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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 PASPABOTAH YupexaeHnem PAMH HaydyHbiM UeHTpPOM cepaevyHO-COoCyaucTon XUpypruu
nm. A.H. bakynesa PAMH (HUCCX um. A.H. bakynesa PAMH)

2 BHECEH TexHun4yeckum kommuteTom no ctaHgaptTusaunm TK 453 «MnnaHTaThl B XUPYRTAXY

3 YTBEPXXOEH W BBEAEH B JEWNCTBUWE Mpukasom ®enepansHOro areHTcTBa rno TEXHNUYECKOMY
perynupoBaHuio U MeTponiorn oT 12 Hoadpsa 2010 r. Ne 386-cT

4 Hactosawumn ctaHaapT paspaboTaH ¢ y4eTOM OCHOBHbLIX HOPMATUBHBIX MOMOXEeHUN MeXayHapoaHoro
ctaHgapta NCO 14708-2:2005 «MmnnaHTtaTtel 4nst XMpyprum — AKTUBHbIE UMMMTAHTUPYEMbIE MeaULUHCKNE
n3pnenust — Yactb 2: 3nektpokapanoctumynatopbl» (ISO 14708-2:2005 «Implants for surgery — Active
implantable medical devices — Part 2: Cardiac pacemakers»)

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
fowas UHgbopmayus, yeeooMrieHue U meKkcmaei pasMelaromcs makxe 8 UHpopMayUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsioauu 8 cemu MIHmepHem

© CtaHgapTuHgopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

IANEKTPOAObI ONA 3JNNIEKTPOKAPOUOCTUMYIIATOPOB
MMITJTIAHRHTUPYEMbIE

TexHun4yeckue TpedboBaHnAa N MeTogbl UCMNbITAHUN

Implantable electrodes for cardiac pacemakers.
Technical requirements and test methods

[NaTta BBeaeHna — 2011—11—01

1 O6nactb NpMeHeHUA

HacTosawmnn ctaHgapT NPUMEHNM K U3gennsam, npeaHasHauvyeHHbIM A8 UCMONb30BaHUS COBMECTHO C
anekTpokapgmoctumynatTopamn (OKC) B kKauecTBe MUMMNNIaHTUPYEMbIX 3TEKTPOJOB.

HacToswmn ctaHgapT ycTaHaBnuesaeT cneundguieckme TpeboBaHns U MeTodbl UCNbITaHUA UMNNaHTUPY-
eMbIX 3NeKTpoaoB U AononHuTenbHble TpeboBaHna K TOCT P 50267.0.

2 HopMaTuBHbIE CCbINKN

B HacTosileM cTaHOapTe UCNOMNb30BaHbl HOPMAaTUBHLIE CCHINKUA Ha creayollme ctaHaapThl:

[OCT P UNCO 5841-3—2010 CoeauHuntenu IS-1 anga MMNNaHTUPYEMBbIX 3MEKTPOKapANOCTUMYNATOPOB
HMU3KoNpogunbHble. TexHNn4Yeckne TpeboBaHUs U MEeToabl UCNbITAHUA

[OCT P NCO 10993-1—2009 N3aenua meanumHckme. OueHka buonorndeckoro A4ecteng meguLinH-
cknx nsgennin. Hactb 1. OueHka M uccneaoBaHUs

[OCT P NCO 11318—2010 Yanbl coeanHuTensHble DF-1 ang umnnaHtmpyembix 4edonbpunnsaTtopos.
TexHnvyeckme TpedoBaHUA U MEeTOAbl UCMbITAHUN

[OCTPUNNCO 14630—99 HeakTuBHbIE XUpYyprudeckne umnnaHtathel. ObLmne TexHmyeckme TpedboBaHus

[OCT P 50267.0—92 W3agenua meaununHckue anektpudeckme. Hacte 1. Obwme TpedboBaHUs 6esonac-
HOCTWU

[OCT P 51073—97 3neKkTpokapanocTUMYynsaTopbl UMNNaHTupyemble. Oblme texHndyeckme TpeboBa-
HAA U MeTOdbl NCNblITAHUI

