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MNMpeancnoBue

Llenn, ocCHOBHble nMpuHUMNBLI K o0bwue npaBuna npoBedeHns paboT no
MeXrocyaapcTBeHHOM cTaHgaptusauumn yctaHosrieHbl [OCT 1.0 «MexrocygapcTBeHHas
cuctema ctaHgaptusaumn. OcHoBHble nonoxeHusi» n FOCT 1.2 «MexrocyaapctBeHHas
cucteMa ctaHgaptusaumn. CtaHgapTbl MEXrocydapCTBEHHbIE, NpaBuna n pekoMmeHaaumm
Nno MeXrocyaapCTBeHHOW cTaHaapTudaumun. MNpasuna paspaboTkun, NPUHATUS, OOHOBMEHUSA
N OTMEHbI».

CBepeHus o cTaHpgapTe

1 MNOAIrOTOBJIEH ®epeparnbHbiM rocygapCTBEHHbIM YHUTAPHBLIM NpeanpuaTnemM
«Poccnncknin Hay4Ho-TEXHUYECKUIW LeHTP MHOopMauum nNo ctaHgapTmsaumm, MeTponorum
n oueHke cooteeTcTBUA» (PIYIN « CTAHOAPTUH®OPM») 1 O6LiectBoM C OorpaHNU4eHHOM
oTBeTcTBeHHOCTblO  «MepgTtexctanHgapty»  (OOO «MeartexctaHgapT») Ha  OCHoBe
coBCTBEHHOIO NepeBoga Ha PYCCKUN A3blK aHMNOSA3bIYHOM BEPCUMM CTaHAapTa, YKasdaHHOoro
B NyHKTE 5

2 BHECEH ®epeparnbHbiM  areHTCTBOM MO TEXHUYECKOMY pPerynumpoBaHui W
meTtponoruun (TK011)

3 MNMPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHAapTusauuun, MeTponornm u
cepTudmkaummn (NPOToKON OT 202_r1. Ne )

3a NPpUHATNE CTaHOapTa nporosyiocoBanu:

KpaTtkoe HaumeHoBaHne | Kog ctpanbl no MK CokpalleHHoe HaMMeHoBaHue
ctpaHbl no MK (MCO 3166) |(UCO 3166) 004-97 HaUMOHanNbHOro opraHa no
004-97 cTaHgapTusayum

4 MMpukazom depepanbHOro areHTCTBa MO  TEXHUYECKOMY pPEryniMpoBaHuMi0 W
MeTpornoruu ot 202 1. Ne MexrocyaapctBeHHbl ctaHgapT FOCT -
202_ BBe[€eH B AeUCTBME B Ka4eCTBE HaLMoHarnbHOro craHgapta Poccurckon ®epepaumm
C 202 .

5 Hactoawwmn crtaHgapT wuaeHTUYeH MexayHapogHomy crtaHgapTy ISO 81060-
2:2018 «CchmrmomaHomeTpbl HEMHBa3MBHbIE. YacTb 2. KnnHuveckne ncnbiTaHnsa mogenen
C aBTOMaTU4eCKMM TuUnom wmamepeHusa» («Non-invasive sphygmomanometers — Part 2:
Clinical investigation of intermittent automated measurement type», IDT). 3ameHeHune K
yKasaHHOMY MeXOyHapoOHOMY CTaHOdapTy, nMpuHATOe nMocrne ero odvumnarbHON
nyénukauun, BHECEHO B TEKCT HaCTOSAWeEro CcraHgapta W BblAENeHO OBOWHOWN
BEPTUKANbLHOW TWHUEN, pPacroyioOXeHHOW Ha nomnsix OT COOTBETCTBYKOLEro TekcTa, a
obo3HaveHne M rog NPUHATUMS  WU3MEHEHWA MNpuBedeHbl B ckobkax  nocne
COOTBETCTBYHOLLEro TEKCTa.

MexagyHapogHbli  cTaHgapT  paspabotaH nogkomutetom ISO TC 121/SC 3
«BeHTunatopel nerkux n conytcTeylowee obopynoBaHue» TexHUYecKkoro kommteTa no
ctaHgaptusaumm ISO/TC 121 «O6opyanoBaHve [gnsi aHecTesm U UCKYCCTBEHHOW
BEHTUNAUMM nerkmx» MexagyHapogHou opraHusaumm no ctaHgapTtudaumm  (1ISO) wu
nogkomutetom IEC TC 62/SC D «MeguumHckaa anektpoannapartypa» TexHU4eCcKoro
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komuteta no craHgaptudauum IEC/TC 62 «3nektpoobopyaoBaHMe B MeEOULMHCKON
npakTuke» MexayHapoaHOW anekTpoTexHmyeckon kommuccum (IEC).

Mpy NpUMeHeHMN HacTOosILLEro cTaHdapTa pPekoMeHAyeTCs MCNoNb30BaTb BMECTO
CCbINTOYHbIX MEXAYHapOOHbIX CTaHOAPTOB COOTBETCTBYHOLUME MM MEXIOCyaapCTBEHHbIe
CTaHAapThbl, CBEAEHMS O KOTOPbIX NPUBEAEHDbI B OMNONHUTENBbHOM NpunoxeHun JA

6 BBEJJEH BINEPBbIE
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UHpopmauyus o esedeHuu 8 delicmeue (npekpaweHuu deldcmeusi) Hacmosiueao
cmaHOapma U U3MEeHeHUlU K HeMy Ha meppumopuu yKal3aHHbIX 6blule 20cydapcme
nybnukyemcsi 8 yKasamesisix HauyuoHarlbHbIX cmaHdapmos, u3dasaembiXx 6 3mux
eocyOapcmeax, a makxke 6 cemu WHmMepHem Ha calmax CcoomeemcmeyuuX
HayuoHarsbHbIX op2aHo8 1o cmaHdapmu3ayuu.

B cnyyae nepecmompa, U3MEHEHUS Uu OmMeHbl Hacmosuw,e2o cmaHdlapma
coomeemcmeyrow,asi uHgpopmauyusi 6ydem ornybriukoeaHa Ha ogbuyuaribHOM UHMepHem-
calime MexeaocydapcmeeHHo20 cogema 10 cmaHOapmu3ayuu, Memporsnoauu U
cepmucbukayuu e kamarsozae «MexeocydapcmeeHHble cmaHdapmbiy»

© IS0, 2018 — Bce npaBa coxpaHstoTCs
© CtaHgapTuHpopM, odhopmneHue, 202

B Poccunckon depepaumm HaCTOAWMA CTaHOAPT HE MOXeT

OblTb MOMHOCTLID UM YaCTMYHO BOCMNPOU3BELEH, TUPAXMPOBaAH U

T pacnpocTpaHeH B KadecTtBe oduumanbHoro wusgaHus 6es

paspeweHus dPegepanbHOro  areHTCTBa MO TEXHUYECKOMY
perynmpoBaHuio 1 MeTposiormm
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BBeneHue

Tpetbe wu3gaHne (ISO 81060-2:2018) OTMEHSAET M 3aMeHsieT BTOpoe WusgaHue
(ISO 81060-2:2013), koTOpOE BbINO TEXHNUYECKMN NEPECMOTPEHO.

OCHOBHbIE U3MEHEHUSA MO CPABHEHMIO C NpeablayLLMM U3gaHnem, cnegyrowme:

- MeTo[ O4HOBPEMEHHOrO onpeaeneHnsa Ha O4HOM pyKe yaaneH;

- pobaBneH psaa NOSICHEHWA, a Takke BKIHOYEHbl 3KBMBANEHTHble 3HayeHus B klla
ANS 3HAaYEeHUn B MM PT. CT.

Namepenne APTEPWAJIBHOIO [OABINEHUA sensetca saxHon MPOLEOYPOW,
KOTOpas UCMonb3yeTcs B NpakTUYeckon MmeguunHe ans oueHkn coctosHus NMALUMEHTA.

APTEPUNAJIbBHOE OABINEHUE BbicTynaeT B Ka4yecTBe CpeacTBa KOHTPOMSA CKOPOCTU
BBELEHMSA JNeKapCTBEHHbIX MNpernapaTtoB BO BPeMS WHMY3NMOHHOW Tepanuu, a Takke
cpeacTeoM npegynpexaeHns 06 nameHeHnax coctosaHusa NMALUNEHTA.

N3mepenne APTEPUAJIbHOIO OABJIEHUA yacTo siBnseTca pyTUMHHOW npouenypon
BO Bpemsi aHecte3mn. APTEPVAJIbHOE [OABJIEHUE BbicTynaeT B kayecTBe cpeacTsBa
KOHTPOMNsS CKOPOCTW BBELEHMS JIEKapCTBEHHbIX NpenapaTtoB BO BpeMsi MHEY3MOHHOM
Tepanuu, a Takke cpeacTBoM npegynpexaeHns 06 nameHeHnax coctosaHusa NMALUNEHTA.

B HacTosilwem cTaHgapTe NPpUHATLI creayrowme WprudToBbIE BblAENEHUS:

- TpeboBaHUA, COOTBETCTBME KOTOPbIM MOXET ObiTb NPOBEPEHO, U onpefeneHna —
NPSAMON LLPUPT;

- UHCPOPMALMOHHLIM MaTepuan, NpPUMBEAEHHbI BHe Tabnuy (npumedaHus, npumepbl u
cnpaBovHas WHopmauMs), a TakKe HOPMaTMBHLIA TeKCT Tabnuy — wWpudT YMEHbLUEHHOrO
pasmepa;

- MemoOdhbl ucrbimaHul — Kypcus;

- TEPMWHbI, OMPEOENEHHBIE B PA3AOEJIE 3 OBLWENO CTAHOAPTA N B
HACTOAWEM CTAHOAPTE — 3AITIABHbBIE BYKBbI.

B HacTosiwem ctaHgapTe coto3 «unuy» ByaeT ucnonb3oBaH Kak BKIOYalLWee «Unmny,
T. €. yTBepxaeHne 0yaeT UCTUHHBbIM Npw NGO KOMOBMHAL MK YCIIOBUIA.

[MmaronbHble OpMbl, UCMOMb3yeMble B HAaCTOSAWeEM CTaHgapTe, CoBnagakoT Mo
dopme ¢ onucaHHbIMK B npunoxerun H Ounpektns MCO/MOK (vacTb 2).

3HayeHne BcnomoraTesnbHbIX rNaronos:

- «OOJDKEH» — COOTBETCTBME TpeboBaHMAM WMNKU UCMbITaHUAM 06s3aTenbHO Ans
COOTBETCTBUA HACTOALWEMY CTaHOAPTY;

- «crnegyet» — COOTBETCTBME TPpebOoBaHUAM MU UCMbITAHUAM PEKOMEHOO0BAHO, HO

He 06sA3aTenbHO ANns COOTBETCTBUSA HacToAleMy CTaHOapTy,
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- «MOXEeT» — OnucaHuMe [OnyCTUMbIX MNyTen OOCTMXKEHMS  COOTBETCTBUS
TpeboBaHUAM UINK UCMbITAHUSAM.

3Hak 3Be3ouYkM (*) y HOMepa nyHKTa, WnvM NOoAMyHKTa pasgena, unu 3aronoBka
Tabnuubl ykasbliBaeT, YTO B NPUMoXeHnn A npMBeaeHbl COOTBETCTBYOLLME MOSICHEHMS.

B npunoxeHun B npuBegeHa cxema COOTBETCTBMSI MYHKTOB W MOAMNYHKTOB
HacTosiwero ctaHgapta OCHOBHbBIM NMPUHLUMIMAM ISO 16142-1:2016.

Vi
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V)

MEXIOCYODACTBEHHBIUWC CTAHAOAPT

COPUTMOMAHOMETPbI (ISMEPUTENWN APTEPUAITIbBHOI'O OABJIEHUA)
HEWHBA3UBHbIE

YHacTtb 2

KnuHuyeckne ucnbiTaHMA mogesnien ¢ aBTOMaTtu4eCKMM TUNOM n3MmepeHus

Non-invasive sphygmomanometers — Part 2: Clinical investigation of

intermittent automated measurement type

Harta BBegeHnsa — 20 — -

1 O6nactb NnpMMeHeHus

HacTtoawwun ctaHgapt yctaHaBnueaeT TpeboBaHua u metoabl ans KIMMHUYECKOIO
NCMbITAHNA ME W3OENUA, ucnonsayemoro ans NMEPUOONYECKOW HeuHsasmsHOM
aBTomaTtnyeckon oueHkn APTEPUAINBHOI O JABJIEHWA ¢ ucnonb3osannem MAHXXETHI.

Hactoawun craHgapt npumeHum ko Bcem COUTMOMAHOMETPAM, «koTopbie
BOCMPUHMMAIOT UM OTOOpaxatoT nynbcauuun, NOTOK UNKN 3BYKU ONS OLEHKM, oTobpaxeHns
unn 3anncn APTEPUANBHOIO OABJNEHUA. Ona atux COUTMOMAHOMETPOB He
TpebyeTca aBTomaTmyeckasi Hakadyka MAHXETbI.

HacTtoawun cTaHgapT pacnpocTpaHseTca Ha COUTMOMAHOMETPHI,
npegHasHayeHHble Ons mucnonb3oBaHus y Bcex rpynn NMAUMEHTOB (Hanpumep, Bcex
BO3paCTOB WM BECOBbIX KaTeropui), M MNpu BCEX YCMNOBUSAX WCMNONb30BaHUsA (Hanpumep,
ambynaTopHbIN MOHWUTOPWUHT APTEPUAJIBHOIO OABJIIEHUA, MOHWUTOPUHI
APTEPUAJIBHOIO [OABJIEHUA ¢ Harpy3kon w©n  moHutopuHr  APTEPWAJIBHOIO
OABJNIEHUA B ycnosusx JIEMEHUA HA OOMY pgns caMOKOHTponsi, a Takke [nans

NCNONb30BaHUS B MEOULIMHCKON OpFaHI/l3aLI,I/1I/I).

lNMpumep — ABTOMATUYECKUE COUTMOMAHOMETPbI e coomeemcmeuu ¢ |IEC 80601-2-
30 nodsepzaromcsi KIIMHUYECKUM UCTIbITAHUSIM coenacHo HacmosiwyeMy cmaHOapmy.

lpoekm, RU, nepeasi pedakuusi
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Hactoawmn  ctanHgapT  yCTaHaBnmMBaeT  OOMNOMNHUTENbHble  TpeboBaHusA K
OKCIMNYATAUMOHHBIM ~ JOKYMEHTAM Ha COUTMOMAHOMETPbBI, npoweawue
npoueaypy KITIMHUYECKOIO UCTbITAHNA B cooTBETCTBUM C HACTOSALLMM CTaHAAPTOM.

Hactoawun crtaHgapt He npumeHum Kk KIIMHUYECKKUM  UCTIbITAHUAM
HEABTOMATUYECKNX COUTMOMAHOMETPOB, cootBetcTBytowmx I1SO 81060-1, wunn
NMPUBOPOB OJ1A MHBA3SMBHOIO MOHWTOPUHIA APTEPUAINTIBHOIO OABJIEHUA,
cootBeTcTByoWwmx IEC 60601-2-34.

2 HopmaTuBHbIE CCbISNKU

B HacTtoduweM CTaHOapTe WCnosib3oBaHbl HOPMATUBHbIE CCbIJIKW Ha cleayluime
CTaHOdapThbl. D,J'Iﬂ OaTUpPOBAHHbLIX CCbIJIOK MNPUMEHAKT TOJIbKO YKa3aHHOEe wu3gaHune
CCbIFIOYHOrO CTaHgapTa, ANs HedaTUpoBaHHbIX — MocnegHee wu3gaHue (BkAo4vas Bce

N3MEHEHNS).

NMpumeyaHme 1 — Cnocob, npyM MOMOLUM KOTOPOrO YKa3aHHble CCbINIOYHblE CTaHOApTbl
npuBeAeHbl B TEKCTE HOPMAaTUBHbIX TpeboBaHMI, onpeaensieT cTeneHb UX NPUMEHeHNs (MONTHOCTbIO
UM YaCTUYHO).

MpnumevyaHune 2 — MHpopmaTUBHbBIE CCLINTKU NPUBEAEHDbI B pa3aene «bubnuorpadusa».

ISO 14155:2011, Clinical investigation of medical devices for human subjects — Good
clinical practice (KnuHnyeckne wuccnegoBaHuss MeOUUMHCKUX U3denui  ans  nogen.
Hagnexawasa knmHuyeckasa npaktuka)

ISO 14971:2007, Medical devices — Application of risk management to medical
devicesl) (Msgenus meguumHckme. pUMEHEHWe MeHemMKMeHTa pucka K MegULMHCKAM
n3genuam)

ISO 16142-1:2016, Medical devices — Recognized essential principles of safety and
performance of medical devices — Part 1: General essential principles and additional specific
essential principles for all non-IVD medical devices and guidance on the selection of
standards (M3genua meguumHckme. BaxHenwmne npuHumnsl obecneveHns 6e3onacHoOCTy U

9KCMMyaTaUUOHHbIX  XapaKTepUCTUK  MeauuuHcKux wusgenui. Yacte 1. OBwme n

D 3ameHeH Ha 1SO 14971:2019, Medical devices Application of risk management to medical devices
(N3penna mepuuuHckve. [MpuMeHeHMEe MeHemXMeHTa pucka K MeauuMHCKMM usgenuvsam). OagHako ans
OQHO3Ha4yHOro cobnoaeHnss TpeboBaHWIA HACTOSILLErO CTaHOapTa, BbIPaXEHHOrO B OATMPOBaHHOW CCbIfke,

pekomMeHOyeTCAa NCnonb3oBaTh TOJIbKO YKa3aHHOE B 3TOWN CCbINKe n3gaHue.
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AOMOSTHUTENbHbIE cneunduyeckme BaKHeLne NpUHLMNbI ANs BCeX MeAULMHCKUX U3AENnN,
Kpome nsgenumn gnst AMarHoCTuKM in vitro, n pyKoBOACTBO Mo BbIGOpPY CTaHOAPTOB)

ISO 81060-1:2007, Non-invasive sphygmomanometers — Part 1: Requirements and test
methods for non-automated measurement type (HemHBa3suBHble cchurmomaHOMETpbI. YacTb
1. TpeboBaHua U MeToabl UCNbITAHUSA MOAENen C HeaBTOMaTUYECKMM TUNOM U3MEPEHUS)

IEC 60601-1:2005+Amendment 1:2012, Medical electrical equipment — Part 1: General
requirements for basic safety and essential performance (M3genua meguunHCcKue
anektpuyeckme. Yacte 1. O6wme TpeboBaHna 6e30MaCHOCTM C YYETOM OCHOBHbIX
hYHKLUMOHANbHbIX XapaKTEPUCTUK)

IEC 60601-1-11:2015, Medical electrical equipment — Part 1-11: General requirements
for basic safety and essential performance — Collateral Standard: Requirements for medical
electrical equipment and medical electrical systems used in the home healthcare
environment (M3genna meaunuuHckme anektpudeckne. Yactb 1-11. O6wme TpeboBaHus
6e30nacHOCTM C Y4€TOM OCHOBHbIX (PYHKUMOHAmMbHbLIX XapakTepuctuk. [ononHUTENbHbIN
cTtaHgapt. TpeboBaHust K MEOUUUHCKM U3OeNUsiM U CUCTEMAM, UCMONb3yeMbIM ONs yxo4a
3a 60NnbHBbIMK B OMALLHEN cpeae)

IEC 60601-2-34:2011, Medical electrical equipment — Part 2-34: Particular requirements
for the basic safety and essential performance of invasive blood pressure monitoring
equipment (M3genua meguumHckne anektpuyeckme. Yactb 2-34. YacTHble TpeboBaHus
6e30MacHOCTM C Y4EeTOM OCHOBHbIX (PYHKLUMOHAmbHbIX XapakTePUCTUK K npubopam Ans
WNHBA3NBHOIO MOHUTOPWUHIa KPOBSHOIO AaBMEHNS)

IEC 80601-2-30:2018, Medical electrical equipment — Part 2-30: Particular requirements
for the basic safety and essential performance of automated non-invasive
sphygmomanometers (M3genua meguumHckue anektpuyeckne. Yactb 2-30. YacTHbie
TpeboBaHuA 6e30MacHOCTU C Y4E€TOM OCHOBHbIX (PYHKUMOHAmMbHBIX XapaKTEPUCTUK K

aBToMaTn4eCKMM HENHBA3UNBHbIM CC*)I/IFMOMaHOMeTpaM)

3 TepMuHbI u onpeaeneHus

B HacToswem ctaHgapTte npuMeHeHbl TepMuHbl no 1SO 14155:2011, ISO 14971:2007,
ISO 16142-1:2016, 1SO 81060-1:2007, IEC 60601-1:2005+AMD1:2012, IEC 60601-1-
11:2015, IEC 60601-2-34:2011 n IEC 80601-2-30:2018, a Takxke cnegywoLwime TEPMUHbI C

COOTBETCTBYHOLWMMUK onpeaeneHnaMn:
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MpumeuvaHue - [Ons ypobctBa B npunoxeHun C npvBedeH andaBWTHBIN ykasaTerb

TEPMUNHOB, UCMOJIb3yEMbIX B HACTOodALWEM CTaHOapTe.

3.1 nepuoaunyeckum (intermittent): HenHBa3nBHbIN COUTMOMAHOMETP,
ncnoneayowmn MNMPOLECC oueHkn APTEPUAJIBHOIO [OABJIEHUA, obGecneumBatoumm
€[VHCTBEHHbIN Habop 3Ha4YeHUN [aBNEeHUA Ha OCHOBaHMM HEKOTOPOro 4ucna LMKIoB
aKTUBHOCTW cepAua.

3.2 artanoHHbIN (reference, ref): C ycTaHOBMEHHOW TOYHOCTbLIO, UCMOMNb3yeMbld ANA
KIMMHUYECKMX UCMbITAHUW gpyrx npubopos.

3.3 cchurmomaHomeTp (sphygmomanometer): ME W3OEJMME pana HewHBa3nMBHON
OLIeHKM cuctemMHoro aptepuansHoro JABJIEHAA.

3.4 ucnbITyeMbIn cpurmomaHomeTp (sphygmomanometer-under-test, sut):
ABTOMATUYECKNIN COUTMOMAHOMETP npoxoaswmii KITMHUYECKOE UCTbITAHVE.

3.5 nonHbIn guana3oH oxBaToB KOHe4dHocTewn (total limb circumference range):
AnanasoH, OT HaMMeHbLUero oxBaTa KOHEYHOCTM [0 Hambonbluero oxeata KOHEYHOCTMW,
npegHasHadveHHbln WN3ITOTOBUTEJIEM gna  wucnonb3oBaums ¢ ABTOMATUYECKUM
COUrMOMAHOMETPOM.

4 O6wwue Tpeb6oBaHusa kK KIMHWYECKUM UCTbITAHUAM

4.1 MeTtoabl KTMHNYECKUX UCMNBITAHUNA

a) ABTOMATUYECKWNE COUTMOMAHOMETPbI OOIKHbI noaBepraTbcs
KIMIMHNYECKUM WUNCIMBbITAHNAAM B COOTBETCTBUM C HACTOSIWMM CTaHOAPTOM B KaXOoM
pexume aKkcnnyaTauumn ¢ NpUMEHeHNeM OAHOrO M3 CreayrLuX:

1) HemHBasmBHoro (ayckynbtatuHoro) OTAJIOHHOIO COUTMOMAHOMETPA,
NpUMEHsIEMOro Ha nneye; nmbo

2) STAJIOHHOIO NMPUNBOPA anA MHBA3MBHOIO MOHUTOPUHIA
APTEPUAINBHOIO JABJIEHUA.

lMpumep 1 — Pexum Onsi 83pOCsibIX U HOBOPOXXOEHHbIX.

lMpumep 2 — Pexxum 6bicmpo20o u MedsieHHo20 cmpaessiueaHusi 8030yxa us MAHXXETbI.

b) KNMHUYECKOE UCTIbITAHUE cuntaetca TUMOBBIM NCTbITAHUEM.
c) Onsa KIMMHUYECKOro ucnblTaHusa aBTOMAaTUYECKOro churmomaHomMeTpa,

npeaHasHa4YeHHoro Ansi oTobpakeHusi 3Ha4YeHU LIeHTPanbHOro WM BHYTpPMaopTanbHOro
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AaBneHusi, HeobxoauMo Nonb30BaTbCS CrnpaBOY4HbIM CanToOM WHBa3NBHOIO namepeHuna

LieHTparbHOro Unu BHyTprMaopTanbHoOro agaBnenuns (cm. 6.2.2).

MpnmevyaHnune — Takon aBTomaTudecknin COUTMOMAHOMETP noasepratoT McnbiTaHMAM B

COOTBETCTBMM C TpeboBaHMsiMK pasgena 6.

