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Mpeaucnoewne

1 N04MOTOBNEH HerocyoapcTaenn - 0DpasosaTeneHeEM  HacTHeiM - yYpewmaendes  sHoean
Wumerepuas Wronas (HOMY «HEMLW L) Ha ocHOBE 3y TEHTHYHOMD NEREROOA Ha PYCCKMA AdbIE YEASAHMHOTD B
MyHKETE 4 cTaHnapTa, KOToPEKA BeINONHeH PocCHAckon KoMUucoHen axcneproe MAKTE 65, W $egepansHem
FOCYOADCTREEHHIM  YHHTAPDHLIM NPEanpUaTHEM «Boepocciickil  Hay4SHO-UCCNeNcRATENLCKMA  MHCTTYT
CTAHAAPTAIALWA W CEpTHUPHEALMK B MawuHocTpoendias (PIYT] « BHFMHMAL:)

2 BHECEH TexHddYecEMsM KEOMUTETOM MO cTaHMdapTyiiaurd T 306 sMamepeHia W ynpasnedde e
NOCME LU MM TIPOLECCR s

3 YTREPHEH W BREJEH B NEMCTEBWME MMpukaios $egepansHoro arewTcTBa No TEXHWYECKOMY
DEMY NHPOBIHMIO W MeTRonordK o7 11 Hoabpa 2014 r. Mo 1526-cT

4  HacToAwdi  cTaddapT  MOSHTHYeH  sMewdyHapofHoMy  cTawgapt MK 61326-2-6:2012
cAnekTprHeckoe  obopyooBaHKe ONA  WIMEDEHWA, YyNpaeneHda W nabopartopHors  NpUMEe-HEHHA.
Tpetoeanma Kk IMC. Yacte 2-6. HacTHee Tpebosanws. Meouwyuuckoe obopygosaKme O0NA OXArHOCTHEN B
naboparopHs yonoauaxe: {IEC 61326-2-6:2012, Electrical equipment for measurement, control and
laboratory use = EMC reguirements = Part 2-8: Particular requirements — In vitro diagnostic {IVD) medical
egquipment).

HavmeHoBaHHe HACTOAWErD CTaHZApTa  HWIMEHEHO OTHOCHTENBHO HAMMEHOBAHWA YEAIAHHOM
MEMIYVHAPOOHOND CTaH4apTa QnA NpHEEOS&HA B cooTeeTcTEre © TOCT P 1.5 [nyHkT 3.5)

MEY NEAMEHEHWH  HACTOALWErD CTaHgapTa DEKOMEHOYETCA WCNONbAOBATE BMECTS  CCbiMOYHEX
MEMOYHAPOOHEY CTAHJARTOR COOTRETCTEYIOWME WM HALWOHAMNBHEIE CTAHOADTE W MERrocyQapcTBeHHbIE
CTAHAADTE, CEEOEHHA O KOTODLIX NpHBEOEHEl B QONCMHUTENEHOM NPEIoKeHAE A

5 BEEOEH BMNEFBEIE
6 B HACTOAWEM CTaHDApTE YacTk &r0 COOepMaHMA MOKeT BelTe 0B LEKTOM NATEHTHEX NEpan

Mpasna NpUMEHBRLA HECIMORWERD Cmaddapma yomaroeneder @ TOCT P 1.0—20 2 {paaden B). Muaghopsagur
O WAMEHSRUAY & HACTOAWEMY cmandapmy NyEaukpemcr & axe200H00 (M0 COCMORRUN HE T AHEADAR Mekyweso 2oda)l
UREhOPRMALIIOHHOM yrazameans HayuoHEnsRbe CMaR0apmers, 3 GfuyuaneHeil MEBKOM WAMEHEHLD U NONPAGOK — &
SMEMECAYHOM FHIDMSUUOHRDM yREEMmans «Hayuoranedeie cmardapmes. B omyyas NepecMamps (JaMeqs] wimu
AMMEHE HAGTOAW S0 cmardapma coamaamomeyiiyes peedomnesus Spdem amplnurosana & Smusaliian Saimpore
SHEMECAYROND GHBOPMALLORHDS0 VREIEMeTs «HAWuWIHETLHEE CMaHfapmai, Commesmomerowas uRthoplayns,
YEEOOMIEHUE U MEKGmL DIZMEIWEKITICH MakMe 8 URPODMayuonRol  coomemse oflWe2n  mons2oganus — Ha
ol ansHon  cadmes  Dedepamnehosn  a2sHMomEs N0 MEeXHUYSDKOMY DESyTUDOdaR0n o Mamponosny 8 Semy
Humeprem [gost)

@ CtangapTaudgropm, 2015

HacToswmi cTtaHnapT He momeT OuiTh NoNHOCTE WM YacTHYHD  BOCNPOW3BELEH,
TUPAWMPOBEH W pAECNPOCTPAHEH B KAYecTEe OdMUMEanNeEHOro wagadnwsa Dea paspeledHds
DenepansHoOro AreHTETEA N0 TEXHUYECKOMY PEMYNUPOBAHMID W METPONOMMK
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BeegeHne

MK B61328-2-6:2012 pazpabotan nogromuTeTom 654 «CUCTEMHRIZ acnekTes TeXHWYeCcKoro
KoMuTETa MAK 65 aCucTeMel yNpasneHna M H3IMeDeHHA B NEOMbILNTEHHLIX NPOLECCaxs .