[TpumeyaHwmne—lpu NONb30BaHUN HACTOALWMM CTAHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUE CCbINMOM-
HbIX CTaHA4ApPTOB B WMHMPOPMAUMOHHOW CUCTEME ODWero nonb3oBaHusd — Ha oduumanbHom cante PegepanbHOro
areHTCcTBa No TEXHNYECKOMY PETrYyNIMPOBAHUIO U MEPOIOIMN B CETU VIHTEPHET NN MO €XEroaHo nagasaemMmomy uHdopmaum-
OHHOMY yKa3aTtento « HaumoHanbHblie CTAHAAPTbI», KOTOPbIN ONYDBNMKOBAH N0 COCTOSIHUIO Ha 1 SSHBApSA TEKYLWEro roga, n no
COOTBETCTBYIOLWLUM EXEMECAYHO N3JaBaAEMbIM MHPOPMALUOHHLIM YKa3aTensam, onydbriMKOBaHHbLIM B TEKYLLEM roay. Ecnu
CCbINOYHbIN CTAHAAPT 3aMEHEH (M3MEHEH), TO NMPU NOMNb30BAHUN HACTOSALWMM CTAHAAPTOM cneayeT PyKOBOACTBOBATLCH
3aMeHAWUM (M3BMEHEHHBIM) CTaHAAPTOM. ECnn CCbiNOYHLIM CTaHAAPT OTMEHEH 6e3 3aMeHbI, TO NONOXEHUE, B KOTOPOM
OAaHa CCbINnKa Ha HEro, NPUMEHAETCS B YaCcTu, He 3aTparnBaloLLEN 3Ty CCbINKY.

3 TepMUHbI N onpegeneHus

B HacTodwem cTtaHgapTe npuMeHeHbl TepMuHbl, ycTaHoBneHHble ctaHgaptamu TOCT P 50267-0,
[OCTP51073,TOCTP NCO 5841-3nlOCT P INCO 11318—2009, a Takke cnegytouime TepMUHbI C COOTBET-
CTBYHOLWLMMU onpedeneHUAMNA;

3.1 KOHTaKTHaf nnolwiagKka anekrpona: JOlNeKTpu4eckn NpoBoadLllad YacTb 3nekTpoaa, npeaHasHa-
yeHHas anga obecnedyeHns KoOHTaKTa ¢ TKaHAMM Tena YenoBeka Un ero XXMaKkocTaMu.

3.2 YHUNONAPHbLIA 3NEKTPOoA: JNeKTpod c 0AHOW NPpoBOoAALLEN XKUTOU.

U3paHune odbmumanbHoe
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3.3 OUNONAPHDLIN INEKTPOA: INEeKTPoa ¢ ABYMS MPOBOASILLMMM XKXKNNAaMKU, SNEKTPUNYECKN N3ONUPOBaH-
HbIMW APYr OT Apyra.

3.4 pnameTp anektpopga: MuHMManbHBIN gnamMeTp TBEepAOW UUnuHApUYeckon TpyObl, B KOTOPYHO
MOXET ObITb BCTABMNEH 3NEKTPOoA.

3.5 conpoTuBneHUe aneKkTpoaa, R.: OnekTpuyeckoe CONpoTUBNeHNE MeXay KOHTaKTHOU Mol aakon
3NeKkTpoda U COOTBETCTBYIOLLEN eMY XKMNOW, NpucoeanHaemMmon kK SKC, BelpakeHHoe B OM.

3.6 anekTpuvyeckun UMnepaHc anekTpoaa, Z£,: OTHOLIeHe aMnanTyabl UMNYbca Hanpsx)xeHnsa IKC
N COOTBETCTBYIOLWEN aMNUTyAabl Npoxoadaulero Yyepes anekrpon Toka, BelpaXkeHHoe B OM.

[TpnmeyaHune—VmMmnegaHc snekTpoaa CoOCTOUT U3 CONPOTUBNEHUA SNEKTPOAA U COMPOTUBINEHNUA COEANHE-
HUA 3NEKTPO A/ TKaHb.

