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O0mue nonoxenus

Hactosimas meToamka mHOBepKH pAacIpOCTpaHseTcs Ha MOIYIH  (DYHKIHOHAIBHOM
AuarHocTHKH Tenemenuuuackie RUSTELEMED (nanee mo texery — moxyma RUSTELEMED) u
YCTaHaBIMBACT NOPANOK MPOBE/ICHHUA HX ICPBUYHOM M IIEPHOJHYECKOMH TIOBEPOK.

IIpu ompenenenuu MeTPONOrHYECKHX XapaKTCPHCTHK B PAaMKaX IIPOBOAMMOM MOBEpPKH
moxyneit RUSTELEMED oGecnieunBaeTcs MpoCIeKUBaeMOCTb:

- B COOTBETCTBHH c roCyAapCcTBEHHOM MIOBEPOYHOH cXeMoi s
3NEKTPOJMArHOCTHYCCKHX CPEACTB H3MEPEHHH MEIUIMHCKOIO HA3HAYCHHs, YTBEPKIEHHOMH
npukasoM Poccranaapra or 30.12.2019 r. Ne 3464 k rocyzapcTBEHHOMY NEPBHYHOMY 3TATOHY
CIMHHUIl BPEMEHH, YaCTOThl H HALMOHAILHON IIKaIbl BpeMeHH raT1-2022 U K rocyJapcTBEHHOMY
IEPBUYHOMY 3TATOHY €THHULBI 3IEKTPHYECKOr0 HaNpskeHns raTl13-2023;

— B COOTBCTCTBHHM C rOCYJapCTBEHHOW MOBEPOYHOH CXEMOM Ul CPEACTB H3MEpEHH
u30bITOYHOTO AaBnenHus no 4000 MIla, yreepxnenno# mpukasom Poccrammapra ot 20.10.2022
Ne 2633 k rocynapcTBEHHOMY NIEPBHYHOMY 3TIOHY €HHHII JaBIeHUs-TIacKans ra123-2010;

— B COOTBETCTBHM C rOCyJapCTBEHHOW MOBEPOYHOM CXEMOM Ul CpEeACTB H3MEpeHHi
TEMIIEPATYPBI, YTBEPKACHHOH MprHKasom Poccrannapra ot 23.12.2022 Ne 3253 k rocyrapcTBeHHOMY
MEPBUYHOMY 3TaJIOHY €AMHHIIBI TeMIIeparypsl B auanazone ot 0 o 3200 °C rat34-2020.

Ilpn onpenenenmn MeTponormdeckux Xapakrepuctdk Moxyiedi RUSTELEMED npu
H3MCPCHHH 4acTOTBI, 3NEKTPHYECKOro HampskeHHs M carypauuu (SpOz) ucnoaes3yercs MeTon
NPSIMBIX H3MEPEHHH, IPH H3MEPEHHH TEMITEPATYPhl H H30BITOYHOTO JaBJIEHHS HCIIOIb3YETCA METOL
HEMOCPE/ICTBEHHOTO CITHYCHHS.

2. Ilepeqens onepanuii noBepkH
I1py npoBeeHHH MOBEPKHU BHITIONHAIOT ONIEPAIlHH, YKa3aHHEIE B Tabmmue 1.

Tabmuna 1 — Onmepanuu noBepku

Obs3arensHoCTb npoBeieHns | Homep
OIEpALMH II0BEPKH IIDH IYHKTa
HaumernoBanwue onepanun ., | HacTosEH
MEPBHYHOH | MEPHOIHUYECKON
METOJIHKH
TIOBEpKe TIOBEpKe
TIOBEPKH
| BHemHUA 0cMOTp CpeICTBA H3IMEPEHUH Ha Jla 7
2 KoHTpoms ycmoBHii IOBEpKH (IIPH IIOATOTOBKE K Ha Ha 8.2
IIOBEPKE ¥ OMpoOOBaHWH CPEICTBA H3IMEPEHHMI) ,
3 Onpo6oBaHne (MpH MOATOTOBKE K NOBEPKE H Ha Ha 8.3
onpo0OBaHMH CPEACTBA H3MEPEHH)
4 IlpoBepka nmporpammHuoro obecreuenus (I10) Ha Ha 9
5 Onpenenenne METPOTOTHYECKHX XAPAKTEPHUCTHK
5.1 OmpeneneHue NOrpemHOCTH H3MEPEHHIH Jla Tla 10.1
NIABJICHHS BO3lyXa B MaHXKETE )
' 5.2 OnpeneneHue NOrPEMIHOCTH H3MEPEHU

Jla Ja 10.2
carypauuu (SpO»)
5.3 Onpenenense MOrPeMHOCTH H3MEpEeHHH '
4aCTOTHI NyJIbCA Ha Aa 103
5.4 Onpenenenyue NOrpeIHOCTH H3IMEPEHHIH )
SNEKTPHYECKOT0 HAIPAXKCHAA BXOJHOTO CHTHANA Ma Ha 104
5.5 Ompenenenue MOTPEITHOCTH U3MEPEHHH 7
4acTOTHI CEpAeYHBIX cokpamenuii (UCC) Ha Ha 10.5




IIponomkenne Tabmuis! 1

Obs3aTenbHOCTE IPOBEICHUS Homep
OnepalyH NOBEPKH NpH MyHKTa
HanmMernoBanwue onepauuu » HaCTOAIEH
pat TIEPBHYHOM | NEPHOAUYIECKOMH sk
METOJIMKH
MOBEpKe MOBEpKE
IIOBEPKH
| 5.6 OnpeneneHye nOrpeHOCTH H3MEpEHUH
TEMIIEpaTyphl Ha Ha 10.6
6 INonTBepICHHE COOTBETCTBHSA CPE/ICTRA Tl T 1
H3MEPEHHH METPOJIOTHYSCKHM TpeOOBaHUAM

3.

TpeGoBanus K ycJ0BHSM NPOBEICHHSA MOBEPKH

IIpn npoBeieHA# MOBEPKH OJDKHBI COBIIOAATECS CIEYIONHE YCTOBHS:

— TeMIeparypa oKpyxatoeit cpest, °C
— OTHOCHTENIbHAS BIaXXHOCTb BO3yXa, %o
— arMoctepHoe aBienue, Klla

4.

oT

18 mo 28;

ot 30 o 80;
oT 96 mo 104.

