MEXXIOCYOAPCTBEHHbIA COBET MO CTAHOAPTU3ALIUW, METPONIOIMW U CEPTU®UKALIUM
(Mrc)
INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

rocTt

MEXITOCYOAPCTBEHHBIN
sdpdboide ISO/TS 81060-5—
2024

COPUTMOMAHOMETPBbI
(MSMEPUTEJNN APTEPUATIBHOTIO OABJIEHUA)
HEUHBA3UBHbIE

YacTtb 5

TpeboBaHMA K NTOBTOPAEMOCTU U BOCNPOU3IBOANMOCTHU
CUMYNATOPOB HEMHBA3UBHOIO apTepuaribHOro
AasneHus (NIBP) npu ucnbitaHMm aBTomaTuyeckmnx
HeMHBa3nBHbIX c(purMmomMaHOMETpPOB
(ISO/TS 81060-5:2020, Non-invasive sphygmomanometers — Part 5: Requirements

for the repeatability and reproducibility of NIBP simulators for testing of automated
non-invasive sphygmomanometers, IDT)

N3pgaHue ochuymansHoe

Mockea
POCCMMCKMA MHCTUTYT CTaHOAPTU3aLMKN
2024

GostExpert.ru
https://GostExpert.ru/gost/gost-81060-5-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69293
https://gostexpert.ru/gost/gost-81060-5-2024?utm_source=pdf&utm_medium=69293&utm_term=page

FOCT ISO/TS 81060-5—2024

MpeaucnoBue

Llenu, ocHOBHbIE NpUHUMNLI K obLWKWe NpasBuna nNpoeeaeHsa paboT No MeXrocyaapcTBeHHON cTaHgap-
Tuzaumm yctadoeneHsl FOCT 1.0 «MexrocynapcTBeHHasa cucteMa ctaHaapTusauun. OCHOBHbIE MONOXEHUs»
n MOCT 1.2 «MexrocynapcTeeHHas cucteMa ctaHgapTusauuy. CTaHaapTsl MeXrocyqapcTBeHHbIe, NpaBuna
N pekoMeHAaUuM No MeXrocyfapcTBeHHON cTaHfapTuaaumu. Mpasuna paspaboTku, NPUHATHS, 0BHOBNEHUS
N OTMEHbI»

CeBepeHus o cTaHgapTe

1 MOOrOTOBNEH O6uwecTBoM C OrpaHMYeHHOW OTBeTCTBeHHOoCTbio «MepaTtexctangapt» (OOO
«MepTexcrtaHgapT» ) Ha OCHOBE COGCTBEHHOMO NepeBona Ha PYCCKUIA A3bIK aHMTOA3bIYHOW BEPCHUM LOKYMEHTA,
YKasaHHOro B NyHkTe 5

2 BHECEH ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY PETryNMPOBaHUIO U METPONOTuK
3 NMPUHAT MexrocyoapCTBeHHEIM COBETOM MO CTaHAapTuM3auuu, MeTponoruM U cepTudukaumm

(npoTtokon ot 30 ceHTnbpst 2024 1. Ne 177-M1)
3a NpuHATHE NPOrorocoBanu:

KpaTkoe HauMeHOBaHWe CTpaHbl Koa cTpaHbl CokpalleHHoe HauMeHoBaHWe HauMoHaneHoro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHAapTu3auuu
ApmeHuns AM 3A0 «HauwoHanbHBI OpraH Mo cTaHgapTU3auun wu

mMeTponoruuy» Pecrybnvkn ApmeHnst

benapycb BY [occTaHgapT Pecnybnukn benapyck

KazaxctaH KZ locctaHpapt Pecny6nuku KasaxctaH

Kupruzusa KG KblpreiacTangapT

Poccus RU Poccrangapt

YabekucrtaH uz Y3beKcKoe areHTCTEO N0 TEXHWYECKOMY PerynnpoBaHuto

4 TMpwvkasom PenepanbHOro areHTCTBa MO TEXHUYECKOMY perynupoBaHuitd 1 meTtponorin ot 30 ceHTs-
Bps 2024 r. Ne 1301-cT mexrocygapctBeHHbln ctaHgapT NOCT ISO/TS 81060-5—2024 BBeneH B 4eACTBME B
KayecTBe HauMoHanbHOro ctaHgapta Poccunckon @enepaunn ¢ 1 viona 2025 .

5 HacTtoawwii ctaHgapT MAEHTUYEH MEXOyHapoaHoMY AokymMeHTy ISO/TS 81060-5:2020 «Chpurmoma-
HOMETpPbl HEMHBa3uBHbIe. HacTe 5. TpeboBaHWs K NOBTOPAEMOCTH U BOCMPOM3BOAUMOCTH CUMYSTOPOB HEWH-
Ba3nBHOro aptepuansHoro gasnenusa (NIBP) npy ncnbitaHum aBTOMaTU4eCKUX HEMHBA3UBHbLIX COMIMOMaHO-
meTpoB» («Non-invasive sphygmomanometers — Part 5: Requirements for the repeatability and reproducibility
of NIBP simulators for testing of automated non-invasive sphygmomanometers», IDT).

MexagyHapoaHelid 4OKYMeHT paspaboTaH nogkomuteToMm SC3 ISO «AnnapaTtbl UCKYCCTBEHHOW BEHTUMS-
LMW Nerkux U cBA3aHHble ¢ HAMK yCTponcTBa» TexHudeckoro komuteta TC 121 « OBopynoBaHue ona aHecTe-
3MM N UCKYCCTBEHHOM BEHTUNAUMKW Nerknx» 1 nogkomutetom 62D IEC «3nekTpomeguuumHckast annapartypa»
TexHunyeckoro komuteta TC 62 «OnekTpoobopygoBaHe B MeOULIMHCKOW MPaKTUKe».

HaumeHoBaHue HacTosILWEero cTaHgapTa M3MEeHEeHO OTHOCWMTENbHO HaWMMEHOBaHUA YKa3aHHOro Mexay-
HapOAHOro cTaHgapTa Ans YBA3KW ¢ HAUMEHOBAHUSAMMU, MPUHATLIMU B CYLLECTBYHOLLEM KOMMMEKCE MEXIOoCy-
[AapCTBEHHbIX CTAaHOAPTOB.

Mpu NpUMeHeHUN HACTOALLEero cTaHAapTa PEKOMEHAYETCA UCMONb30BaTh BMECTO CChINMOYHbLIX MeXay-
HapOAHbIX CTaHOapTOB COOTBETCTBYHOLLME UM MEXIOCYAapCTBEHHble CTaHAapTbl, CBEAEHWS O KOTOPbIX Npu-
BEeLleHbl B JONONHNUTENBHOM Npunoxenun A

6 BBE[JIEH BINEPBbLIE
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Urgpopmayus o geedeHuu 6 delicmeue (npekpaweHuu delicmaus) Hacmosaweao cmaHoapma u uame-
HEHUU K HeMy Ha Meppumopuu yKkasaHHbIX ebiwe eocydapcme ny6nukyemcs 8 yKkasamessx HayUuoHambHbiX
cmaHdapmos, uzdagaembix 8 amux eocydapcmeax, a makxe 8 cemu MiHmepHem Ha calimax coomsemcmaey-
HOUUX HayUuoHambHbIX 0p2aHo8 o cmaHdapmusauuu.

