T'OCYJIAPCTBEHHBI KOMHUTET JBAPKAVHBI KAMITOT

10 CTAHJJAPTU3ALIMH ITA CTAHJAPTDBI3ALIBII
PECIIYBJIMKHU BEJIAPYCH POCITYBJIIKI BEJIAPYCH

CEPTUDUKAT 5
Ob YTBEPXKJAEHUU TUIIA CPEACTB U3SMEPEHUU

Ne 15876 ot 26 nexabps 2022 r.

Cpok nericTBHs: 0eCCpOYHBII

HanmenoBanue Tna cpeacTB U3MEPEHHUIA:
I'enepaTop curnanos nanuenta Fluke ProSim 8 Ne 4814020

IIpousBoaurens:
«Fluke Biomedical», Coequnennbie llITatel AMepuku

Brigan:

PecnyOiukaHnckoMy yHUTapHOMY mnpeanpusatuio «benopycckuii rocyaapcrBeHHBIH
HHCTHTYT MeTpoJIOrum», r. MuHck, Pecnydanka beaapyco

JIOKYMEHT Ha IOBEPKY:

MPBE MILMH 3438-2022 «Cucrema o0ecrniedyeHusi eIumHCTBa wu3MepeHuii PecnyOiuku
benapyce. I'enepatopsi curuasioB nanuenta Fluke ProSim 8. Meroauka noBepkmn»

I/IH'[‘epBa.H BpeMEHH MEKIY rocyaapCTBEeHHBIMH IMOBEPKaMH: 12 mecsieB

Tun cpemcTtB wuW3MepeHHH yYTBEp)KAEH IIOCTAHOBIEHHEM [ OCyIapCTBEHHOIO KOMHUTETa
no cragaaptusauuu Pecry6auku benapyces ot 26.12.2022 Ne 123

Cpencrea M3MepeHMI JaHHOIO THUIIA CPEICTBAa M3MEPEHHi, NPOM3BOAMMEIE B IEPUOJ CPOKa
JeUCTBUS  JaHHOro  ceprudukara o0  YTBEpXKAEGHHM THUIA  CpPEJICTBA  M3MEpEHHIA,
WIM  YTBEPKIACHHBIM THI EIMHUYHOIO OJK3EMIUIApAa CpPEJICTBA HM3MEPEHWH paspernarTes

K NpUMEHEHUIO Ha Tepputopuu PecryOnuku bBenmapych B COOTBETCTBHU “C IpHIaraeMbIM
OIIMCAHMEM THIIA CPEeJICTBA U3MEPEHHil. gl o

3amectutens [Ipeacenarens komurera A.A bypax
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OITMCAHUE THIIA CPEJICTB U3MEPEHUM
NPUIOKEHHUE K C?JTH(bHKaTy 00 yTBEpIKIEHHH TUIIA CPEJICTB U3MEPEHHH

oT & /?c’.,cz??/%zy 2044r. Ne /GE7E

HaumenoBaHue TUIa CpejICTB U3MEPEHUN 1 NX 0003HAUCHHUE:!
I'enepaTop curnanos nauuenrta Fluke ProSim 8 Ne 4814020

Hasznavenue u 00;1aCcTh IMPUMCHCHHUS

['eneparop curnanos nanuenra Fluke ProSim 8 (nanee — reneparop) npeanasnauen s Gop-
MHUPOBAHUS U BOCIIPOU3BEACHUS HIEKTPUUECKUX CUTHAIOB CIICIIMaIbHOM (GOPMBI ITPH MTPOBe-
JIEHUH METPOJIOTMYECKOH OLEHKH, MOBEPKU, KaTUOPOBKH NpUGOPOB QyHKIIMOHAIBLHON IHa-
THOCTHKU M KaHAJIOB MOHHUTOPOB MallM€HTa, 00eCIIeYNBAIOIINX U3MEPEHUsl OHOdIeKTpUYe-
CKUX IOTEHIHMAIOB CEp/ALla, TEMIICPaTyphl Tejla, YPOBHS HACBHILCHUS KPOBHU KUCIOPOAOM (Ja-
nee — SpO2), curnanos asixanus (nainee — YJ1), wactorer mynsca (ganee — YII), a Taxxke Boc-
MPOM3BEIECHUs U30BITOYHOIO 1aBJICHHUS B KOMIIPECCHOHHOI MaHKeTe MaHOMETpa apTeprallb-
HOI'O JIaBJICHUS.