4 TexHu4yeckue TpedboBaHMA

4.1 OnekTtpoabl AomkHbl cooTBeTcTBOBaTL TPeboBaHUAM TOCT P 50267.0 uT'OCTP UCO 14630.

4.2 CoeaunHeHund anektpoaos ¢ OKC gomkHbl cootTBeTcTBOBaTL [ OCT P NCO 5841-3 anga coeanHeHUs
TMNa lS-1unnFOCT P NCO 11318 — ang coegnHeHuda tuna DF-1.

4.3 ConpoTuBneHune anekTpoaga, onpegeneHHoe MeToaom 5.2, A0 HKHO COOTBETCTBOBATL TPEOOBAHUAM
M3roTOBUTENA.

4.4 JnekTpuyeckMn nmnegaHc a3nekTtpoga, yCTaHOBNEHHbIM MeToAoM 5.3, AOIMKeH COOTBETCTBOBATL
TpeboBaHNAM N3roTOBUTENS.

4.5 ToKyTeukn, onpegeneHHbin MeToaoM 5.4, AomKeH ObITh He bonee 2 MA.

4.6 OnekTpoabl ACMKHbI BblAepXXMBaTb UCMNBITAHUE HA MeXaHUYeCKYyo NPOYHOCTL No MeToay 5.5.

4.7 OneKkTpoabl AOIMKHLI BblAEPXMBATb UCNbITaHME Ha AONTOBEYHOCTL MO MeToay 9.6.

4.8 OnekTpoabl pekoMeHayeTCcHd NOCTaBNATh B CTEPUNTbHOM BMAe.

4.9 3OneKkTpoabl A0MKHLI ObITb YCTOUYUBLIMU K BO3AENCTBUIO DUOMOrMYeckon cpeabl opraHmuama, buo-
COBMECTUMbIMU U HETOKCUYHBIMU B cooTBeTCTBUU € TpeboBaHnaAMU T OCT P NCO 10993-1.

5 MeTtoabl nCnbiTaHNA

5.1 O0OLee

DNEeKTpUUecKne XxapakKTepUCTUKN SNEKTPOOOB AOIMKHBI NPpOBEPATLCHA B cpeae coneBoro pacteopa NaClc
koHUeHTpaunen 0,9 r/n £ 10 % n temnepartypon (37 + 2) °C. BxogHoe conpoTuBneHne npndbopos, NCNomb3ye-
MbIX 719 UCNbITAHUA, AOIIKHO ObIThb HE MeHee 1 MOM.

5.2 N3mepeHune conpoTuUBNEeHUA afneKTpoaa

ConpoTUBIMEHNE 3NeKTpoaa UIMEPSIIOT NMpu NoMoLm oMmmeTpa. PesynbTar namepeHust AomKkeH ObITh
BblpaykeH B OM. ObLaa norpelHocTb namepeHusa He bonee 5%.

5.3 U3mepeHUe nMnegaHca anekTpoaa

5.3.1 PacnonoxeHune yHUNONAPHOro afiekTpoaa
DneKkTpoa NoMeLlaoT B MEH3YPKY C CONEBbLIM PacTBOPOM Tak, UTODLI KOHTaKTHas Nnowagka Haxoamnachs

NPUONU3NTENBHO B €€ LIeHTPE, N OKPYXatoT ABYMSA MeTanM4eCcKMMM nacTMHaMmmn U3 TUTaHa, Kak NoKasaHo Ha
prucyHke 1. AnameTp (d) HUXKHEU NNACTUHBI ACIKEH ObITb He MeHee 50 MM, BepxHen — cocTaBnsaTh 0,8 anamer-
pa HUXKHEeW; paccToaHue mexay nnactuHamm — 1,2 d. OTBepcCcTUA, Bblpe3aHHble B BepXHEW NnacTuHe, He O0I-
XHbl YMeHbLWAaTb Nnowaab ee noBepxHocTn bonee 4yem Ha 10 %.