B cnyyae nepecMompa, U3MeHeHUs Unu omMeHbl Hacmosuwje2o cmaHdapma coomeemcemayrowas UH-
gopmayus 6ydem onybnukoearHa Ha oghuyuanbHOM uHmepHem-catime MexzocydapcmeeHHoz0 cogema Mo
cmaHOapmu3ayuu, Memponoauu u cepmughukayuu 8 kamanoee «MexzocydapcmeeHHble cmaHoapmei»

© IS0, 2020
© Odhopmnenune. ®IBY «HCTUTYT cTangapTusauuuny, 2024

B Poccuiickoin Penepaumm HacTosWMIA CTaHAapT HE MOXKET BbITb MOMHOCTLIO UMK
or YacTM4YHO BOCMNPOMU3BEAEH, TUPAXKMPOBAaH U pacnpocTpaHeH B kadecTse ouumansHoro
nzgaHus bes paspewenuna OegepansHOro areHTCTBa NO TEXHUYECKOMY PEerynupoBaHUK

U METPONoriu
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BeepneHue

HacTtosawmin ctaHoapT uaeHTUYeH MmexayHapogHoMmy nokymeHTty ISO/TS 81060-5, nogrotoBneHHOMY
coBmecTHo nogkomutetom SC3 ISO «Annapatbl UCKYCCTBEHHON BEHTUMSLMU NErkUMX U CBA3aHHbLIE C HUMU
ycTponcTeay TexHudeckoro komuteta TC 121 «ObBopynosaHne Ansi aHecTe3Wn U MCKYCCTBEHHOW BEHTUMS-
uun nerkmx» 1 nogkomutetom 62D IEC «OnekTpomeauunHckas annapartypa» TexHu4deckoro komuTeTta TC 62
«3nekTpoobopynoBaHue B MeOULUHCKOM NPakTUKe».

MNepeyeHb Bcex yacTtel cepun 1ISO 81060 m cepum IEC 81060 npueeneH Ha Beb-canTe ISO.

Mockonbky cumynamops! NIBP, npegHasHa4vyeHHble ANS UCAbITAHUS agmomMamuyeckux cehuaMomaHo-
Mempoe, 4acTo UCNONbL3YT ANA NPOBEPKM CTabWNBHOCTWM a8moMamuYeckux cghuaMoMaHoMempoe B Xoae
3KcnnyaTtayuun, nocne peMoHTa Unu Ana cpaBHeHWUs agmomMamuyeckux chueMoMaHoMempoa OOHOro W TOro
e Tvna cnegyet obecnednTs Mx NOBTOPAEMOCTE M BOCMPOM3BOAUMOCTD.

Hacrtoswmin ctaHgapT cnegyet ucnonb3oBaTh ANdA onpefeneHusa kadectea cumynamopa NIBP nocne
€ro M3roTOBINEHUS, NMPOAAXKU UMK NONMYYeHWUA 0meemcmeeHHOU opaaHu3ayuel U NnocrnenywLLero nepuoguye-
CKOTO MCMLITAHUSA C Lenbi KOHTPONs kadecTBa. B HacTosAwem cTaHOapTe ykazaHbl OMYCTUMbIE Npegernsl no-
BTOPSEMOCTW ¥ BOCMPOU3BOAMMOCTH B OTHOLLEHUN pa3maxa u popmbl reHepupyeMblx konebaHuin. KocBeHHO
HaCTOALLMA CTaHAApPT TakKe No3BoNnAeT NPOBEpPUThL NMOBTOPSIEMOCTL U BOCMIPOW3BOAMMOCTL (hOpMbl ornbato-
LLLle reHepupyeMbix konebaHuii Npu gaeneHn B Mamxeme. [MoCKONbKY HacTOSALWMA CTaH4apT pernameHTupy-
€T U3MEPEHNHA NPU PasnNUYHbIX CTATUYECKUX AaBNEeHUAX ANnA O4HOW U TOW Xe HacTpourkn cumynamopa NIBP,
ornbaroLas n3MepsieTcs Npy ABYX UNKU Tpex 3Ha4YeHnsIX AaBneHus. Ecnu ecTs 0CHOBaHWS COMHEBATBLCA B TOM,
YTO 3TOrO0 KOMWYECTBA OOCTATOYHO, UCMbITAHUME MOXET ObiTh pacliMpeHo Ao naTtv unu Bonee cTaTUYeCcKUX
naeneHunin. OcyLLecTBUTL 3TO HA NpaKTUKe HETPYAHO, CpaBHUB BCHO OrmbarolLyto reHepupyemsix konebaHuin B
X0[e QUHaMWUYECKOro npouecca, T. e. NyTeM peructpaluy JaHHbIX BO BPeMs CNycka MaHXembl N HarHeTa-
HWUS B Hee Bo3ayxa. [1na Takoro poda AMHaMUYeCcKuX n3aMepeHnin Heobxoguma MAeHTUYHas KpMBas cnycka uim
HarHeTaHusl. TeXHUMYecKn 3TO MOXKeT DbITb cAenaHo NocpeaCcTBOM MpoLecca 3aMKHYTOrO LKA, 4To SBnseTcs
HenpocTon 3agaven. [Nockonbky konebaHua Npu NOCTOSHHOM AABMEHWMM HE OTMMYAKTCS OT kornebaHuin npwu
HeBoNbLUMX N3MEHEHUSIX OABNEHUS, NpegnaraeMblid NoAXon SABNAETCS AOMNYCTUMBIM.

WMcnbiTaHusa, onMcaHHble B HACTOSLLEM CTaHAapTe, crieqyeT nepuogndeckn noetTopsaTk, YTobel obecne-
YUTb JONITOCPOMHYIO CTabunbHOCTE cumynsmopa NIBP.

B HacTosilwem cTaHgapTe npepnonaraetca cbanaHcupoBaTb UCNbITaHUA, Heobxoaumble ana obecne-
YeHus ctabunbHocTu cumymnsmopa NIBP, Tpebyemoi ans npaBunbHOW paboTbl, U 3aTpayMBaemMble Ha HUX
ycunus. MHorve n3 Tpebyembix 3annucei MoryT BbiTh OLEHEHbI C PA3NUYHBIX TOMEK 3PEHMSA.

B HacToslem cTaHgapTe NpUHATEI cnegyrolwmne WpngToBbIE BbAENEHNS:

- TpeboBaHWs, COOTBETCTBUE KOTOPLIM MOXET OblTb NPOBEPEHO, N onpeaeneHns — nNpsMon WpudT;

- NpUMEeYaHus N NPUMepbl — MPAMOKN WPUMPT YMEHbLUEHHOMO pasmepa;

- MePMUHbI U MemoOb! UCrbIMaHull — Kypcus.

B HacTosileM cTaHAapTe COK3 «Un» NMPUMEHSIOT KakK «BKITHOYaloLlee unu», T. e. yTBepKaeHue dyget
MCTUHHBLIM Npu Nnoboi koMbuHaunm ycrnoBui.

