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BBeneHue

ConocrasneHune CTeneHmn HacbILEeHUa remornobuHa aprepuanbHON KpOBU KUCIIOPOAOM UM YaCTOThbI Nynb-
€a METOZI0M MyNbCOBOI OKCUMETPUU CTanNo 0ObIMHOM NPAKTUKOIK BO MHOTUX 06nacTsiX MeanLMHbL. Hactoswmm
cTaHaapT yCTaHaBMMBAET OCHOBHbIE TpeOoBaHNA K 6€30NaCHOCTM U CYLLECTBEHHbIM XapakTepUCTUKaMm, KoTo-
pbl€ MOXHO BbINOMHATb B PaMKaxX UMEIOLLIEICA METOAUKH.

Mpunoxenue AA cogepxut 060CHOBAHME HEKOTOPLIX TpebGosanuii. MpunoxeHue AA BKMIOYEHO B Ha-
croAwmi craHaapt ana 6onee rnyGoKoOM OLEHKM NPUYMH, KOTOpble NpuBenu K paspaboTtke TpeGoBaHuin u
onpeaeneHunii onacHoCTeN, K KOTOPbIM NpeabsABAAIOTCA 3T TpeboBaHus.

Mpunoxenue BB npeacrasnsier coboi nutepaTypHbiit 0630p, Kacalowmiicsa onpeaeneHns MakCumarb-
HO 6e3onacHON TemnepaTypbl rpaHuLbl pasaena Mexay AaTYMKOM NynbCOBOro OKCUMMETpa U TKaHbIo na-
LIMeHTa.

B npunoxeHnun CC obcyxaaerca kak chopmyna, KoTopas UCNONb3yeTcs AN OLEHKU TOUHOCTU U3Mepe-
HuAa SpO, NyNbLCOBLIM OKCUMETPOM, TaK U TEPMUHbI, UCNOSb3yeMble B 3TON hopmyne.

Mpunoxenne DD npeacrasnsietr coboi pykOBOACTBO O TOM, KOra HE0OX0AUMO NpoBeieHNe Kanubpos-
KM NyfbLCOBOro OKCUMETPA Mo KPOBM in Vitro.

MNpunoxeHne EE cogeput pykoBOAdALME YKA3aHMA MO KOHTPONMPYEeMOMY uCCregoBaHuIo
pecarypaumm 4ns kanuOpoBKU NyNbCOBOIr0 OKCUMETpA.

Mpunoxenue FF cny>uT BBOAHbLIM PYKOBOACTBOM K HEKOTOPbIM BMAAM TECTEPOB, UCMOMb3yEMbIX B
nNynbCOBOM OKCUMeETpe.

Mpunoxenne GG aaet obuiee NpeaCTaBNEHUE O BPEMEHU OTKINUKA NYNIbCOBOIr0 OKCUMETpa.

Hacrosawmin craHpaapt SBNAETCA 4acTHbLIM CTaHAapToM W paspabotaH Ha OCHOBE CTaHAapta
IEC 60601-1:1988, Bkmiouan N3meneHus 1 (1991) u 2 (1995), sapecb u ganee umeHyemblit Kak obLWui CTaH-
Aapt. O6umii cTanAapT — 3TO OCHOBOMOMAraloLLMiA CTaHAAPT HA 6e30MacHOCTb BCEr0 MEAULMHCKOTO dnek-
Tpoo6opyaoBaHWA, NPUMEHAEMOrO HENOCPEACTBEHHO UNU NoA HabnogeHnem KBanmpuUMpoBaHHOTO Nepco-
Hana B nevyebHbIX YUPEXKAEHUSAX UNK cpeae, OKPYKAIOLLEeN MAaLMEHTa; OH Taloke COAepKUT paa TpebGoBaHui K
HagexHou pabore, obecneunsaioLlei 6e30nacHOCTb.

O6wuii ctanaapt 06beaUHAET AONONHUTENbHBIE U YaCTHbIe CTaHAapPTbl. [JONONHUTENbHLIE CTAHAAPTI
BKIIOYAIOT TPeOOBAHUA K KOHKPETHLIM METOAAM W/WUMN ONACHOCTAM U NPUMEHAIOTCA KO BCEMY UCMONb3ye-
MoMy oBopyAoBaHUIO, HaNpUMeEpP K MEAULUMHCKMM CUCTEMAM, METOAAM 3NEKTPOMArHUTHON COBMECTUMOCTH,
pagvauuoHHON 3alWTbl B AMArHOCTUMECKOM PEHTTEHOBCKOM 000pyAOBaHMU, K MPOrpamMMHbIM CPeacTBaMm U
T. 4. YacTHble CTaHZapTbl NPUMEHSIIOTCA K CreyuanbHbiM BUAaM 000pyaoBaHUsi, TAKUM KaK MeaUUMHCKUE
3MEKTPOHHLIE YCKOPUTENM, XMPYPrudeckoe 060pyi0BaHME BbICOKOW YaCTOTbl, BONbHUYHbIE KPOBATU U T. 4.

MpnmeyvyaHune —OnpeaeneHnsa AOMOMHUTENBHLIX CTAHAAPTOB M YacTHLIX CTaHAApPTOB MOXHO HAWTU B CTaHAap-
Te IEC 60601-1:1988, 1.5 n A.2 COOTBETCTBEHHO.

UtoObl 06nerynTb NpUMEHEHWEe HaCTOSILLEro CTaHAapTa Ha craguu npoekTa, Gbinu NPUHATLI crieayio-
e ycnoBHble 0b603HaYeHus.

MameHeHus k Tekcty IEC 60601-1:1988, obyuin craHaapT, AOMNONHEHHLIN 4ONONHUTENbLHLIMU CTaHAApP-
TaMu, obo3HavaloTcs cneaylowmmMmm crnoBamMu:

- «3amMeHa» 03HayaeT, YTo yKasaHHbIii pasgen unu noapaszaen obLiero craHagapTa nonHOCTLI0 3aMEHEH
TEKCTOM HaCTOSALLEro 4YacTHOro ctaHaapra.

- «JlononHeHuwe» 03HaA4aeT, YTO COOTBETCTBYIOLUMIA TEKCT HACTOALLEro 4YacTHOro CraHaapTa sIBNsieTcA
HOBbIM 9MeMEHTOM (HanpuMmep, noapasgen, nepeveHb, npuMevaHue, Tabnuua, pUCyHOK), AOMONHSIIOWMUM
obLmnin craHgapr.

- «MlameHeHne» 03HavaeT, 4To MMEIOLLMINCA TEKCT ODLLEro CTaHAapTa YaCTUYHO U3MEHEH NYTEM OTMEHDI
U/unu JOMOMHEHNs!, KaK yKka3aHo B TEKCTE YaCTHOro cTtaHaapra.

Utobbl He nyTatb C NOOLIMM U3MEHEHWAMU K OOLEeMy CTaHAapTy, BBOAMTCA cneuuanbHas Hyme-
pauusi 9NEMEHTOB, AOMONHAEMbIX HACTOALMM CTaHAAPTOM: pasfenbl, noapasgensl, Tabnuubl U PUCYHKU
NPOHYMEPOBaHbI, HauMHas ¢ undpsl 101; AONONHMTENLHLIN NEpeYeHb BONPOCOB 0603Ha4eH GykBamu aa), bb)
U T. 4., a QONONHUTENbHbIE NpUnoxeHns — Gyksamu AA), BB) n T. 4.

B HacTOALLEM CTaHAApTe UCNONb30BaHbI cneayiowme WpudTbi:

- Tpe60oBaHKUA, COOTBETCTBME C KOTOPLIMU AOSDKHO ObITh YCTAHOBNEHO, U ONPEeAENeHUs: NPAMON LLIPUQT;

- NpUMeYaHna 1 npuMepsbl; npamon wpudt 10 nT;

- ONuUCaHne BUAA U3MEHEHUA AOKYMEHTA U YCIIOBUA UCTIbITAHWI: KYPCUS;

- TEPMUHbI, OnpeaensieMble B pasgene 2 obwero ctaHaapra IEC 60601-1:1988 unu B HacTosILLEM YaCT-
HOM CTaHAapTe: XXUPHbIA WpugT.

TeKkcT HacTOALLEro YaCTHOTO CTaHAAPTA, K KOTOPOMY AaeTcs 060CHOBaHUE B NPUNOXeHUU AA, NOMEYEH
3Be3404kon (*).

\
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M E X T T OGCY.AAPGCTUBETHTHUB H C TAHAAPT

U3penusa MmeauLMHCKME 3MeKTpUYeckKue

YACTHbIE TPEBOBAHUA BE3OMNACHOCTU U OCHOBHbBIE
XAPAKTEPUCTUKUN NMYJIbCOBbIX OKCUMETPOB

Medical electrical equipment. Particular requirements for basic safety and essential performance of pulse oximeters

Dara BBegeHna — 2013—01—01

1 ObnacTb pacnpocTpaHeHusl U uerb
MpuMeHsIIOT NYHKT 00Lero ctaHgapTa, 3a UCKMIoYeHUeM:

1.1 OGnacTb pacnpocTpaHeHus

[ononHeHue:

Hacroswumii ctangapT ycraHaBnMBaeT 4acTHble TpeboBaHus 0e30nacHOCTU M OCHOBHbLIE XapakTepu-
CTUKM NYNbCOBLIX OKCUMETPOB, NMPEeAHA3HAYEHHLIX ANA NPMMEHEHUs Ha YyenoBeke. Hacrosawmii cranaapr
BKIovaeT B cebsa modylo nx 4acTb, HEOOXOAUMYIO ANt HOPMAribHOW 3KCMyaTauuMu, Hanpumep MOHUTOP
NynbCOBOro OKCUMETPA, AATHUK NYyFbCOBOr0 OKCUMETPA, YANMHUTESNbHbIN Kabenb Ans gaTyuka.

3Tu TpeboBaHNA TaKKe NPUMEHUMbI K MYFbCOBbIM OKCUMETPAaM, BKI04ask MOHUTOPbI NYFNbCOBOIO
OKCMMeTpa, JaTYUKU NYFNIbCOBOro OKCMMETPA U yANUHUTENbHbIE KaGenu Ana gatyMka, Kotopble Obinm
noaBeprHyTbl NOBTOPHOM o6padoTke.

Mpeanonaraemoe MCNONb30BaHWE MYyNbCOBOIO OKCUMETPA BKIIOYAET, HO HE OrPaHUYMBAETCHA TOMNbKO
3TUM, OLIEHKY BMUSAHWA HACBILLEHHOCTU KUCNOPOAOM remornobuHa aptepuansHo KpOBU M YaCTOThI NyNbCa Ha
naumeHTa B nevebHbIX YUPeXaeHUsix, a Takke Ha NaUUMeHTOB, HAXOAALMXCA NoA AOMALUHUM YXOA0M.

* Hacroawmn craHaapT He pacnpoCTpaHsSeTC Ha MyNbCOBbIE OKCUMETPbI, NPeAHa3HaYeHHbIe Anis
nabopaTopHbIX UCCNENOBAHUI, HA OKCUMETPbI, AN KOTOPbIX TpebyeTca B3aTne NpoObl KPOBU Y NaLueHTa
Ana aHanu3sa.

HacToswuii ctaHaapT He MPUMEHSIOT K NYfIbCOBbLIM OKCUMETpPaM, NpeHa3HaYeHHbIM TONbKO AN BHY-
TPUYTPOBHOTO NPUMEHEHHUS.

Hacrosawumii ctTaHaapT He NPUMEHSIOT K AUCTAHUMOHHbLIM UMW YyNpaBnseMbIM (BTOPUYHbIM) npubopam,
KOTOpbIE MOKa3bIBAKOT HAChILLEHNUs SPO, 1 PacnonoXeHbl BHE Cpeabl, OKPYXaroweil naumeHTa.

Mpepnonaraercs, 4to TpebOBaHNUA HACTOALLIErO CTAHAAPTA, KOTOPLIE 3aMEHSOT UMK U3MEHSIOT Tpebo-
BaHuA obLlero ctaHaapra, npeobnagatT Haa COOTBETCTBYOLLMMM 06LUMMK TpeBOoBaHUSIMU.

2 HopmatuBHbI€ CCbINIKU

B HacToqemM cTaHaapTe UCNonb30BaHbl HOPMATUBHBIE CCbINKM Ha crieyloLmue CTaHaapThbl:

ISO 7000/IEC 60417 Graphical symbols for use on equipment — Index and synopsis (Fpadpuueckne
CUMBOSbI, HAHOCUMBIE Ha oBopyaoBaHue. MNepedeHb n cBogHasA Tabnmuya)

ISO 14155-1:2003 Clinical investigation of medical devices for human subjects — Part 1. General
requirements (MIcnbITaHWUA KNMHUYECKME MeAULMHCKUX n3genuin ana moaen. Yactb 1. O6wime TpeboBaHus)

ISO 14155-2:2003 Clinical investigation of medical devices for human subjects — Part 2: Clinical inves-
tigation plans (McnbiTaHMa KNMHUYECKME MEAULMHCKUX M3aenuin anda nogen. Yacts 2. CxeMbl KNMHUYECKUX
UCNbITAHWUIA)

ISO 14937:2000 Sterilization of health care products — General requirements for characterization of
a sterilizing agent and the development, validation and routine control of a sterilisation process for medical

M3paHue ocpuuymanbHoe
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devices (Ctepunusaumsa mMeauuuHCKON npoaykumn. Obwme TpeboBaHusa Ans onpeaeneHnss XxapakTepucTuk
CTEPUNU3YIOLLIETO BELLECTBA M AN pa3paboTku, BanuaaLumu u TEKYLLEro KOHTPONSA NpoLeccoB CTepunusaummn
MEAULMHCKNX U3LENNIA)

ISO 15223:2000 Medical devices — Symbols to be used with medical device labels, labelling and infor-
mation to be supplied (U3genua meguumnHckne. CUMBOSbI, UCNOMb3YEMbIE HA ATUKETKAX U APblkax MeauLmH-
CKMX U3genuin u npeanaraemas uHdopmayms)

IEC 60068-2-6:1995 Environmental testing — Part 2: Tests — Test Fc: Vibration (sinusoidal) (Mcneitanus
Ha BO3JeNCTBMSA BHELUHMX dhakTopoB. YacTb 2. UcnbiTanusa. UcnbitaHue Fc: Bubpauusa (CuHycomaanbHasy))

IEC 60068-2-27:1987 Environmental testing — Part 2: Tests — Test Ea and guidance: Shock (Acnbl-
TaHMA Ha BO34ENCTBUA BHELIHUX dhakTopoB. YacTb 2. UcnbiTaHus. YacTtb 2. UcnbitaHua. Mcnoitanne Ea u
pPyKOBOACTBO: Yaap)

IEC 60068-2-32:1975 Basic environmental testing procedures — Part 2: Tests — Test Ed: Free fall (Uc-
NbITAHUS1 HA BO34ENCTBUA BHELLIHNX hakTopoB. YacTb 2. McnbiTanua. Ucnbiranne Ed: CBoGoaHOE nageHune)

IEC 60068-2-64:1993 Environmental testing — Part 2: Test methods — Test Fh: Vibration, broad-band
random (digital control) and guidance (MUcnbiTaHna Ha Bo3aencTBue BHeELHUX dhakTopoB. Yactb 2. UcnbiTa-
Hus. Mcneiranne Fh: LUupokononocHas cnyyaiiHaa Bubpauus (UudpoBo€e ynpaBneHne) u pykoBoaCTBO)

IEC 60079-4:1975 Electrical apparatus for explosive gas atmospheres — Part 4: Method of test for
ignition temperature (O6opyaoBaHue anekTpuyeckoe AN B3PbIBOOMACHLIX ra3oBbix cpea. Yactb 4. Metoa
onpeaeneHnsa Temneparypbl BOCNIaMEHEHNS)

IEC 60529:2001 Degrees of protection provided by enclosures (IP code) (CteneHu 3awwmTbl, obecneun-
BaeMble kopnycamu (Kog IP))

IEC 60601-1:1988 Medical electrical equipment — Part 1: General requirements for safety (U3genus
MeauUuHCKne anekTpuyeckne. Yacrtb 1. Obuime TpeboBaHusa 6e30nacHOCTK)

IEC 60601-1-1:2000 Medical electrical equipment — Part 1—1: General requirements for safety — Col-
lateral standard: Safety requirements for medical electrical systems (U13genua MeauuUHCKME SreKTpuYeckme.
Yactb 1—1. ObLwme TpeboBaHusa k 6e3onacHoCT. JononHUTenbHbIl ctangapt: TpebosaHus k 6e3onacHoOCTU
MEeANLIMHCKMX SNEKTPUYECKMX CUCTEM)

IEC 60601-1-2:2001 Medical electrical equipment — Part 1—2: General requirements for safety — Col-
lateral standard: Electromagnetic compatibility — Requirements and tests (M3genusa meauumnHckne anekTpu-
yeckne. Yactb 1—2. O6wme TpeboBaHus kK 6e30nacHOCTU. [JONONMHMTENbHLIN CTaHAAPT. SNeKTPOMarHuTHas
COBMECTMMOCTb. TpebOoBaHUA U UCNbITAHUSA)

IEC 60601-1-4:1996 Medical electrical equipment — Part 1: General requirements for safety — 4.
Collateral standard: Programmable electrical medical systems (U3genua mMeauuuHCKWE 3nekTpuyeckue.
Yactb 1. Obume TpeGoBaHusa Kk 6e3onacHocTu. 4. [lononHUTENbHbIA cTaHaapT. MporpamMmmupyemble MeanLMH-
CKWNe 3MeKTPUYecKne CUCTeMbl)

IEC 60601-1-6:2004 Medical electrical equipment — Part 1—6: General requirements for safety — Col-
lateral standard: Usability (M3pnenua meamuuHckue anektpudeckne. Yactb 1—6. O6wme TpeboBaHusa 6esonac-
HOCTU. [JONONMHUTENbHbLIN CTaHAAPT. BO3MOXXHOCTb UCNONb30BaHNS)

IEC 60601-1-8:2000 Medical electrical equipment — Part 1—8: General requirements for safety — Col-
lateral standard: General requirements, tests and guidance for alarm systems in medical electrical equipment
and medical electrical systems (M3genua meauuuHckue anektpudeckue. Yacte 1—8. Ob6me TpeboBaHus
6esonacHocTu. [lononHUTenbHbIN cTaHaapr. O0wme TpeboBaHus, UCTLITAHUA U PYKOBOACTBO MO CUCTEMAM
TPEBOXXHON CUrHanNU3aLum B ANEKTPUYECKON MEAULIMHCKON annapaTtype 1 cuctemax)

IEC 60825-1:2001 Safety of laser products — Part 1: Equipment classification, requirements and user’s
guide (Be3onacHOCTb NnasepHbIX YyCTPONCTB. YacTb 1. Knaccudukauma annaparypbl, TpeboBaHNUS U PyKOBOA-
CTBO Nonb30Barens)

IEC 60825-2:2000 Safety of laser products — Part 2: Safety of optical fibre communication systems
(Be3onacHOCTb nasepHbIX YCTPOWCTB. YacTb 2. Be3onacHOCTb BONTOKOHHO-ONTUYECKUX CUCTEM CBSA3M)

IEC 61000-4-2:2001 Electromagnetic compatibility (EMC) — Part 4—2: Testing and measuring tech-
niques — Electrostatic discharge immunity tes (GnektpomarHutHas coemectumocte (OMC). Hacte 4—2. Me-
TOAMKN UBMEPEHUI U UCMbITAHUIA. ACNbITaHME HAa HEBOCMPUMMYMBOCTL K 3NIEKTPOCTATUYECKOMY paspsaay)

IEC 61000-4-5:2005 Electromagnetic compatibility (EMC) — Part 4—5: Testing and measurement tech-
niqgues — Surge immunity test (GnekTtpomarHutHas coeMectuMocTb (SMC). Yactb 4—5. MeToaukn namepe-
HWUIA N UCnbITaHUi. CnbITaHME Ha HEBOCTIPUUMYMBOCTL K BEIGPOCY HaMPSHKEHNUS)

IEC 61000-4-11:2004 Electromagnetic compatibility (EMC) — Part 4—11: Testing and measurement
techniques — Voltage dips, short interruptions (3nektpomarHutHas comectumoctb (BMC). Yactb 4—11.

2
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MeTtoauku usmepeHuin u ucnbiTaHui. cnelraHne Ha NOMEXoyCTOMYNBOCTL K NPOBanam HanpskeHUsA, KpaTKko-
CPO4HbIM HapyLUEHUAM M konebaHUsaM NoA4auun HaNPSHKEHNUS)

3 TepMuHbl M onpeaeneHus

MpUMEHSIOT TEPMUHBLI U onpeaeneHusn o6u.|ero craHgaprta, U3MeHeHHbIe B COOTBETCTBMU C AOMNONHU-
TeNnbHbIMU CTaHAAPTaMU, a TaKXKe cneayowme.

MpumMevyaHne — [Anga yaobcrBa MCTOMHUKN BCEX TEPMUHOB C ONpeaesieHUsAMU, KOTopble UCNOoNb3yloTCs B Ha-
CToAlleM cTaHAapTe, JaHbl B NMPUNoXeHn JJ.

3.1 TouyHOCTb: CTeneHb BNMM30CTN pedynbTata U3MEPEHUN K NPUHATOMY ONOPHOMY 3HAYEHUIO.

NMpumevyaHns

1 MeToA pacyeTa TOYHOCTU U3MepeHUa SpO, NYNbCOBLIM OKCUMETPOM cM. 50.101.2.2.
2 CwM. Takxe obcyxaeHue B npunoxenun CC.

3 Cm. [2]

3.2 KOHTpOMNMpyeMmoe uccrieqoBaHue aecatypaumu: Mnokcemus, BoisbiBaeMasn y Yenoseka B naco-
PpaTOPHbIX YCIOBUSIX.

MpumMevyaHune — 370 Takke MOXHO Ha3BaTb KOHTPONUPYEMBLIM UCCNEAOBaHNEM MNOKCEMUMN (YTHETEHNE AbiXa-
HUK). CM. Tarke npunoxeHue EE.

3.3 CO-oxcumeTp: MHOroBONMHOBON ONTUYECKUI aHANU3aToOP KPOBWU, KOTOPLIN M3MEPSET OOLLYIO KOH-
LIEHTPaLMIO reMornio6mMHa 1 KOHLIEHTPaLUMmn pasnnuyHbiX NPOU3BOAHBIX remornobuHa.

MpuMevyaHne — 3Ha4uMbIM nokasatenem CO-OKCUMETPUN ABNAETCA (DYHKUMOHANBHOE HachllLieHne apTepu-
anbHoit Kposn Sa0,, KOTOpoe OLiEHNBAET NYNbLCOBOH OKCUMETP 1 coobLaeT kak SpO,.

3.4 nepuoa 06GHOBNEHUA AaHHbIX: MHTepBan, B KOTOPOM anropuTmM NynbCOBOrO OKCUMMETpa BblgaeT
HOBbIE [10CTOBEPHbIE AaHHbLIE HA AMCIINEH UK NOPT BbIXOAA CUrHana.

MpumMeyvaHue — 3To onpeaeneHne He OTHOCUTCA K perynapHomy nepuofy o6HoBnernun usobpaxeHus Ha guc-
nree, KOTOpbI 06bIMHO cocTaBrseT 1 ¢, OHO ckopee oTHocuTCA K (06bIUHO Goree ANUTENBHOMY) UHTEpBany, ykazaHHOMY
BbILLE.

3.5 3asiBNeHHbIV guana3oH: YacTts BOCNPOM3BOAMMOIO Ha AMUCMIee AManasoHa 3HaveHun (cMm. 3.7)
SpO, 1 4acToThI NyNbCa, Ha KOTOPYI PACNPOCTPAHAETCA 3a/1aHHAA TOYHOCTD.

3.6 NeMOHCTPAaLMOHHbIA pexum: Pexxum, npu KOTOPOM HA AUCHIEN BbIBOAATCA HOMepa U (hopmbl
BOJSTHbl UMUTaTOPOB NALUEHTOB.

MpumMeyvaHune —M3obpaxeHne Ha gucnnee B J€MOHCTPALMOHHOM PEXUME MOXKET GblTb NPUHATO No ownbke 3a
JaHHble NauueHTa B peanbHOM pexuMe BpEMEHHU, €CN 3TO YETKO He 0603HaveHo.

3.7 pnanasoH, BOCNPOU3BOAUMbIN HA IKPaHe aucnnen: [inanasoH sHaveHnin SpO, 1 4acToTs! Nynb-
ca, KOTOpbIN MOXET ObITb BOCNPOU3BEAEH HA AUCNSIEE NYJILCOBOrO OKCUMETpaA.

MpuMevyaHune — OTOT AMana3oH MOXeT BbITb pacluMpeH 3a Npeferbl 3aaBAeHHOro gnanasoHa (cM. 3.5).

3.8 (hpaKLMOHHbIN OKCMremornobuH; pakumoHHoe HackilweHue (yctapeswmi); FO,Hb: KoHueHTpa-
umst okcuremornobuHa cO,Hb, neneHHasa Ha o6y KOHUEHTpauunto remorno6una ctHb.

MpumevaHus

1 MaremaTunyecku BbipaxaeTcs Kak:

cO,Hb
ctHb

FO,Hb =

rae cO,Hb — KOHUeHTpaLus okcureMornobuHa;

ctHb — KoHueHTpauus obLero remornobuHa.

NHoraa oHa BblpaXaeTcs B npoueHTax (YMHOXeHWeM aonu Ha 100).

2 PpaKUMOHHbI OKCUTeMOITIOBUH — TEPMUH, UCNONb3YeMBIiA AN 3TOFO COOTHOLWEHUA HauuoHanbHEIM KOMUTE-
TOM NO KNUHUYeckUM nabopaTopHbiM uccnegosaHuam (NCCLS).

3 NCCLS o60o3HavaeT «KOHLeHTpaLuto» ¢ 6yKBEHHOW NPUCTaBKOW ¢, Toraa Kak B NpoLLNoM Anst 0603Ha4eHns npu-
MeHsAnuck KagpaTHble ckobku, Hanpumep [O,Hb].

4 NCCLS [5] ucnonb3ayet crniegytolLme ycnoBHble 0603Ha4eHus:

- (O,Hb) — okeuremornobun;
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- (HHb) — pesokcureMornobun;

- (COHb) — kap6okcuremornobuH,;
- (MetHb) — MeTremornobun,;

- (SuHb) — cynbdremornobuH u

- (tHb) — o6LWwuit remornobuH.

3.9 dyHKUMOHaNbHOEe HacblUeHue KucnopoaoMm, %: HacbileHue, nonyyeHHoe OT AENEHUA KOH-
LieHTpaumn okcuremornobuHa (cO,Hb) Ha cymMy KOHUEHTpauun okcuremornobuHa u aesokcuremornobuHa
(cHHb).

MpumeyaHuna
1 MaTemaTn4ecku BblpaxaeTes cnefyowmM o6pasom:
100cO,Hb
¢O,Hb + cHHb'

2 NCCLS [5] ucnonb3yeT Anst STOro COOTHOLUEHNA TEPMUH KKUCNOPOJHOE HackiLeHUe remMornobuHax» u o6o3Havaet
ero kak SO,.

3.10 cpyHKUMOHANbHBLIA TECTEP: KOHTPOMbHLIN NpMOOP, KOTOPLIA npeactaBnser cobon nynbCcoOBON
OKCUMETP C CUTHaNOM, BbiaaloLWUM NPOrHo3upyemoe 3HaveHue koadpcpuumenTta (cm. 3.22), utobbl oneparop
MOl BWAETb pesyneTupyloLiee 3HaveHne SpO, Ha AUCNNee M CPaBHUBATL €r0 C OXMAAEMbIM 3HAYEHMEM,
BbIBEAEHHLIM 13 KAaNMBPOBOYHOI KPMBOI U3rOTOBUTENNA AN AAHHOIO KOHKPETHOIO NYNIbCOBOrO OKCUMETpA.

M pumevyaHune — To4yHOCTb 3HaYeHus Sp02, BbljaBaeMoro NynbCoBblM OKCUMETPOM, HaCTU4YHO 3aBUCUT OT
TOro, NPaBUNBHO NN OTPaXKaeT KaJ'lM6POBO‘-IHaF| Kpusasd MOHUTOPa NyNbCOBOIro OKCUMeTpa ONTU4eCKUe XapakTepucTuku
AaTyuKa NynbCoOBOro okcumetrpa u B3auMogencTBUE AaTuMKa U TKaHW. q)YHKI.IMOHa.ﬂbeIe TecTepbl He CcNOCOo6HbI
noaTeepxaaTtbk TOMHOCTb Sp02 no Ka]'lVIGpOBO‘-IHOﬁ KpVBOW UMK OLUEeHUBATL B NOSHOM o6beMe onTudeckue XapakTepucTun-
KW AaTYUKOB NMyJIbCOBbIX OKCUMETPOB, YTOGbI onpeaenAaTe NPaBUNbHOCTb UX KaJ'IM6POBKVI. Cwm. Take FF.4.

3.11 nokanbHasa cucTteMaTUvecKkana NOorpewHoOcTb b: PasHOCTb MeXay MareMaTu4eCkum oXxuaaHmem
pesynsTaTos namepeHusi (SpOy) N NPUHATLIM STANIOHHLIM 3HaYeHnem (Sa0,).

MpumeyvaHuna

1 [ns nynbcoBOro okCUMMETpa Npu 3aaHHOM 3TaflOHHOM 3HAaYE€HUM HaCbILLEHUS] KUCITOPOAOM — 3TO pasHOCTb
MeXAY y-3Ha4eHUEM NUHUK perpeccum Ha 3TON KOOpAUHATE U y-3HaYeHUeM JIMHUKM U EHTUYHOCTU, NOCTPOEHHbLIX Ha rpa-
tpuke 3aBrcumocTn SpO, OT Sg, UK 3agaHHas PopMyIion:

b;=SpOyt j— Sri
rae SpOyg; ; — 3HaUYeHMe KpUBOWA, MOCTPOEHHOM MO KCMEPUMEHTAITBHEIM TOUKaM, COOTBETCTBYIOLLEE i-MY 3TanoHHOMy

3Ha4YeHUI0 HaCbIWEeHNUA KUCNOPOAOM, SRi'

2 CM. Takke cpefHiolo norpewHocTb (cM. 3.13) n o6cyxaerune B npunoxernun CC.
3 CootBetctyeT ISO 3534-1.

3.12 usroroBurtenb. Pusnyeckoe UNU LOPUANYECKOe NULO, KOTOPOE OTBEYAET 3a KOHCTPyMpOBaHue,
M3roTOBMIEHWUE, YNAKOBKY, NMOBTOPHYID 0BpaboTKy, MapKMPOBKY WNKU IKCNAyaTaLUOHHbIe AOKYMEHTbI ANns
NysibCOBbIX OKCUMETPOB, MOHUTOPOB, AATYUKOB, YASIMHUTENEN ANA AATYUKOB NYSIbCOBbLIX OKCUMe-
TPOB, a TalKe aAanTaumio ITUX YacTen He3aBUCMMO OT TOTO, BBINOSHAETCA NK 3Ta pabora cCaMuMM NMLOM UK
OT ero UMeHMU TPETbEN CTOPOHOM.

MpumMmevyaHune — Baaro us IEC/CDV2 60601-1:2004, ctaTtba 3.54.

3.13 cpenHsa cucteMaTuyeckaa NorpewHocTb B: CpeaHaa pasHOCTb MeXaQy U3MEPEHHbIM U 3Ta-
TNOHHBIM 3HAYEHUSIMU, NMPU COXPAHEHUN 3HAKA.

MpumeyvaHus
1 [ns nynbcoBOro oKCUMETpa CpefHAsA cucTeMaTudeckasn norpeLuHoCcTb MaTeMaTUHeckn MOXET GbiTb NpeacTaB-
neHa cneayrowmum obpasom:

._1(3P02i —Sri)

izt~
n

rAe n — 4ucro nap faHHbIX B Npobe B Npeaenax nccneayemoro auanasoxa,
SpO,; — i-A 3afaHHasA BenuunHa SpO,,

SRj — /-e sTanoHHoe 3Ha4YeHne HaCbILEeHUA KUCNOPOAOM.
2 CM. Takxke NnokanbHas cucteMaTuyeckan norpewHocTb (3.11) u obeyxaeHue B npunoxeHum CC.
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3 [na atoro onpeaerneHus cpefHAA CUCTEeMaTU4yecKan NOrPelHOCTb — CpefiHee BCeX 3Ha4YeHWI NoKanbHOW
cUcTeMaTU4ecKoh NOrPeLHOCTH b;

3.14 HopmupoBaHHoe: 3Ha4YeHUe, BOCNPOU3BOAUMOE C NOCTOAHHON aMNUTYA0N HE3aBUCMMO OT dhak-
TUYECKOro 0TODpaKaemoro curHana.

3.15 napameTpbl, ycTaHaBNMBaeMble onepaTopom: Tekyllee COCTOsHMe MobbIX CpeacTB ynpasne-
HUS HA MOHUTOPE, BKSIOYas YCTAHOBKY NapamMeTpoB CUTHASIOB ONMACHOCTMU.

3.16 nNpeuU3snOoHHOCTb: CTeneHb BNM30CTU APYr K APYry HE3aBUCUMbIX PE3ynbTaToB U3MEpPeHun, no-
NYYEHHbIX B KOHKPETHBLIX PErmaMeHTUPOBaHHbLIX YCIIOBUAX.

MpuMmevyaHus
1 AnA nynbcoBbIX OKCMMETPOB BhIpaXaeTcs KaK CTaHAapTHOE OTKMOHEHWe pa3HOCTEN S
npeacTasneHa crnegyowmnm obpa3om:

resy MaTEMaTUYECKM

n

2
2. (SpOy; —8pOy 4 ;)
i1

res (n _1) ’

raen — YUCINO Nap AaHHbIX B np06e B Npefenax nccnegyemMoro auanasoHa,

(SpO4;— SpOypt ;) — Pa3HOCTb MeXAY i-M 3a3jaHHBIM 3Ha4eHneM SpO, 1 3Ha4eHeM KPUBOIA, NOCTPOEHHON Mo aKc-
nepuMeHTarnbHbIM TOYKaM, COOTBETCTBYHOLLEe j-My STanOHHOMY 3Ha4YEHUI0 HacblLeHUa Kucro-
pogom Sk

2 CMm. Takxe npunoxeHue CC.
3 CooTtBeTcTBYET [2].

3.17 yanuHuTenbHbIA kabenb ona aatyumka: Kabenb, KOTOPbIN NOACOEANHAET MOHUTOP K AaTYUKY
nynbCOBOro OKCUMeTpa.

MpuMmeyaHus
1 He gns Kkaxgoro nynbcoBOro OKCMMETpa WCNonb3yoT YANMHUTENbHbIA Kabenb AnA AaTyMKa.
2 YanuHutenbHbIW Kabenb AN AatunMka MOXeT NpeacTaBnsATb coboi pabouylo YacTb.

3.18 nynbcoBoi okcumeTp: MegMUMHCKOE 3NEKTPUYecKoe uspgenune Ans oueHkU (PyHKUUOHasb-
HOro HacblWEeHUsi KUCSIOPOAOM apTepuansLHoro remornobuHa (SpO,) HEMHBA3MBHLIM METOAOM NO B3au-
MOAENCTBUIO CBETOBOIO MOTOKA C TKAHbIO, UCMOMNb3YIOLEe 3aBUCALLME OT BPEMEHN U3MEHEHUA ONTUYECKUX
XapakTepUCTUK TKAHU, KOTOPbIE NMPOUCXOAAT BCNEACTBME NYMbCUMPYIOLLIEro NOTOKA KPOBM.

MpumevaHua

1 NynbcoBOi OKCUMETP BKIoYaeT B cebs MOHUTOP, YANUMHUTENbHbLIA Kabenb Ana AaTynKa, ecnu NocTaBNsaeT-
Csl, M AATYMK, KOTOPLIA MOXET ObITb BCTPOEH B NpUbop.

2 C TEXHUYECKOI TOUKM 3peHUs cBeT Goree U3BECTEH KaK aNeKTPOMarHUTHOE U3ny4eHne (ONTUYECKoe U3nydeHue).
HacToswmii ctaHgapT ucnonb3yeT o6LmiA TEpMUH.

3.19 MOHMTOp NyJNLCOBOro OKCUMeTpa: YacTb NyNbLCOBOro OKCUMETPa, KOTopas 06bLeAUHAET Anek-
TPOHUKY, AUcnnen U uHTepdenc Nonb3oBarens, KpoMe AaTyuKka NyfibCOBOro OKCUMETPA U YANUHUTENA K
Hemy.

NMpumeyaHne — MOHMTOP NMYNbLCOBOTO OKCUMETPa MOXET COCTOSITb U3 HECKOMbKUX YacTel annapaTHbIX
CPEeACTB, pacnofioKeHHbIX OTAENBHO, HarnpuUMep TENeMeTPUYECKo cMcTeMbl, B KOTOpoil paBouan 4acTb U NepBUYHbIA
auvcnneit pusndeckn HaxoAsTCs B pasHbIX MecTax.

3.20 paTymk nynbCOBOro okcuMeTpa: YacTb NynbCOBOro OKCMMETPA, KOTopas BKMovaeT B cebs
pabouyro YacTb 1 aNeMeHT npeobpasoBarens.

MpumevyaHus

1 TepMuHbI «ceHcop» U «Npeobpa3oBartenb» Takke UCNOMb3YIOT ANA AaTynka NYNbLCOBOrO OKCUMETpPaA.

2 [atuuk nynbcoBoro okcUmMeTpa obbluHO BKMoYaeT B cebs kaberb U XKecTknit unu rubkuid y3en, cocToAawwmni u3
OBYX cBeTousnyyartenein u dotogeTekropa.

3.21 HeucnpaBHOCTb AAaT4yUKa NMyfibCOBOr0 OKCMMeTpa: HeHopmarnbHbI pexxuM paboThl AaTymka
Unv yanuHUTesNbHOro kadens K HeMy, KOTOpbIii B Criydae HeoGHapy>KeHUs MOXET noaBeprarb pucky 6eso-
MacHOCTb NaLMeHTa.

MpumMmeyvyaHune — Ha 6e3onacHoCTb MaLMEHTa MOryT BNUSTL HEMpaBUnbHLIE U3MEPEHWS, BO34eiCcTBWE Ha na-
LIMEHTA BLICOKUX TEMMEPaTYp AaTuMKa UMU PUCK SNEKTPUHECKoro yaapa.
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3.22 xkoadpuumeHT; K03 DuuMeHT Moaynaumumn; K03 @PUUUEeHT COOTHOWEHUH; R; OCHOBHOE 3Ha-
YeHue, BbIBOAUMOE MYSIbCOBbIM OKCUMETPOM Ha OCHOBE U3MEPEHUI MHTEHCMBHOCTU CBETA B 3aBUCMMOCTHU
OT BPEMEHM.

NMpuMmevyaHune — MNynbCoOBOK OKCUMETP UCTONbL3YET AMNUPUYECKYIO KarnMOpOBOYHYIO KPUBYIO ANSA BLIBEAEHUS
SpO, u3 R. Cm. Takxe FF.4.

3.23 *noBTOopHas obpabortka: Jlobas AeATENnbHOCTb, HE YKa3aHHAs B IKCMITyaTaLMOHHbIX AOKYMEH-
Tax, B pe3ynbrare KoTopoi ObiBLuee B ynoTpedneHnm nsgenme rortoBo K NOBTOPHOMY MCMOSb30BaHUIO.

MpuMeyaHusa

1 KTakoii feATenbHOCTU YacTo OTHOCAT AOMONHUTENBHY0 06paboTKy, BoCCTaHOBNEHUe, peLpKynsauumio, obHoBne-
HWE, PEMOHT UITU MOSTHYI0 MOAePHU3aLMIo.

2 Takasi esiTeNbHOCTb MOXET KacaTbCs CPEACTB MO yXoAy 3a 60rbHbIMM.

3.24 Sa0,: [lonsa (pyHKUMOHANLHOTO remornobuHa aprepmanbHOi KPOBU, HACKILLEEHHON KUCMOPOAOM.

MpumMeyaHus

1 TpeboBaHus K npueMnembiM MeToam usmepeHus Sa0, cm. 50.101.2.2.

2 Sa0, — 370 (PYHKUMOHANBLHOE HACLILLEHUE KNCITOPOJOM apTepuarnbHOi KposM (cM. 3.9).
3 O6blYHO BbIpaxaeTcs B NpoleHTax (yMHoXeHueM gonu Ha 100).

3.25 SpO,: OueHka Sa0,, caenaHHas nysibCOBbIM OKCUMETPOM.

MpuMeyaHus

1 MynbcoBoi OKCMMETP, UCNOSb3YIOLLMIA ABE ATNUHBI BOSHBI, HE MOXET KOMMEHCUPOBaTb NOMEXHU, Bbi3blBaeMble
HanuuueM amcremornobnHoB Ans oueHku Sa0, [56].

2 O6bI4HO BblpaxaeTcs B MpoueHTax (YMHoXeHneM gonu Ha 100).

3.26 o6bwas koOHUeHTpauuAa remornoduna; ctHb: Cymma KOHUEHTpauuin BCEX BMAOB remornobuHa,
BKMo4as okcuremornobud cO,Hb, metremornobud cMetHb, neokcuremorno6ud cHHb, cynbdremornooux
¢SuHb un kap6okcuremornodbun cCOHb, HO He OrpaHMUMBasiCb UMM.

MpumedaHne — CM. Takke ccbinky [16].

4 O6uwue TpeboBaHUs K UCNbITAHUAM

MpumeHsioT pasgens! 3 n 4 obwero craHaapTa, 3a UCKMIYEHUEM:
[ononHeHue:

4.101 [Opyrve metoabl UCNbITAHUNA

M3roToBUTENb MOXET BbINOMHATHL TUMOBLIE UCTILITAHUS, OTMIMYAIOLLIMECH OT TEX, KOTOPbLIE YCTAHOBMEHbI
B HACTOsILLEM CTaHAapTe, ecrnn ypoBeHb 6E30MacHOCTU W XapaKkTepUCTMKK, BbIABMEHHbIE B pe3ynerare uc-
MbITAHWIA, SKBUBANEHTLI TEM, KOTOPbIE YCTAHOBMNEHbI B HACTOSALLIEM CTaHaapTe. B cnyvae BO3HUKHOBEHUA pas-
HOTNacuin METOALI, YCTAHOBINEHHbIE B HACTOSILLEM CTAaHAAPTE, AOMKHLI PACCMAaTPUBATLCA KaK STaNOHHbIE.

4.102 Kputepumu npuemkm

MHorue pasgens! HaCTOSILIEro CTaHAapTa, KacaloLWUeCc UCTLITAHUIA, COAEePXAaT KPUTepUn NPUEMKM pa-
GOThl. OTU KPUTEPUN TaIOKE JOMKHBI BbITH NPUBEAEHbI B COOTBETCTBUE.

ECnu U3roToBUTENb YKA3bIBAET B CONPOBOAUTENLHON JOKYMEHTALIMN YPOBHU PaGounx XapakTepUCTUK
BblLLE TEX, KOTOPbIE YCTAHOBMNEHbLI HACTOALLMM MEXIYHAPOAHLIM CTaHAAPTOM, 3T YCTAHOBMEHHLIE U3rOTO-
BUTENEM YPOBHU CTAHOBATCS MPUEMOYHbLIM YPOBHEM.

MPUMEP. Mpu 3agaHHOM ypoBHe To4HOCTN M3mepeHus SpO, 1 % HeobxoanMo, HTOBE! TOYHOCTL nsMepeHusa SpO,
nyrnbLCOBOro okcumeTpa coctaendana 1 % Ans Bcex TpeboBaHWii, HanpuMep BO BpPeEMSA UCNbITAHUIA 3NEKTPOMarHUTHOM
COBMECTUMOCTM.

4103 MynbcoBoOi OKCUMETP, €ro YacTu U NPUHAASIEXKHOCTHU

MynbcoBOI OKCUMETP Tak e, Kak BCe OTeNbHble €r0 YacTU U NPUHAANEXHOCTH, NPeJHAa3HAYEHHbIE
AN UCMOMNb30BaHUS BMECTE C MOHUTOPOM, [OKEH COOTBETCTBOBATL BCEM TPEOOBAHUAM, YCTAHOBMNEHHBIM
B HacTosILLEeM cTaHAapTe. CTaHgapT pacnpocTpaHsETCs Ha BCe KOMBMHALMM YacTeil U NPUHaANeXHoCTen,
KOTOpblE YCTaHOBIIEHbI M3TOTOBUTENEM AJIS NPUMEHEHUSI B NYFIbCOBOM OKCUMETPeE.
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MpuMeyvaHusa

1 OT0 TpeboBaHue nossonseT obecnevnBaTt 6€30MACHOCTL U CYLLECTBEHHbIE XapaKTepUCTUKW YacTel U NpUHaa-
NeXHocTel NyNbCOBOro OKCUMETPa BMeCTe C NpefjHa3HaYEHHBIMU A5 HIX MOHUTOPaMM.

2 MoHMTOpbI NYNLCOBOrO OKCUMETPA YacTo MCMOSb3yOTCA BMECTe C AaTYMKaMM U kabenamu oT pasnuyHbIX
usroroButenei. 3to TpeboBaHne No3BONSET 06GecnevnBaTs COBMECTUMOCTL TakUX KOMBUHaLMIA.

Bce YCTAQHOBIIE€HHbIE KOM6MHaL|MM nynbCOBOro OKCUMMeTpa, a Takke BCe OTAElNbHble €ro 4actu u
NPUHAANEXHOCTU, NPEAHA3HAYEHHbIE ANS UCMONbL30BaHUSI C MOHUTOPOM NYSIbCOBOIO OKCMMETPA, [OSKHbI
ObITb YKa3aHbl B PyKOBOACTBE NO dkcnnyarauuu. Cwm. Takke 6.8.2 aa) 11) u 6.8.2 aa) 12).

5 Knaccudpmkaunna

MpumeHstoT NyHKT obLuero cTaHaapra.

6 WpeHTndukauun, mapkMpoBKa U AOKYyMEHTauuA
MpumeHsIOT NYHKT 06Lero ctaHaapTa, 3a UCKMIOYEHNEM:

6.1 MapknpoBKa Ha Hapy)XXHOW CTOPOHE U3OEeSyIUA UK UX YacTen

3ameHa:

d) MurnumanesHble mpebosaHus K MapKupoeKke, HaHOCUMOU Ha usdesue u e3aumMo3aMeHsemMble 4acmu

Ecnu pasmep nynbCOBOro OKCMMETpa He MO3BOMNSET NPOBECTU NOMHYI0 MAPKUPOBKY COrNacHO AaH-
HOMY pasgeny B o6LieM cTaHAapTe U HACTOsILLEMY CTaHAapTy, TO HA NYSIbCOBON OKCUMETP AOIkHA ObiTb
HaHeceHa, No KpanHen mepe, cneayrowas uHopmaums:

- UMSl USTOTOBUTENS;

- nopsAaKkoBbIi HoMep (unu cumeon 3.16 no ISO 15223) unu MaAEHTUUKALMOHHBIR HOMEP NAPTUKN UNU
cepun (mnu cumeon 3.14 no ISO 15223) n

- cnoBa «BHuMaHue, 03HAKOMLTECHL C CONMPOBOAMTESIbHLIMM [OKYMEHTaMu» unu 0603HaueHue
ISO 7000-0434;

- €CNW He NPeAyCMOTPEH aBapuiHbIi cUrHan Ans sHadyenua SpO,, To ykaszaHue «Het curHana SpO,»
unm obosHaveHne |IEC 60417-5319.

3ameHa:

f) Ccbinka Ha Moaenb unu Tun

- CEepUMHbIA HOMep (unm cumBon 3.16 no ISO 15223) unu naeHTuuKaLUUOHHLIN HOMEP NApPTUM UNK
cepuun (unu cumeon 3.14 no 1ISO 15223);

- OTCOEAMHSIEMbIE AAaTYMKM JOIMKHLI UMETbL MapKUPOBKY B BUAE HOMepa Tuna u Homepa naptum (unu
cumBon 3.14 no ISO 15223) unu cepuiibiin Homep (unu cumeon 3.16 no I1ISO 15223), HaHECEHHbIX HA HUX UNK
Ha ynakoBKy, €Crnvu OHa UMEETCs;

- NOBTOPHO 0OpaboTaHHbIe AAaTYMKM NYFIbCOBbLIX OKCUMETPOB [10JDKHbI UMETH TaKyIO XKe MapKUpOBKY.

LononHeHue:

aa) OTtobpaxkaemble 3Ha4YEeHUs

MoHuUTOP NynbCOBOro OKCMMETPa AOMKEH NMOKa3biBaTb 3HAYEHUSA PYHKLIMOHANBHOTO HACLILLEHUS KUC-
nopoaom SpO, B NpoLEHTaxX U UMETbL MaPKUPOBKY % SpO, unn SpO,. OToGpaXkeHHne Ha Aucnsee 4acToTbl
nynbca AOSHKHO BblpaXaTbCsl B eAuHMLax o6patHbiXx MUHYT (1/MUH), HanpuMep nynbc/mMuH. Bce ocranbHble
U3MepeHHbIe 3HayeHus cnegyet 0603Ha4YaTh COOTBETCTBYIOLLMMU €AMHULIAMMU.

bb) He ncnonssoBarbs NOBTOPHO

Ecnu paT4yuk He npeaycMOTPEH AN NOBTOPHOIO MCMNOMb30BaHUSA, TO YNAKOBKA UMW CaM AATYMK JOIK-
Hbl UMETb MAPKMPOBKY C yKasaHWeM, YTO OATYMK MyNbCOBOr0 OKCMMETPA He MOANEXUT NOBTOPHOMY MC-
nonb30BaHWUIO, UM MMeTb cumaon 3.2 no I1ISO 15223.

Ecnu gaTymk nynbCcOBOro oKCUMeTpa npeaHa3HayeH TOMbKO AN OAHOT0 mauueHTa, yNnakoBka unu
OaT4YMK JOIDKHbI UMETb MapKUPOBKY C yKa3aHueM, YTO AaTUMK NpeaHasHa4yeH AN O4HOro NauMeHTa.

cc) CTepunbHbIi

YnakoBKM AOMKHbI UMETb MAapKUPOBKY B BUuAe cumsonoB 3.20—3.24 no ISO 15223, rae Tpebyercs.

dd) Cpok xpaHeHus

Tam, rge TpebyeTcs, oMmKeH ObITb ykaszaH npeaenbHbIi Cpok 6e30MacHon akcnnyaTtauum ¢ CUMBOSIOM
3.12 no 1SO 15223. [ata gomkHa BKMOYaTb B ceda yeTbipe umdpbl Ans 0603Ha4YeHua roaa u ase uudpsbl
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Ansa 0603HaueHns Mecsua, a ecnu Heobxoaumo, ewle aAse undppbl 4na 06o3HaveHna aHA. [lata aomkHa ObiTb
ykasaHa psiioM C CUMBOSIOM.

ee) MoHUTOp NynNbCOBOro OKCUMETPA U €ro 4acTu AOMKHbI ObiTb MAPKUPOBAHbI AN UX NPaBUIBHOIO
pacnonoXeHus.

