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rocT P S1073—a7
Brenexne

DNEKTPOKAPIHOCTHMY TATOPEL (DKL) NpefcTanmdioT cobol MMIUIad-
THRYEMEE TEPANeBTHULCKHE ANNApaTsl, NpelHasHadeHHBE 1A DOAHON0
BESICHHA B Tel0 dYenoBexa M yHKUHOHHPOBAHME B HeM B TeUEHHe
MHOTHX JeT. TToaToMY CVILECTRYVIOUIHE CTAHAAPTE HA WISKTPOMEeTHLIIHH-
CKYIO anmaparypy olued KaTeropHi, a Takke BOnpochkl De3onacHOCTH,
PACCMATPHBASMBIE B ITHX CTAHJAPTAX, HE MOTYT NOAHOCTLEY OTHEYATh
BCEM HeoDXOIHMBIM TPeDOBAHMAM M KPHTEPHAM Ha 3TOT GHI NMPOIVELHH,
FTHM COVCIORISHO COTOaHHe OTeqeCTReHHOro cTangapra Ha IKC,

Eca npH HCNONB3OBAHHHA e KTPOMEIHUHHCKOH annaparypsel 0CHOB-
Hile TpeSoBaHMA De30NacHOCTH ChH3AHLE ¢ BHEUWHeH Mo OTHOIUEHHID K
MALHEHTY Cpeaod, TO NPpH MCNOALIOBAHMHA WMIUIAHTHPVEMBIX KT pe-
WIAKIHMHE ARTHI0TCE PakTope NOCTOAHHOID BIAHMOJICHCTBEHA 2TOrO
ANTIAPATA C NAllHEeHTOM.

AKC npeanasHaveds 114 JedeHyd HapyVILEHHH pHTMa W NpOBOaH-

MOCTH Cepaua, KOTOPLIE, KAK APABHIO, ALI3LEIBAOT CHHKEHHE cepledHol
AeATENEHOCTH BILIOTE 40 cMepTH DonsHoro. Henwo npusenedns D2KC B

ITHX COYYHAAN ARTACTCA BOCCTAHOBRTCHHAS CERICYHOID PHTMa I COOTBETCT -
BHH C (PHIHMIOMHYECKHMH NMOTpefHOCTAME NAalHeHTA.

Paipaborka DKC tpebveT NpHMEHEHMH HOBEIX TEXHOMOTHH C LenLo
ofecnevye U NOBEIEHHOH HANSKHOCTH YCTPOHCTRA, YBEIHUYSHHA CPOKa

CAVEDEL, PELHEHHA BONPOCOE DHOCOBMECTHAOCTH.
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FOCYIAPCTBEHHBIH CTAHIAPT POCCHHCKOH DEAEPALLHI

BAERKTPORAPIHOCTHMY IATOPBl HMILVIAHTHPFYEMBIE
Odume TexEmaeckne TPeBINNE H METOME BCBTHERR

Implantable cardiac pacemakers.
Creneral specifications and basic test methods

Jara eeenennsn 1998—07—01

| OLIACTE NIPHMEHEHHH

HacTosluMH CTaHIAPT PAcOpOCTPEMAETCA HA  HMILTAHTHRPYEMELE
WEKTROKAPIOCTHAMYAATOPR.  (danee — JKC), npeiHaiHakseHHdbie 0715
KOPPEKLIHH PasHOOOPAIHEX HapylUie Ui pHTAME W OPOBOIALEN CHCTEMEI
cepauLa.

HacToswMuA CTaHIaApT He PAcipocTPAHAETCH He TaXHapHTMH4YeCKHe
AKC u IKC ¢ dwukadedt zedmbpuinaropa.

CTaniapTt veraHannueaet Tpebosanna K KO, HIroToRIaeMBM 1714
yipapooxpaHens Poceniickol @enepanin B oKCcnopTa & CTpaHbl ©

VMEPEHHLIM H TPOMAYECKHM KIHMATOM H MOCTARMHEMBIM B CTEPHILHON
H HECTEPHIBHOH YIAKOBKE.

BHobl KiHMATHYECKHY HCMOMHEHHH —— ¥ 1 T o [OCT 15150, kaTe-
ropiHir 6 o ['OCT P 50444,

I HOPMATHBHLIE CCBLLIKH

B HacToAlleM CTAHIAPTE HCNOTBEIORIHLL CCLUTKH Ha CTeIynliHe CTaM-
HAPTEL:

TOCT 9.014-—=78 BperveHHad NPOTHEOKOPPOIHOHHAA 3alLMTa Hine-
AuH. ObuHe Tpebosalng

FOCT P 1501394 Cureresia paipaboTKH M MOCTAHORKH NPOIYVKLIHK
HA NMPpOH3IB0ICTED, MelHuMHCKHE MYIeaHA

FOCT 1419296 Mapkuponka rpyson

Hazanwe odummaisaos
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MOCT 131369 MamMuel, MpUHEOpL ¥ Op. TEXHHYSCKHE HATeTH4.
Henoanends U paviigHBIY EITHMATHYECKHY patonon. KaTteropuu, ve-
JORHA JKCTLNYATALMA, XPpaAHeHHA H TPAHCAOPTHPOBAHMA B YacTH BOIOeH-
CTBHA KTHMaATHYeCKHY (PakTopos BHEUIHeH cpeakl

FOCT P 502670492 HMagenna MeTHUMHCKMEe anekTpHaeckne. Yacms 1.
ObnHe Tpebosaimg DelonacHOCTH

TOCT P 3044492 [1pubopid, annaparsd B o0opyioBIHHe MeIH LM H -
CKHe. ODilHe TexHHYeCKHe VOIORHA

3 ONPENETEHHA

B cradgapre HenoNb3oBaHbl CNSIVIOLIIHE ONpeIene N,

3.1 DanekrpokapIHOCTHMYIATOpR (DRC) — annaparnl And 20eKTpH-
Yeckol CTHMVIAUHH cepaia. 2KC cofepsHT 1aKmodeHHLe B KOPIYC
WEKTPOHHLE DI0K B HCTOUMHMEK NHTaHHA, obecneunsauine hopMEpo-
BAHHE CTHMVITHPVIOLHHX HMITYILCOB

1.2 Hvnmamrapyvessrd KO — anmapar, npeiHasHadeHHBIN L8 BRe-
BEHHA B TENO YedOoREKa ¢ MOMOULIY XHPVPIHYSCKOTD BMElUATeILCTRS,
KOTODOE NPOBOAHTCH, YTODEI OCTABHTL 8o B OPTaHH3AMe YeNoBera, Si1Aa-
WWHACA AKTHBHEIM YCTROHCTEOM, paboTa KoToporg obecnedrBaeTcH
ABTOHOMHLIM HCTOMHHEKOM NMHTAHAA, W TPeOVIOILHA 0IHOM WK HECKOL-
KHX OIHOKPATHBIX NPHMEHEHHHA BHEWHEND KOHTRONEHO-MTROTPRIMME Y-
UErD VCTpoHCTEA 118 GHOopa padtodeld Nporpasisil B MOCISIVIoWeH
KOPPEKTHPORKH napasMerpoi KO,

3.2.1 AcHuxpouEbid FRC — DKC, reHepupyomnl CTHMY IHPYIOUIHE
HMIVIECKl, YACTOTA KOTOPLIX HE 3ARHCHT OT WEKTPHYECKOH aKTHEHOCTH
CepaLa.

3.2.2 R(P)-manpemaemiii SRC — DK, cTusvanpviowrit  pabory
HEMVACUKOR (Tipeacepauil) cepala ¢ YCTaHoRNeHHoH Gazonol YacToToH
MPH OTCVTCTEHM ECTECTBEHHON NeKTPHUYSCKOH AKTHEHOCTH XKenyI0uK0B
(npeacepaHit) cepona. [Ipy JeTeKTHPOBRAHHH eCTECTBREHHON 0 KTPHYEC -
KOH AKTHBHOCTH Helyaoukon (npeicepawil) cepaua IKC dnoxkupyver
GOPMHPOBAHHAE BREIXOAHOM) CTHMYIHPYIDLIETD HMOVILCA.

3.2.3 R(P)-cauxpossaaposannui JRC — KO cTusyarpyiomsi pa-
DOTY AenyIouKons (peacepaui ) cepaua, (ropMHPYE BRINOIH LIS CTHMYIH-
PYROLITHE HMIVIBCK CHHXPOHHO ¢ eCTECTEREHHOH eKTPpHYeCKoH aKTHE-
HOCTLIY Meavioukon (npeacepadi). [lpH OTCYVTCTEBHHE eCTeCcTREHHOH
AKTHEHOCTH XelVIoMKoR (npeacepadi) FKC paboraet Ha dazonoll yac-
TOTE.
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3.3 YacTora CTHMYJIHPYIOHINX HMOYALCOB - KOHYECTED HMIVILCOB B
AHHVTY,

3.3.]1 balosas 4acToTa — NOCTOSHHAA YACTOTA HMNOVIBCOE KT, CTH-
AMVITHPYVIOILHY MPeICcepIde K KeTvIouek, HEFIBUCHMAA OT WeKTpHYeC-
KOH AKTHRHOCTH Cepalld W MEKTPOMATHHTHEIX MOMEX.