Bropoe diaganye MIK 61326-2-62012 jaMedseT W OTMEHAST Nepeoe A3gaqHde, onyDnuEcBaHHOE B
2005 r., AENAETCA NEQECMOTPOM YEAIZHHOTS CTAHGADTA W BEMOHYAET B cebs cnedylles CYlWecTaaHHoe
TEXHHYECKDE MAMEHEHHE N0 OTHOWEHWK K NPedblOyllesy WIgaHue oBHOBNEHHWE CTAHAARTE © YHETOM
TpebopaHbd M3K 61326-12012.

HacToAWME CTaMaapT, ABNAKWWECA 4YacTel CTasfapToR cepud MOIK 61326, goneed ObiTe
WMCNONe3I0BaH COBMECTHD © MOIK B1326-12012 ¢ coxpaMeHWer HyMepauWd erg NyHKTOB, NOOnyHKTOB,
Tabnwy W pucyHkocB. EcniK KOHKpETHEIA nogpaagen MK 61326-1:2012 de npueeded B HACTOALEM
CTAHGADTE, TO ©r0 NPHMEHANT B TOH CTENEHKE, HACKONBKS 2To uenecoostpasqo. Ecnv HacToAwmi ctangapt
YCTAHABNWMBAET o« JONONHEHHE,, «HIMEHEHWE: WNK «32MaHYs, TO COOTRETCTEVIOWMA TekcT RMM3IK 61321-

1:2012 pomsed DeiTe a0anTURoOBAN COOTRETCTRY UMM ohpazom.
M PMMEYaHHARE — B HAECTOAWEM CTAHZaPTE BCNONe3d0BdHEl CNEOyFOIWEA CHOTEMA HyMaDaUgH-a H obozHavaHKwS

AananHATaENLHBL I'IPHJ'IDJH.E'HHI:'IZ
- Mogpa2aanbl, Tabnugbl 1 PHCYHER, EOTODRIE NPpOHYMEpOgdHl, HEYHHEA © 101, HENAKITCA QONOMHWTENEHEMA K

noppaagenan, Ta8nUuam 1 prcyHKamM, npeessnedHem B M3E B1326-1.2012;
- BCAK NPHMEYEHWA NPWESOSHL HE B HOBOM NOOPa3IgEns Wi KECEnTos npumesaqdn M3K 61326-1:2012, oHw

TAKHE MPOHYMEDOBEHE! Ha4MHaR co 101, B TOM 4KCNE B ZEMEHEHHOM DE30EMNE KW NOOPE3gana:
- QONONHATENSHEIE NPANCHEHAR obozdaseHel Byseamn &4, BB w1 a0,
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HAULWOHANBHBIW CTAHOAPT POCCHMUACKOW ®EOEPALUUM

QEOPYONOBAHWE ANEKTPUYECKOE ONA WAMEPEHMA,
¥NPAEBNEHKMA W NABOPATOPHOTO NPMMEHEHKWA

TpeboBaHKMA ANEKTPOMATHWTHOW COBMBCTHMOCTH

YacTe 2-6
YacTHeIe TpeboBaHWA
MeanumHokoe oGopyaoBaHWe ANA AHArHOCTHEW B NASoPaToOPHBIX YCNOBAAX

Elacirical equipment for maasurament, controd and laboratory wse. EMC requiramants. Parl 2-6. Particular
requirements. In vitra diggnastic (VD) medical equipment

Oata eeggenun — 2016—01—01

1 OBnacTe NpUMEeHeHHA

B gononHexdde K Tpebopaduam MK 61326-1 HacTORSWMA CTaHdapT YCTAHABNWBAET MHHHMANBHEIE
TpeBoBaHKA K NOMEXOYCTORHMBOCTH W JNEETOOMATHUTHON 3MWCCHK, OTHOCAWMKCA K ANekTpOMarHMTHOR
COBMECTMMOCTH MEAWUKWHCKOrD 0SopyOoBavda ans in vilio AW-ardocTeil 8 nabopaTopHolx YCNOBMAX ©
YHETOM GCODEHHOCTER QaHHOND ANeRTPUHYECKOrD OG0y ROBAHKA W Bro ANEKTROMArHHWTHOR 0OCTAHOBKM,

2 HopMaTUBHLIE CCLINKK

CTaHgapTsel, CChINKK HA KOTORLIE NPMBEOSHE B HACTORWEM paanens, obsaaTentH el NP NRPAMEHEH KA
HacTosWers crtadpapTa. Ons JaTHDOBAHHBIX COLIMOK NDHMEHAIDT TOMNBKD YyRAZAHHOS WagaHde. [nA
HENATHPOBAMHBIY COBNGE NPHMEHAKT NOCNEOHES WANAMWE CObINOYHOTO OOKyMeHTa (BEMKHaA nobble
HAMEHEHMA ).