TpeboBanns Kk ceMHAIHCTAM, OCYIIECTBISIONIAM TOBEPKY

K nmpoBesennio nosepku JOIMyCKalOTCS JHIA, HMEIOLIME OIBIT IOBEPKH CPE/ICTB H3MEPEHHIt
MEJIHIMHCKOTO Ha3HA4YCHHs W TEMIIEPATYpPhl, H3YYHBIIHE NOKYMCHTALMIO HA CPEICTBA MOBEPKH H
nosepsemble Moaynu RUSTELEMED, mactosmyio METONMKY MOBEpKH H HMelolue He Hixe I
KBAIM(HKALMOHHO TPYIITEI IO 31ME€KTPOOE30NacCHOCTH.

-

Me*rpo.;mrmecxne H TEXHHYECKHe Tpeﬁonamm K cpeacTBaM MOBECPKH

Metpornorideckue W TexHHYeCKHe TpeGOBAHWS K CpPEICTBAM IIOBEPKH H IEpEYeHb
PEKOMCHIYEMBIX CPEJICTB MOBEPKH NPUBEACHLI B Ta0mue 2.
Tabmmna 2 — Cpezactsa noBepkn

YCIIOBUH IIOBEPKH
(pu MOATOTOBKE K
MOBEpPKE U
onpoboBaHHH
cpezacTBa
H3MEpEHHH)

OKpYXXalOIIeH Cpelibl B IHaNa3oHe
nu3Mepenwii ot 18 °C 10 28 °C ¢
abcoymoTHOM norpemHocTrio =1 °C;
Cpencrsa H3MepeHHI OTHOCHTENEHOM
BJI2XXHOCTH BO31yXa B nquanasone ot 30 %
110 80 % c abconroTHOM NOrPemHOCTEIO +2,5
%

Cpencrsa u3mepennii atMochepHOro
JIaBJICHUS B JMAaNa30He u3MepeHui ot 96 1o
104 kI1a ¢ aGcomoTHOM MOrpemHOCTRIO HE
6onee +0,5 xlla

Onepaunu noBepKH,

P °P Metponorudeckne u TeXHHYECKHE

Tpebyromue : [lepeuens pexoMeHIyEMEBIX

TpeOOBaHHUS K CPEJICTBAM TTOBEPKH,
——— HEOOXOHMBIE UL TPOBE/IEHAS TOBEPKH o
CPEJCTB MOBEPKHA pe )
1 2 ) 3
Ocrosnoe obopyoosanue

8.2 Konrtpons Cpenctsa H3MepeHH TeMIepaTypsl IIpubop

KoMOuHUpoBaHHEI Testo
610 (per. Ne 53505-13);

H3ameputens naBneHus
Testo 511 (per. Ne 53431-
13)

10.1 Onpenenenne
TIOTPELIHOCTH
H3MEpeHHH
NaBJIEHHUs BO3/yXa B
MaHxere

DTaNOH ¢IUHHIILI JJaBJICHHS,
COOTBETCTBYIOIIMH TpeOOBaHUAM K paboumnm
3TajloOHaM He HuxKe 4-ro paspsaa no I'TIC,
YTBEPKACHHOH npHka3oMm Poccranapra ot
20.10.2022 Ne 2653, B quanazoHe 3HaYeHUIH
ot 0 1o 40 xIla

YcraHoBKa 1S IOBEPKH
KaHaIO0B U3MEPEHHSA
JIaBJICHHUSA | YaCTOTHI
nyisca YIIKII-3

(per. Ne 66733-17)




ITponomxenne Tabuuue 2

1

2

3

10.2 Onpenenenne
NOrpEIIHOCTH
H3MEpeHHUi
catyparuu (Sp02)

STanoH eqHHULEI carypamu (SpO2),
COOTBETCTBYIOIIHIM TPEOOBAHHAM K
pabounm stanoram mo I'TIC,
YTBEPXKIEHHOH NPHKa30oM
Poccrannapra ot 30.12.2019 Ne 3464,
B ManasoHe 3HaveHuit ot 70 % no
100 %

Mepa ju1s noBepkyu mymbCOBBIX
okcametpos MITIIO-2
(per. Ne 53087-13)

10.3 Onpenenenue
MOTPEILHOCTH
H3MEPEHHH YacTOThI
nynbca

OTaJIOH €MHHIIBI YaCTOTHI MyJIbCa,
COOTBETCTBYIOIIUH TpeOOBaHHAM K
pabounm stanonam no I'TIC,
YTBEPKIACHHON NMPUKA30OM
Poccranzapra ot 30.12.2019 Ne 3464,
B IHana3oHe 3Ha4eHu# ot 15

10 350 mun™! ¢ abcomorHoi
IOTPELIHOCTEIO He Gonee +0,2 Mun’!

| Mepa 115t NOBEpKH IyJIECOBBIX
okcumerpoB MIITIO-2
(per. Ne 53087-13)

10.4 Onpenenenue
[IOTPENTHOCTH
H3MEPEHHH
3JIEKTPHYECKOTO
HaNpsKeHAN
BXOJIHOTO CHTHAJIa

OTasoOH eIHHHIIE! 3IEKTPHYECKOTO
HanpsHDKCHHS, COOTBETCTBYIOMIHMA
TpeDOoBaHHAM K pabOYHM ITATOHAM 110
I'TIC, yTBep>XICHHOM IPUKA30M
Poccrannapra ot 30.12.2019 Ne 3464,
B JHana3joHe 3Ha4eHUuH

+(ot 0,25 no 5) MB

I'enepatop curuanos
CHELHAIBLHON (OPMBI
(byrxunoHaNBHEN) ['D-15
(per. Ne 71949-18)

10.5 Onpenenenne
IOIPELIHOCTH
H3MEPEHHH YacTOThI
CEepAEYHBIX
cokpamenutt (UCC)

| DTaNoH eTHHUIIBI YACTOTHI,

COOTBETCTBYIOIHKH TpeOOBaHHAM K
pabouum stanonam mo [TIC,
YTBEPKJIEHHOH MPHKa30oM
Poccranpapra ot 30.12.2019 Ne 3464,
B MaNa30He 3HaYeHuH ot 15