1.3.2 Havepennas 4acTord UMAYALCOB — HacToTa MMOVILCOE DR,
HIMEepeHHAR HIFOTOBHTENEM Meped OTNPABKOH NapTHM.

3.3.3 KoBTpOALHAA YACTOTA HMIVILCOR — YACTOTa HMMVALCOE YKC
MPH HENOCPeICTBREHHOM BIANMOOSHCTEHH € HCIHTATEILHEIM YCTPOHCT-
BOM.

3.4 Hisvepennaa aMILTATYI3 HMOYILCE — 3HAYSHHE AMIUTHTVILL HM-
nyvaeca KC, HAMepeHHON HIrOTORHTENeM Mepel OTIIPABKOH MAPTHH.

3.5 MemHMOYALCHLIE HETEPBAN — BPeMeHHOH WHTePEL Me#Iy OlH-
HAKOBLIMH BEOPAHHEIMHA TOUKAMH HA IBVX NOCIe ORI T TLHEIX BRIXOIHEX
HMOVALCax RO,

3.6 baronui nepaon CAEIOBANHA HMIOVILCOE — [IEPETPOrPaMMHpye-
MOE HKECTKO FJAHHOE IHAMSHHE NMepHOdd CISIOBAHHA HMITYIRCOB KT,
HEREHCHMOS OT ATeKTPHYSCKOH AKTHBHOCTH Cepliia M AMeKTPOMarHiT-
HIIX NOMEX.

3.7 Hurepsan Ja0epHEH — BPEMEHHON HHTEPBAN MeRTy Cpafarhii-
HHedM KO HA CHIHAD CNOHTAHHOH 2NeKTPHYeCKOH AaKTHEBHOCTH Cepia,
BAOKHPYIOUHE GOpMEPOBIAHKHE CTHMYIHPVIOIHEND MMAYALCA, H NOCTemy -
IOLHM HMITVIECOM KO, reHepHpyeMiiM BCIeICTRHE OTCYTCTEHA aKTHR-
HOCTH Cepaia.

3.8 Harepsan dnoxwposss (pedpaktepustit nepuon) — BpesMeHHol
HHTEpRAn, (opMHEpyYeMEl nocie cpabaTpanua HKC Ha CHIOHTAHHYIO
WIEKTPHYECKYHY AKTHEHOCTE CEpAla MM noche (opMHpOBAHHA BLINOI=-
HOMO CTHMYITHPYIOIUETD HMOVILCA, B TedueHHe KoToporo 2RO ue pearu-
PYET Ha BXOIHOH CHIHAN.

3.9 Ductepeanc — napaseTp 2KC, onpedendeMbull pasHOCTLID MexIy
AAHTETBHOCTAMME HHTEPBANA J4JepEkH H Da30B0ro nepHota IKC.

.10 Hasmepennas LARTEALHOCTE HMOVALCAR — ZHAYEHHE IHTElL-
HOCTH HMIVILCE DK, HiMepeHHOe HIMOTOBHTERSM [Mepel OTnpaskoi
MapTHH.

1.11 Ilopor cpabaTelBAHHA (YVBCTEHTENLEHOCT) — MHHHMATRHAA AMI-
JHTY1A TECTOBOND CHIHATA, HepOXOOIHMAA L8 VCTOHMHBOTO 3anycka
2KC.

1.11.1 Hasdepeunsiil opor cpadaTelBaidA — 3HAYEHHE MOpora cpada-
ThiBauuAa RO, HaMepeHHOE HIFOTOBHTENEM [epel OTNPpankol NapTHH.
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3.12  1lpegcepamo-Keay10MKo B (A—Y) HHTEPRAA ~— TIePAKA
sesay cpadarelBaHHeM OpelcepaHolo Kanana KO Ha CNOHTAHHYIO
WEKTPHYECKYH AKTHRHOCTEL NPeAcepIHi MK (popMUpOBAHHEM HMITVILCA
CTHMYEALHH Npegcepidi H NOCHeaviouinsM cpabaTuiBaHHEM MelyIouKo-
BOM KaHana 2KC Ha COOHTAHHYI0 XIEKTPHYECKYIO AKTHEHOCTE RelyaoU-
KOB, WIH QOPMEPOBAHHEM HMITVILCE CTHMYTHLHHN XKeTyJOMKOR.

313 Aenyaoukopo-npencepmiii (YV-—A) HHTEPEAN - HUIeP# KL
MEed1y cpabaThiBaHHEeM RKenvaoukoBoro kKauana 3KC Ha CIIOHTIHHYIO
WEKTPHYECKYH AKTHEHOCTE KETVAOUKOE HAH (pOopMUPOBAHHEM HMIV/IL-
Ca CTHMYJIA LMY ReNTvAoUKOR H MOCTISAVIOIHA cpabaTHBAHHEM Npelcepi-
HOTO KaHaTa KO #Ha CIOHTAHHYKD MeKTPHYSCKYIO aKTHEHOCTE Npeacep-
AHH, WH GOopMHPOBAHHEeM HMITYILCA CTHMYIHLIHHA [peacepaHi.

1. 14 Hosvumaaensid cpok cavkdsl 2RO — cpeassg nOpoaoianTe -
HOCTE OXMHIAEMOrD CPOKA COVADE MMILIAHTATA JaMHOH Mogenu KO,
onpeJendeMan pAcUeToM, HCX0AM H3 eMEOCTH HCTONHHEA MATAHHA, ODeC-
nevreawe paboure xapakTepHcTHEH KO B VCTAHORTEHHEIX TIpeas1ax
MpH onpejeneHHey yoiopaax. Bo pHHEManHe He NpHHAMaeTcs moban
MpHYdHa BuxoIa KO 43 CTRos, He CRA3aHHAS ¢ HCTOUIEHHEM HCTOYHHKR
NMHTAHKHA.

4 PEAHMbBI PABOTEI 9RC

Peausbl paborkl KO oboanavaoTea KonoM CepepoaMepHKaHcKoro
OOIUECTREA N0 CTHMYTHIHHA W e KTPOPH3HON0THH B BpHTAHCKOH TpyANL
Mo CTHMYRAURH ¥ anekTpodiaroiorad (NBG-MNASPE/BPEG), npuns-
TEIM B MEAIVHAPOIHOW NPAKTHKE (NPIWIOAKE HHE A).

KAk npasino, HCNOILIVIOTCH Nepibie TPH DYKBL, 3 YeTREepTAR HCIO k-
VeTcHd UE obosHAYeH HE hviHKIE K ¢ aBTOMaATHILCKH HIMEH sSoLe -
CHA YACTOTOH PHTMOBOR IEHNA,

4.1 Ilpeacepansii acuuxponisil pesus (AQC)

CTHMYLMA Npeicepidi ODecHe U HEIeTCH HeZABHCHAID OT AKTHEHOC
TH cepaua. CrnoNTAHHAA WIEKTPHUYLCKAA AKTHBHOCTL NPpeIcepIHi H Xe-
MYA0UKOB He NETEKTHRPYETCH.

4.2 llpeacepinsid sanpeiaeviib pexms (AAl)

Ecin cnoHTaHHad eKTPHYECKAR AKTHBHOCTE NPpeicepiil I8 TekTH-
PYETCH B TeMeHHe HHTepELIa JaJepakH, To 2KC DoKHpYveT CTHMY IS LN KD
npegceparid. ECAH cCNoHTAHHOH 2MeKTPHYECKOH AKTHEHOCTH ApeIcepaHi
HET BO BpeMA HHTEPBEANA JanepakH, To KT oDecneuyBaeT CTHMYIA LMD
npeaceporid Ha 3anaHHoN 0azonoH dacToTe. AeaviouKoble (YHKLHH
OTCYTCTBYHOT.
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4.3 Tlpeacepinsid CHHXPORHIAPORAHNLIA peanm (AAT)

ECnd cOOHTAMHAA NeKTPHYECKAH AKTHBHOCTE APpSIcepInil JeTeKTH -
PYETCH B TEYEHHE HHTEepBATA 3a0epakH, To KT GopMEpyeT HMIVILCLE
CTHMVIEALUHH Npeacepauil CHHXPOHHO C© padoTol nmpeacepaui. Ecay cnon-
TAHHOH ANEKTPHYECKOH AKTHEHOCTH Npeicepadid HeT B TedeHHe HHTep-
BAIa JagepakH, To SKC odecnevdHBasT CTHMYIANMHID OpelcepidHid Ha
jafanHoi Datopol vactoTe. AeIvIOUKOBLIE PYHEKLUHH OTCYTCTRYIOT.

