nposepke TouHocTu YKASATENA LENN n NTONOXEHNA MULLEHMW, B TOM uncne
[ONYCTUMBbIE OTKNOHEHUS.

Coomeemcemeue nposepsiiom e xo0e ocMompa.

201.12.1.102 MeToabl MCNbITaHUA OISl onpeaerieHUA NO60Oro OTKNOHEHUA

N3FrOTOBUTESb gomkeH yCTaHOBUTL METOALI UCNILITAHWIA, NOANEXALUME NPUMEHEHUIO A5l BbISIBIIEHUSA
BCEX OTKIOHEeHUN hU3UYECKMX BENUUMH, KOTOPbIe MOFYT NpuBeCTU K yBenuyieHnnio PUCKA ansa MALMEHTA.

Coomeemcmeue nposepsiiom e xo0e ocMompa.

201.12.1.103 MeToAbl UCNbITAHMIA Ha CTAOUNBLHOCTL XapaKTepPUCTUK

OTBETCTBEHHOCTb 32 METOAbI UCTILITAHMI HA CTAOUINBHOCTL XapakTepucTuk nexmt Ha UBFOTOBUTEINNE,
Kak npu KoHTpone kavyecrtsa ME USOEJIUA npu ero Beinycke, Tak u Npu UCNbITAHUAX, NPOBOAUMBIX B TEYEHUE
BCero cpoka cnyxowl ME USOENNA.

6



FOCT P M3K 60601-2-36—2016

Coomeemcmeue nposepsiom e xode ocMmompa.

201.12.4.3 CnyuvaitHasa yCTaHOBKA YpPe3MepPHbIX 3HAY€HUI BbIXOAHbIX XapaKTePUCTUK

[ononHeHue:

Cpeactea gn4a 3awmtbl NMALVMEHTOB ot upeamepHbix 3HavyeHuin yposHen YOAPHO-BOJIHOBOIO NM-
MYINBCA pomkHbl 6b1Tk 6e3onacHbiMu B YCITOBUAX EOUHNYHOTIO HAPYLLUEHNA.

Coomeemcmesue npoeepsiom 8 xo0e ocmompa.

201.12.4.4 OTKNOHEHWe BbIXOAHbIX XapaKTePUCTUK OT YCTAHOBNEHHbIX 3HAYeHUMN

HononHeHue:

Ecnu yctporicteo koHTpons YOAPHO-BOJITHOBOIO MMMYINBCA moxeT ynpasnatbcst 6onee yem oa-
HWUM YCTPOWCTBOM, TO 9TW YCTPONCTBA AOMKHbI UMETHL B3aUMHbIE BrTOKMPOBKY.

Coomeemcmeue nposepsom e xo0e ocmMompa.

201.12.4.6* AKycTuUuyecKkoe gaBrieHue Osns AUarHoCTUYECKUX UIK fieyebHbIX uenen

LononHeHue:

OlNEPATOP gomkeH 0CO3HaHHO M HenpepbIBHO KOHTponuposath reHepauuio YOAPHO-BONHOBOIO
VMMYNbCA.

Coomeemcmeue rnposepsom & xode ocMompa.

201.13 OMNACHbBbIE CUTYALIUN u ycnoeus otkasa ana ME U3OENNA

MpumeHsiioT NyHKT 13 obLwero craHgapra.

201.14 NMPOrPAMMUPYEMBIE IJIEKTPUYECKUE MEOAULIMHCKUE CUCTEMbI (M3MC)

MpumeHsoT NyHKT 14 obuwero craHgapra.

201.15 KoHctpykuua ME U3OENNA

MpumeHsoT NyHKT 15 06w ero ctaHgapra, 3a UCKNIOYEHUEM CNEeaYIOLLEro:

201.15.4.7.1 MexaHu4yeckaa NpoOvYHOCTb

HononHeHue:

Cuna, Heobxoaumas Ana NPUBEAEHUS B A€CTBUE HOXHOTO NEPEKNIOYaTens, He A0MKHA ObITh MEHbLLE,
yem 10 H.

Coomeemcmeue nposepsom rymem uamepeHus 0eticmeyrouieli cusbi.

201.16 ME CUCTEMBbI

MpumeHsoT NyHKT 16 obwero craHgapra.

201.17 3NEKTPOMArHUTHASI COBMECTUMOCTb ME U3AENWUA n ME CUCTEM
MpumeHsiioT NyHKT 17 obLwero craHgapra.