10 300 mun™ ¢ otHOCHTEBHOI

I'eneparop curaanos
cnenMatbHON GOopMEI
(bynxumonansHsIf) ['O-15
(per. Ne 71949-18)

10.6 Onpenenenune
[OrPEeITHOCTH
H3MEpEeHHH
TeMIIepaTyphl

HOrpemHocThio He 6omee £0,1 %
OTallOH eMHUITEI TeMTIepaTypsl,
COOTBETCTBYIOLIHH TpeOOBaHHAM K
pabouuM 3TaNoHaM HE HHXE 3-TO
paspsiia o I'TIC, yrBepxaeHHOM
npukasoM Poccranmapra ot
23.12.2022 Ne 3253, B nuanazone
3HaueHu# ot 15 °C 5o 45 °C

Kam6parop remneparyper KT-5
Monuduxanus KT-5.5

(per. Ne 65779-16)

TepmomeTp conpoTHBIEHHS
IUIATHHOBBIN BHOPONIPOYHBIA
ITTCB-1-2 (per.Ne 49400-12)

Bcenomozamenvroe obopyoosarnue

10.1 Onpenenenne
NOTPEIHOCTH
H3MEpEeHHi
JIaBJICHHA BO3/yXa B
MaHx)eTe

XKecTkuii cocy1 eMKOCTBIO
500 M £5 %j;
T-o6passble coetMHATEH | UUIAHTH

XKecTkuii cocyr eMKOCTRIO
500 M1 £5 %j;

T-o6pa3Hble coeuHATENH H
HUTaHTH

| Ilpumeuanue — Jlonyckaemcs ucnonvb3o6ame npu noeepke Opyzue ymeepucoennvie u
ammecmosartble IMANOHbL €OUHUY BENUYUH, CPeOCMEA USMEPEHUN YMBEPHCOEHH020 Mund U
nogepennvie, YO081eMEOPAIOWUE MEMPONOUYECKUM MPeBOBAHUAM, YKA3AHHBIM 6 mabnuye.

6. TpeGosanus (ycaosus) mo obecnevennio 6e30nacHOCTH NPoBeIeHHAS 0OBepPKH

6.1
SKCIUTyaTallHu
9KCITyaTalllH

3MEKTPOYCTAaHOBOK  NoTpeOuTeneit,
3JIEKTPOYCTAaHOBOK  moTpebuTenei,

MepEI

6e30MmacHOCTH, [IPHBEACHHLIE

Ilpn npoBeneHWH TOBEPKH MODKHBI COOMIONATECS TIPABHIA TEXHHUECKOIX
NpaBHla TEXHHKH 0€30macHOCTH TpH

B
4




9KCIUTYaTallHOHHOM MOKYMEHTAIHH Ha HCIIO0/Ib3YEMBIEe CPECTBA MIOBEPKH.

6.2 Ha pabouem MmecTe ceTeBble LMW, I8 HCKIIOYEHHS 3JIEKTPOMATHHTHBIX MOMEX,
nomkHel ObiTe ynanensl or moxayneit RUSTELEMED ma pocrarounoe paccrosHue. B6amsu
pabodero MecTa He JODKHO ObITh HCTOYHHKOB 3MEKTPOMATHATHBIX MomeX. Kpome Toro, Bo Bpems
MPOBE/ICHHUS MTOBEPKH HEOOXOMMMO 00ECIIEIHTh OTCYTCTBHE HCTOYHHKOB TETUIA HITH X004, IPIMOE
JCHCTBHE CONHEYHBIX Jy4eld WIM MHBIX HCTOYHHKOB CBETA WJIM JHEPrMH. TakKe BO BpeMs
NPOBEACHHS TMOBEPKM HEOOXOOMMO CNEJuTh 3a TeM, YTOOBI BO3AYXOBOAbI MaHXET M
COCTMHHUTEIIBHEIC IIJIAHTH HE Neperudannch 1 He TepeIaBIHBATHCE.

A Brenmuuii ocMoTp cpeacTBa H3MepeHH

7.1  Tlpu nNpOBeNCHHH BHEIIHETO OCMOTPA MPOBEPHUTH OTCYTCTBHE MEXAHHYECKHX
NOBpEKACHHM Kopmyca Onoka wm3MeputensHoro wMoxaynsi RUSTELEMED, xommeiorepa
IJIAHIIETHOIO, MUIaHra YUIHHHTEeNbHoro W Mamketsl HHAJL, xabens OKI, marumkos
MyJTbCOKCUMETPHM M TEMIIEPATyphl, 8 TAKXKe OTCYTCTBHE NMPOYMX JedeKTOB, Memaronmx pabore
monyns RUSTELEMED u (unm) BIHSIONIMX HA TOYHOCTH IPOBOJMMEIX € €I0 MOMOIIBIO H3MEPEHHIA.

Mapkuposka nosepsemoro moaynst RUSTELEMED nomxHa GbITh pa3siMIaMOii H COAEPXKATh
CJAEAYIOLLYI0 HHPOPMAIIHIO:

— TOBapHBIH 3HaK ¥ HAMMECHOBaHHE MPEANPUATHSA-H3rOTOBUTEIS;
— HAaHMEHOBaHHUE MOLYJIA;

— CEpHHHBIA HOMEp MOy,

— MECHI] H TOJl H3TOTOBJICHHS.

— 3HaK YTBEPX/ICHHS THIIA.

7.2  KommiekrHocTs nosepsiemoro moayias RUSTELEMED pomkHa cOOTBETCTBOBATh
PYKOBOJICTBY IO 3KCIUTyaTallHi H ONHCAHMIO THIIA CPEACTBA H3MEPEHHI.

7.3  Brmemmnwmii Bux mnosepsemoro moxyins RUSTELEMED poimxeH COOTBETCTBOBAaTh
¢ororpaduaM, NpHUBENEHHEIM B PYKOBOJACTBE MO SKCIUTYaTAIlHH ¥ ONHMCAHHWHM THIA CpPEJCTBa
H3MEPEHHH,

7.4 Pe3ynbTaThl BEINOMHEHHS ONEPALIME CYHTATh HOJI0XKHTEIBHEIME, €CITH BBIIOIHAIOTCH
BBIILIEYKa3aHHBIE TPeOOBAHHS.

8. IloaroToBka Kk noBepke U onpoloBaHHe cpeCTBAa H3MePeHHH

8.1 KoHTpous ycnoBuii moBepKH

8.1.1 HM3mepuTh ¢ MOMOLIBIO CPEJCTB H3MEPEHHH, MPHBEIEHHRIX B Tabmuie 2 HacTosmIeH
METO/TUKH TOBEPKH, H 3aHECTH B IIPOTOKOJI AaHHbIE 00 YC/IOBHAX IIOBEPKH.