B HacToAlen CTaHIaApTE MenoNsIoRAHE HOPMATHBHEE CCbINKKW Ha M3K 61326412012 (pazgen 2} co
CIME YDA M BONCIHEHAR M.

MIK G1326-12012 OSnexTpoTexHkseckos  obDOpYOOBRAHWE AONR  W3MEDEHWA, YNPABENeHMA ¢
nagopaTopioro npamededna. TpeSorawda 2MC. YHacte 1. O6wwe TpeSomaumua (IEC 61326-1:2012,
Electrical equiprment for measurement, control and laboratory use — EMC  reguirements - Part 1. General
requirements)

WMCO 148712007 Magenwa meguudacsde. TNpHMeHesne  MeHeEMedTa DUCKa K MEeHUMHCKAM
Hanenwas (150 149712007, Medical devices — Application of risk management to medical devices)

3 TepMuHbI W OnNpegeneHWA

B HacToAwem cTaugapTe NpUMEeHEHE! TepMuHel B onpeaenesmA no MI3K 61326-1, a Tawke
CRedYHWHAE TERMMHEl G COOTEETETEYHIWMMK ONDEZENe K AR

3.101 MeJHUHHCKOR oBopygoBaHue ONA AMATHOCTHEW B NaGopaTopHLIX yCNoBWAX [in
vitro diagnostic medical equipment): NMpubope ¥ annapaTtypa, NpeaHaIHaAYSHHEE ANA NEPAMEHEHWS
Npd SQWarHoOCTAROBAHKMK 3a00NeBadHid WNK gPYIAX COCTORHWA, BEMIOYAR oNpegengHHie COoCTOAHKA
IN0QOBEEA, C© UENbK NEYeHHA, CMArYeHdds nocnegeTerd, obpabloTin Wne NpedoTEpalleHuns
3ABCNEBAHWA.

Mpumawarnne 1 — YeasadH=e npubopel dng annapamypa npegHaIHaqeHesl na cBopa, npuroToBNEHWA W
HIYHEHMA I:I«EFIEELI.EIE-. BAATEIE Y HENOB2ED N 8ro QarHacTHposaHnNA.

Hapanue oprunansHoe
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3.102

BRWECTED, ONpaOenAeMOe NP adanMae (analyle) CoOCTARMAA YacTh 0GPAALA C WMIMEDASMbIMIA
CRONCTEAMM.

Mpumeps!

1 B GbeipameHuu; «Macca Oenka & 24-x vacosold Mowes, «6emok» — 88lEcmEan,
onpedenseMoe NpU aHanuie, 8 «MacCcas — canldcman.

2 B @blpawerul: «KOHYEHMPaYUR EMONO3LI 8 NAAIMEs, T2MHOK03as — 88ly8cman,
onpedendeMoe Moy BHAMU3E, 8 CKOHUEHMPAayUsy — ceolcmeEn.

B ofoux cnyvyaax nonsoe npednoxenue onpedensem uiMepaeMyo senuyuHy.

MCO 18113-1-2009, nyukr 3.3]

4101 3nekTpoMarHHTHaA obcTaHOoBKA MeOWUWHCKOro oDopyaoBaHMA ONA AWaArHOCTHEM B

naSopaTopHeIX YCNoBWAX
Tak #e Kak W TRPAOWUKOHHOE MELWUWHCKSE  JNeKTpAHeckos  oSopyacBanme  MeQuUHHCHSE

obopyOcEanneE ONA QUarHocTied 8 nafopatopHex yonoswax (OTY) NpUMeHAeTcn B WWPORDM QKanaacHs
INEKTROMAarHMTHEIY.  obcranopor. COSopyaceadke gna ONY gomeeds OwiTe GEI0NACHEM W HODMANEHD
DYHELHOHWMDOBATE B OOMALUHKME YCNOBHAR TAK ME, KK W B TWNWHHOR JINeKTPOMarddTHoNn obcTadonre
OOLEKTOE  AgpanooxpaHeHuA

[FOCOMTANK, KNMHWEY, BpadedHel  KabuHeTel). 3TO  03HaYaeT, Y970 MHHWMansH=  ypoOREHE
NOMEXOYCTOMYHMBOCTH ANA TAKKME YCTRORCTE SonmeH GolTe NEHEMMEMEIM ONA YE3IAHHLIX 00 LEKTOR,

OnAa ofGopyooBaHHs, NPedHaaHAYeHHOMN0 ANS NEMMEHEHHA B Opyre obCTAHOBKAK, TAKMX KaK Nonepbie
FOCMMTANK, NETATENbHLIE ANNADATE, ABTOMODHMW, BEDTONETE, MOKET DbiTe YCTaHOBNEH GOMNee BbICOKAA
YOOBEHE NOMEXIYVCTORMMEOCTI ONA obecnewa ks Ge3onacHsd 1 MphesTHaHol paboTe 0GopyYIoBaHHA.