Coomeemcmeue mpebogaHusiM Hacmosiwe20 nodrnyHKkma cdumaemcsi 00CmMuUaHymbIMm,
ecnu cobriodeHbl Kpumepuu COOmeemcmeyuux Npo8epoK U UcrbimaHul Hacmosuweao

cmaHdapma.

4.2 Hapgnexawas KnMHUYecKas npakTuka

a) sce KIIMHUYECKUE WCIbITAHUA pomkHbel cooTBeTcTBOBATh TpeboBaHUAM
ISO 14155:2011;

b) KITMHWYECKOE UCTbITAHUE 3TAJTOHHBIM NMPUBEOPOM ONA NHBA3SMBHOIO
MOHUTOPUHIA APTEPUWAIIbHOIO [OABJIEHUA He cnepyeT npoBoauTb C ydacTvem
MAUMEHTOB nnu gobpoBonbues NyLb B LENsX oueHKU (PYHKUNOHAmNbHbIX XapakTepucTuk
COUTMOMAHOMETPA;

MprvmeyaHne — HekoTopble MONTHOMOYHbIE OpraHbl UMEIOT AOMNOMHUTENbHbIe TpeboBaHUs.

C) npuoputeT UMelT TpeboBaHUA HacTosILero craHgapTa, KoTopble B Gonbluen
CTEMNEHN KOHKPETU3NPOBAHbI, YEM COOTBETCTBYHOLWME TpeboBaHunsa 1ISO 14155:2011.

Coomeemcmeue nposepsirom rymem rnpumeHeHuUsi mpebosaHuti ISO 14155:2011.

4.3 Cratyc npeabiaywmx KMMHUYECKUX UCTMbITAHUA

Pesynbtathl  KIIMHWYECKUX WCMLITAHUA COUTMOMAHOMETPOB, ycnewHo
npoweaLwmnx KINMHUYECKY0 OLIEHKY B COOTBETCTBUM C TpeboBaHUAMW npeablayLimx Bepcui
HacTosero craHgapTa, OCTalTCcsa OeWUCTBUTENbHbIMK, MNO3TOMYy Ans  obecneveHus
cooTBeTCTBUA TpeboBaHMAM HacTosWero craHgapta HeT HeobxoOuMOCTW NpPOBOAMUTL
Hukakmx apyrmx KMMHUYECKUX UCMbITAHUN.

4.4 PackpbiTe cBogHbIX AaHHbix no KMMHUYECKUM UCTbITAHUAM

TexHnyeckoe onucaHne COUTMOMAHOMETPA [OmKHO BKNKOYaTb KOHTAKTHYHO
nHdopmauuio, nossonsowyto OTBETCTBEHHOW OPrAHU3ALIMW  nonyunTb  KOmuio
AaHHbIx no nposegeHHbiM KITMHNYECKUM UCTIbITAHUAM.
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5 KIIMHUWYECKOE UCIbITAHUE c ayckynbTtatuBHbiM OTAJIOHHbIM
COUTMOMAHOMETPOM

5.1 TpeboBaHus K cyObeKkTam

5.1.1* KonnyecTtBo

a) KINMIMHNYECKOE NCIbITAHUE C ayCcKynbTaTUBHbIM OTAJIOHHbIM
COUTMOMAHOMETPOM pomkHO COCTOSATb M3, Kak MUHUMYM, 85 CyObeKToB.

b) Ecnun He ycTtaHoBneHo nHoe TpeboBaHme, TO ANs KaXaoro cybbekta AOMKHO ObiTb
NoNy4eHO He MeHee Tpex AocToBepHbix 3HayveHuss APTEPUAJIBHOIO OABJIEHUA [cm.
5.2.4.1.1 0)].

c) JomkHO OblTb  MOMAyYeHO, KakK MUHUMMYM, 255 [OCTOBEPHbLIX 3HA4YeHUN
APTEPWAJIBHOI O OABJTIEHUA.

Coomeemcmeue ycmaHaesnuearom rnymem rposepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.

5.1.2* PacnpegeneHue no nony

a) He meHee 30 % cybbeKkToB AOMKHbI ObITb MY>X4YMHAMWN.

b) He meHee 30 % cyObeKkTOB LOMKHbI ObITb XXEHLMHAMMN.

Coomeemcmeue ycmaHaenuearom nymem rnpogepku OTYHETA O KIMHUYECKUX
UCTIbITAHUAX.

5.1.3* PacnpegeneHue no Bo3pacty

a) Ona COMTrMOMAHOMETPOB, npeaHa3Ha4veHHbIx ans B3pocrnbix MAUMEHTOB nnn
MAUMEHTOB nogpocTkoBOro BoO3pacTa, BO3pacT BCeX CYObEKTOB, BKIIHOYEHHbLIX B
KNMMHUYECKOE NCTIbITAHUE, gomkeH 6biTb cTapwe 12 ner.

MpumeyvyaHune 1— Bcero MmmHumMym 85 cyGbLEKTOB.
b) Ons COMrMOMAHOMETPOB, AONOMNHNTENBLHO npegHasHa4yeHHbIX  angd
ncnonb3osanus y geten, B KIIMHNYECKUE NCTbITAHUA pomkHbl 6biTe BKtOYEHbI 35

cybbekToB-geTen B Bo3pacte ot 3 oo 12 ner.

MpnmevaHune 2 — Bcero muHumym 85 cybwektoB (35 geten B Bodpacte ot 3 oo 12 net, n 50

cyb6bekToB cTapiie 12 ner).
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c) Ecnn COUTMOMAHOMETP wnmeeT cneumanbHbIin pexum Onsi geten, 710 B 3TOM
pexume agetun cumtarTcsa cneumanoHon Bblibopkon MAUMEHTOB (cm. 5.1.6). B gaHHOM
nccrnegoBaHumM getn ocsoboxgarwTcs oT TpeboBaHW NO BO3pacTHOMY pacrnpeaeneHuio
APTEPWAJIBHOI' O OABJIEHNA 5.1.5.

d) Oeten B BO3pacte mMeHee 3 net He cneayeT Bkmodate B KIMMHUYECKNE
NCTMBITAHUA ¢ npumeHeHvem  ayckynbTatmBHbix  JTAJIOHHbLIX  nokasaHwin
Habnogatenamu, ncnonsayowwmmm ATANOHHLI COUTMOMAHOMETP.

Coomeemcmeue ycmaHaenuearom rnymem nposepku IKCIITIYATAUNOHHOIMO
HAOKYMEHTA u OTHETA O KITMHUYECKUX UCTIbITAHUAX.

5.1.4* PacnpeneneHue no pasmepam KOHEYHOCTEN

a) oxBaTbl KOHEYHOCTEN AOIMKHbI BbiTb pacnpeneneHsl crneayowmm obpasom:

1) He meHee 20 % uCMNbITYyEeMbIX OOSDKHbI UMETb OXBaT KOHEYHOCTWU, KOTOPbIV
HaxoauTcsa B npegenax kaxgon detBeptn [1OJIHOMO [OUATMA3OHA OXBATOB
KOHEYHOCTEW;

2) He MeHee 10 % wucNbITyeMbIX OOMKHbI MMETb OXBaT KOHEYHOCTWU, KOTOPbIN
HaxoanTcs B npegenax Hambonbwero oktunsa ot MNMOJIHOMO OMAIMNA30OHA OXBATOB
KOHEYHOCTEW; un

3) He MeHee 10 % wucnbITyeMbIX OOMKHbI MMETb OXBaT KOHEYHOCTU, KOTOPbIN
HaxoguTcs B npegenax HaummeHbwero oktuns ot MNOJIHOMO OMAMA3OHA OXBATOB
KOHEYHOCTEW.

b) kpome Toro, ona COUTMOMAHOMETPA, npeaHa3Ha4eHHOro Ans UCrnosib30BaHUSA C
Heckonbkumn pasmepamu MAHXXETDI, kaxgas maHxeTa pofmkHa ObiTb uMchibITaHa Mo

MeHbLUen Mepe Ha Ncuif cydbekTax cornacHo cdopmyne (1)

Tcuff
Neusr = * Niotals Q)
2 " Trotal

rae Niotal — O6LLEE KONNMYECTBO UCMbITYEMbIX B UCCNEOBaHUN;

feuff — pa3mep gmanasoHa OXBaTOB KOHEYHOCTeN ANS MHAMBUAYANbHOW MaHXeTbl;

lotal — pasmep MOJIHOMO ANAMA3OHA OXBATOB KOHEYHOCTEMN.

c) OTYET O KIIMHUYECKOM WCIMbITAHUN pomkeH cogepxaTb YCTaHOBMEHHbIN
AnanasoH oxBaToB pyku kaxgon MAHXXETbI B caHTumeTpax (aronmax)

d) OTYET O KIIMHMUYECKOM WCIIbITAHUWN pomkeH cogepxatb rpaduku,
nokasbiBatoLwime Bce pesynbTaTbl MCMbITAHUA MO OXBaTy PYKW, rae ocb Y rnokasbiBaeT
pasHuuy wmexgy WCIIbITYEMbIM  COUMTMOMAHOMETPOM wn  3TAJIOHHbLIMUA
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3HAYEHUNAMUN APTEPUAJIBHOIO OABJIEHNA, a ocb X nokasbiBaeT pakTuyeckum oxsat
PYKMN UCNbITYEMbIX.

e) Ha atux rpadmkax Takke AOMKHbI ObiTb ykasaHbl rpaHuubl kaxgon MAHXKETbI c
MOMOLLIbIO BEPTUKANbHbIX JIMHUA.

f) Mpadurkn OomkHbI ObITb NPefOoCTaBNEHbl AN4:

1) CUCTOJMMYECKOIO APTEPUWAJIBHOIO JABJIEHA; 1
2) ANMACTONMMYECKOIO APTEPUAJIBHOIO OABJTIEHUA.

Coomeemcmeue ycmaHaesnuearom rnymem rpogepku OTHETA O KIIMHUYECKUX
UCTIbITAHUAX.

5.1.5 PacnpegeneHue 3Ha4eHU AaBrieHNs KPOBU

a) He MeHee 5% nokasaHumn JOJTKHbI COOTBETCTBOBATb 3HAYEeHUI0
CUCTONMNYECKOI'O APTEPUAJIBHOIO OABJIEHUA < 100 mm pT. cT. (13,33 Kkl1a).

b) He MeHee 5% nokasaHumn JOJTKHbI COOTBETCTBOBATb 3HaYEeHUo
CUCTONMNYECKOIO APTEPUAJIBHOIO OABJIEHUNA = 160 mm pT. cT. (21,33 kl1a).

c) He MeHee 20 % nokasaHumn JOJTKHbI COOTBETCTBOBATb 3HA4YEeHUo
CUCTONNYECKOI'O APTEPUAJIBHOIO OABJIEHUNA = 140 mm pT. cT. (18,66 KI1a).

d) He MeHee 5% nokasaHumn JOJTKHbI COOTBETCTBOBATb 3HaYEeHUo
OVWACTOJIMYECKOIO APTEPUANBHOIO OABJIEHUA < 60 mm pT. cT. (8,0 klMa)

e) He MeHee, 5% nokasaHumn JOJTKHbI COOTBETCTBOBATb 3HaA4YEeHuno
OVNACTOJIMYECKOIO APTEPUAJIBHOIO JABJIEHUA = 100 mm pT. cT. (13,33 kla)

f) He mMeHee, 20 % nokasaHum JOJTKHbI COOTBETCTBOBATb 3HaAYeHnIo
OVUACTOJTMYECKOI O APTEPUAINBHOIO OABJIEHNA = 85 mm pt. cT. (11,33 kla)

Coomeemcmeue ycmaHaenuearom nymem npogepku OTYHETA O KIMHUYECKUX
UCTIbITAHUAX.

5.1.6* CneumanbHble Bbibopkn NMALUMEHTOB

a) COMrMOMAHOMETPbI, npegHasHayeHHble N9 UCMNOSb30BaHUSA B crneuunanbHbIX
Bolbopkax MAUMEHTOB, ecnun cywecteytoT OBBbEKTUBHBLIE CBWUOETEJIbCTBA, 4T0
ToyHoCcTb COUTMOMAHOMETPA MoxeT ObiTb npobnematnyHon B 3TUX BblGOpKax
MAUMEHTOB, pomxHbl nogsepratbcsa KITMHUYECKOMY UCTbITAHUKO B aTux Bbibopkax
MAUMEHTOB.

MpnmevyaHune — B pasgene 7 nNpuBEOEH KOHKPETHbIA MPUMEP cneuuanbHOW BblOOPKM

MAUMEHTOB, k KOTOpPbIM NPUMEHSATCHA 0COobble TpeboBaHus.
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b) Ecoru  COUTMOMAHOMETPbLI  npownun KIIMHWYECKOE WCIIbITAHVAE B
COOTBETCTBMM C TpeboBaHuaMn 5.1.1 n 5.2, oHM AomkHbl ObiTb 3aTem KIIMHUYECKU
NCIbITAHbI He meHee, YeM Ha 35 AONONHUTENbHLIX CyObekTax cneunansHon BoIGOPKU.

c) Ecnn COMTMOMAHOMETP He npowen ycnewHo KITMHUNYECKOE UCTbITAHUVE B
cooTBeTcTBMM C TpeboBaHuamu nyHktoB 5.1.1 n 5.2, 1o KIMIMHNYECKOE NCIbITAHUE B
COOTBETCTBUU C TpeboBaHUAMM NYHKTOB 5.1.1 1 5.2 OOMKHO COCTOATb TOMbKO U3 CyObLEKTOB
13 cneumarnbHOW BbIBOPKN.

d) TepmuHbl, onpegensiowme cneuuanbHyto Bblbopky MALMEHTOB, pomkHbl ObiTb
YeTKUMM 1 OTpaxaTb creayoLime napameTpbl:

1) non (cm. 5.1.2);

2) Bospact (cm. 5.1.3);

3) oxBaT KOHeYHoCTH (CM. 5.1.4); n

4) APTEPUAJIbBHOE OABNEHMUE (cm. 5.1.5).

e) Kpatkoe onpegeneHue cneumansHon Bblobopkn [MTALMEHTOB npusogutcs B
WHCTPYKLUMKW NO SKCnsyaTauuu.

Coomeemcmeue ycmaHasniugarom rymem rposepKu UHCMPYKUUU Mo 3Kcryamauyuu u
OTYETA O KITMHNYECKUX UCTIBITAHUAX.

5.2 MeTtopn KIMIMHUYECKOIO UCNbITAHUA c STAJNTIOHHbLIM
COUrMOMAHOMETPOM

5.2.1* MNogroToBka cybbekTa

a) Ecnu B nHcTpykumm no akcnnyatauum NCIMbITYEMOIO COUTMOMAHOMETPA He
yka3aHo uHoe TpeboBaHue, cybbekT pacrnonaratoT Tak, YToObl OH:

1) uyBcTtBOBan cedbs KOMMOPTHO;

Mpumep - Cyb6bekm Haxodumcsi & YyOO6HOM cudsi4eM [OJ/IoKEeHUU, Hoau He

nepekpeuw,uearomcs, CmyrnHu Ha roJsty.

2) vMmern onopy Ans CNUHbI, JIOKTEN U Npeanfeyun;
3) umen MecTo n3MepeHnst AaBrneHnsa Ha YPOBHE NPaBoro Xenyaoyka cepaua.
b) PekomeHayeTcs, 4TOObI:
1) cybbekT makcumanbHoO paccnabuncs, n
2) He pasroBapwuBarn Bo Bpems Bcen [TPOLENYPHI.
c) MAHXETY HaknagbiBaloT Ha KOXY PYKM, OKOMO MaHXeTbl pyka He [OOoShKHa

NCNbITbIBaTb HAKAKNUX caaBneHnun, Hanpumep, ogexaon, npokcmmanoHee MAHXXETDI.
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d) [o cuntbiBaHus nepsbix ATAJIOHHbIX 3HavyeHWn JOMKHO NPONTU 5 MUHYT.

MpumeyvyaHune — [ononHuTenbHble geTanun cM. B cipaBoYHoOM Mmatepuane [16].

Coomeemcmeue ycmaHaesnuearom rnymem rnposepKu UHCMPYKUUU Mo Kcrayamayuu u
OTYETA O KITMHNYHECKUX UCTIBITAHUAX.

5.2.2* NogroTtoBka HabntogaTens

a) Habnogatenu gomkHbl 6biTb NOArOTOBMEHbBI K MCMOMb30BAHUIO COOTBETCTBYHOLLMNX
metoauk mamepenHus APTEPUWAJIbHOIO [OABJIEHUA nokos,, ucnonb3ya yTBepXKOeHHble
KNuHu4eckme npotokosnbl namepenuns APTEPUAJIbHOIO OABJIEHUA. Cwm. [15], [16] n [25],
B KOTOPbIX COAEPXNUTCA AOMNONHUTENBHAA UHAOPMaLMS.

b) Habniopgatenu OomkHbl MMeTb OOCTaTOYHbLIN onbIT namepeHuns APTEPUAJIbBHOIO
OABINEHUA.

c) HaHHble QTAJIOHHOINO COUTMOMAHOMETPA, dukcmpyembie HabnogaTensamu,
He OOSMKHbI ObITb BUOAUMBI ApYrMM Habnogatensm.

d) Pesynbtatel uamepenuna WCIBITYEMOIO COUTMOMAHOMETPA He [OMKHbI

ObITb BUANUMBI HUKOMY U3 3TUX HabnogaTenen.

lMpumep 1 - MHWUcnonb3oeaHue mpembe20 Habnwdamens Ons 3anucu rMokKa3aHul
UCTbITYEMOIO COUrMOMAHOMETPA.
lMpumep 2 - MWUcnonb3oeaHue 3/1IGKMPOHHbIX cpedcme 3anucu  noKa3aHul

NCIIbITYEMOIO COUrMOMAHOMETPA.

e) Habnwogatenn pomkHbl ucnonb3oBatb TOH KopoTkoBa [nATtad d¢dasa wunm K5] ans
onpegenexna OTAJIOHHOIO AUACTOJTMYECKOI O APTEPUAINIBHOIO OABJIEHUA.

f) Ecnu TOH KopoTkoBa [nATas asa unmn K5] He cnblwumMm Ona  onpegeneHus
STANNOHHOIO ANACTONMYECKOIO APTEPUAJIbBHOIO OABJTIEHNA, To cybbekT aomkeH
ObITb UCKIIOYEH.

Coomeemcmeue ycmaHaenueatom nymem rnpoeepku OTYETA O KIIMHUYECKUX
UCTIbITAHUAX.

5.2.3* OTAJIOHHbIE pesynbtatbl UaMepeHus

a) [Ba Habnwopgatens OOMMKHbI NPOBOAMTL OLHOBPEMEHHOE OrnpefeneHvne 3HauvyeHun
CUCTONMMYECKOIoO  APTEPUANBHOIO  OABJIEHMA un  OUMACTOJIMYECKOIO
APTEPWAJIBHOI O OABJIEHUNA Ha kaxxgom cybbekTe, MCnonb3ys ABOVHOM CTETOCKON.

b) Ecnn NCMbITYEMbIN COUTMOMAHOMETP  He npegHasHayeH TONbKO And

MCMNOMb30BaHUSA MpU CYLIECTBEHHO HeperynsipHoM puTtMe cepaua, M ecnv nobon us
10
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Habnopatenen onpedenseT CyLWEeCTBEHHO HeperynsipHbli puTM cepgua, To Takoe

nokasaHue OOSMKHO ObITb UCKMHOYEHO.

Mpumep — bBueemMuHusi, Mpu2eMuHusi, eOQUHUYHbIE XXeslyO04YKOo8ble 3KCMPacucmorsbl

(VPB), MmepuyamenbHas apummusi (mpenemaHue rnpedcepouli).

MpnmeyvyaHue 1 — Xota oueHka APTEPUAIIBHOIO OABNEHUA y MNAUUMEHTOB c
MepuaTenbHoOM apuTMuen (TpenetaHnem npeacepavii) MMeeT BaXKHOe KIMHUYECKOoe 3HadeHuve, B
HacTosiLlee BpemMs OTCYTCTBYIOT OOLIENPUHATbIE PYKOBOASLUME YyKa3aHus MO OnpeaeneHunio
APTEPUWAJIBHOIO OABJIEHNA y Takux nuu,.

c) Jlibasa napa nokaszaHmn CUCTOITMHECKOIO APTEPUAJIBHOIO OABIEHUA vnu
ONACTONMMNMYECKOIO APTEPUAJIBHOIO OABJITEHNA, npegocTaBfeHHas
HabngaTensMu, B 3Ha4eHUM KOTOPbIX eCTb pa3Huua 6onee 4 mm pT. cT. (0,53 kla), gormkHa
ObITb UCKMOYEHa.

d) OToenbHble 3HA4YeHWsa, NpPenoCTaBfeHHble  HabnwgaTensMu Mo Kaxgomy
nokasaHuio, OOSMKHblI ObITb MpuBeAdEeHbl K cpegHeMy nokasaTento no dopmyne (2) anga
nonyyerus 3HadeHns STAJIOHHOIO APTEPUATIbHOIO OABJIEHUA.

PRrEF;, T PREF;,
2 ’ (2)

PREF; =

rAe prer;, — 3Ha4YeHne APTEPWAIIBHOIO OABJIEHUA, onpeneneHHoe Habniogartenem

1 Ansa i—ro nokasaHus;
Prer;, — 3HadeHne APTEPUAIIbHOIO OABIIEHUA, onpepenerHoe Habmiopatenem 2

AnNs i—ro noKasaHus;
Prer; — 3Ha4YeHne STAJIOHHOTO APTEPUAJIBHOIO OABJIEHNA ans i—ro nokasaHus.

e) Pasnnuns mexagy AOaHHbIMM HabniogaTtenen LOMKHbl OblTb NpoaHanua3npoBaHbl
nocrne 3aBsepLueHus psaa napHbix onpegenexdui npu ATAJIOHHOM vcnbitaHuu.
1) Ecnu «kakne-nubo pesynbTatbl M3MEPEHMS UCKMOYalTCs, AO0MKHa ObiTb
nonydyeHa pgononHuTenbHas napa(bl), A4Ns rapaHTMM TOro, 4TO MMeeTcs
Heobxoaumoe konndectso goctoBepHbix nap npn STAJIOHHOM namepeHum.
2) Ona kaxgoro cyGbekta OOMMKHO ObiTb 3adPMKCMPOBAHO MaKCMMyM BOCEMb nap

pe3ynbTaToB U3MEPEHUMN.

11
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f) Heobxogumo ncnonb3oBaTb OTANOHHbIN COUTMOMAHOMETP,
cooTeeTcTBYlOWMN TpeboBaHmsam ISO 81060-1, 3a MUCKMOYEHNEM TOro, YTO MakcMmasibHas
AonycTMMasi NorpeLHoCTb AormkHa 6bITb £ 1 mm pT. cT. (0,13 klMa).

1) CuutbiBaHUe pesynbtaTtoB nameperHunin Ha ATAJIOHHOM COUTMOMAHOMETPE
OOJIPKHO ObITb MakCUMaribHO TOYHbIM.

2) Mpwn CYUTbIBAHUMU pe3ynbLTaTtoB n3mMepeHni Ha OTAIIOHHOM
COUTMOMAHOMETPE Habntogatenam crnegyet nsberatb owmbok OT napannakca

N OKPYrIIeHUN.

NMpnumeyaHne 2 — OkpyrneHve okasbiBaeT HeratMBHOE BMUSAHME Ha pe3ynbTatbl
KITMHWYECKOI O NCTbITAHUA.

g) WamepeHne oxearta nneva:
1) OTmevaloT cepefuHy nfeya, NOCTaBUB OTMETKY Ha 3a[HEen MOBEPXHOCTU PYKU B
TOYKe, PacronoXeHHOW NocpeanHe Mexay NrevYeBbIM U NIOKTEBLIM CycTaBamu, Korga
pyka corHyTa nog yrnom 90 rpagycoB B JIOKTe, nagoHb obpalleHa BBepxX.
2) OxBaT nneya cybbekTa onpefenstoT MNyTEM M3MEPEHUst B CPEeOMHHOM TOYKe
nre4va, Korga nokoTb paccnabneH, a pyka cBoboaHO cBucaeT cboky OT TynosuLla.
h)* MAHXETbI gns atanoHHoro COUTMOMAHOMETPA aomkHbl UMETb:
1) anuny, pasHyto 75 % — 100 % oxsata nneva;
2) wupuny 37 % — 50 % oxsata nrneva; u
3) KOHCTPYKLMIO U3 2 YacTen, coaepKallyHo:
i) 9NaCTUYHYK BHYTPEHHIOK Kamepy; 1
i) HEeanacCTUYHLIN HAPYXHbIN pykaB (06ONOYKY).
Coomeemcmeue ycmaHaenusarom nymem rnposepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.
5.2.4 MeTtogpbl KITIMHNYECKOI O UCTIbITAHUA
5.2.4.1 MeTtoa nocnenoBaTeribHOro onpeaeneHns Ha OgHOM pyke
5.2.4.1.1* lNpouenypa
a) [na nccnegoBaHMst MOXHO MCNONb30BaTb NOOYIO pyKy
BeinonHsrom cnedyrouwjue delicmeusi:
b) Ucnonbsys ITAJTOHHbLIN COUTMOMAHOMETP, Habmodamenu onpedensom
3HavyeHue APTEPUAJIBHOIO JABJIEHUA cybbvekma (cMm. PucyHok 1).

c) 3amensirom MAH)KETbI u oxudarom He meHee 60 ceKyHO.
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d) Onpedenstom APTEPUAJIBHOE  [JABJIEHUWE  cybvekma npu  nomowu
UCTIbITYEMOIO COUTMOMAHOMETPA.
e) Ovuwarom namsamb UCIIbITYEMOIrO COUrMOMAHOMETPA om npedbidyuwe2o

pe3yribmama uaMepeHus U 3amem oxudarom He meHee 60 CeKyHO.

lMpumepbl — BbiknovYeHue u ekiro4YeHue numanHus, yoasneHue modyns APTEPUAJIBHOIO
HAABJIEHUST u e2o noemopHasi ycmaHoO8Ka, a mMmakxke 3anyck KOMaHObl rnepe3a2pys3Ku,

sensromcss MemodaMu O4UCMKU naMsimu om npedbldyLueeo pesynbmama U3MepeHuUusi.