6.8.1 O6wume TpeGOBaHUA

M3meHeHne AONONHUTL NOCHIE NEPBOIO NPeNoXeHUN:

J[loKyMEHTbI MOTyT ObITb OCTYNHBI MO ANEKTPOHHBLIM CPEACTBAM CBA3W MPU YCIIOBUU, YTO NONL3OBATENIO
NpeaoCTaBnsieTCcsl BO3MOXHOCTb 3anpoCUTb CONPOBOAUTENbHYIO AOKYMEHTaLUmIo Ha Oymare.

6.8.2 MHcTpyKuMAa no akcnnyatauum

JononHeHwue:

aa) [lononHutenbHas obwasa uidopmaums:

B pykoBoactee gomkHa ObITb NpeacTaBneHa cnegyowasa uHgopmaums:

1) NynbCOBOM OKCUMETP OTKanubpoBaH Ansi 0TOBpaXKeHUA (PYHKUMOHANbHOIO HACbILLEHNA KMCNOPO-
nom;

2) AManasoH ANWH BOSH B MAKCUMyMe U3Iy4eHUst U MakCUManbHOe 3Ha4YeHue cunbl CBETa n3nyyarenen
[aTyuKa nynibCOBOr0 OKCUMETPA, a TAKKe ykaszaHue, YTo UHGOopMaLuUa O AnanasoHe ANUH BONH MOXET
ObITb 0COOEHHO None3Ha Ans NoNb30BaTens;

MPUMEP. ins Bpavei-kKnuHULMCTOB, NPOBOAALLUX (POTOAUHAMUYECKYIO Tepanuio.
3) nobble BuAbI M3BECTHLIX MOMEX, KOTOPbIE BMUSAIOT HA paboTy UM TOYHOCTb NYNbLCOBOr0 OKCUMETPA;

MPUMEPBI. Obuiee ocBelleHune (BkNto4as poTofMHAMUYECKYIO Tepanuio); dusnyeckne ABUXeHUs (naLmeHTa u
BHELLHee [iBUXeHMe), AuarHoCcTUYecKoe TecTupoBaHue; Manas nepdysusi; anNeKTpoOMarHUTHeIE MOMEXH; INeKTPOXUPYpPIru-
Yeckne MHCTPYMEHTbI;, AUCKYHKLMOHANbHLIA reMOrMOBUH, NPUCYTCTBUE HEKOTOPLIX KpacsLUX BeLecTB; HenpaBunbHoe
NonoXeHne aatyumka.

4) BLIBOANUMLII HAa UCSIen AMana3oH NokasaHmii SpO, 1 YacToThbl NYNbCa;

5) onucaHve nepuoga 0OGHOBNEHUA AAHHbIX, BO3AENCTBUE yCpeAHEeHUs1 U Apyroin o6paboTku curHa-
noB Ha oTobpaxaemble 1 nepeaaBaemble 3HauyeHus SpO, U 4acTOTbl NYNbCa HapAAY C 3a[1ePXKON YCNOoBUi
BO3HUKHOBEHMSA CUTHANOB OMACHOCTU U 3a4€ePXKKOW reHepaLum curHana onacHocTu B nobomM BbIOpaHHOM pe-
»XMMe paboThl, BIUSIIOLLIEM Ha STU CBOIACTBA.

MpuMevyanune — CMm. Tawke B npunoxeHun GG npumep, Kak OLEHMBaATL W ONUCLIBATL BpeMs OTKNUKa
rpaduyecku;

6) MeToA KOHTPOIS 3a reHepMPOBaAHMEM CUTHATNOB, KOTOPbLIN OCYLLECTBISIET onepaTop, eCrv NpeaycMo-
TPEH pPeXuUM NoJayu CUrHanoB ONMacHOCTM B criyyae (pusnonornyeckux npodnem, u He NpeaycMOTPEH aBTo-
MaTUYECKUIA CAMOKOHTPONb FEHEPUPOBAHKUS CUTHANa OnacHOCTY;

7) noaxoasiLias npoueaypa kanubpoBkK, eCnv NysibCOBON OKCUMETP HYXXAaeTcs B kKanubpoBke B Npo-
Lecce akcnnyatauuu;

8) onucaHue MHAMKATOpa HECOOTBETCTBUSI CUrHana u ero doyHkuuu. Ecnu 310 nynbcoBas BOMHA, TO
JomkHa ObITb NpegycMoTpeHa hopMynupoBKa, SIBINSIETCS NI OHA HOPMUPOBAHHOWM UINU HET.

MpuMevyaHue — 3OTa hopMynupoBKa BaxHa AN oNpeAeneHnsi COOTBETCTBUSI pOPMbI MyNbCOBOIA BOMHLI Tpe-
6oBaHusM pasgena 101;

9) AManasoH perynupoBaHusi npeaernos, €Crnv NyfibCOBOW OKCUMETP UMEET perynupyemolie npeaernb-
Hble 3HaYeHUA aBapUIHOW CUrHaNIM3aLmu;

10) cneayer ykasarb pexuM cuMrHarna onacHOCTH OTHOCUTENbHO SPO, MNK 4acTOTbI NyNbCa, €CNN OH
He NpeayCMOTpEH;

11) AN MOHUTOPOB NyNbCOBLIX OKCUMETPOB AATYMK(M) NyNIbCOBOro OKCUMETPA, BMECTE C KOTO-
pbiM ObiN MPOBEPEH U UCTbITAH MOHMTOP NYNbCOBOTO OKCMMETPA Ha COOTBETCTBUE HACTOSLLEMY CTaHAapTy.
MepeyeHb MOXHO NONYYUTb YEePE3 INEKTPOHHbIE CPEACTBA CBA3U (CM. Takke 4.103);

12) Ans 4aT4YMKOB M YANMHUTENBLHLIX Kabenei MOHUTOP(bl) NYNLCOBbLIX OKCUMETPOB, BMECTE C KOTO-
PbiMM OHM ObINM NPOBEPEHbI U UCTILITAHbI HA COOTBETCTBME HACTOSLLEMY cTaHAapTy. MepeveHb MOXHO Nosny-
YUTb Yepe3 ANEKTPOHHbIE cpeacTBa CBA3M (CM. Takke 4.103);

13) pekoMeHayeMoe BpeMsi NPUMEHEHUA KaXA0ro TUna Aarymka nynbCoOBOro OKCUMETpPa Ha O4HOM
MecTe;

14) cneayer 0c000 NOAYEPKHYTb BAXXHOCTb NPABUILHOTO UCNOMNbL30BAHUA AaTYMKA, ECNU NpeaycmoTpe-
Ha paboTa nynbCOBOro OKCMMETpPa B YCMOBUSIX NOBbLILIEHHbIX TEMNEPATYP, KOrAa AATYMK MOXKET padoTaTb
npu Temneparype cBbiwie 41 °C, 6e3 u3bbITouHOro gasneHusi. Kpome T1oro, cneayer gath cneumanbHble yKkasa-
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HWUSA OTHOCUTENBHO NIOOLIX UBMEHEHUI B TEYEHNE PEKOMEHAYEMOrO BPEMEHU NPUMEHEHUS NPU TEMNEPATYPE
cBbiwe 41 °C;

15) onncaHue nocnegoBarenbHOCTU AEWCTBUIA, HEOOX0AMMOE onepaTopy, Ansa obecneyeHns paboTbl
npu Temneparype cbile 41 °C (cm. 42.3);

16) MakcumanbHas TeMneparypa, Kotopass MOXeT ObITb AOCTUrHYTa NpuW B3aMMOAENCTBUM AATYMKA
nysfibCOBOro OKCUMeTPa C TKaHblO, €CNK Y MyNbCOBOro OKCUMeTpa NPeayCMOTPEH perynupyemolini onepa-
TOPOM OpraH HacTpoiku ans obecneveHust paboTtbl Npu Temnepartype ceobiwe 41 °C (cm. 42.3);

17) cneayet 0co00 NOAYEPKHYTb, YTO YCTAHOBNEHUE TemnepaTypbl cBbie 41 °C He A0MKHO ObITb UC-
nonbL30BaHO Ha NauMeHTax MnajLle OAHOro roaa, ecnu npegycmoTpeHa pabota nynbCOBOro OKCMMeTpa B
YCNOBUSAX NOBbILLEHHBIX TEMNEPATYP, KOrAa AaT4UK MOXET paboTatb Npu ykasaHHOW TEMNepartype;

18) Bca Heobxogumasa uHpopmauua 0 TOKCUMHOCTW U/MNKN BO3AENCTBUM HA XUBbIE TKAHU MaTepUanos,
C KOTOPbIMU MALUEHT unu noboi Apyror YernoBek MOXET BCTYNaTh B KOHTAKT;

19) pykOBOACTBO NO NPUMEHEHUIO AOIMKHO CoAepXaTb HE0BX0AMMYIO MH(OPMAaLMIO O NOBTOPHON CTEPU-
nM3auuu aaTyMKa B Criydae noBpeXaeHUs CTepunbHON YNakoBKW, €CNM AATYUKN NOCTABNAIOTCA B CTEPUSIb-
HOI ynakoBKe W A0MyCcKaeTcsl NOBTOPHAasA CTepunuaaums;

20) AnA Kaxgoro nyfibCOBOro OKCUMeTpa U YANUHUTENLHOTO Kabens npeaynpexaeHue 0 TOM, YTo
JaTtyuku n kabenu npegHasHadYeHsbl ANs UCNONb30BaHNUSA TONMBKO C KOHKPETHBIMU MOHUTOPamu. Monb3oBaTens
n/unu oneparop AOMKHbI NPOBEPATb COBMECTUMOCTb MOHUTOPA, AaTyuka U kabens nepes UCNONb30BaHUEM,
B NPOTUBHOM Crly4ae naumeHT MOXET ObITb TPABMUPOBAH;

21) ycTaHOBIEHHOE UCMOMb30BaHME AaTunKa NysibCOBOro OKCMMeTpa pacnpocTpaHaeTcs Ha:

- obcneayemble rpynnbl NaUUMEHTOB (Hanpumep, BO3pacT, Maccey);

- yacTu Tena unu Tuna TKaHu, KOTOPOW OH KacaeTcs, u

- MPUMEHEHne (Hanpumep, OKpy>xarLlasi cpeaa, 4acrora UCNoNb30BaHUSA, MECTOMONOXKEHUE, NOABUX-
HOCTb);

22) nHhopmauums, KacarwLasacsa ytunusaumm nynbCcoBOro OKCUMeTpa Uin ero KOMNOHEHTOB.

6.8.3 TexHu4eckoe onucaHue

[ononHeHwue:

aa) [lononHutenbHasa obwaa nigopmayusa:

TexHU4eckoe onucaHue AOIMKHO BKIOYaTh B cebsi crnegyioLee:

1) *npeaynpexgeHue 0 TOM, YTO (PYHKLUMOHAMNbHbIN TECTEP HE MOXET NPUMEHATLCA ANSA OLEHKN TOYHO-
CTW AAT4YMKa UM MOHUTOPA NYSIbCOBOro OKCuMeTpa (CM. Takke npunoxeHue FF);

2) npeaynpexaeHue 0 TOM, YTO eCN UMEETCH HE3AaBUCMMOE A0Ka3aTeNbCTBO NPABUIBHOCTH Kanmbpo-
BOYHOW KPMBOW ANst KOMOMHALUMM MOHMTOpPA M AATYMKA, TO (DYHKUMOHANbHbIM TecTep MOXET OnpeaensiTb
COCTaBNAOLLYO NOSIHON MOrPELLUHOCTU CUCTEMbI MOHUTOP/AATYMK CO CTOPOHLI MOHUTOPA. PYHKLMOHANLHbIN
TecTep MOXET OnpefensTb, HACKONMbKO TOYHO KOHKPETHLIA MOHUTOP BOCNPOU3BOAMUT AAHHYIO KannOpPOBOYHYIO
KpuByto. CM. TaKke npunoxexume FF.

7 Morpebnsaemas MOWHOCTb

MpuUMeHSIIOT NyHKT o6Luero craHaapra.

8 OcHoBHbIe KaTeropum 6e30nacHOCTU

MpumeHsoT NyHKT obLwero ctangapra.

9 3ameHsieMble CpeACTBa 3alUThbI

MpuUMeHsIIOT NYHKT 06Lwero crangapra.

10 YcnoBus okpy:aiolwen cpeabl
MpUMEHSIIOT NYHKT 06LLero cTaHaapTa, 3a UCKIMIOYEHNEM:
10.1 TpaHcnopTupoBaHue U XpaHeHue

M3meHeHune (4oNONHUTb B KOHLE NYHKTA):

YnakoBka CTEpUNbHOro 000pyAOBaHMS U YacTeln 000PYAOBaHMS JOIHKHA rapaHTMPOBaTh CTEPUIIbHbIE
yCrnoBus A0 TEX NOP, NoKa OHa He ByAeT BCKPbITA UMW NOBPEXAEHA UMK MOKA HE UCTEYET CPOK rOAHOCTU.

CnepayeT 06paTuTb BHUMAaHME HA YTUAU3ALMIO OTXOA0B YNAKOBKM.
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11 He ucnonb3oBaH
12 He ucnonnb3oBaH

13 O6wme TpeboBaHUA

MpumeHsAIoT NyHKT 00LUero craHaapTra.

14 TpebGoBaHus, OTHOCAWMUECA K Knaccudpmkaumm
MpumeHAIoT NYHKT 00Lero ctaHaapTa, 3a UCKNIOYEHUEM:

14.6 PABOYME YACTUN TUNOB B, BF n CF

N3meHeHune [AononHUTL nepevncneHne c)l:
KoMmnnekTtyiowme 4acTu K NyNbCOBbIM OKCUMETpPaM A0MkHbI ObiTk TUNa BF unu CF.

15 OrpaHunueHue HanpsaxXeHua u(unu) aHeprum

MpumMeHsIoT NyHKT o6Lwero craHaapTa.

16 Kopnyca u 3auwuTHbIe KPbIWKW

MpUMEHSIOT NYHKT 0GLUEero craHaapTa.

17 PaspgeneHue yacten un uenen

MpUMEHSIOT NYHKT 0GLUero craHaapTa.

18 3awuTHOE 3a3eMneHue, pabouee 3azemrieHMe U BbipaBHUBaHUEe
noTeHuuanoB

MpumeHsoT NyHKT obLero cranaapra.

19 AnuTtenbHble TOKU YTEUKU U AONOSTHUTENMbHbIE TOKU B LIeNU NayueHTa

MPUMEHSIIOT MYHKT 0BLLIEro craHaapra, 3a UCKMIOYEHUEM:

19.4 UcnbiTaHuna

M3meHeHue:

h) 9)

3ameHUTbL BTOpOE NpearnoxeHue nepeoro absaua «pyron cnoco6 uamepeHns ... NorpyxeHne» Ha cne-
ayouee.

[aTunku, UMeloLme MapKUPOBKY «AJIsl BPEMEHHOTO NOTPY>XeHUs» B BUAE BTOPOI XapaKTepUCTUIECKOW
uucbpsl 7 koaa IP no IEC 60529, AomkHbI BbIAEPXKMBATL CReayoLee UCNbITAHUE HA TOK YTeYKU Ha nauuveHTa:

lMoepyxaiom my 4acmpb Gamyuka, Komopas UMeem MapKupoeKy « 01 PEMEHHO20 No2PYKeHUs1», 8 0bbl4-
Hblli coneeoti pacmeop (0,9 % &/n NaCl e H,0) u ebidepxusaiom npu memnepamype om 20 °C 0o 25 °C e meye-
Hue 60 c. Noka damyuk Haxo0umCcs 8 rMo2PyKeHHOM COCIMOAHUU, USMEPSAIOM IMOK YMeYKU Ha nayueHma.

20 3dnekTpuuyeckas NPOYHOCTb U30NALUKN

MpumeHsIoT NyHKT 00Lero ctaHaapTa, 3a UCKNIOYEHUEM:

20.4 UcnbiTauus

JononuHeHue:

aa) [laTymMkmn, uMMerolMe MapKUPOBKY «ANS BPEMEHHOro NOrpy>XeHusi» B BUAE BTOPOW Xxapakre-
puctudeckon umdpol 7 koga IP no IEC 60529, aomkHbl BblAepXMBaTb chneaylowee ucnbiTaHue Ha
3NEKTPUYECKYIO MPOYHOCTb U3ONSALMUMK:

10
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TMoepyxarom mosibko my Yacmb Gamuyuka, Komopasi UMeem MapKuposKy «05isi 8DEMEHHO020 0gpyxe-
Hus», 8 0bbI4HbIil conesoli pacmeop (0,9 % a/n NaCl e H,0) u ebidepxusarom npu memnepamype om 20 °C
0o 25 °C. Cnycms 60 ¢ u noka ama 4acmpb Gamyuka Haxodumcs 6 Mo2py>KeHHOM COCMOsIHUU, npoeodsm
UCTbIMAaHUS Ha ANIeKMPUYECKYr0 NPOYHOCMb U301SUUU MakK, KaK ykadaHo e 20.4 a) obweeao cmaHdapma.

21 *MexaHunuyeckasa NnpPoOYHOCTb

MpUMEHSIIOT NYHKT 06LUero cTaHAapTa, 3a UCKMIOYEHNEM:

215

M3meHeHune (BCTaBUTb MEXAY COBaMM «NMPEACTaBNsATb ONACHOCTb» U «B pe3ynbrare»):

1 AOMKHbI paboTatb HOPMAanNbHO

[ononHeHue:

21.101 *Ypap v BuGpauma

MynbCcoBOM OKCUMETP UMW €r0 YaCTH, HE NpeiHa3HaYeHHbIE AN UCNONb30BaHUA BO BPEMS NEPEBO3KN
nauMeHTa 3a npegenamu neyebHOro yupexaeHus, AomkHbl obnaaarb onpeaeneHHol MexaHM4eckon NpoY-
HOCTbIO, KOTAa OHW NOABEPraloTCA MEXaHM4ECKOMY BO3AEeNCTBUIO NP HOPMAaNbHOM IKCNsTyaTauum, yaapam,
nazeHunio, CAaBNMBaHUIO U HEBpexHOMY obpalueHuio. TpeboBaHWA ITOrO Nogpasaena He pacnpoCTPaHATCA
Ha cTauMOHapHOoe usgernue.

Mocne cneayloWmMx UCTILITAHUIA NYNLCOBOM OKCUMETP HE JOIDKEH NPeACTaBNATL ONAaCHOCTb U [011-
>XE€H HOpManbHO paboTaThb.

a) UcnbiTanue Ha yaap B cootsetcTBum ¢ IEC 60068-2-27, ucnonb3ys cneayowme ycnoBus:

- MakcumarbHoe yckopenue: 150 m/c? (15,3g),

- NPOAOIMKUTENBHOCTL: 11 MC,

- hopmMa nmnynbca: NONMyCMHYCOUAanbHbIN,

- YUCINO yAapoB: TpU yaapa B HanpaeneHnn kaxxaon ocu (scero 18).

MpumMmeyaHune — CunTaeTcs, YTO MYNbCOBOM OKCUMETP, UCTbITAHHLINA cornacHo TpeGosaHusaM 21.5 obiuero
CTaHfapTa, COOTBETCTBYET JaHHOMY TpeboBaHuio.

b) UcnbiTaHnsa Ha BO3aEiCTBME LLUMPOKONOMOCHON CriydaiHoi Bubpauum B cootBeTcTBuuM ¢ IEC 60068-2-64,
UCnonb3ys criegytoLime ycnoBus:
- AnanasoH 4acrtort: oT 10 go 2000 Iy,
- paspewieHue: 10 'y,
- aMnNnnUTyLa YyCKOPEHUS:
ot 10 Ao 100 y; 1,0 (M/c2)2/Tw,
ot 100 go 200 y: MuMHyc 3 4B Ha okTasy,
ot 200 8o 2000 IMy: 0,5 (M/c2)2/Tu,
- NPOAOMXMTENBHOCTL: 10 MUH MO KaXaon U3 NepneHAnKYNAPHbIX OCei (BCEro Tpu).
21.102 *Ypap v BUOGpauusa npu TpaHCNOPTUPOBAHUU
MynbCcoOBOW OKCMMETP UMU €ro YacTu, NpeHasHavYeHHble A4S UCTMONb30BAHMSA BO BPEMS NEPEBO3KU
nauueHTa 3a npegenamm nevebHoro yupexxaeHus, A0mkHbl 06naaars onpeaeneHHoNn MexaHN4e ckon NPOYHO-
CTbIO, KOrAa OHU NOABEPralTCs MEXaHUYECKOMY BO3JENCTBUIO NMPU HOPMAaribHON 3KCNNyaTauum, Ton4kam,
yAapam, nagaeHuio n HeGpexHomy obpaLleHmio.
Mocne cneayoWmx UCMbITAHUI NYNbCOBON OKCUMETP HE JOIDKEH NpeacTaBnsaTb ONacHOCTb U A0r-
>KEH HOopMmanbHO paboTarts.

MpumeyaHune —Cuntaercs, HTO NYNbLCOBOW OKCMMETP, UCMbITaHHbIA cornacHo TpebosaHWsam 21.102 B Lienom
Wnun B 4acTW, cooTBeTCTBYET TpeboBaHuaM 21.101.

a) UcnbiTanne Ha yaap B cootBeTcTBuM ¢ IEC 60068-2-27, ucnonb3ys crneayiowme ycnosus:
- MakcumanbHoe yckopenue: 1000 m/c2 (102g),
- NPOAOMKNTENBHOCTL: 6 MC,
- dhoopMa MMNynbCa: NONycuHycomaanbHas,
- YUCNO yaapoB: TpU yaapa B HanpaBneHuu kaxaomn ocu (Bcero 18).
b) UcnbiTaHua Ha BO3AEMCTBUE LUMPOKOMONMOCHOM CRyYaiHon Bubpauum B cooteeTcTBum ¢ IEC 60068-2-64,
MCNONb3ya cneayiowme yCnoBust:
- AnanasoH yactort: ot 10 o 2000 My,
- paspewenue: 10 Ny,
"
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- aMnNNUTyaa yCKOPEHUs:
ot 10 go 100 I'y: 5,0 (M/c2)2/Ty,
ot 100 go 200 Ny: muHyc 7 ab Ha okTasy,
oT 200 8o 2000 y; 1,0 (M/c?)2/Tu,
- NPOAOIMKUTENBLHOCTL: 30 MUH MO KaXXaoWn U3 NnepneHanKynNApHbIX 0cen (BCEro Tpu).
C) Ans nepeaBMKHbIX NyNbCOBbLIX OKCUMETPOB CBOOOAHOE nageHue cornacHo IEC 60068-2-32, uc-
nonb3ysa Metoa 1 u crnegyioLwme ycrnoBus:
- BbicoTa: 0,1 ™,
- YUCNO NageHun: 0aHo,
- HanpaBeHWe: BEPTUKANLHO (HOpManbHoe paboyee NOnoXeHue).
d) [nsa nepeHOCHbIX NyNIbCOBbIX OKCMMETPOB CBOOOAHOE nasgeHue cornacHo IEC 60068-2-32, ncnonb-
3y METOA 2 1 crieayioLme yCrnoBus:
- BbicoTa: 0,25 m,
- YACNO NageHuin: ogHo,
- HanpaBneHWe: Ha KaXxaylo U3 LECTU NOBEPXHOCTEN.
[na nepeHoCHbIX NYNbCOBbIX OKCUMETPOB, NPeAHAa3HAaYEHHbIX AN UCNOMb30BaHUSA BMECTE C nepe-
HOCHOI CyMKOW, 9Ta CyMKa MOXXET UCMONb30BaThLCA C NPUOOPOM BO BPEMS UCMLITAHUS.
22 [Buxywmecst yactu

MpUMEHSIIOT MYHKT obLero craHgapra.

23 lMoBepPXHOCTU, YIIibl U KPOMKN

MpUMEHSIIOT MYHKT obLero craHgapra.

24 YcTOMYMBOCTbL NPU HOpPMaribHOM 3Kcnnyatauum

MpUMEHSIIOT MYHKT obLero craHgapra.

25 BbibpacbiBaemble YacTu

MpUMeHSIIOT MYHKT obLero craHgapra.

26 Bubpauua n wym

MpuMeHSIIOT MYHKT obLero craHgapra.

27 THeBMaTUueCKue U rmagpaBrinyeckne CUCTeMbl

MpuUMeEHSIIOT NYHKT obLero ctaHgapra.

28 lNoaBelleHHble MacChbl

MpuUMeEHSIIOT NYHKT obLero craHgapra.

29 PeHTreHOBCKO€ U3rnydeHue

[MpuMeHAIT NYHKT 00LWero ctaHaapTa.

30 Anbt¢a-, 6eTa-, raMma-, HEUTPOHHOE U3JTYUYEeHUA U U3NyYeHUue Apyrux
yacTuy,

MpuMmeHsIOT NYHKT obLero ctaHgapra.

12
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31 MukpoBOMHOBOE U3SyUYeHUue

MpumMeHsoT NyHKT 06LLero ctaHaapra.

32 Buaumoe usnyuyeHue (BKNovas nasepbl)

He npumMensior nyHkT 32 obwero craHgapra.

3ameHna:

MpumeHsiioT cootBeTcTBYIOWME TpebGosaHus IEC 60825-1. Ecnu B nynbCOBOM OKCUMETPE UCNONb3YIOT
6apbepbl ANS 3aLWMTbI OT NA3EPHOTO U3NYYEHUS UNU aHANOMMYHbIE YCTPOWCTBA, TO OHU AOIMKHbI COOTBETCTBO-
BaTb TpeBosaHuam IEC 60825-1. B cnyyae nasepHbIX ONTUYECKUX BONMOKOH OHW AOSMKHbI COOTBETCTBOBATL
TpebosaHuam IEC 60825-2.

33 UndpakpacHoe nsnyuyeHue

MpuMeHAIOT NyHKT 06LLero cTaHaapTa.

34 YnbrpacdmoneroBoe ussiyuyeHue

MpuMeHSIOT NYHKT obLuero craHaapra.

35 AKycTunueckas 3Heprus (BKnrovas ynsrpasByk)

MpUMeHSIIOT NYHKT obLwero cTaHaapra.

36 *3OnekTpomMarHMTHasi COBMECTUMOCTb

MpUMEHSIIOT NYHKT 06LWEro cranaapTa, 3a UCKIIoYEHUeM:
[ononHeHne:
MynbcoBOW OKCMMETP JOMKEH COOTBETCTBOBATL TpeboBaHuam IEC 60601-1-2.

MpumedaHune 1 — MynbcoBol OKCUMETP He sABnsieTca obopyfoBaHUEM UNKW CUCTEMON XuaHeobecneyeHus,
kak onpegeneHo B IEC 60601-1-2.

MpumennTensHo k IEC 60601-1-2, 36.202, 36.202.1 j) KauyectBO (DYHKUMOHMPOBAHUSA, MYTNbCOBOW
OKCUMETP J0rkeH pabotaTh B npejenax yCTaHOBNEHHON TOYHOCTU u3MepeHna SpO, U 4acToTbl NyNb-
ca npy UCNLITAHUM HA HEBOCNPUUMUUBOCTL. MynbCOBON OKCUMETP A0MKeH ObiTb UCMLITAH NMPU NOKA3aHUK
S$pO, B npegenax guanasoHa U3MepPEeHUs, KOTOPLIN, N0 KpanHEN Mepe, Ha 5 % OTNMYAETCA OT 3HAYEeHUs,
BbI3BAHHOTO LYMOM, 1 MeHbLuUE ero (100 % MUHYC TOYHOCTL n3MepeHua SpO,, onpeaensaemas nynbCOBbIM
OKCUMETPOM).

MpumeyaHune 2 — 3HayeHue, BbI3BaHHOE LLIYMOM, MOXET ObITb 3Ha4eHWEM, HanpuMep, B KOTOPOM R pasHo 1
unu R paBHO OTHOLLUEHUIO KoadhduLmeHTa ycunenus kaHana IR k ycunenuto KpacHoro kaHana. Habnioganuck u apyrue
Bbl3BaHHbI€ LLYMOM 3HaQ4Y€HUA.

YacroTa nynbca OmKHa OTNM4aThCs OT TOIM, KOTopas ObIBAET NPU YaCcTOTE NyNbCa, BbI3BAHHOMW LLUYMOM,
M JOIDKHA HaxXoAMUTLCA B 3a1JaHHOM AManasoHe UHAMKALMKM YacToThbl Nynbeca.

B cnyyae HapylieHusi HOpMarnbHOW paboTbl BO BpEMSA NEPEXOAHLIX WCMbITAHUW, KaK YKa3aHO B
IEC 61000-4-2, IEC 61000-4-5 n IEC 61000-4-11, nynbCOBOM OKCMMETP AOSDKEH BOCCTAHABNMBATLCA B
TeyeHue 30 ¢. SpO, U CUrHaN YacToTbl MyNbCa MOXET GbIThb BLIBEAEH U3 UMUTUPYIOLLIETO NALIMEHTA YCTPOICTBA,
KOTOpOE NPUMEHAETCS ANA 3TUX UCTILITAHUMN.

B gononHeHune k 3TuM TpeboBaHKUSIM NyNbCOBOMW OKCUMETP, NPeHAa3Ha4YeHHbIN ANA UCNOMb30BaHUSA
BO BPEeMs NepeBO3kM NaUMeHTa 3a npegenammu neyebHoro yupeXxxaeHus, A0mkeH COOTBETCTBOBATL TpeboBa-
HuamM |[EC 60601-1-2, 36.202.3 a) 1) npu ypOBHE UCMLITAHUA HA HEBOCNPUMMUUBOCTL 20 B/M (koadhduumeHT
moaynsauuu 0,8 yacrorton 1000 I'y) B AgnanasoHe ot 80 Ao 2500 MINy (IEC 60601-1-2, Tabnuua 209).

37 MectoHaxoxaeHue U OCHOBHbIE TpeboBaHunA

MpuMeHsiIoT NyHKT 06ulero ctaHaapra.
13
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38 MapkupoBka, aKkcnsnyaTauMOHHbIe JOKYMEHTbI

MpUMEHSIIOT NYHKT obLiero craHgapra.

39 O6wune TpeboBaHMA ana usgenumn kateropunt AP u APG

MpumeHsIOT NYHKT obLero ctaHgapra.

40 TpeboBaHuA U UcnbiTaHusa ana usgenumn kareropum AP, nx yacrten
1 KOMMOHEHTOB

MpuMmeHsIOT NYHKT obLero ctaHgapra.

41 TpeboBaHuA u ncnbiTaHua ana usgenumn kateropum APG, nx yacren
1 KOMMOHEHTOB

MpuMmeHsIOT NYHKT obLero ctaHgapra.

42 YpesmepHble TemnepaTypbl

MpumeHsAT NyHKT 06LWero cTaHaapTa, 3a UCKITIOYEHNEM:

3amMeHa:

42.3 *B HOpMasribHOM COCTOSIHUU 1 B YCNOBUAX €OUHUYHOIO HapylleHUs npegen rno ymonvaHuio
AN MakCcumarnbsHON NoAaBaeMon MOLLUHOCTH Ha BKITKOYEHHbIN AATYMK AOMKEH ObiTb HEAOCTATOUHbIM ANS 40-
CTXKEHMA Temneparypsl, npesbiwatowen 41 °C npu B3anMoaeMCcTBUM AAaTUYMKA C TKAHbIO, KOraa ucxoaHas
Temneparypa koxu pasHa 35 °C. CM. Takke npunoxexHue BB.

Ecnu nynbcoBoO# OKCUMETP MMEET pexkuM (Mnu cpeactaa), obecneunBaroLmii AOCTaTOUMHYO MOLLHOCTb
Ha BKMIOYEHHbI AATYMK AN JOCTMXKEHUS TemnepaTypsl, npesbiwatowen 41 °C npu B3aumoaencTBUM aar-
YUKa C TKaHbIO, NPU NUCXO4HOW TeMNepaTtype KoxXu, pasHon 35 °C, To:

a) NyribCOBOW OKCUMETP AOIMKEH UMETb PETYNMPYEMbI ONEPATOPOM OPraH AnA HAaCTPOWKK 3TOro pe-
>xuma. fomkHa cobnioaaTbCsa yCTaHOBNEHHas nocneaoBaTensHOCTL AeWCTBUI onepaTtopa, Heo6XoAUMbIX ANS
aKTMBaLUK 3TOr0 PEXUMA;

b) He0BX0AMMO yKasaTb, YTO MyJSIbCOBOW OKCUMETP paboTaET B 3TOM PEXUME;

C) B HOPMasibHOM COCTOSIHMMU 1 B YCIOBUSAX €OUHUYHOIO HapyLWeHUA MakcuManbHasa nogaBaemMas
MOLLIHOCTb Ha BKIMOYEHHbIN AAaTYMK AOMKHA ObITb HEAOCTATOMHOM AN AOCTMKEHUS TEMNepaTypsbl, NPEBbILAa-
owien 43 °C npu B3aMmogeCTBUM JaTUMKa C TKAHbIO, MPU UCXOAHOM Temnepartype Koxu, pasHon 35 °C;

d) nynbCcOBOW OKCUMETpP AOMKEH UMETb CPEACTBA AN OrPaHNYEHUsI BPEMEHU HEeNpPepbIBHOW paboThbl
npu Temneparypax cebiwwe 41 °C. BpeMmsi HenpepbIBHONM paboThl MPU NOBbILLEHHbIX TEMNEpPaTypax He AOMKHO
npesbiwarts 4 4 npu 43 °C unun 8 4 npu 42 °C;

€) B 3KCMnyaTauMOHHbIX JOKYMEHTAxX AOIKHA ObITb yka3aHa MakCUMarnbHO AONyCcTUMas Temneparypa
npy B3aMMOAEUCTBUU AATHYUKA C TKAHBIO; U

f) TexHu4eckoe onucaHme JOSHKHO BKNOYaTh B ce0A METOA UCNLITAHWUA ANS U3MEPEHUS MAKCUMAarnbHOM
TeMneparypbl Npy B3auMOAEUCTBUU AATYUKA C TKAHbIO.

Coomeemcmeue nposepsaom fnymem U3MepeHUs MakcumarbHOU memMrepamypbl nosepxHocmu rnpu
e3aumodelicmeuu GamyuKa C MKaHbi0 8 HOPMallbHOM COCMOSIHUU U 8 yCrioeusix eQUHUYHO20 Hapyuie-
HUS, UCNonb3ys Memo0, ykadaHHbll 8 MEXHUYECKOM onucaHuu. Cm. makxe BB.3.

43 lMNoxapo6e3onacHOCTb

MpumeHsAT NyHKT 06Lero ctaHaapTa, 3a UCKIIOYEHNEM:

[ononHeHue:

43.101 *MynbcoBble OKCUMETPbI, NPUMEHSAEMbIe BMeCTe C OKCUAAHTaMU

43.101.1 BocnnameHsowmecs matepuanbl

Onsa Toro 4to6bl YMEHBLLUMTL ONACHOCTb BO3HMKHOBEHUSA NOXapa ANs NaLuUeHTOoB, APYruxX UL U oKpy-
YKEeHUs1, BOCMNaMeHsieMble MaTepuarsbl B HOPMaribHOM COCTOSIHUM U B YCITOBUAX €AUHNUYHOTO HapyWeHus
He AO0SMKHbI OAHOBPEMEHHO HaX0AUTbCA NoA4 BO3AENCTBUEM YCIOBUM, MPU KOTOPLIX:

- Temnepartypa marepuana nogHuMaeTcs 40 MUHUMAanbHOW TeMNepaTypbl BOCNNAMEHEHUSA 1

- MPUCYTCTBYET OKCUAAHT, HANPUMEP 3aKUCh asoTa.
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MpumedaHune — [Ans KoHUeHTpaumid kucropoaa cebile 25 % unu napuwansHoM AasneHun cebilwe 27,5 kla,
KOrAa OTCYTCTBYIOT Niobble Apyrie oKCMAaHThl, JOCTaTOYHBIMU cHUTatoTCA TpeboBaHns obLuero cTaHgapTa.

MuHMManbHYIO TemnepaTypy BOCNnamMeHeHUs1 onpeaenstotr cornacHo IEC 60079-4 ¢ ncnonb3oBaHMem
OKUCIUTENbHbIX YCITOBUI, UMEIOLLMXCSA MPU HOPMaribHOM COCTOSIHUM U YCITIOBUU €AUHNMYHOTO HapyWeHUs.

Coomeemcmeue npoesepsiom HabmodeHUeM, umeem i Mecmo e0criaMeHeHue npu Haubonee Hebna-
eonpusimHoll KombuHayuu HOpMalbHO20 COCMOSIHUS U YCII08Ul €QUHUYHO20 HapyweHUs.

43.101.2 UckpeHue

Ecnu uckpeHue MOXET NPOMCXOAUTbL NMPU HOPMaribHOM COCTOSIHUM UMK NPU YCAOBUM €AUHUYHOTO
HapylleHUs, TO Marepuarnsl, NOABEPXEHHbIE PACCEMBAHMIO 3HEPTUU UCKPEHUA, HE AOMKHLI BO3roparbcs B
NPUCYTCTBMIN OKCUAAHTA.

Coomeemcmeue npogepsom HabrmodeHUeM — rpoucxodum iU 8o3zopaHue npu Haubonee Hebnazo-
npusmHol KombuHayuu HoOpManbHO20 COCMOSIHUS U yCII08Usl @ QUHUYHO20 HapyuweHUS.

44 TlepenuB, pacnneckuBaHue, yTeuka, BIaXXHOCTb, MPOHUKaHUE XUAKOCTEN,
OUMCTKa, cTepunusaums, ae3nHgpeKkuma n COBMECTUMOCTb

MpUMEHSIIOT NYHKT 06LLero ctaHaapTa, 3a UCKIIOYEHUEM:

44.6 *MpoHUKaHUE KUOKOCTEN

M3meHeHune (0obaBuTb kak BTOPOE NPeanoxeHne, nepeobiin atsau):

- ucnbitanma no |IEC 60529 ana IPX2 unun

- ucneitaHna no IEC 60529 anda IPX1 u ucneitaHne Ha nepenueaHue no 44.3 oOuiero craHaapra.
[oGaBuTb B KOHLE MNOCNeAHEro npeanoxeHus TpeGoBaHuii K UCNbITAHUSIM:

u nynbcoeoli okcumemp O0/IKeH MPodoITKamb HOPMabHO pabomame.

44.7 OuucTka, cTepunusauma u aesnHdekuma

M3meHeHune (1obaBuTh Nepea NPOBEPKON COOTBETCTBUS):

MynbcoBOW OKCUMETP UM Ero YacTh, MMEIOLLIME MapPKUPOBKY «CTEPUIIbHOY, AOMKHbI ObITb CTEpUN30-
BaHbl C UCMOMb30BaHWEM COOTBETCTBYIOLLErO NPOBEPEHHOI0 MeToaa cornacHo ISO 14937.

KOHCTpyKUMEl yNnakoBKM ANA HECTEPUIIbHOIO MYNbCOBOrO0 OKCMMETPA UMK €ro YacTeli AomkHa ObiTb
NpeaycMOTPEHa BOIMOXHOCTb COXPaAHEHUS n3aenus, NPeAHa3HaYeHHOTo ANA CTepunu3auumn nepes npuMeHe-
HWEM, Ha 3a4aHHOM YPOBHE YUCTOTbI U MUHUMWN3UPOBATL PUCK 3arPA3HEHUS.

MameHeHune (0o6aBuTb B KOHLE NPOBEPKN COOTBETCTBUS):

Ecnu ecmb mpebosaHue K cmepusibHoCMu, mo criedyem 03HaKkoMumbCs ¢ Memodamu cmepunusayuu
u 0e3uHpeKyuU, yKasaHHbIMU 8 3KCIyamauUuoOHHOU GOKyMeHmauuu, U cpasHuUmp Ux ¢ coomeemecmeyio-
wiuMu omyemamu O rposepKe.

45 Cocyabl 1 YacTU, Haxoasmecs noa AaBleHUeM

MpUMeHSIOT NYHKT 06LLUero craHgapra.

46 Owundku yenoseka

He npnMeHsitoT nyHKT 46 obLero craHaapra.
3ameHa:

MpumedaHune — Cm. IEC 60601-1-6.

47 JnekTpocTtarunyeckue 3apsaabl

MpUMeHSIOT NYHKT 06LLero craHgapra.

48 BnocoBMecTUMOCTb
MpuMeHsoT NyHKT 06Lero ctaHaapra.
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49 lMpepbiBaHME 3MEKTPONUTaHUSA

MpumeHsAT NyHKT 06Lero cTaHaapTa, 3a UCKIIOYEHNEM:

49.101 OnacHaa cuTyauusa C npepbiBaHUEM INEKTPONUTAHUA

Ecnm nynbCcoBOW OKCUMETP OCHALLEH YCTPOWCTBOM, CUrHanM3upylowmm o6 onacHoMm duauonoruye-
CKOM COCTOSIHUM, OH [OIMKEH [JaBaTb, MO KpawWHENW Mepe, CUrHam OnacHOCTM CpeAHero Mpuoputera, Koraa
HOMUWHarnNbHOE HanNpPs>KEHME NajaeT HUXKe MUHUMAanNbHOrO 3HaYeHWsA NPKU HopManbHOW paborte.

MpumevaHue — locne npepbIBaHNs NUTaHWUA He MPeanoNaraeTcs, YTO CUCTEMa aBapuiiHOW cuUrHanuaaumm
ByaeT HenpepbIBHO NOBTOPSITL CUTHASTBI OMACHOCTMH.

lposepka coomeemcmeusi ¢ MOMOWbIO0 QOyHKUUOHAaIbHbBIX UCHbIMaHull.

49.102 Pa6oTa nynbLCOBOro OKCUMETpa Nocrie NpepbiBaHUA MEKTPONUTAHUA

49.102.1 CoxpaHeHue yCTaHOBOYHbIX NMapamMeTPoB U AAHHbIX NOCNe KPaTKux npepbiBaHUA UK
aBTOMAaTUYECKOro nepeKkstovYeHmns

Korga nutaiooLwas nysibCOBOM OKCUMETP 3MeKTpuYeckas CeTb npepbiBaeTcs MeHee yeM Ha 30 ¢ unu
MPOMCXOAUT aBTOMATMUYECKOE MEepPEeKsioYeHne Ha BHYTPEHHMM UCTOMHUK 3rEeKTPUYECKOro NUTaHusA, BCe
HaCTPOWKN U BCE XPaHSALLMECH O MALMEHTE JaHHbIe HE JOMKHbI M3MEHATLCA.

MpumevaHus

1 MNMynbCoOBON OKCUMETP He [OIMKEeH HaxoauTbes B pabodeM pexvume BO BpEMS NpepbiBaHAS NUTAHUA ANEKTPU-
YecKoll ceTu.

2 HacTpoiiku BKntodatoT B cebs HacTpoiiku onepatopa, Nonb3oBaTena 1 pexvwma padoTsl.

Coomeemcmeue nposepsiom, Habrodas 3a Hacmpolikamu oOKcuMempa u xpaHaWuMucs o nayueHme
OaHHbIMU, U 3ameM npepbisaom rnodady numaxus Ha 25—30 ¢, omcoeduHue wiHyp numanHus. locre eoc-
CMaHoBNeHUs AEKMPOCHAOXEHUs 8C€ HaCMPOUKU U XpaHAWuecs 0aHHbIe He O0KHbI USMEHSMbBCS.

49.102.2 Pab6ota nocre aAnuTenbHbIX NpepbiBaHUMN

U3roroButenb JOMKEH NPeAyCMOTPETb CUrHam onacHoOCTU 0 paboTe NysibCOBOro OKCUMETpa nocne
HapyLUEHUS AMEKTPONUTAHUS, ECMU NEPEKNIOYATENb «BKIIOYEH — BbIKITIOYEH» OCTAETCH B NOMOXEHUN «BKIIO-
YeH» U n3genue BO3BPALLEHO B NMPexHEee cocTosiHue 6onee yem yepes 30 c.

Coomeemcmeue nposepsiom, ceepssiCb C COrnposodumenbHbiMu AOKyMeHmMamu.

50 ToyHOCTbL paboumnx xapakTepucTuk

MpumeHAT NYHKT 06Lero ctaHaapTa, 3a UCKIIOYEHUEM:

HAononHexue:

50.101 *TouHocTb n3mepenun SpO,, NOKa3biBaemas NysfibCOBLIM OKCMMETPOM

50.101.1 *Cneundukauusa

TouHocTb M3MepeHus SpO, NynNLCOBOro OKCUMETpa 0/KHa NPEACTaBnsAThL CpeiHeKBaapaTUIeckoe
OTKNOHEHune, KoTopoe He bonee 4,0 % SpO2 B AnanasoHe ot 70 % ao 100 % Sa02.

3anBneHHble AnanasoHbl SpO, 1 TOYHOCTL u3mepeHuna SpO, B ITUX AMANa3oHax AOMKHbI ObiTb yKa-
3aHbl B PYKOBOACTBE MO NMPUMEHEHMIO. TOYHOCTL u3MepeHust SpO, AomkHa ObiTh 3asBneHa ot 70 % Ao
100 % (cm. 50.101.2.1). UncbopMaLmio 0 TOYHOCTH n3mepenuns SpO, Cneyer ConpoBoXaaTh NPUMEHaHNeM,
HaNOMUHAIOLWMM NOMNb30BAaTESO, YTO TaK Kak U3MEpPEHUsi, NPOBOAUMbIE MYNIbCOBbLIM OKCUMETPOM, ABNS-
I0TCA BEPOATHOCTHLIMU, TO OXMAAETCH, YTO TONbKO ABE TPETU 3TUX U3MEPEHWI MOTYT NONAcTb B Npeaerbl
3HaYeHus £ A, namepsiemoro CO-oKCMMeTpoM. ECrii MOHUTOP NyNbCOBOro OKCUMETPA NoAXOAUT Ans
NPUMEHEHUA C PasHbIMU AaTYMKaAMM, UH(OPMALMA O TOYHOCTU n3Mepenusa SpO, aomkHa ObiTb 4OCTYNHA
ANA KaXporo Tuna aartyuka. Takke MoryT ObiTb NPeayCMOTPEHbI AONONHUTENbHbIE TPEOOBAHUA K TOYHOCTH
usmepenna SpO, B Apyrvx AnanasoHax.

Ecnu TOuHOCTL u3mepenus SpO, onpegensiot 65 % SpO,, 0Ha 10MkHA YCTaHaBAMBATLCS B AONON-
HUTENLHOM AManasoHe npeaena HacklWeHus, He npesbiwwatowem 20 % SpOo,.

NPUMEP 1. 3apaHHas To4HOCTL U3MepeHus SpO, oT 60 % Ao 80 % SpO,.
NPUMEP 2. 3apaHHas To4HOCTb uamepeHus SpO, ot 60 % fo 70 % SpO,.

Coomeemcemeue nposepsiiom u3mepeHuem rno 50.101.2 u akcnsryamayuoHHbIM GOKyMeHmam.

50.101.2 OnpegeneHue TOYHOCTU U3MepeHus SpO,

50.101.2.1 *COOp AaHHbIX

3anBnexHne TOMHOCTH u3mepeHusa SpO, [OMKHO NOATBEPXKAATLCA W3MEPEHUSIMM B MPOLIECCE KMu-
HWUYECKNX UCCNeN0BaHni, NPOBOAUMbBIMU B MOMHOM AuanasoHe, u COCTaBnath + 3 % 3HaveHuin Sa0,, ans
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KOTOPbIX 3aABNAETCA TOYHOCTbL u3MmepeHus SpO,. KnuHuyeckue uccneaoBaHus [40MmkHbl COOTBETCTBOBATL
TpeGoBaHuam ISO 14155-1 u ISO 14155-2.

Ha4vanbHble yCTaHOBKU crieflyeT peructpupoBaTtb BMECTE C CONOCTaBMMOWM MMOTHOCTBLIO MO BCEMY 3a-
SIBMEHHOMY AnanasoHy.

MpumMmedvaHune — CM. Takke npunoxerune EE.

Het HeobxoaAMMOCTU 3aABNATH YCMOBUS, KOTOPbIE OTPULIATENbHO BIUSIOT HA TOYHOCTb U3MEpPEeHUA
Sp0,, kak yactb TpeGoBaHMin K TOUHOCTU n3MepeHns SpO,, HO OHM A0MKHBI ObITh yKa3aHbl B 3KCnnyara-
LUOHHBbIX AOKYMEHTaxX cornacHo 6.8.2 aa) 3.

B TexHM4eckoM onucaHuu cnegyert Aarb Kparkoe pe3ioMe METOA0B NPOBEPKM, UCNOMNb3yeMbIX AN yCTa-
HOBMEHUS TOYHOCTN U3mMepeHus SpO,.

®YHKUUOHASNbHbIE TeCTEePbl UK MMUTATOPBLI NALMEHTa He CneayerT UCNoNnb3oBaTb ANA NPOBEPKU
TOYHOCTN U3MepeHua SpO, NynbLCOBOro OKCUMETpA.

50.101.2.2 *AHanu3 AaHHbIX

AnA Kaagoro yCTaHOBNEHHOTO AuanasoHa TOMHOCTb u3mepeHust SpO, NyNbLCOBOro OKCUMETPA
AOMmKHa ObITb yKaszaHa Kak cpejHekBagpaTUyYecKoe PacxXOoXAEHUE IMS MeXay U3MEPEHHbIMU 3HAYEHUSAMM
SpO, 1 ONOpHbIMK 3HaYeHUsIMU Sg; NO criesyioLel opMyne:

L 2

2 (SpOy; —Sgy)
1

n

MpumedvaHus

1 TIOHSTUSA NOrpeLLHOCTU U TOYHOCTU, NMPpUBEAEHHbIE B CCbirke [3] U LEeNoCcTHOCTU B cCbifike [54], UMeIoT 3HaYeHne
AnA oTobpaeHWss TOYHOCTU MEAULIMHCKUX ISMEeKTPUYeCKUX usfaenui. PelleHne o ToM, 4Tobbl Ucnonb3oBaTb
BblLLeyKasaHHY PopMySy TOUHOCTU uaMepeHun SpO, (koTopas ABNSAETCA TPaAULMOHHON B NYNLCOBON OKCUMETPUN),
GasupyeTca Ha ybexzeHwWn, 4To oHa HaiigeT Gonee LUAPOKOe MOHUMaHWE CPeAn KIMHUYECKUX OnepaTopoB, U Ha
MPU3HaHUW Toro akTa, YTO B HEKOTOPbLIX Cry4asx OHa NpefcTaBnseT ObLUyl0 TOYHOCTb NyNbCOBOrO OKCUMETpA
ny4ie, Yem NorpeLlHOCTb UK TOYHOCTb.

2 Takxe crnepyeT obpatutb BHUMaHue Ha VIM [64] 1 GUM (PykoBoacTBO MO BLIPaXEHUIO HEONpPEAENeHHOCTH)
[65], a Tawke Ha AokymeHTbl UCO/TC 69 [lpumeHeHue cmamucmuyeckux mMemodos AN onpefeneHnss TOYHOCTU U
NPeLM3NOHHOCTH.

CraHaapTHas CCbinka Ha TOMHOCTb M3MepeHusa SpO,, KOTOPYIO AAET NYfILCOBON OKCUMETP, OMK-
Ha NPOCNEexmBaThCca A0 3HaveHun Sa0,, nonyveHHbIXx CO-OKCUMETPOM Npu aHanu3e OHOBPEMEHHO OT-
Gupaemoi aprepuanbHon KpoBu. CO-OKCMMETP JOMKEH MMETb TOMHOCTL M3mepeHus Sa0, 1 % (0aHo
CTaHAapTHOE OTKMOHEHWEe) UMW Bbille B AManasoHe, AN KOTOPOro M3roToBUTESNb 3asBNSET TOYHOCTb W3-
mMepeHua SpO,. Cneayer NPUMEHATL Te NPoLeaypbl N0 06ECNeYEeHUI0 KauYecTBa AN NPOBEPKU TOYHOCTH
CO-okcuMeTpa, KOTOPbIE UCTONb3YIOT B naboparopusix, COOOLLAIOLMX KIIMHUYECKNE AaHHbIE.