202 SNMEKTPOMAIHUTHAA COBMECTUMOCTD. Tpe6oBaHuA U ucnbiTaHUA

Mpumensior MOK 60601-1-2, 32 UCKIIOYEHNEM CEAYIOLLETO:

[ononHeHue:

CooteetctBue M3IK 60601-1-2 ByaeT cobniogarbCa 3a UCKIIOYEHNEM 3anycka M NepuogoB reHepaumm
YOAPHO-BOJTHOBOIO UMMYIbCA.
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MpunoxeHus

MpuMeHstoT Npunoxexus obLyero ctaHgapTa.

Mpunoxexnue AA
(cnpaBouHoe)

PykoBOACTBO M 0O0bACHEHME K cneunanbHbIM NOANYHKTAM

Hanee npuBeaeHbl 060cHOBaHWA ANS KOHKPETHBIX MONOXKEHUIA HACTOALLEro CTaHAapTa, C HOMepaMun NYHKTOB W NoA-
NYHKTOB, COOTBETCTBYIOLLMX HOMEpaM B OCHOBHOI YacTu [JOKyMeHTa.

MoanyHkT 201.1.2 — Llenb

YacTtu HacTosiero ctaHgapTa He npuMmeHsiotes K cnegytowiemy: ME U3OESIMA ansa uHbIX TepaneBTU4ecKUX Npu-
MEHEHWIA yAapHO-BONHOBLIX MMMNYNbLCOB, BKITIOMAs pactOKyCUpOBaHHYIO yAapHO-BOSIHOBYIO Teparnuio, NHeBMarudeckne
reHepaTophl yAapHoit BonHbl unu ME UBLAENMUE 6es YCTPOMCTBA NMO3ULMOHUPOBAHUSA ninnu JIOKANU3ALIN,
npu atom 201.7.9.3.101 ¢) n d) MOryT NpMMeHSTLCS.

MoanyHkT 201.3.207 — YCTPOUCTBO JIOKANU3ALINA

Wmetotcs B BUAY, UCNonb3yeMble B HacTosllee BpeMsl CPEACTBa, BKIIOYAn peHTreHorpadunio, peHTTeHOCKOMUIo U
YIIbTPA3BYK.

MoanyHkT 201.7.9.3 — TexHUueckoe onucaHue

MeToauka ncneiTaHUA NyHKTa a) onpegenseTca Ha yemotpeHue U3TOTOBUTENA. MyHkTe! ¢), d) n e) oTHocATeA K
MOK 61846 («Ynbrpassyk. JluToTpMnTEphl, M3NyYaowme UMMYmbChl AaBMNEeHUs. XapakrepucTukn None»).

NopnyHkT 201.8.7.1 — O6wme TpeGoBaHua

Bo Bpems reHepayun YOAPHO-BOSTHOBOIO MMMYNBCA TexHudecku HeBo3MoxHO usmeputb TOK YTEUKAU
MALUMEHTA.

NoanyHkT 201.9.6.2.1 — CnblwKMMan aKycTUYeCKan SHeprus

YKa3aHHble YpoBHU ObiNW ycTaHOBNEHbLI YnpasneHuem no oxpaHe Tpyaa (Occupational Safety and Health
Administration, OSHA) CLLIA. MNepenaya BbICOKOCTPYKTYPUPOBaAHHOIO LUyMa BHYTPb 3[jaHUs YMEHbLUAETCA 3a CYeT nNpu-
MEHEHWA COOTBETCTBYHOLLEH KOHCTPYKLMMN.

NoanyHkr 201.11.1.2.1 — PABOYUE YACTWU, npeaHa3zHayeHHble ansa nepeaaumn tenna NAUMEHTY

HacToAwmin NyHKT 661N BKNOYEH C Lenbio NpefoTepalleHus Tennosoro woka y NMALIMEHTA.

MpumMeyaHue — TemnepaTypa NOBEpPXHOCTU paboyeit YacTu 4oMkHa GbiTe BeiGpaHa TakuM 06pasoMm, YTobbl
uabexatb AUckoMdopTa unu Gonu y nauueHTa.

NopnyHKT 201.12.4.6 — AKycTu4ecKkoe paBrneHue Ans ANarHoCTUYeCKUX nnu nevyebHuIx uenen
HacTosiee TpeboBaHne 06ycnoBneHo cTpemMneHneM K Tomy, 4Tobbl npouece Tepanumn Bceraa HaxoauNcs NoA KoH-
Tponem OINEPATOPA.