1 — gBonHom ctetockon; 2 — gucnnen STAJIOHHOIMO COUTMOMAHOMETPA; 3 — pyyHon
HarHeTaTtenb Bosayxa QTAJIOHHOIO COUTMOMAHOMETPA; 4 — CIbITYEMbIN
COUrMOMAHOMETP

MpumeyaHune — Tonbko opgHa MAHXETA coegnHeHa ¢ WUCIbITYEMbIM
COUTrMOMAHOMETPOM.

PucyHok 1 — UnnocTpaums metoaa nocrnegoBarteribHOro onpegeneHnst Ha Og4HOW 1 TON e

pyKe

f) lpu onpedeneHuu mo4yHocmu He Ucrosib3ytomcs 0aHHbIe, Mosly4YeHHbIe Mo MyHKmMam
b) ud).

g) Habnrdamenu onpedensiom APTEPUATIbHOE [JABJIEHUE cybbekma, ucrnonb3ys
QTAJIOHHbIV COUTMOMAHOMETP.

h) 3amensrom MAH)>XETbI u ebikudarom He meHee 60 ceKyHO.

13
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i) Onpedesnsrom APTEPUAJIbHOE HOABJIEHVE cybbekma, ucrosnb3ys
WCIIbITYEMbIVI COUTMOMAHOMETP

) 3amensrom MAH)>XETbI u ebixxudarom He meHee 60 ceKyHO.

k) Habnodamenu npu nomowyu STAJTIOHHOIO COUTMOMAHOMETPA onpedensiom
OTAJIOHHOE 3HauyeHue APTEPUATIbHOIO AJABJIEHUA cybbekma.

I) 3amensrom MAH)XETbI u ebikudarom He meHee 60 ceKkyHO.

m) [Toemopsitom Oelicmgusi 1o nyHkmam c¢ i) no [) 0o mex nop, rnoka He bydem
8bIMOIHEHO Heobxodumoe Yucsio docmosepHbix S TATIOHHbLIX usmepeHud.

n) Bce 0aHHbIe 1o cybbekmy 00rmkHbI bbimb UCKIIHOYEHbI, eCr1U:

1) nobsie 0sa OTAJIOHHbIX SHAYEHWA CUCTOJIMHECKOIO
APTEPUAJIbHOIO JABJIEHWA omnuyaromes 6onee, yem Ha 12 mm pm. cm. (1,60
Kla); unu
2) nobele dea OTAJIOHHbIX SHAYEHUA ANACTOJIMYECKOIo
APTEPUAJIbHOIO AABJIEHUWA omnuyaromcsi 6onee, 4yem Ha 8 MM pm.cm.
(1,07 klla).

0) Hecmompsi Ha mpebosaHue riyHkma n), ecnu ITAJIOHHOE APTEPUAJIbHOE
HAABJIEHUWE omolenbHo20 cybbekma He omeedyaem 3muM KpumepusM 8 rnepuod
8bIMO/IHEHUS UCMbIMaHus, Mo2ym Uucronb3oeambscsi 08e omeedyarujue mpebogaHusim
rnocnedosameribHbie rnapbl ATAJIOHHbBIX usamepeHuli u ux pesynbmamos.

1) B amowm crnyyae, OormxHbl 6bimb rpusriedyeHbl OornosriHUmersHble cybbekmbl Ons
obecrnieyeHUss MUHUMaIrIbHO20 Hucsia usmepeHud.

2) He 6onee 10 % cybbekmog OO/mKHbI UMemb MeHbWe mpex O0CMOBEPHbLIX ap
OTAJIOHHbIX 3HayeHuti u OMNPELENEHUMN.

Coomeemcmeue ycmaHaesnuearom rnymem rposepku OTHETA O KIMHUYECKUX
UCTIbITAHUAX.

5.2.4.1.2* AHanu3 gaHHbIX

NCMbITYEMbIA COUTMOMAHOMETP gomkeH cOOTBETCTBOBaTb CReayloLuM OBYM
KpUTEPUAM.

a) Kpurtepuin 1

1) CpeaHsasa norpewHoCcTb onpeaeneHns, Ang N-oro Konmyectsa OTAerbHbIX NapHbIX
OMNPEOENEHWUIN, nonyyeHHbix WCMbITYEMbIM  COUTMOMAHOMETPOM 1
OTAJIOHHBIM COUTMOMAHOMETPOM ana Bcex CyOGBLEKTOB, paccyMTaHHas
otgenbHo ans CUCTOJIMYECKOIO v OUACTOJIMHECKOIO APTEPUAJIBHOIO
OABJIEHUNA, pormxkHa:
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i) B cooTBeTCTBMM C popmyrnon (3), MMeTb cpefHee 3HayeHue pasHuubl X,, B
npegenax unun pasHoe +5,0 mm pT. cT. (20,67 kla); n
i) B cooTBeTCTBUN C (popMysion (4) MMeTb CTaHOAPTHY BENUYUHY OTKITOHEHUS

S,, He npeBbiwatowyto 8,0 mm pt. cT. (1,07 kla):

S|

n
a=-ZQMﬁmm%) (3)

L

1 )
%=n_r;@ﬁ%l @

roe X, — CpeaHssl BenMunHa pasHuLbl NokasaHuii;

Psut; — PREF_,, — PasHuua mexay I-Mn napHbiMn 3HadeHnamun APTEPUAJTIBHOIO

OABJIEHVA (ONPEOENEHUE UCMLITYEMOIO COUrMOMAHOMETPA — MNMOKA3AHUE
OTANNOHHOIO APTEPUAJIBHOIO OABJIEHUA);

| — NHOEKC OTAENbHOIO ANEMEHTA;

n — konnyectso MSMEPEHUN.

PREF_s, — OTAJTIOHHOE APTEPUAJIbHOE [OABJIEHUME ans i-ro 3HayeHuMe cornacHo

pac4yeTy rno dopmyne 5.
iii) Xn N Sn OOMKHbI OblTb pPaccyYnTaHbl U BblpaXeHbl C TOYHOCTbIO, Kak MUHUMYM,
no 0,1 mm pt. cT. (0,01 Kkla).
2) NMOKA3SAHNE 3TAJTOHHOIO APTEPUAJIbHOIO OABJINEHNA, PREF_,,, AOIKHO

OblTb CpeaHUM  3HaA4YeHMEeM  MOKa3aHWRW, MonydeHHbIX HabnwogaTensmm
ncnono3osaHnem TAJIOHHOIO COUTMOMAHOMETPA go v nocne onpeaeneHus
¢ nomoubto NCMbITYEMOIO COUTMOMAHOMETPA.

1
PREF_sq, = 7 (PREFL1 + PreF;, t PREF,,, T pREFiH_Z)’ (5)

rae  Prer;, — 3HadyeHue APTEPVAJIBHOIO [OABJIEHNA, onpegeneHHoe

Habnopgatenem 1 ans i-oro NokasaHus;
DREF;, — 3HadeHwve APTEPUANBHOIO OABJIEHUA, onpeneneHHoe Habniogatenem 2

Ans i-oro nokasaHus.
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Mpumepl — n =255 dna COUTMOMAHOMETPOB, npedHa3Ha4YeHHbIX O/lsi 83POC/bIX
MAUUNEHTOB unu nodpocmkoe (uccredosaHue Ha 85 cybbekmax).

Mpumep 2 — n =255 dns COUTMOMAHOMETPOB, npedHa3Ha4eHHbIX Osisi 83POCIIbIX
MAUUNEHTOB unu nodpocmkoe u demeli 8 so3pacme om 3 do 12 nem (uccnedoeaHue Ha 85
cyb6nbekmax).

lMpumep 3 — n = 105 dnss COUTMOMAHOMETPOB, npedHa3Ha4YeHHbIX Ons1 cneyuasibHO20
NPENQYCMOTPEHHOIO [MPUMEHEHWSA  (uccnedoeaHue Ha 35 cybbekmax), kKoa0a
COUrMOMAHOMETP npowen KIIMHUYECKOE WUCIIbITAHUE e npouecce omadesibHO20

usy4yeHusi Ha 85 cy6bekmax e coomeemcmeuu ¢ 5.1.1 u 5.2.

b) Kputepun 2

1) Ana CUCTOJIMMECKOIO wn OUACTOJIMHECKOIO APTEPUAJIBHOIO
OABJIEHUA onga kaxgoro n3 m cybbekToB cpegHeKkBagpaTn4eckoe OTKIOHEHNE, Sm,
ycpeaHeHHbIXx napHbix OMPEOENEHWNA pana cybbekta Ha WCIMbITYEMOM
COMTMOMAHOMETPE w©  nokasaHuW, nNOMy4YeHHbIX Habnwgatenem  Ha
OTAIIOHHOM COUTMOMAHOMETPE, AOJTKHO oTBevaTb Kputepusam,
nepeyvmcneHHbIM:

i) B Tabnvue 1; unu

i) B Tabnuue 2,

npuv NPon3BeLEeHNN pacdeTa B COOTBETCTBUM ¢ hopmyron (6).

m

s, = ﬁ-Z(x,. —z) (6)

Jj=1

rae X, — cpegHee 3HayeHne pasHuLbl CornacHo pacyety no opmyne 3;
M — YNCO CYOBLEKTOB;
| — MHOEKC OTAENbHOro 3rIeMEHTa;

Xj — norpewHocts WCIIBITYEMOIO COUTMOMAHOMETPA, paccuntaHHaa no
dopmyne (7).

(PSUT]-,,( - pREF_Sq].'k)' (7)

Q|

d
Xj =
k=1

roe d — konnyectBo UBMEPEHWW Ha cybbekTa;

16
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K — nHOeKc OTAEenbHOro AreMeHTa;
PREF g, ~ 3HaveHne ITAJIOHHOIO JABJIEHUA KPOBW, paccuntaHHoe no doopmyne

(8).

1
PREF_sq;, = 7" (PREFJ-,,C,1 + PREFj, T PREF jpq, T PREFj,k+1,2)- (8)

Tabnuuya 1 — MNprueMnemMocTb yCpeaHEHHbIX AaHHbIX cybbekTa (KpuTepuii 2) B MM pT. CT.

MakcumanbHo JonycTMMOe cpeaHEeKBaapaTUYECKOe OTKIIOHEHNE, S,y,, KaK (DYHKUUS X,

Xn MM pT. CT.

0,0 0,1 0,2 0,3 0,4 0,5 0,6 0,7 0,8 0,9

10, 6,95 6,95 6,95 6,95 6,93 6,92 6,91 6,90 6,89 6,88
11, 6,87 6,86 6,84 6,82 6,80 6,78 6,76 6,73 6,71 6,68
12, 6,65 6,62 6,58 6,55 6,51 6,47 6,43 6,39 6,34 6,30
13, 6,25 6,20 6,14 6,09 6,03 5,97 5,89 5,83 5,77 5,70
14, 5,64 5,56 5,49 5,41 5,33 5,25 5,16 5,08 5,01 4,90
+5, | 4,79 — — — — — — — — —

Mpumep - [Ona cpedHezo 3HaYeHuss 14,2 MM pm.cm. MakcumarnbHo dorycmumoe

cpedHekesadpamu4yecKkoe omk/oHeHue 5,49 mm pm. cm.

Tabnuuya 2 — NpuemMnemocTb yCpeaHEHHbIX AaHHbIX cyobekTa (kpuTepun 2) B kla

MakcumanbsHO fonycTUMOe cpefHeKkBagpaTUYecKoe OTKINOHEHWE, s,,, Kak YHKUNS X, Kla
0,000 | 0,010 | 0,020 | 0,030 | 0,040 | 0,050 | 0,060 | 0,070 | 0,080 | 0,090
+0,0 | 0,926 6| 0,926 6 | 0,926 6| 0,926 6 | 0,926 6 | 0,924 6 | 0,923 3| 0,922 3| 0,921 3| 0,920 3
+0,1 10,9193|0,9183|0,9173|0,916 3|0,9152|0,9138 (0,911 9| 0,909 9 | 0,907 9| 0,905 9
+0,2 | 0,9039|0,9007|0,8989|0,8970|0,8946|0,8906|0,8878|0,8855|0,8826|0,8785
+0,3 | 0,8756(0,8723|0,8679|0,8641|0,8601|0,8562|0,8519|0,8471|0,8414|0,837 4
+0,4 | 0,8333(0,8283/0,8226|0,8169|0,8119|0,8059|0,7999|0,7933|0,7853|0,779 3
+0,5 | 0,7739|0,766 90,7599 0,753 10,746 3|0,7388|0,7319|0,7237|0,7157 | 0,707 7

+0,6 |{0,6999|0,6891|0,6802|0,6723|0,6670|0,6595|0,648 80,6386 —

Xn

Mpumep — Onsi cpedHezo 3HavYeHuss 0,520 klMa makcumanbHO donycmumoe cpedHekeadpamu4yecKkoe

omknoHeHue 0,759 klla

Mpumep 4 — m =85 dnas COUTMOMAHOMETPOB, npedHa3Ha4eHHbIX O/lfi 83POCJIbIX

MALUNEHTOB unu nodpocmkoe (uccredoeaHue Ha 85 cybbekmax).
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Mpumep5 — m =85 dna COPUTMOMAHOMETPOB, npedHa3Ha4yeHHbIX OJisi 83POC/IbIX
MAUUNEHTOB unu nodpocmkoe u demeli 8 so3pacme om 3 do 12 nem (uccnedoeaHue Ha 85
cyb6bekmax).

lMpumep 6 — m = 35 dna COUTMOMAHOMETPOB, npedHa3Ha4eHHbIX Osisi creyuasibHo20
NPEQYCMOTPEHHOIO [PUMEHEHUSA  (uccnedoeaHue Ha 35 cybbekmax). KozOa
COUTMOMAHOMETP npowen KITMHUYECKOE UCIIbITAHUE Ha omOenbHbiIx 85 cy6bekmax e
coomeemcmeuu ¢ 5.1.1 u 5.2.

lMpumep7 — m =85 dns COUTMOMAHOMETPOB, npedHa3HaYeHHbIX MOJILKO OJisi
cneyuanbHozo NMPEAYCMOTPEHHOIO NTPUMEHEHUA (uccnedosaHue Ha 85 cybnbLekmax).

Coomeemcmeue ycmaHaenuearom nymem rnposepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.

5.2.4.2* MeToq, 0O4HOBPEMEHHOIO onpeaeneHns Ha NPOTUBOMNOSIOXKHbIX pyKax

5.2.4.2.1 Tpouenypa

a) UcxogHaa ctopoHa npu mnsmeperHun UCIIbITYEMbIM COUTMOMAHOMETPOM u
OTAJIOHHBbIM COUTMOMAHOMETPOM pgosmkHa oTnmyaTbes Y pasHblX CyOBHEKTOB.

BeinonHsrom cnedyroujue delicmeausi:

b) Habrodamenu odHoepemeHHO onpedensaom 3HadeHue [JABJIEHUWA KPOBU
cybbekma Ha rpomMuUe80oroNOXHbIX pyKax npu nomowu OTAJIOHHOIo
COUTMOMAHOMETPA u UCIbITYEMOIO COUTMOMAHOMETPA (cMm. pucyHok 2).

C) Omu OaHHbIe He Ucrosib3yromcs rpu oripedesieHUU MoYyHoCcmu.

d) Ouvuwarom namame UCIIBITYEMOIrO COUTMOMAHOMETPA om 3HayeHul
npeodbidywezo ONPEAETIEHUA.

lMpumepbi — BbiKkroYeHUe U 8KJIl0YeHUe numaHusi, yoasieHue u eoccmaHoegsieHue Mooysns
HAABJIEHUST KPOBU unu 3anyck KomMaHObl nepe3a2py3Ku, siesisilomcsi MemodaMu O4YUCMKU
namsimu om npedbidywux ONMPEQE/IEHNMA.

e) Menstom pyku onss OTAJIOHHOIO COUTMOMAHOMETPA u UCTIbITYEMOIO
CONTMOMAHOMETPA.

f) Bbokudarom He MeHee 60 cekyHO CO 8peMeHuU 3asepuweHusi npedbidyu,eao
STAJIOHHOIMO OFPELAETIEHUA unu noka3aHusl.

g) Habmwodamenu npu nomowu OTAJIOHHOMO COUTMOMAHOMETPA u
UCTIBITYEMOIrO COoUMMOMAHOMETPA odHospemeHHo onpedensiom APTEPUATTBHOE
HABJIEHUE cybbekma Ha rnpomugoriosioXHbIX pPyKax.
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h) Ecnu Habntodamernu He 8bIrNoIHUMU ycriewHo cHamue rokasaHut ¢ 9TAJIOHHOIMO
COUTMOMAHOMETPA u UCTIBITYEMOIO COUrMOMAHOMETPA, oxudarom He MeHee
60 cekyHO u nosmopsirtom ecro npouedypy Ha mol xe pyke (mo ecmb, 6€3 U3MeHEeHUSs
CMOPOHbI PYK).

1) lMosemopsitom Oelicmeusi 1o rnyHKmMam e€)—g), rnoka He 6ydem 8bINOSIHEHO Wecmb
napHbix OMNMPELENEHNMN.

j) NMosemopsom delicmeus no nyHkmam b) — i), noka He 6ydem rosy4eHo Heobxodumoe

Konu4yecmso docmosepHbix pedyrnbmamos OMNPEAE/TEHUN no cybbekmam.

g =

1 — gBonHou ctetockon; 2 — gucnnen STAJIOHHOIMO COUTMOMAHOMETPA; 3 — py4Hon
HarHeTaTtens Bosayxa QTAJIOHHOIO COUTMOMAHOMETPA, 4 — VCIMbITYEMbIN
COUrMOMAHOMETP

PucyHok 3 — UnntocTpauuns Metoaa OAHOBPEMEHHOTO ONpPeAENEeHNs Ha NMPOTUBOMONOXHBLIX
pyKax

k) Bce gaHHble OT cyObekTa AOSMKHbI OblTb UCKIOYEHbI, CIIN:

1) nobble gea 3HadeHus STAIIOHHOIO CUCTOJIMYECKOIO APTEPUAJIBHOIO
AOABJNIEHUA Ha ogHom u Ton ke pyke oTnmyairTca bonee, yem Ha 12 MM pT. CT.
(1,60 kMa);

2) nobble gga 3HaveHns ATAJIOHHOIO ANACTONMMYECKOIO APTEPUATNBHOIO
OABJIEHVA Ha ogHom n ToWn Xe pyke oTnuyairoTca Bonee, 4em Ha 8 MM pT. CT.
(1,07 kMa);

3) nepenag 3HayeHun IOTAJIOHHOIO CUCTOINMYECKOIO APTEPUAJIBHOIO
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OABJTIEHUA npeBbiwaeT 15 mm pT. cT. (2,00 klMa), nnm
4) nepenag 3HaveHun ITAJIOHHOIO ANACTOJIMHECKOIO APTEPUAIIBHOIO
OABNEHWA npesbiwaeT 10 mm pT. cT. (1,33 klMa).
I) Mepenaga, LD, BblYMCNSIeTCA  OTOENnbHO  ANA CUCTOIIMYECKOIO n
OVWACTOJTMHECKOI O APTEPUAINBHOIO OABJIEHUA, no dopmyne (9).

3 3
1
LD == z PREFR; — z PREF_L; €)
i=1 =1

rAe PrerrM Prer.L; — 970 ATATIOHHOE APTEPMANBHOE [JABIEHUE & npasoit (R) u

nesou (L) pyke COOTBETCTBEHHO.

Coomeemcmeue ycmaHaenusarom nymem rnpoeepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.

5.2.4.2.2* AHanu3 gaHHbIX

a) lMorpewHoctb NCTBITYEMOIO COUTMOMAHOMETPA, X, BbluMCNAeTCs, METOAOM
cnoxeHus pasHuubl mexay 3HadeHnem APTEPUAJIBHOIO OABJIEHUA UCTIBITYEMOIO
COUrMOMAHOMETPA wn 3HayeHnem APTEPUAJIBHOIO OABJNEHUA 3TAJIOHHOIO
COUTMOMAHOMETPA, u nepenaga, LD, B cootBeTcTBMM C hopMmyrion (10), ecnu 3HayeHune
APTEPWAJIBHOIO OJABJIEHUA NCIMBITYEMOIO COUTMOMAHOMETPA 6b1no nony4eHo
Ha NEeBOW pyKe, UMK METOAOM BbluMTaHusA nepeda, LD, B cootBeTctBUM ¢ chopmynon (11),
ecnu 3HaveHne APTEPUAINBHOIO OABJIEHNA UCMBLITYEMOITO COUrMOMAHOMETPA

ObISI0 NONYYEeHO Ha NPaBoOK pPyKe.

X = PsuT.L — Prerg T LD, (10)
X = Psut R — PreF, — LD, (11)
e psyrr W psur. — APTEPMANBHOE [OABAEHME WCMBITYEMOIO

COUTMOMAHOMETPA Ha npaBown (R) pyke 1 nesou (L) pyke, COOTBETCTBEHHO.
b) UCMbITYEMbIA COUTMOMAHOMETP pomkeH oTBevaTb CneaylowuM AByM
KpUTEPMAM
1) Kputepumn 1, n
2) Kputepunm 2.
c) Kputepun 1
1) Ana CUCTOJIMMECKOIO wn OUNACTOJIMHECKOIO APTEPUAJIBHOIO



FOCT ISO 81060-2-202_
(npoexkm, RU, nepeasi pedakyus)

OABJIEHUA cpegHsss pasHuua  onpefenenvsl, X, AONna  OTAenNbHbIX MNapHbIX
ONPEAENEHMN WCMLITYEMbIM C®UrMOMAHOMETPOM 1 3TAJTOHHbLIM
COUTMOMAHOMETPOM gns Bcex cybbekToB AOMKHA:

i) no cdpopmyne (12) 6bITb B Npegenax unu paesHa 5,0 mm pT. cT., (20,67 klla) co

cpeAHekBagpaTUYECKNUM OTKINOHEHNEM, X;

i) no ¢opmyne (13) GbITb He 6Gonee 8,0 mm pT. cT. (1,07 klMa) npu BenNUYUHE

CTaHOapPTHOro OTKIIOHEHUA s,,.

1 n
fn=2e ) 3 (12)
i=1
1 n
= | Zl(xl- - 5,)? (13)
1=

20e x; — norpewHocTtb VCTbITYEMOIO COUTMOMAHOMETPA, BbluMCneHHas no
dopmynam (10) n (11);
n — konuyecteo OMPEAENEHNN;

i — MHOEKC OTAENbHOro anemMeHTa.

Mpumep 1 — n=510 ona COUTMOMAHOMETPOB, npedHa3Ha4eHHbIX OJisi 83POC/bIX
MALUUEHTOB unu nodpocmkoe (uccnedoeaHue Ha 85 cyb6Lexkmax).

Mpumep 2 — n =510 onas COUTMOMAHOMETPOB, npedHa3Ha4YeHHbIX OJisl 83POC/bIX
MAUUEHTOB unu nodpocmkoe u demel e so3pacme om 3 do 12 nem (uccnedoeaHue Ha 85
cybbekmax).