O0u1acTe NpUMEHEHHUS: IPOBEAEHUE PadOT M0 OILIEHKE COOTBETCTBUS TEXHHYECKUM TpeboBa-
HUAM, [IPOBECHUE METPOJIOTHUECKOH OLIEHKH.

Onucanue:

I'eneparop sBIsieTCS MHOTO(YHKIMOHAIBHBIM IIPUGOPOM U BOCIIPOU3BOJIUT dJIEKTPUUECKUE
CHTHAJIBI CIIEIMAIbHON (POPMBI € pETyTMPYEMO aMIUTUTY 10# BEIXOJHOTO HANPSKEHUS B LIH-
POKOM JMara3oHe 4acToT, UMUTUPYIOIIUE (PYHKIMOHAIBHEIC XapaKTCPUCTHKH MAl[CHTOB:
3JICKTPOKapAHOrpaMMy, apTepHaIbHOE JaBIeHHE (CHCTOIMYECKOE U JHACTOIMYECKOE), TEM-
neparypy tena, SpOas.

['eHepaTOp BEINOIHEH B BUJIE NIEPEHOCHOTO MPHOOPa, COCTOAIIErO U3 JIEKTPUIECKU U30JIH-
poBanHbIX 00K0B: KaHaaa OKI', kaHana ApIXxaHuA, KaHala AaBICHUS, KaHala TeMIIepaTypbl
1 Ka"asa uaMmepenus SpO;.

B xanane OKI' renepaTtopbl BOCIPOU3BOAAT CUTHAJBI, COOTBETCTBYIOIIHE 110 HopMe IJIEK-
TpokapauocurHaiam (Jgainee — OKI') ¢ peryiaupyemol 4yacToTol cepAeyHBIX COKpaIleHHUH
(masee — YCC), a Takyke cUrHaJIBI JpIXaHUA ¢ 3aaHHON yactoroit. Kanan DKI reneparopa
numeer 10 BeIXoaHBIX KilemM Juia noakmodenus DKI anekrponos kapauomonuTopos. C mo-
MOIIBIO MUKpOIIpoLeccopa BelpabaTeiBatoTes curnansl DKI, koTopeie mocie npeodpaszosa-
Hus B LJAIT mocTynaroT Ha Harpy304YHbIE CONIPOTUBIICHUS JUIS TIOJYYEHHs HEOOX0IUMOit am-
TUTMTY bl CUI'HAJIA Ha BEIXOJIe NMpubopa. AHAIOTUYHO 10 BTOPOMY KaHaIy IOCPEICTBOM MO-
ysiudd BeIXoaHOro conpotusienus DKI' curnana GopMupyercst curHain JAbIXxaHus.

ITpu oMoy reHeparopa MOXKHO Kak 3a/laBaTh, TAK U U3MEPSTh apTepHaIbHOE JaBjIeHHeE.
O no3BoJiser GopMUpoBaTh U3OLITOUHOE JABICHHE B MaH)KETe, a TAKXKe J00aBOYHOE Mepe-
MeHHOe JaBjieHue ¢ 3ananHoi YIl. B xanane naBneHus reHeparopa rocie BeIOOpa B MEHIO
HY’KHBIX 3HaY€HUI apTepHanbHoro AapiaeHusa 1 Yl ocylecTBaseTcss MOAETHPOBAHUE CUTHA-
J10B 110 hopMe Mysbcanuii JapiaeHus (OCIMIUISLIAN ), BOSHUKAIOIIUX B MAHKETE, COKUMAIOLIEi
apTepHIO IPY U3MEPEHUH JIaBJICHUS OCLIIJUIOMETPHYECKIUM METO/IOM.