3HaveHne BCnoMoraTenbHbIX FNaronos:

- «OomkeH» — cooTBeTcTBMe TpeboBaHnaM unm ucnbliTaHUsaM 06s3aTenbHO ANS COOTBETCTBUS HACTO-
AlWeMy ctaHaapTy;

- «cregyet» — cOOTBeTCTBME TpeboBaHWAM WM UCMbITAHMSAM peKoMeHZOBaHO, HO He 00A3aTernbHo
[N COOTBETCTBUA HACTOSALLEMY CTaHOapTy;

- «MOXET» — OMNUCAHWE OONYCTUMbIX NyTER AOCTWXEHNA COOTBETCTBUS TpeboBaHUAM UMK UCMBITAHWUAM.

- «cnocobeH» — onucaHne BepPOATHOCTWA WM BO3MOXKHOCTH;

- «06s3aH» — BblpaXeHue BHELUHEero orpaHu4YeHus.

3Hak 3Be3goqkK (*) y Homepa NyHKTa Wiy NognyHKTa pasgena, uny 3arofioska Tabnuupbl yKasbiBaeT, 4To
B MPUNOXEHNN A NPUBELEHbI COOTBETCTBYIOLLME NOACHEHWNS.
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M E X I OCYOAPTG CTUBTEHHUB i C TAHOAUPT

COPUTMOMAHOMETPbI (WBMEPWUTENU APTEPUANBHOIO QABNEHWA) HEUHBA3WUBHbBIE
Yactbe 5

TpeboBaHMA K NOBTOPAEMOCTU M BOCNPOM3BOAUMOCTM CUMYNATOPOB HEMHBA3UBHOIO apTepuankbHo-
ro gasneHus (NIBP) npu ncnbitaHun aBToMaTMYeCKUX HEMHBA3UBHLIX cchUrMoMaHoOMeTpoB

Non-invasive sphygmomanometers (measuring devices of arterial pressure). Part 5. Requirements for the repeatability
and reproducibility of NIBP simulators for testing of automated non-invasive sphygmomanometers

Dara BBegeHna — 2025—07—01

1 O6nactb npumeHeHUA

Hactoawwmin ctaHgapT ycTaHaBnusBaeT TpeboBaHWS K MOBTOPSEMOCTM U BOCMPOU3BOAUMOCTU CUMY/IS-
mopoe HeuHeasueHoz0 apmepuanbHo20o dasneHus (NIBP), npegHasHadeHHbIX 015 UCMbITaHWUA aemomamu-
Yeckux cehuaMoMaHoMempoa, UCNONb3YIOLWNX TONBKO OCLUNOMETPUYECKUIA MEeTO.

[ononHUTeNsHO UCMBITAHUIO NOABEPraeTcs YyacToTa Nynbca, ycTaHoBNeHHasa Ha cumyngmope NIBP.

HacTosawmin ctaHgapT He NpefHa3HadYeH ans Toro, YTobbl COOTHOCKUTL CUTHANbI, FTEHEPUPYEMbIE CLIMYIIS-
mopom NIBP, c curHanom, 3anucaHHbIM NOCPEACTBOM MaHXembl, HAAeTon Ha Yenoeeka. HacTtoAwmin cTaH-
[apT TakKe He fnpefHa3Ha4vyeH Ans NpoBepky B3auMOOeNncTBUA Mexay cumynsmopom NIBP 1 ucnbiTyemMmbiM
asmomamu4eckumM cghuaMomaHoOMempoM (Hanpumep, COOTBETCTBUS YCTAaHOBMNEHHbIX 3HAYEHUI cuMynsmopa
NIBP n oTobpaxaembiX 3Ha4eHWIA UCMBITYEMOro agmomMamu4ecko2o cghuaMomMaHoMempa Unn CBOMCTB MaH-
Kembl N TPYBKKN, TaKMX Kak KOHCTPYKLMS UMK 3NacTUYHbIE CBOMCTBA).

MpumeyaHune 1— YKkasaHHble NnapameTpbl MOryT ObiTb UCMBITAHbl OTAEMNBHO B XOAE KTUHUYECKO20 Ucrbkima-
HUSA UNn C UCNONb30BaHMEM pasfmMYHbIX cneunarnbHbliX UCNbITATENbHBIX YCTAaHOBOK.

B HacToswem cTaHgapTe He paccmatpuBaeTcs cnocobeH nu cumynsmop NIBP npoeepuThk TOMHOCTb
abConiTHOro 3Ha4YeHUss apmepuanbHo20 OaseHuss agmoMamu4eckux cghueMoMaHoMempoes ¢ ocuunome-
TPUYECKMM METOOOM M3MEPEHMUS.

MpumedyaHue 2 — OBbLIMHO 3TO UCMLITLIBAIOT NOCPEACTBOM KIUHUYECKO20 UCMbIMaHUs B COOTBETCTBUU C
ISO 81060-2 nnu ApyrMMin NPOTOKONaMM.

HacTtoswmin ctangapT npuMeHnm K cumynsamopam NIBP, npegHasHavYeHHbIM A5 UCMbITAHWUA agmoma-
MmuYecKkux cgpuaMoMaHoMempos Ansl B3POCNbIX, AeTel U HOBOPOXOEHHLIX ONsl NPOBegeHUs N3MepeHuid Ha
nnede, begpe U T. 4., a TaKKe asmMoMamuyeckux cghueMoMaHoMempoe Ans NpoBedeHUs M3MepeHuid Ha 3a-
nacTbe.

2 HopmaTuBHbI€ CCbIJIKK

B HacTosileM cTaHaapTe NCMNoMNb30BaHbl HOPMATUBHbLIE CChINKWM HAa crieayowmne cTaHaapTel [Ana gatu-
POBaHHbIX CCbINOK NPUMEHSIOT TONbKO yKaszaHHOe M3gaHue CCbINOYHOro cTaHaapTa, Ana HeJaTUPOBaHHbIX —
nocrnegHee nganve (BKNKYas BCe M3MEHEHUs)]:

ISO 14155:2011"), Clinical investigation of medical devices for human subjects — Good clinical practice
(KnuHuyeckme nccneqoBaHus MeAULMHCKUX M3Aenuid Ans niogei. Hagnexauas knuHM4Yeckas npaktuka)

1) 3ameHeH Ha ISO 14155:2020. OgHaKO AN OOHO3HAYHOO COBMoOeHNs TpeboBaHW HacTosALLEro cTaHgapTa, Bbl-
pa)<eHHOoro B 4aTUPOBaHHOW CChINKE, peKOMeHAYeTCs UCNOMNb30BaTe TONBKO yKa3aHHOE B 3TOW CCbINKe n3gaHue.