4.4 ACHHXPOHHLIA HenyIoUKoBul pexuM (VIO0D)

[Ipercepansie (pYHEUHH H 2eTEKTHRPOBAHHE IASKTPHYLCKOH akKTHR-
HOCTH EENVIOUKOE OTCYTCTRVIOT. AeNyIOUKOBAA CTHMYIAUHWA 0DecneyM-
BaeTCA Ha DA0B0OH YACTOTEe HEZABHCHMO OT AKTHBHOCTH Cepaua.

4.5 R-aanpemacviid Heaylousobil pesas (YY)

[IpeacepaHiie WHELHH OTCYTCTENVIOT. ECaM nepHoa cnoHTaHHOH
WIEKTPHUECKOH AKTHEHOCTH HeIVIOUKOR KOPpode HHTEPBATA IATePREM,
10 2K C Gnokupvet hopMHAPOBEIHHE HMITYILCOR CTHMYIHLHHA . Ecay cnon-
TAHHOR XenvaouUKoBoH aKTHRHOCTH HET B TeUeHHe HHTEPBANA I3IePREH,
10 KT obecneunBaeT CTHMYASLHID XeavIOuKosE Ha 3a1aHH0H Dalonol
YACTOTE.

4.6 P-cHEXpORHIHPOBARNLIA Heayaoukonndil pexav (VAT)

CTCYTCTEVIOT CTHMVIAIHA NpeJcepini 1 AeTeKTHPOBAHMKE IEKTPH-
YeCKOH AKTHRHOCTH HelVIOUKOoR. ¥CTaHORIEHHER A—Y HHTepBAN HAYM-
HAESTCH, KOTAa JeTeKTHPYETCH CROHTAHMAR aKkTHBHOCTE npeacepari. HMa-
MVALS CTHMYTALHY KeIVAOUKOR GOpMHPYETCH B KOHLE A=Y HHTEpELIA.
EcAn HeT OpeacepiHol AKTHEHOCTH B TEMEHHE MHTEPBATA JAJepEKEH, TO
BKC 0deciedHBALT RKenYI0UKOBYI0 CTHMYTAUHID Ha 6a30B60H YacToTe.

4.7 ACHHEXpOHHEH — BOCISI0BATENLALIH  NPENCe pIHO- eIy 109 KOBLIH
peass (DO

AKC pbecneudBacT CTHMYIEIHIG Npegcepdrid Ha zananHoil BazosoH
gacTore. B KoHUE YCTAHOBASHHOTO A—Y HHTepBAIA NOCHe Kaxioro
HMTTVALCE CTHMVIHLIHH Npeacepiyil He3anHCHMO OT WIeKTpHYeckKol ak-
THEHOCTH cepaua RO GopMHEpYeT WMIVILS CTHMVIALNH KenyiouKos,
AeTeKTHPOBAHWE WIEKTPHYeCKOH AKTHBHOCTH Npeaceparit H eay10uKon
OTCYTCTBYET,

4.5 R-zanpemaesMisil NOCAET0BATENLNELI NPENCe pIR0=HeTy I0YKonbiH
pexay (DY)

[IpencepaHad CTHMYAMIIHA OCYIWECTRIAETCH Ha DAZOBOH 4acToTe MpH
OTCYTCTEHH CNOHTAHHOW #elvIoUKoBOH AKTHEHOCTH 0 OKOHYAHHA HH-
TepBAla IaNepRKH. ECIH COONTAHHOR HeIvaoMKOROH aKTHEHOCTH HET B
TEYEHHE YCTAHOBAEHHOTO A—Y HHTepBATa, POPMAPYETCH HWMITVILE CTH-
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MVITALMH ®eaviodka., Ecin B KaKoe-To BPeM# IeTeKTHPYSTCH Heayiod-
KOBAS AKTHBHOCTL, TO YCTAHABIABASTCH HOBRIA A—Y uuTepsan. Hderek-
THPOBAHHE MEKTPHYSCKON AKTHEHOCTH Npelcepini oTCYTCTEYET.

4.9 R-cHHXPpOHHIMPORAHHBIA NOCACTOBATEILHLIH [PeNcepIHD-&Keny -
MMKOBLI pexam (DYT)

SKC obecneydBaeT NpeIcepIHyo CTHMY LMD Ha 3a1aHHo i fazonoH
YACTOTE MPH OTCVTCTEHH CHOHTAHHON XHeayIOMEOROH AKTHBEHOCTH 0
OKOHYAHHA HHTEPHATA 3A0epREH. ECIM CNONTAHHON RenyIouKonoi aK-
THBHOCTH HET B TeYeHHe VCTAHOBIEHHONS A—Y HHTEpBAl:, TO B KOHLUE
erg hoOPMHPVETCH HMIVILC CTHMYIUMH ®eavioukos. Ecii B Kakoe-To
BpeMA JeTEKTHPYETCH CINOHTAHHAN XHelVIOUKOBEA AKTHRHOCTL, TO Jrop-
MHPYETCH CHHXPOHH LI HMIMUIEC CTHMY LMK RenvIoYKoR H HANHHASTCH
HOBBIH V—A HHTEpsan. deTekTHpOBAHHE JIEKTPHYSCKOH aKTHBHOCTH
npejceponi OTCVTCTBYET.

4. 10 Iocrenoparedbisid OPpeICepIHG=He TV MKOBLIH pesHM ¢ 1eTeK -
THPOBAHHEM AKTHEIOCTH H CTHMVIALNER oDenx kamep cepana (DD, DY)

[TpH OTCVTCTEMH W NMpeIcepiHodid, H Xeavaoukobol CNoHTanHON akK-
THEHOCTH 2K obecneuyHBaeT CTHMVIAUHK Kak Apelcepidid, Tak M
AeNVAOUKOR Ha OA30B0H YacToTe.

4. 1111 DDI pesnm

CNOHTAHHAT MPeICepIdad aKkTHBHOCTE NMPepHBacT NPeICepIHLIA HH-
Tepian 3agepxky IR Oes (hopMHpPOBAHNE HMITVILCA CTHMYISALHM npel-
cepdril. CNoHTaHHad KenyvIouKOonRasd SKTHRHOCTE NPEPLIBAET HenyIouKko-
BB HHTEPRAT JA0SPEKKH H ONpenciseT HORLE KedyIoMKOBLIE HHTEPBAT
3afepEkH oed POpPMHPOBAHHA HMNVALCA CTHMYIALHY HelVIOYKOR.

4.10.2 DDD pexav

CNOHTAHNHAA OpeacepIHad akKTHBHOCTE NPEpRIBacT ¥Y—A HHTepBas
AKC B HaYMHaeT A-Y HHTEPBRAN Dol POpMHUPOBAHHA HMIYILCA CTHMY-
JALMH npefceparid. 3aTeM, CId HeT CNOHTAHHON XKenyI0YKoBOH aKTHR-
HOCTH, AeTeKTHPYeMOl B TeueHHe 3Toro A-V HHTepBald, B KoHUE ero
POPMHPYVETCS HMIVILE CTHMYIALUHM Xenyvooukos., Ecrm cnonTanHas
AEMVIOYKOBAS] aKTHBEHOCTE JETEKTHRYETCH B KAKOH-TO MOMEHT, TO HAYM-
HASTCH HOBLIK V-A HHTepBan 03 (popMHPOBAHHA HMIVILCE CTHMYIIALIHH
HENVIOYKQR.

4.11 P-cunxponvidposannsid R-aanpeuaesbid pesus (VDD)

ODecnevHnpaeTc JeTeKTHPOBAHKE WIEKTPHUYSCKOH AKTHBHOCTH Kak
npegcepoli, Tak H KeaIVIouKon, HO Npejceparas CTHMYVIAUHA OTCYTCT-
ever. (PopuupoBasie A-YV MHTEpBANa HAYMHACTCH, KOra IeTEKTHPOBANHA
CIMOHMTAHHZA NPEACepiIda AKTHBHOCTL. ECH HeT CNOHTaHHOH Henynoy-

.

]
E u 5 '|' FOCT P 51073-97, OnekTpokapAMoCTUMYnATOpbl MMNNaHTupyemble. ObLume TexHuyeckne TpeboBaHns U METOAbB! UCTbITAHWIA
IR Implantable cardiac pacemakers. General specifications and basic test methods


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-51073-97
http://gostexpert.ru/gost/gost-51073-97

'OCT P 5107397

KOBOH AKTHBHOCTH B TeYeHHe A—V HHTEePRATa, HMIVILS CTHMYIALIMN
AeNVIOUKOR (OPMHPYETCH B KOHLUEe A=Y naTepeana. Ecan nu npeacepa-
HAA, HH ReIvIOUKOBaS CIOHTAHHLEG AKTHEBHOCTH He JAETeKTHPYIOTCH b
TeYeHHe HHTepBana Iajgepxku, 1o RO obecneynBaer CTHMYIHLIHID
AEIVIOUKOD Ha Das0n0H YacToTe. ECIH B KAKOE-TO BpeMd JeTEKTHRVETCH
CMOHTAHHAA AKTHBHOCTE MelVIOMKOE, TO OHd oDecnevHnasT (popMuEpO-
BaHHe HOBOMO A—VY HHTEepRATA.