8.1.2 V6enuThes B TOM, YTO YCIOBHS TOBEPKH COOTBETCTBYIOT YCIIOBHSM, YKa3aHHBIM B
pasnene 3 HacTosIIEH METOXHKH TIOBEPKH.

8.2 IloaroroBka K nmoBepke

8.2.1 TToaxmounTs K 610Ky H3MepuTeIbHOMY oBepsiemoro Moy st RUSTELEMED ka6einb
OKT', mnasr yumanrensabii HUAJL, naTuuk my/1scOKCHMETPHYECKHH, IaTYHK TEMIIEpaTypHEIi, a
TaKXe KOMIBIOTEp IUIaHIIETHEIH npy noMonw kabens USB.

8.2.2 Bxmounts moayns RUSTELEMED B cooTtBercTBHE ¢ pasnenoM «IToaroroka MOJIT
K Hadamy pabOThl» DYKOBOACTBA IO 3KCIUTyaTAlMH H 3alyCTHTh HA KOMIILIOTEPE CEPBHCHYIO
nporpammy ICIC_FM.

B pasnene CereBoii maTepdeiic Haxars kHonky «[lomxmounte» B pexume «JlokanbHbIH

PEXHMY, IPH ITOM [IPOU30HIET COEAMHEHUE ¢ H3MEPHTENILHEIM GiokoM (PucyHok 1).



Pucynok 1 — OcHoBHOE 0KHO cepBucHO#M nporpammsl [CIC FM

8.2.3 OcHoBHEIE CpecTBa MOBEPKH MOJATOTOBHTH K paboTe B COOTBETCTBHH C PYKOBOJCTBOM
0 MX 3KCIUTyaTalldH. Y CTAHOBKY JUIS IOBEPKH KaHAJIOB M3MEPCHMs JABJICHHUS H 4YacTOTHI IIyJbCca
VIIK/I-3 BKIIOYHTHL B pexuM «J[HHaMHYeCKOe JaBleHHE)» W YCTAaHOBHTEH 3HaueHus SYS paBHbIM
120 mm pr.cT., DIA pasasm 80 MM pr.cT., PR paBEsM 70 Mur’'. Mepy /14 IOBEpKH IMy/TbCOBBIX
okcumerpoB MIIIIO-2 BkmouuTe B peXHM 3aiaHus 3HadeHHi carypamud SpOz, BrIOpaTh
kanuOpoBouHyio kpuByto s narunka TPUTOH J105, yctanosuTs 3Hadenus SpOz paBHEM 95 %,
PR pasubm 70 Mus. I'eHepaTop QyHKIHOHATBHbIH BKIFOYHTH B PEKHUM BOCIIPOH3BEICHHS CHIHAA
KT pasmaxom 2 MB, uactotoii 0,75 't (45 yu./mun)'.

8.3 Ompobosanue

8.3.1 B coOTBETCTBHM C PYKOBOICTBOM MO 3KCIUTYyATAI[HH TIOOYEPETHO 3aMyCTHT:

- HeuHBazuBHOe u3MmepeHue AJl m yOemuthes, uro moxyns RUSTELEMED mnposoaut
H3MEPEHHE U BBIIAET PE3yIbTAT Ha JUCIUIEE TUTAHIIETA;

- m3Meperue carypauud (SpO2) u yDenuTecs B NOSABJICHHHM HA JUCIUIES IUIaHIIETA
oToOpaxceHHs MyITbCOBOM BONHEI M M3MEpeHHBIX 3HaueHm# carypamuu (SpOz) W 4acTOThI myjbca
(HII);

- H3MEpEeHHe TEMIIEPATYPHI U YOeTUThCS B OTOOpaKEHWH Ha JUCILIee IUIAHIIETa H3MEpEHHOH
TEMIIEPaTyphl OKPYKAIOIIET0 BO3AYXa;

- nu3mepenue OKI' npu BEIOpaHHOM B HacTpo#Kax pexuMe GUIbTpaluy «J{nardHocTukay, THI
kabens «Kabenp Ha 5 3mekTponoB» H ybeauThcs B OTOOPaKCHHH B COOTBETCTBYIOIIEM OKHE
nporpamMMsl Ha auciviee iadmera curaanos JKIT mo obmenpunsateiv oteeaenusyM I, 11, 111, aVR,
aVL, aVF u V u uamepennoro 3navenus YCC.

CpaBHHTE ()OpMY CHTHaJIA Ha TUCIUIEE BO BCEX OTBEEHUAX ¢ HOpPMOIf CHrHANA Ha PUCYHKe 2.

! OCHOBHOI HCIIbITATEIBHBIH CHTHAN «4%» B COOTBETCTBHH C PEKOMEHIALMAMH o MeTponorau P 50.2.009-2011



II1 aVF

Pucynox 2 — Bunx OKI curnana B o0ImenpHHATHIX OTBEICHAAX

B orBegenuu III HyneBas imHMs (M3-32 B3aMMOBNMsHHS KaHainoB B oreegeHuu llI
JOMyCKaeTcs MOsABJICHHE BBIOPOCOB ¢ pasMaxoM He Gosiee 2 % OT pa3mMaxa CHTHajla B OTBEACHHAX |
(II) ma mectax, cooTBeTcTBYIOmMX 3yOIy R B 3THX oTBesieHmsx). [Ipu cpaBHEHHH C pPHUCYHKaMH
o0pamaT BHUMaHHe Ha HaIW4Ke ce/noBUHBI (pacmienienus) 3youos P u R (P u S), nanuuue
pasiuuus MeXay ypoBHeM H301uHNH H ypoBHeM ST, orcyrcTBue uckaxenui 3youos P, Q, R, T (P,
Q, S u T). Hamune uckaxenuit Gopmel cursanos B oteeaeHusx I, I, aVR, aVL, aVF, V (nosiBnenne
BBIOPOCOB, CriIaXKHBaHHE paciieruieHuii 3yonos P, R; (S B orBegenun aVR) u T.0. HCKaXeHHS) He
JOIYCKaeTCs.