Mpumep 3 — n = 210 dns COUTMOMAHOMETPOB, npedHa3Ha4yeHHbIX (Q0MOSIHUMEJIbHO)
dna cneyuanbHozo [IPEQYCMOTPEHHOIO [MPUMEHEHUST (uccnedoeaHue Ha 35
cybbekmax), koec0a COUMOMAHOMETP npowen knuHu4deckoe uccrnedoeaHue Ha 85

cy6bbekmax e coomeemcmeuu ¢ 5.1.1 u 5.2.

d) Kputepun 2
1) OAna cpegHero 3HayeHna CUCTOJIMMECKOIO w OUWACTOIMMYECKOIO
APTEPUAJIBHOIO OABJIEHUA gns kaxporo cybbekta cTaHAapTHOE OTKIOHEHME,
Sm,» ycpeaHeHnHoro napHoro OMPEQOEJIEHUA ana cybvekta Ha UCTLITYEMOM
COUrMOMAHOMETPE un 3TAJIOHHOM CO®UITMOMAHOMETPE, Ha kaxgoro

Cy6'beKTa, OOJTKHO OTBEeYaTb KpUtTepmam, nepeyncrieHHbiM:
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i) B Tabnuue 1; unu
i) B Tabnuue 2

npwv Bbl4YMcneHun no popmyre (14).

m
1 )
S = mZ( - %,) 14)

roe X, — cpefHee 3HayeHwe pasHuubl Mexay BcemMu cybbekTamu, BblYUCIIEHHOE MO
dopmyne (12);

M — YNCO CYyObLEKTOB;

] — NHOEKC OTAENbHOrO 3NEMEHTA;

Xj — CpPeAHee 3HaYeHne pasHuLbl Mexay cyObekTamu, BbldncneHHas no gopmyne (195).

6
1
X; =€-Zxk (15)

rae x; — norpewHocte WCIIBITYEMOIO COUTMOMAHOMETPA pgns  kaxgoro
cybbekTa, BblumcrneHHas no oopmynam (10) n (11);

k — MHOEKC OTAEenbHOro anemMeHTa.

Mpumep 4 — m =85 dna COUTMOMAHOMETPOB, npedHa3Ha4yeHHbIX Oisi 83POC/IbIX
MAUUNEHTOB unu nodpocmkoe (uccnedosaHue Ha 85 cybbekmax).

Mpumep 5 — m =85 dna COUTMOMAHOMETPOB, npedHa3Ha4yeHHbIX Oisi 83POC/bIX
NMALUUEHTOB unu nodpocmkoe u demeli 8 eo3pacme om 3 do 12 nem (uccnedoeaHue Ha 85
cybbekmax).

Mpumep 6 — m = 35 dns COUTMOMAHOMETPOB, npedHa3Ha4YeHHbIX (OOMOJSIHUMEIbHO)
dns cneyuanbHozo NPEQYCMOTPEHHOIO NMPUMEHEHUA (uccnedoeaHue Ha 35 cyb6bekmax),
koz20a COUMOMAHOMETP npowen KIIMHUYECKOE WUCIIbITAHUE Ha omOdenbHbix 85
cybrekmax e coomeemcmeuu ¢ 5.1.1 u 5.2.

Mpumep 7 — m=85 dna COPUTMOMAHOMETPOB, npedHa3Ha4eHHbIX MOJIbKO Ons
cneyuanbHozo [NTPEQYCMOTPEHHOI'O TPUMEHEHMUS (uccnedoesaHue Ha 85 cybbexkmax).

Coomeemcmeue ycmaHaenuearom rnymem rnposepku OTHETA O KIMHUYECKUX
UCTIBITAHUAX.
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5.2.5* JononHutenbHble TpeboBaHns k COUTMOMAHOMETPAM, npegHasHa4YeHHbIM
ANSA NCNONb30BaHUSA B YCNOBUAX (PU3NYECKOW Harpysku

a) Ona COMTMOMAHOMETPOB, npefHasHayeHHbIX OS19 UCMNOSb30BaHUSA B YCNOBUAX
PU3MYECKOM Harpysku, AOMKHO 6biTb npoBedeHo pononHutenoHoe KIMMHUYECKOE
NCTbITAHUE.

1) Bo Bpemsa atoro KIMHUYECKOIO WCTIbITAHUA cybbekTbl  O0SMKHbI
noasepratbCa AMHaMmumyeckon (aspoOHOM) Harpy3ke Ha BenoapromeTpe, 4ToObI
YyBENMUUYUTL YacTOTy WX CepAeydHblX COKpalleHWn, Kak MuHumym, Ha 30 % no
CpaBHEHMIO C YaCTOTOM cepAeyHbIX COKpaLleHUN COCTOSAHNA NOKOS.

2) OUKCUPYIOT YacToTy CepAeYHbIX COKpaLLEHWIA B COCTOSIHUM MOKOS.

3) PuKkcHpyroT YacToTy cepAeyHblx cokpalleHun ans kaxgoro ONMPEOEJIEHUA.

4) Pyka, ucnonb3dyemasa ans cHatus ITAJIOHHDbIX nokasaHun, gomkHa uMeTb
onopy.

5) MAHXETA pormkHa HaxoguTbCs Ha YPOBHE FEBOrO Xenyao4yka BO BPeMsl CHATUS
OTAJTIOHHOI O nokasanuna n OMNPEOENEHUNA APTEPUATIBHOIO JABJIEHNA.

b) Moxet 6bITb mcnonb3oBaH nbon ns metogos KIIMHUWYECKOIO NCTILITAHUA,
onucaHHbIX B 5.2.4.

1) B KIIMHNYECKOM UCTTbITAHUW pomkHo yyacTBoBaTb He MeHee 35 CyObeKkToB.
2) WccnepoBaHue B ycrnoBusax oM3nMyYeCcKon Harpy3ku AOSMKHO BbiTb OCBOOOXAEHO OT
TpebosaHun 5.1.1, 5.1.3,5.1.4 n 5.1.5.

3) He meHee 10 % cybbektoB pgomkHbl  umeTb  CUCTOJIMYECKOE
APTEPUAINBbHOE OABJIEHUE nokos 2140 mm pt. cT. (18,66 kl1a).

4) HeT HeobxoaMMOCTM OUEHMBATbL WCCNeOOBaHUS B YCNOBUAX PU3NYECKOMN
Harpyskm ¢ NpUMeHeHneM Kputepus 2 nyHkta 5.2.4.1.2 unn 5.2.4.2.2.

c) na meToga nocnegoBaTenbHbIX 3aMepoB Ha Tom Xe pyke 5.2.4.1 3ameHsaT
Kputepun ucknodeHmss uameHenHun IOTAJIOHHOIO APTEPUAJIBHOIO [OABJIEHUA
5.2.4.1.1 n) cnegyoLwmm:

1) OJaHHble no niobomMy CyObekTy AOMmKHbl ObITb WUCKNIOYEHbI, ecnu nobble OBa
nocrenoBaTtesibHbIX:
i) MokasaHus OTAITOHHOIO CNCTONMYECKOIO APTEPUANBHOIO
OABJNEHUA otnnyatotca 6onee, yem Ha 8 mm pT. cT. (1,07 kla); nnu
i) nokazanns  ITAJIOHHOIO OWMACTONMMYECKOIoO  APTEPUAJIBHOIO
OABINEHWA otnnyatotca 6onee, yem Ha 6 mm pT. cT. (0,80 kla).
2) CyObekT MoOXeT He wucknwdatbcda w3 npoueaypbl  KIIMHUYECKOIO
NCMbITAHUA, a cepms STANIOHHbIX nokasanuin 1 OMNPEOENEHNN moxeT 6biTb
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npoaosrmKeHa.
3) He obsizatenbHO NoBTOPATH Npouenypy cHATUA nepBoHadvanbHbix QTAJIOHHbBIX
nokasanuii 1 ONPEOENEHUN B cocTosiHUM MOKOS.
Coomeemcmeue ycmaHaenusaom nymem rnpogepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.
5.2.6* JononHutenbHble TpeboBaHna k COUTMOMAHOMETPAM, npeaHasHa4yeHHbIM
ANS UCNoNb30BaHuA B LieNsx ambynaTopHoro HabnogeHus
a) Jna COUTMOMAHOMETPOB, npegHasHayeHHbIX ONS UCNOMb30BaHUS B LENsax
ambynaTopHOro KOHTPOns, AOSMKHO 6biTb npoBeaeHo aononHutensHoe KITMHUYECKOE
NCIbITAHUE.
1) Bo Bpemsa atoro KIIMHUYECKOIO WCIbITAHUAA cybbekTbl  OOMKHbI
noaBepratbCsl AMHamMmMyeckon (aspobHON) Harpy3ke Ha BENO3PromMeTpe Tak, YToObI
yacToTa WX cCepAeyvHblX COKpalleHUW yBenuyunacb He MeHee, 4yeMm Ha 15 %
OTHOCMUTENbHO YacCTOThbl CEPAEYHbIX COKPALLEHNA COCTOSIHUA MOKOS.
2) Yactota cepAaeyHblX  COKpalleHMM  COCTOSIHMS  MOKOA  [OfkHa  ObiTb
3ahmkcmpoBaHa.
3) YacrtoTta cepaeyHbix cokpaweHun anga kaxgoro OMNPEOAENEHUA pomkHa 6biTb
3acmKkcupoBaHa.
4) Bo Bpemsa cHatma OTAJIOHHOIO nokasanus wn  OMNPEOENEHUA
NCMbITYEMOIO COUTMOMAHOMETPA nokoTb M npeanseybe Pyku OOSMKHbI
UMEeTb Onopy.
5) MAHXXETA formkHa HaxoguTbCsl Ha YPOBHE NEBOrO Xernyaoyka cepaua BO BpeMs
cHatTna JOTAJIOHHOIO nokaszavnma wn OIMNPEOENEHWA APTEPUANBHOIO
OABINEHUA.
b) Jliob6on n3 metogoe KIMMHUYECKOIO UCTIbITAHUA, onucaHHbii B 5.2.4, MoXeT
ObITb NPUMEHEH.
1) KITMHUYECKOE UNCIbITAHUE pgomkHo oxBaTbiBaTb He MeHee 35 CyObLeKTOB.
2) WUccnepoBaHnss B pamkax ambynatopHoro HabniogeHus ocsoboxagatotca ot
TpeboBaHnn 5.1.1, 5.1.3,5.1.4 n 5.1.5.
3) He meHee 30 % cybbektoB pomkHel umetb CUCTONMMUMYECKOE
APTEPWNAJIbHOE OABNEHWE >140 mm pT. cT. (18,66 kl1a).
4) WccnegoBaHua B pamkax ambynaTopHoro HabnwogeHuss ocBoboxparTcss ot
Kputepues npuemnemocTtn 2 5.2.4.1.2 unn 5.2.4.2.2.
c) Ana meToga nocnenoBaTenbHOMO 3amepa Ha TOW Xe pyke cornacHo 5.2.4.1,
Kputepun  uckniodeHns umameHenun ITAJIOHHOIO APTEPUAINBHOIO OABJIEHUA
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5.2.4.2.1 3aMeHSAI0T Ha criegyioLlee:
1) OaHHble no cy6bekTy uUcknoyatoTcd, ecnu nodble ABa nocrnenoBaTesibHbIX:
i) nokasaHus OTAJIOHHOIO CUCTOJIMYECKOIO APTEPWAINBHOIO
OABJTIEHWUA pasnuyatotca 6onee, yem Ha 8 mm pt. cT. (1,07 kla); nnu
i) nokazanna  ITAJIOHHOIO OMACTONIMHECKOIoO  APTEPUAJIBHOIO
OABINEHWA pasnnyatotca 6onee, yem Ha 6 mm pT. cT. (0,80 kla).
2) Cybbekt MOXeT He wucknovatbcsa K3 npoueaypbl  KIIMHUYECKOIO
NCMbITAHWUA, a cepua STAJIOHHBIX nokasanwii u OMPEOENEHUN MoxeT 6biTh
npoaormkeHa.
3) He obGsasaTenbHO NOBTOPATL Npoueaypy CHATUA nepBoHadvanbHbix O TAJIOHHbBIX
nokasanuii 1 ONMPEOENEHUN B cocTosiHMM nokos.
Coomeemcmeue ycmaHaenusaom rnymem rnposepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.

6 KIIMHUYECKOE WUCIMbITAHUE c¢ 3TAJIOHHbLIM NMPUBOPOM [AJIA
MHBA3UBHOIO MOHUTOPUHIA OABJIEHUA KPOBU

6.1 TpeGoBaHUs K CyObeKTam

6.1.1 Konuyectso

a) Jloboe KIMHNYECKOE WCIbITAHUME c¢ 3TAJIIOHHLIM TMPUBEOPOM [ONA
MHBA3BHOIO MOHUTOPUHIA OABINEHWA KPOBW pomkHO BkMoYaTb HE MeHee 15
CyOBHEKTOB.

b) Ons kaxpgoro cybbekta AOMKHO ObiTb npoBefeHO He 6onee 10 AocTOBEpPHbIX
namepeHun APTEPUAJNIbBHOIO OJABJIEHNA.

c) Mpn KNMHNYECKOM WCIbITAHUW pomkHOo ObiTb npoBeaeHo He meHee 150
poctoBepHbIx namepeHnn APTEPUATIBHOIO OABJIEHAA.

Coomeemcmeue ycmaHasnugarom nymem rnposepku OTHETA O KIMMHUYECKUX
UCTIBITAHUAX.

6.1.2* PacnpepeneHue no nony

M3mepeHnst 4omkHbl BbiTb NPOBEAEHbI C Y4aCTUEM:

a) He meHee 30 % CcyObeKTOB MYXUMH, U

b) He meHee, 30 % CyOBHLEKTOB XEHLLMH.

Coomeemcmeue ycmaHasnuearom rnymem npogepku OTHETA O KIMHUYECKUX
UCTIBITAHUAX.

6.1.3* PacnpeneneHnue no Bo3pactam
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6.1.3.1 COUTMOMAHOMETPbI, npegHasHavyeHHble ONs1 UCMONb30BaHUS Y B3POCHbIX,
NoAPOCTKOB UK AeTen

a) Ona COMTrMOMAHOMETPOB, npeaHasHa4veHHbIx ans s3pocsbix MAUMEHTOB nnn
MAUMEHTOB nogpocTtkoBoro Bospacta, Bospact [TAUMEHTOB, BKNHOYEHHbIX B

ncecneagoBaHua OomKeH ObiTb bonee 12 ner.
Mpumeuanune 1— Bcero MuHuMyM 15 cybbekTos 1 150 ONPELENEHN.

b) Onsa COUrMOMAHOMETPOB, JOMONTHUTENBHO npegHa3sHa4YeHHbIX ans
ncnonb3oBanus y geten, B KIIMHNYECKOE UCTbITAHUE gomkHbl 6biTeb AONOSHUTENBHO

BKNOYEHbl He MeHee 5 feTen B Bo3pacTe oT 3 4o 12 nerT.
MpumeuaHune 2— Bcero MuHnmym 20 cybbektos 1 200 ONMPEOENEHNN.

c) Ons COUTMOMAHOMETPOB, AONONHUTESNBHO npegHasHa4YeHHbIX  ang
NCNonb30BaHWs Yy AeTen, OOomKeH ObiTb 00beanHEH aHanua AaHHbIX (CM. 6.2.6) B3pocChbiX,
NoLPOCTKOB N LEeTEN.

d) Jetn oceoboxgatoTca oT TpeboBaHun Kk pacnpegenennto APTEPUAJIBHOIO
OABJTEHNA 6.1.5.

Coomeemcmeue ycmaHaenuearom rnymem nposepku OKCIITYATALUNOHHOIO
LJOKYMEHTA u OTHETA O KITMHUYECKUX UCTIBITAHUAX.

6.1.3.2 COUTMOMAHOMETP gnst HOBOPOXAEHHbLIX NN MNaAEeHLEB

a) COMrMOMAHOMETPbI, npegHasHayYeHHble ans MCNonNb30BaHUS y
HOBOPOXAEHHbIX, MNageHueB unu geten mnaguwe 3 net, JOMmMKeH ObiTb MccrnegoBaHbl Ha
Takon Bblibopke MALUMEHTOB.

b) Ana KNMMHUYECKMX WUCMBLITAHAM y HOBOpOXAEHHbIX TpebyloTca creaylolme
AnanasoHbl Bo3pacTa U Macchl Tena:

1) He meHee 3 NMALUMEHTOB gosmkHbl umeTb Mmaccy meHee 1000 r.

2) He meHee, 3 NMALUMEHTOB gomkHbl umete maccy ot 1000 go 2000 .

3) He meHee, 3 MAUMEHTOB gomxHbl nMeTb maccy 6onee 2000 r.

4) He meHee, 3 NMAUMNEHTOB pomkHbl umMeTb Bo3pacT bonee 29 aHen n mMeHee
1 ropa.

5) He meHee, 3 MAUMEHTOB gomkHbl MMeTb Bo3pacT 6onee 1 roga n meHee 3 neT.

6) OctaBwuecsa NMAUMEHTBI moryT 6bITb 13 nobor nepevncrieHHon Bbille rpynnbl
BO3pacToOB WM Maccbl Ana TOro, 4YToObl OOCTUrHYTbL pasmepa Bbibopkn B 18
MALMEHTOB.
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MpumeyaHue 1 - Bcero murnmym 18 MALIMEHTOB 1 180 ONPEOENEHNN.
MpumeyvyaHne 2 — MNAUMEHT moxeTr ogHOBpeMeHHO HaxoauTbcs Oonee, 4yem B OAHOM

KaTteropumn.

c) HoBopoxaeHHble, MnageHLbl 1 AeTu BO3pacToM MeHee 3 neT ocBoboxaatTcst OT
1) TpeboBaHun 6.1.5 k pacnpegenennio APTEPUAIIbHOIO OJABJTEHNA,
2) TpeboBaHun 6.1.2 K pacnpeneneHunto no nosny, u
3) TpeboBaHui 6.1.4 k pacnpeneneHunto No pasamepam KOHEYHOCTEN.

Coomeemcmeue ycmaHasnuearom nymem npoeepku SKCIITYATALUNOHHOIMO
HAOKYMEHTA u OTHETA O KITMHUYECKUX UCTIbITAHUAX.

6.1.4* PacnpeneneHue no oxsaTty KOHEYHOCTEN

a) oxBaTbl KOHEYHOCTEW pacnpeaensaTcs crneayrwmm obpasom:

1) He meHee 20 % wWCObITYEMbIX OOMKHbI UMETb OXBaT KOHEYHOCTWU, KOTOPbIV
HaxoguTca B npegenax kaxgon detseptu [MOJIHOMO OUMAIMA30OHA OXBATOB
KOHEYHOCTEW;

2) He MmeHee 10 % wuCNbITYEMbIX OOMKHbI MMETb OXBaT KOHEYHOCTW, KOTOPbIN
HaxoguTcsa B npegenax Hauvbonbwero oktuna ot [NOJIHOTO AOUATMA30HA
OXBATOB KOHEYHOCTEW; 1

3) He MeHee 10 % wucnbITyeMbIX OOMKHbI MMETb OXBaT KOHEYHOCTWU, KOTOPbIN
HaxoauTcsa B npegenax HaumeHbwero oktuna ot [MOJIHOMO OUMATIA30HA
OXBATOB KOHEYHOCTEW.

b) kpome Toro, ona COUTMOMAHOMETPA, npeaHasHa4eHHOro Ans Ucnofb3oBaHUA C
HeckonbkuMmn pasmepamm MAHXKETDBI, kaxpgasa maHxeTa [OfmkHa OblTb MchbiTaHa Mo
MeHbLlen Mepe Ha Ncuif cybbekTax cornacHo cdoopmyne (1);

c) OTYET O KIIMHWYECKOM WCIIbITAHUW pomkeH cogepXaTb YCTaHOBIEHHbIN
AnanasoH oxBaToB pyku kaxgon MAHXXETbI B caHTumeTpax (awnmax);

d) OTHET O KJIIMHUYECKOM WCIbITAHUN pomkeH cogepxaTb rpadukuy,
nokasblBaloLimMe BCe pe3ynbTaTbl MCMbITAHWA MO OXBaATy PYKW, rge ocb Y nokasbiBaeT
pasHuyy wmexgy MWCIMBbITYEMbIM  COUTMOMAHOMETPOM wn  3TAJIOHHbIMU
SHAYEHNAMUW APTEPUAINBHOIO OABJIEHNA, a ocb X nokasbiBaeT (hakTnyeckmin oxsaT
PYKWN UCNBITYEMbIX.

e) Ha atux rpadmkax Takke OOMmKHbl ObiTb ykasaHbl rpaHuubl kaxgon MAHXETbI ¢
MOMOLLIbIO BEPTUKANbHbIX JIMHUN.

f) Mpadmkm gomkHbl ObITb NPefoCTaBNeHbl ANS:
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1) CUCTONNYECKOIO APTEPUAJIBHOIO OABJIEHNA; n
2) ANMACTONMMYECKOIO APTEPUAJIBHOIO OABJTIEHUA.

Coomeemcmeue ycmaHaenuearom nymem rposepku OTHETA O KITMHUYECKUX
UCTIbITAHUAX.

6.1.5* Pacnpegenerne APTEPUAJIbBHOIO OABJTIEHUNA

a) He meHee 10 % cybbektoB pomkHbl umete OTAJIOHHOE CUCTOJIMYECKOE
APTEPWAJIbBHOE OABJEHUE < 100 mwm pT. c1/ (13, 33 kl1a).

b) He meHee 10 % cybbektoB AomkHbl uMeTb OTAJIOHHOE CUCTOJIMYECKOE
APTEPWAJIbHOE OABJIEHVE = 160 mm pT. cT. (21,33 k[Ma).

c) He meHee 10 % cybvektoB formkHbl meTb OTAJIOHHOE OUACTOJIMYECKOE
APTEPWAJIbBHOE OABJIEHUE < 70 mm pT. cT. (9,33 kl1a).

d) He meHee 10 % cybbektoB pormkHol umets OTAJIOHHOE OUNACTOJIMYECKOE
APTEPWAJIbHOE OABJIEHUE = 85 mm pT. cT. (11,33 klMa).

e) JononnutenbHole JTAJIOHHLIE w3amepeHns ™oryt ObiTb BbINOMHEHbI nNepea
nccnegoBaHMeEM Af1s NOMOLM B ONpeaeneHnn Kputepus BKIKOYEHUS.

Coomeemcmeue ycmaHaenuearom rnymem rposepku OTHETA O KIMHUYECKUX
UCTIbITAHUAX.

6.1.6 CneumanbHble BbIDOPKM CyObEKTOB

a) COMrMOMAHOMETPbI, npegHasHayeHHble ON9 UCMNOSb30BaHUS B cneuuanbHbIX
Bolbopkax MALUMEHTOB, ecnu cywecteytoT OBbEKTUBHbBLIE CBUOETEJIbCTBA, u4Tto
ToyHocTb COUTMOMAHOMETPA mMoxeT ObiTb npobnematvyHoOM B 3TUX BblbOpKax
MAUMEHTOB, pomkHbl npoutn KIIMHUYECKOE WCIIBITAHME B atux BbIGopkax
MAUMEHTOB.

MpnumevyaHne — B paspene 7 npuBeOeH KOHKPETHbIM NMpUMeEp cneuuanbHOW BbIOOPKU
MALUMEHTOB.

b) Ecou  COMTMOMAHOMETPbBbI  npowrnu  KIIMHWYECKOE WCIIBITAHUE B
cooTBeTcTBUM C TpeboBaHusammn 6.1.1, To B KIIMHNYECKOE WCIbITAHUE Heobxoanmo

BKIMIOYNTb TOJIbKO CeMb OOMOJIHUTESbHbIX Cy6'beKTOB cneunansHomn Bbl60pKI/I.

MpumevyaHne - O6wee MuHMManbHoe konmyectBo — 22 T[IAUMEHTA wn 220
ONPEOENEHUN.

c) B npotusHom cnyyae, KIIMHWYECKOE WCIbITAHUE B cooTtBeTCcTBUM C

TpebosaHuammM 6.1.1 gormKkHO cocToATb Tonbko 13 NMALUMEHTOB m3 cneunanbHOM BbIGOPKW.
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Coomeemcmeue ycmaHaenueaom rnymem npoeepku IKCIITIYATAUNOHHOIMO
HAOKYMEHTA u OTHETA O KITMHUYHECKUX UCTIbITAHUAX.

6.2 Metoabl KIIMHUWYECKOIO UCIbITAHUA ¢ 3TAJIOHHbBIM NMPUBOPOM ONA
MHBA3UBHOIO MOHUTOPUHIA OABJIEHUSA KPOBU

6.2.1* 9TAIIOHHOE unamepeHune

a) QTANOHHbLIN MPUBEOP ANA WHBA3MBHOIO MOHWUTOPUHIA OABNEHUA
KPOBW pormxeH cootBeTctBoBaTh TpeboBaHmam |IEC 60601-2-34:2011, 3a MCKNHOYEHUEM
TOro, YTO MakcuMarsnbHO JONYCTUMAas NOrPELLUHOCTb AOMKHA ObiTb £ 2 MM pT. CT. (£0,27 kla).

b) OomkHbl OblITb oOnpeaenieHbl pe3oHaHCHast 4actoTa W KO3MPMUUMEHT 3aTyxaHus
OTAJTIOHHOIO NMPUBOPA ONA MHBA3MBHOITO MOHUTOPUHIA OABJITEHNA KPOBW.