WN3paHue ochbnymnansHoe
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ISO 81060-1:2007, Non-invasive sphygmomanometers — Part 1: Requirements and test methods for
non-automated measurement type (CpurmomaHomeTpbl HemHBa3uBHble. HacTte 1. TpeboBaHua u meTodpl Mc-
NbiTaHWA MOAENen ¢ HeaBTOMaTUYECKUM TUMOM N3MEepeHNs)

IEC 60601-1:2005+AMD1:2012, Medical electrical equipment — Part 1: General requirements for basic
safety and essential performance (M3nenus MmeguunHckue anekTpuyeckue. Yacts 1. Obwme TpeboBaHusa bes-
OMacHOCTW C Y4ETOM OCHOBHbIX (DYHKLMOHAMbHbIX XapaKTepucTuk)

IEC 80601-2-30:2018, Medical electrical equipment — Part 2-30: Particular requirements for basic safety
and essential performance of automated non-invasive sphygmomanometers (WU3genns meguuuHckue anek-
Tpudeckune. YacTtb 2-30. YacTHele TpeGoBaHus Be30nacHOCTY C y4eTOM OCHOBHbIX (DYHKLMOHAMbHbBIX XapakTe-
PUCTHK K aBTOMaTUYECKUM HEVMHBA3WBHbLIM ChUrMoOMaHoMeTpam)

3 TepmMmuHbI U onpeaeneHus

B HacTofllem cTaHOapTe npuMMeHeHbl TepMuHbel no ISO 14155:2011, 1SO 81060-1:2007,
IEC 60601-1:2005+AMD1:2012, IEC 80601-2-30:2018, a Takxe crieqytLLne TEPMUHbI C COOTBETCTBYHOLLMMM
onpeaeneHnsiMu:

ISO n IEC nogaepxumBaroT TEPMUHOMNOrMYECKY0 6asy AaHHbIX, MCMONb3yeMyto B LensxX cTaHgapTMsaunm
no cregdywLwmmM agpecam:

- nnatdpopma oHnanH-npocmoTpa ISO, goctynHa no agpecy: https://www.iso.org/obp;

- Onektponenua IEC, gpoctynHa no agpecy: http://www.electropedia.org/.

MpumeuyaHue — AndaBuTHbIN yKa3aTenb TEPMUHOB NPUBEAEH B NpunoxerHun B.

3.1* cMMynATOp HEMHBA3UBHOIoO apTepuansHoro gasneHus; cumynstop NIBP (non-invasive blood
pressure stimulator; NIBP simulator): W3genue, reHepupyloLlee UCKYCCTBEHHbIE konebaHua apmepuanbHo2o
dasrieHuUs B MHeaMamu4yecKkol cucmeme asmoMamuyeckux cghuaMoMaHoMempos, KOTOPoe CMNOMb3YHT ANs
NCNbITaHUSA agmoMamuyYecKux cchuaMoMaHoOMempos.

MpumevaHnue 1 — Cumynamopsi NIBP He cnocobHbl NoaTBEpANTE TOYHOCThE asmomMamuyeckoao cghuamo-
maHomempa. Cumynamops! NIBP ncnonb3ayioT AnA OLEHKM NOBTOPSAEMOCTM M BOCMPOU3BOAMMOCTIU pPe3ynsTaTtoR padoThl
asmomMamu4eckoz0 cghuzMomMaHoMempa.

MpumeuvaHnue 2— He ece cumynamopsl NIBP coBMecTUMbI C a8momMamu4eckuM cqhueMoMaHOMEMpPoM.

4 TpeboBaHMA K TEXHUYECKUM NapamMeTpam

4.1 To4HOCTb U3MepeHUsa cTaTUYEeCcKOro AaBneHus

4.1.1 OBopynoBaHue

4.1.1.1 3TanoHHbIA MaHOMETP C Npedenamu gonyckaeMom norpewHocty 0,3 mm pT. cT. (£0,04 kMa).
4.1.1.2 (Pyu4Hon) Hacoc.

4.1.1.3 Tpybkn.

4.1.1.4 T-obpa3sHble coeguHUTENW.

4.1.1.5 Pezepryapbl Ang Bo3gyxa emkocTbio (500 + 25) mn u (100 + 10) mn.

MpumMeuaHue — McnbiTaTensHas ycTaHOBKa NpUBefeHa Ha pucyHke 1.

4.1.2 TpeboBaHusA

4.1.2.1 MuHumansHoe paspelueHue cumynsmopa NIBP pomxHo coctaenats 0,1 MM pT. cT. (0,013 kMa)
UNu MeHee.

4.1.2.2 Bo Bcem guanasoHe temnepatyp ot 15 °C go 25 °C u oTHocuTenbHon BnaxHoctn oT 15 % o
85 % (6e3 koHOeHcaUMKn) MakcumarbHas NOrpeLlHOCTb U3MEPEHNA AaBNEHNUs B NMoBoR TOYKe HOMUHAaNbHO20
JuanazoHa uaMepeHuin fomkHa bbiTe B npegenax 1,0 mm pT. cT. (0,13 klMa), ecnu B 3KkcnnyaTaunoHHbIX 0-
KyMeHTax He yKasaHO WHoe.

Bo Bpemsa vcnbiTaHUsA cnefsaTt 3a TeM, YToObl TeMnepaTypa ocTaBanack B npegenax 1 °C, a oTHocu-
TenbHas BNaXHOCTb — B npegenax 5 % OT ykasaHHbIX 3Ha4yeHui. IameHeHne atMocdepHoro AaBneHns Bo
BPEMSA MCMbITAHWA CNOCOBHO MOBNUATH HA pe3ynbTaTthl, MO3TOMY, HanpMMep, cnegyet u3beratb OTKPbIBAHUA
1 3aKpblBaHWA OBEper N OKOH.

CooTBeTCTBME YCTAHARMMUBAKT NPOBEEHUEM CeayHLLEero NCNbITaHUS.
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BbinonHawT namepeHus ¢ warom He 6onee 50 mMm pT. cT. (6,67 klMa), Ha4ymHas ot 0 mm pT. cT. (0,00 klMa)
A0 MakCUManbHOro HOPMUPOBaHHO20 AABMNEHUS, YKAa3aHHOTO M3rOTOBUTENEM AN YBENUYEHWS U YMEHbLIEHUS
paenexus. Cm. Tabnuuy 1.

M pumedYyaHune — ﬂpoeepky rTMCTepe3nca He NpPoBOAAT, NOCKONbBKY 3TO HE mMurnoegoe ucrbsimadue.

2

1 — 3TanoHHbIA MaHOMETP; 2 — pesepByap Ans Boaayxa; 3 — cmumynamop NIBP; 4 — Hacoc

1

PHC){HDK 1 — CxemaTtuyeckui PUCYHOK ucnbITaTensHoOMn YCTaHOBKW OA5A NPOBEPKK M3MEPEHNA CTATUYHECKOro gaeneHna

Tabnuua 1— I'Ipmmep Tabnuukl ona permcTpauii TO4YHOCTU M3MePEHNA CTaTU4eCKOro gaBneHua

[aeneHue, aT.,
MM pT. CT.2

MM pT. CcT.2

HaeneHwe, cumynamop
NIBP, ysenuueHuve,

MorpelHocTb

(cum. — aT.),

yBenuyeHue,
MM pT. cT.2

Haenenve, cumynsamop
NIBP, ymeHblUeHWE,
MM pT. CT.2

MorpelwHocTb

(cum. — at.),

yMeHbLUeHWe,
MM pT. cT.2

0

50

100

150

200

250

300

2 1 MM pT. cT. = 0,133 kla.