[ PUMEYAHWE — BHypr MEHI3YPKU 1O e€ OKPY>KHOCTU Ha pPpacCTOHAHUN HE MEHEE 15 MM OT ANeKTpoga MmOoryr
ObITb ﬂ,06aBﬂ8H bl TOKOHENPOBOAAWME PacCnopHble getalrin, eCriv npun atom rnoJriHaA niowaib ceHeHUA Mexxay niaCtnHamMmum

yMEeHbLWNTCA He bonee yemM Ha 10 %. [lns KOHTpoONs 3a pacnonoXeHMeM KOHTAKTHOM MNOWaaKM 3neKTpoaa BHYTPU UM
CHapPYXM MOXET ObITb NOMELLEHa HENPOBOASALLLASA XXeCTKas NOAKNAaaKa.

[na npoBeaeHUa UcnbiTaHUA UCNONb3YIOT reHepaTop TECTOBLIX CUrHANOB C BbIXOAHbIM MMNEedaHCOM
50 Om, nogkntoveHHbIn Yepes eMKocTb (Cr) 33 £ 5 % MKP K anekTpoay, TMTaHOBbIM NflacTUHaM U ocLuniorpa-
¢y, Kak nokaszaHo Ha pucyHke 1. ConpoTtumeneHue (R) 4ommkHo 0biTb 10 Om £ 2 %.
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Ocuunnorpad

[eHepaTop
TECTOBOIO
CUrHana

PucyHok 1 — Cxema ucnbitTaHuda YHUNONSAPHOIO ariekTpoaa

5.3.2 PacnonoxeHne oMNonNApHOro afneKkrpoaa

DNeKTpoa NoOMeLLaoT B MEH3YPKY C COMEBbLIM PACTBOPOM TakK, YTODbI KOHTAKTHAaA nNnowagka Haxogunach
NnPUONNU3NTENLHO B €€ LeHTpe, No kpanHen mepe B 10 MM OT Noboun rpaHnUbl XKUOKOCTMW.

[na npoBeaeHna ncnbliTaHUM NCNOSMb3YIOT reHepaTop TECTOBbLIX CUrHANoOB C BbIXOOHbIM MMNE4AHCOM

50 Om, nogkntoyeHHbIN Yepe3 eMKoCTb (Cr) 33 £ 5 % MK®P K TOKONPOBOAALLMM KUIaM 3NneKTpoaa Co CTOPOHbI
coeanHeHunsa c OKC nocuyunnorpady, kak nokazaHo Ha puc. 2. ConpoTtusnenune (R) AormkHO ObiTb 10 OM £+ 2 %.

Cr

Ocuunnorpad

[eHepaTop
TECTOBOIO
CUrHana

PHC}(HOI{ 2 — Cxema ncnbiTaHus GHHOJ'IFIDHOFO SJ1eKTpoda

5.3.3 lNMopaaoKk uamepeHna nMmneagaHca

[[eHepaTop TECTOBbIX CUrHanoB HacTpauBalT Ha PpopMUpoBaHME OTpULIATENBHBLIX NPAMOYIOSbHbIX
MMMYNbCOB HaNpsXXeHua c4yactoTon (65 + 5)muH~1, amnnutynon (4 + 0,1)BunanutenbHocTblo (0,5 + 0,05) Mc.

MmnenaHc anekTpoaa (Zp), OM, gomkeH ObITb BbIMUCIIEH C UCMONb30BAHUEM CPEOHUX BENNYUNH HANpsXe-
HUN (CM. pUCYHKN 1 1 2) no gopmyre

Vi —Vz)dt

O e ]

?

g
| vpalt
0

roe I — nepuoa cnegoBaHUA TECTOBLIX UMMYNbCOB.