5 MnaH WCNbLITAHWA Ha COOTBETCTEME TpebDOBaHWAM 3INEKTPOMAarHWUTHOMW
COBMECTHMOCTH

5.1 OBWMe NoNoOXEHWA
MprsermnT MK 61326-1:201 2 (nogpasgen 5.1).
5.2 KoHipurypauna McneiTyemMoro o0opyaoBaHHa Bo BRPEMA  MCALITaHMA
MpusermnT MK 61326-1:2012 (nogpazgen 5.2).
5.3 YcnoerAa PyHELUHOHUPOBIHWA MCNBITYeMOro obopyoBaHKA BO BPEMA MCNLITaAHKA
MeumersoT M3K §1326-122012 (nogpasgen 5.3) co cnegykWwum QononHeHnam:
5.3.101 ¥Ycnoaua pyHELHOHK pOBAHKA
Ooopygoeas#e QoMHHE Bl Ty YCTAHCENEHD NP YCROBKAK, YEAIAHHEIX B QOKYMEHTALMKW KIroToBKTENA.
Ecrd yCTRORCTRO MMEET DAINHYHBIE PEXEMEl INSKTPONATAHKMA (T. & Gatapes, pasnHyiHLIe BADHANHTLI
NEQEMEHHSTID  TOKA), B JOKYMEHTALWE  WIroTOBWTENA  O0MHeH{HL)  ObiTe  yEad3aM{el) pesEMibl)
DYHEUMOHWMPoEA KA, obecneddeanwaitie) Havbonee MeCTHHE YONOBHR B COOTRETCTEMM C peayNuTaTamu
aHANKAA CTEMNEHM DHCEA M3OeNKA.
5.4 CneurdPHKALWA KPUTEPHER KAYSCTEA DYHEKLHOHHDOBAHMA
MpusedsoT MK 61326-12012 (nogpazgen 5.4).
5.5 OnKUcanMe MCNLITaHHA
MpusersoT MK 6132612012 (nogpazgen 5.5).

6 TpeboBaHMA NOMEXOYCTOWHYHUBOCTH

6.1 YcnosWA NpoBeaeHHA HCMBITAHWA

Jamemaint MOK 61326-1:2012 (nogpasgen B.1) HHMECNE Dy

6.1 ¥YCcnoBWA NpoBeaeHEA HCMBITAHMKA

Kourrypauus v pesdmol @yHiuosrposadus obopyQ0BaHMA GONEHL BulTe JeTanuHO OTPaMEHE B
MPOTOKCTE MCNETaHWA.

MCNeTAHWAM NOJBERTA0T BCE HECOXOOKMBIE NOPTE B COOTRETCTRAW C Tabnduyei 101.

Moneimanms  gQon#Hsl BT NPOBEOEHEl B COOTBETCTEMH CO CTaHgapTasd, NPHBEJEHHLIMH @
Tabnuue 101, Moneradda NpoBogaT Kak NocnedosaTenbHocTe OO H0YHBY WCNsTadwi. Ecnk Tpebyerca
NECBECTH QONOMHETENEHEE WCNBITAHWA, TO METOD HCNBITAHKMA W ODOCHOBAHME Ero NPUMEHRSHWMA DOM#HE
GhblTe OOKYMEHTMDOBaHSI.

6.2 TpeBoBAHWA K MCNLITAHWAM HA NOMEXOYCTORYHMBOCTL

JameHanT MK 613268-1:2012 (nogpaagen 6.2) HHMECnE Dy
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6.2 OueHKa PACKOB M PACCMOTRPEHHE TPeGOBAHMA INEKTPOMAMHWTHONW COBMECTHMOCTH B YacTH
AOMEXOYETOHYUBOETH

MOILHEE ACTONHME JNSKTROMArHATHON IMACCHI NDW ONPEJenaHiblx YCNoBKAX MOTYT BR3BATE COOW
pACNONOEEHHOMN BAMMIK MEQWUKHCKOMD 0BopyYaoRaHKA. Painiuupe BB MeIUUMHCKONS SNeKTpHYeckor
OBODYAOBAHHA MMEINT PASNHYHEES YRPOBHK PUCKOB BOZHKKHOBEHKMR cboen. Meauuruckoe oSopygoBanke
ana OY We npegHasHaqedo Ona NoOSeDHaHAA MHIHA WNM PeaskMaurd  NauneHToB, NoaTomy cSol
HE ME#eT ObiTh HENOCREOCTBEHHOH NPHYAMHCR CMERTH MNK Bpeda 300poBREI NayweHTa. CHoW Takore poga
B MEJWUMHCKOM ANSKTRUYeckon obopyaosamrkd ana OTY moryT NDUBECTH K HeBSpHOMY CHATLIBAHKID, 4TO
B CBOI O4Yepedl MOKET NPHBECTH K HENPABMNEHOMY TEpaneeTWHEcKOMY DEWeHWK (HEBepHOMY
puarkoay). Ons HexoTopelX BEWECTE, ONDEJenAcMBE NPH aHANKMIE, B HEKOTOPbIX CNYYaAx HeRepHbR
pEAYNETAT MOMET HAHECTH CepbEIHBR ywepd anopoBely nauwedta. B cnydae epynHoraGapuTHOr
MEQHUWHCKOrD anekTphseckore obopydoeanya ana ONY anesTpoMarHdTHEE NOMEXHM MOTYT BhlakiBaTe
CEOM, HOTODBIE MOMNYT HAHECTH NDAMYIO YIRO3Y CNEPaETORY, HANDUMED, 38 CYeT ero HeoRWIaHHbIX
MEXIHAYECKMY JBHREHHA.