4.12 R=CHEXpOHHINPOBAHHLIA EeTVIOUKOBLIA pexuy (YY)

[Ipencepadiie QYHKUHH OTCYTCTEVIOT. ECH CROHTAHHAR MenyIouko-
BaA AKTHBEHOCTE JETEKTHPYETCH 0 TeuYeHHe HHTepBala TUIepEKH, TO
ODeCNeYMBACTCE  CHHXPOHHIHPOBAHHAA HeNyIOUMKOBAA CTHMYIALMA,

Ecii HeT CHOoHTAHHOH XenvIoukoBoH AKTHBHOCTH, JeTeKTHpVeMol B
TeYe HWE HHTEPBAIA 3a0epA KN, TO OCVIISCTRARETCH CTHM Y ITLE HeTyaouy -

KOB Ha DaT0ROH JacToTe.

5 TEXHHYECKHE TPEROBAHHA

3.1 2DKC DoT&EHE H3IrOTARTHBATECA B COOTBETCTRBHH ¢ TPeDOBAHHAMM
[OCT P 30444, pacTosiuers CTAHIAPTA W HOPMATHRHON JOKVMEHTALHH
(HO} va DKC koHxpeTHOH Moend, yTBepaIeHHOH B YCTAHORTEHHOM
nopanke (NMOCT P 15.013).

3.2 DnexkTpHyeckHe napamerpll GKC HUKHL COOTHETCTROBATE TPE=
BopaHuas H Ha KoHEpeTHYVIO Monens 2KC.

3.3 DKO 10EKHBE OLTE HIFOTORTEHEE H3 MATEPHATOSE, PASPEILCHH KX
IEA BHYTPEHHERD NPOTEIHPOBAHKUA B veTaHoRIeHHOM nopaake. [Nepeuenn
MApOK MATEPHANOB, COCTABHELIX JacTeld DKLU JomgeH OLTEL YCTAHOBASH B
H Ha 2KC KoHEpeTHOH MOIenn.

34 [Nprste HeMuie MATEPHAT AOVEKHE OLITE VCTORYHAL K BHONOIH-
YECKHM CPeIaM, ¢ KOTOPLIMM OHM KOHTAKTHPVIOT § NPOLSCCE 3KCIUYA-
TaLHHN.

3.3 KO 100EHE DEITE TePMEeTHYH LI

3.6 Macca 2KC n rabapute onpeaenssorcd HJ #a KoHEpeTHVIO
AOIE b

3.7 KO 10mHE DLITE YIApONpoYHEIME H BHOPOYCTORUHBRIMH. [1O
XADAKTERY BOCTIPHHHMAEMBN MEXAHHYECKHXY BOANSHCTEHH DK C DomA HE
COOTRETCTROBATE Tpebopanuan [OCT P 30444,

3.8 2KC DLTE HCOIPARHBIMH B MPOLECCE IKCILAVATALIMA ITPH HOMM-
HATEHEIX 3HAYEHMAX TeMnepatyped oT 32 1o 42 "C,

3.9 KO B TPAHCTOPTHOH YNAKOBKES JOKHE BLITEDEHBATLE BOXIei-
CTRHE TEMOeparypsl OT MHHYC S 10 mmoc 30 "C

==
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310 2DaexTpHueckKad Ge30nacHocTs 2RC 10mEHa yI0RIe TROPATL TPe-
BoanuAas K wagenuas CF no ['OCT P 30267 4.

3.11 He 100EHO NPOMCXOOWTE HapyileHds GyHEUHA 2KC nocne
paipsiaa aedHbpILATOpA

3.12 HazvaueHHBIH cpok cmyvaiOn KO Jon&eH onpejenarhca B
cooTReTCTEHH © HI1 Ha KOHKpeTHOS HIgenHe,

3.13 KO gomakHE OLTLE VCTOHUYMEBRL K NpeIcTepiH3aliHOHHON
OMHCTKE W CTEPHIHZALHH. MeToJul ¥ peXdMbl MPpeIcTepiiHIaHoOHHOH
OYHCTKH M CTEPHIH3AUMMH, 3 TAKEE MaKCHMANLHOE JOTIVCTHMOE YHCID
CTEPHAHIAUKHA AOTHHE DLITE VCTAHORTEH BN B H 1 Ha KOHKPe THYIO MOI2 kL,

3.14 DKC AomaHL DLITE YCTOHUYHBLIMH K e KTPOMATHHTHBIA IIOTEM.

Tpeboankg N0 EKTPOMATHHTHOH COBMECTHMOCTH HaXOIATCH B
npouecce paipaboTKn.

3.13 ¥nakosxka

YNakoBKa JOEKHA HAJERHO NPEJoXpaHATh: COAepaHMOe OT ITOBPEHK-
BAIOUIHX BO3JeHCTBHH. YNAaKOoBOMHEIN MaTepHan W BAPHAHT BHYTPeHHeH
VIIAKOBKH BLRIOHPpaoT B cooTeeTeToNK ¢ DOCT D014,

3.16 Mapkuposka

3.16.1 Mapkuposxka 100EEHa DETE YeTKOH, pa3sdbopuyHBoN, H3 MaTepHa-
Jid, He OKAIRIBALIEND OTPHUATENLHONRD BOIOSHCTEMA HA COOSpEHMOS,
MapkupoBsxka Jo/EHa DBITE HaHeCeHa cnocoboM, 0DECMeYHBAIDILHM YeT-
KOCTE M pasbopuBocTh B cooTBeTeToHM ¢ [OCT P 50444 TTOCT 14192,

3.16.2 Mapkuporka Ha JKC J1onmkHa DLHTE HAHECEHA COTTAcHO Tpe-
BopaHmas MOCT P 50444,

Ha 2DKC gomsisl DLITL YKAIAH b
ODO3IHaAYEHHe MOodeny DK,

DVEBEHHOE GO03HAYSHHE ANTOPHTMORE padoTi K

TOBAPHEIH 3HAK MPeanpHATHS - HIroTORH eI,

HOoMep KT mo cHCTeMe HyMepaldH HIroTOBHTEenA (CepHHHLIA
HOMEP)!

= HAJAMHCE «CAedaHe B POCCHME».,

3.16.3 Mapkupopka yIakoRKH LTA XpaHEHHA ¥ CTepWIEHOH YIIaKOBKH
AOEHA COIEPRATE CISAVIOUIHE CReTeHHA:

= HAMMEHORAHMHE HIMOTOBHTENA WIH TOBAPHBIH 3HAK C AADECOM

= QCHOBHO? COAepEMMOe  VIIAKOBKH, eKTPOKARIHOCTHMYIIHTON
{THI1, HAHMEeHOBAHHE MOOSTH, CEPHHHEIN HOMER) H CIIHCOK BCEX NpHUHAaN-
NeXHOCTEN,

~fapaserpbl KO npa resneparyvpe (37 £ 2)7°C HA IKBHBATENTHOR
warpyake 510 Om + 5 % nomwus OLITe YEajaHs B opie Ga30p0i 4ac-

-
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TOTEH HMOYNLCOB (B MMIYILCAYX B MHHYVTY), aMIUIHTYIL HMOYILCOE (B
BOTLTAN MM MALUTHAMNOSPAX), ATHTEABHOCTH HMIVALCOR (B MHLTHCEKYH -
Jax), mopora cpabaTLIBAHHA (B MU LTHBOILTAX),

= CBEACHHA O CTePHAMIALHN HiNeNHA,

= CPOK TOOHOCTH,

- PEEOMEHJIALHH [0 XpaHe HHI0 H 0bpalleHHIo;

= KOMMDHIVPALHA COSIHHEHHA!

= OPYTHE NPeIVIpesniiouide ¥ onpele/ T anuine HAaaHCH.
3.16.4 Mapkuporka TPaMcHOPTHOH YIAKOBKH JOUEKHA COOSpEdTh
CALAYIOLIYID HHQOPMALIHK0:

= WICHTHMKALHA COIePaHMOro,

- HHpopMAUHID 0Of HIFOTOBHTENE (MM areHTe MO NPOIAKE) C MTOAHLIM

A OPEC0M ]
= NPeIVIIPeAIaIIHEe HANMHCH, KacaIHecqd obpallleHHA H XpaHe HHA

MpH Nepernike.