5.4 OueHKa TOKa yTe4Kkn

[1Nna oueHKn ToKa yTeuKkn Yepes N3onauunto aneKkTpoaa ncrnbiTaHme NpoBOAAT TOMbKO ANA r’MOKOW ero vac-
TWU, NOKPLITON N30NALUMNEN, NOrPYyKaa B BAHHOYKY C CONMEBLIM PACTBOPOM U BblAEPXKMUBAA B HEM B TeYeHUe 1 .
3aTteM nomMmeLlatoT Tyaa pedepeHTHbIN SNEKTPO B BUAE NpoBoadALLEeNn nnacTUHbl Ha paccTosaHumn 50—200 mm

3
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OT UCMbITyeMoro anektpoga. Mexay Kkaxkaom n3 NnpoBoAALMX XU U pedepeHTHbIM 3NeKTPoaoM nocriefoBa-
TenbHO NPUKNaabiBatoT NOocToAHHOE HanpshkeHue (100 + 5) B, BbiaepKnBatoT He MeHee 15 ¢ u n3amepsatoT Nony-
YeHHOoe 3HayeHne. TOK yTeYKM CpaBHUBAIOT C €ro MakCUMarbHbIM 3HAYEHUEM.

MpumedvyaHue 1 — HesawuLeHHbIE NPOBOASALLNE MOBEPXHOCTU aMeKTpoaa JOMKHbI ObiTb 3NEKTPUYECKU N30-
NIMPOBaHbI OT COMNEBOW BaHHbI B TEYEHME BCEW NpoLeaypbl UCNbITaHUS.

[TpumMmedaHune 2— Ecnu BO3IMOXHO, criegyeT NpuknaabiBaTb HanpsXeHne n nsMepATb TOK ANd KaXaou napeol
MPOBOAALLNX XXM 3neKTpoaa, YTodbl ybeanTbes B LLeNTOCTHOCTU U30NALNMN.

5.5 OueHka MexaHN4YeCKOU NPOYHOCTH

ANEKTPO 3aKpennaT B 3aXMMax pa3pbiBHON MalUUHbI 3a MeTannm4eckmue 4Yyact CoOeaAnHUTENS U KOH-
TaKTHYIO Nowaaky, yBenmumBarT ycunue HatsxeHusa o 5 H vunm otHocutenbHon gedpopmaumm 4o 20 %,
BblJEPXNUBAIOT B Te4eHne 1 MUH 1 NnaBHO CHUMAKOT HAarpya3ky.

ONEKTPO CHUTAKT BblAEPXKaBLUNM UCTbITAHNE, ECINN NOCNE CHATUA HAarpy3Ku ero cConpoTUBNEHME, onpe-
aeneHHoe MeToaoM 5.3, COOTBETCTBYET TPeboBaHMAM U3roTOBUTENS, OcTaTouHaa gedopmaumna meHee 5 %,
TOK yTeukn [no meToay 5.4] He bonee 2 MA.

5.6 OueHkKka oonroBe4yHoOCTHU

5.6.1 [JonroBe4HOCTb rMOKOro cermMeHTa asfiekrpoaa

McnblTaHne NpoBOAAT Ha TMOKOW YacTu aneKkTpoga ¢ UCNorb30BaHUEM CreLanbHOro 3aXXMMHOIO Kpe-
NexXxHoro npucnocobneHust (PUCYHoK 3) ¢ BHYTPEHHUM oTBepcTueM He bonee 110 % gnameTtpa cermeHTa npo-
BOAHWKA. Ha caMoM HU3KOM KOHLLE KpenneHus ero BHYyTPEHHSAA NOBEPXHOCTb A0MMKHa ObliTb chopMMpoBaHa B
BUE OTBEPCTUSA KONOKoNa ¢ pagnycom, obpasyowmm narnbd oceBon NMMHUU SNeKTpoaa Ha BbIX04e U3 KOHTYpa

(6 £0,1) MmMm.

SaXXMMHoe
YCTPOWCTBO

Harpyska

Paguyc
3aKkpenneHusa

TecTnpyembin

CEerMmeHT CUCTEMbI
oTBeeHUW

PMCYHOI( 3 — Cxema ncnblTaHusi ’MbKoro cerMmeHTa ANEKTPOAda Ha AOJITOBEHHOCTb

KDEI'IJ'IEHME NOIMKHO ObITb yCTaHOBIEHO B MallMHE, KOTOPaA MOXET OKadblBaTb Ha HEIO N3rnbHble BO3-
NencTBusa Ha VYron 6 = 90_5 OT BEPTUKATIN. CermeHT NPOBOAHNKA pPacloriaraerC+d BeprnkalibHO OTHOCUTEJIbHO

rpy3a, 4OCTaToO4YHOro, YTobbl reoMeTpuYecKkas 0Cb UCMbITYEMOro obpa3sua cnegoBana CTporo no paanycy naru-
6a B KpenneHnu.