MPUMEP. C cooTBeTCTBYIOLMMU NpoLieaypaMn MOXHO, Hanpumep, osHakoMutbess B NCCLS [5] n B Konnepxe
aMepuKaHCK1X naTtororoaHaTtomos [18].

3 He cnepyeT ucnonb3soBarb 3Ha4yeHUs Sa0,, paccuuTaHHbIe Ha OCHOBE U3MEPEHUNA, NPOBOANUMBIX ra3oBLIMI aHa-
nusatopamu KpoBu, KoTopble pakTudecku uamepsiotr PaO, (apTepuanbHoe faBneHue KUCNopoaa), a He Sa0,.
4 CM. Takxe npunoxeHue EE.

50.101.2.3 XapakrepucTUKM BolleAwen B KIIMHUYECKOE uccriejoBaHue nonynauum

B kpaTkOM U3MOXXEeHUU OTYETA O KNUHUYECKUX UCCNEAOBAHUSIX, MPOBOAUMbIX AN OUEHKU TOYHOCTU U3-
mMepeHus SpO,, A0MKHO ObiTb 0TMEYEHO, ObinK N GONbHLI UNK 340POBbI UCNLITYEMbIE CYOBLEKTHI, a TaKKe
cneayer onucarb LIBET UX KOXM, yKa3aTb BO3pacT W nosn. 3ta uHdopmaumsa AofMmkHa coaepXaTbcs B IKcnnya-
TaLMOHHbIX JOKYMEHTaX.

50.102 ToyHOCTb BO BpemMsi ABMKEHUA

Ecnu usroroBuTtens 3a8BNSIET, YTO NYNbCOBOW OKCUMETP COXPAHAET TOYHOCTb BO BPEMS ABUXEHUSA,
TpeboBaHUA K TOYHOCTU AOMKHbI ObiTb YKa3aHbl B PYKOBOACTBE MO NMPUMEHEHUIO.

B TexHuueckom onucaHuu cneayet AaBarb KpaTkoe pe3ioMe METOA0B MPOBEPKU, MCNOMb3yEMbIX ANA
yCTaHOBNEHUs TpeOOBaHWI K TOYHOCTM.

Coomeemcmeue nposepsiiom, ceepssicb ¢ PyYKosoOCmeoM 0 IKcrayamayuu U mexHU4eCcKuM onuca-
Huem.

17



FOCT ISO 9919—2011

50.103 TouHOCTBb B ycroBusix Masnon nepdysun

Ecnu usroroButenb 3asBMSET, YTO NyNbCOBOW OKCUMETP COXPaHSAET TOMHOCTb B YCNOBUAX Manown
nepdysun, TpeboBaHMSA K TOYHOCTU B ITUX YCNOBUAX AOSHKHbI ObITb yKa3aHbl B PyKOBOACTBE NO NpUMeEHe-
HUIO.

B TexHu4eckom onucaHuu crneyert Aartb KpaTkoe pestioMme METOA0B NPOBEPKU, UCMONb3YEeMbIX 4NN yCTa-
HoBneHus TpeGoBaHMit K TOYHOCTM B YCNOBUSIX Maroi nepdyauu.

Coomeemcmeue nposepsiiom, ceepsisiCb ¢ PykoeodcmeoM 1o 3Kcrayamauuu u mexHU4YecKuM onuca-
HuemM.

50.104 TouyHOCTb M3MEpPEeHUA YaCTOTbI NyfbCa

ToYHOCTb U3MEPEHUA YACTOThI NYNbCa 0IMKHA ObITb YKa3aHa Kak cpeiHeKBaapaTUHECKOE pacxoxaeHue
rms Mexay AaHHbBIMU O TOYHOCTM U3MEPEHUSA NapHbIX NYNbCOB, 3aperucTPUPOBAHHLIX MYNbLCOBbLIM
OKCUMETPOM U C MOMOLLBIO CTAHAAPTHOrO MeToAa. TOYHOCTL M3MEPEHUA 4acTOoTbl NyNbca AOMKHA ObiTb
yKa3aHa unu B NOMHOM 3asiBMIEHHOM Auana3oHe patoTbl NyNbLCOBOr0 OKCMMETpa, unu B Buae TpeboBaHuii K
TOYHOCTM U3MEPEHUA Pa3aenbHbIX MyNbCOB B CETMEHTaX 3TOro AvanasoHa. B kayecTse ctaHaapTHOro MeToaa
AN pacyeTa TOYHOCTU M3MEPEeHUA 4acToTbl MyNbca MOXET, HanpuMep, UCMNOMNb30BATLCS ANEKTPOHHbLIN
MMUTaTOP Nynbca, cepaedHbln puTM IKI, npollynbiBaemMblii Nynbc, rpyaHOE BbICAYLUMBAHUE UMW BTOPOWA
NyfbCOBOW OKCUMETP, KOTOPbII NOAXOAUT K OAHOMW U3 STUX CChINOK.

Coomeemcmeue nposepsitom 0CMOMPOM.

51 3awwura oT NpeACTaBNSIOUMX ONACHOCTb BbIXOAHbIX XapaKTepUCTUK

MpumMeHsIIOT NyHKT 06LLEero ctaHaapra, 3a UCKMIOHEHUEM:

[ononHeHwue:

51.101 *Mepuon OOHOBNEHNA AAHHbIX

MpnGop formKkeH nokasbiBaTb, YT0 SPO, MNK AaHHLIE 0 4ACTOTE NYNbLCa HE 3anuChIBAlOTCA, ECNK Nepu-
o o6HoBneHUs AaHHbIx 6onee 30 ¢. [JomkeH ObITb YCTAHOBREH, MO KPaWHEN MEPE, PeXUM CUrHasa onac-
HOCTU HU3KOrO NpuopuTeTa, N0JAaBaemMoro, Koraa nepuoa 06GHOBNEeHUA AaHHbIX npesbiwaeT 30 ¢.

3T nHTEpBanbl MOTyT COCTaBNATb MeHbLue 30 ¢ U AOMKHbI ObITb YKa3aHbl B PYKOBOACTBE NO 3KCNnya-
Tauuu. MakcumanbHbIi nepuoa 0OHOBNEHMS AAHHBIX O HACLILLEHUU U YacToTe Nynbca PEKOMEHAYETCS MEHee
30 ¢ npu HeENpepbIBHBIX HEOHATANbHLIX U ANArHOCTUMECKUX UCCNEA0BAHUSAX.

Coomeemcecmeaue npoeepsiom 0CMOMPOM.

51.102 OGHapyxeHMe HEeUCNPABHOCTEN AATYUKA NYSNIbCOBOIrO OKCUMeTpa M Aedekra yanuHu-
TenbHOro Kkabens ansa garymMka

Ecnu nynbCoOBOM OKCUMETP UMEET PEXUM (pM3UONOrMYECKOM ONACHOCTU, OH AOMKEH ObiTb CHAO-
)KEH CMCTEMOM aBapUMHOM CUrHANM3auum, KOTopasl crneauT 3a HeMCnpaBHOCTSIMU Jartyuka. JT1a cucTema
aBapUMHOWM CUTHANM3auMm J0IKHA aKTUBMPOBATLCS, KOraa Kakoi-nubo npoBoa AaT4yMKa Unv yarnimHUTe b-
HOro Kabens pasoMKHYT UNKU 3aMKHYT Ha noboi Apyroi npoBoa B kabene pAaryvMka unv yasIMHUTENbHOTO
Kabens, YTo MOXET CTaTb NPUYMHOI HEHOPMaNbHOI PaBOoThbI.

Ecnu pexum u3nonormyeckoin onacHOCTU He NPeayCMOTPEH, NyNbCOBON OKCUMETP AOIDKEH CUT-
Hanusuposatb 0 cboe B paboTe (Hanpumep, YNCTbIN AUCNNEN) B CryYae HEUCNPABHOCTU AaTymka. CUrHanb-
HasA MHAMKauua JormkHa ObiTe onucaHa B PyKOBOACTBE MO KCMIyaTaLuu.

M3rotoBuTENb CaM HECET OTBETCTBEHHOCTL 3@ aHanNu3 PUCKOB, YTOOLI onpeaensTb, NPUBEAET N AaH-
Hasi HEMCNPAaBHOCTL (Pa3MblKaHWE UITM KOPOTKOE 3aMblKaHUE) K ONACHOCTM UM noTpebyeTcs BMeLaTenbCTBO
oneparopa.

MpuMevyaHune — Heucnonbsyemble NpoBoja AaTuMKa WU YANMHUTENbLHOro kabens He TpebyloT NpoOBEPKU.

Coomeemcmesue nposepsiom crnedyrowum UCTbIMaHUEM.

OmcoeduHsrom Gamyuk om nyJibCO08020 OKCcumMempa u rnocriedoeamersibHO yCmaHaernueaiom cxemy,
om komopoll kax0bili NPosod Gamyuka Moxem 6biMb OMKITIOHYEH UIU 3aMKHym Ha imoboli Opyzoli npoeod.
Mosmopsiom amo 0nsa kax0020 yOnuHumenbHoO20 Kabesns. [Iposepsitom, cpabambieaem nu aeapuliHas
cuesHanusayus 6 cily4ae HeucnpaeHocmu Gamyuka usu nysbCo80U OKcuMemp rpodosnKaem HopMasbHO
pabomame.

52 HeHopMmanbHas pabora u ycroBusi eQUHUYHOIO HapyLWeHus

MpumMeHAT NYHKT 06LWero craHaapra.
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53 McnbiTaHusa Ha BO3OeNCcTBUE BHELWWHUX PaKTOpPOB

MpuMeHsII0T NyHKT 00Lero ctaHaapTa.

54 O6wune NonoXxeHus

MPUMEHSIIOT NYHKT 06LIEero ctaHaapTa, 3a UCKMIOYEHUEM:

[ononHeHue (0obaBuUTb B KOHLIE pasaena 54):

Mpu nnaHMpoBaHUKM U KOHCTPYMPOBAHWM NPOAYKLMKU B COOTBETCTBUM C HACTOALLMM CTaHAAPTOM cneayeT
YUYUTLIBATL €€ BO3ECTBUE Ha OKPYXAIOLLYIO Cpeay B TeYEHMe cpoka cnyxObl. Bonpock! okpy>xatoLuei cpeabl
pacCMOTPEHbI B NPUNOXeHuu |l.

MpumedaHune — [lononHuTeneHble acnekTsl BO3AEHCTBUSA Ha OKpYXKaloLLyto cpefy paccMoTpeHsl B 1ISO 14971,

55 Kopnyca u KpbIwWwkn

MpUMeHSIOT NYHKT o6Lero cranaapra.

56 KomMnoHeHTbl U 06LWasa KOMNOHOBKA

MpUMeHSIOT NYHKT o6Lwero cranaapra.

57 CeTeBble 4YaCTN, KOMMNOHEHTbLI U MOHTaX

MpUMeHSIIOT NYHKT o6Luero cranaapra.

58 3awuTHOE 3a3emMrieHne — 3aKUMbl U COeAUHEHUA

MPUMEHSIIOT MyHKT 00LLEro cTaHgapTa.

59 KOHCTpPYKUMA U MOHTaX

MpuMeHsIoT NyHKT o6uwero ctaHaapra.
[ononHeHue:

101 *HecooTBeTcTBME CUrHaANa

MHaukaTop HECOOTBETCTBMA CUrHanNa (Hanpumep, Bu3yarnbHbii UHPOPMAUMOHHbIA CUTHANM UMK CUT-
Han onacHOCTU HU3KOrO NPUOPUTETA) AOMKEH CO0BLATL onepaTopy, YTo nokasarens SpO, unu 3HayeHne
4acToThl NyNbCa, BbIBOAUMBIE HA AUCNNEN, NOTEHLMUANBHO HEMPABUSIbHbLIE.

NMpumevaHune — HopmupoBaHHas chopMa BOMHLI HE YAOBMNETBOPAET 3TOMY TpeGoBaHuto W, 4To Gornee BeposiT-
HO, CKpbIBa€ET HEHaAEXHbIN curHasn. M3obpaxkeHue HeHopManu3oBaHHOW POPMbI BOMHbLI UMNYSbLCA YAOBNETBOPSIET STOMY
Tpe6oBaHWIO K UHAUKATOPY HECOOTBETCTBUA CUrHana.

Coomeemcmeue rpoeepsIom 0CMOMPOM.

102 *[laTymMK NyNbCOBOro OKCMMETPA U YANIMHUTENbHbIE Ka6enu AnAa Hero

102.1 O6wwue nonoxeHus

Bce AaTYMKM 1 yaAnNUHUTENbHbIE Kabenu J0mMKHbLI COOTBETCTBOBATL HACTOALWIEMY CTaHAApTy He3a-
BMCUMO OT TOFO, BhiMyLLEHbI T OHU U3rOTOBUTESIEM MOHWUTOPOB MAW APYrUM NpeanpusTMEM («TPETben
CTOPOHOW, BbIOPAHHON U3rOTOBUTENEMY, UMK NOCTABLUMKOM CPeACTB N0 yxody 3a 60nbHbIMK) UMM BOCCTa-
HOBJEHbI.

UsrotoBUTENM BOCCTAHOBJIEHHBbIX OATYMKOB W YANIMHUTENbHbIX KaGenem AOMmkHbI NPOBOAUTL
UCNbITAHUSA, FApPaHTUPYIOLLIME COOTBETCTBME Bcex TpebGoBaHUi K NyNbCOBbIM OKCUMETpaM TpeboBaHMAM
K KaXXaouW MOAENUM MOHMUTOPA, C KOTOPOI AOIMKEH UCNONbL30BaTLCA AATYMK UNKU YASIMHUTESNbHbIA Kabenb.
B akcnnyaTauMOHHbIX JJOKYMEHTAaX U3roTOBUTESIb JOIDKEH NEPEYNCSATL BCE MOHUTOPbI NYNbCOBbLIX OK-
CUMETPOB, KOTOpbIE ABMAOTCA COBMECTUMbIMU.
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UsroroBuTenb HeCET OTBETCTBEHHOCTb 3a NPOBEPKY UX paboTbl U rapaHTUpPyeT COOTBETCTBUE NOGOro
HOBOTO UMW BOCCTAHOBNEHHOrO usaenusa TpeboBaHUSAM HaCTOALLEro cTaHaapra.

Coomeemcmeue nposepsom rymem ucrbimaHull coe2/iacHO HacmosweMy cimaHéapmy.

102.2 MapkupoBka

[ns kaxxaoro Agar4ymMka nyrbCOBOr0 OKCUMETpa [0IDKHA ObITh CAENaHa CCbifika Ha MOAENb UMK TUM, No
KpaviHein mepe, 04HOro MoHuTOpa cornacHo 102.1.

K ka>kgomMy maTuymky unu yanuHUTENo AOIDKHO NPUaratbCs coobLeHne o ToM, YTo:

- AAaTYMKK NpeaHa3HayYeHbl A8 NPUMEHEHUA C KOHKPETHBIMU MOHUTOPAaMM;

- oneparop OTBEYaEeT 3a NPOBEPKY COBMECTUMOCTU MOHUTOPA, AaTYMKa U YANUHWUTENLHOTO Kabens ne-
pea Mx UcrnonbL30BaHMEM U

- HECOBMECTUMbIE KOMMNOHEHTbI MOTYT NPUBECTU K YXYALLEHMUIO paboTbl.

CM. Tarke 102.1.

Coomeemcmeue rposepsiiom, Ceepsasach C IKCMNyamauuoHHbIMU GOKyMeHmamu.

103 MNMynbcoBbIt UHPOPMALMOHHDLIN CUTHAS HACLIWEHUA

Ecnu ans ykazaHus nynbCOBOTO CUTHanNa npeaycMoTpeH MHOPMaLUOHHBIN 3ByKOBOW CUTHanN C us-
MEHSIOLLEHCS BLICOTON TOHA, 3TO0 U3MEHEHWUE AOMDKHO CrEA0BAaTh 3a nokasaHnem SpPO,, T. €. NPU NOHUXKEHUK
nokasarens SpO, BbICOTA TOHA TAKKE J0MKHA YMEHbLLLIATHLCA.

Coomeemcmeue nposepsiom 0CMOMPOM.

104 CuctemMbl CUrHasrIOB ONMAacCHOCTH

MpumensioT TpeboBanus IEC 60601-1-8, 3a MCKMNIOYEHUEM:

201.1.2 *OnpepeneHue NpMOpUTETOB

MameHeHune (1o6aBuThb NOCNe NpUMeYaHus):

Ecnm nynbcoBOi OKCMMETP MMEET CUrHarmbHbi PeXxum (PU3nonoruyeckom ONacHOCTH, [OIDKEH
BbITb YCTAHOBNEH CUIHANM, NO KpaliHeii Mepe, CpeaHero npuopuTeTa Ana HU3KOTO ypoBHA SPO,.

MpumevyaHne — B HEKOTOPLIX CRy4asX KIMHUYECKOrO UCNONb30OBAHWUS, HanNpuMep nNpu MOHUTOPUHIE 3a HOBO-
POXZeHHbIMU, 0BecrneveHne pexnma CUrHanos ONacHoOCTH AN BHICOKOTO YPoBHS SpO, MOXET CIIYXUTb AONOSTHUTENLHOM
Mepoii BesonacHocTy.

201.5.4 *MpepBapuTenibHasa ycTaHOBKa CUrHana no yMosiyaHuro

201.5.4.1 O6uime TpeGoBaHUA

MameHeHne (nobaBuTb Nnepes nNepBbIM NPEATIOKEHNEM):

Ecnvm MOHUTOP NynbCOBOro OKCMMETPa MOXET N0AAaBaTh CUrHan hu3nmonoruyeckon onacHoOCTH, TO
npeaBapuTesibHO YCTaHOBJSIEHHbLIW U3roTOBUTENEM Npeges Afis CUrHana onacHoCTU AOMKeH ObiTh He
meHee 85 % SpO,.

[JononHeHwue:

aa) 10 Tex nop, Nnoka npeAes CUrHanusauun 4na HU3Koro sHayeHus SpO, He OyaeT BU3yanusmpoBaThb-
CA HenpepbIBHO, 3TOT NpeAen CUrHanusauum, yCTaHOBIEHHbIW MO0bLIM ONepaTopoM, AOIMKEH ObiTb He
MEHee npejerna CUrHanusaumm 4 HU3KOro sHaueHus SpO,, yCTaHOBNEHHOMO NO YMOJTYaHMUIO.

201.8 Cuctembl aBaputHOW CUrHaNM3aLUM B COCTOAHMN UHAKTUBALUM

201.8.3 Unaukauma v pgoctyn

M3meHeHue (B KOHUE TpeTbero naparpaca):

YCTaHOBMEHHBIN U3rOTOBUTENEM NO YMOMYAHUIO MHTEPBAN 3BYKOBOW Nayabl UMW nay3bl aBapUitHOW Cur-
Hanusaumu NynbLCOBOro OKCMMETPA HE AOMKEH NPEBLILLATL 2 MUH.

105 MpunoxeHus obuero craHgapTa

MpumeHsaloT npunoxeHua obwero ctaHgapTa.
[JononHeHue:
CneayloLume npunoxeHus AABNSIOTCA 4ONOMHEHWEM K HACTOALLEMY CTaHAapTy.
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MpunoxeHue AA
(cnpaBouHoe)

O6ocHoBaHue

MpunoxeHune coaepXnUT o60CcHOBaHNE HEKOTOPLIX TpeboBaHW HACTOSLLEro CTaHAapTa U NpeAHasHa4YeHo Ans Tex,
KTO 3HaKOM C TEMaTUKOW HaCTOsILLEro cTaHAaapTa, HO He MPUHUMan y4acTue B ero paspaboTke. MNoHMMaHne 060cHOBaHWS,
nexallero B OCHOBe 3TuX TpeboBaHWii, SBNSETCS BaXXHbIM YCITOBUEM ANSA WX MpaBUSIbHOrO NpuMeHeHusi. bonee Toro, B
KMUHUYECKOA NpaKTUKe W M3MEHSIIOLLMXCA TEXHUYECKNX PELLUEHNSX CHUTAETCs, YTO Takoe 0BoCHOBaHWe obner4ut nepe-
CMOTp HacTosILLero cTaHfapTa, BbI3BaHHbLIA 3TUMU U3MEHEHUSAMMN.

Hymepayus nyHkToB 060CHOBaHWS COOTBETCTBYET HyMepaLn pasfenoB HacTosLWero cTaHAapTa, NosToMy OHa He
ABNAETCA NOCNeAoBaTeNLHON.

MyrnbcoBas oKCMMeTpUs obrerdaeT yrnpaBneHne NpoLeccoM yxofa 3a nauueHToM, obecnevnsas nonyvyexHne npu-
BNKEHHBIX 3Ha4YeHMIA HacklLLeHUsA reMornoGuHa KUCIOPOAOM, 1 NO3BONAET Ha paHHel cTagun obHapyxuBaTb nNaryGHble
NS NauneHTa ABNEeHUs, CBA3aHHbLIE C MMNOoKCeMUei.

CyulecTBytolan TexHonorna TpebyeT onpefeneHHON KOHUeHTpauuu remornobuHa, M3MeHeHUs Nynbcupytowero
KPOBOTOKa WM MPOMyCKaHWsA CBeTa 4epe3 TKkaHb ANSA Toro, YTobbl obecneynBaTh 3 HEKTUBHYIO OLIEHKY HAaChIWEHUA re-
Morrnio6uHa KpoBW YenoBeka /in vivo. [ynbcoBkle OKCUMETpPbl He crnocoBHbl adhdekTMBHO paboTaTb NPU UCKYCCTBEHHOM
KpoBooBpalLeHUN UK B SKCTpeMarbHbIX YCIOBUSX HU3KOrO KPOBOTOKA, U B HACTOsILLiee BpeMsi OHW He paccMaTpuBaloTcs
Kak cpefcTBa, NpefHasHa4YeHHbIe ANA U3MepeHUs NoToka Unm obbema KpoBy.

Mpu UMEIOLLMXCA OrpaHU4YeHUsX B COBPEMEHHBIX TEXHONOMUSAX NYNbCOBOW OKCMMETP He NO3BONSAET Aenartb ToY-
Hble nsmepeHus. ObpasLbl NyNbCOBbIX OKCUMETPOB /N Vivo, UMeIoLLMecs B HacTosLLee BPeMsl Ha pbiHKe, HE 3aMeHsIIoT
OMTUYECKUE OKCUMETPbI, NpefHas3Ha4YeHHble ANS U3MepeHns npob KpoBu in vitro. 3Ha4YeHWUs, NONYYEHHbIE C NMOMOLLBI0
NynbCOBOW OKCUMETPUU, He ABISIOTCA pesynbraTaMn U3MEPEHNS AaBNEHUs K1Cnopoaa B KpoBU uUnu TkaHu. MNMynbco-
Basi OKCUMETPUSA JaeT KOCBEHHbIE NOKa3aHWA NOCTYMNEHUA KUCNOPOAa K TKaHW UIn MOrNOLEHNS ero 3TOW TKaHbIO.

AA.1 O6nacTb NpUMeHeHus

MpuGopel 4ns nadopaTopHbIX UCCNeAoBaHWA YacTo ABNAKTCA SKCNEPUMEHTamNbLHBIMUA U, B OCHOBHOM, He npefHa-
3HaYeHbl 4NA MeguLUMHCKOro npuMeHeHusi. PacnpocTpaHeHne TpeboBaHuiAi HacTosLero cTaHgapTa Ha npubopel, Mcnorb-
3yeMble ANS uccnefoBaTensckux paboT, MOryT 3Ha4UTeNBHO OrpaHUuMBaTL pasBUTE HOBLIX TEXHOMOMWIA MK Npubopos.

AA.3.23 NoBTOopHas o6paboTka

TepMuH noBTOpHasi o6paboTka 6bin BLIGpaH BMECTO TakuX TEPMUHOB, KakK NOMHas MoAepHU3aLua Unu BoccTa-
HOBMeHWe, MOTOMY YTO KOMUTET MUcKan Hanbonee WNPOKUiA TepMUH. Jiobas AeATENBHOCTb, HE YKkazaHHasi B UHCTPYKLMAX
M3roTOBUTENSA, ANA Nocrefytollero NoOBTOPHOMO UCMNOMb30BaHMA paccMaTpuBaeTCA Kak noBTopHas o6paboTtka. K HeW
OTHOCUTCA YNCTKa U NOBTOPHOE UCMOSb30BaHWE O4HOPA3OBOro AarymKa, a Takke UCNofb3oBaHWe O4HOPa3oBOro AaTYuKa
B Ka4eCcTBe UCXOAHOro Marepuana Ans npouecca MogepHU3aLum c Lienbio Co34aHUA « HOBOTO» AaTyMKa.

AA.6.8.3 TexHUYecKkoe onucaHue

aa)1)

Hagnexatlee npuMeHeHWe yHKLWOHaNbHBIX TECTepoB ObINO HenpaBUMBHO MOHATO HEKOTOPLIMU onepaTtopamMu
unu nons3oBatensMu. Cm. npunoxeHue FF o guckyccun no sTomy Bonpocy.

AA.21 MexaHuU4YecKasi NPOYHOCTb

W3penue, BKtoYasi MyrnbCoOBble OKCUMETPbLI, NPU HOPManbHOM IKCMIyaTauum nojBepraeTcs MexaHu4eckomy
HanpskeHuto (Hanpumep, BUGpaLmu, yaapy) U cnyqaitHo MOXeT NofBepraTbes BO3felCTBUIO AONONHUTENBHBLIX HanpsiKe-
HUiA. MosToMy HeoBxoAnUMo, YTOGLI 3TO M3Aenue GbINO AOCTATOMHO NPOYHBIM, YTOGH! BLIAEpPXMBaTL BUGpaLyio, yaapsl,
TOINHYKM U NafieHNs!, KOTOpLIe MMEKOT MECTO NPU HOPMAaNbHOM IKCNIyaTaLuK.

OTW UCMbITaHWs BbIOpaHbl NO NEPBOiA Ka4ECTBEHHOW OLIEHKE OTHOCUTENBHOM XKECTKOCTU CLiEHApUEB B pasfiMYHLIX
OKpYXaHoLLMX YCIOBUSIX [T. €. oM, 6OnNbHULA M TPAHCNOPT (KPbINbs U Korleca)] ¥ NpoBOASATCA Ha U3[enusiX pasfnuyHbIX pas-
MepOB W TUMOB (T. €. Ha Py4YHOM U3AEeNUK, NEPEHOCHOM WU NepeABUXHOM). PesynstaT aHanu3a, NpoBeAEHHOTO KOMUTETOM,
ANsi pasnuyHbIX BUAOB BUGpaUumn 1 yaapa, KOTopble MOryT MPOU30MTH, NokadaH B Tabnuue AA 1.

Ta6nuya AA.1 — KayecTBeHHas oLleHka yaapHOW U BUGpaLMOHHOI cpefibl, BIUAIOLLEN Ha NyNbCOBOM OKCUMETP

MECTOHaXO)KAEHVIe
KaTeropua
oGopyaoBaHuA CraHgapTHas cpeaa TpaHcnopTHble cpeacTBa
Oom BonbHuua ABTOMOOUNBL CamoneT/BepToneTt
MepeasuxHoe D1 ]| 81| V1 B1 D1 | 82| V1 B1 D1 | 83| v2 | B3 | D1 S3 | V3 | B1
MepeHocHoe D1 | S2 ] Vv0o | BO|[D1] 82| W B1 D1 | 83| v2 | B3 | D1 S3 | V3 | B1
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OkoHYaHue mabnuupel AA. 1

MECTOHaXO)K[Zl,eHI/Ie
Kateropus
oGopyaoBaHuA CTaHaapTHas cpeda TpaHCnopTHbIE CpeAcTBa
Oom BonbHuua ABTOMOOUNbL Cawmonet/BeproneT

Py4yHoe D3| sO|Vv0oO | BO | D3| SO|V1 | BO|D3)|S3(|Vv2|B3 | D3] S3 | V3] B1
CraunoHapHoe HeT Het He npumeHsercsa

S — ypap; V — Bubpauus, D — nageHue; B — Tonyok.

OueHka: 0 — UCMbITaHWA He MpPoBOAMNMCL, 1 — HauMmeHee XecTkue; 2 — cpefiHell XecTKocTH; 3 — Haubonee
XKeCTKue.

ObocHoBaHWe A5 COBMELLEHNS foMallHel 1 GorbHUYHOW cpeabl: KOMUTET NpU3Har, YTo B criyyae yaapa, Bubpa-
LK 1 TOM4YKa yCroBus B JOMe JOMKHbl BbITb MeHee XecTKUMK, YeM B 6onbHuue. KoMmuteT npeanoyen o6LeAnHATL 3TH
[iBe KaTeropum kak Ans NpocToThl, Tak U U3-3a TOro, YTO MHOTME YacT MeANLIMHCKUX SNEeKTPUYECKNX N3AENNIi perynsp-
HO MepeHOCcAT U3 GonbHULLI AOMOI U 06paTHO.

Mocne ka4ecTBEHHON OLEHKM KOMWUTET Aarn oUeHKy cTaHpapTam cepun IEC 60068, oTHOCALMMCSA K UCTBbITAHUSM
npw 3afaHHbIX YCIIOBUSX OKpyXatoLeid cpeasbl, U 060cHOBan ux, a Takke pykoBoAsLMM foKkymeHTam cepuu IEC 60721
[66], [67].

B BLIGope TpeboBaHUl KOMUTET paccMoTpen ApPYrie UCTOHHUKN AaHHbIX, OTHOCALLMUXCA K 3TUM UCTIbITAHUAM (Ha-
npumMep, PykoBoacTtBo FDA Reviewers [23] ansa npepcraeneHns coobweHunii O NOCTYMIeHns usfgenuii Ha pbiHok, Mil
Std 810 v T. 4.), HO MpULLEN K 3aKMOYeHUo, YTO Haubonbluee cooTBeTcTBUE ObINO ycTaHoeneHo ¢ IEC 60721-3-7 [66].
OTOT MexayHapoAHblii cTaHAapT Hanbonee cooTBETCTBYET TpeGoBaHUAM, NnpuBeAeHHbIM B Tabnuue AA.1. CywectByer
Takke pykoogawmin fokymeHT IEC/TR 60721-4-7 [67], KOTOPbIA NOMOraeT CONOCTaABUTL KIacChl COCTOSIHUS OKpY>KaloLLei
cpeabl cormacHo |[EC 60721-3 ¢ uenbiTaHMsAMU Ha BO3fieiiCTBUE OKpyXaroLlei cpefibl cornacHo ctaHaapTam |[EC cepun
60068. BblleynoMsaHYThI MexayHapoAHbI cTaHAapT yCTaHaBnMBaET TPU Krnacca MexaHudeckux yenosuin: 7M1, 7M2 n
7M3. KomuTeT nonaraer, 4To knaccesl 7M1 M 7M3 Hauny4wnM o6pa3om nNpefcTaBnsoT yCNoBUs, BbIABNEHHbIE NPU TPaHC-
MOpPTUPOBaHUM MaLIMEHTOB BHYTPU NevebHOro yupexaeHusa u 3a ero npefensl. KOMUTET COrNacunca ¢ TeM, YTo K usae-
NnAM, npeaHasHa4YeHHbIM ANs UCNoNb3oBaHUs B Ne4ebHOM yupexaeHun, B OTrn4mne oT U3Aenuin, NpeaHasHaYeHHbIX ANna
UCNonb30BaHWUA 3a ero npeaenamu, AOMKHbI NPUMEHATHCA Pa3Hble METOABI U YPOBHU UCTIbITAHUNA.

MpeanonaraeTcs, YTo HeobA3aTeNbHO NPOBEPSATHL M3fenus, KoTopble paboTaloT B COOTBETCTBUM C TpeboBaHUAMU
U3roToBUTENS, B NpoLiecce ucnbITaHniA Ha BUGpaLmio (crnyYaiHyto n CUHYCOUAarbHY0). 3TO MHEHWE KOMUTET paccMoTpen
W NMPUHAN peLUeHne, YTO UcnblTaHWA, NPoBOAUMbIE TakuMm obpa3oM, ByayT CrULIKOM 06peMeHUTENbHLI N AaRyT TONLKO
MWUHUMAIbHBIA [ONOSHUTENBHEIR YpoBeHb 6e3onacHOCT U3AENMM, KOTOPLIA He KOMNeHcUpyeT 3aTpaTtbl. MpU3HaHo, YTo
Haubonee noaxogsLlei ABNAETCA NpoBepka NpaBUIbLHOK paboTel Nocne 3aBepLUEHUS UCNBITaHWA.

AA.21.101 Ygap v Bu6paunn

M3penus, Bko4as NyNbCOBOW OKCUMETP, NPUMEHSIEMbIE B YUPEXAEHUSAX 34 paBOOXPaHEHNU UNU B AOMALUHEN
cpefe Npv HOPManbHOW 3KCNAyaTauuK, NOABEPraloTCs MEXaHUUIEeCKUM BO3AEHCTBUSM (Hanpumep, Bubpauun u yaapy)
1 MOryT cnyyYaiiHo NoAaBepraTbCa AONONHUTENBHBIM BO3feiAcTBMAM. [103TOMY M3aenue, npeHasHa4eHHoe ANA NpUMeHe-
HWS B GONBHUYHON KU fOMaLLHEN cpeae, AOMKHO BbiTb JOCTATOYHO MPOYHBLIM, YTOOLI BhIepXMBaTh UCMbITaHUe Ha BUOpa-
Luto v yaap, onucadHoe B IEC 60721-3-7 [66], ypoBeHb 7M1. B IEC 60721-3-7 [66] yka3aHO, YTO 3TOT KNacc NPUMEHAETCA
TONBLKO B MECTax C HU3KUM ypoBHEM BUGpaLmMn Unu cpeiHUM ypoBHEM yaapoB. B aTux ycnoBusix TpebyroTca ocTopoxHoe
obpalleHne u TpaHCnopTUpoBaHUe.

AA.21.102 Ypap n BuGpauunsa npu TpaHCNOPTUPOBaHUU

N3penus, BkNio4as NyNbCOBOW OKCUMETP, NP HOPManbHOW 3KCNNyaTauuM, NpejHasHauyeHHbIe ANS NpUMeHe-
HUA BO BpeMs NepeBo3ku NaUMUeHTa 3a npefenamu nevyebHoro yupexaeHus, NoaBepraloTcs MEXaHMHECKUM BO3AeACTBI-
AIM (Hanpumep, BUGpaumuu 1 yaapy, Ton4kam 1 NaieHnio) U MoryT cliydaiHo NogBepraTbesl AONONHUTENBHBIM BO3AEACTBU-
amM. MNoaTomMy usaenue, npegHasHa4eHHOe AN NPUMEHEHUS BO BPEMs NEPEBO3KM NaLMeHTa 3a npegenamu nevebHoro
yYpexaeHust, AOMKHO BbiTb OCTAaTOMHO NPOYHBIM, YTOObI BbIAEPXUBATE UCNIBITAHWE HA MEXAHWUYECKYIO NPOYHOCTDL, ONK-
caHHoe B IEC 60721-3-7 [66], ypoBeHb 7M1. B IEC 60721-3-7 [66] yka3aHo, YTO B JONOSTHEHWE K YCITOBMAM, OTHOCALLUMCA
K knaccy 7M2, npumersaeTca knacc 7M3, HO TONLKO B MeCTax ¢ BLICOKUM YPOBHEM BUGpaLu unu ygapos. B atux ycnosu-
SIX BO3MOXHO HebpexHoe obpalleHne Npy TPaHCNOPTUPOBaHUN U3AENUA.

He cyuecTByeT npuaHaHHbIX 06LWMX NPOrpaMM MCMNbITaHWiA, MO3BONSIOLLMX TOYHO BOCNIPOM3BECTU ycnosus subpa-
unn U ynapa B 3afjaHHOM AnanasoHe, KOTOPLIM MOXET YA OBNETBOPSATL 06opyAoBaHWe, yCTaHaBNUBaeMoe B Ha3eMHbIX
TpaHCNOPTHLIX cpeacTBax uNu caMmoneTax. MNo3ToMy Ha OCHOBE TOro, YTo 060pyAOBaHNe, UCTIbITEIBAEMOE COMMAacHO 3TUM
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YPOBHSAM, BEPOATHO, CMOXET BbIAEpPXKUBATbL HOPMaribHblE AWHAMUYECKWE MOMEXW, KOTOpble MOrYT NOSBUTLCA NPU ero
UCronbL30BaHUM B aBTOMOBUISX WU caMoreTax (BKIo4as BEpPTONEThI), MpefHasHaveHHbIX 4J1A NepeBO3KM MaLUEeHTOB,
Oblnn BbIGpaHbl AMHAaMUYECKME UCTIBITAHWSA, ONUMCaHHbIE B STOM pasgene.

[nsa ncnonb3oBaHua U3genusl B Takux pasfinyHbIX YCIIOBUSAX OKpyXatoLlei cpebl, Kak MaluvHbl CKOPOW NMOMOLLM,
BO3AYLUHbIE CyAa C HEMOABMXKHBIM KPLIFIOM WM HECYLUMM BUHTOM, BOEHHbIE Kopabnu 1 T. 4., MoryT notpeboBaTbca fJo-
MOSIHUTENBHEIE UCTIBITAHUS U NMpoBepka Ge3onacHoCTy.

[Onsa ucnblTaHnii B cBoGoHOM NageHun, onucanHbix B IEC 60068-2-32, KoMUTET fan 060CHOBaHUE pasfiMuYHbIX
YPOBHEW AN OLEHKUN XXECTKOCTU TpeGoBaHMWi K UCMbITaHWIO Ha OCHOBe 3HaveHui u3 Tabnuuybl AA.1. NepeHocHble Ye-
MOJAHUYMUKKN Gbinu BuIOpaHbl B Ka4ecTBe KaTeropun YpoBHA UCMbITaHUA NepeHOCHoro uspenusa. Komuter cornacuncs
C TeéM, YTO NYNbCOBOW OKCUMETP JOMKEH YAOBMETBOPSTEL YPOBHIO UCMBITAHUA Ha NageHWe ANA TPaHCNOPTHOWR cpefbl.
KpoMe Toro, KOMUTET Takke peLunn, 4To GonbLUMHCTBO NYNbCOBbLIX OKCUMETPOB cfeayeT NOCTaBNATb B 3aLUTHOM MU
nepeHOCHOM YeMojaHe AN UCMOoNb30BaHUS UX NPU TPaHCNOPTMPOBaHUW. YneHsl KoMUTETa pewunnu, YTo 3Tto Byaer nog-
XOAALLMM UCTIBITAaHWEM Ha NageHne ANA NepeHOCHOTo U3AeNUA, Korga OHO HaXOAUTCA B NEPEHOCHOM YeMofdaHuuKe, Tak
Kak Haumboree peanbHo OTpaxaeT oKpyxatoLlyto cpefy. Ana nepeasuxHoro o6opyaosaHusa 6bin BuIGpaH MeHee XeCcTKui
YPOBEHb, TaK kak o6opyaoBaHue Ha korecax obblMHO Bonee Tsxenoe.

AA.36 SneKkTpoMarHMTHasi COBMeCTUMOCTb

TpeboBaHUsA K yCTORUMBOCTU CPeAbl K U3NYyYEHNIO BO BpeMst TPAHCNIOPTUPOBaHUA NaLMeHTa 3a npegenamu nevet-
HOro y4pexaeHus (Hanpumep, HaseMHbI U BO34YLUHbEIA CaHUTapHBIA TPAHCNOPT) 6onee XecTkne, Yem K TUNUYHOW cpeae
BHYTpU Hero. OCHOBHOW NPUYMHOI STOrO pasfnuyunst ABMAETCA HaNMMYUe CIIoXKHBIX AYNNEKCHBIX CUCTEM PanoCcBA3M, KOTO-
pble NpegHaMepPeHHO U3My4atoT ANeKTPOMarHUTHY0 aHepruto. B 06eunx aTux cpegax nynbCoBOW OKCUMETP, COOTBETCTBY-
towuii TpebosarHmamM IEC 60601-1-2, 3alymLleH OT cryvailHbIX UICTOMHMKOB 3M1eKTPOMarHUTHbLIX NoMeX. [JonofHUTeNbHbIe
UCNbITaHNS AN OLeHKW paboTbl OKCUMETPOB MPW TPAHCMOPTUPOBaAHUM NaLMeHTa 3a npejenamMmn Ne4ebHoro yupexaeHus
TpebytoTcsA TONbKO AN OnpeferneHns KOHKPETHOW AONONMHUTENBHOW OMacHOCTH.

[ynnekcHsle cucTeMbl pafMoCBA3N UCNONL3YIOT ANA Nepefayn pedeBoii MHopMaLum n MHopMaLnmn o0 NnauueHTe.
OnbIT Nokasar, YTo TUMMYHasa HanpshxeHHocTb nons [13], usMepsieMasn B aTol cpefie, MOXeT gocTturatb 20 B/M. PeveBas
WHopMaLmMsa U MHdOPMaLMA 0 NaLlueHTe, KakK NpaBuno, UMEIOT LUMPUHY MOMOCHI YacTOT MOAYISALMK, NpeBbILLatoLLyo
1 kY, a B UeHTparnbHoi Touke peveBoil Mogynsaumm 1 kl'y. KomuteT BbiOpan egUHCTBEHHYIO KOHTPONLHYIO TOUKY, npea-
CTaBNSAIOLLY0 TUMUYHYIO NMOSIOCY MOAYNALMUK NpU Nepegaye uHgopmaumu. bein BeibpaH curHan ¢ 80 %-Hol aMnnuTygHoi
moaynsiuuei npu 1 Ky, KoTopblid He nNpoTuBopeunT TpeboBaHuAM |IEC 61000-4-3 kK HEBOCNIPUMMUUBOCTM K U3NYUEHUIO,
TakKe ucnonbaytolemy 80 %-Hbli aMNNUTYAHO-MOAYNUPOBAHHbLIN curHan npu 1 ki'u, 80 %-Hblih amnNAMTYyaHO-MOAYNNPO-
BaHHbIA curHan 20 B,,./M umeeT asoitHyto amnnutyay 90,5 B.

NameHeHWe Ha 20 B/m Takke coBMecTUMO ¢ TpebosaHuamu FDA reviewer's guidance [23].

AA.423

O6Lmii cTaHAapT ycTaHaBNUBAET, 4TO paGoune YacTu U3aenuaA, He NpeHasHa4YeHHbIe AN NOAAYN TeNNa NauueH-
TY, He JOMKHBI UMETH TEMNepPaTypy NOBEPXHOCTH, NpesbiwaoLyto 41 °C. OTKNOHEHUA OT 3TOro Npeaena Heu3BeCTHbI.

B npoekte IEC/CDV 60601-1:2004 nosiBNAETCA HOBLIA TEKCT:

11.1.2.2 PaBoume yactu, He npeaHas3Ha4YeHHble AN Nogaqn Tenna nauueHTy

CneayeT NPUMEHSITL NpeaenbHble 3Ha4YeHns U3 Tabnuuel 22. Ecnu TeMnepaTypa NoBepxXHOCTU npesbiwaeT 41 °C,
TO MaKCMManbHble TemnepaTypbl 4OMKHbI GbITb yKa3aHbl B PyKOBOACTBE NO NPUMEHEHUIO, @ KNMHUYECKoe Bo3gencTene
TaK1x XapakTepUCTUK, Kak NOBEpXHOCTb TeNa, NONHaa roToBHOCTb NAUUEHTOB, NPUMEHSEMOE NEYEHNE UNN NOBEPXHOCT-
Hoe AaBneHne JOomKHbI BbITb YCTaHOBNEHbI U 3aHeceHbl B ¢haiin no ynpasneHuio puckamu. O6ocHoBaHMWe He TpebyeTes,
ecnu Temneparypa He npesoilaeT 41 °C.

Mocne o3HakommneHUs ¢ ony6NMKOBaHHBIMU SKCNEPUMEHTaNbHBIMK UCCIe[0BaHUAMU KOMUTET MPULLEN K BLIBOAY,
YTO NpU HEKOTOPLIX 0BCTOATENLCTBAX NOBLILUEHUE TeMNepaTypbl AATYMKOB NMYNLCOBLIX OKCUMETPOB cBhille 41 °C He
NMpeAcTaBnsAeT OMacHOCTU U YTO NOTEHUWaNbHLIM NPEUMYLLEECTBOM BO3MOXHOCTW paboThl AaTinkoB npu Gonee BbiCoO-
KUX 3Ha4YeHUsIX ToKa SABNSIETCS NpefocTaBneHne Beibopa caMmoMy Bpady-KIMHULMCTY. 3To obocHoBaHWe 0BbSICHSIET Halle
pelueHne U BbiAensaeT Te obnactn, B KOTOPbIX HOBblE 3KCNEPUMEHTanbHble faHHble Mornu 6bl MPUBECTM K ellje MeHee
CTPOrMM OrpaHNYEeHUsIM.

B HacTosilee BpeMs NynbcoBble OKCMMETpbI abcontoTHo GesonacHel. B nepuog mexay 1996 n 1997 . B 3a-
krtodeHun FDA (YnpaeneHue CLUA no KOHTponto 3a NpoaykTamu M riekapcTtBamu) no pabore MeguuuHckux npubopos
ObINo yKa3aHo Tonbko 14 cnyyaes NOAO3PUTENbHBIX OXOroB, Bbl3BaHHLIX AaTuuKamu. B CLLA exxerogHo 3a 3T0T Xe nepu-
0f} OFPOMHOE KOINUYECTBO pa3 B TEYEHUE ANUTENLHOrO BpeMeHun ans obcnefoBaHus NaUUeHTOB NMPUMEHANUCH AATYUKK
NynbLCOBLIX OKCUMETpPoB. bonee Toro, uccrniegoBaHne 3TUX PEAKUX criyvyaeB MOJO03PUTENBHLIX OXOroB NO3BONSAET NPO-
MBILLIIEHHLIM 3KCNEpTaM KOMWUTETa CAenaTb BbIBOA O TOM, YTO MyNbCOBbIE OKCUMETPbI, M3IOTOBMEHHbIE, N0 KpaiHei
Mepe, B NocrnefH1e HeCKomMbKO NeT U NPUMEHSIOWUECA B COOTBETCTBUN C pEKOMEHAALIMAMU U3rOTOBUTENS,

- He cTanu MpUYMHOW TepMUYECKUX noBpeXAeHUin (Hambonee oblyee ansTepHaTUBHOE 0BbACHEHUE NOSBMEHUS
0XOroB, Bbl3BaHHLIX HEMPaBUIbHLIM NPUMOXEHNEM AaTUUKa) UK YTO

- HEKOTOpble KOMMOHEHTLI OKCUMETpa bbiNn HeUcnpaBHEbI, YTO BbI3Baro NPoOXoXaeHne GonbLuero aneKTpuYeckoro
ToKa Yepes AaT4MK, YeM Bbino paccHuTaHo.
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Tabnuuya AA.2 —[JonycTuMble MakcuMansHble TeMnepaTypbl NMpyU KOHTaKTe KOXK ¢ pabovnMm 4acTammn MeguLmuHCKoro
anekTpuyeckoro uagenusa (IEC/CDV 60601-1:2004)

MakcumansHas TeMnepaTypa® P
°C
Bpems koHTakTa paboyeit
YacTu € KOXel nauueHTa MaTepuan npunaraemon yactu
t, MUH
MeTann 1 XWIKoCTb Crekno, chapcop, CTeKNOBUAHLIA PenbecHbIA MaTepuan, nnacTuk,
MaTtepuan Kayuyk, AepeBo
t<A1 51 56 60
1<t<10 48 48 48
10<t 43 43 43

2 MakcumarnbHaa TemnepaTypa NOAXOAUT AN 3[0POBOIA KOXMW B3poCbIX nauueHToB. MakcumarnbHas Temne-
paTypa He npuMeHuma, ecnu Gonblume obnacTh koxu (6onee 10 % obLeit NOBEPXHOCTU Tena) MoryT HaxoAUTbCS B
KOHTaKTe ¢ ropsiveit NoBepxHocTbr. OHU He NPUMEHWUMbI B cryvae KoHTakTa ¢ 6oree 10 % noBepXHOCTH KOXU FONoBbI.
Ecnun aTo nMeeT MecTo, TO AOMXKHbI ObITh ONpeAeneHbl U 3aHeceHsl B hailn no yrnpaBfieHUo pUckaMu COOTBETCTBYIO-
LMe npefenbHble 3HaYEHUS.

b Ecnn HeoBxopumo, 4TobLl TeMnepaTypa npunaraeMelx YacTeil MpeBsIcUna TeMnepaTypHble Npeaens! Ans 10-
CTUXEHUS KIMHUYecKoro adpdpekTa, B ¢paiin No ynpaBneHNto pUCKaMK CreayeT BKIOYaTb JOKYMEHThI, B KOTOPbIX
6yneT 060CHOBaHO, YTO OXMAaeMblii 3 EKT NOKPLIBAET BCE BO3MOXHbIE PUCKH.

Hapsgay c Tem, 4To paboTa No CHWXEHMWIO 4acTOThl MOSBIIEHUA HEMCMPaABHOCTEN NPOAOMKAETCHA, CTOUT Nepecma-
TpuBaTb TEMMepaTypPHLIA Nopor B paspabaTeiBaeMblx HopMmax. MNoBLILWeHWe AONYCTUMOI TeMnepaTypbl NO3BONAET yBENu-
4YMBaTb MOLLHOCTb MCTOMHUKOB CBETa ANA AaTYUKOB MyNbCOBbIX OKCUMETPOB. 3TO NpUBOAUT K Gonblueil ceeTooTaaue,
YTO MOBbLILAET OTHOLLEHWE cUrHan — LyM. B norpaHuyHbIX Cny4asx aTo MOXET NpUBOAUTL K PacXoXAEHWIO Mexay no-
Ka3aHWsIMW YPOBHS HacbILLEHNS KUCTOPOAOM.

MoxHo yBenM4mBaTh BbIXOAHOW CUrHan 4aT4uKoB 6e3 NoBLILEHNSA MaKCMManbHON TemnepaTypbl KOXW, MCNONb3ysi
6onee ahheKTUBHEIE CBETOANOALI UNKU AeTeKTopbl Gonbluero pasmepa. OgHako ANA AaTunKa NGO KOHCTPYKLUMK, Kak
NpaBuUno, MOXHO yBerMuMBaTb CUrHan nyTeM yBenu4eHusa Toka BosbyxaeHns B cBeTogMoAaxX, HO 3TO NPUBOAUT K NOBbI-
LLEHWIO TemMnepaTypbl KOXW.