4.2 ToyHOCTb onpegeneHus 4acToTbl Nynbca

4.2.1 OBopygoBaHue
McnonbayoT obopynoBaHue, ykasaHHoe B 4.1.1, a Takke cnegyollee:
4.2.1.1 Bnok peructpauun co crnegyrLlnmMn xapakTepucTkamm:

O T o

aHanoro-undposoi npeobpasoeatent =12 oOuT;
f) wacTtoTa guckpetmsaumm =100 u.
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) namepeHve gaBneHus ¢ npegenamu gonyckaeMmon norpewHocty 0,3 mm pT. cT. (£0,04 kMa);

) BepxHui npegen ananasoHa gaenenuin <500 mm pr. cT. [06bivHO oo 330 mm pT. cT. (44,0 kMa)];
) BpeMeHHas pa3BepTka C npegenamu gonyckaemon norpeluHoctn 0,2 ¢;

d) Bpewmsa 3zanuvcu 260 c;

e)
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MpumeyaHue — CxemMaTUYECKMIA PUCYHOK MCMLITATENBHOW YCTAaHOBKM ONS NPOBEPKKM Y4acToThl Nynbca npu-
BEAEHa Ha puCyHKe 2.

2

1 — aTanoHHbLI MaHOMETP; 2 — pe3epByap Ans Bosayxa; 3 — cmumynamop NIBP; 4 — nacoc; 5 — bnok peructpaunm

PucyHok 2 — CxeMaTUYecKni pUCyHOK UCTBITATENBHOW YCTAaHOBKW 4NA NPOBEPKX YaCTOThl NyNnbca U NOBTOPAEMOCTH
pasmaxa koneGaHuit

4.2.2 TpeboBaHusa

Bo Bcem guanasoHe Temnepatyp ot 15 °C go 25 °C 1 oTHocuTenbHOM BnaxHocTth oT 15 % go 85 % (bes
KOHAEHCaLMK) MakcuMarnbHas NorpeLHocTb M3MepeHnsl YacToTel Nynbca npu Nobon BelibMpaemoit YacToTe
nynsca gomkHa bbiTe B Nnpegenax £1,0 MuH~1, ecnn B 3KcrnnyaTaumoHHbIX JOKYMEHTaX He yKa3aHo MHOe.

Bo Bpems ucneiTaHus cnegqart 3a TeM, 4Tobel TemnepaTtypa octaBanack B npegenax 1 °C, a oTHocuTenb-
Has BNaxHOCTb — B npefenax 5 % OT yKkasaHHbIX 3HaYEeHUIA.

CooTBeTCTBME YCTAHABMMBAKT NPOBEAEHMNEM CNeayHLLEero NCNbITaHUS.

PeructpupytoT curHansl, reHepupyemsle cumynsamopom NIBP npu NOCTOSIHHOM AaBMeHUU B TEYEHWUE He
MeHee 60 ¢ ana pasnu4yHbiX HacTpoek cumynamopa NIBP v nogknioyaeMbix pesepByapoB Ana Bozayxa. Pe-
3epByap obbemMom 500 M MCMONb3YIOT 4NA MMUTaUUK MaHXem Ha nnedqo, a pesepeyap obbemom 100 mn —
ONs UMUTaLWMKM MaHXem Ha 3ansicTbe U HeoHaTanbHbIX MaHxem (OANs HOBOPOXAEHHLIX).

MopcunTeiBalOT KOnNMYecTBo konebaHuin n 3a BpemeHHow nHTepean 60 c, 4yTobbl onpegenuTs YacToTy
nynsca no 3anucu. Yncno n npeacraenseT cobor 4acToTy Nynbca B UMMyNbCcax B MUHYTY. 3anMCbIBAKOT MO
KpalHeil mepe TpW pasnuyHble 4acToThbl Myrbca, NMPOM3BOMbHO BbiDpaHHbIe ANS pexyuMa AN B3POChblx, W
OBe pasnu4yHble Y4acToThl MyfibCa, MPOW3BOMbHO BbiDpaHHble ANS HeOHamasnbHO20 pexuma, ecniu TaKoBOW
nMeeTcs.

[ns cokpalleHWnsi KONMM4YecTBa M3MepPeHUA HeobxoauMble OaHHbIE MOTYT ObiTh B3ATbI M3 U3MEPEHUN,
BbIMOMHEHHBbIX B 4.3.

4.3 MNMoBTOpAeMOCTb pa3Maxa KonebaHuun

4.3.1 ObopynoBaHue

Mcnonb3yoT obopynoBaHue, ykasaHHoe B 4.2.1 u NpMBEeLEHHOe Ha PUCYHKe 2.

4.3.2 TpeboBaHusA

Bo Bcem gmnanasone temnepaTtyp oT 15 °C go 25 °C v oTHocuTenbHou BnaxHoctu ot 15 % o 85 %
(6e3 koHOeHcauunuM) 3KCNnepMMeHTansHoe CTaH4apTHOE OTKINOHEHWE pa3maxa konebaHui (yOBOEHHON am-
nnutyabl) 10 noBTOpAOWMXCA KonebaHuin JomkHo OeiTe B npegenax 0,05 mm pt. cT. (0,007 kMa), ecnn B
3KCMNyaTauUOHHbIX JOKYMEHTax He YKa3aHo UHoe.

Bo Bpemsi ucnbiTaHUs cnegaTt 3a Tem, 4ToObl TeMnepaTtypa ocTaBanachk B npegenax 1 °C, a oTHocuTernb-
Has BnaxHocTb — B npegenax 5 %. MiameHeHne atmocdepHoro JaBNeHUs BO BpEMS UCMbITAHUST CnOCOBHO
MOBMWSITL HA PE3yNbLTaThl, NO3TOMY, HAaNpUMep, cnenyet naberate OTKPLIBAHUA U 3aKPLIBAHUSA OBEPEN U OKOH.

BbluncnawT cpegHee 3HavyeHe pa3maxa konebaHwuii. NonyyeHHoe cpeagHee 3Ha4YeHWe ABNSETCS UCXOA-
HbIM 3Ha4YeHWEeM AN UCMbITaHWA Ha BOCNPOM3BOAMMOCTL (CM. 4.4.2).

CooTBeTCTBME YyCTaHaBNMBAKOT NPOBEAEHUEM CreayHLEerc NCnbITaHus.

PeructpupyroT curHansel, reHepupyemole cumynsamopom NIBP npu NOCTOSIHHOM AaBMeHUU B TEYEHWUE He
MeHee 60 ¢ ona pasnu4yHbIX HacTtpoek cumynamopa NIBP v nogknw4yaembix pe3epByapoB Ans Bozayxa. Pe-
3epeByap obbemom 500 Mn MCNoOnb3yT 4N UMUTAUWK MaHXem Ha nnedyo, a pesepeyap obvemom 100 mn —
ONs UMWUTaALMU MaHXem Ha 3ansacTbe W HeOHaTanbHbIX MaHxem. 3anuck OMKHa AnMTbes He MeHee 60 c,

4
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4TOBBI MOXHO BbINO paccHUTaTh IKCNEPUMEHTalNbHOE CTaHAapTHoe oTKIoHeHe 10 paamaxos reHepupyemMblx
KonebaHwi Ana Kaxgon koMbuHauun napameTpoB. BeivucnsaioT cpegHee 3HaveHve ana 10 pasmaxos, ecrnu
Ans Kaxaon KombuHauMm napamMeTpoB BbINONHEHO TpeboBaHve 0 CTaHAAPTHOM OTKIIOHEHWW.