MaroToBMTENL QOMMEH NPORECTH AHANKI KW OUEBHKY PHMCEOE, pyroBogoTeyAcek MCO 14971 npu oyeHee
PUCKSR, CBAIAHHBIY © HEMOCPEACTEEHHGE ONacHOCTEN, W WMCO 14971:2007 (npunosedne H) NpW ougHie
PHCKSE ONA NaUMeHTOs NEH HEBERHBIX PEIVALTATAR MCNTaHwEa 1Y .

MprmadaHue - Kak NpEsKD, pEIYNETATHI, MOy HEHHEIE ar MEZHLMHCKOr
ofopyaoEaHHA anA oy, NpOBEpAKT Ha QUCTOBEEPHOCTE RS ML MHCHA MEPCOHENOM WIER
CONMpPOBECHASOTER PELUEHMAAMI SHCMNEpTOS E oGnacTi 30, pAB00 XPEHEHMA. Meawumrckna
obopyaoEaHHE ans any, NpEQHE IHAHEHHDE ans CaMOCTORTEMEHOND TIPHIEHEHAA

HHI'I[.H:IE!}EUEI-‘!UHHJ'IHﬂhIMI-’! NOMs0BATENRAKK, BCETOa CONPOBDHNSBTCH DEXDMEHOALWREMKA C  ONWMCEHAREM ,'_'IHII-1E.-THI.-'III-1,
KDTOpEE HEOEXDOMMO NPEgNPHHEATE B CAYHEE NONYHEHHA HeONpPESENSHHBIX PEIYNETATOE. [MAUWMEHTAM HACTOATANLHO
PEEOMEHOYETCH EEPH?L1THEH H WME NeYgllely BpaYyy 0o Tord, Hak MPpAHATE KakDe-rHon PELSHAE MaALWHCEOr
HApPAKTEPA.

PUCKEM, COAIAHHEIE © WCNOMNBIOBAHWEN MEQWUMHCKDrD anekTpuseckons ofopynosadws anAa O,
AHANOMAYHE  PUCKAM, COAJAMHBIM  ©  MEgWUMHCEMM  0DODYOOBaHWEM, HE  OTHOCA-LYWMMCA K
wuaneofecnedeHwio.  CnegosatensHdo,  TpeBoBaHWA K MCOBITAHHEM H3  (OMEXOYCTOAYMBOCTE,
yoTaHobnerHele o Tabnuye 101, adanorvdqel TpeBopavWam, NPedb-ADMASMEIM K MEDALMHCKOMY
o0opyYOCBAHKIO, HE CTHOCRLLEMYCA K MMIHe0GecnaqeHmio.

Tagnwya 101 - Tpefopadna NOMEXSYCTORHHBOCTA MEQHMUWHCKOrD obopyaopanka ana Oy

Haumenopaume 5
Mopt ANEKTRPOMATHUTHOR Crangapt AMC Haq?ﬂi:i::ﬁjympa
MM K
Bre KTPOCTATHYECKMA paiIpag FGH 61000-4-2  #B 1 4 kB [BOHTAKTHEIN
paapaa)
2 kB, 4 KB, B kB {BoaoywiHelid

a3paa)

Moprt kop-nyca FBre KTROMArHMTHOE None PASK 61000-4-3 3 B (o7 B0 MMy ao 1 M)

3 Bin (o7 1,4 MMy go 2 M)
TBM (oT 200y go 2,7 Mu)
MariuTHoe none PSK 61000-4-5 5 Ak (50 Mo, 60 Mu)

NP OMBILLLNEHHOR YacToTE"

[Tposank: HANDAKEHWA PASE 61 000-2-11 %5 B Tedenne 1-ro neproga
b EETRONHTaHWA™ 40 % B TeveHwe 5/6 nepionoa™
70 % B TEuEHlE 2530

enunnon

FMopT anekT- [ paThoBpeMEHHEIE NpepeBaHaA PEK 61000-4-11 Peqes 3 % B Teqerne 250/300
pOnATaHUA HANDAKEHWAA INeKTponMTaHua” Neproaon
n:;e&e;;unrn roka HaHocekyHAHBIE MMTYNECHEIR FISK 61000-4-4 1 I':E_I:E."EU HC, 5 HFIJ.]
FALWMTHOS ﬁmnpucawmume MMMy NsCHEE P3K 61000-4-5 1 wB" 2 kB"
FAJEMNEHNE ) noMexd GonkelWoil 3Hepri
Oy KTHE MRS NOMEXIA, DK 61 00025 3 B joT 150 klMy oo 80 MMy}
HABEOEHHEIE PAAMCUACTOTHEIMK
(IO MAME
3
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Oxomyarue madnuis 107