8.3.2 Pe3synpTarhl BHINOJHEHHUS ONEPAalHH ONPOOOBAHME CUHTATH IOJIOKMUTEIbHBIMH, €CIIH
BBHITIONTHSAIOTCS BBIIICYKa3aHHbIe TpeOOBaHWs, B NPOTHBHOM Clydae NajbHEHIIas MOBEpKa He
TIPOBOJTHTCA.

9. IIpoBepka nporpaMmuoro obecrnevdenns

9.1 IIpoepsroT BU3yaibHO HAeHTH(GHKanHoHHbIC AaHHbIC [10 Ha qucIuIee IUIaHIIeTa B JICBOM
BEPXHEM YIIIy OCHOBHOTO OKHA CEpBHCHOM NpPOrpaMMBI H BO BpeMs 3arpy3Kd NPH BKIIOYCHHH
nporpamMmsl RTM.

9.2 Pe3ynbTaT onepaunu CYUTAETCS TMOJIOKUTENBHBIM, €CITH HOMEp BEPCHH IIPOrpaMMHOIO
obecneuenus moayssi RUSTELEMED cooTBeTcTBYeT JaHHBIM, IPUBEACHHBIM B ONMCAHUH THIIA.

9.3 Ecmu Homep Bepcuu nporpammHoro obecneueHuss moxyinsi RUSTELEMED =me
COOTBETCTBYET JaHHBIM, NPUBEICHHEIM B OMHCAHWM THIMA, TO PE3yJbTaT MOBEPKH MpPH3HAETCS
OTPHLATE/ILHEIM H JajbHEHIas OBEPKa MpeKpaIaeTcs.

10 OnpenejieEAe METPOJIOTHYECKAX XapPaAKTePHCTHK

10.1 Onpeznenenue NOrpeNIHOCTH H3MEPEHHUH AaBICHHSA BO3yXa B MAHXKETE

10.1.1 Cobpate nHeBMaTHYeckyrd cxemy s moBepkun wmoxayins RUSTELEMED
(Pucynok 3), KoTOpast COCTOMT H3:

1) ycTaHOBKH JU1s NOBEPKH KaHAIIOB H3MEPEHHU AaBiicHHs ¥ 4acToThl mynbea YIIK/I-3 (nanee

— ycranoBka YIIKJI-3) (mos. 1);
2) )ecTKoro muIHHApa eMKocThio 500 M £5 % (mos. 2);



3) T-o6pa3Horo coequHHUTENS W MUIAHTOB (1103. 3);
4) nosepsemoro Moy RUSTELEMED (mos. 4).

Pucynok 3 — [IneBMaTHYeCKas cXeMa IS ONpeJeICHHs IOrPEIIHOCTH H3MEPEHH 1aBlICHUS
BO3/[yXa B MaHXKETe

10.1.2 B pasznene Usmepurenbable Kanausl BeIOpats « HUAD»

10.1.3 B okne «HUA]]» BEIOpaTh CepBHCHBIN PEXUM, YIpaBICHHE KIAaHAMH «3aKPBITH»
YIIPaBJICHHE OCHOBHOM 3amMTON — ranouky cHaATh. Habmoaars mone «CocTosHHEe MHEBMOTpPAKTa)
(Pucynoxk 4).
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Pucynok 4 — Buz cepBHCHOM MTPOrpaMMEI B PeXKHAME H3MEPEHHSI CTAaTHYECKOTO AaBIICHHAS

10.1.4 Monyne RUSTELEMED nepeBezieH B pe)KHM H3MEPSHHs CTATHYECKOTO JABIICHHS.
Y0enuThcs B yCTaHOBKE HYNEBBIX MOKa3aHMSX KaK Ha MOBEPSEMOM MOJYJE, TaK U Ha YCTAHOBKE
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VIIK/I-3, Bxmo4eHHOM B pexuM «CTaTHdecKoe JaBlIcHHE Y.

10.1.5 C nomompio ycranoBku VYIIKJ/[-3 mnpousBecTH HarHeTaHHe [aBJICHHS B
ITHEBMOCHCTEME 10 HEOOXOAMMOro 3Ha4yeHHs (mepBas Touka npumepro 20 Mum pr.ct.). Jloxaarscs
cTabuIH3aluy IOKa3aHUil JaB/IeHAs U 3aQHKCHPOBATE IOKA3aHHs HA JUCTIIEE HCTBITYEMOTO MOYIS
RUSTELEMED  (Pus). JleficTBHTENbHOE 3HA4Y€HHE JaBJEHHA ONpPENENHTh IO ITOKA3aHHAM
VIIKA-3 (Pom.).

10.1.6 IloBrOopuTH M3MEpEHHS JUIS 3HAYeHHH IaBNeHHs mpuMmepHo pasubix: 50, 100, 150,
200 MM pT.CT., @ TaKXKE B TOYKE MAKCHMAILHOTO 3Ha4enus 300 MM pT.CT.

102 Onpenenenue morpemHOCTH H3MepeHuii carypauuu (Sp0z2)

10.2.1 Cobpatb cxeMy, NpHBEJICHHYIO HA PUCYHKE 5.
I[lynecoxcumerpuyeckuit naTauk Moxynss RUSTELEMED (mo3. 1) COEIMHSIOT ¢ YCTaHOBKOI
MIIIIO-02 (mo3. 3) yepe3 nanbUeBblit HMHTATOP YCTAHOBKH (1103, 2).

Pucynok 5 — Cxema coeHeHH#H IpHGOPOB JUIS ONpe/IeNieH s TOTPENIHOCTH H3MEPEHH
catypauuu SpO: H 4acTOTHI ITyJIbCa

10.2.2 Ha MITIITO-02 Beibpats Tun natamka Tpurton J[035, ycTaHOBUTE YacToTy myJibea (UIT)
paBHO# 70 MHH ' 1 HOMMHAIBHOE 3HaYeHHe caTyparun KpoBH (Sp02) Suow. = 70 %.