MpnmevyaHme 1 — Ccbinkn [9] n [23] cogepxaT OOMOMHUTENBHYIO WHGOPMAaLMIO
oTHocuTenbHo xapaktepuctuk NMPUBOPA ONA MHBA3SMBHOIMO MOHUTOPUWHIA OABJIEHUA
KPOBW.

c) lNpeobpa3oBartenb Ans:
1) BHyTpuapTepuanbHOro katetepa, u
2) MAHXETbI NCIMBbITYEMOIO COUrMOMAHOMETPA
oba JoMmKHbI pacnonaraTtbCsl Ha YPOBHE NIeBOro Xenyaodka cepgua.

d) Ecrm Tonbko WCIMBITYEMbIA COUTMOMAHOMETP He npegHasHaveH Ans
NCMONb30BaHUS MNPU  KIWHUYECKM CYLLECTBEHHOM HEpPErynspHOM puTMe cepgue wunu
OTAIIOHHAA  BHyTpuapTepuanbHasi 3anuMCb  MOKa3blBaeT HanuuMe  CyLeCTBEHHO
HeperynsapHoro pytma cepgua, ata 3anucb BHyTpmapTepuansHoro JABJIEHUA KPOBWU u
cootBeTcTBytowee onpegenedme APTEPUAJIBHOIO OABJIEHUA  UCTBITYEMbIM
COUTMOMAHOMETPOM pomkHbl 6bITb NCKNKOYEHBI.

1) 3anucm 3HaveHunin BHyTpuaptTepuansHoro OABJIEHUA KPOBW pgosmkHbl ObiTb
NPOBEPEHbl Ha  Hanuune  apuUTMUM  COIMACHO  KPUTEPUIO  UCKIHOYEeHUS
N3roTOBUTESTA UCTTBITYEMOIO COUTMOMAHOMETPA.

2) B uvHCTpyKuMnM no akcnnyaTaumm LOSMKHO ObiTb CKasaHo, YTO 3PPEKTUBHOCTb
AaHHoro COUMTMOMAHOMETPA npu Hanuumm nobon apuTMuK, BKIHOYEHHOW B
KpUTEPUI UCKIOYEHUS, He Bbina yCTaHOBMNEHA.

3) BnuaHne eavHWMYHbBIX XenygoodkoBbix  akcTpacucton (VPB)  moxeT 6bITb
HMBENMPOBAHO nNyTeM yaaneHuss nynbcosBbiXx konebanun LOABJIEHNA KPOBW,

cBs3aHHbIX ¢ VPB, n nocneayowmm KOMAEHCUPYOLWNM LIUKIOM.
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lMpumepbl — BuzemMuHusi, mpuz2eMuHusi, eOuHU4YHblie VPB, MepuamesnbHass apummusi

(mpenemaHue npedcepouli).

MpumevaHune 2 — Xora KIIMHNYECKOE UCIBbITAHUE APTEPUAJIBHOIO OABJIEHUA y
MAUMEHTOB c¢ MepuaTtenbHon aputmuen (TpenetaHnem npeacepavin) KMHUYECKM BaXHO, B
HacTosillee BpPeMsi OTCYTCTBYIOT OOLLUENPUHSATbIE PyKOBOASALME YyKasaHUs Mo  onpeneneHuto
APTEPUAJIBHOIO OABNEHUA y Takmx nuu.

6.2.2* Mecto (aptepusa) STAJIOHHOIO USMEPEHUA

a) He wuckniovaetca HuKakaa aptepus, HO B WHCTPYKUMM MO  3SKChnyataumm
COUTMOMAHOMETPA pfomkHbl OblTb ykaszaHa Ta apTepus, KOoTopasd WUCMOonb3yeTcs Kak
OTAJTIOHHAA.

MpumevyaHue — PasnuyHble apTepuy NPUBOANAT K pasfnyHbiM pesynstataMm n3-3a pasHuLb

0aBreHnn B LEHTParnbHOW aopTe U APYrnx apTepusix.

b) YactTm Ha TOM >Xe pyke, UeHTpanbHble, MNOAKNIOYNYHbIE, 6efpeHHble MOoryT
MCNONb30BaTbCA ANs1 OAHOBPEMEHHOIO CPaBHEHUS 3anncen OaHHbIX BHyTpuapTepuanbHOro
OABNEHUA KPOBW wn onpegenenna APTEPUANBHOIO OABJIEHUA WCIMbITYEMbIM
COUrMOMAHOMETPOM.

1) ApTepuanbHbii npeobpasoBatenb criegyeT pacnofsiaraTb Ha YpPOBHE J1EBOro
Xenygouka cepaua.
2) OTAJTIOHHAA yactb MOXeT BbITb HA NPOTUBOMOSTOXHOW KOHEYHOCTH.
3) Ecnn  wucnonb3dyeTcsa NpOTMBOMOMOXHAA KOHEYHOCTb, pe3ynbTaTbl OOSDKHbI
KOPPEKTMPOBATLCS Ha BENUYMHY Nepenaaa.
4) B dopmyne (A.1) npuBoanTca NnpMMep HEMHBA3NBHOIO METOAA KOPPEKTUPOBKM.
5) Ans onpegeneHua nepenaga MOryT  MCMOMb30BaTbCsl  OOHOBPEMEHHbIE
HEeWHBa3MBHbIE ayCKyNbTUBHbIE U3MEPEHUS, NOSTyYeHHble HabngaTensamu.
6) MNepenag APTEPWAJIBHOIO [OABJIEHUA pomkeH OblTb BblMMCAEH [0
NnonyyYeHnst MHBa3UBHbIX AAHHbIX.
7) Bce paHHble cybbekTa [OOMKHbl  OblTb  WCKMKOYEHbl M3 KIMHUYECKOTrO
nccnepoBaHus, ecnu:
i) nepenag nokasaHun IATAJIOHHOIO CUCTOJIMYECKOIO APTEPUAJIBHOIO
OABJTIEHUA npesbiwaeTt 15 mm pT. cT. (2,00 kMa); unum
i) nepenag nokasaHumn STAJTOHHOIO ONACTOJTIMHECKOIO
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APTEPUWAJIbHOIO OABJIEHUA npeBbiwaet 10 mm pT. cT. (1,33 kla).

Mpumeyvyanue — Ona NCTMbITYEMOIMO COUTMOMAHOMETPA, B KOTOPOM WCNONb3yeTCH
MECTO U3MepPEHUs], OTIIMYHOE OT KOHEYHOCTWU, MOXXHO UFHOPMPOBAaTbL NokasaTtenu nepenaja B Lensax
OaHHoro nopgpasgena. OpgHako, B Hactoswee Bpema KomuTeT Mo craHaaptMsaumm He UMeeT
AOCTaTOMHO MHGOpMauun Ana Toro, 4ToObl caenatb BbIBOAbl B OTHOLWEHUMM Bcex Oyaywmx
NCIMbITYEMbIX COUTMOMAHOMETPOB.

Coomeemcmeue ycmaHaesnuearom rnymem rnpogepku IKCIITIYATAUMOHHOIMO
LJOKYMEHTA u OTHETA O KITMHUYHECKUX UCTIbITAHUAX.

6.2.3 lNpouenypa

a) JomkHbl ObITb NPEeANPUHSITLI COOTBETCTBYIOLLME MEPbl AN yAaneHUs BO34YLUHbIX

ny3bIPbKOB 1 TPOMOOB 13 cuctembl nepeq nposegeHnem ATAJTOHHOIO namepeHus.

MpnmeyvyaHune — BO3MOXHOCTb TOYHOrO u3MepeHus BHyTpuapTepmansHoro OABJIEHUA
KPOBW MOXeT CHWXaTbCA B MPUCYTCTBMM BO3OYLUHbIX MY3bIPbKOB WMWN CryCTKOB KPOBU B CUCTEME

kaTeTep/npeobpasoBarersb.

BoinonHsrom criedyrowue delicmeus:

b) Habrmodamenu onpedensiom APTEPUAJIbHOE [JABJIEHWE npu nomowu
UCTIBITYEMOIO COUrMOMAHOMETPA.

c) Ouuwarom namsms UCFIBITYEMOIO COUMMOMAHOMETPA om npedbidyuwux

OlMPELEJIEHWM u 3amem oxudaom He MeHee 3 MUHym.

Mpumep — BbiKilo4eHUe U 8KJIl0OYEeHUe NumaHusi, yoasieHue u eoccmaHoesieHue mMooyrns
APTEPUAJIbHOIO OABJIEHUA unu 3anyck KOMaHObI nepe3azpy3Ku, sie/Isslomcsi memoodamu
oyucmku namsimu om npedbidyuwiux ONMPELQEIEHNM.

d) [lpu onpedeneHuu MoYyHocmu He Ucrosb3yom OaHHbIe, Mosy4YeHHbIe 8 b).

e) lNpu kaxdol coomeemcmeyowel npoyedype U3SMEPEHUs, HaduHarom 3aruchb
nokasaHut OTAJIOHHOIO MNPUBOPA A1 MHBA3SUBHOIO MOHUTOPUHIA JABJIEHNA
KPOBW, kak muHumym, 3a 40 cekyHd do mozo, kak MCIbITYEMbIN COUTMOMAHOMETP
HayHem HaeHemamb 8030yx 8 MAHXKETY 0nsa onpedeneHus OABJIEHWS KPOBU
cybbekma. OcmaHaenusarom pexum 3anucu OTAJTIOHHOIO [IPUBEOPA  AJIA
UHBA3WBHOIO MOHUTOPUWHIA OABJIEHWA KPOBU He paHbwe, Yem dyepe3 40 ceKkyHO

rnocrne moeo, Kak bydem ebinyweH 8030yx u3 maHxembsl UClIIbITYEMOIMO
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COUTMOMAHOMETPA.

Mpumevanune — [fonycmumo, 4mobbi pexum 3sanucun ITAJIOHHOIMO TMPUBOPA AJIA
UHBA3SUBHOIO MOHUTOPUHIA [AABJIEHWA KPOBU 6bin1 8KMOYEHHBIM 8 MmedYeHue B8Ceao
rnepuoda uccnedosaHus JABJIEHUA KPOBU cybbekma.

f) Mexdy onpedeneHusimu Oenarom 8bl0epXKy He meHee, 60 cekyHO, unu 3 MuHym Ors
HogsopoXx0eHHbIx NMALIMEHTOB.

g) lNMosmopsitom Oeticmeus rno nyHkmam O u O 0o mex nop, rnoka He 6ydem rnony4eHo
Heobxodumoe Konudecmso 3anuceli u ONPELOETIEHUMN.

6.2.4* OnpeaenexHne STAJIOHHOIO OABJIEHNA KPOBU

a) WueasmeHble 3HavyeHnss CUCTOITMYECKOIO n ANACTOJTMHYECKOIO JABJIEHNA
KPOBW pomkHbl 6bITb onpedeneHbl Ha OCHOBaHUM 3anmcen no nyHkty 6.2.3. CpegHee wm
aKcnepuMeHTanbLHoe cTaHOapTHoe OTKJTOHEHMne CUCTOJIMYECKOIO n
ONACTOIMMYECKOIO APTEPUWAINIBHOIO HOABJIEHUNA onpeoensioT Ha OCHOBaHUK
3anuvcen.

b) B Tex cnyyasix, korga 3anuce:

1) He npepblBaeTCca NO MNpuyMHe HarHeTaHua Bo3gyxa B MAHXXETY, guanasoHbl
OTAIIOHHOIO OABJIEHUA KPOBW onpegensatoT no nokasaHUSM WMHBa3MBHOIO
OABJNIEHMA KPOBW B TeueHne He wmeHee 30 ceKkyHA, BKAYas nepuoa
OMNPEAENEHUA UCTTBITYEMOIO COUTMOMAHOMETPA,;

2) npepbiBaeTca Mo npuynHe HarHeTaHus Bosgyxa B MAHXXETY, guanasoHbl
OTANIOHHOIO OABJIEHUA KPOBW onpegensatoT no nokasaHUsM WMHBa3MBHOIO
OABJIEHUA KPOBW B TeueHne He meHee 30 cekyHa (Hanpumep, NpubnmantensHO
oT 40 cekyHa Ao 10 cekyHn), 0O Hayana HarHeTaHusa Bo3gyxa B MAHXKETY.

c) STAINIOHHOE CUCTOJIMYECKOE APTEPUAJTIbBHOE OABINEHUE onpeaenstoT kak
AnanasoH B npegenax 1 oT 3KCNepUMEHTaNbHOro CTaHO4APTHOIO OTKMIOHEHUS OT CpeaHUX
3HauyeHun wuHBasmBHoro APTEPUWAINIbBHOIO [OABJIEHUA, nonydeHHbIX B npouecce
OMNPEAEJNEHUA, BbINOSTHEHHOTO NCIMbITYEMbIM COUTMOMAHOMETPOM.
OTAJIOHHOE OMACTOJIMYECKOE APTEPUWAJIbHOE LOABJIEHUE onpegenstoT Tem xe

METOOM.

MpumevyaHne — 3w pguanasoHsl APTEPUWAJIbBHOIO  OABJIEHMA (1 ot
9KCNEepUMEHTanbHOro CTaHAapTHOrO OTKIMOHEHWS OT CpedHero 3HayeHus) npeactaBnsioT cobon
cdaktnueckne konebanms APTEPUANBHOIO OABNEHWA, B To Bpems kak WCMbITYEMbIN
CONTMOMAHOMETP onpegenser APTEPUANIbBHOE LOABJIEHME TMAUMEHTA. B pesynbrtarte,
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norpewHocts NCIbITYEMOIO COUTMOMAHOMETPA cuntaetca pasHon O mm cp. cT. (0 kla)

koraa OMNPELOEJIEHUE HaxogunTca B 9TUX gManas3oHax.

d) Ecnn TOMbKO NCMNbITYEMbIN COUTMOMAHOMETP He npeoycMoTpeH Aans
NCMNOMb30BaHNS B NEpuoL CYLLEeCTBEHHOTO HapyLUeHWs CepaeyHOro putMa, U HUKaKKX
KpUTEPUEB UCKIIOYEHUS HApYyLUEHUA CepaedHOro putMa He YCTaHOBIIEHO B WMHCTPYKLMM MO
aKcnnyaTtauumn, BO BpemMs 3anucu:

1) Bce gaHHble cybbekTa OOMKHbI ObITb UCKMOYEHbI, eCny Auana3oH WHBa3MBHOIO
OTAJTIOHHOIO CUCTOJTIMYECKOIO APTEPUAIIBHOIO OABJIEHWA npeBbiwaet
20 Mm pT. CcT. (2,67 klMa) wnn ecnn  guana3oH uHBasuBHoro JTAJIOHHOIO
ANACTONMYECKOIO APTEPUWAJIBHOIO [OABJIEHUA npeBblwaetr 12 Mm pT. CT.
(1,6 klMa) Bo Bpemsa wnu pgo ONMPEOENEHUA npu nomowwm WCTIBITYEMOIO
COUrMOMAHOMETPA; 1

2) M30nMpOBaHHas XeryooyKkoBas 3KcTpacucTona [ofmkHa ObiTb yyTeHa nyTem
yoaneHusi NynbCoBbIX KorebaHwi OaBrieHus, CBA3aHHbIX C HeW, M NocrneayoLllero
KOMMEHCaTOPHOro Kapanoumkna.

e) MNockonbky Bblumcnenne 3HavyeHns CPEOHEIO APTEPUAIIBHOIO OABJIIEHUA Ha
OCHOBaHUM MONy4eHHbIX 3anucen TpebyeT cneyunanbHoro anroputma, ananasoH CPEOHEMO
APTEPUAJIBHOIO JABJTIEHUNA moxerT:

1) cuutbiBaTbCA ¢ OTAJIOHHOIO  TPUMBOPA  [ONA NMHBA3MBHOIO
MOHUTOPWHIA OABJIEHNA KPOBW; unun

2) BbICUATBIBATbCS  BPYYHYHO  ONS  KaXOoro  OTAENbHOro  Kapauvouukna  C
ncnonb3oBaHMeM nnowiagun, pacnonoxeHHon nog kpueon OABJIEHNA KPOBMW,
nofeneHHoM Ha NPOJOIMKNTENBHOCTb KapaMoLunKna.

f) 3anuceiBatoT gnanasoH nameHeHns ITAJIOHHOIO OABJIEHUA KPOBW gns Bcex
Tpex 3HayveHun OABJIEHUA KPOBU (CUCTOJIMYECKOE APTEPUAJIbHOE OABJIEHUE,
OVWACTONMMYECKOE APTEPUWAINIBHOE [OABJIEHME, CPEOHEE APTEPUAIIbHOE
AOABJIEHUE) kak ycTaHOBNEHO B AaHHOM MOAMNYHKTE.

Coomeemcmeue ycmaHasnuearom rnymem nposepku ISKCIITYATALUNMOHHOIMO
HAOKYMEHTA u OTHETA O KITMHUYHECKUX UCTIBITAHUAX.

6.2.5 OnpegeneHue norpelwwHoctn namepermns APTEPUAIIbHOIO OABJITEHUA

a) Ecnm  3Hayenne, nonyyeHHoe npu  OMNPEJOENEHUN  UCTIBITYEMbIM
COUTMOMAHOMETPOM, nexut B ananaszoHe 3TAJIOHHOIO JABJIEHUA KPOBW, kak
ycTaHoBneHo B 6.2.4, 10 panHHomy OIlMPEOENEHUNIO npucBamBaeTcss nOrpeLLHoCTb

0 mm pT. cT. (0 Kla).

33



FOCT ISO 81060-2-202_
(npoexkm, RU, nepeasi pedakuyus)

b) Ecnm  3HaveHne, nonydeHHoe npu  OMNPEAENEHUN  UCMbITYEMbIM
CONUTMOMAHOMETPOM, nexuT 3a npegenamu guanasoHa mameHenHus IOTAJIOHHOIO
OABJIEHUA KPOBW, kak yctaHoBneHo B 6.2.4, TO Npunerawowui npegen auvanasoHa
OTAINNIOHHOIO [OABJIEHUNA KPOBW Bbluntator 13 OMNPEOENEHUA WCTMbITYEMbIM
COUTrMOMAHOMETPOM. 3ta pasHOCTb 4BNAeTCA MNOrPEelHoOCTbid  Ans  AAHHOro
OMNPEAENEHNA.

lMpumep 1 — [uana3oH u3meHeHulU 3TAJIOHHOIO AUACTOJIMYECKOIO AOABJIEHUA
KPOBU cocmaensiem om 73 mm pm.cm. (9,73 klla) do 82 mm pm. cm. (10,93). 3HavyeHue
ANACTOJIMYECKOIO APTEPUAJIBHOIO [HQABJIEHUA, onpedeneHHoe WCIbITYEMbIM
COUTMOMAHOMETPOM cocmaensiem 76 mm pm. cm. (10,13 klla). lMozpewHocmb OaHHO20
onpedeneHusi cocmaensiem 0 mm pm. cm. (0 klla).

lMpumep 2 — [uana3oH u3meHeHulU 3TAJIOHHOIO AUACTOJIMYECKOIO OABJIEHUA
KPOBU cocmaenssem om 73 mm pm.cm. (9,73 klla) do 82 mm pm. cm. (10,93). 3HavyeHue
AUNACTOJIMHECKOIO APTEPUAJIbBHOIO [ABJIEHUA, onpedeneHHoe MWCIIbITYEMbIM
COUrMOMAHOMETPOM cocmaenssem 70 mm pm. cm. (9,33 klla). [NoepewHocmb OaHHO20

onpedeneHusi cocmassisiem —3 MM pm. cm. (-0,40) klla.

c) Ha ocHoBaHuu norpewwHocten kaxgoro OMNPEOENEHUA gns kaxgoro MAUMEHTA
n ana  kaxgoro 3Hadyenns APTEPUWAINIbBHOIO [OABJIEHMA (CUCTOJTMYECKOE
APTEPWAJIbBHOE [OABJNEHUWE, OWACTOJIMMECKOE APTEPUANIBHOE [OABJIEHUE,
CPEOHEE APTEPUAJIBHOE [OABJIEHUVE) BbluMCnAT cpedHow  apuMeTUyeckyto
BENMNYNHY MOrPELLUHOCTUN N ee SKCNepUMeEHTanNbHOe CTaH4apTHOE OTKITOHEHME.

6.2.6 AHanun3 gaHHbIX

Ana CUCTOJIMYECKOIO n JUACTOJIMHECKOIO APTEPUAINBHOIO OABJIEHUA
cpegHsas norpewHocTb  onpefeneHvs, X, QAna h-konudecTBa OTAENbHbIX  MapHbIX
onpegenexnmn NCTMNbITYEMbIM COUTMOMAHOMETPOM, kak yctaHoBneHo B 6.2.5 ans
BCEX CyObeKkToB, OOMKHa ObiTb B npegenax unu pasHa +5,0 mm pT. cT. (0,67 klMa), npwm
9KCNepUMEHTaNbHOM CTaHOAPTHOM OTKMAOHEHUW s, He npeBbiwakwem 8,0 Mm pT. CT.

(1,07 kMa) npw BbluncreHun no opmynam (16) n (17):

1 n
=) x (16)

Sp = ! -Z(xl- — Xp)? (17)

n—1
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roe x; — norpeLwwHocTb nugusuayansHoro ONMPELOENIEHNA, kak ycTtaHoBNeHo B 6.2.5;
n — obLee konuyectso OMPEAENEHNN:
i — nHaekc nHamsmnayansHoro OMNPEOENEHNA.

Mpumep 1 — n =150 ons COUITMOMAHOMETPOB, npedHa3Ha4eHHbIX OJisi 83POC/bIX
MALUUNEHTOB unu nodpocmkoe (uccnedoeaHue Ha 15 cybbekmax).

lMpumep 2 — n =200 dns COUTMOMAHOMETPOB, npedHa3Ha4eHHbIX OJisi 83POC/IbIX
MALUUNEHTOB unu nodpocmkoe u demel 8 so3pacme om 3 o 12 nem (uccnedoeaHue Ha 20

cybbekmax).

6.2.7 CPEOHEE APTEPWAJIbHOE OABJIEHUE (MAD)

Ecnn COUTMOMAHOMETP otobpaxaeT 3HadeHne CPEOHEIMO APTEPUAJIBHOIO
OABNEHUA (MAD), B8 SKCIJTYATAUMOHHOM OOKYMEHTE pomxeH 6bITb yka3aH meTon
onpeaenenus n npoesepkn CPEOHEIO APTEPUAJIBHOIO OABJIEHUA [cm. 6.2.4 €)].

Coomeemcmeue ycmaHaenueaom rnymem npoeepku IKCITIYATALUNOHHOIMO
HAOKYMEHTA u OTHETA O KITMHUYECKUX UCTIbITAHUAX.