Pasgen 202 — ANEKTPOMAIHUTHAA COBMECTUMOCTb — TpeGoBaHusi U UCNIbITAHUA

Bo Bpema 3anycka n nepuogoB reHepauun YAAPHO-BOTHOBOIO UMMYJIbCA TeXHUYECKU HEBO3IMOXHO U3Me-
puTb OMC, nockonbky B 3T MoMeHTbl ME U3EJTMEM ucnonb3yioTca BbICOKOBONEBTHLIE 3NeKTpUYEeckne paspaibl.
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Mpunoxexue BB
(cnpaBouHoe)

Onpepenexue koopauHatbl, POKYCA u NONOXEHUA MULLUEHU

HaHHblil 3ckn3 onpefensieT CUCTEMY KOOPAWHAT U NO3ULMIA COOTBETCTBYHOLYMX NapaMeTpoB, COrmacoBaHUsa UHGOpP-
MaLummn o reomeTpudeckoM pacnpefenednn POKYCA:

r4] Zy
A fz =tz
Z3

fy(wnmn f)
(K nerounHuky Ocb z (ot UCTOuHMKE
UMnNysnbCHOM MonoxeHue MULWeHu UMNYNbLCHOMO naanenuﬂ)

AABIEHNR)
Pokyc (max. p+)
\ - 6 Ab nuHus n3obapbl

Ocb x
(wnu ocb )

PucyHok BB.1 — leomeTpudeckoe pacnpegenenune ®OKYCA

MpumMmedvyaHue — JlnHuaA nsobapebl MuHyc 6 A6 npeacrasnseT coboi duUsnveckoe CBOWCTBO reHepaTopa yaap-
HO-BOMHOBOMO UMMYNbCa U MO CyTU HE COOTBETCTBYET obnacTu Tepanuu.
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MpunoxeHune OA
(cnpaBouHoe)

CBe,quMﬂ O COOTBETCTBUU CCbITOYHbIX MeXAYHAPOAHbIX CTAHOAPTOB HAUMOHANbHbLIM CTaHOAPTaAM
Poccuiickon Peaepauunn

Tabnuua A

QOB603Ha4YeHWe CCbIfTOUHOro CTteneHb OBo3HayeHWe N HauMeHoBaHWe COOTBETCTBYHOLLEro
MeXAyHapoAHOro ctaHgapTa COOTBETCTBUA HalUMOHanbHOro cTaHaapTa
IEC 60601-1-2:2007 IDT [OCT P M3K 60601-1-2—2014 «M3genua MeaULIMHCKUE 3reKTpu-
Yeckune. Yactb 1-2. Ob6me TpeboBaHUA 6e30MacHOCTN C YYETOM OC-
HOBHBIX (PYHKLMOHAIBHBIX XapakTepucTuk. MapannensHblil cTaHaapT.
GJ'IeKTpOMaFHVITHaﬂ COBMECTUMOCTbD. Tpe6OBaHI/|F| U ncnoeiTaHUA»
IEC 60601-1:2005 IDT FOCT P M3K 60601-1—2010 «MN3genna MeauunHcKue anekTpuye-

ckue. Yactb 1. Obwme TpeboBaHusi 6esonacHOCTU € yHETOM OCHOB-
HbIX (PYHKLMOHANBHBIX XapakTepucTUK»

IEC 60601-2-5:2009 —

*

IEC 61846:1998 —

*

OTBETCTBUS CTaHAapPTOB:
- IDT — “AaeHTUYHble cTaHaapThbl.

* COOTBETCTBYHOLMI HALMOHANBHBIA CTaHAaPT OTCYTCTBYET. [10 ero yTBepXAeHUA PEKOMEHAYETCA UCTONb30BaTh
nepeBoj] Ha PYCCKUIA A3bIK AaHHOIrO MeXAYHapOAHOro cTaHgapTa.

NMpumevaHne — B HacToAWei Tabnuue UCNonb3oBaHo criegylollee ycnoBHoe 0603Ha4YeHne cTeneHun co-
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YkasaTenb onpeneneHuin TePMUHOB, NPUMEHSIEMbIX B HACTOSILIEM CTaHOapTe

AMMAPATbLI AN NIMTOTPUMNCUN
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