KpenneHue OOMKHO coBepLuaTh KonebaHus ¢ yrnom 6 = 90_; B 06e CTOPOHbI OT BEPTUKANN C YacTOTON
npnonuantensHo 2 'y B TeveHne mmHnmym 47000 Lmknos.

4
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[TpunmeyaHune—YTobbI CHU3NUTL BUDOpPaLNIO, HEODXOAMMO OTPErynMpoBaThb MOMOXEHUE LEHTPa BpalleHUS
MEXOY KpenneHnem n reoMeTpnuyeckon OCbH NCMbITYEMOTO CermeHTa. TecT JOoImKeH bbITb MOBTOPEH AS1S KaXa0u O4HOPO/-
HOW rMMBKOW YacTu anekTpoaa.

ANeKTpOoa cuUMTaloT BblOepKaBLLUMM UCMbITAHMWE, ECNU €ro ConpoTUBMEHNE, UBMEPEHHOE METOOOM 5.2,
OyaeT yaoBneTBoOpsATh TPEOOBAHUAM U3roTOBUTENSA, TOKYTEUKM [No MeToay 5.4] — He bonee 2 MA nMexaHn4vec-
KN OH He DyaeT noBpeXaeH.

5.6.2 [lonroBe4yHoOCTb coeAUHUTENA 3N1eKTpoaa

CneayeTt ncnonb3oBaTh creumarnbHoe 3aXXMMHOE nNpucnocobrneHne (pPUCYHOK 4), NnoxXoxee No PopMe Ha
ronosky coeguHutena OKC, n3 teepaoro matepuana, ¢ yrnamm, MakCMManbHO CKpPYrneHHbIMK No paauycy 4o
0,5 MM Ansg KOHTakTupoBaHUA 6e3 nepesioma ¢ coegmHuTenem nposogHuka. [ nybrHa oTBEpCTUSA CcornacHo
cTaHOapTy nnu cneyunukaumm n3arotoBuTena AomkHa ObiTe MUHMMANbLHOW; €CN UCNOMNb3YHTCA APYrne CUC-
TEMbI COeANHUTENEN, pa3Mepbl OTBEPCTUA, 3a UCKTHOYEHMNEM €ro rmyobunHbl U pagnycoB OKPYrNeHUs, JOSMKHbI
cootBeTcTBOBaTh OCT P UNCO 5841-3 (IS-1) vnmn TOCT P NCO 11318 (DF-1), nnn cneyndukaunn
N3roTOBUTENS.

SaXUMHOE
YCTPOUCTBO

TecTnpyembin

CErMeHT
CUCTEMDBI
OTBEAEHUN

R | B

Harpy3aka

PH('JyHOI{ 4 — Cxema ncnblTaHug coeaunHnTennd arekrpoga Ha 40JIrOBeHYHOCTb

3aXMMHOE KpenexHoe npucnocobnenHmne Ao/mKHO ObiTb YCTAHOBMNEHO B MaLUUMHE, KOTOPasa MOXET Bpa-
LLIAaTb €ro C OTKNOHEHUEM HA yron+ 45 + 2° oTBepTUKanbHOW ocu (pUcyHOK4). LIeHTp BpalleHns JO0MKEH ObiTb B
NNOCKOCTU, rAe Ha4YMHAKTCA CKPYrmeHUa yrnoB 3aXkMMHoOro npucnocobneHuna. KpenneHue obecnevymnBaeT Bep-
TUKanbHOE MosioXKeHne 3neKkTpoga, cCoeMHUTENb KOTOPOro AO/MKEH ObiTb BCTABSEH B 3a)KMMHOE NPUCNoco0-
NneHne n 3akpenneH (Hanpumep, ¢ NoOMoLWb BUHTA ¢ ramkoun). Ha pacctoaHum (10 £ 0,5) cMm OT UeHTpa
BpaLleHNs K anekTpoay cneayet npunoxutb rpy3 (100 £ 5) .