7* BbIOOpPKM GepeMeHHbIX

a) COMFMOMAHOMETPbI, npegHasHadeHHble Ana G6epeMeHHbIX, OOSMKHbI MPOUTH
KIMMHNYECKOE UCTbITAHUE Ha aTon BblGopkKe.

b) Ecoru  COUTMOMAHOMETPbLI  npownun  KIIMHWYECKOE WCIbITAHUE B
cooTBeTCTBUKN C TpeboBaHnsaMU, NpuBeaeHHbIMU B 5.1 1 5.2, TO OHU TakKe LOSMKHbI NPONTU
KNMMHUYECKOE WCIbITAHUE B cootBeTcTBUM C 5.2 OOMOMHUTESNIBHO C Yy4acTUeM He
mMeHee 45 6epeMeHHbIX.

c) Ecom  COUTMOMAHOMETPbLI  npownn  KIIMHWYECKOE WCIIbITAHUE B
cooTBeTCTBUKN C TpeboBaHMsAMU, NpuBeaeHHbIMU B 6.1 1 6.2, TO OHN TakKKe LOSMKHbI NPONTU
KNMMHUYECKOE WCIbITAHUE B cootBeTCcTBUM C 6.2 OOMOMHUTESNIbBHO C Yy4acTUeM He
mMeHee 15 6epeMeHHbIX.

d Ecru  COUTMOMAHOMETPbLI He npownu  ycnewHoe  KJIIMHUYECKOE
NCIMbITAHUE B cooTBeTcTBMM C TpeboBaHnamMU, npmeegeHHbIMM B 5.1 n 5.2 unn 6.1 n 6.2,
To gomkHo ObiTb nposegeHo KIMMHUYECKOE UCTIbITAHUE B cootBetctBuM ¢ 5.1.1 n 5.2
nnn 6.1.1 n 6.2 ¢ yyactmem Tonbko 6epeMeHHbIX.

e) Ona KIMMHUYECKUX WCIbITAHUMA Ha 6epemeHHbix, Bblbopka AOMKHa 6biTb
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paBHOMEPHO pacrnpeferneHa ¢ JonyckoM 1 cybbekta nccnegoBaHus, no cnegyowmm Tpem
noarpynnam:
1) HOpMOTeH3uBHbIE BepeMeHHble, UMeloLLMe CpoK rectaumm 6onee Tpex MecsLes,
¢ CUCTOJIMYECKNUM APTEPWAIIbHBIM OABJIEHMEM meHee 140 mm pT. CT.
(18,66 «Ma) v OUNACTOJIMHECKMM APTEPWAJIbHbIM [OABINEHVMEM wmeHee
90 mm pT. cT. (12 kla);
2) BGepemeHHble C rmnepTeH3nen, umeloLLmMe Cpok rectaummn 6onee Tpex MecsiLeB:
i) 6e3 npotemHypumn > 300 Mr 3a 24 4, u
i) ¢ CUCTOJIMHECKNUM APTEPWUAINbHBIM OABJIEHUMEM =140 mm pT. CT.
(18,66 «lMa) wnn OQUNACTOJIMHYECKM APTEPUAINBbHBLIM OABJIEHUMEM Bbiwe
90 mm prT. cT. (12 klMa);
3) NMAUMEHTKW c npeaknamncuen
i) ¢ npoTtenHypuen > 300 Mr 3a 24 4, n
i) ¢ CUCTOJIMYECKNUM APTEPWUAINbHbIM OABNEHUMEM =140 mwm pT. CT.
(18,66 «lMa) wnn OQUNACTOJIMHYECKM APTEPUAIBbHBLIM OABJIEHUMEM Bbiwe
90 mm pT. cT. (12 klMa);

f) CneumanucTbl, HecyuiMe OTBETCTBEHHOCTb 3a COCTOSIHME 340POBbsS OEpPEMEHHbIX,
OOIKHbI  onpedensTb, Hackonbko 6e3onacHo yyactne KoHkpeTHbiX [MAUMEHTOK B
KNMMHNYECKNX UCTBbITAHNAX.

g) AHanu3 gaHHbIX BbIMNOMNHAT B COOTBETCTBUM C 5.2.4.1.2 nnn 5.2.4.2.2 Ha OCHOBaHUK
Kputepma 1, unun 6.2.6, B 3aBMCUMOCTHN OT YCITOBUIA, COBOKYIMHO MO BCEM TpeM noarpynnam.

h) UHcTtpykums no akcnnyataumn COUTMOMAHOMETPA, wccnegoBaHHOro gns
paboTbl ¢ B6epeMeHHbIMK, OOokHa cogepxatb uHdopmauuto, 410 COUTMOMAHOMETP
NOAXOAUT AN NCNoNb30BaHNA 6epeMeHHbIMK, BKoYasa 6GepeMeHHbIX C NPeaKkrnamMncuen.

i) MIHCTpyKumna no akcnnyatauun cpmrmoMmaHomMmeTpa, He uccrnegoBaHHOro ans pabotol
c OepemMeHHbIMK, [O0MMKHa cogepxaTb WHGOpMaLMIo, YTO pPe3yrbTaTUBHOCTb OAHHOMO
COUTMOMAHOMETPA He onpegeneHa pnns 6epeMeHHbIX, BKNYas OepeMeHHbIX C
npeaknamncmnen.

Coomeemcmeue ycmaHaenuearom rnymem fpo8epKUu UHCMPYKUUU MO MPUMEHEHU U
OTYETA O KITMHUYHECKUX UCTIbITAHUAIX.
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MpunoxeHue A

(cnpaBo4HoOe)

O6ocHOBaHMe U pyKoBOACTBO

A.1 O6wwue nonoxeHus

B HacToswem npunoxeHun un3noxeHbl 06OCHOBaAHUSA HEKOTOPbIX TpebOoBaHMM HaCTOALLEro
ctaHgapTta. OHO NpegHa3Ha4YeHo ANs TeX, KTO XOPOLLO 3HAaKOM C 06BbEKTOM HACTOsILWEro cTaHaapTa,
HO He nNpuHMMan y4dactve B ero paspabotke. [MoOHMMaHWE NPUYMH, NeXawmnx B OCHOBE OCHOBHbIX
TpeboBaHUN, cYMTAEeTCA CyLEeCTBEHHbIM ANSA MNpaBUibHOrO NPUMEHEHUSI HacTOsLWero crtaHgapTa.
Kpome TOro, Tak kak KnMHMYecKasi npakTMka M TeXHOSOMMN MEHSKTCHA, CYUTaeTCs, YTO 0bbACHEeHne
Tekywmx TpeboBaHun obrerdaeT MNocrneayrowunini NepecMoTp HacTOosLEero craHgapTa, Bbl3BaHHbLIN
3TUM U3MEHEHNEM.

Hymepaumsi npuBeAEeHHOro Hmwxke OOOCHOBAHWSI COOTBETCTBYET Hymepauum pasgernioB U
nogpasgernoB HacToswero craHgapTa. o aTon npuymMHe oHa He OyaeT nocrnenoBaTenbHOMN.

5.1.1 Konwu4yectso

Paamep BLIGOpKK, cocTosLen n3 85 cybbekToB, ObinT onpeaeneH Ha OCHOBaAHUW CTAaTUCTUKN OIS

HOPMarbHOro pacnpeneneHus.

MpumedyaHune 1-— B ccbinke [4] cogepxuTtca gononHuTenbHas nHdopmaums.

HoseputenbHbii nHtepsan 98 % (a=0,02) n cratuctnyeckas sHadumoctb 95 % (S = 0,05)
npmBoaAT K TpeboBaHnsaM K pasmepy BbIOOPKK, cocTosiwen n3 85 cybbekToB. ITn TpeboBaHmsa GepyT
Hayano B paHHen paboTte komuTeTa No aptepuanbHoMy aasneHuio AAMI (Accounaums cogencTaus

pas3BuTU0 meguuunHckon TexHukn CLUA), npatuposaHHon 1987 rogom.

MpumeuvyaHune 2— B ccbinke [3] cogepxutca gononHUTenbHas nHopmaums.

[ononHuTtensHO, pasmep BbIGOpKKM, cocToswen ns 85 cybbekToB, MOXET ObITb onpedeneH Ha
OCHOBaHWM cTaTUCTUKM Ansa t-pacnpegenenus. [oseputenbHbli uHTepBan 95 % (a=0,05) u
ctatuctudeckas 3Hadumoctb 98 % (£ =0,02) npuBoadatr K TpeboBaHMAM K pasmepy BbIOOPKM,
cocTosiLen ns 85 cybbekToB.

5.1.2 PacnpegeneHue no nosny

XoTa HeT ybeauTenbHbIX AaHHbIX, 4T0 COUTMOMAHOMETP paboTtaeT no-pasHOMy Yy MY>X4MH U
XEHLWH, HeKoTopble WCCredoBaHWs MOKa3biBalOT, YTO MOXeT Habnwaatbca cuctemaTudeckas

oLumnbka.

MpnmeuyaHune — B ccbinkax [21] n [22] coaepXutcsa AononHUTeNbHaa nHgopmaums.
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Ecnu cmellieHne un cyuwiectByeT, OHO, CKOpee BCero, Bbli3BaHO OTNINMYMSIMM B OXBaTe PyK U
pacnpegeneHnn XupoBbIX OTAOXeHUN Mo Teny. Hactoawmin ctangapTt yxe cogepxuT TpebosaHue,
4yT06b1 CTMBITYEMBIN COUTMOMAHOMETP npoxoaun McnbiTaHMs BO BCEM AMana3oHe oxsaTta
pyk. TpeboBaHve No pacnpegeneHnto No nony MNo3BonseT uccrnegoBaTb pasnuuMsa Mexay nonamu
6e3 BO3HUKHOBEHUS CMIOXXHOCTEN B BbIMONIHEHUM.

5.1.3 PacnpepgeneHue no Bospactam

[deneHne mexay AeTbMM U B3pOCnbiMM B Bo3pacTe 12 net OCHOBaHO Ha €AWHCTBEHHOW
N3BECTHOM ny6nukaummn, B KOTOPOW CPaBHMBAKOTCA BO3MOXHOCTWU MCMONb30BaHUA NnMBo 4eTBepToro
unun natoro ToHoB KopoTtkoBa (K4, K5) ansa ayckynbtatmBHon oueHkn OWACTOJIMYECKOIO
APTEPUAINBHOIO OABJIEHUA. B 1963 rogy Mocc n Amamc (Moss and Adams) [14] nposenu
uccrneooBaHMe C LENblo onpeaeneHus Hanbonee noaxoasilien oueHku aoptanbHoro OABJIEHUA
KPOBW, namepeHHoro Bo Bpems katetepusauumn cepgua — K4 vnn K5. [laHHble nokasbiBanu, 4to 4o
Bo3pacTa 13 (meHee 12) net, K4 6bin Boiwe. B 1987, Pabo4yasi rpynna no KOHTPOS0 apTepuanbHOro
AaBneHus y aeten [6] nsmeHuna cBou pekomeHgaumm, 3assume, 4To K5 MoxeT ncnonb3oBatbCs y nuy,
ctapuwe 3 net. K coxaneHuio, 3T pekomeHgaumm 6binm gaHbl 6€3 NoATBepXKAaloLWMX AaHHbIX.

Bo Bpemsi neproaa pocta B Bo3pacTe oT 3 0o 12 net, cpegHun pebeHok (50- npoueHTUb)
npnbaenser B pocte ¢ 93-96 cm (B BOo3pacte 3 net) go 150-152 cm (B BO3pacte 12 net). B
ananasoHe mexgy 3-uM 1 97-biM npoueHTunem moxeT 6biTb pasHuua B 30 cm (B Bo3pacTte 12 ner).
HopmanbHbI POCT MMEET SBHYI JIMHEWHYID XapakKTEepUCTUKY BO BpeMsi 3TOro BO3pPacTHOro
WHTEepBana, XOTa OeTU UMEKT pasnuyHble TUMbl TENOCNOXEHUS W, CneaoBaTenibHO, OXBaT PYKu
cyuwiectBeHHO nameHsietcs. Komutetol ISO/TC 121 n IEC/TC 62 He nmenu mHdopMaumm O KaKux-
nnbo NpoBeAEHHbIX UCCNeAoBaHMAX NPOAONbHBLIX UBMEHEHMIN OXBaTa Pyku AeTen B Bo3pacTe OT 3 Ao
12 nert. T. K. To4HOCTb HenHBasusHoro APTEPUAJIbHOIO JABJIEHNA B Gonbluen cTteneHn 3aBucuT
OT oxBaTa pyku, Yem pocTta cybbekta, kommuteT ISO/TC 121 nocumntan 6onee BaKHbIM BKIOYUTbL B
craHgapt Bce pasmepbl MAHXKETDI, a He Bo3pacTHble kaTteropuu geten. Hanpumep, «KpynHbli» 6-
netHMn pebeHoK MOXeT UMeTb CyLeCTBEHHO BOonbLUM OXBaT Pyku, YeM «ManeHbkun» 9- nnn 10-
netHun pebeHok.

BepxHee HopMarnbHoe CUCTOJIMYECKOE/ONACTOJIMYECKOE APTEPUAJIBHOE
OABJEHUE y neten ysenuumsaeTcsa ¢ npubnusmtensHoro 3HaveHusa 114/66 mm pt. cT. (15,20/8,80
klMa) B Bo3pacTte 1 roga go 135/91 mm pr. cT1. (18,00/12,13 klMa) B BO3pacTe 12 neT y camblX BbICOKMX

neTen, npowledwmnx obecnegoBaHue.
MpumeyaHue — B ccobinke [5] cogepxuTca gononHUTENbHas nHopmaums.

Mo aTton npuumHe, 6bIN0 6bl HENpakTMYHO onpefensaTb TpeboBaHWS K «NOBbILUEHHbLIMY
3HayeHuam APTEPUAINBHOIO OABJIEHWA, kak aTo genaetcss B MCCNEAoBaHMAX Y B3POCHbIX.
Kpome TOro, pacnpocTpaHeHHOCTb CYLIEeCTBEHHOW MMNepTeH3un y AeTer odeHb Mmana, 4yto genaet
TpeboBaHne Hannums geten ¢ rmnepteHamen B KIIMHUWYECKUX  UCMbITAHUAX
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TpyaHoBbInonHMMbIM. Kpome Toro, 3HadeHnss CUCTOJIMHYECKOIO APTEPUAJIBHOIO JABJIEHNA

n OUACTOJIMHECKOIoO APTEPUAJIBHOIO [JOABJNEHUWA y MnageHueB C  runepteH3ven

COOTBETCTBYIOT CPEeAHMM HOpMarnbHbIM 3HaYeHWsIM Ans B3pocnbix cybbektoB. CnemoBaTtenbHO,

NCMBITYEMbIA COUTMOMAHOMETP He Bbi3biBaeT CyLUECTBEHHbIX «COMHEHWU» B BOMPOCax

TOYHOCTU Anda aaHHoro amanasona JABJIEHUA KPOBW. Ucxoas na atoro komuteTthl ISO/TC 121 un

IEC/TC 62 counu, 4TO He cyuwectByeT OBOOCHOBaHHbIX MpUYMH TpeboBaTb Hanuuus Jeten c

rmnepTteH3anen B NOObIX KNMHUYECKUX UCCrefoBaHWsX Ha AeTax mnagwe 12 net, n 4to Aeten
ctapwe 12 net cnegyet 06beguHUTL CO B3POCMbIMU NPU BbINOMHEHUM aHanm3a AaHHbIX.

5.1.6 CneuwmanbHas Bbibopka MALNEHTOB

B HEKOTOpPbIX BblOOpKax NMAUMEHTOB obecneyeHmne TOYHOCTH nokasaHum
COUTMOMAHOMETPOB moxeT ObiTb npobnemMaTtuyHbiM. OTO MOXET ObiTb BbI3BAHO TaKnMMu
xapakrepuctukammn MALVEHTOB, kak anabet, 3aboneBaHnst nepudepmniecknx CocyaoB unm apyrue
YCINOBWS, BRVSIOWNE HA COCTOSIHME apTepui. AHanornyHble Npobnembl MOryT BO3HMKATb BO BPeMS
KMMHNYECKUNX NCMBbITAHWUW, koroa xapakTepucTuku nauueHTa, younusaiolme BapuabenbHOCTb
APTEPMANBHOIO OABJIEHUA cybbekta, MoryT okasaTb BIAWAHWE HAa TOYHOCTb MOKa3aHWN, Kak
NCMbITYEMbIX COUTMOMAHOMETPOB, Ttak wn 3TAJIOHHbLIX C®PUTMOMAHOMETPOB.
MpuMepoM MOXeT CRyXuTb NpeacepaHas Unuv xenyaovykoBasi apuTMumns.

XoTta nsmepenne APTEPVAJIbBHOIO JABJIEHNA y MAUMEHTOB ¢ mepuaTensHon aputmmuen
(TpeneTtaHveMm npencepann) KNMHUYECKM BaXKHbI, B HAcCTOsILLLEe BPEMS OTCYTCTBYIOT OBLLENPUHATBIE
KnNuHudeckne pekomeHgaumm no namepenuio APTEPUAJIbBHOIO OABNEHUA y Takux MALUMNEHTOB.
Tak Kak TOYHOCTb aycKynbTaTMBHOro MeToda onpegeneHns 3HadeHus APTEPUAJIBHOIO
OABITEHNA y NMAUMEHTOB ¢ wMepuatenbHonM aputmuen (pmbpunnsuuen npeacepoui) He
N3BECTHa, »KenaternbHo YCTaHOBUTb  OpYron OTANOHHbLIV Metog  Ans OLIEHKMN
COUNTMOMAHOMETPOB gns NMALUMEHTOB ¢ mepuaTtensHOn apuTtMuen.

5.2.1 lMopgroToBKka cybbekTa

Tak kak BaxHO cHuM3UTL konebaHus APTEPUAJIBHOIO [OABJIEHUA cybbekta BO Bpems
KMMHUYECKOro uccnefoBaHus, akTopbl, KOTOPble MOryT Bbi3BaTb WM3MEHEHUS B CTabunbHOCTU
APTEPUAINBHOIO OABIEHWNA, pomkHbl HAXOANTBCA NO4 KOHTPOSMEM.

Mpumepbl — Cnedyem nonpocumsb [MAUUEHTOB onopoxHumb ux Mo4veeol mny3bipb
neped usmMepeHuem, U, 0CO6eHHO OJisl NOXUJbIX /1odel, udMepPeHUsi OO/KHbI 8bIMOJIHIMbLCS

He paHee 2 4Yacoe nocirie eobl.

5.2.2 MoproroBka HabnaaTens
B Hactodwee Bpems obuwenpusHaHo, 4Tto ana onpegeneduns OUMACTOJIMYECKOIO
APTEPMANBHOIO OABIEHUNA pomkeH ncnonb3oBaTtbest NATLIM TOH KopoTkoBa.

MpnmevyaHune 1 - B obocHoBaHuu k 5.1.3 1 ccbinke [16] cogepxuTca 4ONONHUTENbHAaN MHopmaums.
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B npowrnom BO3HMKanm BOMpPOCHI, credyeT nu ucnomnb3oBaTb vyeTBepTbin (K4) nnu natein (K5)
ToH KopoTtkoBa ans onpegenernns AJUACTOJIMHECKOIO APTEPUAINBHOIO OABJIEHNA Bo Bpems
B6epemeHHoCcTN. MexayHapoaHoe obLwecTBO N0 NU3YyYEeHWU0 rmnepTeH3nn y 6epeMeHHbIX B HacToswee
BpeMsi pekoMmeHayeT MCMOSb30BaTh K5 ans onpegeneHns ONACTOJIMYECKOIO
APTEPUNAJIBHOIO OABJIEHNA y 6epemeHHbIX.

MpumevaHune 2 - B ccoinkax [13] u [16] coaepxutcsa AononHUTENbHas MHpopmMaums.

5.2.3 OTAJIOHHbIE pesynbTathl uaMepeHns

CneuuanucTbl NPULLIAN K BbIBOAY, YTO ecrnv TpebyeTcst 6onee BOCbMU Nap namepeHun npnbopa
AN NonyvyeHns OCTOBEPHbIX AaHHbIX AN onpefenieHHoro cybbekTa, To Habnogatenu unn cybbexT
BbI3bIBAIOT ONpeAeneHHoe HeJoBepue.

WccnepgoBaHua  nokasblBalT, 4YTO MMEET MeCTO CyuwecCcTBEeHHasi MOorpewHocTb  npu
ayCKynbTaTUBHbLIX M3MepeHusix, korga npumeHsemas MAHXXETA crnvwkom Lunpokas unu Crmwkom
y3Kas Ons oxeaTta pyku cybbekTa, B cpaBHeHUW ¢ uHBa3uBHbiM STAJTOHOM [10]. [aHHoe siBneHue
HaLWLMo LWMpOKoe NpU3HaHWe cpeamn cneunanmncToB, U GbINO NPUHATO B KAYecTBe MaBHOW MPUYMHDI,
BbI3blBatoLLen HeTouHOCTb mamepeHun APTEPUANBHOIO OABJNIEHUA no scemy mupy. OaHHble
noaTBepX4arT Hagnexawme xapakTepucTmkn MAHXXETHI, korga wnpuHa nHeemokamepsl MAHXXETDI
HaxoguTcsa B AnanasoHe oT 37 % 0o 50 % oxeaTa nneva cybbekTa, Npu 3amepe B cepeauHe nneva.
[aHHble nokasbiBaloT, 4YTO 3a Npedenamm 9TOr0 BEPXHEro W HWXKHEro npegena MorpeLHocTb
3HaYNTENbHO BO3paCTaET.

WccnepoBaHns nokasbiBalOT, 4YTO  KOIMMUUMEHT COOTHOLLEHWA oxBaTa pPykM W OAWHbI
nHeBmokamepbl MAHXKETbI <75 %, aBnseTca CnMWKOM HU3KUM M He obecneumBaeT Hagsexallen
OKKII03MM pyKn cybbekTa, U 4To KoahdpumumeHT cooTHoweHms >100 % MOXeT Bbi3BaTb NOrPELLHOCTb
NPy ayCKynbTaTUBHbIX M3MepeHUsiX. KOMUTETbI NpULWAN K BbIBOAY, YTO, YTO KOI(PMUUNEHT ASMHbI
NMHEBMOKaMEPbI OOIMKEH OblTb B npegenax gnanasoHa 75 % — 100 % onst obecneyeHns TOMHOCTU
OTANNOHHBIX namepeHui.

5.2.4.1.1 Tpouenypa

3Hadenne APTEPUATIBHOIO JABINEHWA BapmaTBHO B 3aBUCMMOCTM OT 4acCTOTbl CEPAEYHbIX
CoKkpalleHun n BpemeHu. [loatomy, metog nocnegosaTtenbHoro uamepenns APTEPUAJIBHOIO
OABITEHNA Ha ogHoW pyke noaBep)KeH CYLLeCTBEHHbIM M3MEHEeHUsM BO BpemMeHu. BrivaHue aToro
ABNEHUA B 3HAYUTENbHOW CTENEHU CHWXKAEeTCs, €eCcnv MNPUMEHSAETCS METo4 OOHOBPEMEHHOMO
N3MEepEHMsT Ha NPOTUBOMONOXHbLIX pykax. B aTon cBA3wM, cylecTByeT obLiee MHEHME, YTO HEKOTOPbIN
OONYCK Ha BPEMEHHYK BapWaTUMBHOCTb SBNSETCHA MpUMEMNEMbIM B METoAe MocnenoBaTerbHbIX
N3MEpPEHUIA Ha TOW Xe pyKe, MOCKOSbKY yYNTbIBAET TaKylo BapnaTMBHOCTb.

MpeumywectBO MeToda nocrefoBaTerbHbIX M3MEPEHUA Ha TOW Xe pyke B TOM, 4YTO Ha
pesynbTatbl UCCregoBaHUMN He BAWUSET narteparnbHoe OTKNoHeHue (LD, cBs3aHHOe CO CTOPOHOM

namepeHusi) B 3HadyeHmsx APTEPUAJIBHOIO OABJIEHNA. OgHako, B 9TOM MeToge, BapMaTUBHOCTb
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APTEPWAJIBHOIO OABITEHNA npunbasnsieTcs K MorpeLLIHoCTn NCIMbITYEMOIO
COUTMOMAHOMETPA 1 noatoMmy cTaHaapTHoe oTkrnoHeHne norpewHoctn WCTbITYEMOIO
COUTMOMAHOMETPA moxeT 6biTb 3aBbilleHO. OTa rMnoTesa Halluna CBOe 3KCnepuMeHTarnbHoe
noaTBepXaeHne B HE3aBMCUMOM UCCRedoBaHUKM, NpoBegeHHOM HECKOMbKUMMU HayYHbIMU LeHTpamu
noa armaon TexHunyecknx kommuteTtoB ISO/TC 121/SC 3 n IEC/SC 62D, ¢ yyactuem 120 cybbekTos.
Bbina nokasaHa  cywlecTBeHHass  nonoxutenbHaa  koppenduma  mexgy  OTAJIOHHBbIM
APTEPVAJIbHBIM OABNEHUVMEM wu norpewHocteto UCTIBITYEMOTO COUTMOMAHOMETPA,
BO3HMKaIOLLYI0 B pe3ynbTaTe CTaH4apTHOro OTKINOHEHUst Mexay cyGbekTaMm nccnegoBaHus.
Komutetbl ISO/TC 121/SC 3 mn IEC/SC 62D TwaTtenbHO u3yyunu pasnuyHble BO3MOXHble
MEeTO4OoNorMN, C MOMOLLbI0  KOTOPbIX MOXHO BbIMOMNHATL MOCNeAoBaTefibHble  UCCnefoBaHuS.
Mockonbky QJOTANIOHHLIE wu3amepenns wn  OIMPEOENIEHUA BbinonHawTcas BO  BPEMEHHON
nocnenoBaTenbHOCTW, BaXHO, 4YTOObl B TeyeHMe nepuoga UCMbITaHUA  CylLlecTBOBanu
remMoanHaMmyeckn ctabunbHble ycrnosus. CyLlecTBOBann HEKOTOPbIe OnaceHusi Mo NoBogy TOro, YTo
Takve ycnosusi TPyQHO €O3daThb Y MaUMEHTOB C runepteH3nen. Kak pesynbrat 3TUX onaceHuin, Ao
10 % cybbeKkToB paspelleHo UMEeTb TOMbKO ABa 3amMepa, €CriM OHU OTBEYalT KpUTEpUaM
ctabunbHocTn. Tpu cnegywowmx npumMepa WNCTpupyloT npumeHeHue 3aton MPOUEOYPLI k

KOHKPETHOMY CYyObEKTY.

lNpumep 1 - [lepeoe nokaszaHue 3TAJIOHHOIO CUCTOJIMYECKOIO APTEPUAJIBHOIO
HOABJIEHUST paseHo 122 mm pm.cm. Bmopoe nokaszaHue 3TAJIOHHOIO CHUCTOJIMYECKOIO
APTEPUAJIBHOIO [JABJIEHUSI paeHo 128 wmmpm.cm. Tpembe noka3aHue 3TAJIOHHOIO
CUCTOJIUYECKOI'O APTEPUAJIbHOIO [AABJIEHUS pasHo 132 MM pm.cm. Pe3ynbmam: pa3Huua
mexdy smobbimu 0Oeymsi nokaszaHusmu OTAJIOHHOIMO CUCTOJIMYECKOIO APTEPUAJIBHOIO
HAABJIEHUA meHbwe unu pasHa 12 Mm pm. cm.; 8 uccsiedogaHue 8KJIH0YEeHbI 8Ce MOKa3aHUsl.

lNpumep 2 - [lepeoe nokaszaHue 3TAJIOHHOIO CUCTOJIMYECKOIO APTEPUAJIBHOIO
HAABJIEHUS paeHo 120 mm pm.cm. Bmopoe nokaszaHue 3TAJIOHHOIMO CUCTOJIMYECKOIO
APTEPUAJIBHOIO [JABJIEHUSI paeHo 134 wmMmpm.cm. Tpembe noka3aHue 3TAJIOHHOIO
CUCTOJIUYECKOIO APTEPUAJIBHOIO HAABJIEHUSI paeHo 107 mm pm.cm. Pesynbmam: Hem
nokasaHuti QTAJIOHHOI'O CUCTOJINHYECKOIO APTEPUAJIbBHOIO JABJIEHUA ¢ pa3Huuel meHee unu
pasHol 12 MM pm. cm.; ece NMokKa3aHUsl UCK/TI0YeHbI U3 Uccsie08aHusl.

lNpumep 3 - [lepeoe nokaszaHue 3TAJIOHHOIO CUCTOJIMYECKOIO APTEPUAJIBHOIO
HAABJIEHUS paeHo 119 wmm pm.cm. Bmopoe nokasaHue 3TAJIOHHOIMO CUCTOJIMYECKOIO
APTEPUAJIBHOIO [OABJIEHNA pasHo 121 mmpm.cm. Tpembe nokaszaHue 3TAJIOHHOIO
CUCTOJTUYECKOIO APTEPUAJIBHOIO QABJIEHUA paerHo 134 mm pm.cm. Pe3ynbmam: pa3Huuya
mexody nepebiMm u mpembum I3TAJIOHHBIMU noka3zaHusmu npeebiwaem 12 MM pm.cm.; ece
ATAJIOHHbIE nokazaHusi Mo2ym 6bimb UCK/IIOYEHbI U3 uccriedoeaHusi. Mnu kak eapuaHm, nepeoe u
emopoe rnokasaHusi Mo2ym 6bimb UCMoOJIb308aHbl 8 uccriedoeaHuu, a OaHHble MpPembe20 MoKa3aHus

Mo2ym 6bimb UCK/IOYeHbI U nrompebyemcsi npuesnieyeHue donosnHumensHozo MALUUNEHTA.
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Takke obcyxgancs BOMPOC WMCNONb30BaHUA ManblX pasnuyni (4 Mm pT.CT. M1 6 MM pT. CT.)
(0,53 kMa n 0,80 kMa) mexay nocnepoBatenbHbiMM ITAJIOHHBIMW nokasaHuammn B KadecTBe
KpuTepus CcTabunbHOCTW, HO 3TO BbI3Baro OnaceHue, YTO UCKMYeHWe nokasaHunm ByaoyT CruLIKOM
YyacTbIM.