HawmenopaH1e
3HaveHue NnapameTpa

MopT INEKTRPOMATHHATHON CrasgapT 3MC HCNBITAHMEA
MO
HakocekyHghee mumnyneckee PA3K 61000-4-2 1 kB (550 me, 5 elu)
OMExH

(00T ANEKTRONUTANHA M ukpoceryHOHsIE HMOYNeCE MK 61000-4-5 |1 B/ 2 kB”

b}, ci
NOCTORMHOMN TOKa S O N0 IHEPIAM
BEMNOYaA 3aWMTHOR

pazemnenue) Ennn,;.-mu BHBIE MOMEXH, PAZK 61000-4-6 3B (o7 150 ¥y oo 80 MIy)

ABEOEHHEE
ANHOHACTOTHEIME MONAMKA
AHOCEKYHOHEE MMNyNecHbe 3K E1000-4-4 1.5 kB (550 He, 5 Rl
CMENH
[ 100 Tl BE0OA/BLB0LE, PUKPOCERYHOHBIE KMNYNECE K B1000-4-5 He nprseHaoT
CUMHANBHBIE NOPTE W [BONBLGH JHEQrAW _
NopTE yNpaeneHns . KoHOYKTHEHEIE NOMEXH, K 6100045 3B (o7 1530 &'y oo B0 MIMu)
ABEOEHHED

ANHOHYBCTOTHEME MONAMKA
'|=|-:}|}TI:.I BEO0A BLIEoOA HAMOCEKYHOHEIE HMMYNECHEE K 61000-4-4 1 KB (1550 He, 5 KFIJ,:I
CHTHANEHBIE NOPTE W POMEXH

OpTE YNPaBMEHKMA, MEPOCERYHOHEIE MMNYNECE SK B61000-4-5 He npusseHaoT
NOQKMKSEHHBE K ONBLLCH JHE DA
PEKTRUHECKoH CaTH OHOYKTHBHEIE MOMEXH, PMEK 6100046 BB (o7 150 &My oo B0 MMy
{ABE0EHHEIR
ANHCHBCTOTHEME MONAMK

"AcnuITadka NposogaT ToNLE0 0nA 0Gopy0oBaHMA, NOTEHUMANSHD BOCTIDMMMYWBOND B MATHATHOMY Mo,
ONYCKRIOTEA NOMEXH HA AACNNERAR © NEKTROHHO-NYSEBRME TPYEKAMKA NDIM HANPRMEHHOCTH NoNA 1 Ak,
'Tonwks B cNysae kaGenei, ANKMHA KOTOPBIX NPEEEILLAET 3 M.

F MopTel COBOMHEHWH MNOCTOAHHOTS TOXE HE NOOKMHAEMBX K DACNPEOENWTENbHBIM  CHCTEMAN
MOCTORMHONS  TOKA, NPEQHAIHAYESHHEIM 007 B3IAHMHONG  COSOMHEHWA  OTQENBHBIX  dYacTed
B0 DY QOBAHMAICHCTEM, MCNBITEBAINT KaK NODTE BECAA/BLIBOGE, CHIHANEHEE NMODTE H MODTEl YNRABMEHKA.
" HanpuMep « 506 nepuogomn 0aHauaeT «5 NEpUogoR NPK MCNETaHWaY OnA 50 Tus wnd «6 nepuonon np|
MCNBITARMAY OnA 60 Mu».
I «Nurma = nuHmas.

"« MiaHiA — aesangs.

KpuTepud KasecTea @yHELUMOHKPOBAHKA CNPedenaioT 8 33aBUCcHUMOCTH OT BuOa 2NeKTDOMATHKMTHbX
NOMEX C YHETOM DERMMOB EYHELHOHADOBAHWA HCNeTYeMoro oBopyd0BaHWA, KOTODLIE MOMYT NOENHATE Ha
NoNyHaeMise JaHHLe, @ DesHMos  OYHEUROHHPOBAEHHA HCNBITYEMOro ofopyQoBaHHA, KOTODBIE MOryT
noanwAaTe Ha ofpaboTry obpaayoe v MHTepdeds NoNLIceaTenAa. ANekKTPOMArHMTHEE NOoMEexH No Tabnuue
101 gonsHel SeiTe MPMMEHEHE NPK EAXO0M DEXKME DYHELUWOHEPOBAHKA KCNLITYEMOrs ohopyJ0BaHMA.

B xope MCNbiTEHKMA MCNbiTyemoro obopydoBaHds B PEIYNLTATE BOIOSACTEMA NOMEX MOKET GbhiTk
oNpedensHo cooTEETCTane oDogyaoBaHnA spUTepuAM DYHEUMOHHpoBaHHA A B wnu C, HO NpH aTom He
OONHHE YEYOWATEEA XAPAKTELHETHEA PYHELKOHMDOBAHKMA, HECOX0AMMBIE ANA NOOOEQHAHKA OCTATOMHON
DHCER Ha QONYETHRMOM YOOBHE.