McneiTbiBakOT NOBTOPAEMOCTE pa3mMaxa KonebaHui npyu ypoBHAX CTaTUYeCKOro AaBneHus, yKasaHHbIX
B Tabnuuax 2 n 3. Ecnu cumynamop NIBP He yoaeTcsa ycTaHOBWUTbL Ha 3HadeHusl, NpuBedeHHble B Tabnu-
uax 2 n 3, BbibupaT bnvxailiee U3 BO3IMOXHbIX 3HAYEHWNA.

4.4 Bocnpou3BoguMOCTb pa3zmaxa konebaHum

Bocnpov3eoavmMocTe pasMaxa konebaHuii 1 4acToTel NynbCa NPOBEPSOT NOCNe peMOoHTa U Yepes pery-
nsipHble NPOMEXYTKU BpEMEHW, pEKOMeHA0BaHHbIE U3rotoBuTenem cumynamopa NIBP, Ho He NpeBbilwakLwne
OBYX IeT, NpU YPOBHSIX CTATUHECKOro AaBMeHUs, yKkasaHHbix B Tabnuuax 2 n 3. Pe3ynbsTaTel CONOCTABNSAKT C
pesyrnsTaramMi NepBoHa4varnbHBIX UM NOCNegHNX N3MEPEHUN, BbIMOMHEHHbIX paHee.

4.4.1 OGopygoBaHue

WMcnonbayoT obopynoBaHue, ykasaHHoe B 4.2.1 1 npMBeoeHHOe Ha pUCYyHKe 2.

Tabnuua 2— lNpumep HacTpoek cumynamopa NIBP (pexvm ansi B3pocnblX) 4Ns U3MepeHnst 4aBneHusi B MM pT. CT.

Cumynamop NIBP
MecTtononoxexune Pesepsyap, Crarueckoe
MaHKembi mn AEBTENNE, Cucmonuyeckoe daerneHue/duacmonuyeckoe Yacrora
MM pT:iCT. daeneHue, MM pT. CT.? nynsca?, MM~
Mneyo nnn 6egpo 500 120 60
120/80
80 60
130 80
100 120/80 80
70 80
120 120
120/80
80 120
40
100 120/80 120
160
40
80 100/65
60
120
130 150/100
160
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OkoH4aHue mabnuuei 2

CraTuyeckoe Cumynsimop NIBP
MecTononoxerne Pesepeyap, S
MaH)emb! M A i Cucmonuyeckoe dasneHue/duacmonuyeckoe YacTota
MM BT Gl daeneHue, MM prt. cT.P nynbca?, MM~
3ansacTbe 100 120 60
120/80
80 60
130 80
100 120/80 80
70 80
120 120
120/80
80 120
40
100 120/80 120
160
40
80 100/65
60
120
130 150/100
160
@ Bcero 28 sanucaHHbIX daiinos.
b 1 mm pr. cT. = 0,133 kMa.

4.4.2 TpeboBaHusA

Bo Bcem guanazoHe Temnepatyp ot 15 °C go 25 °C v oTHocuTensHon BnaxHocTn ot 15 % o 85 % (bes
KOHOEeHCAaLMK) 3KCNepUMeHTanbHoe CTaHOapTHOe OTKINOHEeHWe padMaxa konebaHui (yOBOEHHOW aMnnuTyabl)
10 noeTopsitowmxca konebaHuin gomkHo beiTe B npegenax 0,05 mm pT. 1. (0,007 kMa), ecnu B akcnnyatauu-
OHHbIX OKYMEHTaxX He YKa3aHo UHoe.

Bo Bpemsi ucnbiTaHus cregaT 3a Tem, 4Tobbl TemnepaTtypa ocTaBanachk B npegenax 1 °C, a oTHocuTernb-
Haa BNaxHOCTb — B npegenax 5 %. MiameHeHue atmoctepHoro gaBneHuns BO BpeMs UCMbITaHUS CNOCOBHO
MOBMUSITL HA PE3ynkLTaThl, NO3TOMY, HAaNpuMep, cnenyet n3berate OTKPLIBAHUA 1 3aKPLIBAHUS OBEPEN WU OKOH.

BbluMcnawT cpegHee 3HadveHue pa3maxa konebaHui. CpaBHMBAKOT NonyYeHHOe CpedHee 3HadYeHue C
MCXOAHbIM 3Ha4YeHneM, onpefeneHHbiM B 4.3.2. Pa3HoCTb Mexay OABYMSA 3HAYeHUAMW ONs KaXK4oro cratumye-
CKOro fasneHust fgomkHa bbiTh B npegenax +0,1 mm pT. cT. (0,013 kMa).

PesepByap ob6bemomM 500 mMn MCRonb3yloT ANS agmomMamu4yeckux cghueMoMaHoMempos, npeaHasHa-
UEHHBIX 4N U3MepeHWs Ha nnede unu begpe, a pezepeyap obvemom 100 MmN — ansg asmomamudeckux cgpuea-
MOMaHOMempoe8, NPeAHAa3HaYeHHbIX ANA U3MEPEHUA HA 3aMACTbe U HEOHATamNbHbLIX MaHXET.

CooTBeTCTBME YyCTAHABMUBAKT NPOBEAEHMEM CNeayHLLEero NCNbITaHUS.

PeructpupytoT curHansl, reHepupyemble cumynsmopom NIBP npu NOCTOSIHHOM AaBMeHWU B TEYEHWUE He
MeHee 60 ¢ ons pasnu4yHbiX HACTpoek cumynamopa NIBP v nogkniovaemMbix pe3epsyapoB Anda Bosgyxa. [Ana
KaxkJon KomBuHaUWK napamMeTpoB 3annch AOMKHA ANUTbcA He MeHee 60 ¢, YToBbl MOXHO ObINO paccyMTaTb
3KCNepuMeHTansLHoe cTaHaapTHoe oTknoHeHne 10 pasmaxoB reHepupyembix konebaHuii. BeiuvcnsaioTt cpean-
Hee 3HadyeHue ansa aTux 10 pa3amaxoB, ecrn BbINONHEHO TpeboBaHWe 0 CTaHO4APTHOM OTKIOHEHMWN.

McnbiTelBAHOT NOBTOPSEMOCTL pazmaxa konebaHuii Npy ypoBHAX CTATUYECKOro OaBNEHWS, yKa3aHHbIX B
Tabnuuyax 2 u 3.
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Tabnuua 3— lNpumep HacTpoek cumynamopa NIBP (HeoHamarnbHbIl pexxum) AN U3MepeHnsa JaBneHna B MM PT. CT.

Cumynamop NIBP
Pesepeyap CraTtudeckoe gaeneHue? Cucmonuyeckoe daeneHue/
duacmornudeckoe daeneHue, Yacrora nynsca?, mm™!
MM pT. cT.
80
60 80/50 120
40
100

80
60 80/50 2140
40

@ Bcero WwecTb 3anucaHHbIX aiinos.

b 1 Mm pT. cT. = 0,133 kla.