Bbinv npoaHanuanpoBaHbl CyLLECTBYHOLLNE MPOTOKOMbl U BEPOSATHbIE UCTOYHUKN OTKIIOHEHUI U
norpewHocten. CneumanucTbl NPULWIAM K BbIBOAY, YTO JonylieHne BbiGopa npeabigyliero wnm
nocneaywouwero OTAJIOHHOIO nokasaHusi, HAa OCHOBaHUM KOTOPOrO OOHO HaxoauTcsl Onmke K
3HayeHuo ot VCTbITYEMOIO COUTMOMAHOMETPA, He umeno Hay4yHoro o6ocHoBaHusA. Kpome
Toro, Gbin caenaH BbIBOA, YTO ycpeaHeHne 3HadeHun npegbiaywero n nocnegyrowero ATAJIOHHBLIX
nokasaHui obecneuymBaer Oornee TouHoe nokasaHne APTEPUWANBbHOIMO [OABJIEHNA cyGbekTa.
BpemeHHble nameHenns APTEPUAJIBHOIO [OABJIEHUA cybbekta s1IBNAKOTCA HOpPManbHbIMU W
oKasblBalTCA NpobnemMaTvyHbIMW NPU UCNOMb30BaHUM MeToAda nocrieqoBaTenbHOro UccnegoBaHuUs.
TexHnyeckme komuteTbl ISO/TC 121 n IEC/TC 62 paccMmoTpeny BO3MOXHOCTb MCMNOSIb30BaHNA TONBKO
npegbligywiero wnu nocrnegyouwero nokasaHun APTEPUAJIBHOINO [OABJNIEHUMA B kadecTBe
OTAJITOHHOW BenuumHbI; ogHako, BbINO YCTAHOBIEHO, YTO CpedHee 3HaYeHWe npeablayLero u
nocneaytowero ATAINNIOHHbLIX nokasaHui gaet 6onee TouHyto oueHky JABJITIEHNA KPOBW cybbekTta
B To Bpems, korga MCMbITYEMbI COUTMOMAHOMETP genaeT cBoe UsMepeHue.

OTO Hawno noaTBepXOeHWe B He3aBMCUMMOM WCCrefoBaHWM, MNPOBEAEHHOM HECKOMbKUMMN
Hay4HbIMK LeHTpamn C yyvactmem 120 cybbekToB, rae CpeauHHble MOoKa3aHWsl, BbINOSHEHHbIE
Habntogatensamn, paccmatpuBanucb Kak  pedpepeHTHble  3HaveHns gnsa UVCTMbITYEMOIO
COUTMOMAHOMETPA.

[aHHble nccrneqoBaHUS MOKa3biBalT, YTO CpedHue 3HayYeHust norpeliHocTn B Tabnuue A.1
yMeHblUeHbl (1 npubnmxkeHbl K 0,0 MM pT. CT.), TOorga Kak cpegHee apudMeTUyecKoe 3HadeHue
npeablaywero M Mnocrnenyowero cpegHero 3HadeHusa wucnonb3yetcsa B kadectse IQTAJIOHHOIMO
3HayeHUsl, W 4YTO CTaHAapTHOe OTKNOHeHWe ObiNo yMeHbleHo. [lonydYeHHoe cTaHaapTHoe
OTKINOHEHME OTpaXkaeT pas3nuumMs Mexay AaHHbIMK, MNOoMyYeHHbIMM Habntogatenem (Bkro4as
NOrpeLlHoOCTb M3MEPEHUA, NPoBeaeHHbIX Habnogatenem), n 06ycnoBneHHbIMU (haKTOPOM BpPEMEHMU
nameHeHnamm APTEPUATNIBHOIO JABIEHUNA cybbekTa.

MepBoHavanbHoe nokasaHne ATAJIOHHOIO APTEPUAJIBHOIO OABJIEHUNA n nsamepexune, He
BKIMIOYEHHbIE B aHanu3 [AaHHblX, NpeAHasHayeHbl ANA CMArYeHus «npeaynpeguTensHOny  unm
«TPEBOXHOM»  peakumm CcO CTOPOHbl CyObekTa, KoTopas MOXET BPEMEHHO YBENUYUTL

nepBOHayarnbHble 3Ha4YeHUA y MHOTUX nny, [12].
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Tabnuuya A.1l — Pesynbrartbl UCCnegoBaHUA, MPOBEAEHHbLIX KOMUTETAMM

Mpenbiaywee OTAJIIOHHOE Mocneaytowee STAJIOHHOE CpeaHasa BenvumnHa 3Ha4YeHUn
3HavyeHne APTEPUANBHOIO 3HavyeHne APTEPUATIBHOIO npeabiayLwero U nocneayoLwero
OABINEHWA, ncnonbsyemoe B OABJTIEHUA, ncnonbayemoe B STAIIOHHOIO
kayectBe QTAJIOHHOIO kavyectBe STAJIOHHOIO APTEPUWAJIBHOIO JABNEHUA,
APTEPUWAITIBHOIO JABNEHUA | APTEPUATIBHOIO JABNEHUA ucrnonb3yemMasi B Ka4ecTse
3TAJIOHHOIO
APTEPUWAIIBHOIO JABNEHUA
Cucronuyeckoe | Anactonnyeckoe | Cuctonuyeckoe | Ouactonmyeckoe | Cuctonuueckoe | Ouactonuyeckoe
apTepuanbHoe | apTepuvanbHoe | apTepuarnbHoe | apTepuanbHoe | apTepuanbHoe | apTepuanbHoe
AaBrnexvne JaBrneHvie AaBrneHve JaeneHvie AaBrnexHue [OaBreHve
MorpelwHocTb -0,8 0,2 0,6 -0,2 -0,1 0,0
cpegHero
3HaYeHus
(Mm pT. cT.)
CtaHpapTHoe 5,7 3,9 55 4.0 4.7 3,3
OTKIIOHEHNEe
(Mm pT. cT.)
Yucno 234 234 234 234 234 234
CpaBHEHUN

5.2.4.2 MeToq 0AHOBPEMEHHOrO orpeaeneHnsa Ha NPOTUBOMNOSTOXHbLIX PyKax

MeTon OOHOBPEMEHHOrO OnpedeneHns Ha MPOTUBOMOMOXHbBIX PyKax WCNONb3yeTCsl, ecrnu
NCMbITYEMbI COUTMOMAHOMETP pa6oTaeT B pexumMe, He MNO3BOMSIOLEM OOHOBPEMEHHO
nposoantb cHATUE OTAJIOHHOIO nokasanusa n OMNPEOEJNIEHUA 3Havenns. 310 moxeT ObiTb NO
npuymHe wucnone3oBaHua WCIbITYEMbIM COUTMOMAHOMETPOM ckopoctn cbpoca BO3ayxa,
KOTopasi HaxoguTCa 3a AONYCTUMbIMK npegenamu Ans pyyYHOro ayckynbTaTMBHOMO onpeaeneHus,
OMNPELOEJNEHVE

nogaepXmBarwulero ayCckynbtauuto, Unm nNcnofib3oBaHUA y4acTtka namepeHund, He nogaoep>XxXmsarLliero

ncnonb3oBaHnMA mMetToaa WU3MepeHns (Hanpvlmep, npum HaFHeTaHI/IVI), He

aycKynbTauuio (Hanpumep, 3ansacTbe).
5.2.4.2.2 AHanna gaHHbIX
CrangapTbl,

Takne Kak

[1],

NPOTMBOMOMOXHbIX PyKax C KOMMNEHcaUMen natepanbHO pasHuLbl, OCHOBAHHOW HA TPEX U3MEPEHUAX

NCMOmMb3ylT MEeToA OAHOBPEMEHHOro ornpeaeneHns Ha
naTteparnbHOro OTKMOHEHWs, MNPOBOAUMBLIX OO W TOCfe Cepud CpaBHEeHWW, C WCMOMb30BaHWEM
STAIIOHHOIO COUrMOMAHOMETPA n UCTMBLITYEMOIO COUTMOMAHOMETPA. OgHako, npu
ISO/TC 121 and IEC/TC 62, 6bino

YTO KOMMEeHcauuen narteparnbHOW pasHuUbl B OaHHOM MeTode Obina

MOMOLLUM BKCMepuMMEHTa, MNPOBEAEHHOro KoMuTeTamu
NPOAEMOHCTPUPOBAHO,
HeOoCTaTOYHO TOYHOW. HETOYHOCTb KOMMNEeHcaUun naTtepanbHON pasHULbl MOXKET B KaKOW-TO CTENeH!

00BbACHATLCSA npoaoJKUTEsIbHbIMU BPEMEHHBbIMU UHTEepBallaMn Mexay nU3MepeHunem rnateparibHoro

43



44

FOCT ISO 81060-2—-202_

(npoexkm, RU, nepeasi pedakuyus)

OTKNMOHeHMs u  cpaBHeHuamn ITANNIOHHOINO COUTMOMAHOMETPA ¢ UCIbITYEMbIM
CONUrMOMAHOMETPOM.

HoBbI MeTo4 OOHOBPEMEHHOrO onpedeneHus Ha MNPOTUBOMNONIOXKHbBIX pyKax B HaCTOSLLEM
cTaHgapTe 6bin pa3paboTaH C Uenblo NPeoaoneHns 3TUX HeQoCTaTKoB MeToAda, UCMOMb3yeMoro B
HacTosiee Bpemd. T.K. OH nMpoBoguT ogHoBpemMeHHoe cpaBHeHue JITAJIOHHOIO
COUrMOMAHOMETPA c¢ OMNPEOENEHUAMU WUCMLITYEMOIO COUTMOMAHOMETPA, ero
pe3ynbTaTtbl 6onee ycTomumBbl K NynbCoBbIM KonebaHmam obbema KpoBW. TOYHOCTb KOMMEHcaLmm
natepanbHOW pasHuubl  yrydwaeTcs 3a cyeT ucnonb3oBaHusas ITAJIOHHOIO nokasaHus,
CHuMaemoro ogHospemeHHo ¢ OMPEOEJIEHVEM NCMBbITYEMOIO COUTMOMAHOMETPA, T. €.,
MO CyLeCTBY, BPEMEHHOM WHTepBasn Mexay M3MepeHueMm raTtepanbHOM pasHULbl U CPpaBHEHWEM
OTAJTIOHHOIO CONrMOMAHOMETPA ¢ NCTbITYEMbIM COUTMOMAHOMETPOM otcyTcTtByeT.

JononHuTenbHble NpeMMyLLecTBa JaHHOrO HOBOro MeToAa:

- Bpems, 3aTpayMBaemMoOe Ha Kaxgoro OoTAenbHOro cybbekra, 3HaYMTenbHO MeHblue Mo
CPaBHEHMIO C OObIYHbIM METOAOM OAHOBPEMEHHOro onpeaeneHvs Ha MNPOTUBOMOMOXHbBIX pyKax
(wecTb npoTve aeeatn OMPEOENEHNW, 3a ucknioveHmem noaroToBUTENbHLIX M3MEPEHWIA);

- DOCTYNHO 6onblLue NapHbIX CPaBHUTENBbHLIX AAHHbLIX (LLECTb NPOTUB TPEX TOYEK HA CYOBEKT).

MOXHO ocyLecTBUTb NOMbITKY M3MEHUTb YMCIO MOBTOPEHWU AN Kaxgoro cybbekrta. OgHako,
ObINO0 NOATBEPXKOEHO, YTO KOMMEHCAUMsa natepanbHOM pasHuubl He GygeT ycnewHom BCero npwm
YeTbIPEX MOBTOPEHUAX. ITO MOXET OblTb MO MPUYMHE MCMNOMNb30OBaHUA HEeOOCTaTOMHOro 4ucna
OTAJNNOHHbIX nokasaHui (BCcero ABa Ha Kaxayto CTOPOHY) AN OLEHKM natepanbHoOn pasHuubl. Ecnn
KOSIMYECTBO MOBTOPEHUA YBEMNUYUTbL OO0 BOCbMMW, TOYHOCTb OLEHKWU NaTepanbHOW pasHuLbl MOXET
TaKKe CHM3UTbCS M3-3a ONTENBHOrO0 BPEMEHHOMO NepUoaa 1 BO3HUKAIOLLEro NyNbCOBOro KosfiebaHus
obbema kpoBu, mexay nepebiM W nocnegHum ONMPEOENTIEHUAMW. CneposaTtenbHoO, LWeCTb
NMOBTOPEHMWI B BOMbLUEN CTENEHN COOTBETCTBYIOT AAHHOMY MeToay.

5.2.5 [JononHutenbHble TpeboBaHus k COUTMOMAHOMETPAM, npegHasHa4vyeHHbIM AN
NCMOMb30BaHUA B YCIOBUSX TECTOB C (PU3NYECKON HArpy3Kom

HononHutenebHble TpebosaHns k KITMHNYECKM UCTIBITAHUAAM ¢ Harpy3kon 6b15n BbIGpaHbI
ans oueHkn COUTMOMAHOMETPA BO BpemMsi MOOENUPOBAHHOW aKTUBHOCTM W  OBWKEHUS.
[ocTumxeHne uUeneBoOr 4YacToTbl CepAeyHbIX cokpawieHun MuHuMmym Ha 30 % Bbiwe 4acToThbl
CepAeyYHbIX COKpallleHMn cyObekTa B COCTOSIHUM MOKOS obecneymBaeT yCrioBWUSl Harpysku, KOTopble
MOXHO MOAAEPXMBaTb BO Bpems oueHKkn 6e3 noasepraHus cybbekta ype3amepHoMy pucky. Kpome
TOro, Harpyska, Heobxoammas AOns obecnevyeHus TakOW YacTOTbl CepAeydHbiX COKpalleHWn, He
OOSPKHA MpUBOAUTL K apTedaktaM ABWKEHWST HACTONbKO CUMbHbIM, 4TOObI Aenatb AaHHble

HenpuemMneMbIMW.
MpumeyaHue — B cceinke [8] cogepxuTca gononHUTENsHas nHopmaums.

XoTta noboe obopynoBaHue Ansi PU3NYECKON HArpy3kM MOXET ObiTb WUCMOMb30BAHO B TaKOM

nccrnegoBaHun, oonblnHCTBO akcnepTtoB ISO/TC 121 n IEC/TC 62 cunTaloT, YTO BENO3PromMeTp, a He
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6eroeas gopoxka, 6onee nogxoaut Ans KIMHUYECKMX UCTLITAHUA COUTMOMAHOMETPA.

OT10 06yCcnoBneHo rmaBHbLIM 06pa3oM NOTOMY, YTO pyka MOXET ObITb pacrnonoXxeHa Ha ypoBHE NeBOro

Xenygoyka 6ornee HagexHo. Kpome Toro, npu Harpyske Ha 6eroBow Oopoxke Bubpauus OT Lara

4YacTo BbI3bIBAET apTedakT ABMKEHMS NPU ocLuMnnorpaddnyeckoM N3MepeHnn, a ayckynsraunsa 4acto
3aTpyAHEHa U3-3a CrbILWMMOrO LWyMa LaroB 1 ABuraTtensi 6eroBon JOpOXKH.

5.2.6 JononHutenbHble TpeboBanHna k COUTMOMAHOMETPAM, npegHasHadeHHbIM AN
NCNonb30BaHUA Npu ambynaTtopHoM HabnoaeHUm

AmbynatopHoe HabntogeHue (Hanpumep, B TeyeHwe 24 4yacoB unu Gonee) mmeetr GonbLuoe
3Ha4YeHue Ana AUarHOCTUKN rMNepToHMM, 0COBEHHO Npu Hanuumn adpdbekTa 6enoro xanara u CKpPbITON
rmneptoHmn. lNpu BbINOMHEHUN OObIMHBIX exedHeBHbix gencteun APTEPUAJIBHOE [OABJIEHUE
MAUMEHTA wmnamepsieTcs B COOTBETCTBMM C 3anporpamMmMpoBaHHbLIM FpadukoM, XpaHAWMMCHA B
namatm  ABTOMATUYECKOIO COUTMOMAHOMETPA. Kak npasuno, APTEPUAJIbHOE
OABINEHUVE MAUMEHTA namepsietca npubnuanTenbHO Kaxable 15 MUHYT B TEYEHUE OHA U HEMHOTO
pexxe B HOYHOE Bpemsi, 4ToObl He HapywaTb coH [MTALUMEHTA. [HeBHOM putM cepaevHbliX
cokpaweHmn n 3HadeHns APTEPUATNbHOIO JABJIEHUNA Bo Bpemsi ambynaTopHoOro HabnwogeHus
ABMNSAOTCA MNOBbILWEHHBIMA B CpaBHEHUM C 6a30BbIMM 3HAYEHMSIMU COCTOSHUA nokos. Mo aTton
npuynHe u Gbinn paspaboTaHbl OONOMHUTENbHbIE TpeboBaHUA ANA OUEHKM pe3ynbTaTUBHOCTU
ABTOMATUYECKOIO COUrMOMAHOMETPA npu crnerka noBbIWEHHbIX YacToTax cepauebneHus,
aHanorM4yHo TeMm, YTO BO3HMKAKOT MPU BbIMNONTHEHUM OEWCTBUIA, HE COMPOBOXAANLWMXCS PUINYECKON
Harpy3kon. Kpome Toro, BenoaproMeTp obecneymBaeT He3HauUTenbHbIN ABUraTenbHbIn apTedakT,
npegHasHa4YyeHHbI Ana  OeMOHCTpauuMm TOro, u4To ABTOMATUYECKUA COUTMOMAHOMETP
cnocobeH CcHuMaTb TO4yHble oOuUeHOYHble nokasaHus APTEPUAJIBHOIO [OABJIIEHUA npu
MUHUMAIbHOM YpPOBHE MNOABWXHOCTW, Hanogobuwe Toro, 4TO MMEET MEeCTO MpU MCMONb30BaHWM B
amMOynaTopHbIX YCIOBUSAX.

C KIMHUYECKOM TOYKM 3peHunsi, ambynaTtopHoe HabnogeHne Hambonee 4acTo NpUMeHseTca ans
ANArHOCTMKN U KOHTPONS rMnepToHun. IMEHHO No 3TOW NPUYMHE YCTaHOBMEHO TpeboBaHMe UMETb
npyv NpPOBEAEHMM WCCNEeaoBaHUs OMNpeneneHHbIn NPOLEHT CyObEKTOB-TMNEPTOHUKOB B COCTOSIHUM
MOKOS1.

Kaxxgbin cyObekT BpallaeT nefgany Bernol3promMmeTpa C YCTaHOBMEHHOW CKOPOCTbIO U Harpy3KoMu,
nocne Toro, kak Oyger cobnogeH KpuTepuii NOBLILWEHMS YacTOTbl CEPAEYHOro pUTMa cybbekta He
MeHee, YeM Ha 15 % Bblle 4acTOTbl COCTOSIHMSA MOKOSA. JTa Harpy3ka no3BonuT obecneuntb
cTaburnbHOe COCTosAHME, NpU KOTOPOM cepaedHbii putM u APTEPUAJTIBHOE OABJIEHUE coxpanstoT
CBOW NOCTOSIHHbIE 3HAYEHWS.

6.1.2 PacnpepneneHuve no nosny

Xota HeT ybegutenbHbiX AaHHblX, 4T0 COUTMOMAHOMETP pabGotaeT no-pasHOMy Ha

MY>XXHMHaX U KEeHLNHaX, HEKOTOPbIE NCcneoBaHUA yKa3blBalOT HA BO3MOXHOCTb TakKMUX pasnw-lvu7|.

MpnmeyaHune — B ccbinkax [21] n [22] coaepxntca aononHUTenNbHas MHopMauus.
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Ecnu pasnunune cywecTtByeT, OHO, CKOpee BCEro, BbI3BAHO OTMYMAMM B OXBaTe pPyK U
pacnpegeneHns XUpoBbIX OTMOXEHUMW no Teny. HacTtoAwmn crtanHgapt yxe TpebyeTt, 4TOObLI
NCMbITYEMbI COUTMOMAHOMETP ucnbITbiBAnNcs BO BCEM AnanasoHe oxeaTta pyk. TpebosaHue
K pacnpegeneHvio no nosy no3eBonsieT uccrnegoBaTb pasnuuns mMexay nonamu 6e3 Kakux-nmbo
CINOXXHOCTEWN BbINOSTHEHMS.

6.1.3 PacnpepeneHue no Bospactam

BospactHas  knaccudmkauma  NMAUMEHTOB-geterr cornacyetcsa  C pykoBogALWMUMU
maTepuanamu FDA [4] (YnpaBneHve nO KOHTPOSIKO 3a KadeCTBOM MULLEBLIX MPOAYKTOB W
nekapctBeHHblx cpencts CLUA, panee — FDA). lNpegnoxeHHoln FDA nepexon u3 kaTeropumn
MnageHUeB B KaTeropuio geterd B Bo3pacTe 2 neT Obin CKOPpPeKTMpoBaH A0 Bo3pacta 3 neT B
cooTBeTCTBMU C puamnonornen ToHoB Kopotkosa (cM. obocHoBaHme 5.1.3). B Tabnuue A.2 nokasaHbl

npegnoxeHHole FDA noarpynnel geTten.

Ta6nuuya A.1 — lMpeanoxeHHble BO3pacTHbIE ANanasoHbl AeTCKUX NOArpynn no knaccudukaumm FDA

Moarpynnbl MpnbnuanTenbHbIA BO3pacTHOM AMana3oH
HoBopoxaeHHble (HeoHaTarnbHas) C poxageHus 0o Bospacta 1 mecsiu
MnageHLubl BospacTt > 1 mecaua oo 2 net
Jdetn BospacTt > 2 net oo 12 net
MogpocTkn Bospact > 12 net go 21 roga

6.2.1 OTanoHHOe uaMepeHune

BHyTpnapTepnanbHoe pfaBneHne MOXeT ObiTb U3MEpeHO C WCMNONb30BaHMEM KaTeTepa,
3anofHEHHOTO  PU3MONOrMYEeCKUM pPacTBOPOM, WM BHELIHEro AaTyuka AaBneHus Wunu kaTetepa-
npeobpasoBaTens. KateTepHbii npeobpasoBaTtenb pexe UCMNonb3yeTcs B KMMHNUYECKOW MPaKTUKe, HO
obecneunBaeT ynyylleHHble OUHAMUYECKME XapaKTEepPUCTUKU MO CPaBHEHUID C KaTeTepHbIMU
CMCTEMaMM C BHELLUHUMW AaT4MKaMW.