Bcerapute nansuessiii umuratop MIIIO-02 B mynbCOKCHMETPHYECKHH AATYHK MOIYJIS
RUSTELEMED Ttak, 4robbl oOecriednBaiics HAJSKHBIA ONTHYECKHH KOHTAKT MEKIY
(GoTONpHEMHHKAMH W CBETOM3ITYYAIONIAMH 3NEMEHTAMH W TIPH 3TOM HCKITIOYANach M30BITOYHAS
[I0CTOPOHHSS 3aCBETKA OKPYKAIOLIUM CBETOM OTONPHEMHHKOB B ITyTbCOKCHMETPHYECKOM JTATHHKE
monyns RUSTELEMED.

10.2.3 B ocroBHOM OKHe cepBucHOH nporpammel ICIC_FM B pasgene U3mepurenbHbie
KaHaabl BeiOpats SpO; TpuToH.

10.2.4 B okme «SpO;» Habmonate mnone ¢ OTOOpaXKEHHWEM TYIBCOBOH BOJNHEI H
H3MEPAECMbIMU 3HAYCHHSAMH CaTypalliH M 4acTOTHI MyJbca (PHCYHOK 6).



Pucynok 6 — Buzi cepBHCHOIM TporpaMMEI B peXXUMe W3MEPEHHs CaTypalliy B YacTOTHI ITy/Ibca

10.2.5 3adukcHpoBaTs H3MEPEHHOE 3HAYEHHE CAaTYPAIHH Ha IUCIUIEE HCTILITYEMOTO MOLYIS
RUSTELEMED (Siax).

10.2.6 IToBTOpuTh M3MepeHHS s ycTaHOBICHHBIX Ha MIIIIO-02 3HayeHHi caTypalMy:
80 %, 90 %, 95 %, 99 %.

10.3 OmpeneneHue NOrpelIHOCTH H3MEPEHHMI YACTOTEI IIYJIbCA

10.3.1 TloBroputs m.m. 10.2.2 — 10.2.4 npu ycraHoBiaeHHEIX Ha MIIIIO-02 3HAYeHHAX
carypauuH KpoBH (SpO2) 98 % u 3Hauenusx yactorsl mynbea (Ullyer): 15, 30, 60, 90, 120, 150, 180,
230, 280, 350 mun".

10.3.2 3adukcupoBate pesynbratel u3Mepennd UYII wmoxynem RUSTELEMED
(Ui, MuE™),

104 OnpeneneHue NOTPemIHOCTH H3MEPEHHH 3NEKTPHYECKOTO HANMPMKEHHS BXOJHOTO
CHTHalIa

10.4.1 Cobpats cxeMy, IPHBEACHHYIO Ha PHCYHKE 7.

Moayms RUSTELEMED (mo3. 1) coeaursioT ¢ noMombio Kadens orseaenuit IKI (mos. 2)
¢ reiepatopoM pyHknuoHaATEHEM ['®-15 (Tm03. 3).

Pucynok 7 — Cxema i onpe/ieNIeHHs NOIPEIIHOCTH H3MEPEHHH JIEKTPHYECKOr0 HANPSKCHHS
BXOJ(HOI'O CHTHA/Ia H YaCTOThI CEPACYHBIX COKPAICHHH

10.4.2 VcranoBute Ha reHeparope I'®-15 Bexomno# curaan «CALS0000» amnumtynoi
5 MB (Upp sow. = 10 MB), UCC 60 mun'.

10.4.3 B ocrHoBHOM oxHe cepsucHOM mporpammel ICIC_FM B pasnene UsmepuTeanHbIe
kaHaJIb! BeiOpate OKI'.

10.4.4 B oxue «9KI'» HabmoaaTe nmoie ¢ oToOpaXXeHHEM 3UIEKTPOKAPAMOTpaMM IO TpeM
orBeneHusM (Pucynok 8). 3alité B MeHnwo Hactpoumitku DK, BeiGparh pexuM (HILTpaluH
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«[lmarHoctuka», tun Kabens «KabGenb Ha 5 3meKTponoB», YCTaHOBHTH Macmrad OTOOGpaxeHHs
rpaduKoB (TyBCTBUTENBHOCTS) 5 MB. BalitTi 13 Menio HacTpoiiku JKT .
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Pucynox 8 — Bun cepBHCHO# IporpaMMel B pe)KHME H3MEPEHHS BXOIHOTO HaIpPsKEHHS

AKTHBHpPOBaTh JIHHHH TPEeHJa, C TOMOMIBIO KOTOPBIX MPOH3BECTH H3MEPEHHS pa3Maxa
3aperucTpupoBaHHOro curaana (Upp usw.).

10.4.5 Ybeautscs, uro popMa CHTHAIOB Ha 3aIIMCAX BO BCEX OTBEAEHUIX HE HMEET BUIUMEIX
HCKaXECHUH.

10.4.6 IloBTOpHTH pErHCTpalHIO W H3MEPEHHS NMpPH 3aJaHHOM MO0YEPEHO HOMHHAILHOM
3HAYCHHH pPa3Maxa BXOIHOIO 3jeKTpHyecKoro HanpskeHust Uppuow: 3, 2, 1, 0,5 MB (ycTaroBHTE Ha
['®-15 ammmatyay cursana 2,5; 1,0; 0,5; 0,25 MB cOOTBETCTBEHHO).

10.5 Onpeznenenne NOrpenTHOCTH H3MEPEHHH YacTOTHI cepAedHEIX cokpamenuii (HCC)

10.5.1 IloBepka npoBoAMTCS 1O CX€Me, IPHBE/IEHHOMH Ha PHCYHKE 7.

10.5.2 YcranoButh Ha rereparope I'®-15 Breixoauoit cursan «4CC-1» (wactora — 1 I'm,
pa3Max — 2 MB).

10.53 B okme «9KI'» B paznmene JlanHbie H3MepeHHii 3adHUKCHPOBaTE H3MEpPEHHOE
3Ha4eHHe 9acToTh! cepiednbiX cokpameHuit YCCy, (PuCyHOK 9).
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Pucynok 9 - Buz cepBucHoO# nporpammel B pesxxuMe uzmeperus YCC

10.5.4 TIposectu usmepenne YCC nns Bcex 3Ha4YeHHH CHrHaANa, ycTaHOBIeHHOro Ha [@-15
B COOTBETCTBHH ¢ Tabmuneit 3.

Tabmuna 3
®dopma curaana Yacrora, I'i 3nauenne YCCow, MU
1 I 2 , 3
YCC-1 1,0 60
4CC-2 1,0 60
4YCC-3 0,5 30
YCC-3 025 15
4yCC-4 2,0 120
4yCcC-4 3,0 180
4YCC-4 4,0 240
4yCC-4 50 300

Yo6enuThes, 4To (OopMa CHTHAIOB Ha 3alMHMCAX BO BCEX OTBEACHHAX HE MMEET BHIAMMBIX
HCKaXEHUH.