OueHky CCcTAaTOYMHOMD DUCKa NPoBOART B cooTRaTcTEwd ¢ MO 14971,

KpdTepkd kadecTea yHELMOHWDOBEAHWA OON®HLl BeiTe OTPaMEH B NDOTOKONE WENBITAHMEA.

6.3 BepoATHOCTHEIZ ACMEKTEI NPOBRSASHWA HCNLITAHKM

MpumedsoT M3K 61326-1:2012 (nogpasgen 6.3).

6.4 KpHTepHH KavYecTEa PyHKLHOHHDPOBAMKA

MpunedsoT M3K 6132612012 (nogpaagen 6.4 ).

7 TpeboBaHMA INeKTPOMarHUTHOW 3MHUCCHK

MpamedaoT M3K 61326-1:2012 {paagen 7).
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8 Pe3ynbTaTkl MCNLITAHKWA U NPOTOKON MCNBITAHKA

MpusserAnT MIK 61326-1:2012 (pagen 8).

9 MHCTPYKLUMK NO 3KCNNYyaTaunK

JameraoT MK 61326-1:2012 (pazgen 9) HAKECNEOy FWMHM:

91 TpeboBaHWA K HWHCTPYELMH NO JIKCOAYATAUWM HA MeJuuWHcKoes obopynoBadde ANA
OHAFHOCTHKK B NabopaTopHbiX yCNOBHAX

B uHCTpYELMK NO IKCnnyaTayry Ha meguuwsckoe obopyooradve gna ANY gonesa Geme npueenena
CREaYIWan HHRopMaLIKE,

Mpuwmedarnne 1 - MroToBMTEN: HECET OTEETCTEEHHOCTE 38 NpESOCTABNEHWE noTpeburans wnm
JaKaIquKy MHhopMaury 0f 3NEKTPOMErHHTHOR COBMBCTMMOCTH  0BOpyO0BAHAR.
Mpuwmedanwa 2 - [(MoTpeburens HECET OTEETCTESHHOCTE 38 NOOOEQSEHME ANEKTPOMETHUTHOA

pbcTaHoexr  ans  obopysoBadds, obecnedMBROWER  COBMECTMMOCTE, NEM BROTOpoR  ofopyooeanne  4onsHo
GryHELHOHWDOEETE B COOTESTCTEAN © BT0 HAIHASEHWE M.

9.2 TpeSoBaHMA K MHCTPYHLUMA HA MefMUMHCHKOe obopyjoBaHWde ONA [OHArHOCTHEWM B
NagopaTopHslx YCNOBMAX, HCNONLIYEMOE NOTREGHTENEM

B MHCTPYHLWMA NO 3HCNNyaTauude Ha ofopydoEaHue Aonwed GeITh BKMIOYEH Nepeqdsts HeoGKonnesmx
MEp NPeOCCTOPOWMHOCTA B OTHOWEHWA AMC, npeicTasnad e, HanpUMen, B BHOE CNegysl i Haqnioed;

A) HCMNONBEI0BAHAE OAHMOTS NPUMBCEA NPK HKAKDA OTHOCHTENEHON BNANHICTH BOAOYXa, O0coDeHHo npK
HAMNKWYHK BENKIK HEro CUHTEeTHYECHWX MATepWance [CHMHTETHYECKOH O0esikl, KOBQOB, W T. M), MOMEeT
NPHUBECTH K OWWE0YHEM PE3YNETATAM WI-33 BNRKWAHWA ANSKTROCTA-THYECKMY DAIPRO0R;

bl HE MCNOMNE3YATE A3HHER NPHEoD BENKIA KCTONHHEDR CHNEHOMD ANEKTROMATHWUTHOTD WINYYeHHA, Tax
KK OHW MOMYT HADYILWTE Bro HOPMAansHoe EyHELMOHK PoBaHNE.

9.3 TpeSoBaHMA K MHCTRPYELUWMK H3 MeguiUMHCEOS obopyjoBaHHde ONA [OWardocTHEW B
naGopaTopHLIX YCNOBKWAX B UeNAX npodeccHodankLHoro MCNonLIoBaHna

B MHCTDYKUMK N0 3HCANYATAUMK 00MEHa SeiTh NPUBEAEHA CNEaVIoWan uHdropaiun;

a) yEAIAWWE 0 ToM, 9T0 MEOUUWHcKoe obopyoomadwde ana ON0Y cooteetcTeyeT Tpebomaduwam K
MNOMEXOYCTORYMBOCTH W INEKTLOMAMHWTHOR IMHCCHN, NDABESEHHLIM B HACTOAWEM CTAHOADTE,

b npegynpesnedus «faduoe oSopyAOBAHKE CHOHCTDYMDOBAHO W WCNLITAMO 8 COOTEETCTRMM o
TpeGopaddamK CHCTP 11 (knacc A). B ®MNelX 30HAX OHO MOKET CO30ARBATE DASWONOMEXH, B B ITOM
ciydae Bam cnegyeT NPUMATE MEepk MO CHMMEHWD YPOBHA MOMEexXs, Chd INeETHOMATHWMTHAA 3MECCKA
COOTRETCTRYET Knaccy A