PekomeHays TemniepaTypHble npeaensl B 42.3, KOMUTET X04eT u3bexarb 3HaYUTENBHOrO NOBLILLEHUSI pyUcKa nony-
YeHuss oxoros. [laTuUMKM NyNbCOBbIX OKCUMETPOB, pacciuTaHHble Ha npegen B 41 °C, MoryT nokasbiBatb 3 eKTUB-
HYI0 TOYHOCTb Ha BOrbLUMHCTBE NaLUeHToB. HeCMOTPSA Ha TO, YTO HEKOTOPLIE MaLMEHTHI MONyYaloT Nosnb3y B pesyrnsraTte
yBENUYeHUsi NPOU3BOAMUTENBLHOCTU paboThl AaT4MKa Npyu NOBLILLEHHBLIX TeMnepaTypax, Mbl lyMaeM, YTo oHa byfer Heo-
npaBAaHHON, ecnu NOBMeYeT 3a coboi NoBLILLEHWE pUCKa NOMyYeHWUS 0XOroB. [T03TOMY Mbl C OCTOPOXHOCTBIO NbITaeMcs
WHTEepnpeTUpoBaTh UMetoLMecs AaHHble, YToObl pekoMeHAoBaTk NpUeMrieMble Moporu, Npu KOTOpbIX criyyamn oxoros Gy-
OYT Ype3BbIYaitHO pefKUMU.

HeT npaktnyeckux AaHHbIX O TEPMUYECKMX MOBPEXAESHUSX OT AaTYMKa, KOTOPbIA UCMONb3YETCA AN KpaTKux Npo-
BEpPOK (TaK Ha3blBaeMble «BbIGOpOYHLIE NpoBepku»). Mbl XOTUM y6eauTLCA B TOM, UTO AATUYMKKU, NPUMEHSAEMbIE ANA ANu-
TeNnbHOro HenpepbIBHOrO MOHUTOPUHIA NALMEHTOB, He BLI3bIBAIOT 0XOroB. B 3aBucMmocTy oT cnocoba npunoxenus aat-
YMKOB K MALMEHTY B PYKOBO/ACTBE MO NPUMEHEHUIO AaTUYMKOB, KaK NpaBuno, ykasbiBaeTcs Ha He06X04MMOCTb KOHTPONSA
MecTa npunoxeHus nocne 4 unu 8 4 pabotsl. [osToMy Mbl NONLITANUCh BLIACHUTL U3 NUTEpaTypbl Hanbonee acgdekTUB-
Hble MeTofbl OLjeHKU 6e3onacHbIX TeMMnepaTypHbIX MOPOroB Afis 3TUX MepPUOAOB BPEMEHU.

CneuuanucTel, U3yyalolue TepMUYecKue NOBPEXAEHUS, CHUTAIOT, YTO Moporosas Temrnepartypa ANa nospexae-
HUA — 3TO PYHKLUA ANUTENBHOCTM BosfeicTBUsA. Korga AnutensHOCTL BO3ieCTBUSA yBenuUumnBaeTcs BABoe, 6esonacHas
TeMnepatypa cHuxaetcs Ha 1 °C. Takum obpasom, ecnu n3BecTHo, UTo 44 °C 6e3onacHbl B TedeHue 4 4, 70 43 °C MoryT
cuutatbes 6e3onacHbiMM B TedeHue 8 Y. [pu JOCTaTOMHO HU3KMX TeMneparypax NpaBuIlo MHOXUTENS ABa CTaHOBUTCA
CIIMLLKOM KOHCEpBaTUBHLIM; €CTb [JOCTAaTOMHO HU3Kas Temnepartypa, KoTopasi HUKOMa He MPUYMHAET HUKaKoro speaa,
Kakum 6bl AnuTenbHLIM He Bbino BoagelictBue. Mopu (Moritz) n XeHpuke (Henriques) [45] cuuTator, yto:

«...ANA Kaxgoro rpajyca noBbILLEHUS TeMnepaTypbl NoBepXHocTH oT 44 °C fo 51 °C gonyctumoe BpeMs [Heobpa-
TMMOE HapyLUeHWUe KIEeToK anugepmuca] 6bino cokpalleHo npubnusnTtenbHo HanonosuHy. Huxe 44 °C nget 6bicTpoe CHU-
eHWe CKOPOCTH, NMpK KOTOPOIA MPONCXO[UT OXOT, U KpMBas TEPMUYECKOro LiMkna npeAcTaBnseT coboil acuMnTOTUYECKYIO
KpMBYIO B HanpaBneHnn ocu BpeMeHU. BO3MOXHO, 3TO NpoucxoanT us-3a Bo3poclueil 3heKTUBHOCTU BOCCTAHOBNEHUA
NnacTMHYaTbIX OTPOCTKOB KIETKU, TaK Kak runepTepMUYecknii ypoBeHb NpubnimkaeTcs K Anana3oHy TemnepaTyp, KOTopbii
ABNAETCA HOPManbHbLIM A58 TKaHU».

O cyLecTBOBaHUM paBHOBECUS MEXAY NOBPEXAeHNeM 1 BoccTaHoBNeHUeM Beickasarncst MoHkpud (Moncrief) [44].

«Hwxe 44 °C MeCTHOro NoBpeXAeHU KINETOYHOro CTPOeHUsi He HabniofaeTcs, ecrnn Bo3feiicTBUe NPOUCXOAUT B
TeyeHue ANUTENbLHOro nepuoaa BpeMeHu. To, YTO OHO JOIMKHO MPOUCXOAUTL ANUTENLHOE BpeMsl, NOATBEPXAAETCA TeM
aKkToM, 4YTO BO MHOrMX CTpaHax NPUHAT TeMMepaTypHbIiA fUana3oH TepMaribHOW BaHHbI, B KOTOPYIO NOAU NOrpyXatoTcs
Ha MHOrO YacoB.
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Mpu TemnepaType 44 °C cTeneHb MECTHOro NOBPEXAEHNA TKaHW N ee BOCCTAHOBNEHNE Hax0AsaTCA B TaKoM cnabom
paBHOBECUM, {TO XOTH €ro MOXHO NoAAEepXUBaTb B TedeHWe npubnuautensHo 6 4, Gonee 3Toro BpeMeHU NPOUCXOASTT
rny6okne HeobpaTumble noBpexaeHnsa 6azanbHbIX KNETOK anugepMucan.

YUto6bl oUeHMBaTL KOHCTPYKLMIO AAaTYMKA, MaKCUMarbHYI0 MECTHYIO TeMMepaTypy KOXW, Bbl3biIBaeMyio JaTUMKOM,
cneayeT 3MepsaTb TEMNepaTypy, Bhi3biBaeMyo 3TUM JaTYMKOM B KOHTaKTE C KOXel (Unu ¢ onpefeneHHbIM 06pasoM CKOH-
CTPYNPOBaHHLIM TEPMOMEXAaHUYECKUM UMUTATOPOM). Tak Kak 6onbluas YyacTb Tenna, BblAenaemMas usrny4yarensiMu cBeTa,
06bIYHO NPOBOAUTCSA Yepe3 KOXKY, AaTUMK, OTKPLITO Nexalluii Ha nabopaTtopHoil ckaMbe, ByaeT, Kak NpaBuIo, Tennee, Yem
Ha Koxe nauweHTa. Korga Bo3byx/AeHHbIN AaTUMK NpUnaraeTcs K Koxe, TemnepaTtypa MecTa COMNpspKeHUs fariuka ¢ Ko-
Xel nagaeT B TEHEHWE CEKYHA UMM MUHYT [0 KBA3UPaBHOBECHOMO 3Ha4eHUs, koTopoe byaeTt konebaTbesA Npu U3MeHeHUm
MeCTHOW nepcysnn. KBasmpaBHOBeCHOE 3Ha4YeHWe HeobXoAUMO U3MepATb, Tak Kak OHO NOKa3blBAET TEMIOBON pEXUM,
KOTOPbI MOXET NPU ANUTENBHOM BO3AEWCTBUM Bbi3biBaTh NoBpexgeHue koxu. Jlioboe Bo3aeicTBue boree BLICOKUX TEM-
nepatyp B paBHOBECHLIN NEPUOA SIBMAETCA AOCTATOMHO KPaTKOBPEMEHHBLIM, YTOOLI NPEACTaBNATL ONacHOCTb TPaBMbI.
Ecnu AaTYyMK NyNbCOBOrO OKCMMETPA NPUKNaAbIBaIOT K KOXE A0 ero BkiloMeHusi B paboTy, BpeMs cBepXpaBHOBECHOTO
BO3[e/CTBUA HUKOTAA HE HACTYIMUT.

Mpu CMNBHOM MECTHOM KpOBOTOKE ABWXYLLASICA KPOBb BLINOIHAET paboTy Mo NepeHocy Temnna, UCXOASLLEro oT
AaTyuka, Tak 4To NOBLILEHWE TeMNepaTypbl, MHAYLUPYEMOA AAaTYMKOM, He3HauMTenbHO. Mo3ToMy 3afja4a KOHCTpyKTOopa
JaTynKa 3aknovaeTca B TOM, YTO6bI 06HapyXuUBaTh NOBLILLEHWE TEMNepPaTypbl KOXW, Bbi3bIBAEMOE AaTUMKOM NPU HU3KOW
nepcysun. C gpyroi CTOpOHbI, HU3Kasa Nepdysuns Taloke NOHMKaET TeMnepartypy Koxu, kKoTopas HabnogaeTcs n 6e3 par-
Yuka (T. €. NAN C NNOXON LIMPKYNSLMEN KPOBU UMEIOT XONoAHbIe pyku). [o3TOMy NoBbILLEHWe TeMnepaTyphl, Bbl3biBae-
Moe gaT4nkom, GyaeT, BeposiTHO, MeHbLUe nopaxatoujeid KoHeYHoW TeMnepaTypbl. PaccmaTpuBas 3T NpoTMBONONOXHbIE
Bo3aencTBUA cnaboii nepdysun, Mbl NPUXOAUM K 3aKITIOUEHMIO, YTO ANd Gonblueil BEpoATHOCTU NoBpexaeHus Tpebyercs
BHELUHUI UCTOMHUK Tenna (HanpumMep, HarpeBaTenbHbIi Npubop, ncnonb3yloWUincs B MHKybaTope Anst HOBOPOXAEHHbIX),
KOTOPLIN NOBLIWAET TeMNepaTypy KOXWU nauueHTa co craboii nepdysneii. B aTux ycnoBusX BHELLHUIA HarpeBaTenbHbIA
npubop gaeT Bbicokyto 6a3oByto TeMnepaTypy W NoBbILLEHWE TemnepaTypbl, UHAYLIMPYEMOIA A4aTYMKOM BhiLLIe 3TOTO YpOB-
HA, AOCTUraeT MakcuMyma.

Mpeanonaraemasn B XoAe 3TOW AUCKYCCUM TOHMKa 3pEHWUS KacaeTcs Toro dpakra, YTo TeMneparypa KoXu SIBNsieTcs
OCHOBHbIM NapaMeTpPOM, KOTOPLIA onpeaenaeT BEPOATHOCTb NOBPEXAEHUS KOXMU. OXor — 3T0 XMMUdeckuid npouecc. Cko-
POCTb XMMUYECKUX NPOLIECCOB ONPeAensaeTca TemnepaTypoil.

Tawke nogpasymeBaeTcs UAes, 3HaKOMasa TeM, KTO NPOBOAMI pacyeThl TENMOBOro NoToKa, U BCe elle yauBnsioLas
apyrux. Ecnu faHHbIn NnoToK Tenna gocTaBnseTcs B 3agaHHyto obnacte cybeTpara NoCcTOSHHOW TEMMONPOBOAHOCTH, STO
NPUBOAWT K NOAHATUIO paccuUTLIBaeMOi TemnepaTyphl Bile ToW, cybcTpaTt koTopoit uMen 6bl 6e3 AoMNoNHUTENBLHOro nc-
ToYHWKa Tenna (T. e. NonyyYeHHas Temneparypa NMOBEPXHOCTU Ha X rpajycoB Tennee, 4em bbina Temnepatypa cybeTpata
6e3 [OMNOMHUTENBHOrO UCTOYHMKa Tenna). MoBbILeHne TeMMepaTyphl 3aBUCUT OT 06nacTu pacnpocTpaHeHus (napameTp,
KOHTPONMpPYeMEIii NPOEKTUPOBLLMKOM AaTyMKa) v achdekTUBHOIN npoBogumocTu cybeTpata. Ana MakcUManbHOro nosbl-
LeHUs TemMnepaTypbl 9ddeKTUBHasA NPOBOAMMOCTb HU3Kas (T. €. HET CUNBHOrO KPOBOTOKa ANA nepeHoca Tenna). Ana
JOCTUXEHNS MaKcUManbHOW MeCTHOW TeMmnepaTypbl HadalnbHas Temnepatypa Koxu (nepen Bo3byxaeHneMm AaT4yMKa)
LOSKHa ObITb BICOKON. YUTOOLI 3TO UMENO MECTO NpU HU3KOW Nepdy3unu, JormkeH BbiTb BHELWHWIA UCTOYHUK Tenna.

AA.43.101 MNMynbcoBoOi OKCUMETP, NPUMEHAEMbIl BMecTe ¢ OKCUAAHTaMu

CoobLLeHuns o noxape, Bbl3BaHHOM MeANLMHCKUMMN 3NEKTPUYECKUMMN N3AENUAMMU, KpaiiHe peaku. OaHako koraa
TaKkol noxap NpomMcxoauT B 60MbHUYHON Cpeae, OH UMEeeT Tparnyeckue NocnefcTeunsa. Puck noxapa, B OCHOBHOM, onpeae-
nsieTcs No TpeM nokasaTtensaMm, KoTopble AOMMKHEl NPUCYTCTBOBATh, YTODObI HaYancs noxap:

- BOCMnameHsieMblii MaTepuan (Tonnueo);

- Temneparypa, KoTopasi paBHa Wnu npesbillaeT MUHUMATbLHYIO TEMNEpaTypy BO3ropaHua Matepuana unu uckpa,
pacnpocTpaHstoLLas SHepruo, paBHYH UMM NPEBbILLAIOLLYI0 MUHUMAarbHYIO S3HEPriio BO3ropaHus MaTepuarnos U

- OKCWUAAHT.

MoaToMy, criefys OCHOBHbLIM MpUHLMNaM 6e3onacHocTu obLero cTaHaapTa, Lenb, CToAWasn nepes NpoeKTUpoBLLu-
Kamu obopyfoBaHus, 3aknodaeTca B TOM, YTOObl B HOPMaribHOM COCTOSIHUM W YCNOBUAX €AMHNYHOrO HapyLUeHuUs,
KOTOpble MOTyT BO3€ACTBOBaTL Ha Matepuar, rapaHTupoBaThk, YToObl TeMNepaTypa MaTepuana He noebilwanack Ao ero
MWHUManNbHOW TeMNepaTypbl BO3ropaHns Unu 4Tobbl 3HEPrusa UCKPLI He MpeBLillana ypoBeHb SHeprv Bo3ropaHus marte-
pvana. C fpyroii CTOPOHbI, MOXET MPOU3OIATH CKPLITOE BO3ropaHne nNpu ycrnoBuUK, YTO OHO caMoorpaHuynBarLLee (Hanpu-
Mep, NNaBKWil NPeAOXPaHNTENb UKW PE3NCTOP), He NPeAcTaBnsAloLLee oNacHoCTb.

MuHUManbHLIE TeMnepaTyphl Bo3ropaHns 6onbLworo Yucna crneuuarnbHblX MaTepuanoB NpuBoasTCA B onyBnuko-
BaHHOI NuTepaType, XOTA 0ObIMHO — TONBLKO B YCIOBUSAX OKpYXatoLei Bo3ayLLHOW cpeabl U 100 %-Hoi KucnopomdHoi
cpeabl. MuHUManbHaa TeMnepaTypa BO3ropaHus MOXET 3aBUCETb OT KOHLEHTpaLui NpUcyTCTBYIOLLero okeuaadTa. Ecnu
HeobxoAMMO y3HaTb TEMNEepaTyphbl BO3ropaHus Apyrux Matepuanos Unv Npu Apyrux KOHLUEHTpaLMsX KUcropoaa, X MoxX-
HO yCTaHaBnMBaTb C MOMOLLLIO METOAOB W annapaTypsl, NpuBegeHHbIx B IEC 60079-4.

Mpn paccMOTPEHWU BocmnaMeHAeMbIX MaTepuarnoB ocoboe BHUMaHWe CrnefyeT yaensaTb TeM, KOTOpble MOryT aKKy-
MynupoBaTk B NpoLEcce AMUTENbHOMO MPUMEHEHUS, Hanpumep MblnnHkam ByMaru unn xnon4atobyMaxHoh HUTK.

[elicTBMe UCKP B cpefax, COAEPKALLMX OKCUAAHTEI, COBEPLUEHHO OTIIMYAETCA OT TOro, YTO NPOUCXOAUT BO B3PLIB-
HbIX ra3oBbIX CMeCAX. SHeprusa uckpel — Haubonee cunobHas opma 3Heprun B BOCNIaMeHAEMbIX B3PbIBHbIX ra3oBbiX
CMecsiX, a B cpefjax, CoAepKallnx OKCUAAHTEI, TENNOBas SHeprusa sBnsetca Hawbonee cyLieCTBEHHOW. BoaMoxHo, YTo
npu Gonee BLICOKOM YPOBHE MOLLHOCTM JOCTATOYHOE KONIMYECTBO SHEPrUM UCKP MOXET pacnpocTpaHsATLCs MO rpaHuLe
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MeXAY NPOBOAHUKOM UCKP U NX OKPYXXEHUEM, TaK YTO MPOUCXOAUT YCTORYUBOE FOPEHUE, HO B HACTOALLEe BpeMA HET A0-
KYME@HTanbHbIX NoATBEPXAEHUA OTHOCUTENBbHO YPOBHSA MOLLHOCTM, MPU KOTOPOM 3TO MOXET NPOWU3OUTH C pasnUYHbIMA
maTtepuanamu u cpeamu. Mostomy TaMm, rAe NoTeHUUansHO pacnpocTpaHeHUe MOLHOCTU UCKP OTKNOHAETCA OT ycTa-
HOBeHHoI# Ge3onacHoii NpakTuku, criefyeT NpoBogUTL UCKPOBYIo Npoby, MUTUPYA Hanbonee HebnaronpuATHYIO cpeay,
KOTOPYH MOXHO 060CHOBaHHO NpeaBuaeTb.

Hakannveatolme matepumarnsl, 0 KOTOPbIX FOBOPUNIOCH BhILLE, YaCTUYHO NOABEPXKEHLI BO3rOPaHUIO OT UCKPOBON
3HEpruu n3-3a NX HU3KMX TeMnepaTyp BO3ropaHUs U 04eHb HU3KON TENMOEMKOCTU NPU YCNOBUW NNOXOW NPOBOAUMOCTH.

B HekoTOpbIX AeiCTBYIOLLMX B HAacTosLLiee BpeMS cTaHAapTax TpeboBaHUs MUHUMU3NPOBATL PUCK NOXKapa OCHOBbLI-
BaIOTCH Ha OrpaHUYeHUn TeMnepaTyphbl, ANEKTPUYECKOR IHEPrM U KOHLIEHTPaLIMK OKCUAaHTa A0 aBCONIOTHLIX 3HAYEHWA.

3HauyeHne TemnepaTypbl BEIBOAUTCA Ha OCHOBE MUHUMAaNbHOW TeMNepaTypbl BO3ropaHWs ropavei NNacTUHKU ANA
OrHesalUMTHO xnonyatobymaxHoi TkaHn B 100 %-HOI KMCNOpOAHOW cpefie, KOTOpas, Kak ykasaHo B ccbinke [6], paBHa
310 °C. MosTomy 6bino caenaHo npegnornoxeHue, yto 300 °C — 310 AOMYCTUMBIA TeMnepaTypHbIi Npeaen AN Meaun-
LMHCKNX MeKTPUYECKUX M3aenuni B oboralleHHbIX KUcnopofoM atMocdepax.

MpoucxoxaeHne NPpUMEHSBLUNXCA 3HAaYEHUIA ANEKTPUYECKOW SHEPIUN MeHee ACHO U KaXeTea, YTO NPU OTCYTCTBUK
crneumanbHbIX UCMBITaHUIA B KOHTPONMUPYEMbIX YCIOBUSIX Bbini B3siThl LUAPbl Ha OCHOBE NPUHATON pabodeit NpakTUkK unu
UCNbITaHWiA, NPOBEAEHHBIX B APYrUX cpeaax. [pocTele ncnbiTaHWs M NoAPO6HLIA aHanu3 U3BECTHBIX (haKTOPOB, KOTOpbIe
CTanu NPUYMHOW KUCITOPOAHOrO NNameHw, NoKasblBatoT, YTO 3T LUdpbl MOryT ObITb UAN OYeHb OrpaHUYEeHbl UK NOTEH-
LinanbHO onacHel B 3aBUCUMOCTM, B 4aCTHOCTH, OT cnocoba paccesiHUsi MOLLHOCTU U CXOXECTH U TUNa NpUCYTCTBYIOLEro
«TOMNUBaY.

MoaToMy B HacTosLLee BpeMSs YCTAHOBIEHO, YTO HET €AUHLIX UK YHUBEpPCarbHO NPUMEHUMBIX ANana3oHoB Temne-
paTypbl, 3HEPrUM U KOHLUEHTpaLuMn okcuaaHTa, koTopele MoryT obecneunBaTb 6e30nacHOCTb Npyu BCEX YCNOBUSX, B TO Xe
BpEeMSs He ABMNASCL YPE3MEePHO orpaHN4MBaloLLMMK.

$ICHO, YTO TOMBbKO aMeKTpUYeckas SHeprusi ABNSETCS 3Ha4YMMOW B OTHOLLEHUM ee cnocoBHOCTU MOBLIWATL TeMMe-
paTypy BoCnnameHaeMbIX MaTepnarnos, 1 OHa, B CBOIO 04epefib, 3aBUCUT OT KOHKPETHOW KOHUrypaLum n cXoxecTu Bcex
BOCMTaMeHAeMbIX MaTepnaros.

B ycnoBuUAX eAMHNMYHOrO HapyLUEeHUAl B TUMUYHON 3NEKTPUYECKON Lienn BO3MOXHOE YUCIIO COCTOSIHUIA OTKasa
O4YeHb BbLICOKO. B aTOM criyvae Bo3MOXHa MoriHas rapaHTuss 6e3onacHOCTM TONBKO € UCMONb30BaHNMEM COOTBETCTBYHIOLLIUX
MeTof 0B aHanmaa 6e30nacHOCTW Ha OCHOBE TpeX OCHOBHLIX alleMEHTOB — Marepuana, TeMnepartypbl U OKCUuaaHTa.

OnpegeneHHas KOHCTPYKLMUA MOXET OrpaHUUMBaTh ANEeKTPUYECKYI0 3HEPrUto B Lienu, obecnevmBas COCTOSIHUE TeM-
nepaTtypbl HWXe MUHUMANbHOW TeMnepaTypbl BOCMNIAaMEHEHUs! Ha BO3lyXe B HOPMaNlbHOM COCTOSIHMM U repMeTUYe-
CKW 3aKpbITbIX OTAEMNEHUSX, UK MOXET MO3BONUTL YCTaHaBNUBATL AOMONMHUTENBHYIO UCKYCCTBEHHYIO BEHTUNALUIO, NpU
KOTOpOW cofepXaHue Kucropofa He MpeBLILLaeT ero coaepXaHua B OKpyXatolem Bo3ayXe B YCNOBUAX €AUHUYHOTO
HapyLUeHHUSA.

C Apyroii CTOpOHbI, LienecoobpasHo orpaHW4MBaTL SMeKTPUYECKylo 3Hepruto, 4Tobel obecnevnsaTb Temnepa-
TYpbl HUXe MUHUMAnbHOW TemnepaTypbl BO3ropaHWUsa B YUCTON KUCNOPOAHON cpefile Aaxe B YCNOBUAX €ANHWUYHOrO
HapyLUeHuUs.

YacTHas koMBuHauus, a He 04HO 3Ha4YeHNe KaXAoMN U3 3TUX NEPEMEHHBIX — MaTepuana, okcuaaHTa u Temnepary-
pbl — onpepenseT, Npou3oaeT N1 Bo3ropaHue.

AA.44.6 MNpoHuKaHue xupKkocTei

MynbcoBoi OKCUMETP, YCTAHOBIEHHbLIA B ONEPaLMOHHON Ha HapKO3HOM annapate, MOXET NoABepraTbcs BO3-
OencTBuIo XuakocTel Tena v IV. Korga nynscoBoi OKCUMETP NMPUMEHSIOT 3a Npeaenamn onepauuoHHOW, OH MOXET Noa-
BepraTbCcs JOMNOMHUTENBHOK 0NacHOCTW nonagaHnsa Bnaru us kode, raauposaHHon Boabl U T. 4. NMynbcoBble OKCUMETPbI,
NPUMEHsiEMble B AOMALLHWUX YCNOBUAX UMK B aBTOMOGUMSIX CKOPOIA MOMOLLM, MMEIOT BLICOKYIO BEPOSATHOCTL «NONajaHNus
nog foxab». KOMUTET peLLnn OTHECTU BCE NyNbCOBbIE€ OKCMMETPHI K pa3psaay IPX2, Ho nocunTan 3To CAULWKOM XEeCTKUM
ycrioseM. B pesyneraTe 6bin HaiiieH KoMnpomuce, AoNycKatoLmid unu:

- paspsg IPX2 (cunbHbll goxab unu 6onblioe oTBepcTUe B YemogaHe 1V) unu

- pa3pag IPX1 (goxab unu npocadnBaHue) u TpagMUMOHHOE UCMbITaHWE Ha pasnuBaHue 200 M XUAKOCTH (Npo-
nnTas Yalka koge unu Gonbluoe oTBepcTUe B YeMogaHe V).

AA.50.101 TouHoCTb u3mepeHus SpO, NyNbLCOBOro OKCUMETpa

BaxHO 0TMETUTb, YTO TOYHOCTb U3MepeHust SpO, He TOMLKO XapaKTepucTka MOHMTOPA NynNbLCOBOrO OKCUMETPA,
HO XapaKTepucTuka NynbCoOBOro OKCUMeTpa B cbope, npeAcTaBnsiowero KoMbuHaLuio MOHUTOpPA, AaT4uKa, kabens
W TKaHu YernoBeka. CM. Takxe FF.6, B KOTOpOM NpuBeAeH NpUMep AaTinka, CHUXKaOLWEro TOYHOCTb u3mepeHus SpO, B
pesynsrate 60mMbLUOA N3MEHYMBOCTU MEXY pa3HbIMK cybbeKkTaMu UCTbITaHWiA B NpoLecce KanubpoBKu.

AA.50.101.1 TexHnueckue TpeGoBaHus

Moapo6Ho obeyxaanuck TexHdeckne TpeboBaHNA K MUHUMANLHO 10MYCTUMOI TOYHOCTH usMepeHus SpO, nynb-
COBbIX OKCUMETpPOB. B naeane nynbcoBoll OKCMMETP [JO/DKEH NMPOBOAMUTL BbICOKOTOYHBIE M3MEPEHUS YPOBHA HachILLe-
HUA SpO, (< 1 %), ucnonbaya ntoboi fat4ynk u obnacTtn ero pasmelleHns. OAHaKO M3-3a XOPOLLO U3BECTHLIX OrpaHuye-
HWi COBPEMEHHOIA TEXHOMNOMMN MyNbCOBOM OKCUMETPUM B NMOBCEAHEBHOMN NPaKTUKE HEBO3MOXHO AOCTUYL HEOBXO0AMMOro
YPOBHSA TOYHOCTU u3mepeHust SpO,.

MoaToMmy KoMuTeT obeyaun: «Kakoi fomkHa 6bITe MUHUMaNbLHO ONYCTUMas TOYHOCTb M3MepeHua SpO, Ans
obecneyeHnsa GesonacHoOCTU U ahpekTUBHON paboThl NyNbCOBOrO OKCUMETpa?y.
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B pesynsraTte pasnuyHoro npuMeHeHs NyNnbLCOBOro OKCUMETpa MUHUMankHble TpeboBaHWA K pabodnm xapakTte-
pUCTWKaM He SBMAITCA YHUBepcanbHbIMU. [JBe OCHOBHLIE KaTeropuu, B KOTOPbIX WCMONb3yeTcss 06opyaoBaHne, MOXHO
onuckIBaTh Kak MOHUTOPUHE U ANarHOCTUKA.

MOHWTOPUHI MOXHO OMpefeNnsTb Kak KOHTPONb TEHAEHLUMIA WU CUrHanoB OMacHOCTW, NO3BONSAOWWMIA obneryaTe
paHHee o6HapyXeHWe U3MEHEHWIA YPOBHSA caTypaLun UK 4acToTkl Nynbea.

[uarHocTuky unu AnarHocTudeckoe npuMeHeHne MoXHoO onpeaensTh Kak nsMepeHne SpO, ANA AOCTUKEHNS ToY-
HOW oLeHKN Sa0, ¢ Uenbio obrnerdeHns AUarHoCTUKA UMK NPoBEAEeHUS NeYeHUs.

MpuMeHeHWe NYNbCOBOrO OKCUMETPA B AUarHOCTUHECKUX Liensx obbl4HO TpebyeT 6oree BLICOKO TOYHOCTH U3-
MepeHusi SpO,. HecMOTpsA Ha 3afjaHHY0 TOYHOCTb U3MepeHunst SpO,, KOTOPYO NOKasbiBaeT MOHUTOP, CBOACTBEHHbIE
eMy COBCTBEHHbIE OrpaHu4eHns TOYHOCTU uamMepeHusa SpO, MoryT noTpe6oBaTh NpoBeeHUs aHanu3a npobel apTepu-
anbeHoW KpoBy.

Ha ocHoBe KITMHWUYECKOro onbiTa M UCTOPUK NPUMEHEHNSA MYNbCOBOIO OKCUMETPA 115 MHOMUX BUJ 0B MOHUTOPUHIa
npuemnema TOYHOCTb uaMepeHus SpO, He MeHee 4 %. Bpaun, ydyacTeywoume B paboTe KOMUTETa, Bbipasvnu
03a604€HHOCTb TeM, YTO WUCMOSMb3YeMbIA B KITMHWYECKOW MPaKTUKe NYyNbCOBOW OKCUMETP, UMEIOLLWUA TOYHOCTL U3Me-
peHua SpO,, npesbiluatoulyto 4 % npu 0AHOM CTaHAapPTHOM OTKMoHeHum (8,0 % npu ABYX CTaHAAPTHBIX OTKMOHEHUSIX),
MOXET MPUBECTY K HENPaBUITLHOMY NedeHunto. [Jaxe ecnin TOYHOCTb u3MepeHusa SpO, Bhille, 4To 06b4HO Gonee xena-
TeNbHO M YacTo JOCTUXMMO, 3Ta Ludpa NpeAcTaBnsaeT KIMHUYECKU [OMNYCTUMBIA BIGOp Mexay Gonee HU3Ko# TOUHO-
CTbio namepeHus SpO, 1 GorbLuei rMBKOCTLIO NMpK onpefeneHnn pabounx xapakTepucTUK faTdnka n ero pacnonoXeHus
(ycTaHOBKM).

KomuTeT cormacuncs ¢ Tem, 4To BaXHO obecneymBaTb €4UHYIO OCHOBY AN CPaBHEHWA pasfYHbIX MyNbCOBbIX
OKCUMETPOB, V1 M0 STOW NPUYMHE NPUHAN pelleHne, YToOLl TOUHOCTb U3MepeHusa SpO, ycTaHaBnMBanack B KaXaoM oT-
denbHoM gunana3oHe oT 70 % o 100 % B KaxaoM oTAernbHOM criyqae. HacToAWwmiA YacTHbIA cTaH4apT YETKO onpegenseTt
TpeboBaHNA K TOUHOCTU u3MepeHuss SpO, B JoNOMHUTENBHLIX AnanasoHax (Hanpumep, 1 % B AnanasoHe oT 90 % o
100 % SpO,).

TouHocTb u3mepeHust SpO, NyNbCOBbIX OKCUMETPOB YacTU4HO 3aBUcUT OoT Sa0, nauueHTa [52]. CKOHCTpyu-
poBaHHLIE B HacTosLlee BpeMs NyNbcoBble OKCMMETPbI 06bI4HO Goree TouHble Npu ypoBHAX Sa0, Bhilwe 90 %, yem
npu ypoBHsX Huxe 80 %. OrpaHu4uBas fuanas3oH, B KOTOPOM yCTaHOBIleHa TOYHOCTb u3MmepeHus SpO,, nepegava
MHopMaLM B 3TOM AnanasoHe BygeT 6onee sabdhekTMBHON. [JnA NyNbCOBbIX OKCMMETPOB C 3ajaHHON TOYHOCTbLIO
usMepeHusa SpO, Hwke 65 % AnanaszoH orpaHudeH 20 %. 3TO NpenAaTCTBYET ycpefHeHWo npu nydiei paborte B
6onee BLICOKWX AUanasoHax, No3Bonsa Takum obpa3oM nsbexarb UCKaXKEHUSs TOUHOCTH usmepeHunsa SpO, Npu HU3KOM
HacbILLeHUN.

AA.50.101.2.1 C60p AaHHbIX

Bo BpeMs UCMbITAHNA Ha AecaTypaLuio YacTo GLiBaeT TPYAHO A0CTUraTh 3anfaHnpoBaHHoro yposHa Sa0, ocobenHo
Ha HWKHeM npedene fAuanasoHa Sa0,. CrieayeT, NO KpaiHeih Mepe, NoNbITaTbCA AOCTUYL NPU n3MepeHnn SaO, TOUHOCTH
usmepeHus B npegenax 3 % SpO, B yCTaHOBNEHHOM [inana3oHe TOYHOCTH namepeHua SpO,.

TouHoCTb M3MepeHns SpO, NYNbCOBbIX OKCUMETPOB B GONbLLUIOIA CTENEHN 3aBUCUT OT ONTUYECKOro B3aumMoaeit-
CTBUA MeXZIY WarnydyaTerneM 1 NpMeMHWKOM CBETa, U cCHabXaeMbiMW KPOBbLIO TKAHAMKW NauueHTa. BsaumosasucuMoctb
MeXAy W3MepeHHbIMU MynbcalusiMi NpU MPOMyckaHUuM cBeTa 4Yepe3 cHabXaemble KPOBbIO TKaHW U onpefeneHueM
HacblLLeHUs apTepuanbHOW KPOBW KUCITOPOAOM OnpefensieTcs, cpefn Npovero, cneKkTpansHbIM COCTaBOM U3Ny4aeMoro
AAaTYNKOM CBETa U OT B3aWMOAENCTBUA ONTUYECKON CUCTEMBbl AaTuyMKa C NOBEPXHOCTLIO KOXW. Tak Kak 3T CRoXHble
B3aMMOCBA3M, 3aBUCALLME OT ANMHBLI BOSTHBI, HE OLIEHUBAIOTCS U He BOCMPOU3BOAATCA (PYHKUMOHANbHbIMU TeCTepamu
NyNbCOBbIX OKCMMETPOB 1 UMUTATOPOB, TakNe YCTPOWCTBA He CMOCOGHLI OXapakTepu3oBaTh UNU NPOBEPUTL NOANUHHYIO
TOYHOCTb PaboThl cUCTeMbl AaTYUK/MOHUTOP. (PYHKUMOHaNbHble TecTepbl MOryT MNPUMEHATLCA ANA NPOBEPKU
PYHKLUMOHUPOBAHNS MOHUTOPOB MyNbCOBbLIX OKCUMETPOB U 3rEKTPUYEcKONn LUENOCTHOCTU AaTuynkoB. (CM. Taicke
npunoxexuve FF).

AA.50.101.2.2 AHanu3 gaHHbIX

CO-oKCUMETPbI UMEOT NPUCYLLYI0 UM HETOMHOCTb, KOTOPasi BMUAET Ha oueHKy [11] n [26] TOYHOCTU u3MepeHus
Sp0O,. CO-okCMMeETpbI U NYNbCOBbLIE OKCUMETPbI NPUMEHAIOTCA AN U3MEPEHUA CTENEHN HackILWeHUs apTepuarnbsHoi
KPOBW KNCIIOPOAOM U UMEHOT MPUCYLLYIO UM HEJOCTOBEPHOCTL. YTOBHI YNyYLUMTL TOYHOCTHLIE XapaKTePUCTUKA NYNbCOBBLIX
OKCUMETPOB, HeOBXOANMO KOHTPONMMPOBATh TOYHOCTL M3MepeHua Sa0, aTuMu CO-oKCUMeTpamu.

KoMUTET He yBepeH, YTO CYLUEeCTBYET NPaKTUHYECKUA MW KOHTPONENnpUrofHbIn METOA NPOBEPKU TOYHOCTU M3Me-
peHusa SaO, CO-oKCUMETPOM U3roToBUTENeM UMK nonb3oBaTenemM. Jns MUHUMU3auMn HeTodHocTn CO-okcuMeTpa
npu namepeHun A, ocoboe BHUMaHue criegyeT obpallaTk Ha To, 4Tobkl o6ecnevnBaTh paboTy CO-okcumeTpa B pam-
Kax ero BO3MOXHOCTeld. HeoBxoaumo NpoBepATb NpaBurbHyo paboTy, UCNonb3ya peKOMEeHAO0BaHHbIA U3roToBUTenemM
CO-oKCUMETpa NopsifoK TEXHUYECKOro 0B6CyXMUBaHUSA, HO 3TOrO HeJOCTaTOMHO, YTo6El 0BecnevnBaTh TOYHOCTL U3Mepe-
Hus. TpebytoTcst HoBble MeTofbl 0becneyeHus kadecTsa NpoBepku TodHocTH CO-oKCuMeTpa.

MNPUMEP 1. NCCLS [5].
MPUMEP 2. Kopnopauus aMepuKaHCKUX natofioroaHatoMos [18].
AA.51.101 Nepuon oGHOBNEHUA JaHHbIX

B nynbcoBOM OKCUMETpe HeoGXOLMMO MpeaycMaTpuBaTh UHAMKALMIO, MOKa3biBatoLLyto, YTO BEIBOAUMOE Ha Au-
cnnei sHa4eHne SpO, He COOTBETCTBYET AENCTBUTENBbHOMY Ha [laHHbIii MOMEHT 3Ha4eHUIo, e nepuod o6HOBNEHUS
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AaHHbIX 0 SpPO, npesbiwaeT 30 c. MyHkT 6.8.2 BkntovaeT B ceba TpeboBaHne 06 ykasaHun nepuoga oGHOBNEHUA AaH-
HbIX B 3KCMyaTauMoHHON AokymeHTaumumu. OfHako HeT TpeboBaHUs 06 orpaHW4eHMM NMPOJOIIKMTENBLHOCTU Nepuoaa
obHoBneHus paHHbIX. Komutet fobasun AononHuTenbHoe TpeboBaHne 06 «MHANKALUUN HECOOTBETCTBYIOLLIEro ASACTBU-
TensLHOMY 3HaueHuto SpO,» Ha 0CHOBE NOTEHLManNbLHO 3HaUUMOIA 3a1ePXKKN, KOTOpas MOXET NPOM30IATH Mexay cobbiTuem
no aKkTUBaLu CUrHamna onacHocTu n akTu4eckuMm reHepupoBaHMeM CUrHanoB onacHocTu. BoiBognmoe Ha gucnnei
3HaveHue SpO, He oTpaXaeT USMEHEHWIi B M3MepeHHOM 3HaveHun SpO, /10 3aBepLUEHUS Kax/0ro nepuoga o6HoBNEHNS.
Ecnu cobbiTue, KoTopoe NpUBOAUT B AeiiCTBME CUTHaN ONAaCHOCTH, Takoe Kak iecatypaLus naumeHTa, cnyJyaercsa cpasy
nocre o6HOBNEHWS AUCTNES, TO MOXET NPOU3OITN 3HAUYUTENbHAs 3afepXka Mexay cobblTUEM U FreHepaLuell CUrHanoB
onacHocTu. Ecnun nepmop o6HOBNEHUA AOMTUIA, 3TO MOXET Co3/jaBaTb ONMacHyio Ans NauueHTa cuTyauuio.

YToObl YMEHbLUMTb 3Ty MOTEHLUMANbHO OMAacHYlo CUTYauuio, KOMWTET pelunn, 4To BaxHO obecneuusaTb W3-
Oenue nHAMKauMen, nokasbiBalolled onepaTopy, YTo BbiBeleHHOe Ha Aucrnei sHaveHne SpO, He Gbino oGHOBMEHO
B TeveHne 30 ¢ 1 MO CyLLEeCTBY He ABMAETCA pearbHbiM Ha JaHHblA MOMEHT 3HauyeHWeM. OTO MO3BONSET onepartopy
nonyyaTb CBOEBPEMEHHYIO WHPOPMaLMIO ANS OLEHKW COCTOSIHMSI MauveHTa U MpUHUMaTh, B crlydae HeobxogumocTy,
COOTBETCTBYHOLLME MEpPbI.

AA.101 HecooTBeTCTBME CUrHana

Bpauu npegnonaratot, YTO TOYHOCTb MySTCOBOW OKCUMETPUM MafaeT B pasnuyHbIX U3UONOTUYECKUX U OKpYXa-
FOLLMX YCTOBUSIX, U OHW XOTSAT BUAETH UHAUKATOP, NOKa3sbIBaOLLWiA YXyALLEeHUe XapaKTepucTuk paboTel npuGopa. Kpome
Toro, npegrnonaraeTcs, YTo NNeTU3MorpamMMa Ha AUCTIIee MOKaXeT 3TO YXyALUeHUEe, €CTIN OHO BLI3BAHO ABUXEHUEM W
cnabbiM ypoBHEM NYNbCUPYHOLLETO CUrHana. B cBsA3M ¢ STUM Bpauu BeIpa3uiiv xernaHue, UTobbl UM Gbina nokasaHa HeHop-
MWpoBaHHas nneTuamorpamma. (Takxe npegnonaraeTcs, YTo NAETU3MOrpaMMbl, HOPMUPOBAHHLIE MO aMNNUTYAE, CKPOKOT
3HaYUTeNbHbIE U3MEHEHUS YPOBHSA curHana).

B AefCcTBUTENBHOCTM MHOXECTBO (haKTOPOB BIIUSIIOT Ha yXYALUEHWe cUrHana ¢ NoTeHUUansHoN NoTepei TOHHOCTH.
dopMa NIeTU3MorpaMMbl MOXET GbITh YyBCTBUTENMbHA K LUYMY U BETMMUHE (aMMIUTYyAe) curHana, Ho U3MeHeHue nne-
TU3MOrpaMMbl HE CBA3AHO HanpsMyto ¢ dhakTopami, KOTopble YXYALLAIOT TOYHOCTb, T. €. 3TU (PaKTOPbl MOrYT U3MEHSATL
nneTusMorpaMmmy, He yxyallasi TOYHOCTb M3MepeHUs. OTU (hakTophl BKIKOYAIOT: aMIUIATYAY CUrHana, WCTOMHUK WyMa,
MOPEONoruto NNeTU3aMorpamMmmel, MHTEHCUBHOCTb BHELLHEro OCBELLEHUs, NONOoXeHUe U HACTPOIKY ceHcopa (HO He orpa-
HUYMBALOTCS UMU).

B nageane Hauny4wmm Gbino 6bl NONy4nTs BOZMOXHOCTE OLIEHKM OCTAaTOMHOCTU KadecTBa CUrHana, Kotopbli Gbl
oTpaxarn obLee cocTosiHWE paboTel Npubopa, BKIio4as yBEPeHHOCTb B TOHHOCTU U3MEPEHUs. TO MOXKET GbiTb AOCTUTHY-
TO B peaslbHOM BPeMEHW BCECTOPOHHEN OL|EHKOM cUrHana, a Takke BU3yaribHBIM OTpaXeHWeM aToro ctatyca. 3To Takke
MOXET BbITb JOCTUIHYTO B KMUHUYECKM NpUeMIeMoil (opMe, Hanpumep ¢ nneTusmorpaduyeckuM AUCMNEEM, KOTOPbIRA
COOTBETCTBYHOLMM 0BPa3oM OTperynupoBaH.

HeoTperynupyemslii nnetuamorpaduyieckuii AUCNNeil MOXeT He UMETb AOCTAaTOMHOMO paspelleHusi, YTobkl noka-
3aTh KIMHUYECKN 3HAUYMMbIE U3MEHEHUS NPYU Manoil BenuynHe (aMnnuTyae) curHana. NMostoMy HopMUpOBaHUE NIETU3MO-
rpammbl 415 YBENUYEHWUs paspeLLeHuUst Py HU3KOKM aMNinUTyAe curHana yny4laeT BO3MOXHOCTb MCNOMNb30BaHUs MNeTU3-
MorpamMbl Ansi OLEHKW USMEHEHUS YPOBHS cUrHana.

AA.102 [laTumKn NynbCOBbIX OKCUMETPOB U YANUHUTENbHbIE Kabenu K Hemy

JaTuuKn NynbLCoOBbIX OKCUMETPOB W YAJNIMHUTENbHbLIE KaGenu K AaTyukaMm Takke BaxHbl Ans obecneyveHus
6e30MacHOCTU U TOYHOCTU Bcero obopynoBaHus B cbope, kak U caM MOHUTOP. Pasaen 102 onpeaensieT oTBETCTBEH-
HOCTb W3roTOBUTENSA AaTuMKa U YANUHUTeNbLHOro Kabens (Bknto4as U3roToBUTENsi NOBTOPHO o6paboTaHHOro AaTumKa
W YANUHUTENA) He TOMbKO 3a OTAENbHO MpoBepseMble XapakTepuUCTUKK (Takue, kak 6MoCOBMECTUMOCTL) AaTumKa unu
yANUHUTENBbHOTO Kabens, HO 1 3a KOMMIEKC XapaKTepUCTUK (Takux, Kak TOYHOCTb, SNEKTPOMarHUTHas COBMECTUMOCTb,
anekTpuyeckasa 6e30nacHoOCTb, 3aliUTa OT M3BLITOYHBIX TemnepaTyp Ha rpaHuue B3auMOAENCTBUA faTdynMKa C TKaHbIo)
NyNbCOBOro OKCMMETPA, B KOMINIEKTE C KOTOpPbIM OyAET NCMONb30BaTLCA AATYNK U YANIMHUTENb, U KOTOPLIE yCTaHaBMM-
BaeT M3roToBUTENMb. NPMMEPOM BO3MOXKHOIO BIUSHUA NOBTOPHOM 06paboTkn Ha 6MOCOBMECTUMOCTb ABNAETCS CTEPUIU-
3auusa rmyTapanbiernjom CUITMKOHOBEIX MaTepuanos, KOTopas MOXET NPUBECTU K NPOMUTKe MaTtepuana pacTBopuTeneM,
W, eCrin ero He yaanuTb nocneayoLleid 06paboTKoN, 3TO MOXET CTaTb NPUYNHOA XMMUYECKOro OXOora, YTO CreayeT yKasbl-
BaTb (M NOATBEPXAATb) B IKCMNyaTaLMOHHON JOKYMEHTaLUMK.

AA.201.1.2 OnpeneneHue NpMoOpUTETOB

#A3bIK NpeablAYLLEN BEpCUN HacToSALLero craHAapTa MPOCTON, 3a UCKNIOMEeHMEM HayanbHOW dppasbl «ecnu npea-
HasHa4eH AN NMOCTOSHHOrO MOHUTOPUHray. OTOT A3bIK Bbi3Ban 60MbLWY0 AUCKYCCUIO MeXAY YneHaMn KOMUTETa U ero
KOHCYNbTaHTaMi OTHOCUTENbHO 0BCTOATENBLCTB, NPU KOTOPLIX TPEOYIOTCA CUrHarbl ONacHOCTU O HU3KOM ypoBHe SpO,.
Takne TEPMUHBI, KaK «NOCTOAHHbLIA MOHUTOPUHI» U «aBTOMaTUYECKUA MOHUTOPUHM» HEJOCTaTOYHO onpeAeneHsl, YToob
TpeboBaTb pa3BepHYTOro NMOSICHEHUS, U MOTYT ObITb MOHATHI KaK PEXUM OXUAAHMS, AN KOTOPOro coBceM He Tpebytotcs
CUrHanbl onacHocTU. B KOHLE KOHLIOB, KOMUTET COrMMacurcs, YTo onepatopbl 1 nonb3oBaTenu 3HaloT, Korja MOHUTOP
OKCUMETpa [OMKeH NofaBaTb CUrHarbl onacHocTU. [Mo3TOMY 3HauUMTENbHbBIM BKITA0M STOMO YacTHOroO CTaHaapTa siBu-
nock 6kl 06ecrnedeHne COOTBETCTBYIOLLEH MapKUPOBKO MOHUTOPOB NYNbCOBbLIX OKCUMETPOB B CNy4ae, ecnu curHans
hu3nonornieckon onacHoCcTn He npeaycMoTpeHbl (cM. 6.1 n 6.8.2), a B cny4ae, korja Takue curHansl NPefycMOTPEHsl,
fomkeH GbITb NPefycMOTPEH CUrHarn OMnacHOCTH NS Takoro Hanbornee BaXHOro napameTpa, kak HU3KWiA ypoBeHs SpO,.
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HekoTopble MOHUTOPBI NYNLCOBbLIX OKCUMETPOB MOTYT NOA&@BAaThL CUrHaslbl ONacHOCTU B Cly4Yae TEXHUYECKN Tpe-
BOXHbIX CUTYaLWii B paboTe YacTel, oTHOCALUXCS k 060pyAoBaHuWIo, Tak1X Kak paspsiaka 6atapen, HO He B criyyae dnamno-
NOrMYECKNX TPEBOXHBIX CUTYaLMiA. Ha Takux MOHUTOpax UHAUKaLNS HUSKOro ypoBHA SpO, He TpebyeTcs.

AA.201.5.4 NpegBapuTenbHas ycTaHOBKa CUrHamna no ymonyaHuio

85 % SpO, — 370 0OLIMHO JONYCTUMBIA HUXHWIA Npeaen CUrHana onacHoCTU ANs GOMNbLUMHCTBA KINHUYECKNX
CUTyaLWii; OOQHAKO B KOHKPETHBIX KITMHUYECKUX YCNOBMSIX MOTYT ObITh XenatenbHol 6onee HU3KUE 3HAYEHUA NpeaenosB
curHana onacHoctu. Onepatopy pa3spellaeTcs ycTaHaBnuBaTb HUXKHUIA Npefen curHana onacHoCTU Npu HOpManbHOK
SKCnnyaTauum.

Mpwn BbIGOpe 85 % B KayecTBE MUHMMANBLHOrO Npefiena curHana onacHoCTU Mo YMONYaHuio, yCTaHaBnMBaeMoro
W3roTOBMUTESIEM B Clly4ae OMacHOi CUTyaLun npu HU3KOM ypoBHe SpO,, 6bin HalAeH KOMAPOMUCC MeXAY ABYMS KITMHU-
Yeckummn TpebosaHnaMu. OaHo TpeboBaHme Kacanock paboTbl NYNIbCOBOrO OKCUMETPA KaK PaHHEro UHAnKaTopa usun-
YecKoro HefJOMOraHusi NaLMeHTa ¢ OTHOCUTENBHO HOpManbHON oKkcUreHauuen. B aToi cuTyaummn cornacHo KNUHUYECKon
npaKTuKe XenaternbHo BLIGUpaTL NpeAen curHana onacHocTU NO YMONYaHUIO BhILLE «U3NOMa» KpMBOW Auccoyuanumn ok-
curemornobuHa, Kkotopblii obecnevmBaeT TpebyeMblii MUHUMYM Ge3onacHocTu. Bropoe TpeGoBaHue — usberatb YacTbix
CUrHasnoB ONacHOCTH, HeobsA3aTenbHO TPebyIoLLNX KNMHUYECKOro BMELLIATENbCTBA, KOTOPLIE MOTYT «CHUXaTb YyBCTBU-
TenbHOCTb» MefjfiepcoHana K CUrHanam onacHocTu. B aToM cnyyae MOXHO NOCMOPUTL O CHXEHWUU MpeAena curHana
OMacHOCTM MO YMOMNYaHuio, YTobbl rapaHTUpoBaTh, YTO GONBLLIMHCTBO TPEBOXHBIX CUTyaumii 6yayT sHauyumbl B noboit
cutyauuu. [NpusHaHo, 4To B 060UX KIIMHMYECKMX CRy4asx MHOTUE, ecru He Bce, onepaTopbl Gonblue nonararTcs Ha
npefenkbHoe 3Ha4eHne curHana onacHoCTU Npu HU3KoM SpO, YCTaHOBNEHHOE NO yMON4aHuIo.