10.6 Omnpenenenne NOrpeIHOCTH H3MEPEHHH TEMIIEPATYpPhl

10.6.1 Pasmectuts martauku Temnepatypsl Moayias RUSTELEMED B kamuGpatope
tTemneparypsl KT-5.5, 3amonHeHHOM JMCTHIUTHpOBaHHOH BOJOH. YCTAaHOBHTH TEMIEpaTypy B
kamubparope Temneparypsl paBHYIO Tyer. = 15 °C.

10.6.2 B okme «Tepmomerpus» BhIOpaTb CEPBHCHBIH pEXHM, NoOcile CTaOHIM3aLHH
TeMmrepaTtypsl cuuTaTh nokasanus ¢ Moayins RUSTELEMED, usmepenssie ero gaT4ukoM Tinw, °C
(Pucynok 10). 3adukcupoBaTh 3Ha4EHHE TEMIIEPATyPhl, H3MEPEHHOE NMPEIIH3HOHHEIM TEPMOMETPOM
conpotusieHus [ITCB-1-2, noaxnoyesHsM K Kamubparopy temneparypel KT-5.5 T, °C.
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Pucynok 10 - Bua nporpaMMel B peskiMe H3MEPEHHUS TeMIIEpaTyphl

[Ipumeuanue — B ceprucHoii nporpamme ICIC_FM umeercs BO3MOXKHOCTE OTOOpaXkeHUs
M3MEPEHHOH TeMMnepaTypsl C paspagHOCTBIO A0 coTeix aosiei °C. OaHako, CUMTHIBAHHE MOKa3aHHH
H3MEPAEMOH TeMIepaTyphl CIeAYET MPOBOJHTE C TOYHOCTBIO 0 AeCATHIX Jonei °C, MoTOMY Kak B peallbHbIX
YCIIOBHSAIX 3KCILTyaTaluH B nporpamme RTM pesynsTarsl H3MepeHuii NpeICTaRISIOTCS HMEHHO B TAKOM BHJIE.

10.6.3 TloBTOpPHTh M3MEpPEHHS IS YCTAHOBICHHOH B Kamubparope KT-5.5 temmepatypsr
Tyer. = 35, °C, 37 °C, 39 °C, 41 °C, 45 °C.

11 IlogTBepsaeHnHe COOTBETCTBHH CpeJCTBA HM3MEPEHHH MeTPOJIOrHYeCKHM
TpeboBaHHAM

11.1 Omnpenenenne NOrpenIHOCTH H3MEPEHHH IaBJICHHAS BO3/lyXa B MaHKETe

11.1.1 TTo pesynbrataM, nomydeHHeIM B 1. 10.1, 118 KaXa0#d KOHTPOJILHOM TOYKH
BBIYHCIIHTE a0COMIOTHYIO IOTPEINHOCTE H3MEPEHH AaBJICHHA BO3AyXa B MaHKeTe 1o Gopmyre:

AP = Pt.mc._ Pam. (1)

rje Pysy —3Ha4enne nasnenus, wsmepennoe moaynem RUSTELEMED, MM pr.cT.;
P,p, — 3Ha4YeHHeE JaBiieHus 1o nokasanusm stanosa (YIIK/I-3), MM pr.cT.

11.1.2 Pe3ynsTaT oOmnepanud MOBEPKH CYHMTAIOT TOJOXHMTENBHBIM, €clH abcomoTHas
MOrPelHOCTh M3MEPEHHH MaBlieHWsl BO3AyXa B MamXeTe M0 BCeMYy AHana3oHy H3MEpPEHHH He
OpeBbIIIaeT +£3 MM PT.CT.

11.2 OnpeneneHue MOrpeIIHOCTA H3MepeHui catypamun (SpOa2)
11.2.1 Tlo pe3synbrataM, momyueHHBIM B m. 10.2, qig Kaxao# KOHTPOJLHOH TOYKH
BBIYMC/IHTE a0COJIIOTHYIO MOrPELIHOCTE H3MEPEHHH 3HAYCHHA caTypaluy 1o Gopmye:

AS = Syam.— Suom. (2)

rae Sus — u3mepernoe moayieM RUSTELEMED 3nagenue carypauus, %;
Shon — HOMHHAIBHOE 3HAYEHHE CaTypaluH, ycraHoBieHHoe Ha MITITO-02, %.

11.2.2 PesynbTar oOmepandHd I[OBEPKH CUYHMTAIOT IIOJIOKHTEIBHBIM, €cliM abcomroTHas
MOTPEeNIHOCTE W3MepeHnH catyparuu (SpO2) Mo BceMy nana3oHy U3MepeHHH He npesbimaer +2 %.
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11.3  Omnpenenenre MOrpemHOCTH H3MEPEHHH YaCTOTHI ITyJIbca
11.3.1 lo pesynsratam, momydeHHsM B 1. 10.3, a1 Kaxaoil KOHTPOJBHOM TOYKH
BBIYHCITHTE aOCOJIIOTHYIO NOTPEINHOCTL H3MEPEHHH YacTOTHI TyIbca Mo Gopmy.e:

AT =91k, — W, (3)

rae Yl — uamepennoe mogynem RUSTELEMED 3HaueHne 4acTOTHI NyJIbCa, MHH
Ullycr — 3HAYEHHE YAaCTOTHI MyNbCa, yeTaHoBeHHoe Ha MITIIO-02, mun™.