6 METOAbI HCIILITAHHA

B.] Henmmanna 2KC HA COOTBRTCTEHE IMEKTPHYECKHN NapaMeTpoR
TpeboBanMaM HIO (5.2).

6.1.1 Hcnbrmanna nposogar nopy resmneparype (37 £ 2)yC.

B.1.2 ¥V amynkasepuny DKC npopepdoT Kak npeacepidbie, TAk M
HEIVIIKORLE (hyHEKLIHH.

B.1.3 MapaseTpid H TOYHOCTE MIMEPEHHE TO/IKHE COOTRETCTROBATL!

- AMILTHTVIE BMOYALEOR ... £5 %

= AUTHTEALHOE TR MY TERCOH J'.fl ':'%

- MEKHMNYABCHBINA HHTepsan ... + 0,2 %

- Hacrord umnvikcos ... £ 0.5 %

- napor cpabatkisadug .. + 10 %
- HHTepBan saocpakHd ... £ 10 %

- uHTepsan Gaoxnpoekwe ... + 10 %

- A—V uumepsan ... 25 %

Bl 4 MonumauHa npoBomsST Ha HArpY30UHOM conpoTHEIeHEH 310 O
+ 5 %,

6.1 HecnwrTatentesnaa annaparypa

6.1.53.1 Ocunanorpad apvikaHANEHBEHR WIK IRYXIYVUEBOH CO Chedym-
MM A XAPAKTEPHCTHEAMHA:

= YYHCTBHTEALHOCTE ... MOHTT | ['I- H:l A8 TEHNS

- HPEMH HAPACTHRHWAR . MeHes 10 mEe

= MHAHHMLIBHOE BXDEHOCE CSONPOTHRISHEC .. 1 I'-.-iUr.:

- MAKCHMAIBHAR BAXONHAN eMEOCTE. .. 50 o

- HPEMS ChEME CHIHANE uMnyiasca . 10 skc
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6.1.3.2 HacToToMep cO CReavIoIUHMHE XapakTepHCTHKIMH!

- MHHHMANBHOE ExogHOe conporuaaeHne ... 1 MO
- NHANEIOH HIMEPEHHA NEPHOIL CIeToEIHNA nMmscos. .. 10—X0 umc
- AMEMEEIOH HIMEPEHHE 1ANTENBHOCTHE uMmiyiaecon, , LI—10 umc

B.1.5.3 lNedepaTop TeCT-CHIHAMA JANA HIMEPEHHE nopora cpabaTiipa-

= BIEKCHALATEHOC BEUCHEHOD COTTPOTHEICHHAC . . i I.':...:'.‘nl
- HONETATSNLHEA CHMMETPHYHEN CHIHAT — TPEVIMIBHOR hopME KiLK T0-
.!I-I.'IKII'I'I"_ZII:I-!IZIIIE-'I.. THE H IZZI'I.'FI'IIL[HTt.-'Ehl-IHjI JIUJIHFH(JETEfi O AUTHTEARHARCTH M

ocHOBELHHS ) 1 20 ume

6.1.3.4 JanycKaeMbll reHepaTop JA1epEaAHHOre HMOYILCA.

6.6 HavMepeHHe aMITAHTYIL, JOJHTENEHOCTH H Nes
PHOAA CASAOBAHHNA HMNYALCOR (YACTOTEH HMIOYINIBCORB)

B.1.6.1 Cxewad nornsirabiia

CoSaMHATE HCNBETATEILHYID anmapatypy W KO, Kak nokaiadHo Ha

pHCYHEe 1.

PI!IL"_L'I-[-IJH | — Cxema cOCIHHCHHA LA HEMECCH A AMIUTHATYRE, THTEDEHCCTE |
MCRELE CRENOBIHITH HEMITYARCOH

B.1.6.2 HacTpouTh ocuorpady TakHm obpaioMm, YToDLl Ha JKpaue
ObLIT BHASH OJIMH MMOVILC redepatopa oT QpoHTa 1o cpeaa. HiMepurn
AMILVTHTYIY HMIVIBCE H LTHTENLHOCTL B TOYMKAN HMIIVILCA, KOTOPLIE
VCTAHORTEHEI HIFPOTOBMTEREM.,

Ana HaMepeHHd NepHola CNeloEIHHA HMNYILCOR YCTAHOBHTE YacTo-
TOMEp TakK, YTO0L OH JANYCKAACH NEPpeIHHM (BPpoHTOM HMOYILCA MeHEPd-
Topa. Jducnneld 4acToToMepa MOKASLIBAST NepHol CNefoBaHHd HMOY L=
coB. YacToTa HMMOVABCOB, eCcliH  OHA pPacCYMTHBAeTCH, TOEHA
CNPeIIATLCA I NeEpHOla CASI0BAHHA HMIMVILCOR, BIAE, KAK MHHHMYM,
CPeHeES JHAYMEHHE MO Pe3vikTaTaM uaMepernsd 20 nepAoaos.
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6.1.7 HasMepenune nopora cpadbaTLIBAHHATd (4VEBCTEBH -
TenwHocTR) IKC

G.1.7.1 Cxewmrag wcrbimiaMiia
Co2IMHNTE HCNLTATENEHYD anmapatypy ¥ 2KC, Kak nokaiado Ha

PHCYHEe 2.

A 100 0w 5%

10 O x 5%

FHL‘}"HZI.TI{ 2 — Cxema COCORHCHASN IO HAMOPUHME TTOPar I.'FI':'LEIi].'I'h.!IJF.LlI'I.I.-IFI

G.1.7.2 Haiuvepentie nopo2d cpabdambgailid HO HOAGMCHMETRHOMY Clid=-
Haay

[T0ogaTh CHrHan NOJOKMTEILHEIH MOIAPHOCTH OT TEHepaTopa TecT-
CHTHATA Yeped pe3ncTop conporisnenues 100 ¥OM £ 3 % b Touky A

YacToTy reHepaTopa YyCTaHOBHTE Ha 100 MM /MHH BRILIe 6a30B0OH YacTo-
Tl AKC. [d1a maMepedda nopora cpadareiBaing no R-3vduy yeTaHoBHTL
UTHTENBHOCTE N0 OCHOBAHHKY TecT-CHrHana 4 smc, a 014 HiMepeHHR
nopora cpabateipanma no P-ayvbuy — 20 Mc.

YCTAHOBHTL MHHHMATLHYIO aMILIMTYAY TecT-cHrHana. Hactpours oc-
uHanorpad Takus obpasonM, YToDE Ha IKPAHE DBUIO BHIHO HECKOIBKO
HMmynecos 2KC. [locTengHHO YBETHYHTE aMILTHTYIY TecT-CHMrHana oo
TexX Mop, noka:

a) HMmvase KO ve wedeader (ana 2KC K- wnu P-aanpeitaemix
THITOR) WIH

0) HMIYILCH DKO He NOABATCH QEZHOBPeMEeHHO C TeCT-CHIHATOM
(ana FKC K- win P-CHHXPOHHIHPOBAHHEIX THIIOR).

AMITTHTYIA HMOVALCOE FeHepaTopa HCNBITATeNLHOM CHIHATG, paine-
nernan {a 200, apnAeTcd sHaYeHMeM nopora cpadaTeiBAHMA N0 MONEH-
TeNLHOMY CHTHATY.

!
E u 5 '|' FOCT P 51073-97, OnekTpokapAMoCTUMYnATOpbl MMNNaHTupyemble. ObLume TexHuyeckue TpeboBaHNs U METOAbB! UCTbITAHWIA
IR Implantable cardiac pacemakers. General specifications and basic test methods


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-51073-97
http://gostexpert.ru/gost/gost-51073-97

IOCT P 5107397

6.1.7.3 Hivepentie nopo2d cpaidmbedius Ho ompUUamethiody clis-
Haiy

[ToBTOPHTE BEIIUEOTEHCAHHYIO MOCTEI0BATEALHOCTE JERCTRHI, YC-
TAHOBHE OTPHUATENLHYIO MOIAPHOCTL HCNWMTATEALHOND CHICHANA B
TOYKe A,

AMIUTHTY1a HMIMYJILCOE MHEPATOPE TecT-CHrHANEG, paifeieHHad Ha
200, ApnN"eTcHd IHAYeHHeM nopora cpabarLiBAHHE 10 OTPHUATEILHOMY
CHTHLTY.

bl MaMepenHe AIMTEABHOCTH 3aJEeEpHEKH

B.1.5.1 Cxewd wemsirabiia

CoSIMHHTE HCMWATATENLHYR anmapatvpy W 2RO, kak usobpasedo Ha
PHCYHEE 3.