[pyroii cnyyaii, KOTOpLIA paccMaTpuBarnca YieHamn KOMUCCUK, Kacancsa Toro, 4To MHorve obpasybl NyNbCOBbIX
OKCUMETPOB, NpefjHasHa4YeHHble A NMOCTOSAHHOrO MOHWTOPMHIA, Aal0T BO3MOXHOCTL NONbL30OBaTENIO NN onepaTopy
ycTaHaBnueaTb Mpefenbl CUrHarna onacHoOCTU No YMOMYaHUIO M YTO ANSA cneunanbHbIX NapaMeTpoB MOHUTOPUHIA MOXHO
Bbi6upaTb Npeaenbl CUrHana onacHOCTH Mo YMONYaHuio, KoTopble Gonee COOTBETCTBYHOT NOTPEGHOCTSAM NaLMUEHTOB U
oneparopoB. PaccMOTpeB Bce cOoBpaxeHus, NPULLINK K BLIBOAY, YTO HWXHUIA Npegen 85 % Ans npedena curHana rno
YMONYaHUIo, YCTaHOBIIEHHOTO U3roTOBUTENEM, NpeAcTaBNnseTcs NpueMreMbiM KOMIPOMUCCOM, Hauboree NMonHo yaoB-
NETBOPAIOLWNM ITUM [IBYM KIMHUYECKUM TpeGoBaHUAM.

29



FOCT ISO 9919—2011

MpunoxeHue BB
(cnpaBouHoe)

Temneparypa KOXu OKOJSI0 AaTYyMKa NMyribCOBOro OKCMMeTpa

BB.1 BeiBog

OB30p NUTepaTyphbl, B KOTOPOI BCTpeyatoTca TpeboBaHNs K TeMnepaTtype, NO3BONAET CAenaTh BLIBOA, YTO YMECTHO
n BesonacHo noagepxmears Temnepatypy 41 °C Ans HOBOPOXAEHHbIX (MaLMeHToB A0 oAHOro roga), 42 °C B TedeHune 8 4
1 43 °C B TeyeHue 4 4 ANS NaLUEHTOB CTapLUero Bo3pacra.

BB.2 O6G3op nuteparypbl

KomuTeT peLunn ucnonb3oBaThk BHELLUHIOW TENMNOTY AN NONyYeHUs TemnepaTtypbl nosepxHocTu 35 °C npu oTeyT-
CTBUW cUIbHOro Nepudepundeckoro KposoobpalleHus kak Hanbonee HebGnaronpuUATHLIA BapuaHT. XOTA B pesynsrate cunb-
HO MECTHOI Nepdy3un TemnepaTypa KoXu MOXeT 6biTb 35 °C unu Bhile, BhIHYXAEHHbIA KOHBEKTUBHLIA TennoobMeH
KpoBW MoBbIaeT adhDEKTUBHYIO TENSIOBYIO MPOBOAUMOCTb KOXWU. Takum obpasom, ecnu Temneparypa 35 °C cosfaetca
SHIOreHHO, NoABoAMMas OT AaTyuKa TennoTa byaeT cnocobCcTBOBaTbL MEHLLLIEMY NOBLILLEHNIO TEMMEpaTyphI.

B HacTosALeM cTaHaapTe KOMUTET npuHsn npasuno FDA 35 °C B kauecTBe yCNOBWiA UCMbITaHWIA U Noagpo6bHO 06b-
SICHWUM, YTO TEMNEpaTypy «OKpyxXatowen cpeabi» cornacHo pykosoacTsy FDA [23] MOXHO cunTaTh Kak MECTHYt0 TeMnepa-
TYpY KOXMU, KOTAa AaTuMK He BktodeH. OCHOBHOM MyTb, MO KOTOPOMY TEMIIO BLIXOAUT U3 AaTYMKaA, — Yepes nauueHTa, a
He Yepes okpyxatowwuii Bosgyx. Takum o6pa3om, TeMneparypa KoXu nauueHTa (6e3 AaTrymKa nynbcoBOro OKCMMeTpa)
ropasgo 6onee BaxHa An5 onpeAeneHns), B KOHEYHOM cHeTe, NpeAena NoBbILLEHWUS TeMnepaTypbl Ha rpaHuLe B3auMogeit-
CTBUSA JaTynKa ¢ KOXeid, 4eM TemnepaTypa oKkpyxatoLlero Bo3gyxa. [1oatomy crnefyeT onpeaensatb TeMnepartypy Koxu, a
He Bo3fyxa.

B HacTosLEeM cTaHgapTe ANSA HOBOPOXAEHHLIX, KaK U AN B3pOCHbIX, yCTaHaABNMBAETCSA OfjMHaKoBasi MakcuManbHasi
TeMnepatypa koxu 35 °C. 35 °C — 3T0 JOCTaTOUHbIW MaKCUMYM, Aaxe ecnu UHKy6aTophbl 51 HOBOPOXAEHHLIX MOMYT 6bITb
oTperynvpoBaHbl Ha NoBbiLeHWe TeMnepaTypbl Koxun B abgomuHanbsHoi obnactu go 37 °C. MNpu OTCYTCTBUM CUIBHOIA
MECTHOW Nepdy3nun KoXa KOHEYHOCTEW Ha HECKONbKO rpaaycoB xofofHee, YeM KoxXa B abgoMuHanbHoW obnactu, kak
onucaHo B cnegyoLlei nuTepatype:

- Templeman un Bell [58] yka3anu cpeaHiolo TemnepaTtypy naTku okono 33 °C, B TO BpeMsl, kak abaomMuHansHas
Temnepartypa perynupoanack ot 36 °C go 37 °C kak B MUHKybaTopax ¢ nogorpeBaeMbiM BO34yXOM, Tak U B UHKyGaTopax
C paAnaLMOHHEIMK HarpesaTernbHLIMU Npubopamu;

- Malin n Baumgart [41] ykasanu, 4To B cpefie C paguaLMOHHBIMUA HarpeBaTernbHbIMU NpubopaMu cpegHss TemMne-
paTypa naTkv 6bina Ha 4,5 °C HuXe peKTanbHoi Temnepartypel, korga abgoMuHansHas TeMnepaTypa CTEHKU cocTaBnana
35,5 °C, n noutun Ha 2 °C Huxe npu abgoMuHanbHol Temnepartype 37 °C;

- Topper n Stewart [59], n3y4yas npuMeHeHue rops4ux nogyllek ¢ BOAOW B AOMOMHEHMEe K pagvauuoHHbIM
HarpeBaTernbHLIM Npubopam, BLIACHUNN, YTO CPeAHsa TeMnepatypa Horu 6birna noytn Ha 2,6 °C HKe NoYTU paBHbIX
TemnepaTyp CMWHbI U XUBOTa, KOrga HarpeatoLwyas nogyLuka ybupanace, u Ha 2,1 °C Huxe, Korga oHa NpuUcyTCcTBOBana,

- Seguin [53] nccnepoean nckaxaroliee BMUSHUE Ha cepBOperyrnmpoBaHue ropsavmx Ype3koXHbIX CEHCOpPOB B UH-
kybaTtope. B nepvopa KOHTpors, Koraa Ype3koXHble CEHCOpbI He UCTIONb30BarnCh, OH ONPEAEnui, YTO CPeAHsA TeMre-
paTypa Horu 6bina 33,4 °C, B TO BpeMA Kak TemnepaTtypa nuuieBoga cocTaensna 36,9 °C. 3ta pabota nposogunach
C pajWauuoHHBIMU HarpeBaTenbHbEIMU NpUbopaMu ¢ cepBOPErynNUpoBaHWEM JaTduka AN yCTaHOBKU abaoMuHanbHoi
TeMneparypbl koxu ot 36,5 °C go 37 °C;

- Harpin u gpyrue [29], uccnegyss peakuuio HOBOPOXAEHHBIX Ha MeperpeB B WHKybaTopax ¢ noforpesaembiM
BO3/1yXOM, NOKa3anu NoCTOSHHYI TeHAEHLMIO, NpU KOTOpoI TemnepaTypa pyku 6eina Ha 1,5 °C — 5 °C Huxe peKTanbHoi
Temneparypsl, Koraa MnafeHel Haxo4uncsa Ha HUKHEM YpOBHE TeMnepaTypHoro gnanasoHa, u nodt Ha 0,5 °C Huxe,
Koraa MmnageHel Obin neperpeT. ABTOpbl OOBLACHUNM MOBLILEHHYIO TEMMNepaTypy PYKW Kak COOTBETCTBYIOLyto Gonee
CUIIEHOMY MECTHOMY KpOoBOOGpaLLEHNIO.

BeposATHOCTL TOro, YTO NPUPOAHEIA MEXaHU3M MOBPEXAEHUS-BOCCTAHOBIIEHUS KOXMN MOXET ObITb crnabee npw nno-
XOM KpoBooGpalLeHU, YTO MOXET MPUBECTU K MOHUXKEHUIO NOPOroBoi TemnepaTypsl, 0c060 He NpUHUMancs Bo BHUMa-
Hue [62]. CyllecTByeT Mano aKkcnepuMeHTanbHblX AaHHLIX NO STOMY BOMpocy. PaHHWA NpsMoi SKcnepuMeHT [46] npoBo-
AWNCA Ha CBUHBAX. OTO UCMbITAHWE HE BLISIBUIIO HUKAKOro BIUSHWSA MECTHON nepdysnn Ha nopor nospexgeHus. Bonee
HOBbIE 3KCNEPUMEHTLI, Takke MPOBOAMBLUMECH Ha CBUHbSAX [37] U [34], nokasanu: npu BLICOKOM MECTHOM AaBneHun
(100 MM pT. cT.) Ha Gonbluoi obnactn (51—57 MM B JuaMeTpe) TPYAHO onpeaenaTb NoporoByto TeMnepaTypy nospexae-
HUs. BonblUee noBpexaeHWe NPOUCXOAUT, Hanpumep, Npu Temnepatype 35 °C, 4eM npu 25 °C, a HeKoTopble NOBPEXAEHNA
HacTynatT gaxe npu Temnepatype 25 °C. ItoBoli pekoMeHAyeMblil GeaonacHblil TeMnepaTypHblii nopor 4nA AaTYMKoB
NyNbCOBOro OKCUMETPa [ 0MMKEeH CONPOBOXAATLCA OBbIYHEIM NPEAYNPEXAEHNEM O TOM, YTO AAaTUYUKN CNEAYET yCTaHaB-
nvBaTtb Tak, 4Tobbl nsbexarb N3BbITOMHOrO AaBreHus. [puHUMas Takue Mepbl NPeAoCTOPOXKHOCTM, Mbl PeKOMEH 0Barm
TemneparypHble Noporu, KoTopble 6e30MacHbl ¢ TOYKW 3PEHUSA CaMbIX NECCUMUCTUYHBIX 3HAYEeHUA. Takum obpasoM, Bbino
y4TeHo BnusHNe cnaboil nepdysuun, KoTopas, BO3MOXHO, Habntoganack y HEKOTOPEIX CyObeKTOB aKCrepMMeHTa, Noane-
Xallux nccnefoBaHuio.
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B Tabnuue BB.1 npuBeaeHsbl HalwM Haunyylumne npegnonaraemMeie oLeHKU 6e3onacHoOCTU TeMnepaTypHbIX NOPOroB
KOXW, B3ATbIE N3 MHOMUX XXypHarbHbBIX OTYETOB. HecornacoBaHHOCTb 3TUX OTYETOB 06BLACHAETCH, NO KpaitHeW Mepe, ABY-
M5 MPUHUHaMK:

- BCE UMeloLLecs AaHHble MO HOBOPOXAEHHBIM, B3AThIE U3 UCCNEA0BaHNUI YPE3KOXKHOO MOHUTOPUHIa ra3oB KPOBM,
B KOTOPOM Habntogaemoii nepeMeHHOW 0BbIYHO SBMAETCH TeMrnepaTtypa Ype3KoXHOr0 CEHCOPHOro cepaeqHuka. Temne-
paTypa KOXW — 8TO HEeKOHTpOnupyemas nepemMeHHas, KOTopyto Mbl oLeHUnM Ha 1 °C Huxke TeMnepaTtypbl Ype3KOXKHOIo
CEHCOPHOro cepieqHunka, Ho KoTopas B feiCTBUTENbHOCT MOXET n3MeHATbeA 6onee wnpoko [21], [32], [35] u [36];

- BO MHOTWX 3KCMepUMEeHTax ecTb BaXKHble NepeMeHHble, K KOTOPbIM MOCTOSHHO He obpallyatoTcs, BKNouas, no Kpaii-

Hell Mepe, TOYHOCTE U3MEPEHUIA TeMMepaTyphl U U3MEHSIIOLLYIOCA (DU3UOIIONMIO NALNEHTOB.

Tabnuya BB.1 — Bpems 1 nctodHunk 6e3onacHoro npuMeHeHUs gatinka nynbCoBoro oKCMMeTpa

BesonacHas
Ccblirka BesonacHaa TeMnepaTypa KOXW B TeYE€HUe n 4acos TeMnepartypa KoxXu
B TeyeHue 8 4
HoBopoxaeHHble:
Boyle 1980 [14] 43 °C B Te4eHUe 4—7 4 >42°C
Bucher 1986 [15] 41 °C B Te4eHue 24 4 >42°C
Cabal 1981 [17] 42,5 °C B TedeHue 4 4 >415°C
Eberhard 1975 [20] 41 °C B TeveHue o 84 4 >42°C
Eberhard 1976 [21] 43 °C B TeyeHMe 4 4 «/704mu MONMHOCTLIO UCKIoYaeT puck obpasoBanus | 42 °C
Bongabipeny. 42 °C «xXopoLlo NePEHOCUTCH B TEHYEHUE A0 24 4»
Fanconi 1996 [22] 41 °C B TeyeHMWe A0 24 4 nNpu OTCYTCTBUU 3BreHona >41°C
Golden 1981 [27] <42 °C B TedeHune 24 <40°C
Huch 1981 [38] 44 °C B TeveHue 1 4 (KaxeTcs OCTOPOXHLIM NpeagnonoxeHneM. JaHHele | 41 °C
OTCYTCTBYHOT)
Laptook 1981 [33] 43 °C B TeyeHne 4 4 42 °C
Léfrgen 1983 [39] <43 °C B TedeHue 84 42 °C
Monaco 1981 [43] 43°Cor3p04Hy 42°C
Schachinger 1983 [561] | <43 °C 2 4. NcxofHble faHHble OTCYTCTBYIOT <41°C
Venus 1981 [60] 44°Cpo6uy 43 °C
MpoMeXyTouHbI’
BO3pacT:
Poler 1992 [48] 43 °C Ha nepuof NpMMEHEHNS NynbCOBOro OKCUMETpa 43°C

B3pocnblie:
Manzinger 1990 [42]

Moncrief 1979 [44]

Moritz 1947 [45]
Poler 1992 [ 48]
Vyas 1988 [61]
Wienert 1983 [62]

Ha kpbicax, a He Ha ntoasx. BogsaHble 6aHu npu 60 °C, 75°C n 90 °C B
TeyeHne 4, 10 unn 15 c.

44 °C B TeyeHue 6 4 (9T0 0630pHan cTaTbs, @ He IKCnepUMeHTanbHbI
OTYeT, M MOXeT BasnpoBaTbes Ha pesynsratax Moritz [45], [46])

44 °C B TeyeHne 5 4

43 °C Ha nepuog NpUMEHeHMUs NyrbCOBOro OKCUMETpa

43 °C B TeyeHune 8

<43 °C B TeyeHune 84

Pesyneratel noa-
TBEpXAAT  pe-
syneratbl Moritz
>43°C

>43°C
43°C
43°C
<43°C

UToBbI MHTEPMNPETUPOBATL KaXAbIi OTCHET, 3a TOUKY OTcyeTa Obina npuHsTa GeaonacHas NoporoBas Temneparypa,
NPy KOTOpol He Habntofanuck Bongbipy. KpacHoTa, koTopasi MOXET yKa3sblBaTb Ha MMNepemMuio B pesyrsTaTe HarpeBaHus,
UK TennoBoe NOBPEeXAeHNe YacTu TONWMUHLI 3nuaepmuca (0ObIYHO Ha3blBaeMoe OXOroM MepBoit cTemneHn) Gbinu B3ATLI
Kak MapruHansHo AoNyCTUMbIE, TakK Kak BOCCTAHOBMEHUE KOXW C NErkuM NoKpacHeHeM NPOUCXOAUT JO0CTaTOHHO BBICTPO.
Bongblpn 04HO3Ha4YHO MPU3HAIOTCA Kak paHa WU nogpasymeBatoT nospexgeHue 6asanbHbIX KNEToK anugepMuca (0xor BTo-
poii cTenexu). Ecnu NpoaonmKUTENsHOCTL BO3AeACTBUA MeHee 8 4, Mbl oLieHUBanu 6esonacHyto 8-4acoByto TemMnepaTypy,
nenonb3ys amnupudeckoe npasuno Moritz 1 Henriques [45], macsee, 4YTO yABOeHWE BPEMEHW 3KCMO3ULMKU CHUKaeT
Ge3onacHyto TeMnepatypy Ha 1 °C.

JluTepaTypHble ccbifkv B BOMbLIMHCTBE CriydaeB AeNATCs Ha ABe rpynnbl. [aeTcs MHOro CChINoK Ha paboTy Ypes-
KOXHbIX MOHUTOPOB, KOTOPLIE MPUMEHSIOTCS, B OCHOBHOM, AN HOBOPOXAEHHbLIX. Jpyras rpynna AoKYMeHTOB npecTasns-
€T UccrefoBaHye OXOoroBbIX NOPOroB, NPOBOAMBLLEECS Ha B3pOCHbIX 4006poBonbLaXx. TonbKo HECKOMNBKO CChINOK KacakoTes
cyObeKToB cpefHel Bo3pacTHOW rpynmbl.

PaccmaTpuBas oLeHkM B Tabnuue BB.1, Mbl NpULLINK K CNEAYHOLIMM BLIBOAAM:

- 42 °C MoryT 6bITb coBepLUEHHO GesonacHbl ANS MNajeHUeB (BKIO4as HOBOPOXAEHHbBIX), HO €CTb JOCTaTOMHO
CNopHLIe pesynsraThbl, NOATBEPXAANLIME Mepbl NPefoCTOPOXHOCTU. 0 3TOW NPUYMHE PEKOMEHIYeTCH He MOoBbILATL
TpaauuMoHHbIWA npefen B 41 °C ANs MnageHUeB v coxpaHaTb ycTaHoBKY 41 °C no yMorn4aHuio;
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- 43 °C B TeyeHue 8 4 MoryT 6bITb 6e3onacHbl AN B3pOCAbIX, HO ¢ MOMEHTa Knaccudeckoi pabotel Moritz u apy-
rux 6bINo caenaHo HeCKONbKO HOBLIX UCCIefOoBaHMiA; pesyneratel paboThl Wienert n apyrux roBopsaT O NpUHSTUM Mep
NpPeaoCcTOPOXHOCTU. M0 3TOI NpUYMHe BbIN caenaH BoiBog 0 TOM, YTO 060CHOBaHHLIM NpeAenoM ANA B3pOCALIX SABNAIOTCA
TeMnepatypbl 42 °C B TedeHue 8 4 u 43 °C (mcnonb3ys npasuno Moritz) B TeueHue 4 .

YMecTHo 1 6esonacHo nogaepxueath npeaen Temnepatypel 41 °C ana MnageHuUes (NaLMeHToB A0 O4HOro rosia) u
ycTaHaBnueaTh npefensl Ans B3pocnbix (42 °C B TeyeHue 8 4, 43 °C B Te4yeHUe 4 4), NaUNEHTOB CTapLUero Bo3pacTa Ha
OCHOBe pe3ynkraToB HabnrogeHuii 3a TeM, YTO KOXHOe KpoBoobpallueHue y aeTelt 4o ogHoro roga [50] Heapenoe 1 4To Mo
APYrMM CTPYKTYPHBIM MapaMeTpaM KoXa Noxoxa Ha Koxy B3pOCnoro nocne atoro sospacta [49].

BB.3 Metoab! ucnbitTaHuin

HacToswuid ctaHaapT He TpebyeT NPMMEHEHNS] KOHKPETHOTO METOAa U3MepPeHUs TeMNepaTypbl KOXW NOA AaTYMKOM
NynbCcoOBOro okcumMeTpa. CyLlecTByeT MHOro XOpOLLUO U3BECTHbLIX U NPUHATBLIX METOA0B U3MEpPEeHUA TeMnepartyp noBepx-
HOCTWU. Pa3sHble U3rOTOBUTENU AATYMKOB UCMONL3YIOT CBOU COGCTBEHHBIE METOALI U3MEPEHUS TEMNEepaTyphl, NPOBOAA
M3MEPEHNA UMK Ha YeroBeKe, UMK Ha TepMOMEXaHWYEeCKOM UMUTaTope. B HacToswee BpeMs HEBO3MOXHO HaiTh npu-
eMNeMblii YHUBepcanbHblii METOA UCMLITAHUA, U OTSIUYHBLIE AaHHblE O TeNNoBOW 6e30NacHOCTU NYNbCOBOW OKCUMETPUM
rOBOPAT O TOM, YTO Takoi meTog He TpebyeTcA. KOHCTpyKTOpbl AaTuMKa, KOTopble XOTAT Nony4YaTb NpeuMyLlecTBa OT UC-
nonb3osBaHUa 6oree BLICOKMX TeMNepaTyp, AOMKHLI NOMHUTL cnegyloLlee:

- He06XOAMMO C OCTOPOXHOCTBIO YCTaHaBNUBaTb AOMNYCKU HA NOTPELHOCTb U3MEPEHUA. M3roTOBUTESNb JOMKEH [0~
CTOBEPHO 3HaTb TOYHOCTb U3MEPEHUA TeMNepaTypbl NPU NPOEKTUPOBaHUN AaTYMKOB, NpeAHasHa4YeHHbIX 4518 Temnepa-
Typ cBbiwe 41 °C, Tak Kak BbICOKME TeMnepaTypbl CHUXaloT npegen 6esonacHocTy;

- TeMnepaTypHble AaT4YMKWU JOMKHBI GbiTb JOCTAaTOMHO ManeHbKUMU, YToObl He UcKaxaTb U3MepeHus. Bonblune
TeMnepaTtypHble laTiUuKK, KOTOpble, Kak NPU3HaAHO, MOTYT UMETL XapakTepHble pazMepbl okono 0,5 MM (Hanpumep, GycuH-
Ka TepMonapbl, CBapeHHas U3 NnpoBonoku gunametrpom 0,25 mm). OgHako Yalle npuMeHsoT Hebonbline TeMnepaTypHble
AaTynKuK;

- TeMnepaTypHbIii AaT4YUK He AOMKEH CHUXaTb M3MEPEHHYI0 MaKCUManbHYyl0 TeMnepaTypy, OTBOAA 3HauuTeNbHoe
KONUYECTBO Tensa oT uaMepsemon obnactu. Takum obpasom, GyaeT HenpaBUNbHO UCNONb30BaTb MEAHO-KOHCTaHTaHOBLIE
TepMonapsl Tuna T, KoTopble 06bIMHO UCMNONB3YIOT ANA MEAULMUHCKNX UCCNEA0BaHUI, TaK KaK BbICOKas TeNONPOBOAHOCTb
MEAHO! NPOBONOKU MOXET CTaTb NPUYUHON OLUMBOHHOrO U3MEePEeHNa TeMnepaTyphl,

- TEMNepaTypHbIA AaTYMK JOMKeH BbiTb NOMELLEH TOYHO B camyto TENAYH0 TOMKY Ha rpaHuue MexXay KoXeil u aar-
YMKOM MYNbCOBOro OKCUMETpa. YacTo, HO He BCcerga, 3To ToYKa Ha AaTYUKe OKCUMeTpa HaxoauTca NocpeanHe Mexay
LBYMS KpUcTanamu cBETOU3Ny4atowmnx AUo40B, KOTopble 06bIMHO UCNONB3YIOT B UCTOYHUKAX U3nydeHns. Camas Tennasi
TOYKa HAXO4UTCHA ONbITHLIM NYTEM;

- 9KCnepUMeHTarnbHbIE METOALI JOIMKHEI BbITh TakMMK, UTODOLI 06ecnevwnBaThb COOTBETCTBME U3MEPEHUS Npeaenam
TeMneparypbl Npu Hanbornee HebnaronNpPUATHLIX YCIOBUSX;

- NaLMeHT MMeET nroxoe nepudepuyeckoe kposoobpalleHue. Mo3ToMy nepeaaqa Hepes KpoBb TeNMa Npy BbIHYX-
LLE€HHOW KOHBEKLMM He3HauuTernbHa, YTobbl NnoBbiWaTh apdeKTUBHYIO TENONPOBOAHOCTL NOBEPXHOCTHON TKaHW,

- CBETOAMOAEI B AaTYMKe NMYNbCOBOro OKCUMETpa paboTaloT Npu MakCMManbHOM TOKe, KOTOphLIA cnocobeH AaTb
MOHUTOP NpU HopManbHOW paboTe (3TO ycnoBue BHINOMHAETCS, KOrga NAUMEHT UMEET OYeHb TEMHYIO KOXY UITN NOSIHYIO
Hory);

- aKTUBHbI UCTOMHUK TEMNNa UCMOMb3YIOT AN UCKYCCTBEHHOMO MOBLILUEHWS TeMNepaTyphl KOXWU MnageHua Hag ab-
JOMuHanbHoW obnacTteto go 37 °C.

Mbl He Tpebyem, 4TobbI Kaxgas Mogesb AaTuyMKa NyNbCOBOrO OKcumeTpa Obina nporecTupoBaHa Henocpea-
CTBEHHO Ha «Haubornee HebnaronpuATHbIX» MauueHTax. M3rotoButenb AomkeH BbiGUpaTb METOALI OLEHKU TENMOoBbIX
XapaKTepucTUK AaTyuka, KoTopble MO3BONSAKT YBEPEHHO MPOrHO3MpoBaTh GE30NacHOCTb X TEMMOBOIO BO3AENCTBUSA Ha
Takux NnauUeHTOB.
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MpunoxeHue CC
(cnpaBouHoe)

OnpepeneHue TOYHOCTH

CC.1 O6Lume nonoxeHus

B HacTosLeM npunoxeHnn obeyxaaroTcs Kak popMynbl, Cnonb3yeMble ANS OLEHKU Ka4ecTBa W3MepeHwuii ¢ no-
MOLLIbIO NYNIbCOBOIO OKCUMETPpa, Tak U 0603Ha4eHus, npuceaemsle sTUM hopmynam.

TouHocTb nsMepeHuns SpO, AN NyNLCOBOro OKCUMeTpa Gbina obLienpuHaTa Kak «t 2 %, 04HO cpefHeKBajpa-
TU4Yeckoe OTKIOHeHMe». B HacTosALeM cTaHgapTe KOMUTET BeIGpan Apyryro peKoMeHAyeMyto Mepy TOYHOCTU U3MepeH s
Sp0,, X0Ts, N0 CYLLECTBY, COXpPaHAETCA Ta XKe camas hopMmyna (3HaveHue n — 1 3aMeHAeTCs 3HadeHeM n), KoTopas Obina
obuwenpuHsTa. Mbl pekoMeHAYEM ONpeAerneHns okanbHOW CUCTEMaTUYECKOW NOrpellHoOCTH, cpedHel cucTtemaTu-
YecKOW MOrpeLHoOCTN 1 NPELU3UOHHOCTU, KOTOPLIE COOTBETCTBYIOT UX OBLLETEXHNYECKOMY NPUMEHEHNIO, HO HEMHOTO
OTNINYaKOTCH OT 3HAYEHMUI 3TUX TEPMUHOB, KaK WHOMAa OHM MUCMOMb3oBalNCh B NUTepaType, OTHOCALLEHCA K MyrbCoBOW
OKCUMETpPUK. B aToM npunoxeHun obbacHsAOTCA 060CHOBaHUS ANA HalWMX pekoMeHaaLuuii. Mbl Take obcyxaaem TEpMUH
«HEOAHO3Ha4YHOCTb», KoTopLIi Gbin BBegeH B cTaTbe Severinghaus et al. [54], n 06bsicCHAEM, YTO TEPMUH TOYHOCTb U3-
MepeHUsi MOXET BhIMONMHATL aHanorn4Hyro qyHKLuMH.

CC.2 ToyHOCTb, CUCTEMATNYECKaAA NOrpeLlHOCTb U NPEeLU3UOHHOCTb

CC.2.1 OnpeneneHus

Kaxgblii U3 TEPMWHOB TOYHOCTb, CUCTEMaruyecKasi NMOrpellHOCTb U MPELU3UOHHOCTb UMEET HECKONbKO
onpeaeneHuii: Npy KOMNUNALUK CTaHdapTHLIX onpegeneHunit ASTM (ASTM, 7th ed., 1990) — 11 onpeaeneHuid TO4HO-
CTH, 9 — cMCTeMaT4YeCcKOo NOrpeLlHOCTM U 19 — npeLnsnoHHOCTH, Bce 0ToBpaHHble 3 fokymeHToB ASTM. Mbl BbIGpanu
cneymduryeckne onpeaeneHuns, KoTopble CornacyrTcs ¢ 0bLMMM onpegeneHnsiMu, ycTaHoBNEeHHbIMU B cTaHgapTte ASTM
E 456 [3]. OnpepeneHnus, yctaHoeneHHble B ASTM E 456, ¢ COOTBETCTBYHOLLMMU NPUMEYaHUSAMMU NPUBOASATCA HUXE:

To4HoCTh: CTeneHb BrM3ocTu pesynsrata U3MepeHnit K IPUHATOMY OMOPHOMY 3HaYeHMIO.

MpuMmeyaHus

1 TepMUH «TOYHOCTLY, KOTAa OH MPUMEHSAETCA K COBOKYMHOCTU Pe3ynkTaToB M3MepeHWiA, BkrtovaeT B cebs KoM-
6uHauunio crnyyaiiHoil cocTaBnsioweli U OBLLYI0 CUCTeMaTUYeCKylo OWMBKY WNKM COCTaBNSIOWYIO CUCTEMaTU4eCKOi
MOrpeLLHOCTH;

cuctemMatnyecKkas norpellHoCTb: PasHocTb Mexay mMatreMatudeCckuM oXugaHuem pesyneratoB MSMepeHMﬁ n npu-
HATBIM ONOPHBIM 3HA4YEHUEM.

2 CucTemaTuyeckas NorpeLUHOCTb NPeACTaBNAeT coboi 06LLYH CUCTEMaTUYECKYIO OLLINGKY B NPOTUBONONOXHOCTb
cryyaiiHoit olumBke. MoryT cylLlecTBOBaTL O4Ha I HECKOMBKO COCTaBIAOLLMX CUCTEMATUHECKOI OLINGKM, KOTOpble BHO-
CAT BKNazj B CUCTEMATUYeCKYH NOrpeLlHoCTb. Bonbliee cucTeMaTuydeckoe pacxoxeHne ¢ NPUHATHIM ONOPHBIM 3HAYEHU-
€M COOTBETCTBYET BorbLUEMY 3Ha4YEHUI0 CUCTEMATUUECKOIA NMOrPELLHOCTH.

3 MaTemaTudeckoe OXUAaHWe — CTaTUCTUYECKUA TEPMUH, KOTOPbIA NPUBNUIUTENBHO MOXHO WHTEPNPETUPOBATL
Kak cpefjHee 3Ha4eHMiA, KOTOpbIE MOXHO MoryYaTb, el MPOBOAUTL MHOTOKPaTHLIE N3MePEHUS;

npeLusnoHHocTb: CTeneHb BrIM30CTy Apyr K ApYry HE3aBUCUMbIX Pe3yrsTaToB U3MEPEHUIA, NONYYeHHbIX B 06ycnoB-
NEHHBIX YCIOBUSIX.

4 Tpeun3NoHHOCTb 3aBUCUT OT CnyYailHbIX OLLMOOK U HE UMEET OTHOLLEHWUS K UCTUHHOMY UNKU YCTaHOBMNEHHOMY
3HaYeHuto.

5 Mepy npeLU3UOHHOCTM OOBIMHO BbIpaXatoT B TEPMUHEX HETOMHOCTU U PacCUUTLIBAKOT KakK cpeaHeKBagpaTude-
CKOE OTKIOHEHME pesynsTaToB M3MepeHuid. MeHbluas NpeLn3noHHOCTL COOTBETCTBYET Bonbluemy cpefHeKkBagpaTude-
CKOMY OTKITOHEHWIO.

6 «He3aBucuMbIe peaynbTaTel MU3MEpeHUiA» — 3TO pesyrbTaThl, NoMyYeHHble cnocoboM, Ha KOTOPLIN He OKa3biBaeT
BNUAHWUSA HUKaKOW NpefLecTBYOLWMUIA pesynbsTaT, NoMyYeHHbI Ha TOM Xe caMOM UMW aHanorn4Hom o6bekTe UCnbITaHus.
KonunuecTBeHHbIE Mepbl MPELIMSUOHHOCTU CYLLECTBEHHO 3aBUCAT OT 0ByCroBMeHHbIX YCroBUA. KpatHUMK cny4YaaMm co-
BOKYMHOCTEN Takux YCNOBWUIA ABNSAKOTCH YCOBUS MOBTOPSAEMOCTU U BOCMIPOU3BOAUMOCTH.

CC.2.2 BnusiHue cMelleHUs U OLIMGOK 3a CUYET JIMHEMHOW annpoKcuMauum

Ha BbIGop KOMUTETOM OMpeAeneHnii okasano BMUSHUE PAacCMOTPEHUE TPEX CUHTE3UPOBaHHbLIX HAaGOPOB AaHHbIX,
KoTopble GbiNW MoryYeHbl B pesynsraTe UCCNeAoBaHUS KOHTPONUpyeMoW AecaTypauuu, Kak nokasaHo Ha PUCYH-
kax CC.1—CC.3. o ropuaoHTanbHON Ocu B KaXAOM U3 Tpex STUX rpaduKoB MpeacTaBreHbl NOKazaHWA HacblWeHus
KUCTOPOAOM Sg;, MOMNyYeHHbIe Ha 3TanoHHON CUCTeMe, a Mo BepTUKaNibHOM OCU — MoKasdaHWsi HackILLEeHUsA KNCNopoAoM
8pO,,, nony4eHHble Ha UCnbITaTeNsHOM NyNbCOBOM OKCUMeTpe. PenepHas NMHUA, nokasaHHas Ha rpaduke, SBnseTcs
TNIMHUEN UAEHTUYHOCTU (Ha KOTOPOMN UCNbITaTeNbHbIA U 3TanoHHbIA NPUbopLI 4aroT OAUMHaKOBbIE NOKasaHWs), a ABe WTpu-
XOBbI€ NMUHWUN NPeACTaBMNAOT OTKNOHEHUA * 2 % OT NTMHUM UAEHTUYHOCTY.
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Mokasanusi SpO, MCMBLITYEMOro AaTuMKa B 3aBUCUMOCTH OT NoKasaHuii Sy atanoxHoro npuopa.
MpeHebpexnmo manas cpegHAsa cucTtemMarmyeckan norpewHocts (0,02 %).
HaknoH nuxum perpeccum paseH 1,000.

sres

= 1,034 % npun Bg = 0;

Ams=1,033% » Pg=1,033.
dopmyna nuHum Tpenaa: y = 1,0002x + 0,02.

Sp02, %

PucyHok CC.1 — CuHTe3anpoBaHHbIE AaHHbIE Ans KanubpoBku (OCHOBHOMW criyvait)
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dopmyna nuHuM TpeHaa: y = 1,0002x + 1,48.
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PucyHok CC.2 — (K ocHoBHOMY criyyato fobaeneHo
NOCTOsIHHOE CMelLLieHue)
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Sp0,, %
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80 ‘):

Mokasanus SpO, UCNLITYyeMoro AaTinka B 3aBu- 75 /]
CMMOCTH OT NoKasaHuii Sy aTanoHHoro npuGopa. / 9
MpeHebpexuMo Manasi cpeAHsiA cUcTemMaTuue- A
ckasi norpewHoCcTb (0,001 %). 70 / :‘
HaknoH nuHum perpeccum Tenepb paseH 1,100. /
Ses = 1,034 % npu Bg = 0;
Ams = 1:332 % » Pg = 1,333. % 70 15 80 8 9 9 100
dopmyna nuHum TpeHaa: y = 1,1002x — 8,67. Sp, %

PucyHok CC.3 — (K ocHoBHOMY crnyyato gobaBrneH HaknoH)

Tpu rpachmka otnuualoTcs Mexay coboii TONbKO XapaKTepPOM HECNOXHbIX M3MEHEHUIA, BHECEHHBIX B OAUH OCHOBHOM
Habop AaHHbIX:

- pucyHok CC.1 (ocHoBHOW cnyyaid) 6bin nony4yeH Takum 06pasom, YTO FIMHUSI perpeccuu, NOCTPOEHHas Mo JKC-
NepMMeHTanbHbIM AaHHBIM, NOYTU TOYHO NonagaeT Ha fIMHUIO UAEHTUMYHOCTM (HaknoH paBeH 1,00 n cpepHee cmelleHne
pasHo 0);

- pucyHok CC.2 6bin nony4yeH Ha ocHoBe pucyHka CC.1 nytem po6aBneHns NOCTOSIHHOIO cMeLleHusl, paBHoro 1,5
€QVHULBI, K K2XKAOMY 3HaYEHWIO ;

- pucyHok CC.3 6bin nonyueH Ha ocHoBe pucyHka CC.1 nyteM no6aBneHus X-3aBUCMMON OLLUMOKKU K KXKAOMY 3HA-
yeHnuo: y(x) = 0,1x — 8,6523 Takum o6pasom, uto gobasneHHas owmbka paBHsETCS Hynio BGNMan ueHTpa rpacduka, sis-
JISIETCA NOJNOXUTENbHOW Crpasa 1 oTpULATENbHO| crnesa. YTobbl NONy4nTb HYNEBYIO CPEAHION AOTNONHATENbHYIO OLIMOKY,
Obina BoibpaHa yTOuYHEeHHas (hopmMyna.

CC.2.3 CucremaTuyeckas norpewHocTb (cM. pucyHkm CC.4 n CC.5)

Sp0,
A a A
o4

1 A o~

&?

\ﬂ

/u

Sr
1 — nnHNA perpeccun; 2 — noKarnbHas CUCTEeMaTUYEeCKan NOrPeLHOCTL; 3 — NUHUA UAEHTUYHOCTU

PucyHok CC.4 — padhmueckoe npeacrasneHne onpeaeneHus roKanbHON CUCTEMAaTUYECKO NOrpeLHOCTA
(MokasaHus SpO, UCMLITYEMOro AaTYMKA B 3aBUCUMOCTU OT NOKa3aHwii Sy atanoHHoro npnbopa)
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17— cpeaHAa cucTteMaruyeckas norpelHocCTb, 2 — nuHUA perpeccuu; 3 — nokanbHas cucTeMaTU4YecKaa NorpeHoOCTb

PucyHok CC.5 — Mpaduyeckoe npegcTasrieHne onpegerieHnii NokanbHoN U cpefHeil CUCTeMaTUYECKON NOrPeLLHOCTH
(MokasaHust SpO, UCMLITYEMOro faT4nKa B 3aBUCMMOCTH OT NokasaHuil Sp aTanoHHoro npubopa)

JloKkanbHasa cuctemMaruyeckas norpewwHocTb b ANA QaHHOro 3HaA4YeHUA X — 3TO PA3HOCTb MeXAy y-3Ha4YeHueM
NMNHWUK perpeccuun Ha aToM KoopauHaTte U y-3Ha4veHWneM NIMHUN NAEHTUYHOCTI, T. ..

b;=SpOqyt ;= Sgis

raei=1, ..., n
CpenHaa cucTemaTUuecKass NOrpewwHocTb 8 — npocToe YnCno, NpeacTaBnsioliee Beck Habop AaHHbIX. OHa
npeacTaBnseT coboil CPeAHIO PasHOCTb MEXAY SKCTIEPUMEHTANbHLIM W 3TANOHHBIM 3HAYEHUSIMU, COXPaHSIOLLMM
3HaK:
(SpO,; - Sgri)

-

B=
n

Mpw ornpefeneHnn aTUM cnocoGoM cpedHAs cUCTEMaTUUYECKasi NONPELHOCTb PaBHAETCA, Kak el U crieayeT ObiTb,
cpefHeMy Bcex 3Ha4eHMil NoKanbHo CMCTEMaTUYECKOR NOrPeLLIHOCTM B COOTBETCTBMM CO CReAyIoWUM BLIBOAOM:

n n S
2 (SpOy; = Sgi) X [(SPOZi = SpOyfit,i) +(SPOzfit,i — Sri )J 2. bi

= _ i =0+
n n n

HyneBoii 4neH Ha CTOpoHE NpaBoiA PYKN ABNAETCA Pe3ynkTaTtoM perpeccuu, kotopas onpefenser SpOqg, @ BTOPOK
YfieH NPOCTO MAEHTMDPULMPYET NOKaNbHYIO CUCTEMAaTYECKYIO MOrpeLLHOCTb.

O6a rpadmka Ha pucyHkax CC.1 n CC.3 feMOHCTpUPYIOT CpeHIo CUCTEMAaTUYECKYIO NOrpellHOCTb, PaBHYHO
Hymio, B TO BpeMS Kak Ha rpacduke pucyHka CC.2 cpeaHAA cucTeMaTuyeckas NorpeliHocTb cocTaBnseT 1,5 equHULIbI.
3HaueHuWe NoKanbHOW CUCTEMATMYECKOW MOrPeLIHOCTU paBHAeTCA Besfe Hymnto Ha pucyHke CC.1, noctosHHo 1,5 egun-
HULbl — Ha pucyHke CC.2, a Ha pucyHke CC.3 oHo criefyeT dopmyne b = 0,1002x — 8,67.

CC.2.4 lNpeun3NOHHOCTb

Ha pucyHke CC.3 npeactaBneH criydaid, KOTOpbliA MHOIa BCTpevaeTcs B MyNbCOBON OKCUMETPUM, OCOGEHHO NpM
pa3paboTke HOBOW MOAenu AaTYMKa NyNibCOBOro OKCUMeTpa A1 UCMNOMb30BaHWA C KanubpoBOYHBIMU KPUBBLIMU, KOTO-
pble BCTPOEHLI B YX€e CYLECTBYHOLMI A MOHUTOP MyNbCOBOFO OKCMMETPA. TOT haKT, 4To B 3TOM Habope faHHbIX MeXAy
KCNEPUMEHTANBHBIMUA U 3TANIOHHBEIMW 3HAYEHUAMU UMEETCH HEMOCTOSTHHOE CMeLLeHNe, O3Ha4aeT, YTo NONEe3HO pasfu-
yaTb NIOKaNbLHYIO U CPEAHIo cucTeMaTuyeckne norpewHocTn. dakrtudyeckne Habopbl faHHbIX MOryT UMeTb Gonee
CIOXHbIe 3aBUCUMOCTU CUCTEMATUYECKOM NOrpeLlHOCTU OT Sk, HO 3TOT NpuMep GyaeT AoCTaTOuHLIM ANA AEMOHCTpaLMm
TOro, YTO NPOUCXOAMT C popMynamu, onpeAensaeMbiM1 pasfMYHbIMU JaHHBIMUY, KOrZla NoKanbHaa cucreMaTuyeckas no-
TPELIHOCTb N3MEHSETCA C HaCkILLEHUeM.

Mbl noaaepxvBaeM onpegeneHue NpeLM3MOHHOCTH Kak cpefiHeKBaApaTUYeCcKoro OTKNOHEHNS pa3HOCTeNl S
JAaHHoe cneaytolen dpopmynoint [31]

resr 3a-

n
2. (SpOy; —SpOyyy ; )2
i-1

Stes = (n-2) )

e N — YUCIO Nnap AaHHbIX B Npobe;
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(SpOy; — SpOyit ) — PasHOCTb Mexay i-it 3afaHHOW Benu4MHON SpO, M 3Ha4eHUEM KPUBOW, MOCTPOEHHOM Mo
aKcnepuMeHTarbHeIM TOUKaM, KOTopoe COOTBETCTBYET j-My 3TarloHHOMY 3HaueHnio Sg;. MPeLn3NnOHHOCTDb S, MOXHO
HarnsgHo WAEHTUDULMPOBATE Kak pasbpoc akcnepuMeHTarnbHbIX TOYeK BOKPYr ONTUMarnsHo#i KanubpoBoYHO’ KpUBONA, fo-
CTPOEHHOI no Toukam. OHa sBNseTCA kpuTepmeM pasbpoca, KOTOPOro CreayeT oXugaTe NP MHOMOKPaTHBIX U3MEePeHUsIX
Ha OfHOM U TOM e NyNbCOBOM OKCUMeTPpe Mpu 3ajjaHHOM HacblLEHUN KUCIOPOAOM, YHUTLIBASA KaK Bapuauuun cpeamn
NaUMUeHTOB, TaK U CXO4MMOCTb 3J1eKTPOHHOro o6opyAOBaHUA U CPeLCTB NporpaMmmMHoro obecneveHus.

MpumedaHue — Ha pucyHkax CC.1, CC.2 n CC.3 s, MMeeT cornacosaHHoe 3HaveHue okono 1,034 %. Bece
Tpu Habopa AaHHbIX UMEIKT OAUH W TOT Xe pasbpoc aKCNepUMeHTarbHbIX TOYEK OTHOCUTENBHO ONTUMANbHON SIMHUK pe-
rpeccuu, MOCTPOEHHOMA MO BKCMEePUMEHTalBHBIM ToUKaM, U MPUENN3NTENBHO MAGHTUYHBLIE 3HAYEHUA S.o OTPaXaIoT 3TOT
dhakT. Hanuune cuctemaTyeckon NOrpeLlliHoCT Ha ABYX U3 3TUX rpadpukoB He UMEET BNUAHUA Ha HaLly Mepy npeunsn-
OHHOCTM, KoTopas ABMNSAETCA TaKoW, Kakol el cneayert ObiTb.

CC.2.5 TouHoCcTb

Kak npepgnoxeHo B onpegeneHun, npusegeHHoMm B ctaHgapte ASTM E 456, Mbl XOTUM NpeacTaBuTb TOYHOCTb
Kak KoMBMHaLuWio cucTemMaTUYeckol 1 criyqailiHoi cocTaBnsiolmx owmbku. OnpegeneHne, KOTopoe AONro UCNonb3oBa-
110Cb MHOrMMW M3roTOBUTENAMM, NpefcTaBnaeT coboli cpefjHeKBaZpaTuieckoe OTKIOHEHWE rMS U3MEpPEHHbIX 3HaYeHW
SpO,; OT 3TaNOHHLIX 3HA4YEHUI Sg;, kak 0BycroBneHo cneayroLen hdopmMynoi

d 2
Y. (SpOy; —Sgj)
i=1

n

Ams =

Mel nonaraem, 4To GOMbLIMHCTBO U3rOTOBUTENEN, KOTOPbLIE 3asBMANM TOYHOCTb U3MepeHusa SpO, NyNLCOBOro
OKCMMeTpa KaK «CcpefiHeKBafpaTU4eckoe OTKIOHEHWe», Ha CaMOM [lernie paccuMTbiBanyn 3HadveHne A . Mo MeHblueit
Mepe, OAVH U3FrOTOBUTENb UCMONb30Ban BHYTPU CBOel opraHusauumn abbpesmnatypy SDI, 4To 03HavaeT «cpeaHekBagpa-
TUYecKoe OTKITOHEHWE OTHOCWUTENbHO NMHWM MAEHTUYHOCTM®. OTO HenmpaBuiibHOE ynoTpebneHwe TepMUHA, NOCKONBKY
Aims He SBNSAETCA cpefjHeKBafpaTu4eckuM OTKIOHeHneM. BaxHo, YTo aTa Mepa cama no cebe nonesHa. CneuynanneTsl
ByayT MAEHTUDULNPOBATL A o KaK HEYTO OYEHb CXOfIHOE C «pacnpOCTPaHeHHO cpeiHeKBaapaTUYECKON rms oWNBKO
u3MepeHusi». 1o cnocob ycpefHeHNs aGConoTHLIX BENMUYMH OLLMGOK Ha BceM AUana3oHe N3MepeHUs.

MpumeyaHune — OTMEYEHO, YTO MUCMONb3OBaHUE 3HAMeEHATers /1 B 9TOM BblpaXeHnuu Ana Ao nydwe, Yyem
3HameHaTens (n— 1), KOTOPbIA JOMKEH UCMOMNL30BATLCA B TOM Cliyyae, ecnu A . — CpeHeKBaApaTU4eCcKoe OTKNOHeHNe.
Pa3HocTb YMCNOBLIX 3HAYEHUIA ABNAETCA TUMMYHO TpuBUanbHOW. Mosenexune (n — 1) B onpeaeneHun cpefiHekBagpaTude-
CKOro OTKIOHEHUS BO3HUKAET B pe3ynsrare Toro, 4To Tonbko (1 — 1) Npo6, BkNoYalowmx cpefHekBajpaTuieckoe oTKIoHe-
HWe, MoryT BbiTb cBO60AHO BbIGpaHbl (CTaTUCTMKM rOBOPAT N — 1 «cTeneHei cBoboably). 3HaveHue n-it npobkl NogUUHEHO
orpaHu4eHUsaM, NOCKOMbKY OonpefeneHne CpefHeKBaApaTUYeckoro OTKNOHEHNA BKIIOYAET Pa3HOCTb CO CPEeAHUM, Noj-
pasymeBaltoLLyto, YTo -5 Npoba BelbpaHa TaK, YTo cpefHee MMEET U3BECTHOE 3HaYeHNe. 3TO He SBMSETCS orpaHUieHUeM
Takoro poga Ans pacyeta Ay, Tak Kak BblpaxeHue He BKMoYaeT noboro npegonpeaeneHHoro napameTpa, Takoro Kak
cpefHee.

MoHumas, 4To A, HE SBMAETCH cpefHeKBaApaTU4ECcKUM OTKMOHEHUEM, BaXHO W3beraTb owMBKM Npu pacyeTe
TOYHOCTU U3MepeHus SpO, okcumeTpa. Ecnu ncnonbsoBanack efuHULA 418 CO30aHUA KOMOHKN AUHAMUYECKOW arnek-
TPOHHOI! Tabnuubl, coaepxalleil Bce pasHocTn (SpOy; — Sg)), U pacHeTa cpeAHeKBafpaTMHeckoro OTKNOHEHNS 1aHHbIX C
NOMOLLBIO MPOrpaMMHbIX CPEACTB, TO NOMYYeHHbI pe3yneTaT He ByaeT Ao (B ASACTBUTENEHOCTH, Kak 3aME4EHO Hixe,
oH ByneT npeacTasnATb coboit Pg, Mepy Npeun3noHHOCTH, paspaboTaHHyto Severinghaus ef al.) [54].