11.3.2 PesynpTar omepanuH IOBEPKH CYHMTAIOT TONOXKHTENLHBEIM, eclTH abComoTHas
[OTPEIIHOCTE M3MEPEHHH YaCTOThl INyJbCa IO BCEMY JHANa3oHy H3MEPEHHH He MNpPEeBBINIACT
+1 mum,

11.4 Onpenenenre MOTPENIHOCTH H3MEPEHHI 3JIEKTPHYECKOrO HANPSKEHHS BXOJHOTO
CHrHana
11.4.1 Ilo pesyneraram, nomydeHHEIM B 1. 10.4, 1ns To9ek Upp wow. = 10 MB (ammimTyzna
curHana 5 MB) u Upp wow. = 5 MB (ammiuryma curnana 2,5 mMB), BEMHCIATE OTHOCHTETBHYIO
MOTPENIHOCTh H3MEPEHHUH HaNpsKEHHUs 110 GopMmyIie:

(U ped 1 p i1

U

PP H3M.

N7 =

B , @

rzie Upp wow. — u3MeperHoe Monynem RUSTELEMED 3nauenne pasmaxa BXOJHOTO 3JME€KTPHYECKOTO
HanpsokeHus, MB;
Upp som. - HOMHHAIIbHOE 3HAYEHHE pa3Maxa BXOHOTO NEKTPHUECKOTO HAMPSDHKEHHS, MB.

11.4.2 Tlo pesynbratam, nomxyseHHbM B 0. 10.4, aus touek Upp wow. = 2 MB (ammumryna
curdana 1 MB), Upp sow. = 1 MB (ammmutyza curnana 0,5 MB), Upp sow. = 0,5 MB (ammuuTyna cursana
0,25 MB), BbI4HCIHTE aGCOMOTHYIO MOTPENTHOCTS H3MEPEHUH HATIPSKEHUS 10 HOpMYyIIe:

AUgp = Uppuraw. = Upp o, )

11.4.3 PesynmpTaT omepanWd MOBEPKH CYHTAKOT [OJIOKHTEIBHBIM, €CJIH 3HAYEHHE
OTHOCHTEJIGHOH IOTPENIHOCTH HW3MEpEHHWH HampseHWs B Juana3oHe cBemme 2 go 5 MB
BKJIOYMTE/IBHO H OT MHHYC 5 70 MHHYC 2 MB BKmtounTensHO He npeBbrmaet +10 %, abcomoTHO#
MOTPENTHOCTH M3MEPEHUH HaNpsDKEHHUs B QHANa3’OHe CBhIE MHHYC 2 10 2 MB BKIIIOYMTENBHO HE
npessimaet +0,2 MB.

11.5 Onpenenenue norpemnoctr u3Meperuit YCC
11.5.1 Ilo pesynbraram, momydeHHeIM B 1. 10.5, juis KaxaoW KOHTPONBHOM TOYKH
BBEIYHCITATE aOCOMOTHYIO norpemHocts u3meperns YCC no gopmyrre:

AYCC = YCCyyyy — YCChop.» (6)

rae YCCsy. — m3mepernoe moaynem RUSTELEMED 3nauenne UCC, mus';

YCCrou. — HOMHHATEHOE 3Ha9eHne UCC, ycranosnennoe Ha I'®-15, mun'.

11.5.2 Pesynbrar omepauu# TOBEPKH CYHTAIOT IIOJIOKHTC/IBHBIM, ecjid abCcomoTHas
norpentsocTs u3Meperuit YCC no BceMy AuanasoHy H3MepeHHit He mpesbimaeT +1 Mun.
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11.6 Onpenenenue NOrpelIHOCTH H3MEPEHHH TEMITEPaTypbI
11.6.1 Tlo pesynbraram, monydeHHbM B m. 10.6, 1S KaXZ0il KOHTPOJBHOM TOYKH
BEIYHCIIHTE alCOMIOTHYIO MOTPENTHOCTS H3MEPEHMI TeMIIepaTypbl 1o Gopmyie:

AT = Tyay. — Tor. (7

rae T —m3meperHoe mopyineM RUSTELEMED 3nauenue temneparypel, °C;
Tsr. — m3mepennoe mopkmodeEHbM K KT-5.5 [ITCB-1-2 3naueHue Temmnepartypsl, °C.

11.6.2 Pesynbrar omepanu# TOBEPKH CYHTAIOT TIOJOXHTENBHBIM, ecli abcomoTHas
MOTPENIHOCTE H3MEPEHHH TEMIIEpaTyphl 110 BCEMY AMana3oHy u3MepeHui He npesbimaet 10,1 °C.

12 Odopmitenne pe3yabTATOB MOBEPKH

12.1 Csenenus o pe3ynbTaTax MOBEPKH CPE/ICTB H3MEpEHHIA nepezatorcs B PeepaibHbIi
HH(QOpMaUUOHHEI GoHA Mo obecneuyeHHIo eIMHCTBA H3MEPEHHH.

12.2 llpu DONOXHTENBHBIX pe3yjbTaTax IOBEPKH IO 3asABJACHHIO Bjajelblia CPEICTBa
M3MEPeHHH HJIM JTAI@, IPEJACTABHMBINETO €ro Ha MOBEPKY, BBIIACTCS CBHIETENRCTBO O TMOBEPKE
CpencTBa W3MEpEeHHH, 0(hOpPMIIEHHOE B COOTBETCTBHH C ACHCTBYIOIUMH HOPMAaTHBHO-TIPABOBBLIMH
JAOKYMEHTaMH. 3HaK MOBEPKHA HAHOCHTCS Ha CBHJIETEILCTBO O ITOBEPKE.

12.3 Ilpu oTpHUATENBbHBIX pe3yjbTaTaXx [IOBEPKH IO 3aABICHUIO BIAJEIbLA CPE/ICTBA
H3MEpeHHI WM JTHNa, NPEACTABUBLIECTO €ro Ha MOBEPKY, BBIIACTCA H3BEIIEHHE O HENPHTOJHOCTH K
MPHUMEHEHHIO CPEICTBA H3MEPEeHHU#, 0QOPMIIEHHOE B COOTBETCTBHH C JEHCTBYIOIMMH HOPMaTHBHO-
MPaBOBBIMH JTOKYMEHTaMH.

124 TpeGopanus K 0oOPMIEHHIO IPOTOKOJIA IOBEPKH HE NPEIBABIIAIOTCS.

['naBHBIN CHEHAIHCT IO METPOJIOTHH
naboparopuu Ne 421 ®BY «PocrecT-Mocksa» g

K

A.A. AjpanacneB

Havansauk naboparopuu Ne 421
OBV «PocrecT-Mocksay A A.B. Kazak
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