4.5 MNMoBTOpPAEMOCTb U BOCNPOU3BOAMMOCTL orMbatowen konebaHnmn

Mockonbky TpeGosanusa 4.3 1 4.4 BKMOYAKT AOCTATOMHbIE XapakTepucTUyeckue napameTpel Ans obe-
crneYeHust NoBTOPAEMOCTHU U BOCMPOU3BOAUMOCTH orubatolein koneGaHnin, [ONONHUTENbHbIX TpeboBaHNt He
npeobsBNsAeTCcs.

4.6 MNoBTOpAeMocTb hopMbl KonebaHun

4.6.1 lMpouedypa

bepyT gaHHble M3MepeHWiA, BbIMOMHEHHbLIX cornacHo 4.3, ana obecneyeHns NOBTOPAEMOCTU (DOPMbI
konebaHuin. AHaNM3NpYT KOPPENsLMUI0 NOBTOPAEMOCTH (hopMbl KonebaHui u ycpegHeHHbIX (hopmM 3a pasHoe
BpeMsi 3anucu.

4.6.2 TpeboBaHue

Keagpat koadpuumreHTa Koppenaumnm R2 porkeH 6bITb paeeH unu npeebiwaTe 0,998.

CooTBeTCcTBME YCTAaHABMNMBAKT NPOBEAEHWUEM CreayLero NCNbITaHUS:

Bubibupator Tpu danna gaHHbix cumynamopa NIBP, ycTaHOBWMB cucmonudYyeckoe OaerneHue
=120 mm pT. cT. (16,0 klNa)/duacmonuyeckoe dasneHue = 80 mm pT. cT. (10,7 kla), yactoTty nynsca 80 MuH
npu ctatudeckoMm gaeneHun 130 mm pT. cT. (17,3 kMa), 100 mm pT. cT. (13,3 kMa) n 70 mm pt. cT. (9,3 kMa)
ANA MaHxXemsi Ha nne4vo unv 6egpo U MaHXemse! Ha 3anNACTbe COOTBETCTBEHHO. Ecnn B cumynsamope NIBP
YCTAHOBMNEH HeoHamanbHbIl pexum, 0obaBnaAwT aABa aina AaHHblx ana cumynsmopa NIBP, ycTaHoBUB
cucmonudeckoe dasneHue = 80 mm pT. cT. (10,7 kla)/duacmonudeckoe dasneHue = 50 Mmm pT. cT. (6,7 kla),
yacToTy nyneca 120 mun~1 npu cratuueckom gasneHun 80 MM pT. CT. (10,7 klMa), 60 mm pT. cT. (8,0 klMa) n
40 mm pT. cT. (5,3 kla).

McnonbayT yecpeaHeHHyto dpopmy 10 noeTOpsitowmxcsa konebaHuid 3a nepsBble 15 ¢ 3anvck u ycpea-
HeHHyt dropmy 10 norTopAlwWMXca konebaHuii 3a nocnegHue 15 ¢ 3anucu, 4TODLI OnMpefenuTL KBagpart
KoadppurumeHTa Koppenauum R2.

-1

4.7 Bocnpou3BoauMOCTb (hopMbl KonebaHui

4.7.1 lpouedypa

BepyT gaHHble M3MepeHni, BhINMONHEHHbIX cornacHo 4.3, ANa NpoBepKW BOCMPOU3BOAMMOCTU (POPMbI
konebaHuii, 3anncaHHbIX B Mpoyecce NepUOOMYECKUX UCMBITAHWA WU MOBTOPHLIX UCMLITAHWA CUMYISmMopa
NIBP, npoBefeHHbIX Mecslbl UNK rofgbl Hasazd. BTopyw MOMOBUHY OaHHbIX BepyT M3 TeKYLLUX UIMEPEHUIA.
Ecnu wcnbiTaHne ABnAeTca nepsBbiM UchbITaHuneM cumyssmopa NIBP, pononHuTenbHble daHHbIE OOMKHbI
BbITb 3anncaHbl Yepes oAuMH UMW HECKOMbKO AHEN.

BocnpounaesogumocTe oopMbl KonebaHWii onpeaensoT NyTeM aHanu3a Koppensauun ycpeaHeHHbIX hopM
3a pazHoe Bpems 3anucwy.

4.7.2 TpeboBaHue

Keagpart koathduumeHTa Koppensauum R? ponxeH BbiTb paeeH unu npeebiwats 0,998. Paamax He gon-
XeH NaMeHaATbesa Gonee yem Ha 5 %.
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CooTBeTcTBME yCTaHABNMBAT NPOBEAEHWEM CreaYHoLEero NCnbITaHus.

BuibupatoT aBa Habopa gaHHbIX: Tekylwuin n bonee ctapbii. Bonee cTapbin gomkeH beiTe MMbBo nocnea-
HUM cobpaHHbIM HabopoM AaHHbIX, NGB0 UCXoAHBIM HabopoM AaHHbIX cumynamopa NIBP.

BuibupatoTr Tpu danna gaHdbix cumynamopa NIBP, ycTaHOBWMB cucmonuyeckoe oOaeneHue =
=120 mm pT. cT. (16,0 kMa)/duacmonuyeckoe daeneHue = 80 MM pT. cT. (10,7 kMa), yactoTy nynbca 80 mun~"
npu ctatudeckom gasneHun 130 mm pT. ct. (17,3 kMa), 100 mm pT. cT. (13,3 kMa) u 70 mm pT. cT. (9,3 kMa)
ONst MaHXemsb! Ha nnedyo unu 6eopo u MaHXems! Ha 3anAcTbe COOTBETCTBEHHO. Ecnn B cumynsmope NIBP
YCTaHOBMNEH HeoHamanbHbIU pexumM, nobaBnsaT ABa daina gaHHblx ans cumynsmopa NIBP, yctaHoBus
cucmonuyeckoe daaneHue = 80 mm pT. cT. (10,7 kMa)/duacmonudyeckoe dasneHue = 50 Mm pT. cT. (6,7 kMa),
yacToty nynsca 120 mun~! npu ctatnueckom aaenexun 80 mm pt. cT. (10,7 kMa), 60 MM pT. cT. (8,0 kMa) n
40 mm pT. cT. (5,3 kMa).

Mcnonb3ytoT ycpenHeHRyto dopmy 10 nosTopsiowmxcs konebaHuin 3a nepeble 15 ¢ TeKyLen 3annucu 1
ycpegHeHHyto popmy 10 noeTopstowmxcs konebanmia 3a nepeble 15 ¢ Gonee ctapoi 3anuncu, 4Tobbl onpeae-
nuTb KBagpaT KoadduumeHTa Koppenauum R2,
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MpunoxeHune A
(cnpaBouHoe)

ObocHOBaHWe U PYKOBOACTBO

A.1 O6wee pykoBOoACTBO

HacTtoswee NpunoxeHe COOEpPXUT obocHoBaHue pAna TpeﬁOBaHMFI HacToAWwero craHgapta v npeaHa3Ha4eHo
AN TeX, KTO 3HAaKoM ¢ 0BLEKTOM HACTOSLLEro CTaHOapTta, HO He NpuHMMan y4actue B ero paapa60TKe. MNoHumaHwue npu-
YMH, Nexawmnx B OCHOBe TpeﬁDBaHMﬁ, CHNTaEeTCA CyluleCTBEeHHbIM ANA NpaBUINbHOMO NpUMMeHeHA HacTodAllero ctTaHgapra.
Kpome TOro, Tak Kak KnnmHn4eckasa npaktuka u TeXHONOrmn MeHAarKTCA, CHMTaeTCA, 4YTo obbACHEHKE TeKyL KX Tp86OBaHI/1I.7I
obnervaet nocne,qyrou.mﬁl nepecMoTp HacTosdAlwlero ctaHgapTta, BbI3BaHHbIA 3TUM U3MEHEHMEM.