CpegHeKBagpaTUYecKoe OTKIIOHeHUe Ansi NtoOOoM NepeMeHHo! x onpegenseTcs cneayoweil hopmynoii:

n
=\2
2 (X -X%)
s A=
X n-1 '
rieX — cpeaHee BCex 3HaueHit X, CpaBHuBas aTy OPMYNY C BbipaXeHUeM Ans A, Mbl BAAUM, YTO B BbIP@XEH!N

ANS Ay HET BLIUUTAHUA CpefHEero sHaueHUsl. A, He SBMAETCA Mepoil pasbpoca BOKPYr CpefHero sHade-
Hus. OHa M3MepSEeT pasHOCTE MEXAY SKCNEPUMEHTaNbHBIMU U STarlOHHBEIMU 3Ha4YeHUAMU. YUCroBYo pasHOCTb
MEXAY A ¥ Pg MOXHO YBUAETb B NMOAPUCYHOUHBIX Hagnuesx pucyHkos CC.1—CC.3.

Ams OKasblBaeT BUAHWE KaK Ha cnyyaiiHbll pasbpoc, Tak W Ha CPedHIo W NOKanbHY cUcTeMaTuyeckue
NOrpeLlHOCT!.

Ha pucyHke CC.1 BcreAcTBue TOro, HYTo NokKarnbHasA cMcTeMaTmyeckas NorpewHocTb npeHebpexnmo Mana Ha
MPOTSPKEHWN BCEro AunanasoHa (4To NPUBOAUT Takke M K NpeHebpexumo Manoil cpeAHell cucteMaTUYecKon norpetu-
HocTH), Ao = 1,033 %, 4TO NPUBNNU3NTENEHO PABHACTCH SHAYEHNIO S, TOT aKT, UTO A, U S, g ONN3KK K 1 %, corna-
CYeTCs ¢ BU3yarnbHbIM HabntogeHneM, YTo GONbLUMHCTBO AaHHbIX Ha pucyHke CC.1 nexuT B Npegenax = 2 % oT penepHoi
NWHWUKM rpadomka. Mel oxugaem, 4YTo Npu HopMmansHoM pacrpegeneHnn 95 % nameperuii ByayT nexatb B npegenax AByX
cpefHeKBafpaTUYeCcKuX OTKIOHEHWIA OT cpefHero.
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Ha pucyHke CC.2 npu cornacoBaHHO GONbLIOM CMELLEHWUM (T. €. NOCTOAHHasA NoKanbHas cucTeMaTnyeckas no-
rPeLHOCTb NPUBOAVUT K CPeAHed CMCTEMATUUECKON NOrPeLHOCTH, OTANYHOMA OT Hynsl) 3Ha4eHue A, BodpacTaeT 40
1,823 %.

Ha pucyHke CC.3 npu Hynesoll cpeaHeil cMCTEMaTNYECKON MOrpeLHOCTH, HO N3MEeHSIIoLLeNCs NoKanbHOh cu-
CTeMaTUUECKOH NOrpelHocTn A .. NMEET NpoMexyTouHoe 3HadeHne 1,332 %. MockonbKy nokanbHasi cucTemaTu-
YyecKasi norpelHocTb Ha pucyHke CC.3 noyTu Be3ge MeHblue No abCconoTHOMY 3HaYE€HWUI0 MOCTOSHHOTO CMEeLLEHNs Ha
pucyHke CC.2, 3To 03Ha4aeT, YTo Halla Mepa obLieil TOYHOCTU nsMepeHmna SpO, Huxe Ha pucyHke CC.3 No cpaBHeHNo
¢ pucyHkom CC.2 (T. e. pucyHok CC.3 feMoHCTpUpyeT Sonee BbICOKYH TOYHOCTb uaMepeHun SpO,, Hem pucyHok CC.2).

CC.2.6 AHanus

Ceit4ac Mbl xoTUM 06CyaUTb CBA3bL MeXAY onpefeneHnsMu, NPUBEAEHHBIMU BhilLe, U TePMUHAMW, UCMONb30BaHHbI-
MW ABYMS [JOCTOMHBIMWA YBaXXEHUA UCTOMHUKaMU, KOTOPLIE UMEN peluaroLee BIWAHUE B HayYHbIX XypHanax, NoCBALLEH-
HbIX NynbcoBoi okcumeTpuun. Bland n Altman [12] peluntenbHo Bo3paxarnu NpoTUB HENPaBUNLHOMO NPUMEHEHU: Koaddu-
LMEHTOB KOppensaLuun NpyU CpaBHEHUN ABYX METOA0B U3MEPEHUS U BBENW NONE3HLINA rpaduyeckninl MeToa uccnefoBaHus
AaHHbIX, NOMyYeHHBbIX NPU CPaBHUTENbHLIX 3KcnepumeHTax. Severinghaus et al. [54] BBen onpeaeneHnn cuctematude-
CKOW MOrpeLuHOCTU U NPEeLM3MOHHOCTH, OCHOBaHHbLIe Ha MeTofe Bland n Altman, a Takke onpeaenun HOBbIA TEPMUH
HeOoAHO3Ha4YHOCTb Kak CyMMY NPeLU3NOHHOCTU U CUCTEMATUYECKO MOrPeLIHOCTU.

B cneaytowmx naparpagpax Mbl UCNosb3yeM CUMBONGI Bg U Pg ANa onpeaeneHnii cucTemaTnyeckoil NorpelHocTy
1 NPELM3NOHHOCTM, KOTOpbIE UCnonb3oBanuck Severinghaus. OH onpegenan cUcTeMaTUYeCKyo NOrPELHOCTL Kak cpef-
HIOIO0 PasHOCTb MEXAY 3KCNePUMEHTaNbHBIMU U 3TANOHHBIMU 3HAYEHUAMU, COXPaHAOWUMK 3HAK:

n
‘21(Sp02i - SRi)
i=

Bg = -

Mpy OTCYTCTBMM COBMAfEHUA 3TO ONpeaeneHne UGEHTUUHO HalweMy OnpefeneHnio cpeaHel CUcCTeMaTuieckom

norpewHocTy. Mbl NPUHANK A3bIK Severinghaus ANA 3TOro onpeaerneHns, AONONHUTENBLHO NPU3HABas, YTO NPU UCCNEeAo-

BaHMM KanbpoBKu NyNbCOBOrO OKCUMETPa UHOTAA BLISBNAETCS U3MEHEHWe CUCTEMATUHECKON NOrpeLHOCTU NPU Hackl-
LLieHWUW, TaK KaKk 3To MonesHo ANS Toro, YTobbl pasnuyaTh NOKaNbHYIO U CPEAHIO CUCTEMaTHYECK1e NOrPELHOCTH.

Severinghaus et al. onpegenan NPeUN3NOHHOCTb KaK «CpegHEKBaApaTUYECKOe OTKIOHEHWE CUCTEMAaTUHECKOM

NOrpeLUHOCTU».

n
2
2. (SpOy; — Sg; + Bs)
=1

Fs = n-1

OTa Mepa oTIMYaeTcs OT PEKOMEHAYEMOro Hamu onpefeneHust NPeUUsMOHHOCTHU. C OfHON TOYKN 3peHust Pg —
3TO cpefHeKBaapaTU4YecKkoe rms OTKNOHEHWEe pasHOCTel OT cpeaAHel cUcTeMaTUYeckol MOrpellHOCTH, B TO BpeMs
KaK Sy — 3TO CPEAHeKBafpaTUHecKoe OTKMOHEeHWe pasHOCTel OT NoKanbHOW CUCTeMaTUUECKoi norpelHocTn. Ha-
MOMHUM, YTO S, ObINO OfHUM U TeM Xe Ha pucyHkax CC.1—CC.3. CpaBHUM, YTO MPOUCXOJUT C Pg B 3TUX TPeX chnydvasx:

- Ha pucyHke CC.1 Pg = 1,033 (M3EHTUYHO C S,¢);

- Ha pucyHke CC.2 Pg = 1,033 (B 9TOM cryvae Pg UMeeT xenartencHoe CBOWCTBO Mepbl «MPEL3MOHHOCTUY, Co-
OTBETCTBYHOLLEH pazbpocy OKOMo NIMHUK perpeccuu, Ho He COOTBETCTBYIOLLE NOCTOAHHOMY CMELLIEHWIO, YTO OTPaXKeHO B
OT/IMYHOM OT HYNS 3Ha4YeHUU cpeaHein CMCTEeMaTUHECKON NOrpeLlHoCTH;

- Ha pucyHke CC.3 Pg = 1,333 (Pg BO3pOCno, YTOOLI COOTBETCTBOBATL A ... MOCKOMLKY NOKaNnbHaA cucTematu-
YyecKas MOrpelHoCTb ABMSAETCA NepeMeHHON, 3TO Bhi3biBaeT yBenuyeHne Pg, AaXe ecnu cryvaiiHaa cocTasnswowas
owMBKY, N3MepeHHas No OPMyne ANS Sy.g, HE N3MEHANach).

Bland n Altman npu oBcyxgeHun npumepa B cBOEM pUCyHKe 2 [12] FOBOPAT: «...HET OMEBUAHOI 3aBUCUMOCTU MEXAY
pasHuLel 1 cpegHUM. B aTUX yCrnoBUsAX Mbl MOXEM Pe3loMUPOBaTb OTCYTCTBUE COITIacOBaHWUSA NpU pacyeTe cuctemarmye-
CKOM MOrPELLHOCTH, OLEHUBAEMOI CpeHEN pasHOCThIO d U cpefHeKBaAPaTUHECKUM OTKNOHEHUEM PasHOCTEN S». Takum
o6pa3soM, 3HadveHue d no Bland u Altman skBuBaneHTHO 3HaueHuio Bg no Severinghaus, a UX 3Ha4YeHWe S SKBUBATIEHTHO
ero sHaveHuo Pg. Bland 1 Altman ykasblBaioT, YTO NONE3HOCTb CPEAHEKBAAPATUYECKOrO OTKIIOHEHWUA Pa3HOCTel BO3HU-
KaeT Tor4a, Korga OTCYTCTBYET O4eBUAHAs 3aBUCUMOCTb Mexy pasHuleil n cpeaHuM. Kak UnntocTpupyeT Hall pUcyHOK
CC.3, Hanu4ue NnepemMeHHOro NOKanNbHOro CMeLLeHNs AenaeT NpenoYTUTENbHBIM NCNOMb30BaHUe APYroi Mepbl cryyait-
HoM own6GKu.

B uTore Mbl paccMaTpusaem TepMUH HEOAHO3HAYHOCTb, BBEAleHHLIW Severinghaus et al. [54], kak cyMMy cucteMa-
TUYECKOW NOrPeLIHOCTU U NPELM3UOHHOCTH:

Ag =Bg + Pg.

LleHHOCTb 3TOro TepMUHA KaK KONUYECTBEHHOro NokKasartend HageXHOCTU COCTOUT B TOM, 4YTO OH o6beaunHseT B
OAHO3Ha4YHOE 4YUCNO cocCTaBnAKWUe Kak cUcTeMaTUYEeCcKoni, Tak u cryyaiHown owunbok. MoXxHO nokasarb, YTO pPEeKOMEeH-
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AyeMmasi HaMu Mepa TOYHOCTU UsmepeHus SpO, A . UMeeT aHanorniyHoe CBOMCTBO, Tak YTO HET HeoBXoaUMOCTH UC-
nonb3oBaTh KaK A, Tak 1 HEOJHO3HAYHOCTb NPU aHanus3e pesynesTaTtoB KOHKPETHOrO aKcnepuMeHTa. [lokasaTensbCTBo
HaYMHaeTCsa ¢ MaTemMaTu4eckoi UAEHTUYHOCTH:

2

n
n n ~Z1Xi
Y= 3 (-7

i=1 i=1
Ana x; Mel ucnonbayem pasHocTb (SpO,; — Sg;). PasnoxeHue n NnoAcTaHoBKa NPUBOASAT K AEMOHCTPALMK TOTO, 4TO
~ |p2 . p2
Ams =P st BS :

[ns HeKoTOpbIX YMTaTenei MoxeT 6biTb YA06HBIM UCMONb30BaTh 3Ty opMyny AnA pacdeTa A, ... Ecnu pasHocTu
MeXay 3KCnepuUMeHTasbHBIMU WU STANOHHBEIMU NOKasaHWSIMU OKCMMETpa BBOASAT B OAHY KOMOHKY AWHaMUYECKOW anek-
TPOHHOI Tabnuupl, Bg GyAeT paBHATLCA CpeAHeMy 3TOM KOMOHKW, a Pg OyAeT paBHATLCA ero cpefHeKBajpaTuieckomy
OTKSOHEHUIO.
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Mpunoxexune DD
(cnpaBouHoe)

CTaHgapThl ANA KaNMOpPOBKU

B HekoTopbix paHee onybrnMKoBaHHbLIX CTaHAapTax YCTaHOBIIEHO, UTO NyNbCOBOW OKCMMETP Kanubpyetcs Heno-
CpefiCTBEHHO NO aHanuay KpoBu in vitro ¢ nomouybio CO-okcuMeTpoB. B 3ToM npunoxeHuu npeactaBneHbl ABa Takux
ony6nukoBaHHLIX JOKYMEHTa W NosICHAETCS, korga TpebyeTcs aHanus in vitro, a koraa HeT.

B Pykoeodawjux ykasaHusx 1o KnuHU4ecKol npakmuke ucronb3oeaHus nynbcoeoll okcumempuu [7] AMepuKaH-
CKOW accounaunm no UCKyccTBEHHOW BeHTUNsiuun nerkux (AARC) roBopuTtcs:

«7.2 [InA Banuaaumm nokasaHwiA NynbCOBOrO OKCUMETPA, PErmcTpaLmMmn Uik OLEHKU COOTBETCTBUA Mexay SpO, 1
HacbllLeHWeM apTepuarnbHoii KpoBU okcureMornobuHom (Sa0,), nonyyYeHHbIM NpU HEeNoCpeCTBEHHOM U3MEPEeHUH, 3T
N3MEpEeHUsa crnefyeT nepsoHaqarbHO BLINONHATL OAHOBPEMEHHO, @ 3aTeM NepuoamnYecku nogeepraTe NOBTOPHON OLEHKe
OTHOCUTENBHO KITMHMYECKOrO COCTOAHUSA NauueHTa.

Mbl npuHmMaem ato yTeepxaeHune AARC Kak pykoBoAsLyMe yKasaHUs No KIUMHUYECKOW NpakTUKe, KOoTopkle He pac-
CMaTpmBaIoT BONPOC OTHOCWUTENbBHO TOro, Kak CrieAyeT ycTaHaBnmBaTb UCXOAHYIO KanMbpoBKy NynibCOBOro okcuMeTpa.
KomuTeT nonaraeT, 4To pykoBogsLme ykasaHna AARC nogxoaat Ans UCNornb3oBaHUs B KNUHUYECKOW npakTuke. Mo paagy
NPUYMH MOKasaHna NyfibCOBOTO OKCUMETPA, NofyYeHHbIe AN OTAENbHbIX NAaLMEHTOB, MOMYT OTNMYaTBLCA OT NOKasaHui
CO-oKkcuMeTpa, NosToMy Bcerga LenecoobpasHo npu KNMHUYECKOM UCTONbL30BaHNN NOATBEPANUTL NokasaHna SpO, ¢ no-
MOLLiblo Bonee TOYHOro 3MEPEHNS. OTO YTBEPXKAEHNE COMMacyeTCs C TOUKOW 3peHUs), N3NOXEHHON B AA.1.

B O6uwem pykosodcmee FDA no HeuHeasusHoOMYy MybCO80MY okcumempy [23] HenoCpeaCTBEHHO paccMaTpUBaET-
cs Bonpoc 06 ncxogHoi kanubposke nsrotosutens. B pasgene Il1.M.e. roBoputcs:

«[pn KnuHWYeckoii anpobaumn HeobxofMo NOATBEPAUTL TpeBOBaAHUA K TOMHOCTH, YCTAHOBIIEHHBIE U3rOTOBUTE-
nem. Bo Bpemsa aToii anpobauuun McnbITyemblii OKCUMETP crieyeT UCNONb3oBaTb ANA U3MEPEeHUS YPOBHEWH HacbiLeHUs
apTepuanbHOro reMornobuHa KUCIIopoAoM, U 3T YPOBHW HEOBXOAMMO CPaBHUTL C YPOBHAMU, ONpeAeneHHbLIMU Npu 3a-
Gopax apTepunarbHol KpoBM ¢ noMoLbto CO-OKCUMeETPpA. .. ».

KOMUTET 3aHsn Takyto TOYKY 3peHWs], 4TO JOMYyCcKaeTCA MCNOMb30BaHNe NYNbCOBOrO OKCUMETpa B KayecTBe BTO-
pW4Horo aTanoHa. Ecnu faHHble cobpaHbl Ha 60MbLUOM YACIE MALUEHTOB, A0CTaTOMHOM ANA NONYy4YeHUS COBOKYMHOCTH
CTaTUCTUYECKUX AaHHBIX, TO LienecoobpasHo UCnonL30BaTb NYNbCOBbIe OKCMMETPbI, KoTopble Bbinn oTkanubpoBaHb
no CO-okcumeTpam, B Ka4ecTBe BTOPUYHbLIX 3TANOHOB ANA KanMbpoBKM ApPYrMX MYNbCOBbLIX OKCUMETPOB. [pn aTom
HeobxoauMo obpalliaTb Hafnexallee BHUMaHWe Ha pacnpocTpaHeHWe oLMGOK, YTODbI caenaHHbIe 3asBNeHUs O Tou-
HocTu namMepeHns SpO, Gbinu 4eTKo 060CHOBaHL. B ycnoBHsX KNMHUYeCKoih naGopatopuu, Npyu KOTOPLIX NPOBOANTCA
KanubpoBka No BTOPUYHLIM STanoHaMm, MHOrMe U3 U3BECTHLIX UCTOMHUKOB OLUMBOK B MynbCOBON OKCUMETPUU haKkTUHECKH
uckniovaroTes. MNMpumepamn Takux UCTOMHUKOB OINGOK ABNAKOTCA HU3Kasa Nepdyans, aneKTpoMarHuTHeIEe NOMEXN, ABuXe-
HWe, NaK 4N HOMTel, NOrpeLHOCTb NO3ULMOHUPOBAHUS AaTYMKa NMYNIbCOBOrO OKCUMETPA U OKpYyXaroLwwuii ceeT. Sddek-
TUMBHOCTb Npouecca KanubpoBKnW NO BTOPUYHLIM 3TanoHaM A0Ka3biBAaETCA TEM, UYTO MCMbITaHWE AAaHHOMO TUNa AAaTYMKOB
NyNbLCOBOro OKCUMETPA B TEHEHNE MHOTUX NET COrnacoBaHo AaBaro WAEHTUYHbIE pe3ynbrarhl, a Ha NpoTskeHun 20 neT
npuseno kK 6e3onacHOMy U BCe BO3pacTaloLEMy UCMONb30BAHUIO MYNbCOBON OKCUMETPUM.
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MpunoxeHune EE
(cnpaBouHoe)

PykoBoasilue ykasaH1s nNo oLeHKe U AOKYMEHTanbHOMY NOATBEPXAECHUIO TOYHOCTH
usmepeHus SpO, Ha noaax

EE.1 O6wue nonoxeHus

B HacTosiLLeM NPpUNOXeHUN AaHbl PYKOBOASALLME YKa3aHUA NO OLUEHKE U AOKYMEHTaNsHOMY NOATBEPXAEHUIO TOYHO-
CTU U3MepeHusa Sp02 nynbcoBoro okcumerpa. OnucaHHble B 3TOM NPUNOXEHUU METO/ bl MPUMEHSIIOT KaK A HOBbIX,
Tak n Ans MoanduLMpoBaHHbIX NYNbCOBbLIX OKCUMETPOB, a TalkKe WX YacTel BCAKWIA pas, Koraa TpebyeTca uccneposa-
HWe 4YenoBeka.

MpumevyaHune — B 50.101.2.1 TpebyeTcs, 4TobLI Nt060e UccnegoBaHne, NPOBOAUMOE AN OLIEHKN TOYHOCTH
SpO, NynbLCOBOro OKCMMETpPa, COOTBETCTBOBAsO TpebosaHuam ISO 14155-1 n 1ISO 14155-2.

Llenblo HacTosILLero NpuUnoXeHUs SBMNAETCA onMcaHne MEeTOA0B NPOBEAEHUA UCTIBITAHWIA AN OLEHKU TOYHOCTH
usmepeHusa SpO, nynbcoBoro okcumerpa. OHO He NpeAHasHaYeHo ANS YCTaHOBREHUSI MEAULMHCKON NpaKTuKW, Haj-
nexalynx 6esonacHeIX npoueayp UM COOTBETCTBYIOLMX Npoueayp HabnioaaTenbHOro coBeTa fleyebHOro yupexaeHus
(IRB) unun komuteTa no atuke (EC).

OnucbiBatoT ABa TUNa UCMbITaHWUHA, B KOTOPLIX YeNOBEK UCNONbL3YETCA ANS OUEHKM TOMHOCTH u3mepenus SpO,
NynbCcoOBOro okcumetpa. J1060i U3 3TUX TUNOB UCMbITaHWIA MOXET NPOBOAUTLCA B nabopaTopuu UK N0 KOHKPETHOW
cpeae UCrornb3oBaHUs.

MHBasMBHOE UCMbITaHMe: TOYHOCTb U3MepeHusi SpO, NyNbCOBOro OKCUMETpa OLiEHUBAETCA MyTEM CpaBHEHUS
nokasaHuit SpO, NyNbCOBOro oKCUMETpa co 3HadeHnAMU Sa0,, onpeaeneHHbLIMK ¢ noMolblo CO-okcuMetpa. [lsa
TMNa MHAMBUAYYMOB MOTYT MPUHUMATL y4acTue B UHBA3MBHLIX UCCNEA0BAHURAX:

- 340poBble J06pPOBOMbLbI, KOTOPLIE COMMACHBI ¢ MHAYLMPOBaHHOW rMNOKCUei U 3abopom apTepuarnbHoi KpoBU B
Ka4ecTBe COCTaBHOIR YacTu aKkcnepuMeHTanbHou npouedypel (cM. EE.2) unu

- MauMeHThl, Ys¥ Npobbl apTepuansHOA KpoBU NPUroAHEl AN aHanuaa (cMm. EE.4.1).

HeunHBa3MBHOE UCMbITaHWE: TOUHOCTb U3MepeHUsl SpO, NyNbCOBOro OKCUMETPa OLeHUBAETCS MyTeM CpaBHEHUS
nokasaHuit SpO, NynbCoOBOro OKCUMETpa CO 3Ha4eHUAMM, NOMyYeHHBIMU Ha MYNIbCOBOM OKCMMETpPE, UCMOSIb3yeMOM B
KayecTBe BTOPUYHOro aTanoHa. [iga Tuna uHAMBMAYYMOB MOTYT NMPUHUMATL Y4acThe B HEMHBA3UBHLIX UCCNEfOBaHUSX:

- 350poBble Jo6poBOnbLbIl, KOTOPLIE COrMacHel ¢ MHAYLMPOBAHHON MMMOKCHUEl B Ka4ecTBE COCTaBHON YacTU 3KC-
nepuMeHTansHon npoueaypsbl, Unu

- NALMUEHThI.

Mockonbky Kanubposka MyNbCOBOrO OKCUMETPA, MCMOMb3yeMoro B Ka4ecTBe BTOPUYHOMO 3TarloHa, Henocpea-
CTBEHHO Mpocnexusaercs No 3HadeHUsaM CO-OKCUMETpPa, 3TOT OKCUMMETP MOXET UCMonb3oBaTbCH Kak nepexogHon
3TarnoH.

EE.2 MeTtoguka nHBa3suBHoro naboparopHoro UcnbiTaHus Ha 340pPOBbIX Ao6poBonbLUax

EE.2.1 Llenb HBa3sMBHOIo KOHTPONUPYeMOro UCcrefoBaHus Aecatypauum

OcHoBHas Lienb MHBa3WBHbLIX KOHTPONMUPYEMbIX UCCNEeAoBaHuUI AecaTypauumu CoCTOUT B BanujaLum TOYHOCTH
usmepeHus SpO, NynNbCOBOro OKCUMETpPa Mo CpaBHEHUIO C U3MepeHUsMu Sa0, KPOBM Ha OCHOBE «3010TOrO aTasroHay»
¢ nomoubto CO-okcuMeTpa. ITo 4oCTUraeTcst nyTeM HabniogeHuin sHadeHunii SpO, n Sa0, Ha 3agaHHOM AnanasoHe
TOUYHOCTU U3MepeHus SpO, (Hanpumep, 70 % — 100 % Sa0,) NyNnbcoBOro okKCUMETpPA Ha rpynne 340poBbIX B3POCIIbIX
AcBposorbles. Hons Babixaemoro kucriopoga (FiO,), nonyy4eHHoro o6bekramMu UCMBITAHNS, MEHSETCA A0 AOCTUKEHNS
psga 3afaHHbIX YCTOWYMBLIX NePUOAOB HacklweHUs. Mpobbl apTepuanbHON KpoBU, UCTIONb3yeMble A CpaBHEHWS, ne-
pvoaunYeckn 3abuparoTes ¢ NOMOLLLH NOCTOSIHHOTO apTepuaribHoOro Katerepa.

OnucaHHbIN HKe METOZ, BKITIOYAET NpoLiefypbl, KOTOPbIE JOMXHbEI BIMOMHATECS W KOHTPONMpOBaThLCA KBanMuLm-
poBaHHBIM NepcoHanoM. [lobpoBonbLaM BCTaBNAT apTepuanbHbie KaTeTepbl, a 3aTeM OHW NOJBEPraroTCs BO3AEUCTBUIO
KOHLIEHTpaLMiA BAbIXaEMOro KUCropofa, KOTopble HWKE ero KOHLEHTpaLuuii B okpyatolieM Bo3ayxe. TakuMm obpa3oM,
3TOT MeToA uccnegoBaHus obbl4HO TpebyeT Hanuuusa npoTtokona, ogobpeHHoro IRB unu EC, koTophlii BkntovaeT B ceba
cornacue 4o6poBosbLEB Ha OCHOBE NOny4YeHHON HOPMaLMK.

EE.2.2 O6nacTb npuMeHeHUs1 MHBa3UBHOIO KOHTPONMUPYEMOro UccrnegoBaHUA gecatypauumn

NHBa3MBHLIA METOL KOHTPONMpPyeMoro UccrneaoBaHUA gecaTypauuu NpUMEHSAOT AN Banuijauum TOYHOCTH
uamMepeHuss SpO, NynNbLCOBOrO OKCUMETpPa B XOPOLLO KOHTPOSMPYEMbIX, ONTUManbHbIX NabopaTopHbIX YCMoBUSX Ha
3[]0POBbIX B3POCMbIX MoAAX. STOT METOA AOMycKaeTcs UCMOoMb3oBaTh B cneLnduyeckn onpeaeneHHbIX HeonTumarbHbIX
YCNOBUAX, TaKUX KaK JBUXKEHUE YeroBeKa Unu COCTOSHWUA C HU3KOM aMnNiuTyaoi umnynbcea.

EE.2.3 Metogbl

EE.2.3.1 Nonynauua ana nccnenosBaHuA

CrepyeT y4uTeIBaTL Criefytoue napaMeTpsi:

a) KONN4ecTBO U XapaKTepuCTUkn cybrekTos

- B uccnepoBaHrve creayet BKIIlOMaTb AOCTATOMHOE KONMYECTBO CYOLEKTOB ANS [OCTMXEHUS CTAaTUCTUYECKON 3Ha-
YMMOCTU, HeOBXOAUMOMA AM1A AEMOHCTPaLUM YCTaHOBIEHHO TOUHOCTHU nsMeperua SpO,.
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- Cy6beKTbl JOMKHBI GbITb 340POBLIMU B3POCNBIMU 40GPOBONLLAMM.
- MpUMEHUTENBHO K CaMOMy LUMPOKOMY NPUMEHEHMI0 ANa HauGonbLuen rpynnbl NAUMEHTOB (PU3ndeckue XapakTe-
PUCTUKN CyELEKTOB [I0IKHEI OTIIMYATLCS APYr OT Apyra B HauGonee BO3MOXHOW CTENEHN.

MpumeyaHne — OTU XapaKTePUCTUKN CYGBEKTOB MOrYT GbiTb OrpaHWUYeHbl Mo npuuMHam 6e3onacHOCTH Mnu
[OCTYMHOCTK, HaMpuUMep TOSTbKO CYBbeKTbl XKEHCKOro nofia NPUrogHbLI AN Banugaumn gaTtumka nynbCoBOro OKCUMETpa ¢
neauaTpUYECcKUM narbLeM M3-3a Toro, YTO TONBLKO B 3TOM rpynne BCTPEYAETCA Tako pasMep nanbLa;

b) kpuTepun Ans BrItoYeHUA/MCKNIOYeHUs cybbekToB

- B npoTokone uccnepoBaHns HeobxoaUMO onpeaensaTb KPUTepUN BKNKOYEHUA/MCKNIOYEHNUS.

- CybbekTbl y4acTByloT B MccnegoBaHK Ha 406poBONBHON OCHOBE.

- Bece cybbekTbl AOMKHBI UMETL XOpoLLee 3[0POBbE Ha NPOTAXEHUN STOro uccnegosaHus. Ecrnn nHoe He ykasaHo B
nNpoToKone, MoryT NpUMeHATLEA cnegyowune sHadenus: COHb < 3, MetHb < 2 %, ctHb > 10 r/an; aTu 3Ha4YeHUs1 He nNpea-
Ha3HadeHbl ANA BCeoObeMINIOLLEro onpeAeneHna «XOpOoLLEro 340poBbAY.

- KpuTepun BrknioveHU AOMKHLI YAOBNETBOPATL Lenun uccnegosanus. (MpuMepel Kputepues, He NpefHa3HaY€HHbIX
6bITb Bceobbemniowmmu).

MPUMEP 1. CybbeKTbl KaK MYXXCKOro, TaK U XXEHCKOro nona.
MPUMEP 2. Cneunduyeckuin pasmep nansua.

NMPUMEP 3. 3gopoBble B3pochnble cyObekTbl, CNOCOGHLIE NePeHOCUTE KOHTPONMMPYEMYIO FTMIMTIOKCEMUIO A0 YPOBHEN,
npeayCcMOTPEHHBIX NPOTOKONOM, C MUHUMAsbHBIM MEAWLIMHCKAM PUCKOM.

- MpuMepbl ANA UCKNICYEHUS KPUTEPUEB (He NpeaHasHaYeHHbIX 6biTb Bceobbemnowmmu).

MPUMEP 1. Kypunbluku nunu cybbekTbl, KOTopble NogBepranuch BO3AeUCTBUIO BEICOKUX KOHLIEHTpaLMii MOHOOKCU-
fa yrnepoaa, 4To NpUBOAUT K MOBbILEHHLIM KOHLEHTpaLuAM kapbokcureMornobuHa, ecnm Tonbko B NPOTOKONE uccneno-
BaHWUA He NPegyCMOTPEHO NpUCYTCTBUE cneuudulecknx gucreMornobuHos.

MPUMEP 2. CybbekThl NoaBepraloTcs BO3AEUCTBUIO YCNOBUMW, KOTOPble NPUBOAAT K NOBLILEHHBIM KOHUEHTpa-
LMSM MeTreMornobuHa, ecnu TONbKO B NPOTOKONE WCCNEAOBAHUA HE NPeAyCMOTPEHO NPUCYTCTBUE CneundU4ecKux
JucremMorniobrnHoBs.

MPUMEP 3. CybbekTh!, KoTopble 6yAyT NnoABepraTbCa Ype3MEepHOMY MEAULIMHCKOMY PUCKY, CBA3aHHOMY € NpoBse-
JeHuneM ntoboitl npoueaypbl, NpeAyCMOTPEHHON NPOTOKOMNOM (HanpuUMep, apTepuarnbHas KaTeTepusauus UK rurnokcus).

MPUMEP 4. Boapacr,

C) KpUTEPUM ANSA NpeKpaLleHUst UccrefoBaHms
- B npoTokone uccneaoBaHns HeobxoaUMO onpefensiTb 06CTOSATENLCTBa U/UNK peakLmio cyGbekTa Ha npoLeaypy,
KOTOpbIE JatoT OCHOBaHMUs A5 NpeKpaLleHUs UCCNEAoBaHUSI.

MPUMEP. O6HapyXmBaeTcs, UTO COCTOsIHUE CcybbeKTa COOTBETCTBYET OAHOMY M3 NMpeAnucaHHbIX KpUTEpUEB MC-
KMtodeHns (Hanpumep, NoBbILLEHHbIE KOHLEHTpaLun MeTremMornobuHa).

EE.2.3.2 Annapatypa

EE.2.3.2.1 CO-okcumeTp Ans usmepeHus Sa0,, a Takke npoueaypbl M cHabxXeHue, peKOMeHAyeMble U3roToBUTe-
nem CO-oKcuMeTpa.

EE.2.3.2.2 MaTtepuanbl Ans aptrepuanbHOMi KaTeTepusauum u 3abopa KpoBu.

EE.2.3.2.3 CpeacTtBa Ansa perncrpauum sHaueHunin Sp0O,, KOTopble MOryT ObiTh PyYHBIMU UMW aBTOMaTUYECKUMMU.

EE.2.3.2.4 NynbcoBoi OKCUMETP, Noanexalyuin ucneiraHuio. Cm. Tarke EE.2.3.4, nepeuncnenue c).

EE.2.3.2.5 CpeacTtBa NocTaBkM CMeCH KMCNOpPOA-a30T MEAULMHCKOW YMCTOTbI C MEHSIIOWUMUCA YPOBHAMMU
FiO, nna cybbekToB (Hanpumep, 6annoHbl BLICOKOrO JaBNeHUs ¢ NpeAiBapuTerisHo CMeLaHHOW ra3oBoi CMechio Mnu
yCTpOWCTBa ANS CMELLUMBaHNA ra3os).

EE.2.3.3 Metoguka

a) B npoTokone uccnegoBaHus cneayeT onuchbiBaTh cneumdguyeckne ycnosus UCnbiTaHUa (Hanpumep, onTuManb-
Hble NabopaTopHble YCNoBuWS, ABWXeHNe cybbeKTa, HU3Kyo aMUTYAY MMMynbca U T. 4.). Ansa ynyylieHnsa LupKynsuum n
MOBbILLEHUSA aMNAUTYAbl UMMYNbCa Ha MECTe YCTaHOBKM AaT4yuKa MyfibCOBOro OKCMMeTpa [10MycKaeTcs ucnonb3oBarb
rpenku Unu gpyrue Harpesarenu.

b) Mocne ycTaHoBKM KaTeTepa B apTepUIo AAaTYUKU NYNbLCOBOro OKCUMETPA, Nnojnexalyue oLeHKe, NpUKpennsaioT-
cA K nanblam, nNby, Hocy, yliaM unu ApYruM NoBepXHOCTAM Tena cybbekra COOTBETCTBEHHO. OTU AATYNKKN AonycKaeTcs
MOKpbIBaTL HENPO3paYHLIM MatepuanomM Ana NpeaoTBpalleHnsa ONTUYECKOA NHTepdepeHLMn (CBET OT OAHOTO AaT4yMKa
NyNbCOBOro OKCUMeTpa Wnu Noboro Apyroro UCTOMHWKA, JOCTUraIoLMIA poTogeTeKTOpa COCEAHEro AaT4ymnKa).

MpumevyaHue — MogpoBHOCTM Noaxofsilei TEXHUKU U 0BCNyXUBaHUA apTepuanbHOW NIMHUM He SBNSIOTCS
NpeaMETOM pacCMOTPEHUs! HacTosiLero ctaHaapTa. OBbIMHO UCMONB3YHOT JYYEBYHO apTepuio.
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c) B npoTokone cneayet ycTaHaBNUBaTL KpUTEPUN U METOAbI ONpeAeneHus cTabunbHocTi Sa0, Ha MecTe YCTaHOB-
KM JaTYMKa NyNbCOBOro OKCUMeTpa.

MPUMEP 1. YcToiunBoe nnaTto Ha NyrnbCOBOM OKCUMETPE, NoAnexallemM UCbITaHuIo.
MPUMEP 2. YcToiuuBoe nnaTo Ha 3TaroHHOM NMynbCOBOM OKCUMETPE.
NPUMEP 3. U3ameperue B peanbHOM MacluTabe BpeMeHU BblAbIXaeMOii AblXaTerbHOW CMecH.

d) YctaHaenuBaloT gbixaTeslbHbli KOHTYp Ha cybbekTe, 4ToGbl OH Ablllan CMechlo kKucriopoga U asoTta. Bo Babl-
XaeMylo rasoByto cMecb fonyckaeTca Ao6aBnATb AUOKCHA yrnepoaa ANs NoaAepXaHusa HopMarbHbIX YPOBHEN fuokcuaa
yrnepofa u NpeaoTBpalLeHNA ra3oBoro ankanosa B pesynsrarte rMnoKCMYeCcKon rmnepBeHTUnALum.

e) CogepxaHue FiO, NoHUXaeTca WNU NoBbILAETCS, YTOOLI NpuBecTn cybbekTa NpUENU3UTENLHO K 3afaHHbIM
ypoBHAM. [lecaTypauua A0 HaUMeHbLUEero ypoBHs (Hanpumep, 70 % Sa0,) BLINONHAETCA CTyneH4aTo, obHapyxusas npu
3TOM HECKOSIbKO MNaTo HacCbILWEeHUS (Nepuoabl, NMpY KOTOPbIX HackILEHNe OTHOCUTENBbHO ycToiumBo). KonuvecTeo nnarto
HacbILLEHUA, OKOHYaTeNbHO NPUHUMaeMoe Kak 060CHOBaHHOe, o603HavaeTcst 6yksoin M.

f) Mpwn o6beanHeHnn cybbekToB 3T M NNato AoMmxHbI AaBaTk B pesyrsrare pacnpefefneHne HakonmneHHbIX U 06b-
€[ VHEHHbIX Nap faHHbIX, OXBaTbIBAOWWX 3afaHHbId AnanasoH Sa0,. CM. Takke EE.2.3.4 nepeuncnenue b), u EE.2.3.4
nepeyucnexune g).

g) B npegenax kaxpaoro ypoBHA NNato HacklleHus otéupator N npob KpoBU U Napy ¢ COOTBETCTBYIOLMMMN 3HaYe-
HUAMK SpO,.

MNMPUMEP. Cxema nccriegoBaHusa npeacTtaeneHa B Tabnuue EE.1 n Ha pucyHke EE.1. B atom npumepe M =5 un
N = 5. BHaveHus, npuBedeHHbIE B 3TOM NpUMepe, He npefHa3HadYeHbl AN orpaHuYeHUs KonuyecTsa Nnato UK Konude-
cTBa Npob Ha nnaro.

Tabnwya EE.1 — MNpnmep 3agaHHbIX NaTo U JnanasoHoB

AvanasoH Sa0, AnA nnato, % | 3agaHHoe Konu4ecTso Npo6, Wr. (| vanasoH Sa0, Ansa nnato, % | 3ajaHHOe KONMUYECTBO Npoo, LUT.
100—97 5 84—78 5
97—92 5 77—70 5
92—85 5 ObLee 25
$a0,, %
>30c >20¢

100
; - T

80 \

. TN

To4kamu ykasaHsl 3Ha4eHus SaO, Bo BpeMsi 3aGOPOB KpOBH.

PucyHok EE.1 — Mpumep rpadhuka 3aBUCUMOCTU AecaTypaLu oT BpeMeHH

h) Ons kaxgoro cy6bekra M x N 3a6opos kposK ofecneqnBaroT napbl faHHbX (Sa0,, SpO,) Ans aHanunsa [cM.
EE.2.3.4, nepevncnenue f)]. 3Tv napel gaHHbIX Nubo cobuparotTes 04HOBPEMEHHO, NGO noABepratoTcs BPEMEHHOW Kop-
pensumu, YTobbl COOTBETCTBOBATL (PU3NONOTMHECKUM 3aepXKKaM W 3afepXKaM NyNbCoBOro oKCUmMeTpa.

MpuMedaHune — 3HadeHNA M un N MOTyT MEHATLCS B 3aBUCUMOCTU OT CyGbeKTa, laBasi BOSMOXHOCTb JOCTUraTh
¥ noaAepxuBaTh 3afaHHble YPOBHU NnaTo.

i) Korga HacblLLeHWe KpOBW STanOHHOW CUCTEMOi CTabUnM3npyeTcs Ha MPMEMIIEMOM YPOBHE MNaTo, MOXHO Hauu-
HaTb 3aGop KpoBW. [ocne U3MEHeHUs YpOBHSI MaTo HEO6XOAUMO AaTb BO3MOXHOCTb NokasaHWsiM cTabunuanposaTbes B
TeveHue, no MeHbLleit Mepe, 30 ¢, 4TOBLI NO3BOMUTL KOHUEHTpauun Sa0, 4OCTUrHYTL paBHOBECUS Ha MECTE YCTaHOBKM
AaTyuka nyrnbCOBOro oKCumeTpa.

j) HeoBxogumo cobritogaTe 0CTOPOXHOCTL Npu 3abope, obpalleHUn U aHanuae KpoBu, YToOLI rapaHTMpoBaTh TOU-
HOCTb u3mepeHus SpO, CO-okcumeTpom. Npoueaypsl 3abopa, obpalleHns U aHanusa KpoBM OMUCHLIBAKOTCS B PYroM
JoKymeHTe [9].
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k) Ona obecneyeHnA HesaBUCUMOCTU Npob UHTepBanbl BpeMeHW MeX/y OKOHYaHMeM ofHoro nepuoza sabopa u
HayarnoM criegyoLlero AomkHel BbITb JOCTaTOuHbl, YTOBbI AaTb BO3MOXHOCTL Ansi OGHOBNEHWS BpeMeHW ycpefHeHUS
MOHUTOpa (Hanpumep, = BPeMeHW yCpefHeHUS NyNbCOBOro OKCMMETpa) U BpeMeHu kpyroobopoTa KpoBWU Ha MecTe
YCTaHOBKU AlaTYMKA NYNLCOBOrO OKCUMeTpa.

EE.2.3.4 AHanu3 gaHHbIX

a) MNapHble sKkcnepumMeHTaneHble Toukn SpO, U Sa0, 06beANHAIOT AN BCeX CYOBEKTOB W paccyuTbIBatoT A, . 1Mo
dopmyne, npuBeseHHoit B 50.101.2.2.

b) 3HaueHna o6beanHEHHbIX AaHHbIX TPeOYIOTCA AN BKMoYeHUs ypoBHeid Sa0, B npefenax 3 % KOHLEBLIX TOYEK
AuanasoHa TOYHOCTH usmepeHust SpO,, Hanpumep TpeboBaHNA K TOYHOCTHU U3MepeHus SpO, oT 70 % Ao 100 % aonx-
Hbl BKIIOYaTh Napbl AaHHbIX cO 3Ha4YeHusMu Sa0,, koTopele oxBaTbiBatoT 73 % — 97 % (cm. 50.101.2.1).

c¢) B cnyyae MOHUTOPOB NyJILCOBOrO OKCUMETPa, yCTaHaBNuUBaloLWMX BEpXHUIA Npeaen AnA KOHUeHTpauuii SpO,,
BbLIBOAUMBIX Ha 3KpaH Agucnnes (Hanpumep, 99 % unu 100 %), cneayeT Mcnonb3oBaTb CPEACTBA, KOTOPLIE HE AaloT cMe-
waTb pesynsrar A ..

MNMPUMEP 1. BiritoualoT TONbKo Te pesyneraTsl HabnofieHuid, re sHaveHna SpO, Huke BepxHero npefena, BbIBO-
AWUMOro Ha gucnnei.

MPUMEP 2. CTaTucT4eckn NOHUXaloT BeC 3HadeHuii SpO,, pasHblit 100 % (Hanpumep, o6pabateiBaloT pesynsra-
Tbl 100 % Kak LeH3ypupoBaHHble, KaK 3T0 lenaeTca Npu aHanunse HaJeXHblX AaHHbIX).

MPUMEP 3. ®opMupyIoT cUCTeMy COBOKYNHOCTW AaHHLIX ANS perucTpauuu sHaueHuin Spo, > 100 %.

Il pumMedaHune — Arms onucbiBaeT 06beAMHeHHyP0 CUCTeMaTUYECKYH0 NOrpelllHOCTb U NPEeLUNU3UOHHOCTDb MNOoKa-
3aHui SpOz, U n3-3a npefenbHblxX 3Ha‘-I6HVII71, BbIBOAUMBIX Ha ,qwcnneﬁ, HapyulaloTca gonyuleHua, Kacaruwmeca Hopmarnb-
HOro pacnpegeneHus.

d) Touku, oGbeanHEHHbIE CO 3HaueHNAMN Sa0,, HaXOAAWMMUCA 3a NpeieNnaMm 3a[aHHOro AnanasoHa TOUHOCTH
U3MepeHUs SpO,, NCKITIOHAIOTCS, €CIN TONBKO CMeLManbHO He ONPeAEeneHo B NPOToKONe WX BKNtoHeHUe (B Npeaenax 3 %
KOHL{eBbIX TOYEK).

MpumeyaHune — Ecnu BKIOYEHUE TakUX ToUEK He0BS3aTeNbHO, OHU MOTYT BbiTb BKIHOMEHB! AW UCKIIOYEHBI MO
Mepe HeobxoguMocTH.

e) Mapbl 4aHHbIX MOXHO OTOPOCUTL, ECIU NPU PETPOCNEKTUBHOM onpeaeneHnun oHU Bbinn oToGpaHbl NpU YCNoBUsX,
KOTOpble HaxOAUMNUCL BHE cdpepbl MPUMEHEHUS JaHHOTO METOAA UCNBITaHUS, Kak onpeaeneHo B NpoTokone.

MNMPUMEP 1. HeycToitunsoe nnato SpO,.

MPUMEP 2. Ecnut 6bInn AaHbl TpUMeYaHns o ToM, 4To npu 3abope KpoBU BCTpeYanuch 3aTpyHEHUS (pe3mepHble
ny3bIpbKK).

MPUMEP 3. CO-okeumeTp Bbin NofBeprHyT HEHOpMaribHbLIM YCIIOBUSIM U cGOMHOI cuTyauuu.

f) Heobxogumo, 4Tobbl obLLee KonMuecTBoO NpMeMnemMblx Nap AaHHbIX, NOMyYeHHbIX NpyU uccnegoBaHum, 6eino go-
CTaTOYHbIM A5 CTAaTUCTUHECKOro NOATBEPXAEHUSA 3afiaHHON TOYHOCTH UsmepeHunsa SpO,. Hanpumep, npudnuanTensHo
20 npob kpoBu cobupatoTes, No MeHbLUeld Mepe, oT kaxaoro u3 10 cybbekToB, AaBasi B pe3ynkrate He MeHee 200 nap
JaHHbIX. KOHKpeTHoe konn4ecTso Npob 1 cyBbLeKTOB MOXET MEHATLCS, €CIU 3TO NOATBEPXAEHO Hagnexalmm obpasom ¢
MCMonbL3oBaHNeM CTaTUCTUYECKNX METOL0B.

g) Heobxogumo, 4Tobbl pacnpefenerune sHadeHnii SaO, B HaGope 06beMHEHHbIX iaHHbIX 6bilo cAenaHo co cpas-
HUMOW MNOTHOCTBIO Ha MPOTSXEHUU BCEro 3asBNIEHHOro AuanasoHa. Hanpumep, npubnuantensHo 1/3 AaHHbIX AOMKHA
nexartb B npegenax 70 % — 79 %, 80 % — 89 % v 90 % — 100 % Sa0,.

EE.3 MeToauka HeMHBa3MBHOro NabopaTopHOro UCNbITaHUA Ha 340POBbIX AOOpOBONbLAX

MpW HENHBA3UBHOM MCMLITAHMM TOYHOCTb U3MepeHus SpO, NyNbCOBOro OKCUMETPA OLIEHNBAETCA NyTeM CpaB-
HeHWA nokasaHnit SpO, NYyNLCOBOrO OKCUMETPA CO 3HAYEHNSAMM, MONYYEHHLIMW Ha NYNLCOBOM OKCUMETpe, UCNOSb-
3yeMOM B Ka4ecTBe BTOPWYHOrO aTanioHa. STOT MeToh NMPMMEHUM K 340poBbIM A0OpOBONbLIAM, KOTOpbIE Aanu cornacue
Ha MHAYLMPOBaHHYIO MMMNOKCUIO KaK COCTABHYIO YacTb IKCNepUMEHTanbHON METOAUKH.

MockonbKy kanubpoBka MyNbCOBOro OKCMMETPA, MCMOfb3yeMOoro B KayecTBe BTOPUYHOIO 3TanoHa, Henocpes-
CTBEHHO MpocnexuBaeTca no 3HadyeHnam CO-oKcumeTpa, 3TOT OKCUMETP MOXET MCMonb30BaTbCs Kak NepexoaHoit
3TanoH.

MeToa HenHBa3nBHOro NabopaTopHOro UCMbITaHWA Ha 340pOBbIX A0OpoBONbLax crnepyer NPOTOKONY, ONUCAaHHOMY
B EE.2 AnSA MHBA3MBHbLIX UCMLITAHUIA, CO CNEAYIOWUMMN UCKITIOHEHUAMMK:

a) aTarnoHHble 3Ha4YeHNsA NpeacTaBnaoT coboi nokasaHa SpO,, NoNyYeHHbIe Ha NYNLCOBOM OKCUMETpe, UCNOfb-
3yeMOM B Ka4eCTBe BTOPUYHOrO 3TaroHa, 1 sameHsolme sHadeHuss Sa0,, n3amepeHHble ¢ nomolibio CO-okcuMeTpa;

b) 3aGop KpoBM He NPOBOAST;

C) KanubpoBKy NyNbCOBOro OKCMMETpa, UCMONMb3yeMOro B Ka4ecTBe BTOPUYHOrO ararnoHa, u obpaboTky AaHHbIX
aHanuaa npocnexusaroT ¢ noMoLlbo CO-OKCUMETpa;

d) HeobxogMmo, UTOBLI 0bLLEee KONMMUYECTBO NpUeMneMbiX nap AaHHbIX, MONYyYEHHbIX NpU uccregoBaHum, 6eino ao-
CTaTOMHLIM 4151 CTaTUCTUYECKOrO NMOATBEPXKAEHNS 3ajaHHO# TOYHOCTU uaMmepeHusi SpO,.
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- Hanpumep, oanH 13 BoaMOXHbIX Npodunelt cbopa AaHHbIX crnegyeT cxeme nnaro, onucaHHowh B EE.2.3.3, nepe-
yucreHus e) — h), T. e. NpubnuanTensHo 20 LyknoB 3abopa KpoBU Ha NPOTAXEHWN 3TUX NMNAaTO BbINOMHAETCA MO MEHbLUEH
Mepe oT kaxgoro u3 10 cybbekToB, faBas B pesynsrare He MeHee 200 nap JaHHbIX.