KpenneHne gomkHoO coBepLlaTh KonebaHua noa yrnom 0 = 45° + 2° B kaXXaylo CTOPOHY OT BEPTUKANN C
yacToTom npmnbnusntensHo 2 'y B TeveHne muHnmym 82000 ymknos.

DNEeKTPo4 CHUTAIOT BblAEPXKaBLNM UCMbITAHUE, CInN ero ConpoTuUBMNeEHNe, U3MEePEHHOE MEeTOA0M 5.2,
OyaeT yaoBneTBOpPAThL TPEOOBAHUAM U3rOTOBUTENA, TOKYTEYKU [MO MeToAy 5.4]— He bonee 2 MA nMeXxaHn4ec-
KN OH HE DyZeT NOBPEXIEH.
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6 KOMNNeKTHOCTb, YNaKOBKa, MAPKUPOBKA, MHCTPYKLUUA NO NPUMEHEHUIOo

6.1 KOMNNeKkTHOCTb

6.1.1 B koMNNeKT nsgenunst 40MKHbl BXOAWUTb 3NeKTpoabl, UHCTPYMEHTLI U NPUHAANEXHOCTN, Heobxoaun-
Mble AN obpalleHUs ¢ anekTpogammn, MHCTPYKLKSA NO NPUMEHEHNUIO N MAeHTUUKALMOHHAA KapTa nauneHTa.
DNeKTpodbl MOryT NOCTaBNATLCA Kak OTAENBHO, Tak U B KoMnnekTe ¢ IKC.

6.1.2 UaeHTudnkauuoHHaa kapTta

NaeHTUdUKauMoHHaA KapTa A0IKHA cogepXaTtbh, No MeHbLUIeU Mepe, cneayoLyo MHQopMaLUIo:

a) damMunnio N nHUUMansl NaLnMeHTa;

) HOMep NCTopun BONE3HMN;

B) HaMMeHoOBaHUe nagpec MegnuMHCKOro yupexxgeHud;

r) dpamunuio n MHULManbel XMpypra, BeINONMHUBLUETO UMNNAHTAaLWUIO;

0) aaTty uMnnaHTauum;

e) MoAenb 3NneKkTpoaa;

X) CepUUHLIN HOMeEpP 3neKkTpoaa;

3) HaUMeHOoBaHWe NpPeanpuUATUSA-U3IroTOBUTENS.

[ns yoobcTBa 3anoNHeHns K KapTe MOryT ObITh NPUNOXKEHbI CaMOKNerLWmnecd CTUKepb! ¢ MHopMaLnen
Mo nepevyncneHnam e)—s).

6.2 YnakoBKa

DNeKTpoabl AOMKHbI ObIThb YrakoBaHbl B MOTPEOUTENBCKYHO Tapy, COCTOSLLYO U3 UHAUBUAYANbLHOMO KOH-
TenHepa U Hapy>XHOW ynakoBKW, B cooTBETCTBUN ¢ TpeboBaHnamun FOCT P NCO 14630.