A.2 OB6ocHOBaHME KOHKPETHLIX MYHKTOB M NOANYHKTOB

Hwxe npueeaeHsl 0BOCHOBaHWSA ANA KOHKPETHBLIX MYHKTOB WM MOAMYHKTOB HACTOSALLEro cTaHaapTa.

TepmuH 3.1 Cumynamop NIBP

ISO/TC 121 npu3Han, YTo HEKOTOPbIE OMEBeMmMCMBeHHble Opa2aHuU3aluu HEKOPPEKTHO BOCMPUHUMAIOT CUMYJISMOphb!
NIBP B kadecTtBe kanubpatopoB. OHU TakoBbIMK He ABnATcA. Cumyrnsamops! NIBP He nooxodaT AN OUeHKM TOYHOCTU
asmomamuy4eckoz0 cehuamomaHomempa. OHU MoryT BbITe NOME3HbI NPY OLEHKE NOBTOPSEMOCTU ¥ BOCTPOU3BOAVMOCTU
pe3ynsTaTtoB paboTbl agmomamuyeckoao cghuaMomaHoMempa.
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MpunoxeHune B
(cnpaBouHoe)

TepmuHonorusa. AndaBUTHLIN YKasaTens TEPMUHOB

MpumeuaHue — MNnatcopma oHnaiH-npocMoTtpa ISO (OBP)!) 1 3nektponeaust IEC2) npegoctaBnstoT gocTyn
KO MHOMAM W3 3TMX TEPMMHOB W OMpeaeneHuii.

0aBJIGHURG APMEPUAITTBHOR . . . . .. ..ottt ittt e e e e e 1ISO 81060-1:2007, 3.3
dasneHue OUACMOINUYECKOER . . . . . .. o o e e e e e e e e e e e e e IEC 80601-2-30:2018, 201.3.204
0a8JIGHURG CUCITIONMUYECKOE . . . . ..o ittt e e et IEC 80601-2-30:2018, 201.3.215
UCABIMAHUE KITUHUYECKOE® . . . . . . . .o i e it e e e e e e e e e e e e e e e e e e e e e e 1SO 14155:2011, 3.6
UCTTBIMAHUE MUITOBOE . . . . . oottt e ettt e e e e et e e e e e e IEC 60601-1:2005, 3.135
MARDREINA: « o s omin 5am 5 oo £ 08 S Dt £ 508 5500 00 & 000 & 000 5 5OS 530% 500 § 5 = 85 IEC 80601-2-30:2018, 201.3.202
HOMUHAITBHOEG . . ... ittt e e e e e e IEC 60601-1:2005, 3.69
HOPMUDOBEHHOBE . can s son t van s SR D id S £ Sec B S0y £ SaR S 800 Sand 000 & 50 2 UAE S Bwn £ & IEC 60601-1:2005, 3.97
OpP2aHU3AUUST OMBEMCIMBEHHAN . . . . .. oo i i ittt et e e e e e e IEC 60601-1:2005, 3.101
FIPOUEOYPA . . . . oot ot e e it e e e e e IEC 60601-1:2005+AMD1:2012, 3.88
TIDOUBCT s« s » cswes wasa % st % 40a% & dooe & GV BRGS0 WIGTE © WO S NS ¥ GG SRR SRR S IEC 60601-1:2005+AMD1:2012, 3.89
PEXUM HEOHAMAIBHBIU . . . . ... .. it e e e |IEC 80601-2-30:2018, 201.3.207
CumymanmiQpNIBP s . oo s cum o swonm v o = s woun % s @ Swive 5 e SRy DERE SN F NG § S0 B S @S SN T N S R 8 G 3.1
CUCMEMAa MHEBMAIMUYCCKAN . . . . . . . . oo i et e e e e e e e e e e e e e e e |IEC 80601-2-30:2018, 201.3.210
chueMOMAaHOMEIMP a8MOMAMUYECKULL . . ... ... .. ... i IEC 80601-2-30:2018, 201.3.201

1) DocTynHa no cebinke: https://www.iso.org/obp/ui/#home.
2) NocTynHa no ceeinke: hitp://www.electropedia.org/.
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MpunoxeHnne OA
(cnpaBouHoe)

CBefeHUsl 0 COOTBETCTBUM CChINMOYHBIX MeXOYHapoAHbLIX CTaHOaApPTOB MeXrocyaapCcTBeHHbIM

Tabnwuua OA.1

CTaHOapTamMm

Ob6o3Ha4eHWe CCbINOYHOro CreneHb Ofo3Ha4yeHWe U HaMMeHOBaHWE COOTBETCTBYIOLLEro
MexgyHapoaHoro ctasgaprta COOTBETCTBUA MeXrocyaapcTBeHHOoro crasgapra
ISO 14155:2011 — *
ISO 81060-1:2007 IDT [OCT I1SO 81060-1—2021 «CdmrmomaHoMeTpbl (M3MepPUTENN
apTepvanbHOro gaeneHus) HeMHBa3ueHble. YacTe 1. Tpebosa-
HWA U METOAB! UCTBITAHWIA MOZENen ¢ HEaBTOMAaTUYECKUM TUMOM
N3MepeHus»
IEC 60601-1:2005 IDT [OCT IEC 60601-1—2024 «/3genus MeduuMHCKUe 3nekTpude-

ckne. HYactb 1. O6wne TpeboBaHmMa 6Ge30nacHOCTY C yHETOM OC-
HOBHbIX (hYHKLMOHAMNBHbLIX XapakTepucTuK»

IEC 80601-2-30:2018

*

BETCTBUA CTAaHOAPTOB:

* COOTBETCTBYIOLUMI MEKIOCYAAPCTBEHHBIN CTaHAAPT OTCYTCTBYET. [lo ero NPUHATUA PEKOMEHIYETCH MCMOMNb30-
BaTb NepeBOd HA PYCCKUIA A3bIK AaHHOTO MEXOyHapoAHOro cTaHaapTa.

M punMmedaHHUe — B HacToswel Tabnuue Ucnonb3oBaHo cnegywulee ycnosHoe obozHayeHue cTeneHn cooT-

- IDT — wpeHTWYHble CTaHadapThl.
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Bubnuorpadun
[1] ISO 81060-2, Non-invasive sphygmomanometers — Part 2: Clinical investigation of intermittent automated mea-
surement type
12
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YOK 612.141:006.354 MKC 11.040.55 IDT

KrnoyeBble cnoea: aBTOMaTU4eCcKMn HEMHBA3UBHbIN CCbMFMOMaHDMeTp, apTephnanbHOoe OasneHue, nime-
peHnAa, NOBTOPAEMOCTb, BOCMPON3BOAMMOCTb, TOYHOCTb
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