- BoaMOXHbI 1 gpyrue npodunu, T. €. HenpepbiBHLIA c6op AaHHBIX BO BPEMS NMOCTENEHHOrO U3MEHEHUSA HacbiLe-
HWSA, HE3aBUCKUMO OT MNATo, KOTOPLIA ONpefenseT COOTHOLLEeHUe MexXay napamu Npob U BpeMeHeM.

Heobxoanmo, 4Tobbl KOHKPETHOE KONWYecTBO Npob 1 cybLekToB, a TakkKe MeTo4 aHanusa 6binv nogTBepXaeHsb
CTaTUCTUHECKUMU METOJaAMMU;

e) npouefypebl, yKasaHHble B NepedYncrieHnsx ¢) 1 d), onuceiBaroTCA B NMPOTOKONE UCTbITaHW;

f) Ams: OnpefenedHoe B 50.101.2.2, BbipaXaeTc OTHOCUTENbHO 3HadveHUd CO-OKCUMETpa, UCMonbL3yeMoro B
Ka4yecTBe «30f10TOro 3TafioHay», 1 BKoYaeT oWNBOKY NyNbCOBOro OKCMMETpa, UCMofb3yeMoro B ka4ecTBe BTOPUYHOIO
3TarnoHa.

EE.4 MeToguKka ucnbiTaHusa Ha nayueHTax

EE.4.1 MluBa3uBHOe UCNbITaHWE Ha NauneHTax

TouHocTb n3mepeHusi SpO, NyNbCOBOro OKCUMETpa onpeAensioT NyTeM cpaBHEHUA MokasaHuii SpO, nynb-
COBOIo OKCuMeTpa Co 3Ha4YeHUAMU Saoz, onpegesieHHbIMU C NOMOLLBbIO CO-oxcuMeTpa.

B KIMHUYECKNX YCMOBUSX OCHOBHOM 0GA3aHHOCTLIO ABNSETCA fiedeHne nauneHta. Kadectso nsmepenuin Sp0O,,
NPOBOAMMBIX Ha MaLneHTax B 3TUX YCIOBUSAX, NPU CPaBHEHUU C N3MEPEHUAMM, NOMy4YeHHBIMK ¢ nomoLbio CO-okcumeTpa
B TEX XKe YCNOBUSAX, MOXET YXyALUaTbCA B pe3yneraTe Toro, 4to cbop AaHHbIX He BCerga MOXHO XOPOLO KOHTPONUPOBaTb.
Oba n3aMepeHnsa nyuLle KOHTPONUpoBaTh B NabopaTopHbIX YCIoBUSAX.

B knuHudeckon cpefe nsmepeHua Ha NynbCcoOBOM oKcumeTpe n CO-okcumMmeTpe 4acTo NoABeprarTcsa Bo3feu-
CTBUIO HEONTUMASbHbLIX YCIOBUIA, U X HAAEXHOE CpaBHEeHWe 3aTPyAHEHO U3-3a HaNUYNA LUPKYNATOPHOW HecTabunbHo-
CTW Unun reMmoanHaMmnKK.

CnegyeT y4nTbiBaTh KIUHUYECKOE COCTOSAHWE MauMeHTa npu yctaHoBKe N06Oro Aarynka NnynbCoBOro OKCume-
Tpa OTHOCUTENbHO MecTa 3abopa apTepuasibHOW KPOBM. Hackonbko 3TO BO3MOXHO, C MOMOLLbIO AaTYMKa NYNbCOBOIO
OKCUMeETpa crnejyeT uccrefoBaTtb KpoBb, KOTOpas ABMNAETCH YacTblo TOro Xe caMoro LUPKYNATOPHOrO KpOBOTOKA, YTO U
apTepwsi, U3 koTopol BepyT KpoBb.

[nst hopMUpoBaHUs OCTaTOMHOIO KONUYECTBA Nap AaHHbIX ANS CTAaTUCTUYECKOro NOATBEPXKAEHUA 3aaHHON TOYHO-
cTn usmepenmna SpO, Ha NPOTAXEHUN 3a[aHHOro AnanasoHa MoXeT noTpeboBaTbes 6oNbLLIOE KONUYECTBO NAUNMEHTOB.

MpumevyaHusa

1 MNpobbl kpoBM MOryT oTOupaTh NGO Kak HeOBXOLUMYIO YacTb KIIMHUYECKOro neveHns, Nubo eqUHCTBEHHO ¢ Lie-
b0 UCCIEf0oBaHUA, Kak YCTaHOBMEHO B NMPUHATOM MPOTOKOME UCcneoBaHus.

2 Ncnonb3oBaHue ofUHOYHbBIX NPOKONOB U0 Kak UCTOYHUKa apTepuarbHO| KpOBM MOXET NPMBECTU K HecTabunb-
HbIM 3Ha4YeHuAM SpO,.

Heobxogumo, 4Tobkl obLyee KONMYeCTBO NpUeMneMbIX nNap AaHHbIX, NOfyYeHHbIX NpU uccregoBaHuu, 6bino go-
CTaTOMHBIM ANA CTAaTUCTUYECKOro MOATBEPXAEeHUA 3aflaHHON TOYHOCTU M3MepeHus SpO,. Heobxoaumo, YTobLl pac-
npegeneHe aTanoHHbIX 3Ha4YeHU B Habope obbeNHEHHBIX AaHHbIX BbINO cAenaHo co cpaBHUMOW NIOTHOCTBIO Ha NPo-
TSXXEHWUU BCEro 3asBneHHoro gnanasoHa. Heobxogumo, YTobbl KOHKPETHOE KONMYECTBO Npob 1M CyOLEKTOB, a Takke MeToA,
aHanuaa 6biM NoATBEPXKAEHbI CTAaTUCTUHECKUMU METOLAMMU.

EE.4.2 HemHBa3uMBHOe UCNbITaHWe Ha NaLMeHTax

TouHocTb u3MepeHua SpO, NyNbLCOBOrO OKCUMETPa ONPEAensoT NyTeM cpaBHeHWUS nokasaHuii SpO, UCNLITY-
€MOoro NynbCOBOro OKCUMeETpa CO 3HaYeHUAMU, MOry4eHHBIMU Ha NYNIbCOBOM OKCUMETpe, UCNOMb3YyEMOM B KauyecTBe
BTOPMYHOrO 3TasioHa, KOTOpbIe MPOCIEXNBAIOTCA MO 3Ha4eHusiM Sa0,, nonyyeHHbiM Ha CO-OKCUMeTpe.

B KNUHMYECKUX YCNOBUSX OCHOBHOW 0053aHHOCTLIO ABNAETCH fledeHne nauueHTa. KauyecTtBo M3aMepeHuii SpO,,
NPOBOAMMBIX Ha MaLMUeHTaX B 3TUX YCIOBMWAX, MOXET yXYALUATbCA B pesynkraTte Toro, Y4to cbop AaHHbIX He BCerga MOXHO
XOPOLLO KOHTponupoBaTk. MamepeHusa SpO, fydile KOHTPONMpoBaTh B N1ab0paToOpHbLIX YCIOBUSX.

B KnuHW4Yeckoi cpefe n3aMepeHns Ha NyJibCOBOM OKCUMET pe YacTo MofBepratoTcsa BO3AENCTBUIO HEOMTUMAaSbHbBIX
YCMOBWIA, a UX HAfEXHOEe CpaBHEHUE 3aTPYAHEHO U3-3a HANUYUS LMPKYNATOPHOR HECTABUMBHOCTU UMM FreMOAUHAMUKM,

CnefyeT yunThbiBaTb KIMHUYECKOE COCTOAHWE MaLMeHTa Npu ycTaHOBKE AATYMKOB NMyNbCOBOro okcumertpa. Ha-
CKOMBKO 3TO BO3MOXHO, C MNOMOLLLIO AAaTYMKa UCTBITYeMOro NyfbCOBOrO OKCUMETpa U AaTuyuKa NyNbCOBOro OKCUMe-
Tpa, UCNOMbL3yeMOoro B Ka4ecTBe BTOPUYHOMO STanoHa, criefyeT uccnefoBaTh KpOBb, KOTOpas ABMASTCA YacTbio TOro Xe
€aMoro permoHapHoro kpooobpalyeHus.

[na popMmpoBaHMa LOCTATOMHOMO KONMYECTBA Nap AaHHbIX ANA CTaTUCTUYECKOTO NOATBEPKAEHUSA 3ajaHHOR Tou-
HOCTU uamepeHusa SpO, Ha NPOTAXEHUN 3afaHHOTO AManasoHa MoxeT notpeboBarbes GonbLIOe KOMUYECTBO NalueH-
TOB UK HabnrogeHniA.

Heobxogmmo, 4Tobbl 0bLee KONMMYECTBO MpUEMSIEMBIX Nap AaHHbIX, MONYYEHHbIX NPU UCCrefoBaHnK, Obino go-
CTaTOMHLIM ANS CTATUCTMYECKOTO NOSTBEPXKAEHUS 3afaHHON TOYHOCTU usMepeHua SpO,. Heobxogumo, 4To6Hl pac-
npefdeneHne sTanoHHbIX 3Ha4eHWn B Habope 00beANHEHHBIX AaHHLIX ObINIO CAeNaHo CoO CPaBHWMOM NMOTHOCTLIO Ha Mpo-
TAXEHUW BCEro 3asBreHHoro gnanasorHa. Heobxoaumo, YTobbl KOHKPETHOE KONUYECTBO NPob 1 cyOLEKTOB, a Takke METOA
aHanmsa 6blnu NoATBEPKAEHLI CTATUCTUUECKUMU METOLAMMU.

3HayeHune Arms BbIpaXaeTcs OTHOCUTENbLHO 3HadYeHni CO-oKCUMETpa, UCMOMbL3YEeMOro B Ka4eCTBE «3010TOro 3Ta-
FIoHay, 1 BKIIOYaeT oLNBKY NyNnbCOBOro OKCMMETPA, UCNOMb3yeMOro B Ka4ecTBe BTOPUYHOrO sTasioHa.
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MpunoxeHue FF
(cnpaBouHoe)

MMuTaTopbl, KaNUopaTopbl M (PYHKLUMOHANLHbLIE TeCTePbl AN NYJNbCOBOro OKCMMeTpa

FF.1 O6wue nonoxeHus

KomuteT noateepamnn, 4to (pyHKLMOHamNbHbIe TecTepbl B GOMbLIMHCTBE CriyyaeB cTanu AOCTYMHBIMU W Henpa-
BWUJbHO BOCMPUHWUMALOTCS HEKOTOPLIMMY MONb30BaTensiMM B kadecTBe kanubpatopos. 3TO NpUnoXxeHwe agpecoBaHo co-
OTBETCTBYIOLLMM NOSb30BaTENAM KaXA0ro Tuna tectepa.

[nsa ucnblTaHnsl NyNbCOBOro OKCMMETPa MOXHO MCNOMb3oBaTbh MHOXeCTBO NpubopoB. HekoTopkle U3 aTux npubo-
POB NOCTaBNSAIOT U3FOTOBUTENMU NYNLCOBOrO OKCUMETPA, HEKOTOPLIE — HE3aBUCUMbIE U3rOTOBUTENU TECTEPOB, @ HEKO-
Topble — uUccriegoBaTenbckue nabopartopun. Komuter 6bin y6exaeH, YTo None3Ho NpefoXuTb CTaHfapTHbIE TEPMUHDI,
KOTOpblE MOXHO UCMONbL30BaTh MPU ONUCaHUK 3TUX NpUBOPOB ANA yryyLLEHNUs NMOHUMaHUS NoNb3oBaTeNAMN BO3MOXHO-
CTell KOHKPETHLIX TecTepoB. HeobxoanMocTb 3Toro obcyxaeHWUs Bo3pacTaeT U3-3a Harnmunus AByX A0BONbHO HEODOLIMHBLIX
XapaKTepuCcTUK NyNbCOBOro OKCUMeETpa:

- B OTNIWYME OT MHOTUX APYTUX TUIMOB MEAULIMHCKUX SMEKTPUYECKUX U3AENUIA NYNbCOBOW OKCMMETP He NnpeaHa-
3HaJveH Ansa kanubpoBKKM Nocrie ero oTrpy3kun C 3aBOAa;

- B HacTosiLLee BpeMsl He CyLLEeCTBYET NPMEMIIEMOro MeToga Arns NPOBEPKW NpaBUibHO KanmbpoBkn KoMBUHaLMK
AaryMKa/MOHMTOPAa NYNbLCOBOIO OKCUMETPA, KpOME Kak NPOBEAEeHNS UCNIbITAaHWS Ha YernoBeke.

B HacTosiLee BpeMA BCe NPUrofiHble UHCTPYMEHTanbHble cpeficTBa AN NpoBepKu NYNbCOBOTo OKCMMETpa Ha3sbl-
BaloT, Mo cyljecTBy, pyHKLMOHaNbHbIMN TecTepamun. TpebosaHune 6.8.3 aa) 1) cocTouT B TOM, YTOOBI B MHCTPYKLMSIX O
nopske paboTsl NyNbCOBOro oKCUMeTpa 6bino 3asBneHo, YTo PyHKLMOHaNbHbIe TecTepbl 06LIYHO HE MOTYT UCMOfb-
30BaThbCA ANA 3MEpeHNsi TOYUHOCTU SpO, AaTYUKOB U MOHUTOPOB NYNLCOBOrO OKCUMMETpA. Llenk aToro NpunoxeHns
COCTOMT B pasbsACHEHWM NpUYKMH 3TOro TpeGoBaHuA. [Ipyroi Uenbio ABMAETCA pasbsACHEHUe ceMaHTUYeCKMX BOMPOCOB.
Takue TepMUHBI, Kak UMUTaTop, KanubpaTtop U TecTep, UMEIOT MHOXECTBO OCHOBHBLIX 3HAYEHWUMW, YTO MOXET MPUBECTH
K HenpaBWUIbEHOMY MOHUMaHWUIO aKTUYEeCKNX BO3MOXHOCTeW KOHKpeTHoro npubopa. Mbl pekoMeHAO0Banu KOHKPETHLIM
nonb30oBaTensM UCMoMb30BaTb TEPMUHBI «KanubpaTop» U «yHKUMOHANbLHLIA TecTep», €Clu 3TU TEPMUHBI MPUMEHSIOT-
CA B NyNbCOBOW OKCUMETPUWU. B 3ToM npunoxeHun obbacHAeTca pasnuune Mexay hbyHKLUMOHaNbHLIMMU TecTepamm U
APYrMMU TUNamn KOHTPONbHLIX NPUGOPOB U NpeanaraeTcs npaBunbHas obnacTb NpUMeHeHUs (pYHKLMOHaNbHbIX Te-
CTepoB. B HeM Takke 06bACHAETCA, NOYeMY HEYMECTHO MCNOSb30BaTh U3MEPEHNS, BbINONHEHHbIE (PYHKUNOHANBbHBbIMK
TecTepaMu, ANs NOATBEPXKAEHWUS 3aABNeHUA 0 TOUHOCTU usMepeHua SpO, AaTYNKOB WM MOHUTOPOB NYNLCOBOTO
OKCUMETpA C Y4ETOM OrpaHUYUTENBbHOrO UCKIIOUEHUS, Jomnyckaemoro 6.8.3 aa) 2).

FF.2 YTto Takoe umutarop?

B o6wenpuHaTOM ynoTpebneHnm nmutaTop sBRsSeTCs KOHTPOMbHBEIM NpUMBOpPOM, KOTOpLIN 3aMEHSET mauueHTa.
CyLecTBYIOT, Hanpumep, UMUTaTOPbl MHBA3UBHOMO U HEUHBA3UBHOMO KPOBSHOrO AaBMIEHUS, @ TaKKe CUrHANOB 3NEeKTPo-
Kapguorpada, KoTopble NMpUrogHel B Ka4ecTBe TOYHLIX 3aMeHWTenei nauueHTa B TOM CMbICNE, YTO MOXHO € yBEpeH-
HOCTbIO MPOrHo3upoBaTh annaparypy, KoTopas LeMOHCTPUPYET Ty Xe TOYHOCTb U3MEPEHUS Ha NauMueHTax, KoTopyio
OHa MoKasblBaeT Npu NpoBepke ¢ UMUTATOPOM (C HEKOTOPOW AOMOSNHUTENBHON 3asBNEHHON COCTaBMAOLLEN HETOMHOCTH,
obycnoeneHHoi olwmnbkaMun B uMUTaTOpE).

B HacTosiee Bpems He cyLLecTBYET MMUTaTopa A5 NyNbCOBOA OKCUMETPUU, KOTOPLIA JOCTAaTOMHO XOPOLLIO BOC-
NPOU3BOAUT ONTUYECKNE CBOWCTBA MaLMEHTa, YToObl rapaHTMpoBaTh €ro UCMonb3oBaHWe Ansa ornpeferneHnss TOYUHOCTH
usmepeHusa SpO, noboit KOMOUHALMM MOHNTOPOB/AATYUKOB NyNbCOBOrO oKcuMeTpa. CyLUeCcTBYHOT pasnuyHble UMu-
TaTopbl, NofnesHble Npu pas3paboTke U UCNBITaHUM NYNIbCOBOIO OKCUMETPa, KOTopble JOCTaTOUHbI AMA KOHKPETHbIX TeX-
HUYeCKUX Lenen.

FF.3 Yto Takoe kanubpatop?

Kanu6paTop B ka4ecTBe 06LUENPUHATOrO K MCMOMb30BaHUIO TePMUHA NpefcTaBnseT coboi KOHTporbHLIA Npubop,
KOTOPbI MOXHO MCMOSIb30BaTh A1 PEryNUPOBKM annapaTypbl, 4ToGbl oHa Bbina TovHoi. OBkI4HO kanubpaTop, UCNonbay-
eMblil ¢ annapaTypoMm, ABNSAETCA UMUTATOPOM BbICOKOW TOUHOCTHU, @ KanubpoBKa annapaTypbl NogAaeTcs perynupoBke.
HecmoTpsi Ha To, YTO BTOpOE YCroBME MOXET He BBIMONHATLCA AN NyNbCOBOrO OKCMMETpPa, Mbl peKOMEHAYeM CreLm-
anbHoe UCnonb3oBaHue TepMUHa «KanubpaTop», YTO NMPUBOAUT K HAUMEHBLUUM HEe0CTaTKaM C TOYKU 3pEHUS CEMaHTUKM.
Kanu6paTop ans nynscoBoit okcumeTpun (KMO) formkeH npeacTaBnsTe coboll MUMUTATOP BLICOKOW TOYHOCTM, CMOCO6-
HbIli NPOU3BOAUTL CUTHASLI UMW ONTUYECKUE XapaKTePUCTUKKN, He OTIMYUMbIE OT TEX, KOTOpble NOCTYNaloT OT NauneHTa
unm obbekTa ucnbiTaHnA. KombrHauuio nynbcoBoro okcumeTpal/gaTyuka NyrnbCOBOro OKCMMETpa NpoBepSIOT C Mo-
MolLbto KMO ¢ Lenbio perynMpoBku annaparypbl 415 NOBLILIEHUA TOYHOCTU KanMBpoBKY, YTO 0ObIMHO HEBO3MOXHO AMS
NyNbCOBbIX OKCUMETPOB, M3rOTOBMEHHLIX B HacToswee Bpems. KMO Mcnonb3yoT ANs M3MepeHust oLuMBKK, ¢ KOTOpPOiA
OKCUMETpP M3MepseT HackILEHNe KUCNOPOAOM Ha OfHOM WM HECKOMNbKUX UMUTaTopax nauueHToB. Ecnn obHapyxeHo,
YTO owMbKa Henpuemnema, To 0Bbl4HO 3aMeHSAOT HeucnpaBHble KOMMOHEHThI UMM MOAEPHU3MPYIOT annapaTtypy. Elle
ogHo otnuudne KIMO oT apyrux BUAOB kanubpaTopoB COCTOUT B TPYAHOCTU CHUXEHUA cocTaBnstoLei norpewHoctu KMNO
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[l0 YPOBHS, oxuaaemoro Ans kanubpaTtopos. Kak npasuno, npeanonaraetcs, 4to kanubpatop ByAeT faBaTb TOYHOCTb,
koTopasi B 4—10 pa3 npeBbiLLaeT TOMHOCTb annapaTypbl, NoAnexalleid kanmbposke. 3agaBas obLLy0 TOYHOCTb U3Me-
peHusa SpO, NynbLCOBOro OKCMMETpa B Npejenax + 2 Tovek HackiweHus, KMNO gomkeH npefnodTUTensHO onpeaensTs
TOYHOCTb Nto6oi koMBMHaLMKN MOHUTOPa/AATYMKaA MYNbCOBOro OKCUMeETpa C oLwnGKoiA, He npeBbiwatoLei 0,5 Touku.

FF.4 Kak kanu6pyloT nynbCoBOW OKCUMETpP B HacTosillee BpeMs?

I'Iynbcosoﬁ OKCUMETPp oTnn4aeTcA OT APYrX MeOUUUHCKUX INEeKTPU4YeCKux Msnenuﬁ TEM, YTO B HacTosAlLee
BpeMs GblNo NOATBEPKAEHO, YTO OTCYTCTBYIOT CUMYMSATOPLI, KOTOPbIE MPUrOAHLI AN UCMONBb30BaHWUSA B Ka4yecTBe Kanu-
6paTopoa nynbCOBOro OKCUMeTpa. BaaMMoneﬁcmme CBeTa C TKaHbo YernoBeKa, OT KOTOPOro 3aBUCUT NyNbCOBas OKCU-
MeTpUs, ABNAETCA CNoXHbLIM. B npolecce peanusauuu sToro npoekTa 6bina chenaHa, no MeHbLUelh Mepe, ofHa nornbITka
nonyqeHus kanubpatopa KMO [30] u [31], AOCTOBEPHOCTE KOTOPOro MpoBepeHa LOIMKHEIM 06pa3om U KoTophlid OyaeT
MopenunpoBathk, No MeHbLLEeMR Mepe, HeKoTopblie U3 prp,HOCTeVI, CBA3aHHbIX C ONTUYECKUMU N3MEPEHNAMN. Ho A0 HacToA-
LLiero BPEMEHW HU OfHa M3 Tak1xX NOMbITOK He Bbifa yeneLlHo 3aBepLueHa.

Takum 06pa3oM, OCHOBHOM NMpueMneMblil METOA onpeaenieHnss TOYHOCTH namepeHua SpO, NynbCOBOro OKCu-
MeTpa COCTOWUT B CPaBHEHWUW ero nokasaHuil ¢ nokasaHusamMm CO-oKcUMeTpa (KOTOpLIA onpeaenseT nyTeM ONTUYECKUX
onpegeneHnit in vitro KOHLEHTpaLWIo HekoTopbIX opM remorriobrHa B apTepuansHoii kposu). CM. Takke EE.2.

MynbcoBble OKCUMETPbI, N3rOTOBMEHHbIE 10 HACTOSALLEro BPeMEHU, HUKOrAa He NoABEpraoTcs KanubpoBKe Takum
Xe o6pa30M, KakKnm MoryT BblTb OTKaJ‘IVI6pOBaHbI MHBa3NBHbIE aTYUKN KPOBAHOIO aBlieHUA. MOFyT BbINONTHATBLCA pasfind-
Hble PYYHbIE UMW aBTOMaTUYECKNe PEryrIMPOBKUA MYNbCOBbLIX OKCUMETPOB, HanpuMep AnSA YCTaHOBKU KO3 ULMEHTOB
YCUNeHNA U OTMeHbl CMeLLeHWA HynA yCunuTend, Ho BCe OHW HacTpauBakoTcA no 0ObIYHBIM SJTEKTPOHHBIM BTOPUYHBIM
sTanoHaM (Hanpumep, perynupoeka cMelleHna GyAeT BbIMOMHATECA ANA NPUBEAEHWUA K HYMO NoKasaHWi BONETMETpa).
OCHOBHOE COOTHOLLEHWE MeXay ONTUYECKUMU CUTHANaMu, NonydYeHHLIMIU OT NauMeHTa, U 3HaveHnem SpO,, BoiBeeH-
HbIM Ha ,D,I/ICI'IJ'IeVI, onpegender uarotoBurenb AnA KOHerTHOVI KOM6VIHaLU/IVI MOHUTOpPAa U gaT4yuKa NynbCoOBOro OKCuU-
MeTpa. 3TO COOTHOLLUEHWE MOCTOAHHO COXPaHSeTC B NpOorpaMMHo-annapaTHbIX CpefcTBaxX U HUKOrAa He perynupyeTcs.
B YacTHOCTU, MHOTNe COBpeMeHHblE UMNYNbCHbIE OKCUMETPbI MNOoKa3biBakoT 3Ha4YeHNe, NHorga Ha3blBaemoe KOSCPCPVILWI—
€HT MOAYNALMU UNU KOSDPDULMEHT COOTHOLLEHUIA, KOTOPBIA MOXET BbITb NPUBNUXEHHO BhIpaXeH Kak:

) ACred
_ I091O(maxrec/mmred) ~ DCred

R ~ )
logig(maxg/ming)  ACGR
DCr
roe AC,,q — MakcumarbHbli (MynsCcUpyoWuii) cUrHan ¢ ANIMHOM BOMHLI B KpacHoi 06racTu cnekTpa,

AC\g — MakcuMarbHbIA (MyNbCUPYHOLLNIA) CUrHan ¢ ANNHON BOSTHBLI B MHbpakpacHoii obnacTu cnekTpa;
DC,,q — MUHUMasbHLIA (HENYyNbCUPYIOLWWIA) CUrHanN ¢ ANWHOM BOMHEI B KpacHOM obriacTu cnekTpa;
DC\gr — MuHUMarbHbIi (HenynbCUpYoLWWiA) curian ¢ ASIMHON BOSHEI B MHpaKpacHoi obractu cnekTpa.

MpuMeyaHue — JTa NpubnimxkeHHas GopMyna NPMBOAMTCH TONBLKO Kak KOHKPETHLINA NpuMep Ans o60cHOBaHMSA
obcyxaeHns criegyroLiein KanmGpoBOYHOI KPMBOIA, TOUHbIE OKCUMETPbI PAaCCYUTLIBAIOTCS MO MHOXECTBY MareMaTuieckux
NOAXOA0B, KaXAbI/ 13 KOTOPLIX TpebyeT onpeaerieHHOro Buaa sMNUpUMYeckoi KanmGpoBoYHO# KPUBOIA.

3Mnupu4ecku onpegeneHHas kanmbpoBovHas KpUBasi, Kak NokasaHo Ha pucyHke FF.1, faeT BO3MOXHOCTb OKCUMeE-
TPy BbIBOAUTL Ha gucnneil 3HadyeHne SpO, no HabniogaemoMy 3HadeHuto R. MNpoueaypa onpeaeneHnsa KanmbpoBoHO
KPUBOI Ha3bIBa€TCsl KOHT pONMpPYEeMbIM UCCTiefloBaHueM Agecaty- R
paumu. O6bIYHO OHa BKMovaeT obecneveHue 06LEKTOB UCNbITaHUSA 2
B BUA€ 340pOBbIX 0OPOBONbLEB AbIXaTeNbHEIMWU CMECSMU C MOHU-
XeHHbIM cofiepxaHueM kucnopopa. NMpobbl apTepuansHoil KpoBK
3abupaloT u u3MepsoT ¢ nomouybio CO-oKkCcMMeTpa, a NokasaHus
CO-oKkcuMeTpa HaHOCAT Ha rpaduk OTHOCUTENbHO 3Ha4YeHuih R, 1~
HabriogaemMblX B TeUeHUe rnepuopa BPeMEHM, Koraa NpoucXoauT
3abop KpoBW. OTOT npouecc crneayeT OCyLIeCTBATL C OCTOPOX-
HOCTBIO, YTODbI M3bexaTb MHOXecTBa BO3MOXHbIX owmbok. Ko-
TponupyemMoe uccrnefjoBaHue gecarypauum Talke MOXHO Bbl-
MOJHATL NyTEM CPaBHEHWS NoKasaHUi MyNbCOBOIO OKCUMETPaA, 0 I I I T
noanexatlero npoBepke, ¢ NokasaHUAMU MYNbCOBOTO OKCUMe- 50 60 70 80 90 100
Tpa, UCMONb3yeMOro B Ka4eCTBE «BTOPUYHOIO 3TanoHa», KOTOPLIi Sa0,, %
6bin nNpeaBapuTenbHo oTkanubpoeaH no CO-okcuMmetpy. Takoii
nojxof, ycTpaHseT HeobxoguMocTb 3abopa apTepuanbHOW KpOBH,
HO TeM He MeHee Bcerfla TpebyeT UCMomnbL30BaHNA B KavyecTee 06b-
€KTOB MCTbITaHWSA JoAen.

Ha kpuBOii nokasaHa 3aBUCUMOCTb HaGnioAaeMoro sHade-  pycywok FF. 1 — lMpuMep KanubpoBOUHOI KpUBOIA
HUA R oT pas3rfinyHbIX 3HavYeHui 3802, onpegeneHHblx ¢ NOMoLbIO ANA NyNbCOBOr0 OKCUMETpa

KoadbdpuuymneHT mopaynsumm B KpacHOM/MH-
dpakpacHoit o6nactu cnekTpa R Kak yHKUUS ap-
TepuanbHOro HachILLEHUST KUCITOPOA OM.
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CO-okcumeTtpa. Npu ycTaHoBKe nporpaMmHoro obecnevyeHns B NyNbCOBOW OKCUMETP KpuBasa OyaeT yctaHasnueaTtb
oToGpaxaemoe Ha gucnnee sHadeHne SpO,, 3agaHHoe HabnofaeMbiM 3Ha4eHneM R.

FF.5 Yro Takoe pbyHKUNOHANbHbIW TecTep?

B HacToAweM cTaHAapTe KaX4bli NpoaaBaeMblil MyNnbCoBON OKCUMETP SBNSAETCH (hyHKLIMOHANbLHBIM TECTEPOM.
DYHKUMOHANbHbIE TECTEPbI UMEIOT Cefyowwne ABe NPMHUUNNANbHBIE XapaKTEPUCTUKM:

- (PYHKUMOHANBLHLIN TeCcTep NO3BONAET NONb30OBaTeNto ONpeAenuTb, (hYHKLUMOHUPYET NI MOHUTOP NMYNbCOBOTO
OKCUMETpa TaK, KaK ero cnpoektuposan ans paboTsl M3roroButenb, 6e3 onpeaeneHns kakum-nubo cnocobom npasunb-
HOCTU KOHCTPYKLNH,

- (PYHKUMOHANbHbIN TeCTep MMEET OrpaHUYEHHYI0 CNOCOGHOCTL ANSA onpefeneHns Toro, (PYHKLIMOHUPYET NN fto-
6ol paTYMK NYNbCOBOro OKCUMMETPA TaK, KaK ero crnpoekTupoBan ans paboTbl usroroButenb (nogpobHee 06 orpaHu-
YeHUAxX ByaeT ckasaHo HUXE), U He MOXET HUKOTAa ONpeAennuTb NPaBUNbHOCTL KOHCTPYKLIUK.

DYHKUUOHANbHbIN TEeCTep NpejcTaBnseT co6oii MOHUTOP NYNLCOBOrO OKCMMETPA C CUrHanoM, UMEIOLMM Nnpo-
rHO3Upyemoe 3HaveHne R, ¢ TeM 4To6bl NONb3oBaTenb Mor HabnaaTh pesyneTupyloLlee oTobpaxaemoe Ha aucnnee
3HaveHne SpO, U OUEHMBATL €ro NpU CpaBHEHUM C MaTeMaTUHECKUMN OXWAAHWUAMU ANS TOW Xe KOHKPETHOW Mopenu
MOHMTOpa NyNLCOBOrO OKCUMeTpa. Ecnu usrotoBuTento Tectepa M3BeCTHO, Kakasi kanubposodHas kpusas bbina pas-
paboTaHa Ana KOHKPETHOTO MOHUTOPA NYNLCOBOrO OKCUMETPA, TO OH MOXET MOMy4uTb TOMHOE 3HavyeHue R, KoTopoe
AOIKHO NPUBECTM K KOHKPETHOMY 3HaueHUo SpO,, Hanpumep 85 %. 3aTeM NyNbCOBOI OKCUMETP MOXHO OLieHUBaTh Ha
€ro cnocobHOCTb BOCNPOU3BOAUTL KanMBpoBoUHYIO KpUBYIO, KoTopas Gbina paspaboraHa ans Hero. Jliobas owubka, npe-
BblLLatoLas TpeboBaHusi K CyMMapHoOii oLLInbke MOHUTOpPa NYNIbCOBOTO OKCUMETPa U TecTepa, Npegnonaraet, Yto nubo
MOHUTOP NYNbLCOBOro OKCUMeTpa, Nbo TecTep TpebyeT peMoHTa.

Touroe 3HaueHue SpO, Ha (pyHKLMOHANBLHOM TecTepe HUKOrAa He NoapasyMeBaeT, YTo NYNbLCOBOW OKCUMETP
OyAeT TOYHLIM MPU UCTILITaHUM Ha Nioasax. Bee, YTO NOANEXNT OLeHKe TeCTepoM, — 3TO CNOCOGHOCTL MOHUTOPA Nyrb-
COBOIO OKCUMETPa BOCMPOU3BOAUTL KariMbpoBOYHYIO KpUBYIO, KOTOPYIO U3roToBUTENb paspabotan Ans Hero; sTa Ka-
NM6poBOYHasA KpMBas MOXET BbITb WU MOXET He BbiTb TOYHOW. UTO6BI akLUEeHTUpPOBaTL BHUMAHUE Ha STOW TOYKE 3peHus,
npuBefeHkl criegytoLne nogpobHble 3amMeyaHus:

- HeKkoTopble (PYHKLMOHaNbHbIE TeCcTepbl MPOSKTUPYIOTCA ANA ANEKTPUYECKOro NOACOSANHEHUA K BXOAY MyMb-
COBOro OKCUMeTpa BMeCTO AaTyMKa MynbCOBOro oKkcUMeTpa. MoHATHO, YTO B Cny4Yae TakoW KOHCTPYKUUU TecTepa
onTUYecKkne CBOWCTBa AaTuMKa NyNbLCOBOrO OKCUMETPA, KOTOPLIE MMENN CyLECTBEHHOE 3Ha4YeHWe nNpu kanubposke, He
MoOryT ObITb OUeHeHbl (kanmbpoBka Bcerga xapaktepuayeT KombuMHauvio MOHUTOpa/gaTyuka NyNnbCOBOro OKCMMETpaA).
MCKNIOYUTENBHO 3MeKTPOHHbIA XapaKTep TECTEPOB STOr0 CEMEWCTBA He ABMAETCS HACTOMbKO BONbLLOI MOMEXON, KaK YeT-
Koe NpUHATHe orpaHuyeHnin AN PYHKLUUOHAaNbHbIX TECTEPOB, KOTopble 00nafatoT NCKIIOYUTENBHO OrPaHNUYEHHOIA Cro-
COBHOCTBIO ANA NPOBEPKN ONTUYECKUX CBOWCTB NYNbCOBOFO OKCUMETPA;

- HekoTopble hbyHKLMOHaNbHbIE TECTEePbI ABMAKTCA 3MEKTPOHHBEIMWU MOAYNATOPaMM, UMEIOLLMMU ONTUYecKoe co-
NpsHKEHUe ¢ NYyNbCOBLIM OKCUMETPOM: AAaTUMK MYNbCOBOro OKCUMETpa HaknafbiBaeTcs Ha ONTUKO-MeXaHW4eckui
«naneLly onpefeneHHoro Buaa, 1 MogynupoBaHHble ONTUYECKWE CUTHamMbl MOCTYNatoT B AE€TEKTOP AaTYUKa NyNbCOBOIO
oKcumeTpa. HecMoTpa Ha To, YTO Takue TecTepbl MOryT AaTb TaKoi e addekT, 4To U noanexallunii oLeHKe AaTymk
NyNbCOBOro OKCMMETPA, B JeNCTBUTENbHOCTU 06BIYHO MPOBEPAIOT TONBKO CaMble OCHOBHbIE CBOCTBA AaTuyMKa nynb-
COBOro OKCUMeETpa, @ UMEHHO. YTO €ro UCTOYHUKN CBETa U AETEKTOP aKTUBHLI U OTCYTCTBYIOT NPUBOASLLME K YBEYLAM
KOPOTKWEe 3aMblKaHWsA UM Pa3oMKHYTble Lienu. Takoe e onpeperneHne MoXeT ObiTb BbIMOMHEHO, €Crnu HaknajblBaTb
AATYUK NYNbCOBOro OKCUMETPA Ha COBCTBEHHLIN Manel, nonb3oBaTtens u HabnoaaTe 3a oTobpaxeHneM Ha gucnnee
nyfbCOBOro OKCUMETpa HEKOTOPOoro 3HadeHnsi SpO,. PYHKUMOHANBHBIA TecTep STOro Tuna npocTo ucnorb3yeT Aar-
YUK NYNbCOBOro OKCMMET pa KaK MHCTPYMEHT A1 4OCTaBKW TpebyeMoro NCMbITaTeIbHOro cUrHana B Sf1eKTPOHHYH0 YacTb
NyNbCOBOro OKCUMETPA,

- HeKoTopble Mapkit PYHKLMOHANbLHBLIX TECTEPOB UMEIOT ONTUKO-MEXaHUYECKUIA «nanewy, BKIOYaloWmin eTek-
TOp, KOTOPLIN 3aXBaTbIBAET CBET OT U3Ny4aTensa AaTuMKa NyNbCOBOro OKCUMETPa, 1 ceeTousnydaroLmin amoa (LED), ko-
TOPLIA JOCTaBNSAET MOAYNUPOBaHHLIN CBET B JeTEKTOp AAaTUMKa NyNbCOBOro oKCMMeTpa (cM. pucyHok FF.2). 3To oauH
13 NpUMepoB TecTepa ¢ ONTUYECKUM COMPsSKEHUEM, onucaHHblii Bollle. Ecnin ceetoguonel (LED) paTuuka nynbcosoro
OKCUMeTpa ANA KpacHoi obnacTu cnekTpa UMenu HenpaBuIbHYIO ASMHY BOMHBI MPU UCMONB30BaHUN KanMbpoBOYHON
KPUBOIA, TO 3TO MOXET MPUBECTU K TOMY, YTO OKCUMETpP OYAET HETOYHBIM MpK PaKTUHECKOM NMPUMEHEHUW Ha NauueHTax.
DyHKUMOHaNbHbLIN TecTep BygeT coBeplUeHHO He nogo3pesaTh 06 3Toii owmnbKe, Kak M MyNbCOBON OKCUMETP, noare-
XaLluid UCNbITaHWUIO, NPU STOM HETOYHbLIA NYNbCOBOW OKCUMETP MOXET KasaThbecs BMNofHe ToYHbIM. HekoTopkle npogasLsl
OKCMMETPOB MOCTABMSAT A4aTYUKU MYJIbCOBOrO OKCUMETpa, paboTatolne Ha pasfnuyHbIX AMMHAX BOJSH; B 3aBUCUMO-
CTW OT UCMONb3yeMON AMUHBLI BOMHbI PEKOMEHAYETCA BeIGMpaTh ANS OKCUMETpa NpaBUiibHYH KanunbpoBOYHYIO KPUBYHO
13 MHOXeCTBa NPUroAHbIX KpMBbIX. MHCTPYKUMSA no BeIGOpY NpaBuribHON KpWBOIA 3aaeTcs AMA OKCUMETpa NOCPEACTBOM
KoAupytoLLero yCTpONCTBa, HanpuMmep peancTopa, KoTopoe HaxoAUTCs B AaTYMKe MyNbCOBOro okcumMeTpa. BaxHoe Tpe-
6oBaHWe K KOHTPOIO Ka4yecTBa HOBLIX MM NOABEPrHYTbIX MOBTOPHOW 06paboTke AaTUMKOB NyfIbCOBOrO OKCUMETpa
COCTOUT B BrIU3KOM COrfacoBaHWUu ANUHBEl BOMHEI M3nyYaTens (M pacnpefeneHns AnUH BOSH) ¢ KanubpoBOYHBIM KOAOM B
AaTunKe NynbcoBoro okcumetpa. CyllecTylolMe B HacTosLee BpeMsa (PYHKLUOHaNbHbIE TecTepbl He MOryT Npo-
BEPATb TOYHOCTL 3Ha4YeHWUA cpeaHei ANHbEI BOMHbI,

48



FOCT ISO 9919—2011

- HekoTopble PYHKLNOHA/IbHbIE TECTEPLI 06ecneynBaioT BCECTOPOHHNE UCNbITAHUS HA BCE BO3MOXHblE KOPOTKME
3aMblkaHUA 1 06pbIBbI Lenu B AaTYMKe NMYyNbCOBOro OKCUMETPA. XOTS 3TU UCNbITAHUA ABNAITCA NOSHOLEHHbIMU, 31€eK-
Tpuyeckas LesloCTHOCTb ABASETCA HE0OX0AMMbIM, HO HeJOCTaTOUYHbIM ycnoBMeM TOYHOCTH;

- B flaT4nKe Ny/NbCOBOr0 OKCMMEeTpa uBeT nNaacTMaccoBOW npoknagku unn 6aHpjaxa, KOTOpblii KacaeTcs KOXu
nauueHTa, okasblBaeT BaXHoe BAUSHUE Ha KannbpoBKy NY/IbCOBOro OKCMMeTpa. Ecan 6aHfax 04eHb CUBLHO OKpalleH,
3TO MOXEeT oKasblBaTb BAUSHME HA TOYHOCTb SP02 gatumka npu cakTMyeckom npuMeHeHWn. OnucaHHble Bbllie TUMbl
PYHKLNOHANbHbIX TECTEPOB 6yAyT HEUYYBCTBUTE bHBIMU K NPUCYTCTBUIO KpacuTens. dTa npo6rema «uBeTa 6aHgaxa»
dhakTuyeckn 3atparnsaeT GONbLWONA Kpyr BonpocoB. Ha TOYHOCTb u3MepeHus SpO02 NynbCOBOro OKCMMETPA okasbl-
BaeT CU/IbHOEe B/MAHME B3aMMofeiicTBME ONTUYECKNX CBOMCTB Kak TkaHW MNaLUeHTa, Tak 1 KaxAol yacTu okpyxatolyei
onTuyeckoii cpepbl. PYHKLUMOHANIbHbIE TECTEPbLI HeYyBCTBUTE/bHbI K Takum BO3feiicTBUAM. MNpaBubHbIR kanuépatop
ANSA NyNbCOBON OKCUMETPWMW, MpU ero Hanuuuu, 6ygeTt TpeboBaTbh TOYHOTO BOCMPOU3BEAEHUSA 3TOTO C/IOXKHOTO B3anumMogeii-
cTBua. CneAcTBMeM 3TOro ABASETCH TO, YTO JOKYMeHTauusa, conpoBoxaatuias noboii kanmépatop (KMO), noctynatowui
B KOHEYHOM cuyeTe B MpoAaxy, [OJKHA BkAwuyaTb 06CyXAeHue Toro, kakune dusmyeckme v PuU3NONOTMYECcKNe acnekTbl
xapakTepucTuk Ny/sibCOBOro0 OKCUMeTpa Ay6ampytoTca, a Kakue HeT.

14 3 2

1— vcnbiTaTenbHbIl naney; 2 — ceHcop; 3 — aga ceetognoga (LED); 4 — dotoanog; 5 — ceetoamon (LED); 6 — choToamopg

PucyHok FF.2 — ConpsxeHune yHKLMOHANbHOTO TecTepa, ucnosb3ywuero gortoguon u LED gna BsaumopeincTens
cAaTyYMKoM My/NbLCOBOro OoKCcuMmeTpa

OauH knacc PYHKLMOHANBbHbIX TECTEPOB MMeeT COGCTBEHHYD YYBCTBUTEILHOCTb K pacnpegeneHunto AJuH BOJH
nanyvyarensa NyabCoOBOro okCumMmeTpa. Takue TecTepbl paGOTaIOT nytem onTuyeckom MoAaynAauuun ceeta, ucnyckaemoro
CO6CTBEHHbIM M3nyyaTenem fgatynka NynbCOBOro OKCUMETpa, v npoBefeHWs MOAY/IMPOBAHHOIO cBeTa K JeTeKkTopy
faTtyumka nysbCOBOro okcumeTpa. OAgHO M3 ceMelcTB Takux TecTepoB paboTaeT mMyTeM perynpoBKM KojsuyecTBa pac-
TBOpa Kpacutens, KoTopoe BAaBAMBaeTca Mexay uinyyatenem faTymka Ny/sbCOBOro0 OKCUMETpa u geTekTopom (CM.
pucyHok FF.3). B Apyrom cemeiicTBe TECTEPOB MCNOMb3YyeTCs XUAKUIA KpucTann ons moaynsuum ceeTa Ha Nyt OT u3nyya-
Tens fo getekropa (cm. pucyHok FF.4). Takne TecTepbl MOryT paspabartbiBaTbCa A8 TOro, 4To6bl Bbi3biBaTb MOAYISALNIO B
3aBUCUMOCTU OT AJZINHbI BOJIHbI, NOYTM COOTBETCTBYHLW YO 3aBUCMMOCTM ONTUYECKOTo nornoweHusa remoriobmMHa Ha 3ToW
ONVHE BOJMHbI. M0 CywWwecTBY OHU TakXe MOTYT NMPOEKTMPOBATbCS ANA NMPUGINXEHUA BaXHbiX BO3AENCTBUI paccesiHus
cBeTa TKaHbl 4YesnnoBeKa Ha KanMﬁpOBKy oKkcnmeTpa (XOTFI Mbl 3Haem, 4TO A0 CUX NOpP He cyuwecTByeT 0I'Iy6I1I/IKOBaHHOr0
AoKa3aTefibCTBa, YTO 3TO 6bIIO cAenaHo). B cnyyae Takux TecTepoB ANA NPUOIVXKEHUSA COCTOAHUA NPaBU/IbHbLIX Kasn-
6paTopoB (KMO) oHM Takxe TpebywT BOCNPOM3BEAEHUA ONTUYECKUX B3aUMOAENCTBUIA TKAHW YeslOBEKA C OKpalleHHbIMU
MaTtepunanammn, KOTopble OKpyXakT nsnyyatenb N 4eTeKTop. I_Ipl/l cCoBpeMeHHOM ypOoBHE pa3BUTUA Mbl nonaraem, 4Tto 3T0T
knacc (PYHKUMOHaNbHbIX TECTEPOB He cnefyeT OTHOCUTb K TecTepam, 6osiee 6/1M3K0 onpeaensiowuM UCTUHHYI TOY-
HOCTb u3mepeHus Sp02, yem gpyrme knaccbl PYHKULMOHAIbHbBIX TECTEPOB. VX MOXHO CpaBHMBATL C APYTUMU TecTe-
paMn Ha OCHOBaHUN 06bIYHOTO CpaBHEHUA UCNbITaTe/IbHOIO 060py,ﬂ|OBaHMF| — KOMMNPOMWUCCHOIO COOTHOLWEHUA Nno ueHe,
yAO6CTBY, A0/ITOBEYHOCTU, TMOKOCTU B NPUMEHEHWUN M BOCNPOU3BOAMMOCTU pe3ybTaToB.