ToyHoe wun3mepeHune BHyTpuapTepuanbHoro IOTAJIOHHOINO OABJIEHUA KPOBW Tpebyet
NCMOMNb30BaHMSA  KOMMbIOTEPU3MPOBAHHON  CUCTEMbl cbOopa [OaHHbIX MM MHOFOKaHanbHOro
neHToyHoro camonucua (data collection system, DCS). 3HauveHusi, oTobpakaemble Ha KaHane
nHeasusHoro JABJIEHNA KPOBW cuctembl HabntogeHus 3a NMAUMEHTOM, nognexat dounbTpauumn
N He NpeacTaBnsalT 3Ha4YeHWss oguH B oauH. Kpome TOro, 3anucb BHyTpuapTepuanbHOW KpUBOK
AaBrneHns NO3BOMUT pacno3HaTbh CYLWECTBEHHYKD apuUTMUIO UM apTedakTbl, KOTOpble MWCKaXKaloT
3Ha4veHus BHyTpuapTepuanbHoro JABJIEHNA KPOBW.

NCNbITYEMbII COUTMOMAHOMETP fomkeH 6biTb OTKanMbpoBaH no TOMy e MaHOMETpY,
4YTO M UHBA3MBHbLIN U3MepuTenb, YTOObI NPeAOTBPaTUTL BO3MOXHbIE OTKIOHEHUSA MOKa3aHun Mexagy

HUMK. Bce 3anucu no KaJ'IVI6pOBKe AOOJTKHbI ObITb COXpaHeHbl B CUCTEME 060pa OaHHbIX. Cratnyeckas
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KanubpoBka Kak MHBasuMBHOro npeobpasoBaTtens, Tak u NCMbITYEMOIMO COUMTMOMAHOMETPA
AorkHa 6bITb B Nnpeaenax + 2 mm pT. cT. (20,27 klMa) ot 3TAJIOHHOIO JABJIEHUA KPOBW.

YacToTHast xapakrtepuctvka U KOIMUUMEHT 3aTyXaHWs B COBOKYMHOCTU OOSDKHbI OTBEYaTb
AnHaMmmnyeckum TpeboBaHMAM, NpeanoxeHHbiM MapaHepom [9]. Ncnonb3oBaHWe KOPOTKOW, KECTKOM
TPyOKM W yaaneHue BO34YLIHbIX My3blpbKOB M3 CUCTEMbI KaTeTep-npeobpasoBartenb yry4waet
4YacToTHble XxapakTtepucTukn. Bo Bpemsi uccnegoBaHus nwboe yxygweHue opMbl  KPUBOMW,
nofly4aeMon C BHyTpuapTepuanbHOro katetepa, AOMKHO (hMKCMpOBaTbCA C He3aMeanuTenbHbIM
BbINMOSIHEHNEM  COOTBETCTBYIOLLUMX KOPPEKTUPYIOLWMX OEACTBMM  (Hanpumep, nNpoMbIBKa Wnn
KOPPEKTUPOBKa NONOXEHNS KaTeTepa).

MHBasumBHbIN npeobpasoBaTtens OJABIEHUA KPOBW gomkeH GbiTb pacnofsioXXeH Ha TOM xe
ypoBHe, 4yto U MAHXETA COUTMOMAHOMETPA, 4ToGbl npegoTBpaTuTb rMapocTaTUyeckue
adekTbl. PasHuua B BbiCOTE MO BepTukanu +1,3 cmM Mexgy npeobpasoBaTeneM WMHBA3MBHOMO
pasneHns n MAHXKETOW Bbi3biBaeT MOrpewwHocTb cmelleHnss —1 mm pt.cr. (0,13 «kMa) B
N3MEPEHHOM [aBneHun mMexay Asyma nokaszaHuamn. Kak MAHXXETA, Tak M WHBa3WBHbLIN
npeobpasoBaTtenb A0SMKHbI ObITb Ha YPOBHE FIEBOIO Xenyaoyka cepaua (dprnedoctatnyeckasi ocb).

Bo Bpemsi kaxgoro mamepenuss ACIMbITYEMbIM COUTMOMAHOMETPOM cuctema cbopa
AaHHbIX OOMMKHA 3anucbiBaTb 3HAYEHUSA BHYTpUapTepuanbHOro AaBfeHUs U aHamnoroBble CUrHanbl
NCIMNbITYEMOIO COUrMOMAHOMETPA (ecnv oHM OOCTYMHbI).

6.2.2 MecTto (apTepusa) STAIIOHHOIMO N3BMEPEHUA

Cchbinika [2] nckntovaeT obnacte NyvyeBon apTepumn M3-3a onaceHui no noBogy BO3HWKHOBEHWUSA
pasHuLbl MeXay LeHTparbHbIM U NepudeprnyecknMm OaBneHMeM u3-3a UMMYSIbCHOrO YCUMNEHUs U
BINUSIHUSA OTPaXXeHHbIX BOSNH. ManoBeposiTHO, YTO AaHHbIe, MOMyYeHHbIE C Nly4eBOW apTepun, UMEeKT
KNMHMYECKoe NoATBEpPXAeHWe Ans  OWArHOCTMKM  rMnepToHMuM  (T.e. BCe  AaHHble Mo
3ab60neBaemMoCTN/CMEPTHOCTU OCHOBbLIBAKOTCA HA 3HAYEHUsIX AABIIEHUS B MNNEeYEBOW apTepun), aTtu
AaHHblEe He 3KBMBANEHTHbI U3MEPEHUIO, NMPOBEeAEeHHOMY Ha nydeBon aptepuun. OgHako, NpU3HaHO, YTO
yacToe MWCMosfb30OBaHWE KaTeTepa fydeBOW apTepuum And mHBasuBHoOro uamepenusa OABJIEHUA
KPOBW B onepaumoHHbIX 1 Bokax MHTEHCMBHOW Tepanun, CHU3UT CrIOXHOCTb noncka NMALUMEHTOB
AN nccnegoBaHus.

M3mepeHne nartepanbHOM pasHuLbl  MOXET ObiTb  BbINOIHEHO C  MCMNOMb30BaHUEM
npeaBaputensHo  ytBepxaeHHoro ABTOMATUYECKOIO COUTMOMAHOMETPA. 3HaueHune
pasHuUbl cnegyeT BbluMCASATb MeTogoM ogHoBpemeHHoro OMNPEOENEHUA Ha obenx KOHEeYHOCTAX
(ncnonb3ya aea unaeHtU4HbIx ABTOMATUYECKUMX COUTMOMAHOMETPA). OgHako, 3HayeHue
pasHMubl  MOXeT  ObiTb  Takke  nomnyvyeHo, ucronbays  oauH  ABTOMATUYECKUN
COUTMOMAHOMETP 1 meHsasa obnacTte uamepeHnsi Mexay npoTMBOMOMOXHLIMU KOHEYHOCTAMM.

3HayeHve natepanbHoM pasHuubl (LD) BblMMCNAETCA Kak CpedHsast BenuuMHa OTKIOHEeHUSA
mvexgy OTAJIOHHBbIMW nokasannamn wnn ONMPEOENEHUAMW, BbINONMHEHHbIMM Ha  KaXaow

KoHe4yHocTH, no cdopmyne (A.1).
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3

LD=%- Zpi—ij (A1)

i=1 j=1

roe i — nHgekc OMPEOENEHUA Ha koHeuyHocTn, ucnonbadyembii ansa ONMPEOENTIEHUA Ha
NCIMbITYEMOM COUTMOMAHOMETPE;

] — MHOEeKC nokasaHus Ha KoHevyHocTu, ucnomneadyembit ang ATAJIOHHOIO nokasaHus.

LD onpepgensieTca Ans Kaxagoro cydbekta n npumeHsieTcsa no popmynam (10) un (11).

6.2.4 Onpegenernvne STAJIOHHOIO APTEPUAJTIBHOIO OABJIEHUNA

Ona onpepenenna 3TAIIOHHOIO CUCTOJIMYECKOIO APTEPUAJIBHOIO OABIEHUA w
OTAJIOHHOINO AOUMACTOJIMYECKOIO APTEPUAJIBHOIO OABJIEHUA obcyxpanucb HECKONbKO
BapuaHTOB AelctBui. B 4yacTHocTu, HopmanbHble konebaHust APTEPUAJIBHOIO OABJIEHUA,
BO3HMKalOWME B NpoLecce HEeuMHBa3MBHOIO CHATMS  nokasaHus wunu  OMNPEOENEHUNA
APTEPUAJIBHOIO OABJIEHUA (Hanpumep, npu gbixaHnn) n MeToabl obpalleHns ¢ Bbinagatowmmm
3HaYEeHUAMK, TarKe [JOSKHbl OblTb  paccMOTpeHbl. VIcnonb3oBaHWe cpedHero  3HayYeHus
APTEPVAJIbBHOIO [OABJIEHNA ©yoetr HenpaBunbHbIM MO MPUYMHE HOPMAaribHbIX  KOrebaHun
APTEPUAJIBHOIO [OABJIEHNA B npouecce HEWHBA3MBHOIO CHATUSI  MOKa3aHUA  WUin
OMPEOENEHNA APTEPUANBHOIO OABJIEHUA, nostoMy Gbinio BbiCKa3aHO MHeHWe, 4To Oonee
noaxogswmm MetogoM OyaeT uMCMnonb3oBaHWE guanasoHa 3HadeHun. Pas3bpoc  3HauveHun,
nonyyYyaemMbIX Ha OCHOBaHUN WHBA3UBHbIX AaHHbIX, HE MOAXOAUT AN UCMOMNb30BaHUSA, MNOTOMY, YTO
BbiNaJaloLlimMe 3Ha4YeHUs CrMLWKOM CUITbHO pacluMpsaioT Auana3oH uamepeHuin. [unana3oH OAHOro
9KCMEPUMEHTANbHOrO  CTaHOAPTHOMO OTKMNOHeHMs Obln BbibpaH B KavecTBe Haanexawero

KOMMNPOMUCCa, OXBaTbIBaroLL,Ero BCe aCneKkTbl.

Paspen 7 Bblibopka 6epeMeHHbIX

BepemeHHOCTL sBnsieTca yHAaMeHTarbHO OTIIMYHBIM FeMOAMHAMUYECKUM COCTOSHUEM MU,
cnefoBaTeribHO, CyLeCcTBYeT BeposATHOCTb Toro, 4to COUTMOMAHOMETPbLI 6yayTt paboTtaTth no-
apyromy. Tem He MeHee, KIMHUMYECKME [aHHble TOBOPAT O TOM, YTO pe3ynbTaTtbl GONbLIMHCTBA
nccnegoBaHUn, NPOBEAEHHbIX C yyacTMeM OepeMeHHbIX, He MMEeKLWUX CUHApoMa npeaknammncum,
SKBMBAmNeHTHbl pe3ynbTaTtaM KIMHUYECKMX nccnegosaHun B3pocrbix (okorno 20 nccrnenosaHui) [24].
Mpesknamncns u3MeHseT remMogunHamMuky (YMeHblUaeT BHYTPUCOCYAMCTbIN OBbeM, CHmXaeT
0OBbEMHYIO CKOPOCTb KpPOBOTOKa cepaua, YyBenuuMBaeT BHYTPUTKAGHEBOW OTeK) W OaHHble
nccnegoBaHUn nokasbiBawT, 4To 6onblwmnHcTBO ABTOMATUYECKMX COUTMOMAHOMETPOB
3aHmkaeT 3HadyeHne APTEPUAJIBHOIO [OABJIEHNA y 6epemeHHbix ¢ npeaknamncuen. Cwm.
JonornHuteneHyto MHdopmaumio no ceeiikam [7], [11], [17], [18], [19] v [20]. XoTa npeaknancus
BO3HUKaET MeHee, 4eM Yy 5 % GepeMeHHbIX, NOABNEHNE MTMNEPTOHUN, CBA3AHHOW C 3TUMWN YCNOBUAMMW,
ABNSAETCH MNOTEHUManbHO OnacHbIM. AKUEHT Ha TOYHOCTM B OaAHHbIX YCIOBUAX OYE€Hb BaXeH AJis

obecne4veHunsa 6e3onacHocTn atux MALUMEHTOK.
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[Ona onpegeneHus pasmepa BblOOpkM, Heobxogumon pna obecneveHnsi O6LEKTUBHOCTM
nokaszaHnumn COUTMOMAHOMETPA, ¢ uctmHHOW cpeaHen pasHuuerd O MM pT. CT. U UCTUHHBIM
CTaHOAPTHbIM OTKNOHEHMEM 8 MM pT. CT., KOTOPbIE MOTyT UMETb OTKNOHEHUSA He Bonee, Yem B 5 % OT
BCEX CryyYaeB Mo NpuynHe otkasa obopygoBaHus:

- Habnioganuce ase rpynnbl 6epemenHbIX (N1 — 6epeMmeHHble 6e3 cMHapomMa Npeaknammncum, Ny —
C npeaknamncuen), B Kaxgow rpynne penanocbs Tpu napbl OTAJIOHHbBIX wuamepeHuin wn
ONPEAENEHUW, B pesynstaTe KOTOpbIX B TPeX CRyyasx MMeNo MeCTO OTKMOHEHMe 3HaYeHus
(norpewHocTb) Ansa kaxpgoro 3amepa CUCTOIMMYECKOIO APTEPUANBHOIO OABNEHUA un
OVNACTOJIMYECKOIO APTEPUAJIBHOIO OABJIEHNA y kaxkgom XeHLWMHbI;

- pesynbraTbl He CYMTAlOTCH YChewHbIMM TOMbKO Korga Habniogaemble cpefHue 3HavyeHust
norpewHoctn nobeix nap APTEPUANBbHOIO JABJIEHUA B aTMx OBYx rpynnax OTnU4YaroTcsa Ha
5 Mm pT. CT. 1 Gonee.

PekomeHayeTcsa pacCMOTPETL KparHUIA Crydal: Korga cTaHgapTHOE OTKNOHeHWe = 8 MM pT. CT.,
N3MepPEHMS XOPOLLO KOPPENUPYIOTCH, NOITOMY, NPEACTABNAETCS, YTO OOHOMO M3MEPEHUS Ha KaXayto
XeHWwunHy 6yaeT poctatodHo. Ha npakTuke cTaHgapTHOe OTKIOHEeHWe, KakK MpaBuio, MeHbLue
8 mwm pT. cT. (ecnun HeT oTkaza COMTMOMAHOMETPA) n byoyT MMeTb MECTO HEKOTOPbIE pa3nuuns B
n3mepeHuax y cybbekToB; aTM ABa adeKkTa CHMKaKT BO3MOXHOCTb BO3HUKHOBEHUS WCKaXXeEHUS
AaHHbIX No npuymHe otkaza COUTMOMAHOMETPA.

Crangapt Tpebyet, 4TOobbl B pamkax Bblbopkn pasHuua 3HadeHun CUCTOJIMHECKOIO un
ONACTOJTIMHECKOIO APTEPUAJIBHOIO OABJIEHNA Haxogmnack B npedenax ot —5 MM pT. CT. A0
+5 MM pT. CT. Takum obpasom, 2 - SE = 5 MM pT. CT, ¢ ncnonb3oBaHnem pacnpegenerHuns CtologeHTa.

SE =5/1,96 = ((1/n1+ 1/n2)¥?) - SD

(1/ny + 2/n1)¥2=5/(1,96 - 8)

(1/ny)¥2 = (5/(1,96 - 8))2

ny =3 - (1,96 - 8/5)2=30 and n, = ny/2 = 15.

MoaTtomy, 4TOGbI NOMNYYMTb LOCTATOYHYK CTATUCTUYECKYH) 3HAYUMMOCTb U MMETb BO3MOXHOCTb
Bbl4ENWUTb ABE NOArpynmnbl C rMNepTeH3Nen B paMKkax ABYX CTaHAAPTHbIX OTKMNOHEHUA = 5 MM pT. CT.
(0,67 klMa) (MakcumanbHO  AOONyCcTUMAasi  MOrPelHOCTb  CpedHero  3HadeHus),  UCMornb3ys

pacnpegenexue CtblogeHTa, TpebyeTcs paamep noarpynnbl U3 15 Yyenosex.
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MpunoxeHue B

(cnpaBo4HoOe)

CcCbINKN Ha OCHOBHbIE npuHUMNbI

HacToswmin  ctaHgapT noaroToBneH ¢ uenbio cobniogerns OCHOBHbLIX TPEBOBAHUN
BE3OMACHOCTM W OCHOBHbIX ®YHKUMNOHAJIbHBIX XAPAKTEPUCTUK meguumHCKnx
npnbopoe, B 4actHoctn, ABTOMATUYECKNX OJJIEKTPOHHbLIX COUTMOMAHOMETPOB, B
cootBeTcTBUM C ISO 16142:2016. HacTtoswwmin cranHgapT npedHasHadeH Ansa uener  OLeHKU
COOTBETCTBUS.

CooTBeTCTBME HaCTOsILLEMY CTaHOapTy SBMASETCS OA4HMM M3 CrnocobOB OeMOHCTpauun
cobntogerHnsa cneumanbHbix OCHOBHbLIX TMPUHUMIMOB 1SO 16142:2016. Takke BO3MOXHbl W
apyrne cnocobbl. B T1abnuue B.1 npuBoauMTCs CxemMa COOTBETCTBUS MYHKTOB W MOLMYHKTOB

HaCTOosILLEero ctaHgapTa OCHOBHbIM NpuHumnam 1ISO 16142:2016.

Tabnwuuya B.1 — CooTtBeTcTBME Mexay HacTosilwmmM cTaHgaptom n OCHOBHbIMK NMPUHLUMIMTAMA

CooTBeTCTBRYOLWNI MyHKT(b1)/NOANYHKT(bI) YTouHswowme 3amedanus/MNpumevaHms
OCHOBHOW MPUHLNM HacTosLwero ctaHaapTa
ISO 16142-1:2016,

Mpunoxexve B

YacTb, OTHOCSALLasnCcs K
7.1 Bce pucky/adheKkTMBHOCTH, He

paccmaTtpuBaeTcs.

7.2 Bce

PaccmaTprBaloTCs TONbKO XapaKTepUCTUKK
13.1 4,5n6 n3mMepeHui (TOYHOCTL), a Takke

COOTBETCTBYHOLLIME METOAbI UCMbITAHN n.

Y yKkasaHHbIX nogpasaenax cogepxarcst

TONbKO onpeaeneHHble 4OMNONHUTENbHbIE
011 5.1.6,5.2.2,6.2.1,6.2.2,

. npegynpexngeHusa n mepsbl
6.2.7n7 PeAYTP P
nNpegocTOPOXXHOCTH, cneundunyeckmne ans

KOHKPETHbIX CUTYyaLUn 1 rpynn cybbekTos.
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TepmuHonorus. AndaBMTHbIN yKasaTenb TEPMUHOB

TepmuH

NcToOYHUK

SKCMNNYATALMOHHBLIA OOKYMEHT

IEC 60601-1:2005+AMD1:2012, 3.4

ABTOMATUYECKN COUTMOMAHOMETP

IEC 80601-2-30:2018, 201.3.201

APTEPUAIIbHOE OABNEHUE

ISO 81060-1:2007, 3.3

KITMHWYECKOE NCTbITAHNE

ISO 14155:2011, 3.6

OTYET O KIMHNYECKOM UCIMbITAHUN

ISO 14155:2011, 3.8

MAHXETA

IEC 80601-2-30:2018, 201.3.202

PE3YNLTAT UBMEPEHWI

IEC 80601-2-30:2018, 201.3.203

ONACTONMMYECKOE APTEPUAJIBHOE OABINEHNE

IEC 80601-2-30:2018, 201.3.204

SHAYEHME ONACTONMYECKOIO APTEPUAJIBHOIO
OABINEHNA

IEC 80601-2-30:2018, 201.3.204

OCHOBHBbIE NMPUHLAIMbI

ISO 16142-1:2016, 3.3

OCHOBHBbIE NMPUHLNIMBbI BE3OMNACHOCTU N
OCHOBHbIE ®YHKLNOHAJIbHBIE XAPAKTEPUCTUKA

ISO 16142-1:2016, 3.3

YCNOBUSA OKASAHUA MEOULIMHCKOW MOMOLLM HA
JOMY

IEC 60601-1-11:2015, 3.1

NPEAYCMOTPEHHOE NMPUMEHEHUE

IEC 60601-1:2005+AMD1:2012, 3.44

NEPUOONYECKI

3.1

NPUBOP ANA MHBA3MBHOIO MOHUTOPWUHIA
OABINEHNA KPOBW

IEC 60601-2-34:2011, 3.3

N3roTOBUTEJTb

IEC 60601-1:2005+AMD1:2012, 3.55
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CPEOHEE APTEPUAJIbHOE OABNEHUVE

IEC 80601-2-30:2018, 201.3.206

MEONUNHCKOE SNEKTPOTEXHUYEKOE U3OEJTNE

IEC 60601-1:2005+AMD1:2012, 3.63

HEABTOMATUYECKNI COUTMOMAHOMETP

IEC 80601-2-30:2018, 201.3.208

OBbEKTVMBHOE CBUOETENBCTBO

IEC 60601-1:2005+AMD1:2012, 3.72

MAUVEHT IEC 60601-1:2005+AMD1:2012, 3.76
MPOLIEOYPA ISO 14971:2007, 2.12

oT. 3.2

STANIOHHBIV 3.2

OTBETCTBEHHAA OPTAHN3ALINA

IEC 60601-1:2005, 3.101

COPUMOMAHOMETP 3.3
NCMbITYEMbI/I COMrMOMAHOMETP 3.4
nc 3.4

CUCTOINNYECKOE APTEPUAJIBHOE OABNEHWE

IEC 80601-2-30:2018, 201.3.215

ONACTONNYECKOE APTEPUAJIBHOE OABINEHUE

IEC 80601-2-30:2018, 201.3.215

TWUMOBOE UCTbITAHUE

IEC 60601-1:2005+AMD1:2012, 3.135

KAMEPA

ISO 81060-1:2007, 3.2

MONHbIA AMAMNA30H OXBATOB KOHEYHOCTEW

3.5
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Mpunoxexnne A

(cnpaBo4HoOE)

CBefneHns 0 COOTBETCTBUN CCbINMOYHbIX MeXAayHapoAHbIX CTaHOapTOoB

MeXrocygapcrBeéHHbIM CTaHOAapTam

Tabnunuya OAA

O603Ha4eHne CCbINIOYHOro CteneHb O603HavyeHre 1 HauMeHoBaHMe COOTBETCTBYIOLLErO
MeXAyHapoOHOro cTaHaapTa | COOTBETCTBUS MeXrocyaapCcTBeHHOro ctaHaapTa
ISO 14155:2011 - *
ISO 14971:2007 IDT MOCT ISO 14971-2011 «MN3penna meanumHCKme.

MNpyMeHeHne MeHeKMEeHTa pucka K
MEANLIMHCKUM U3eNUAM»;,

ISO 16142-1:2016 - *

ISO 81060-1:2007 IDT OCT ISO 81060-1-2021 «CcourmomaHomeTpbl

(n3mepuTenn aptTepuarnbHOro gaBrieHns)

HeuHBasmBHble. YacTb 1. TpeboBaHust n MeToabl
ncnblTaHNMn Moaenen ¢ HeaBTOMaTUYECKUM

TUNOM U3MepEHNA»

IEC 60601-1:2005 - *
IEC 60601-1-11:2015 - *
IEC 60601-2-34:2011 - *
IEC 80601-2-30:2018 - *

** COOTBETCTBYHOLUNA MEXTOCYAapCTBEHHbIN CTaHO4apT oTcyTcTByeT. [1o ero npuHaTUNA
pEeKOMeHOYeTCs MCMOonb3oBaTb MEpPeBOA Ha PYCCKMMA A3blK  AAHHOTO  MeXOyHapoOHOro
ctaHgapta. OdwmumanbHbin NepeBo; LaHHOrO MeEeXAyHapo4HOro craHgapTa HaxoguTcs B
degepanbHOM MHGOPMALMOHHOM (hoHAEe CTaHOapTOB.

MpnmevyaHme — B HacToswen Tabnuue MCNONbL3OBAHO Criegylollee YCnoBHOE
ob0o3HayeHne cTeneHn COOTBETCTBMS CTaHAAPTOB:

- IDT — ngeHTnYHble cTaHgapThbl.
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