6.3 MapkupoBka

OorxkHel ObITh BbiNonHeHbl TpeboBaHna FOCT P NCO 14630.
6.3.1 MapkupoBKa Hapy>XHOU ynakoBKI
MapKknpoBKa Hapy>XHOW yNaKoBKM A0IKHa coaepXaTb, N0 MeHblUen Mepe, cneayoLlyo MHgopMaLuio:
a) ngeHTUpuKaLmno coaepXMMoro;
0) HanMeHoBaHWe 3NeKTPoaa;
B) MoAenb, KOHpUrypauuwo, AnMHy n gnameTp anekTpoaa;
r) Tun coeanHeHms ¢ OKC;
0) HaumeHoBaHMe Maapec NroTOBUTENI;
€) CepUNHbINHOMED;
X) CTepUNbHOCTbL M MeToa cTepunmnsauim Usgenms;
3) yKasaHue OgHOKpaTHOro npuMeHeHus nsgenug;
n) cpokrogHocTn (»Mcnonb3oBaTtb A40...»);
K) TpeboBaHMA KXpaHEHWIO;
n) npeaynpexiaeHne 0 HegonyCTUMOCTU UCNONB30BaHUSA M3aenuns rnpu BCKPLITOM UMK NMOBPEXAeHHOM
NMHONBUAYaNbHOM KOHTEUHepe;
M) YKasaHue 0 HeobXxoaMMOCTU O3HAKOMMNEHUS C UHCTPYKLIMEN NO NMPUMEHEHNIO.
6.3.2 MapkupoBka UHOUBUAYarNbHOIo KOHTEUHepa

MapknpoBka MHAMBMAOYaANBHOMO KOHTEMHepa AoMKHa cogepXaTbk MHopMaLUnio, ykasaHHyo B 6.3.1 no
nepeyvyncneHmnsam 6)—r), e)—n).

6.4 UHCTPYKLUA NO NPUMEHEHUIO

B MHCTpYyKLUWM NO NPpUMEHeHNIo A0TKHBI ObITh NPUBEAEHBI cleayolmne cBeaeHNA:

a) UHPopMauud, ykasaHHada B 6.3.1, 3a UCKIOYEeHUeEM nepedncreHnn e) n n);

0) SneKkTpuyeckmne XxapakTepUCTUKN aneKkTpoda, BKoyasa ConpoTUBNEHNE U 3NeKTPUYeCcKUA UMnegaHc;

B) MakcuMMarlbHas rnybomnHa NpoHUKHOBEHUSA 3MeKkTpoaa B TKaHb, eCnn NpUMeHUMOo;

) mMaTtepuansl, N3 KOTOPbLIX N3rOTOBMEH 3/1eKTpoa;

) Hanu4due B COCTaBe 3nekTpoda NekapcTBeHHbIX CpeacTB U CBA3aHHble C HUMK 3o peKThl;

€) COBMEeCTUMOCTb 3nekTpoaa cnpouegypaMmm MarHUTHO-pe3oHaHCHOW ToMorpad Ha OCHOBE aHanu-
3a B3anmoaenctema NKC ¢ MarHUMTHBIM NoMieM (B T. Y. BO3MOXHbIE apTedakTbl U/UNN Harpes) C ykasaHUeM ero
CUNbI, NPU KOTOPOUW BLINONMHEHO UCCNeaoBaHNE;

K) NOKasaHWS K NpUMEHEHUIo U U3BECTHbIE NPOTUBOMOKa3aHNUS;
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3) Mepbl NPeaoCTOPOXHOCTU NPU obpalleHnU ¢ 3NEKTPOAOM UM ero UMNNaHTaLnm;

n) noapodbHble Mepbl NPedoCTOPOXKHOCTU, BKMOYAasl CONYTCTBYOWME npoueaypbl 1 OAHOBPEMEHHOE
MCNONb3oBaHUe Apyrux nsgenunu,

K) nepedveHb NOTeHUMaNbHbIX OCNOXHEHUN, CBA3AHHBLIX C UMNMNAHTUPROBAHHLIM 3NTEKTPOAOM;

n) onucaHue TpedyemMbiX NPUHAANEXHOCTEN N NHCTPYKLUX NO UX MPUMEHEHNIO;

M) pekoMeHdalWun no XpaHeHUo anekTpoaa;

H) WHCTPYKUMA MO cTepunusaynm nnm noBTOPHOU cTepunnsaynmn (BKnodas napamMeTphel pexxmmMma U Mak-
cManbHOE YMCIOo LUKITOB) U NO NPpUMeHeHUo KOHTEUHEPOB U YNaKoBKM ANA Hee;

0) WHpopMaUMa N MHCTPYKLUMK, NpeaHasHaYeHHbIe ANa nauneHTa.
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