SETYOE
A l 100 mOw = 2%
" L
AT
hﬂm-
[
Octpannarpad \ Kasan 1 THARETOD
WY T
B
PHIL']."I-[LTI-f. 3 —_— I::Ili'::'l.'l.:J. LIS A HEEMCPCHHAA JITATET EHODTH SO0 EH

H HAHTCRBEENL t_!l..'lli:lBi.I.-I!Fll'l'H-HH

Bb.1.5.2 Memol

HacTpouT: zanyCckKaeMLIH eHeparnop SIepaHHor0 HMIOyILea TAKHM
oDpAIoM, MTODE OOMORHTEILHAR AMIUIHTYIL HCTBITATENLHOIO CHIrHana
Obida MPHOITHIMTENLHO BIBOE OONLILE, 4YeM MNpH H3IMepeHWH nopora
cpAGATEBAHAH 10 NMOTOEHTENHOMY CHrHaTy. [eneparop agepxaHHOoro
HMIOVIECE 10KeH QOPMHPORITE OOHWHOUYH LIE HMOVIECH © JMA3IEIBIHH -
EM [; OTHOCHTENLHO 3JANYCKA, KOTOPOE HeMHOrM Goakiie nepuoma 1
CTHMVIHPVIOIIHY HMNYVIECOB HCNITyeMoro DK, HacrpoHTs OCUHLIO-
rpadh ¥ FeHepaTOPR JANSPRAHHOM HAMYALCE TAKHM ODpazoM, 4To0R Ha
IKPAHE MOAVUMIOCE HI00DpAKEeHHSe, KaK Ha pHcyHEe 4 (MCNBITaTe TLHEIR
CHIHANT M HMIVILC DRE NPeACcTARTENEl BEPTHELLHBLIMH JTHHHAMN).

i
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Menumererssiad it

III-III-IIIJIII

»

Kaxan 1

Kavsan 2 11

FucvHok 4 —Hovanesoe niobpaseHne Ha oncnaes ocuumorpadgia
NPH HAMEPSHHR LIHTEILHOCTH HUIEPHKR

COKPaTHTE 3aMaiikBaHHe HCOMTATENBHOTO CHIHATA 0 Tex nop,
YTOOR HCNBHTATEMEMEIN CHIHAN GOILLIE HE HAXOIHICA B HHTEDBANES
bnokHposkH KT, Ecna HennreBaerca K-aanpewaemetd 2KC, 1o Ha
kpade DyleT nomydyeHo HiodpakeHne, NPeIcTARIEHHOE Ha PHCYHKE 3.

HoraTeTe e i

-III-III-III-IIITI

 §

Pucvnok 5 — Hasmepenne pnntensHocTy sagepecks () v R-aanpemaesor
QKT
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Ecid HCNBITHBAETCH R-CHHXpOHWIHpORAHHBA 2RO, TO Ha 2Kpale
DVIET NOAYUEHD WIODpAKeHHe, NPUBEISHHOE Ha PHCYHEE .

l-l-ll-l-ll-l1ll

E

Katan 2

Pucynor & — Hasmepenne mmmenbHoCTH sanepskn (Fa) y KT
R-CHHXPOHMIHPOBAHHOTD THOA

6.9 MamMepenuue HHTepBpala DIOKMPOEBEKH

B.1.9.1 Cxewa uchintanus

[loncoedHHATE BRXOAHEE KieMMil KT K aKBHBANEHTHOH HArpyi-
Ke, ocudnorpady 0 HCNEATATEALHOMY FeHeparopy, Kak NoKazano Ha
pHC. 3.

6.1.9.2 Memod

HacTpouTs anyckaeMulf MeHeparop AIepEaHHON HMIYALCA TaKHM
OfpaAIoM, YTODE OH BBLIAGAT Napill HMOVIECOB, CHASAVIOLLIHEe Ip¥r 3a
APYTOM C 3ANEPAKAMH £ W f, KOTORLIE DOVLEHE OLITL HECKOILKD DOLILE
MNepHoLa CITeIoBAHHS HMIVILCOE HCNBTRBaeMoro IKC, a UX aMILIHTYIa
BOEHA DEITE BLHOpaHa TAaKoW #e, Kak 6 6.]1.8.2.

HacTpou T oCHHANOrpady H HCTILITATEIBHLIR reHepaTop TakuM obpa-
J0M. YTOOR Ha 3Kpase BLUTO H300paAKeHHe, KaK Ha pHCYHEKe 7.

YMENBLIWHTE 3AMalIsBaHKe 0DOHY HCNLTATEALHLIN CHIHATOR §, H 1,
{HCTTLITATENLEHEE CHIHAAL JOEHEI DRITE OAHIKH APYE K JApyry Ha-
CKONBKO BOSMOAHO ), noka 2K C He 3aHECHPYeT NepRbid HCTTHTATE -
HEIH cHrHan. B cayuae ¢ KT R(Pl-zanpeuiaeMoro THNA 3T0 BhiILIBAST
JAMeLTEHHe OAHOr0 HMIOYILCE OT TeHepaTOopd, KAk MoKalaHo H3 pH-
CYHKE & HIH Y, BLIXOI HMOVIECHOMD TEHEPATOPa YCKOPASTCH HCNBETA-
TEALHLIM CHIHATOM.

4
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PHeYHOR 7 — HavwaneHOE H00PEXKEHHE HE 3KPEHS OO HUTO M
NPH HAMEPEHHH HHTEPHAAE DOIOKHPOEEM

lll-ll-lll- g

-Il-llr-ll-lll-

Pruocviok 8 — Havepenne nurepsana bnokaposxs v 3KC
E{Pl-zanpeiassors THng
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YEETHUYHTL JAMaiiLBaHue MCNLTATEILHOro cCHrHama 2 1o vex nop,
noka 8 coydae 2KC RiP)-sanpeiaeMoro THng sTopoid aMnyiaess 2KC Ha
pHCYHKE T He OVIET 3anaiiunaTh GOMkIHE, T.e. IBHTATECA BNOpABO, Kak
H300paKeHO Ha pUCVHEe B, WM, b cavyae ¢ KO R{P)-CHuXpoHBIHpo-
BAHHOrO THNA, 4O TeX NOP, NOKa TRETHH HMINVILE HMIZILCHOND MeHepa-
TOPG HA PHCYHEKE 7 HE BOTHHKHET paHbLLe, ORHOBPEMEHHO ¢ HCNLITATE k-
HEIM CHIHATOM 2 Ha PHCYHKE 9.

PO WITHET L il

lll.r-lllll

| 11l llrllll-lllll g

q
-III-IIILIIII-IIIII

N

Pucynok 9 — Hameponne uatepsana Grokuposxks vy AKC
Ri P)-CHHXPOHNIMPOBAHHOMD THIA

HuTeppan 6A0KHPOBKH ONpeIeadeTed Teneph HiMepeHHeM BpesMeH
MEATY COOTRBETCTBYIMUHMH TOUYKAMM HA JBVY HCNLITATEILHLIX CHIHA-
nax,

BuIeonHCAHHOS J0MEHO DLITh NOBTOPEHO ¢ HCMBTATeILMEIMH CHT-
HAZAMM OTPHUATETLHOH AMILTHTY L OPHOIHSHTENLHO BAR0S DOALILE, 4
MPpH HIMEPeHHH NOPOra CPAtATHBAHMA N0 OTPHLATENEHOMY CHEHANY.

B.1.10 HivMepedHe HWHTeppBana OGAOKHPOBKH T0pH
CTHMYAAUMMH (TOoAeKD g KO R(P)-aanpemwaemoro
THITA )

B 1. 1001 Cxevda iicH i iis

[TPHCOSIHHNTE BRXOIHLE KnesMMid 2K C K 2KBHBATSHTHOH HAMpY3Ke,
oCUHANOrpady H HCNBETATETLHOMY MeHePaTOPY JATEPEAHHOND HMIOVIECA,
KK H300DEeHD Ha pHCcyHEe 3.

-
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B.1. 1002 Mewmiod

HacTpouts ocinorpady 1 ACNBETATENBHLIA MeHepaTOP B COOTHBETCT=
BHH C pPHCYHKOM 4.

MenaeHHo YRBETHYHTE 3aNaiIbIBEaHHE HA MCTIETATENLHOM CHIHADE 10
TexX Mop. Noka TpeTHi HMMIEC KT, H300xEKeHHLIE Ha PHCYHKS 3, He
MepeMECTHTCH CKAUKOM BIPpARO HA ppeMeHHail ocn (pucydox 10

-*
x

mim————T
——

Ko 1

WMHTEEER
Eroepos o
Pucynox 10 — Hasepenne nrrepeana GnoxkHpoeky npd crusvarumne v 9KC
BA{ Py-sanpeimedoro THNA

HJI'!'I.'."]]'Iii:'L.’] MEA DY BTOPLM HMITVILEOM AKC H MCNEITATENEHEM CHIHA-
JOM HAMITY.TRCOM {.'_'H'l_] ARTHETCH HHTEPRANOM QUTOKH POBKH NMPH CTHMAVTTHLAW.