C] pPeKOMEeHAAUMH O NDoBEJSHWN OUSHKW  JINSKTPOMArHWTHOR oDCTAMOBKKM nNeped  HadYanom
pyHEUMOHKMpoBARMA YoTROoRCTRA. Kpose TOrg, 8 WHCTPYELMA N0 JHCONYATAUMA GOoMHHE BeiTs NpUBegeHs
YEAIAHWA © Mepax NpefocTopOMHOCTH B OTHOWEHWM 3IME, WanpesMep, «He WocnoneayidTe gawwoe
cbopyiopamie EONKM3M  WMCTOUHMEOE  CHNBHOMS  JNEKTPOMATHWUTHOMS  WINYYeHKA  [HanpuMep,
HEKLAHWPOEAHHEY NPEAHAMERSHHEX WCTOYHWEDR PAOWCYACTOTHOMD WINYYEHKA), NOCKOMBKY OHA MOrYT
HAPYLLKTE 80 HODMAMEHOE YHELHOHWDOBAHKE &
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MpunoweHdne A
(oBAIATENLHOR)

TpeboBaHWA K NOMEXOYCTOWYMBOCTH NOPTATUBHOMNO MCNLITATENLHOMD K
HIMEepHUTENBHOMD GﬁﬂpyﬂGBEHHH C ANeKTponMTaHnem ot bataped WNH OT
HEMEPHEH'DFI uenmM

Mpunosenae A MIK 61326-1:2012 #e npuMeHsioT.
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Mpunoxenne QA
({cnpaBovYHOe)

CeegeHWA 0 COOTBETCTBMM CChINMOYHbIX MEXOYHAPOOHLIX
CTaHOAPTOB HAUWOHANLHLIM cTaHaapTam Poccuickon @egepauvm

Taénwya OJA_1

OCoaHaYeHue cobNoYHOM CTENeHE OOCAHAYEHHME M HAMMEHOBAHWE
MENOYHADOOHOD COGTRATOTENE COCTREETCTEYKIWErD HALMOHaNEHOrg
cTaHgapTa CTaHOapTa

M3K 61326-1:2012 0T MCT P M3K 61326-1-2014 «OBopyaoBaMmie
INEXTOMYECEDE ONA MAMEPEHWA, YNEABNeHKna M
natopaTopHOnD MEHMEHEHWA. TpetopaHa
INEKTROMATHHTHOR  COBMECTHMOCTH. YacTe 1.

_ _ _ Ofwme Tpefosannar

MCO 1497 1:2007 IDT MoOCT IS0 149712011 «Mapenin sMelduMHCHAE.
MprmedeHing MEHEIKMENTE DHCKS K MEQMLMHCIKHMM
WA MR

Mpusedande - B HacToAwel Tabnuue Wonofs30Baqs cRefyowes yenosuoe oboiqadenmrs
CTENSHK COOTRETCTEMA CTaMaapToR!
< DT = MOEHTAYHBIA CTaHZapT.
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EwGnuorpadua

WCO 18113-1:200% I vitro diagnostic medical devices — Information supplied by the manufacturer
(labeling} = Part 1: Terms, definitions and general reguirements

AAMI TIR 181997 Guidance on  electromagnetic  compatibility  of  medical devices  for
clinical/biomedical engineers — Part 1: Radiated radio-frequency electromagnatic
energy

ANSI CE3.18.1997 Amencan National Standard - Recommended Practice for an On-5Site, Ad Hoc
Tast Method for Estimating Radiated Electromagnetic Immunity of Medical
Devices to Specific Radio-Frequency Transmitters

YOK 621.3961.397.001:006.354 OIS 17 220,
18.080,
25.040.40,
33.100

Kniougpkiz  cHOBa:  JNEKTROMATHMTHAA COBMECTUMOCTE, OB0OpYOOBAHWE ONA  WIMEDEHWA,
YNpasneskua 1 nabopaTopHore NPHMEHEHAA, Meguuddckoe  obopyaocBadMe ONA  OWarHocTHEY B
nafopaTopssi YCNORKAR, NOMEX0YCTORYMBOCTE, SNSKTROMArHUTHAR SMUCCHA, ThebosaHvA

Moomvcado & nevats 12.01.2015. dopmar G0xE4' ..
Yon mad n. 140, Tupax 32 awa. Jax 5345

MogroToenaHo Ha OCHOBE :H'IBNTFIDHHDI;'I BEDCHH, ﬂpEﬂDETEEﬂBHHDﬁ paa.paﬁc-wnmm CTaHnzapTda

BT 4G T AHOAPTAHPOPM

123995 Mockza, TpaHaTHRR nep., 4.
v gostinfo.ru infoi@gostinfo.ry
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