HekoTopble NpoAasubl HOBLIX WM NOABEPrHYTbIX MOBTOPHOM 06paboTke AaTyYMKOB MNy/bCOBOr0 OKCMMeETpa
3asBASNN, YTO UX AATYUKN 06bIYHO 6bINU TOYHBIMU NPU KUChbITaHUM ¢ PYHKLMOHA/IbHBIMW TecTepamu. Takoe gokasa-
TEeNbCTBO [0 CUX NOpP 6bI/I0 HEAOCTATOYHbIM ANA AEMOHCTpauun NpasuabHOro PyHKLMOHMPOBaHUA NYNIbCOBOTo0 OKCUMeE-
Tpa, 3aAaHHOro orpaHuyeHusiMm PYHKLNOHAIbHbLIX TECTEPOB.
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1 2 3 5 1 2 3 5
1— nosIoCTb CO CMEChIo Kpacutenei; 2 — onTuyeckas svelika ¢ 1- wcnbiTaTefbHbIV Nanew; 2 — XUAKOKPUCTaNInYeckunii
nepemeHHbIM 3a3opoMm; 3 — aga csetoauoga (LED); 4 — dhotogmon; moaynatop; 3 — aBa ceetogmoga (LED); 4 — doToauog;
5 — ceHcop 5 — ceHcop
Mpumevanne — TMpu cpasBnaneBaHMM MONOCTU KOMU- PucyHok FF.4 — ConpsixeHue pyHKLUOHANbHOIO
YeCcTBO KpacuTens, KOTopoe pasMeljaeTca Mexay naacTuHamu TecTepa, WCMO/b3YIOLIEro XNAKOKpUCTananyeckuit
ONTMYECKOl fYelikn, MeHseTcs. Moaynatop

PucyHok FF.3 — ConpsixeHue yHKLMOHANbHOTO TecTepa,
MCnob3yloWero cMecb Kkpacutesnei

FF.6 BHe o6n1actv npyumMeHeHua PYHKLNOHaIbHbIX TECTEPOB

Kak Mbl y3HaeMm, 4To 6bl1 pa3paboTaH NMpaBUMbHbIA KanubpaTop MY/IbCOBOr0 OKCMMETpa? Takoe ycTpolicTBO MO-
XeT BblTb MAEHTUPULUPOBAHO MO CNOCO6Y, KOTOPbIA MCMOMb3YeTCsA UM, M MO TUNY ONy6/IMKOBAHHbLIX 3KCMEPUMEHTaNbHbIX
pe3ynbTaToB, KOTOPble 060CHOBLIBAIOT €r0 BO3MOXHOCTU. Ero xapakTepucTukun AO/KHbI 6biTh CEAYIOLWUMN:

-0aTYnK NyS1IbCOBOro OKCUMETpPA npuknagbiBatoT KToi yacTu KMO, koTopas Moyt cooTBETCTBYET ANHAMUYECKUM
ONTUYECKMM XapaKTepucTukam 4acTu Tesa yesioBeka, A/ KOTopol paspaboTaH AaTyMK. Mpu onTuyeckom mMogenunposa-
HUM cnepyeT yunTbiBaTb B3auMOAENCTBME, MpoucxoAsllee Mexay maTepuanamu fJaTuynka NMysbCOBOro OKCUMeTpa u
TKaHbl0 YesoBeka, NpuM KOTOPOM CBET HEOAHOKPaTHO NokugaeT M NOBTOPHO BXOAMUT B TKaHb, OTpaxascCb OT MaTtepuasnos
JaTynka Ny/nbCOBOro OKCMMETpa,

- KMO mMoxeT 6bITb YCTAHOBMEH AN UMUTALMUN ONTUYECKUX XapaKkTepucTuK Mogennpyemoli yactu Tena naumeHTa c
BbIGpPAHHbLIM HacbllweHnem kucnopogom Sa02, 4To NpUBOANT K BOCNPOM3BEAEHWIO Ha Agucnnee My/bCOBOro oKCumeTpa
nokasaHus Sp02;

- AOCTOBEPHOCTb NPV 3KCMepuMeHTanbHOW npoBepke 6yAeT nNoATBepxAeHa Torga, Korga nokasaHue, MHAYLWPO-
BaHHoe Kanmbpatopom KMO B Ny/IbCOBOM OKCMMETPE, COOTBETCTBYET MOKa3aHWU0 3asAB/IEHHOW MMUTUPYeMOoid TOYHOCTU
nsmepeHnsa Sp02, kotopoe Te Xe camble MOHUTOP u AaTyuK MY/ILCOBOrO OKCUMeTpa 6yayT AaBaTb Ha NauneHTe
OCHOBHOW 3KCMepUMEeHT No NpoBepKke AOCTOBEPHOCTU, KOTOPbIA HEO6XOANMO BbIMOMAHATL MHOTOKPATHO U NPU pPas3/IMyHbIX
YCNOBUAX, BKAOYaeT cnefylolime onepayuu:

1) npuknagbiBaloT AAaTUYMK NY/SIbCOBOT0 OKCMMETpPA K 4enoBeky, 3HavyeHns Sa02 KoToporo onpefensoT nyTem us-
MepeHusi Npo6 apTepuanbHO KPOBW B OKCUMETpPe C HeCKONIbKUMUK AnuHamu BonH (Hanpumep, CO-OKCMMETP);

2) Ha6nwgatoT 3HavyeHne Sp02, oto6paxaemoe Ha gucnniee Ny/SLCOBOro OKCMMETPa. HeBaxHo, ABNAETCA KN 3TO
YMCO TOYHBIM WU HET;

3) npuknaAbiBalOT TOT e OKCcuMeTp u AaTUYUK NYy/IbCOBOr0 OKCMMeTpa k kannbpatopy KMO, koTopblii oTperynu-
poBaH Ans umutauuu Toro xe 3HaveHus Sa02, koTopoe 6GbIIO NOKA3aHO HA YeNOBEKE;

4) Ha6nwopatoT 3HavyeHne SP02, oto6paxaemoe Ha gucnnee NyNbLCOBOro OKCUMETPA;

5) paccuuTbiBalOT ownbKy KMO, Kak pasHocTb Mexay AByma 3HayeHuamu Sa02;

- B MPOBEPKY JOCTOBEPHOCTM pabouux xapaktepuctuk KMNO cnepyeT BkAl4vaTb NpoBeAeHWE UCMbITAHUA Npu cne-
OYOLWMNX YCNOBUAX:

1) ncnonb3oBaHne MHOXeCTBa Pas3/IMyHbIX Mapok MY/IbCOBbIX OKCUMETPOB, MMelLWwnx n3nyyatenn ¢ LWUpoKnm
pasHoo6pasuem pacnpejgenieHus 4JIH BOJH,

2) ncnonb3oBaHue pasINyHbIX 4ATYUKOB NY/IbCOBbLIX OKCUMETPOB, pa3paboTaHHbIX A8 HaN0XeHNs Ha Bbl6GpaH-
HYI0 4acTb Tefla YesioBeKa, BK/loYasa WHUPoKoe pasHoobpasne opm v uBeTa marepuanos. MNpyu 3TOM McnbITaHUK Npeano-
4YTUTeNbHO cnefyeT UCNO/b30BaTb «NpoBOLMpYOLWMe» AATYUKA NYNbCOBbIX OKCUMETPOB, O KOTOPbIX U3BECTHO, YTO OHM
OYeHb HETOYHbl MPU MPUMeHeHun Ha NnaunmeHTax. Heobxoammo, 4To6bl KMO BbI3BAN AeMOHCTpaLunto OKCMMETPOM TOYHO
TaKoli Xe HeTOYHOCTU, YTO M Ha peanbHOM MaUUEHTE;

3) nNpu 3TOM MCMbITAHWW NPeanoYTUTEeNbHO creAyeT UCMOMb30BaTb KOHKPETHbIV KNacc «nposBouupylowmux» Aart-
YNKOB MY/IbCOBbIX OKCMMETPOB, O KOTOPbLIX W3BECTHO, YTO OHW AAal0T OYEeHb pa3Hble nokasaHus SpO02 nNpu McnbITaHUK
Ha pasfNnyHbIX 4O6POBOMbLLAX C OHUM M TeMm xe 3HayeHuem Sa02. B kauecTBe npumepa Takoro faTymka NysbCOBONo
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OKCUMeTpa Ha pucyHke FF.5 npuBefeH cnekTp oTpaXeHUst KOHKPETHOro MaTepuana cuHero 6aHaaxa, KoTopslid, kak 6bino
rokasaHo, fJaeT 3KCTPeEMaribHO U3MEHAEMYHO XapaKTepuCTUKy OT OfHOro NauMeHTa K Apyromy. 3ToT MaTtepuan He Ucnosb-
3yeTCA B CEPUItHBIX AaTYMKaxX NyNbCOBbIX OKCUMETPOB; OH ObiN cneunansHo BelbpaH, 4Tobbl MpogeMOHCTPUPOBaTE
U3MeHseMyto KanunbpoBky, koTopas ByAeT NPOUCXOAUTL NPU CPaBHEHWUMN CO CTaHAApPTHBEIM AATYMKOM NYNbCOBOro OKCHU-
MeTpa. Ha pucyHke FF.6 nokasaHa aTa aKCTpeMarbHO U3MEHSiEMas kanmbpoBKa Npu cpaBHEHWU CO CTaHAapTHEIM Aat-
YMKOM NYNbCOBOro OKCUMETpa. JTOT AaTUYMUK NyNbCOBOro OKCUMETpPa He MOXeT ObiTb TOYHLIM AN BCEX NaLWUeHToB,
Mpy STOM HeBaXHO, kakas kanMbpoBoYHas KpuBasA Obina Mcnonb3oBaHa B OKCMMeTpe. Ecru npoBepka J0CTOBEPHOCTH
KMNO He 6bina BLINOMHEHa NPWU UCMBITAHUK C TAKUMM AaTYUKaMU NYNIbCOBOrO OKCUMETPA (3TO NofpasyMeBaeT, YTo KOH-
KpeTHasi KOMBMHaLWsA AaTuyMK NyfibCOBOro OKCMMETpa/NyfibCOBON OKCUMETP MOXET 0Ka3aTbCA TOYHOR MpW UCMbITAHUM
Ha kanubpatope KO, HO HETOYHOW MpU UCMBITAHWM HA MHOTUX MaLMeHTaXx), 3TO orpaHNYeHne crnefyeT YeTKo oTpaxaTh
B conpoBoauTeneHoi gokymeHTauum KMo, a nonb3oBatenb KO gomkeH 6biTb MHPOPMUPOBAH O BaXHOCTU NpoBeae-
HWS UCNBITaHUS NYNBCOBOro OKCMMETpa Ha MHOXeCTBe 06poBonbLeB. [na AOCTOBEPHOro UCNbITaHUS MOBELEHNA STUX
NMPOBOLMPYIOLMX BATYMKOB MYNbCOBLIX OKCUMETPOB C M3MeHAeMOol Kannbposkoil kanubpatop KIMO, no-sugumonmy,
JomkeH 6bITb OTPErynupoBaH AN UMUTaLMKU OAHOTO U3 HECKOMBKMX PasfinyHbIX Niogei.

MHorux naumeHToB Unu 4o6poBonbLeB NogBeprani UCTLITaHNo AN KaX[0ro ypoBHSA Sa0,, AN KOTOPOro ycTa-
HoBreHo ncnonsaosaHue KMO. Heobxoanmo chneLnanbHo BeIAENWTb NpoBeAeHWe UCTIBITaHNUS A4S CaMblX HU3KUX YPOBHe
Sa0,, ANs KOTOPLIX yCTaHOBMEHO UcronbsoBaHue KO, Tak Kak oWubKA MynbCOBOro OKCUMETPa UMEHT TEHAEHLMIO K
YBEMWYEHUIO MPU HU3KOM HaChILLEHUH.

TpeboraHue k TouHocTU KO He BKItoYaeT nobyro COCTaBNAIOLLYI0 HETOYHOCTW NyNbCOBOro OKCUMeETpa, MNoj-
BEPrHYTOro WUCMbITaHUIO (CpaBHM 3TO TpeboBaHue ¢ TpebGoBaHWeM K TUMUYHOMY (bYHKLMOHaNbLHOMY TecTepy, TakuM
Kak £ 1 Touka SpO, t 3asBMneHHas TOYHOCTb U3MepeHusa SpO, okcumetpa). KMO npegHasHaueH Ana onpepeneHns
TOYHOCTU U3MepeHusi SpO, NyNbCOBOro okcumeTpa 6e3 NPoBeAEeHNSI HEMOCPEACTBEHHOTO UCTILITAHNS Ha YenoBeke.
B atom cmblicne KMO GyneT npeacTaBnaTe co60i BTOPUYHLINA STanoH Npu NpoBefeHUN UCMbITaHUS Ha KOHTponupyemoe
nccrnenoBaHue Aecatypauum Ha NIoAsX, COXpaHss porb «30M0Toro cTaHgapta». CM. Takke EE.3.
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A — cnekTparnbHas nornowjatoLLasi CnocobHOCTb, U3MepeHHas Npu OTPaxXeHuu; A — onTuyeckas AnuHa BOSHbI
PucyHok FF. 5 — CnekTpanbHas norowjatollas cnocobHocTe baHfaxa cuHero useta (M3MepeHHas Npyu oTpaXxeHun),

UCNonb3yemoro npu cneyuansHOM UCTBITaHUK AaTyKKa MyfbCoOBOIO OKCUMETPA C BbICOKOW M3MEHYMBOCTbIO KanubpoBku
OT NavLMeHTa K nayueHTy
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SIS
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X — atanoHHelii SpO,, %; Y — CUHUIA ucneiTatenbHeli gatunk Sp0O,, %

a) CpaBHeHWe CUHEero UCnbITaTerNbHOIO AaTymka CO CTaHAAPTHLIM CEPUIAHBIM JaTYMKOM
CuHuni nenbiTatenbHbii gaTunk SpO, (NeBbiii ykasaTenbHbIA Nanew) Kak (yHKuva aTanoHHoro garvmka SpO, (ne-
BbIli MU3uHeL). OTaenbHbIE NMMHUM Perpeccun rnokasaHbl A1 KaX40ro U3 Nt 06bEKTOB UCTbITAHUS.

Y
100

75

704Z

6570 75 80 85 80 95 100 X

X — sranohHbiit SpO,, %; Y — ucnbitatenbHblii SpO,, %
b) CpaBHeHue oaHOro cTaHAapTHOrO CEPUAHOTO AaTtinka C Apyrum
McnbitatensHolin aatunk SpO, (NeBbift ykasaTenbHbIA Nanew) Kak cyHKLMa TanoHHOro Aatymka SpO, (neBbli
MuanHel). OTaenbHble NMUHUM Perpeccun nokasaHbl Ans KaXA0ro U3 NATU OOGLEKTOB UCTbITaHUA.

PucyHok FF.6 — KanuGpoBka aaTinka nynbCOBOro OKCMMETPA C BbICOKOA U3MEHUYMBOCTBLIO MPU KOHTPONMpYEMOM Uccne-
[0BaHWK Aecatypaumu Ha NATU 0O6beKTax MCNbITaHUiA
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MpunoxeHne GG
(cnpaBouHoe)

MoHATMA, kKacalowmecsa BpeMeHU OTKIUKa annaparypbl

GG.1 O6Lwme nonoxeHus

MoxeT 6bITh BbIGpaHo ONTUManbHOe COOTHOLLIEHNE MEXAY TOYHLIM NPOCNEXUBaHUEM U3MEHEHUIA NPU HaCbILLeHUN
¥ MUHUMU3aLMei Bo3aencTeus wyma. OB6biYHO Bonee GbicTpoe BpeMs OTKIIMKA MOXET MOCNYXUTb MPUYUHON Toro, YTo
NynbLCOBON OKCUMETP OyaeT Gonee ya3BUM K LLYMY, HO U MOXET NpefocTaBUTb My BO3MOXHOCTb Bornee TecHo cre-
foBaTb peanbHOMY HacblleHnto. OTKIIMK HEKOTOpPbLIX NPUBOPOB MOXHO OMTUMU3UPOBATL ANA KOHKPETHBIX KITUHUYECKNX
cutyaunit. CyllecTByeT [iBa MaBHbIX NOHATUA ANA ONUCAHWUA OTKIMKa NYNbCOBOro okcumetpa. OfHO — 3TO MOYHOCMb
Mpu MpocrexuBaHn U3MeHeHnit HacbllleHus. [pyroe — 3adepxka Mexay BpeMeHeM, Koraa cobbiThe NpouCcXoauT, U
BpeMeHeM, Korfa fUCrnei UK reHepaumsi CUrHanoB TPeBOru YKasblBaloT Ha 370 cobbIThe. Ha «TOYHOCTbY U «3afepX-
Ky» OKa3blBarT BMUSHUE KOHCTPYKLMS NYNbCOBOro OKCUMETpa 1 NapaMeTphbl, ycTaHaBrMBaeMble onepaTtopom. KoH-
CTPYKLMS NYNbCOBOro OKCUMeTpa MOXET npejycMaTpusaTb Bpems 06paboTki 1 PopMUPOBaHUA curHana, a Takxe 3a-
OepXKy nepefayn gaHHbix. C NOMOLLbIO peryrnmpyemblx CpefcTB YrpaBneHns MOXHO yCTaHaBMBaTb, Hanpumep, Bpems
ycpefHeHUs 1 3aAepXKy reHepaLumn CUrHana onacHoCTH.

GG.2 ToyHoCTb

TOYHOCTE MOXHO NpefcTaBUTL rpadn4ecky, ykasbiBas fuanasoH OTKIMKOB NyNbCOBOro OKCUMETpa B 3aBUCUMO-
CTU OT U3MEHEHNA HacklWweHua. Ha pucyHke GG.1 nokasaH MogenupyeMblil OTKIUK NYNbCOBOrO OKCUMETpPa B 3aBUCMMO-
CTU OT U3MEeHeHUs HackileHus. Ha pucyHke GG.2 nokasaHo MogennpyeMoe Bo3AeicTBIE pasnUYHbIX 3HaYEHUIN BPEMEHU
YCpPEAHEHUS Ha OTKIUK NYNbCOBOro OKCMMETpa.
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0 20 40 60 80 100 120 X

1— Sa0,,; 2 — Sp0,, oTobpaxaemoe Ha gucnree; A — OTKNOHEHME HaCbILeHUsT; 5 — BpeMsA 3afepXKu;
X — BpeMs, B cekyHaax; Y — HacblleHue, %

PucyHok GG.1 — MnntocTpaumst TOMHOCTU NyNBCOBOrO OKCUMETPa NPW NPOCNEXUBAHUN 3MEHEHWIA HACHILLEHUS
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71— 8Sa0,, 2 — Sp0O,, oTobpaxaemoe Ha Ancnnee, Gonee GbicTpoe ycpeaHeHue; 3 — SpO,, oToBpaxaemMoe Ha Aucnnee, HopMarnbHoe
2 2 p 2
ycpeAHeHue; 4 — SpO,, oToGpaxaemoe Ha gucnrnee, Gornee MesneHHoe ycpeaHeHne; X — Bpems, ¢, Y — HacblweHune, %

PuecyHok GG.2 — UnntocTpaumns BNUAHUA pasnnyHbIX 3Ha4eHWii BpEMEHU YCpeaHEeHUst Ha TOMHOCTb
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A 1 5 Ha pucyHke GG.1 He UMeroT OTHOLLEHUA K KaKoMY-fInBo KOHKpETHOMY TpeboBaHUI0 HacToAWero ctaHgapTa.
OHW MNNIOCTPUPYIOTCA 3A,eChb Kak NMOHATUS, KOTOpble MOTYT NPeAcTaBNATe UHTEPEC, Tak Kak OHW SABNAIOTCA BEPOSATHEIMU
06nacTAMK TOYHOCTU U3MepeHmna SpO,, Ha KOTOPLIE MOTYT OKa3biBaThb BIIUAHUE KpUBbLIE OTKAWKA NPU PasnNYHBIX CNoCo-
6ax ycpeaHeHnsa unu unsrposanus. MinTepean & npefcraenset coboii oTcTaBaHWe No BpeMEHU 40 TOro, Kak U3MEHEHUs
B HacblleHnn GYAYyT OTpaxeHs! B NpeobpasoBaHHOM 3HadeHun SpO,. 3To oTCTaBaHWe MOXeT ObiTb Bbi3BaHO, HanpuMep,
BpeMeHeM, HeobxoauMbIM Ana cbopa faHHbIX, POPMUPOBaHUA curHana v anroputma o6pabotku. OTKNOHeHWe A Unnio-
CTPUPYET OTCYTCTBUE TOMHOCTU B BOCNPOU3BEAEHUN CTENEHN USMEHEHWA NPU HeyCcTaHoBUBLUeNCA AecaTypauun. Ha oT-
KrnoHeHne A 0BbIMHO OKasbiBaeT BMUAHWE, HanpuUMep, Nepuoa YCpeLHEeHUs curHana uunm oGHOBNEHUA AaHHbIX.

B cceinke [40] xopoLlo UNnocTpUpyeTes 3HaueHne ownbok (3 U A), BHoCUMBIX Npu o6paboTke napameTpa Sp0,, a
TalKKe reHepaLm CUrHanoB ONacHOCTU, KOTOpbIE MOKynaTento HeobXxoanMo NpUHUMaTE BO BHUMaHWE NpU NPUMEHEHWUM
B CBOEM KIMHUYecKol npakTuke (cM. 6.8.2.5).

GG.3 BnusHue 3agepxku

3afepxKy MOXHO NpeAcTaBuTh rpadnyeckn, Hanpumep, NokasbiBas OTKIIMK MYJIbCOBOrO OKCUMETpPAa Ha pUCyHKe
GG.3. Bpems oT ty A0 t, NpefcTaBnsieT coboii 3aaep)Ky OnacHo! CUTyaumnm, a Bpemst oT {, A0 t; — 3aaepKKy reHepa-
LMK1 CUrHana onacHocTH.

BosmoxHasa npoueaypa M3MepeHus CyMMbl 3afepKKM ONacHOW CUTyaLMM 1 3aAepXKU FreHepauuu curHana
OMacHOCTU NYNbCOBOIO OKCUMETPA ONuCaHbl HUXE:

- UMWTaTOp YCTaHaBNWBaIOT Ha HayarbHblii YPOBEHb HacklLLeHUs, Hanpumep 98 %;

- 3TOT YPOBEHb crefyeT UMUTUPOBATL B TEHYEHUE Nepuoda BpEMEHU, JOCTaTOYHOro ANA cTabunusaumn nynbCoBo-
ro oKcuMeTpa, nognexatiero ucnoitaHumto (DUT);

- 3aTe€M UMUTAaTOP MOHMKAET YPOBEHb HACHILLEHWA B COOTBETCTBUU C NIUHENHO U3MeHsawWwenca dyHKUnen ¢ npea-
onpeAeneHHbIM HakmoHOM (MNK B COOTBETCTBUM C Kako-nnbo 4pyroil 3apaHee onpefeneHHoi dpyHkuueii) Ao 3agaHHoro
OKOHYaTENLHOro 3Ha4YeHus (HanpuMep, Ha 5 % Huxe npeaena curHanusawum),

- CYMMY 3aepXKu OnacHOW cUTyaLumn 1 3agepKKn reHepaLm cCUrHana onacHoOCTH ONpeaensioT kak BpeMs oT
NPOXOXAEHUs nopora npeaena CUrHanMsauum npu UMMTUPYEMOM HackILeHnn (Hanpumep, 85 % unu npeaen curHa-
JNIN3aLMK NPU HU3KOM HacbILLEHWW NO YMOMYaHMio) 4O BPEMEHU reHepaLm CUCTEMON aBapUtHON CUTHaNN3auumn cooT-
BETCTBYIOLLErO CUrHana onacHoCTH.

Ha pucyHke GG.3 nokasaHbl cocTaBnsAoLMe 3aAePKKU reHepaLuuu curHana onacHoCTHU.

v 3 4
P \

85 —L‘—m\_
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t, t, t, X

1 —$a0,; 2 — npegen curdHanusauum, 3 — SpO,, oTobpaxaemoe Ha gucrnee; 4 — reHepaLms CUrHana onacHocCTH,
X — Bpems, C; Y — HacblweHue, %

PucyHok GG.3 — Mpaduueckoe NpefcraBrieHne COCTABNAOLMX 3afePXKU CUCTEMBI aBapUIAHOI CUrHanusaumm

3apepxka B pesynsrate 06paboTku U ycpeiHeHUS AaHHbIX NYNbCOBbIM OKCUMETPOM NpefcTaBnseT coboi UHTep-
Ban {, — t;, 3apepxKy onacHou cutyaummn. MHtepean t; — t,, 3afepXKa reHepauum CUrHana onacHOCTH, NMPUNUChI-
BaeTCA K CTpaTernm cucteMbl aBapMiHOM CUTHaNM3aLuMmM U BpeMeHun nepefaym nHgopMalmm K ycTpoilcTBy reHepauun
CUrHana onacHOCTU UNu pacnpefeneHHoN cucteMe aBapMHON CUrHanM3auum (HanpuMep, MOHUTOPY NauyueHTa unum
LUeHTpanbHON cTaHuum). Takum obpa3om, obLyee Bpems 3afepXKu CUCTEMbl aBapMWHOW CUrHaNU3auuMm npejcraBnsaeT
coboit uHTepBan t; — t,.

Ha pucyHke GG.4 npeacraeneH HakroH npu Gonee 6biCTpoit AecaTypauuu u 6onee peanucTUYHLIA CUrHamn Ha-
cbilweHns ¢ wymamu. KpuBbie A u B npeymeHbLUaloT rybuHy cHkeHusi HacbileHus. KpuBasa C ansi 6onee 6bicTporo
YyCpeAHeHNsA MOXET nepeceyb NpeAen CUrHanusaluum npu HU3KOM HachlLeHUn GeicTpee, YeM Kpusas B Ans Hopmanb-
HOro ycpeaHeHUa unu kpueas A aAnsi 6onee MeANEHHOMO HaChILLEHWUS, KOTOPasi MOXET He Bbl3biBaTb ONAacHOW CUTyaLun
Bosce. [penmyLecTBo HopMarnsHoro U 6onee MeANEeHHOro yepeAHeH!s 3aKoYaeTcs B CriaxXmBaHum Apyroro curqana ¢
LWyMaMKN U CHUXEHMW KoNM4ecTBa TPEBOXKHbIX CUTYaLui ¢ OLUMOGOYHBLIMK pe3ynkTaTaMu.
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1 — HenpeoGpasosaHHoe Sa0,; 2 — Sp0O,, oToGpaxaemoe Ha aucnnee, 6onee GbicTpoe ycpeaHeHue (C); 3 — SpO,, oToGpaxaemoe
Ha Aucnnee, HopManeHoe ycpeaHeHue (B); 4 — SpO,, oToGpaxaeMoe Ha aucnnee, 6onee MeaneHHoe ycpeaHeHue (A), 5 — npeaen
curHanusaumm; X — spems, ¢; Y — HacbleHue, %

PucyHok GG.4 — UnntocTpauust BNUSHWSA pasiinyHbIX 3Ha4YeHWii BpeMeHU ycpefHeHNs! Ha Gonee BbICTphIi curHan
0 JecaTtypauuu, ConpoBoOXAaeMbli LLyMaMK
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Mpunoxexune HH
(cnpaBouHoe)

Ccblfika Ha CyLeCTBeHHbIE NPUHUUNDI

HacToswuin ctaHaapT 6bin paspabotaH Ans 06OCHOBEHUA CyLLECTBEHHLIX MPWHLMMNOB GesonacHocT W pabo-
TOCNOCOGHOCT MYNbCOBOrO OKCUMETpa Kak MeAWLMHCKOro npubopa, COOTBETCTBYHOLLErO TEXHUYECKOMY OT4eTy

ISO/TR 16142. MNpegnonaraeTcs, YTO HACTOALWMIA cTaHAapT NpUeMneM Ans Lenei oLeHKN COOTBETCTBUS.

CornacoBaHHOCTb HacToAllero ctaHgapTa obecneynBaeTcs ¢ MOMOLLbIO OAHOro cpeAcTBa NoATBEpPXAeHUA COOoT-

BETCTBUSA cneLmndpuyecknum cyllecTBeHHbIM npuHuymunam ISO/TR 16142, BoaMoxXHbI U Apyrie cpepcTsa.

Tabnuya HH.1 — CooTBeTCTBUE MEXAY HACTOALLMM CTaHAapTOM U CyLLeCTBEHHBIMU MPUHUMNaMK

Pasgen/noapasaen HacTosiLero cTaHgapTa COOTBETCTBYHOLYMI CYLUECTBEHHbIA MPUHLMN KommeHTapum
Bce 1
6.1, 102.1, 201 2
4.101, 4.102, 1021 3
21,49, 102.1 4
21,102.1 5
4,6.8.2 42.3, 50, 51, 101, 102.1, 201 6
43.101,102.1 7.1
48 7.2
43.101 7.3
— 7.4 He npumeHumo
48 7.5
44.6, 102.1 7.6
447 8.1
— 8.1.1 He npumeHumo
— 8.1.2 He npumeHumo
48 8.2
10.1.1, 102.1 8.3
447 8.4
— 8.5 He npumeHumo
447 8.6
4.103,6.1,6.11),51.101, 102.1, 102.2, 201 9.1
21,36, 102.1 9.2
43.101 9.3
50, 51.101, 101, 1021 10.1
46, 51.101, 101, 103, 201 10.2
6.1 aa) 10.3
32, 102.1 11.1.1
29, 30, 31, 32, 33, 34, 35 11.2.1
32, 102.1 11.2.2
36 11.3.1
6.8.2 aa)2) 11.4.1
— 11.5.1 He npumeHumo
— 11.5.2 He npumeHumMo
— 11.5.3 He npumeHumo
52 12.1
49.201 12.2
49.201 12.3
6.1 d), natuih absau, 101, 201 12.4
36, 102.1, 12.5
19.4, 20.4, 102.1 12.6
21,1021 12.7.1
— 12.7.2 He npumeHumMo
— 12.7.3 He npumeHnmMo
57 12.7.4
42,1021 12.7.5
— 12.8.1 He npumeHumo
42 12.8.2
6 12.8.3
6.1, 6.1 d), BTOpOI ab3ay, 6.1 1), 102.2 13.1
50, 102.1 14.1
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MpunoxeHue Il
(cnpaBoyHoe)

JxonornyeckKue acneKrbl

BoaaelicTBrE Ha OKpY>KatoLLto Cpefy, OKasbiBaeMoe NyfbCOBbIM OKCUMETPOM Npu uaMepeHnn SpO,, orpaHuyu-
BaeTCH, MMaBHbLIM 06pa3oM, CriegyrLLnMMmn CryqasiMu;

a) BO3feiCTBMEM Ha NOKanbHYH OKpY>KaltoLLyro Cpeay Npu HOpMarnbHOW IKCNIyaraLuu;

b) yaaneHnemM Guonormyeckunx XuaKkocTeh Npyu KOHTpPoNMpyeMblX UCCreaoBaHUAX AecaTypaLlium,

C) UCMonb30BaHWEM, O4UCTKON U yaarneHnem pacxofyeMblX Matepnanos npu NpoBeAeHnn UcbITaHUs 1 HOpManb-
HOIl aKcnnyaTauuy,

d) HakonneHueM oTXO40B B KOHLE XXU3HEHHOro Liukna.

BbigBuras Ha nepsblid NNaH BaXKHOCTb CHUXEHUS Harpy3ku Ha OKpYXatoLLyto Cpefy, B HacTosILeM cTaHAapTe pac-
cmaTpumBatoTes TpeGoBaHua UM pekoMeHAaumMn K YMeHbLUEHWIO BO3AENCTBMSA Ha OKpYXatoLLylo cpeay STUX 3Komornye-
CKMX aCMeKTOB Ha pasnuyHbIX CTagUsaX XU3HEHHOro LiUKna NyNbCOBOro OKCMMETpa.

CMm. Tabnuuy 1.1, oToBpaxatoLyto XU3HEHHbIA LUK AYNbCOBOFO OKCUMETPA OTHOCHUTENbHO 3KOMOrMYeCcKUX
acnekTos.

Tabnwnuya Il.1 — Okonornyeckne acnekTsl, paccmaTpuBaemble B HacToSLEeM CTaHfapTe

YKn3HeHHBI LyKn 3aenvs, paccmaTprBaeMblil B pasgene/noapasaene

3konoruyeckue acnekTbl
(BXOfHbIE U BbIXOGHbIE MpoussodcTso K noa- PacnpeaeneHne
faHHble) roToBKa Mpou3BoACTBa. (BKMIOYAS YNAKOBKY).
Cragna A Cragusa B

KoHeL, XW3HeHHOTo
LmKna.
Cragnsa D

McnonksoBaHue.
Ctagusa C

1 WUcnonb3oBaHue pecyp- 54 54 54 54
ca

2 BHepronoTpebnexue 54 54 54 —

3 BblgeneHue B Bo3ayx 54 54 54 54

4 BblgeneHue B Bogy 54 54 54 54

5 Otxoabl 54 54 54 54
10,1 6,1

6 LWym — — 54 —

7 Murpayusa onacHbIxX Be- 54 — 54 54
WwecTs 6,1
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OkoHYaHue mabnuupi 1.1

Skonoruyeckne acnekTbl

YKUsHeHHbII LK U3Aenus, paccMaTpuBaeMblli B pasgene/nogpasaene

(BXOAHbIE U BbIXOAHbIE MpousBoacTBO U NOA- Pacnpenenenne VICMONb30BaHYE. KoHeL| Xn3HeHHoOro
faHHble) roToBKa NpPOW3BOACTBA. (BKMIOMasA yNakoBsKy). Cragus C LmKna.
Ctagusa A Crtagua B Ctagna D
8 Bo3sgeiicTBus Ha noyBy — — — 54
6.8.2
9 Puckn pns okpyxato- 54 — 54 54
Lel cpeabl B pesynbra- 6.8.2
Te aBapuil unu Henpa- 44
BWUMBHOTO NMpUMeHeHUs 45
56
57
201
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MpunoxeHue JJ
(cnpaBouHoe)

FOCT ISO 9919—2011

AndaBUTHLIN yKa3aTerib TEPMUHOB

annapatypa Unu cucTtema xxusHeobecneueHus
BHYTPEHHWI UCTOUYHUK 3MEKTPUUYECKOTO NUTaHUS
OAaTYUK NYNbCOBOTrO OKCMMETpa
OEMOHCTPALUOHHbIN PEXUM

AnanasoH, BOCNPOM3BOAUMbIN Ha 3KpaHe gucnnes
3aiepKKa reHepaLumn CUrHana onacHocTu
3alepKKa onacHoW cuTyaulum

3asiBMEeHHbI AWanasoH

M3rotToBUTenb

usgenue

usgenue MegULMHCKOE SneKTpuyeckoe
usaenue nepeaBuKHoOe

usgenue nepeHocHoe

nspenue pyyHoe

uspgenue ctauMoHapHoe

MH(POPMALIMOHHLIN cUrHan

Kabenb yAnNMHUTENbHbLIA ANA AaTunka
KOHTpoOnupyemoe uccregoBaHue aecatypauumu
KOHTPOSbHbIN YPOBEHb 3aLULLEHHOCTU
KoadpcbuumneHT R

FloKanbHas cUcTemMaTuyecKkas NorpelHocTb
MeAMLMHCKas aneKTpuyeckas cuctema
MOHUTOP NyJNbCOBOro OKCUMETpa
HeucnpaBHOCTb AaTuynKa NyfbCOBOro OKCUMeTpa
HU3KWUM NpUopuTEeT

HOpMarbHOe COCTOsIHWe

HOpMHMpOBaHHOe

obLan KoHUEeHTpaLuA reMornoGuHa

onacHas cutyauus

OMacHoCTb

onepartop

napameTphbl, ycTaHaBNMBaeMble ONepaTopom
nauyueHT

nepuop, o6HOBNEHUs AaHHbIX

nuTatrowas ceTb

noBTOpHasi obpaboTka

nonb3oBarenb

nopT BbIBOAA CUrHana

npeaBaputesibHble YCTAaHOBKU CUCTE€Mbl CUrHanusauum no ymonvdaHuro

npepenbl CUrHanusauuu
npeayctaHOBKM CUrHanusauum
Nnpeun3noHHOCTb

npuocTaHoOBJIeHa reHepauusa 3ByKOBOIro curHaria onacHoCTu

nNynbCOBON OKCMMETP

pabouas yacTb

pabouas yactb TUNa BF

pabouas yactb TUna CF
pacnpefeneHHas cucTema CUrHanm3auum
CUTHanNM3auus NpuocTaHoBmneHa

CUTHan onacHocTn

IEC 60601-1-2:2001, 2.219
IEC 60601-1:1988, 2.1.9
3.20

3.6

3.7

IEC 60601-1-8:2003, 2.210
IEC 60601-1-8:2003, 2.202
3.5

3.12

|IEC 60601-1:1988, 2.2.11 (cM. Takke 2.2.15)
|IEC 60601-1:1988, 2.2.15 (cm. Tarke 2.2.11)
IEC 60601-1:1988, 2.2.16
IEC 60601-1:1988, 2.2.18
IEC 60601-1:1988, 2.2.13
IEC 60601-1:1988, 2.2.21
IEC 60601-1-8:2003, 2.223
317

3.2

IEC 60601-1-2:2001, 2.216
3.22

3.1

IEC 60601-1-1:2000, 2.201
3.19

3.21

IEC 60601-1-8:2003, 2.227
IEC 60601-1:1988, 2.10.7
3.14

3.26

IEC 60601-1-8:2003, 2.201
IEC 60601-1:1988, 2.12.18
IEC 60601-1:1988, 2.12.17

3.15

IEC 60601-1:1988, 2.12.4
3.4

IEC 60601-1:1988, 2.12.10
3.23

IEC 60601-1:1988, 2.12.13
IEC 60601-1:1988, 2.1.19
IEC 60601-1-8:2003, 2.216
IEC 60601-1-8:2003, 2.203
IEC 60601-1-8:2003, 2.206
3.16

IEC 60601-1-8:2003, 2.213
3.18

IEC 60601-1:1988, 2.1.26
IEC 60601-1:1988, 2.1.5
IEC 60601-1:1988, 2.1.25
IEC 60601-1-8:2003, 2.217
IEC 60601-1-8:2003, 2.205
IEC 60601-1-8:2003, 2.209
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cuctema CUrHanusaumm
cpepa, oKpy:Kalowas naumeHTa

cpefHuii npuopuTet

cpenHAA cucTtemMaTmyeckas NorpelHocTb
TeXHMYeckKasl onacHas cutyaums

TOK YTEUYKM Ha nauueHTa

TOYHOCTb

ycrnoBue eQMHUYHOTO HapyLUeHUs
YCTaHOBKW CUTHanNu3auuu
c¢dusnonornueckan onacHasa cutyaums
¢ppaKLMOHHbLI OKCUreMorno6uH
hbYHKLUMOHaNbHOe HacbIWEHUe KNCNOPOaOM
¢hyHKUMOHaNbHbIN TecTep
3KcnnyaTauMoHHbIe AOKYMEHThI

Sa0,

SpO,

CO-okcumeTtp

60

IEC 60601-1-8:2003, 2.211
IEC 60601-1-1:2000, 2.204
IEC 60601-1-8:2003, 2.228
3.13

IEC 60601-1-8:2003, 2.236
IEC 60601-1:1088, 2.5.6
3.1

IEC 60601-1:1988, 2.10.11
IEC 60601-1-8:2003, 2.208
IEC 60601-1-8:2003, 2.231
3.8

3.9

3.10

IEC 60601-1:1988, 2.1.4
3.24

3.25
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MpunoxeHue JA
(cnpaBo4Hoe)

CBeeHUA 0 COOTBETCTBUN MEXIroCcyAapCTBEHHbIX CTaHAAPTOB
CCbINOYHbLIM MeXAYHAPOAHbLIM CTaHAApPTaAM

Tabnuya JA1
0O6o3HaveHue u Hau- CreneHs
0603Ha4YeHWe N HAMMEHOBaHWE CCbINIOYHOTO MeHoBaHve MexayHa- | o O603HaYeHWe N HAMMEHOBaHWEe MeXrocy-
MeXAyHapoaHOro cTaHaapTa poaHoro cTaHgapTa [apCTBEHHOIO cTaHAapTa

ApYroro roaa uagaHus creua

ISO 7000/IEC 60417 padudeckne cum- IEC 60417:1973 NEQ FOCT 28312—89 (M3K 417—73) An-

BOMbI, HaHOoCUMble Ha obopyaoBaHue. naparypa pajuoanekTpoHHas rnpodec-

MepeyeHb U cBogHas Tabnuya CUOHanbHasA. YcrioBHble rpaduyeckne
0603HaueHna

ISO 14155-1:2003 WcnbiTaHUA KNuHUYe- — — *

CKne MeAWMLMHCKUX U3genuii ons nogen.
Yactb 1. O6wue TpeboBaHma

ISO 14155-2:2003 UcnblTaHnsa KiUHWYe- — — *
CKMe MeAWMLMHCKUX U3fenuii ons nopen.
YacTb 2. CxeMbl KMUHUYECKUX UCMBbITAHWA

ISO 14937:2000 Crepunusauma Meau- — — *
LMHCKoW npogykumu. Oblime TpebosaHuA
ANA onpefeneHns xXapakTepucTuk ctepu-
nuaytoLLero BelllecTBa W 4nA paspaboTky,
BanuiaLuu 1 TeKyLLero KOHTpons npotec-
COB CTepUnmn3aLnu MeaULMHCKUX U3aenuid

ISO 15223:2000 Nagenusa meguUMHCKMue. — —
Cu1MBONbI, UCMONb3YeMbIe Ha STUKETKaX M
Apnblkax MeguUUHCKMX W3Aenuid v npea-
naraemas nHdopmauus

[EC 60068-2-6:1995 UcnbiTaHua Ha Bo3- | IEC 60068-2-6:1982 MOD | NoCT 11478—88 (MOK 68-1—88,

JelcTBuA BHelWHuX daktopoB. YacTb 2. M3K 68-2-1—90, M3K 68-2-2—74,
WUcnbitanna. Ucneitanme Fc: Bubpauusn M3K 68-2-3—69, MGK 68-2-5—75,
(cuHycomnpiansHas) M3K 68-2-6—82, M3K 68-2-13—83,

M3K 68-2-14—84, M3K 68-2-27—87,
M3K 68-2-28—90, M3K 68-2-29—87,
M3K 68-2-32—75, MK 68-2-33—71,
MO3K 68-2-52—84) Annapartypa paguo-
aneKkTpoHHas 6eiToBass. HopMbl n MeTo-
Abl UCNbITaHUIA Ha BO3feNCTBUE BHELL-
HUX MEXaHWYECKUX WU KIUMMaTUYECKUX
dakTopos

28203—89 (MOK 68-2-6—82) OcHos-
Hble MeToAbl UCMbITaHUA Ha BO3fEn-
CTBUE BHeWHUX ¢akTopoB. YacTb 2.
UcnbiTanna. UcnbitaHue Fc U pykosoa-
cTBO. Bubpauus (cuHycouganbHas)
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lpodomxerHue mabnuupi JA. 1

Ob6osHa4YeHne N HaMMEHOBaHWE CCbINOYHOro
MeXAyHapo4HOro ctTaHgapTa

OB6o3HaveHWe U Hau-
MeHOBaHWe MeXAay-
HapojHoro cTaHaapTa
Apyroro roga usgaHus

CTeneHb
COOTBET-
cTBUA

O6o3Ha4yeHWe N HanMeHoBaHNe MeXrocy-
AapCTBeHHOro cTaHAapTa

IEC 60068-2-27:1987 WcnblTaHnsa Ha BO3-
LEeACTBUA BHELLHUX akTopoB. YacTb 2. Uc-
neiTanns. Yacte 2. UcnelTaHns. McnblTaHne
Ea u pykoBogcTso: Yaap

MOD

OCT 11478—88 (MOK 68-1—88,
MGOK 68-2-1—90, MOK 68-2-2—74,
MOK 68-2-3—69, MOK 68-2-5—75,
M3K 68-2-6—82, MOK 68-2-13—83,
MO3K 68-2-14—84, M3OK 68-2-27—87,
MO3K 68-2-28—90, M3K 68-2-29—87,
MO3K 68-2-32—75, M3OK 68-2-33—71,
MOK 68-2-52—84) Annapatypa pa-
AWoanekTpoHHas bGblToBasd. Hopmbl u
METOAbLI UCMbITAaHUA Ha BO3ZENCTBUE
BHELUHUX MeXaHW4YecKUX W KnumMatu-
Yeckux akTopos

MOCT 28213—89 (M3K 68-2-27—87)
OcHOBHbBIE MeTOAbl UCMBITAHWMIA Ha
BO3AEWCTBME BHEWHUX akTopos.
YacTb 2. UcnbiTauna. UcnebitaHne Ea
u pykosoacTeo: OAUHOYHLIW yaap

IEC 60068-2-32:1975 UcnblTaHUA Ha BO3-
LeWACTBMA BHelWHWX dakTopoB. YacTs 2.
MenblTaHusa. UcnbitaHne Ed: CBobGopHoe
nazeHve

MOD

MOCT 11478—88 (MGK 68-1—88,
M3K 68-2-1—90, MOK 68-2-2—74,
M3K 68-2-3—69, MOK 68-2-5—75,
M3K 68-2-6—82, MOK 68-2-13—83,
MO3K 68-2-14—84, MOK 68-2-27—87,
MO3K 68-2-28—90, MOK 68-2-29—87,
M3K 68-2-32—75, MOK 68-2-33—71,
M3K 68-2-52—84) Annapatypa pa-
AWO3NEKTPOHHas 6biToBad. HopMmbl K
METOAbl UCNBITAHUA Ha BO3AEWCTBUE
BHELWHUX MEXaHWYECKUX U KnuMaTtu-
Yeckux hakTopos

rOCT 28218—89 (MGK 68-2-32—75)
OcHoBHble MeETOAbl UCMBbITAHWA Ha
BO3EUCTBME BHELHUX aKTopoB.
Yactb 2. UcnbitaHua. Ucnbitanne Ed:
CeobosHoe nageHue

IEC 60068-2-64:1993 McnblTaHuA Ha BO3-
LeiicTBMe BHeLWHUX akTopoB. YacTb 2. Uc-
neiTaHus. MeneiraHue Fh: LUnpokononocHas
cnydaitHan Bubpauus (uudpposoe ynpaene-
HWe) N pyKoBOACTBO

IEC 60079-4:1975 ObopygoBaHue arnekTpu-
YecKkoe AN B3PbIBOONACHBIX ra30BbIX CPef.
Uactb 4. MeToa onpeferneHus TemnepaTty-
pbl BOCNaMEeHEeHNs

IEC 60529:2001 CTeneHu 3aLuThl, obecne-
unBaeMble Kopnycamu (Kog IP)

IEC 60529:1989

MOD

FOCT 14254—96 (M3K 529—89) Cte-
MeHU 3alnTel, obecrneynsaemble 06o-
nodkamu (Kog IP)

IEC 60601-1-1988 W3genua meauuuHckue
anekTpuyeckue. Yacte 1. Obwme TpeboBa-
HUs 6e30MacHOCTH

MOD

MOCT 30324.0—95 (MOK 601-1—88)
Nagenns MeauUMHCKWE anekTpude-
ckve. Yactb 1. Obwume TpeboBaHus
6e3onacHocTu
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Q603HaYeHne U HauMeHOBaHNe CCbINTOYHOro
MeXAyHapoaHoro ctaHjapTa

OBo3HaueHne 1 Haun-
MeHOoBaHWe Mexay-
HapoAHoro cTaHaapTa
OpYyroro roaa usaaHus

CTeneHb
CoOTBET-
cTBUA

OBo3HayeHVe U HanMeHOBaHWE MEXIocy-
AapCTBEHHOTO cTaHaapTa

|EC 60601-1-1:2000 UN3genua meguumMHcKmne
anekTpudeckune. Yactb 1-1. Obuwne Tpebo-
BaHMA K GesonacHoCTU. [oNOnHMTENbHLIN
cTaHaapT. TpebGoBaHusa k 6e3onacHocTn Me-
LVULMHCKUX 3NeKTPUYECKUX CUCTEM

IDT

roCT IEC 60601-1-1—2011 MWape-
A MeAWUMHCKME  SneKTpudeckue.
Yactb 1-1. OBwme TpeboBaHuA Ges-
onacHocTu. TpeboaHus GesonacHo-
CTU K MEAWLMHCKAM 3MEKTPU4ECKUM
cucTeMam

IEC 60601-1-2:1993 U3genusa meguumHckme
anekTpudeckue. Yacte 1-2. Obwue Tpebo-
BaHMA K GesonacHocTU. [onomnHuTenbHbINA
CTaHAapT. OneKkTpoMarHUTHasi COBMECTU-
MocTb. TpeboBaHUs U UcnblTaHNA

|EC 60601-1-4:1996 UN3penua meguumMHcKmue
anekTpudeckune. Yactb 1. Obuyme Tpebosa-
HusA K GesonacHocTW. 4. [ONONHUTENbLHEINA
CcTaHgapT. [lporpammupyeMble MeAnLMH-
CKWe aneKTpuyecKkue cUcTeMsl

MOD

rOCT 30324.0.4—2002 (M3K 60601-
1-4—96) MWspgenua  MeauULUHCKMe
anekTpudeckne. Yacte 1. O6wue
TpeboBaHust 6GesonacHocTu. 4. Jonon-
HUTENbHbIA cTaHaapT. MMporpammupy-
eMble MegWLUMHCKUE 3neKTpuyeckue
cUcTeMbI

|EC 60601-1-6:2004 N3penusa MeguLUmMHcKue
anekTpuyeckune. Yactb 1-6. Obuyne Tpebo-
BaHWsA ©esonacHOCTU. [oMonHUTENbHbIN
CTaHAapT. BO3MOXHOCTb MCMOMNb30BaHMSA

IDT

roCT IEC 60601-1-6—2011 Uspenua
MeAWULMHCKNe anekTpuyeckue. Yactb
1-6. Obwue TpeboBaHua GesonacHo-
CTU. SKcnnyaTaLUoHHas NpUroaHoOCTL

|IEC 60601-1-8:2000 U3genus MeguumnHckne
anekTpudeckue. Yactb 1-8. Obwue Tpebo-
BaHus 6esonacHocTU. [JOMONHUTENbHLINA
ctaHgapt. O6wue TpeboBaHuA, UCNbITaHUA
M PYyKOBOACTBO MO CUCTEMaM TPEBOXHOW
CUrHanu3auun B SNeKTPUYECKO MeaULUH-
CKOIl annapaTtype 1 cucteMmax

IEC 60601-1-8:2003

IDT

MOCT IEC 60601-1-8—2011 U3nenua
MeAULMHCKMe anekTpudeckue. Yactb
1-8. Obuwme TpeboBaHusa GesonacHo-
ctn. Obwme TpeboBaHus, UCNbITaHUSA
U pyKoBoZsiLMe yKasaHus no npume-
HEHUIO CUCTEM CUrHanu3auuum Mepu-
UMHCKUX SMeKTPUYECKUX W3fgenuii un
MEAULMHCKMX 3NEKTPULECKUX CUCTEM

IEC 60825-1:2001 Be3onacHOCTb NasepHbIX
ycTpouncts. YacTb 1. Knaccudukauma anna-
paTypbl, TpeboBaHUA U PYKOBOACTBO NOMb-
3oBaTens

d

IEC 60825-2:2000 Be3onacHocTb nasepHbIX
ycTpoucts. Yactb 2. BesonacHocTb BONO-
KOHHO-OMTNYECKUX CUCTEM CBA3U

IEC 61000-4-2:2001 OnekrpomarHutHas co-
BMeCTUMOCTb (BMC). YacTb 4-2. MeToamnkun
M3MepeHuihi 1 ucnbiTaHnii. McnbiTaHne Ha
HEBOCNPUMMHYNBOCTL K 3IEKTpoCTaTUYeCKo-

My pa3pAany

IEC 61000-4-2:1995

MOD

MOCT 30804.4.2—2002 (M3K 61000-
4-2—95) CoBMeCTUMOCTb TeXHUYe-
CKUX CpefCTB  3NeKTPOMarHWTHas.
YCTOWYNBOCTb K 3MeKTPOCTaTUHECKUM
paspsaamM. TpeboBaHUA U METOALI UC-
NbITaHWiA

IEC 61000-4-5:2005 OnekTpomarHutHasi co-
BMecTUMOCTb (OMC). YacTb 4-5. MeTogunku
M3MepeHUih 1 UcnbliTaHniA. UcnblTaHne Ha
HEBOCNPUMMHYNBOCTL K BbIOpOCY Hamnpsixe-
HUA

IEC 61000-4-5:1995

MOD

MOCT 30804.4.5—2002 (M3K 61000-
4-5—95) CoBMeCTUMOCTb TexHu4e-
CKUX CpeAcTB  aneKTpoMarHuTHas.
YCTONYUBOCTb K MUKPOCEKYHAHBIM NM-
NyNbCHLIM NoMexaM 6onbWOon 3Hep-
rn. TpeboBaHMA M MeToAbl MCNbITa-
HWiA
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OkoHYaHue mabnuust JA.1

O60o3Ha4YeHne 1 Hau-

CTeneHb
0O60o3Ha4YeHne 1 HaUMeHOBaHWe CCbINOYHOro MEeHOBaHWe Mexay- COOTBET- O6o3Ha4yeHWe N HanMeHoBaHUe MEXrocy-
MeXayHapoaHoro cTaHaapTa HapogHoro cTaHjapTa - OapcTBeHHOro cTaHJapTa

APYroro roga usgaHns

IEC 61000-4-11:2004 OnektpomarHutHas |IEC 61000-4-11:1994| MOD | FOCT 30804.4.11—2002 (M3K 61000-

coBMecTuUMocTb (OMC). YacTb 4-11. MeTo- 4-11—94) CoBMeCTUMOCTE TEXHU-

OVKN U3MepeHuid n nenbiTaHnidi. McnblTaHue YeCcKUX CPEeAcTB aneKTpoMarHWTHas.

Ha MoMexXoycTOWYMBOCTb K rpoBanam Ha- YCTOAYMBOCTE K AWHAMUYECKUM W3-

NPSKEHUS, KPATKOCPOYHbLIM HapyLUEHUSM U MEHEHUAM HanpsiKeHUs 3nekTponu-

KonebaHWAM nofaqn HanpsxXeHUs TaHus. TpeboBaHUs U MeToAbl Uchbl-
TaHuii

* COOTBETCTBYHLLUIA MEXroCyAapCTBEHHbIA CTaHAAPT OTCYTCTBYET. [Jo ero yTBepXAEHUS PeKoMEHAYEeTCs uc-
Monb3oBaTk NepeBoj Ha PYCCKWUiA A3blK faHHOro MexayHapoaHoro crtaHgapTa. Mepesof AaHHOMO MeXAYyHapOLHOro
cTaHAapTa HaxopuTea B defeparnbHoM UHEOPMaLMOHHOM (hOH4Ee TEXHUUYECKUX PErfMamMeHTOB U CTaHapToB.

NMpumeyaHne — B HacTosLWweM cTaHAapTe MCNOMb30BaHbl criefytolimMe yCnoBHble 0603Ha4YeHUst CTENEHMU co-
OTBETCTBUA CTaHJaPTOB:

- IDT — ngeHTUYHbIe cTaHaapTh,

- MOD — moguduymnpoBaHHbie cTaHAapTh,

- NEQ — HeaKBUBaneHTHble CTaHAApPThI.
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Bubnuorpadus

IEC/TR 60825—9, Safety of laser products — Part 9. Compilation of maximum permissible exposure to incoherent
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