BuIIEOTTHCAHHOS JOEHO DEITE [OBTOPEHD ¢ HCMMTATEABHEIMHA CHI -
HATAMH OTPHUATENBHON AMIOTHTYILL, BHOPAHHON TAKOH Xe, Kak 5 6.1.9 2.

6.1.11 Hamepenune A-V unareppana 2KC

B6.1.11.1 Cxewa uchbimania

Co2IHHHTE NPLICepIHtHl H RKenyIoUYKoBsH Kavaaw 2KC ¢ 9KBHBA-
JMEHTHMMH HAIPYIKAMME H OCUMAI0rpafoM.

B.1.11.2 Mewmiod

HacTpouts ocuIorpad B COOTESTCTRHMY ¢ PACYHEOM | |, HAa KOTOPOM
CIIOMIHON THHHeH H300pakeH s HMIOVILCL, PEFHCTPHPYEMEIE Ha JaHHOM
KaHaae, 8 NYHKTHPHOR THHHeH — HMOVALCEL, PerHcTPHpYEMEIE HA 1py-
ros kadane. MiMepuTs A-V HHTEPBL (7, ), KOTOPLI ABIAETCH BPEMEHEM

MEAOY MpedCEpIHbIM HMITYILCOM H CHSOYIONTMM 3 HHM EEMVANHKORRBIA
HMITYJILCOM.
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s s

Pucynok |1 — Haobpaxenne Ba ocuwanorpade npH HaMepeHnR
A=Y uHTepsans

(.2 DnexTpHgeckan Gezonacuocts (5. 10)

6.2.] Illpogepka TOKA YTEYKH

6.2.1.] TokK yTeykH HH B OIHOM HI NPOBOOA MY MYTeH He JoTHeH
OLITE BLbe | sMEA

6.2.1.2 Kaxnui exod ¥ BLIxod KT COeIHHAKT ¢ OTKPLETEIM BXOI0M
octHarorpada yeped peadctop conpotTHieddes 100 kOM KaK MEHHMYM
Ha 3 sMuu. Ha ocunwnmorpade nepel HyMOviIecoM KO Hanpaxenne
AOTKHO OITE MeHee 10 mB.

B.2.1.3 Hasmepenne OpoB0IaT ¢ MOMOILLE OMMETROR, COEIHHASMBIX
KIK C BEIBOJOM, TAK H C KOPIYCOM.

Meaay Kaanol napol BLIBOAOE H KAKALM BREIBOIOM H METATIHYEC -
KEHM KOPIVCOM COMNPOTHATEHHE JOEHO OWTE He Medee 3 MOy npw
MPHETATHBAHWE Hanpsekernna ve donee 0.3 B,

6.3 Meron senwmanaa DKC na repmeraanocts (5.5) nonsed BuITh
vkazd B H Ha yinenme KOHKPeTHOID BHIA.

B4 3ammTa o7 OKPYAHAWNIINY BOaeHc TRl

G4l McnEUTAHHAE HA VIAPHYID MeXaHHYSCKYD MpoYy-
HOCTE (3.7)

6.4.1.]1 Brubupaor Gaiopy dyacroTy KO, ATHTENLHOCTE HMITVIRCA
H nopor cpabaThLIBaAHMA .

-
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.4.1.2 Henwranne DK Ha MeXaHHUYSCKVIO NMPOYHOCTE NPOBOIAT B
cooTeTcTaMl ¢ TOCT P 30444

¥YonopHa HCOBITAHHE:

= HMIVALCHEIA ¥IAp — AOIVCHHYCOMIATLH L,

- HArpYIKa: MaKcHMaTsHoe vexopedde 100 w/c?; nposoxHTeasHOCTE
voapa 16 wsc;

= HANPARAEHHE M KOWIHYECTBO VIAPOB: 1IR3 B KAKIOM HATIpapileHHH
Mo TpeM OCHOBHLIM BEIDPAHHIM Tepie LMKV TAPHLD OCHM

BG.4.1.3 [locne HCNBITAHKA MPOBOTAT BHAVATLHEIH OCMOTD H NPOLE P -
WIT COOTRETCTEHE MyHKTY 6.4 1. 1.

642 BubGpanvouHuid TecT (37)

6.4.2.1 Bubupawr Gazopyry dactory KO, IHTENEHOCTE HMITVILCA
H AOpoT CpabaTLIBAHHH.

6.4.2.2 HcnemyvemMsid K0 nolpepralor CHHYCOMIATLHOMY BHDpaLIH-
OHHOMY HCNETAHHKD 6 CooTReTCTEHE ¢ ['OCT P 30444,

¥CNOBRMA UCILITAHHAH!
- gprrorHeE gnamaion ot 10 a0 535 T
EHOpAHOHHO: caemieHne . 035 s
CEROPOCTE HAMCHCHHH SUBCTOTEI ... | teTaBa .,l"!l.1IlH
I-I-I1'E-]'.III.LII-:II:JI-II-[IJIE HEAIPYIEEE TTRMERAAEEARNT 8 TPOK OCHOHHBLX. IICPNCHITREEY
JTHPHEYX HANPDARTEHHAHX
MTPOODEERTEN BHCTE HCNETAHAS .. 3-1] MMHH LA KEEOrT HImpaEcH A
6.4.2.1 Bo ppemda HeneTauHua DKC 10M#eH COOTRETCTROBATE HCXOO -
HELIM okasaTenas (6.4.2.1).
Bb.4.3 KnmdsmaTHueckHe HCNBITAHHA (3.8, 3.9)
6.4 3.1 BridoupanT Dailopyy 4acToTy KO, LAHTENLHOCTE HMIVILCA
H NOopoT CcpabaTLIBaAHME.
6.4.3.2 YonosHA HCIBITAHHA:
= YCTAHOBHTL Temneparvpy (32 £ 1) "C M BLigep#ath OpH 3T0H

Tesneparype 2 4. [locne 3moro HiMepHTh WEKTPHYECKHE NapaMeTpll Ha
COOTBETCTEHE NIVHETY 6.4.3.1;

= VCTAHOBHTEL Temneparvpy (42 £ 2) "C M BEHOSpEKATE TPH 3TOH
Temneparype 2 4. [locne 3moro HIMeHuTs FTEKTPHUYECKHE NapaMeTphl Ha
COOTRETCTEHE NIYHETY 6.4.3.1;

= VCTAHOBHTE TesMneparypy MUHYC (30 £ 3) "C W neiaep®arts 2RO
B TPAHCIOPTHOH YNaKOBKe NPH 3TOH TEMNEPATYRE B TEYeHHe He MeHee
2 q. Jares winneus AKC B3I KaMepl M BRIIEPEATLH B TedYeHue 2 U B
HOPMANLHLIX veaonH#X. [loche 3Toro HIMEpHTE MIEKTPHYSCKHe napa-
METPEI HA COOTBETCTRHEe nyHKTY 6.4.3.1;
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= YCTAHORHTL TeMnepanypy (3 = 3} "C o selnepxars 3KC B TpaHc-
MOPTHOH VITAKOBEE MPH 3TOH TEMOEPATVPE b TeYeHHe He MeHee 2 Y. 3aTem
H3Baeuk DR M3 KaMepl] N BLIeDHHBATE B TeYeHHe 2 4 B HOPMATLHEIX
VCROBHAX. [locne 3TOro HIMepHTh AMEKTPHYSCKHE NapaMeTphl Hi COOT-
BETCTEME NMVHETY 6.4.3 1

.4.3.3 [Mocae nenwiravnil KO 1om&keH COOTBETCTROBATE NYHKTY
643 1.

644 McnuTauMa HaE YCTOHUMHBOCTLE K paspdany Je-
pubpHanaTopa (3.11)

Kaxawli Bxoa ¥ Bexol KO 1oTEed HMeTh TAKVIO CTerneHh 3aiiHThI,
YTODE Nociae paspdaaa dedudpiumaropa e Ol NoBpesIeikl HE BXO0-
HEIE OIOKH KAPAHOCHHXPOHHIALHK, HH BRIXOIHBE BNOKH (hopMHDOBIHHSA
CTHMVIIHPYIOUIHY HMOYILCOR.

Bb.4.4.1 BrbupawT 0ai0pyy dacToTy 2KC, LIHTENEHOCTE HMIVILCA
H MOpOT CpabaTLIBAHNA.

Bb.d. 4.2 ¥eaosus ucnsmaiii

B cOOTRETCTEMH CO CXemMoll, MpHBEIeHHOH Ha pHcyHKe 12, KO yepes
peIRCTOp conpoTHeaeHnes 300 Om £ 5 % CcoennHAKT C Uenkio Jednb-
PWLIATOPA, COOepAIIeErD uens H3 pesdctopa (), kompencaropa (L) H
KATYIIKH HHAYKTHEHOCTH (L) CO CNeayvioluHMy XapakTepHCTHEIMHN:

C = 330 g = 5 %
I = 133 mlu + 2 %
R + R, = 10 Owm + 2 9.

rae K; - CONPOTHEIEHHE OOMOTKH KATYIIKH HHOYKTHRHOCTH]

R, — BLIXOQHOE CONMPOTHRAEHHE AefubpHANATOPa.

[THEOBVIO AMILTHTYDY Ha BEXOAE JedhbpHANATORa YCTAHALTHELMT pank-
HoH 140 B = 3 %. 2KC HCOBTLIBAIOT, NOIARAH NOCHEIOEITETLHO TPH
HMOVALCE MOOoEHTEIRHOH nomapuocTH (+ 140 B) ¢ wuarepsanom 20 c.
[Mocke mavild B 60 ¢ NOBTOPAIOT TECT C TPeMA NMOJOOHLIMH HMITVITLCAM M
OTPHLIATENBHOH nomapHocTd (- 140 B).

443 [Mocne denumavHuid KO Q0m&KeH cOOTBETCTROBATL TYHETY
6.4.3241

6.4.4.4 DRC ¢ MOHOMOIAPRPHBIM BEXOIOM NPOBEPRIOT, KAk OMHCAHO B
myHKTax 6442w 6.4.4.3.

6445 ¥ OKC ¢ GHOMOIAPHEM BRXOTOM Kasuif BEIXNOO M KOPNVe
nooyepeaHo yeped pesnctop 300 Om £ 5 % COROHHAIOT C LENBIO O8-

iprbGpaanaTopa . Ecid Kopnyc NOKPWT HIWTHPYIOLIHM MaTepHATOM, TO

o1
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SKC noMeLMmoT B METALTHYECKYIO eMKOCTDL ¢ (PHIPACTEOPOM H COEIH-
HAKT KOPIVE ¢ eMEOCTRO. Momdrasms nponooaT B COOTBETCTEHM C
nyHETaMu 6.4.4.2 w 6.4.4.3.

R aepana LR R
|1a,auruﬂﬁ GF:I:;
B wann-
RO THI [ R.-_.|:|1ﬁna N
- DO
0 w1 % -_;

Prcydor 12—Cxema win wivepedns yerodiampocte RO g paapaay
AehHOpHATETORA

G446 D2KC, AMeiIHe HECKONLED BXOA0E H BRXOLI0E, HCMLITH BAMT,
Kak OnMHcaHo B nyHETe 6.4.4.5,

7 CONMPOBOAHTENBHAA TOKYMEHTALIHA

K. kasaoay KO npinaraonT

7.1 macrnopT, cofgepaallMi;

= HAMMEHOBAHHE HITOTOBHTENS WIH TOBAPHEN 3HAK C ApecoM,

= THIT MOIe1H,

= CepHHHLIA HOoMep,

- CPOK TOOHOCTH,

= METOI H JaTY CTepHIHIALHNM,

= napaserpi KO, HasepeHHBe npH (37 £ 2) "C Ha JKBHBANEHT=

Hodt marpyake 310 Om £ 3 % (oM. nmvakT 8.2.3),
rapaHTHiNBLE ODAIATENECTEA MITOTOBUTENRA,
2 PYKOBOACTRD ANA KITHHHUHCTA, cogspRanee
HHPOPMALTHID 00 HITOTOBHTENE (NOCTABILMNUEKE),
HHCTPVELHED M0 BCKPRITHIO CTEPHNEHOH YIIAKOBKH,
PeKOMEHAALHK MO OOPALIEHHIO H VCIOBHAM XpaHeHHs,
HHGopMaHe 0 2KC, BEOHOYAIILYIO MO0E0hL, Mepeyde s §ivHEI AR,

-

[T TR T
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npeanoaraesMeli { pacueTHbIN) Cpok cyERDBl 2KC, dHaHYeckHe Xapak-
TEPHCTHKHN (Macca, 0DLEM )

1.3 HHpOPMAHOHHEYI0 KAPTY-OIaHK b WMILTaHTauHy 2KC, BKI-
RTINS s

= BAHHBIE O DOMLHOM,

= HAMMEHOBAHMHE USHTPA, NI NMPOHIBeISHA WAIMTAHTALNA,

= @ H.0O. Bpayua, NPOHIBOOHBLIETD HMITAHTILHE,

= MOAeTk H HITOTORHTEIE DK,

= YCTAHORMEHHBIE napameTpl R,

= THIIE AIeKTPOIOE,

= NpHYHHL BMeHsl 2KC,

HPHAOKEHHE A

{chpaacroe)

EMTHHBIN KOO 3KC HOMEHKNATYPBL H ET0 NTPMMEHEHHE

Tatnuua | — Egnawil koo FKC vovensaarypa NBG-NASPE/BPEG

Mesaunn fysne B Fldssl C HEORTYE KCHILL

i ] (1}

':r:':n'IIH.ZIIIUIIIIIJI.I'I'HIE' EaeHe GVEnd B FRSECHELETY RS KO

[!I{'HI':IEII!-I Ha .'I.I.'T'I:I-:IIIFIi.'I'
il sl R Kimepalu]
TEEEWE CETDHTHH AR AE
CTHMYIAPYe MR [ae) KAH TR APYEs amy ee |
THHEMH:LTH

(} — Her [} — HET 0 — HeT
A — npeacepane A — npeacepane T — 3anyck
V — ®enyIoUek WVo— BeNVIOMCK 1 — GaoxkKposka
D — ofe kasmepea (A+Y) | D — obe xasepu (A+V) | P — obe doynkann (T+1)

-
|

i
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TaBanua 2 — [Mpuaerenne Koo

Fesuse K

(MnBACHENIE TPISEHENIEN KD

AOD

Crwmynmo e IIFIL'.':II.'EFl.'I:III.! };-.I.III.I:HIII.'II- ELOVIDUEDEDR 1B pEa
l'.'L'|.'|.'.I!II.'li.I AETHEHOCTH OTCY TOTHYET

AA

CrigsMynsi e m kT pelkill AETHHHOLTIE II|'I'.'iI'L'|.'|!l.'IIIl.I. Muoanene -
HET II|1I.'.1-i.'L'FI:III:l.'|i.I UTE S YIIHIE W AP M TN R CHOHTHHHOH aK1H B

HOCTH IIpc3cEpas k. }:-.'.'Iltl'Fll.l.llh Ay HEPUEA s AKTHEHOETH O1 YT
CTEYCT

AAT

Crm MYIIHLET M RN TN AXTHENGCTH EPeldCceEaiH. ll'|:||= H&n &l -
SHH CIIOHTIHRDH AETHHHOOTH r|11-'.'.||.'-.'[:-.||==-i QOECIEY LB TSR N
CHIERPEM HLE CTHMVITALIEE. HI:I'IIIFIIJ.'I:'_- AETHEHICTH SOOIV A0 KL
AITLYTCTHYLT

(LN

Crewynaums npeacepasi 1 xeavapukos, KonTtpons Keayaoy
KARIel W OpenCepanodl QKTHBHDCTIE OTCYTETHyET

(ERY |

E]II'-I:-'.'I!-I.LII!I Ilr.ll.'.'li.'l.'l:l.'.lill-l H EEAVISEIKIE, H.IZIIITFIL'I.'I:I'. ALY aow
KARHOVH (LK TH HBEDETI. |:III!|I:|-'.'II-IIHIII MRCACEPOHE RPOHDOWATLE  HaO

OasnerA YACTITE, & AEAYHOMESRE — B RDHUET YOTHHORIEHEHTCE Y
HHTEPRILIE EPR STLYVTCTHREH CIREHH TRl H O :#.w.'.'l:..'.l'J'l:l-:fllI'."ii dETIEE

nocTH. TTpd AeTEETHPOBUIHHA EEAVIOUKDEDA AKTHHHOCTH yoTa
HUBANNAETCH HOoBwE A-Y naTepran

WM

|:.:I'I-I'|I:|'.'I.'-|!III:!-I ECAVIO'KDOS. H.I:III:IFI:I.II: :ll-.l.'.'l:n'.1'.1'I:I-:l:IIJL11I H npea
CEPANHDE AETHEMIETH O1CYTUIRYET

Vvl

'|.-.:I'I-'I'|I:|'.'I!-I'!IIIJ-I H EOHTPONE AETHEHOCOTH KEAVIDUKOE, NMoaasne-
HIE HEAVIEY KOEE CTHHYAHEARE TPE MEUPEHE CIEOHETAR RO K
THHHMCTH. Kon TPoLiE II'|1I.'.I'i.'I.'[!l:IIIl:IiI AdETHHRHOLTIE OTCYTLTHYET

¥AaT
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