[Ipn u3sMepeHnH apTepHalIbHOrO JaBJICHUS YCTAHOBJICHHbIE JaHHBIE MOIA0TCS I10CIIEI0Ba-
TeJIbHO ¢ nporeccopa Ha 12 paspsaausiit LIAIL cursane! ycuanBaroTcs ¥ MOCTYIAIOT Ha BbI-
X0/ B BUJI€ CTATHYECKOrO 3HAYEHUs JIaBJIeHHUS U (OPM KPHUBBIX JUHAMHYECKOTO 3HAYCHHUS.
ITo xomaH 1€ ¢ TuCIIIes BCTPOSHHBINH KOMIIPECCOp HAUMHAST HAKAYMBATh U3OBITOYHOE JaBlie-
HHUC B MAHJKETY C 3aJJaHHBIM 3HAUYE€HUEM apTepUAIBHOrO AaBieHus. Vi3MepeHue 1aBjieHus B
MaH)KETe OCYLIECTBIIAETCS ¢ IIOMOIIBIO BCTPOSHHOI0 HU(PPOBOIO MaHOMETpa.



3HaueHMe TEMIIEPATYpPhl 3a1aeTCs Yepe3 MMUTALMIO CUTHAJA TepMOJaTYhKa (TepMUCTOpa)
MEIUIMHCKUX U3JCNIUI ITyTeM U3MEpeHHs COPOTUBIIEHHUS Ha BEIXO/IE FeHeparopa.

Biok Bocriponsseaenns SpO2 UMUTHPYET oc1abieHue ONTHYECKOro CUrHaja MpH MPOX0K-
JIeHUN Yepe3 masel] nanuenTa. biok Bocriponsseienus SpO2 KOHCTPYKTUBHOIO COCTOHUT U3
doroaroa, KOTOPHIM MPUHAMAET CUTHAIBI B KDACHOM ¥ MH(PaKpacHOM JinanasoHe, 1 cBe-
TOIMO/1a, KOTOPBIH U3JIy4aeT CHIHAIBI B KPACHOM M MH(PaKpaCHOM JMana3oHe B COOTBET-
CTBHH C ITapaMeTpaMH, yCTaHOBJICHHBIMH Ha T€HEpaTope.

dororpaduu o6LIero BUAa cpeJCTB H3MEPEHHil IIpe/IcTaB/IeHbl B MPHIOKEHHH 1.

CxeMa (PHUCYHOK) C yKa3aHHEM MECTa Ul HAHECEHMs 3HaKa IOBEPKH CPEJICTB U3MEPCHUN
IPEJICTABICHBI B IPHIOKEHUN 2.

CxeMa IIIOMOMPOBKH OT HECAHKIIMOHUPOBAHHOIO JOCTYIIA MPEJICTaBJIEHa B IIPUJIOKCHHH 3.

O6s3aTebHBIE METPOJIOrHYeCcKre TpeOoBaHUA: TIpeacTaBIe sl B Tabauue 1.
Tabmuua 1

HaumeHnoBanue 3Ha4yeHue
1 2
Jlnana3oH BOCITPOM3BEACHUS aMILIUTY 16l CUTHAIOB, MB ot 0,05 10 5
[Ipenensr nonyckaeMoi adbCOIIOTHOM ITOIPEIIHOCTH IIPU +(0,02-U +0,05), rne
BOCITPOM3BEICHUH aMILIUTY1bl CUTHAJIOB, MB U — ycTaHOB/IEHHOE 3HaY€HHE

aMIUIUTYAb! CUTHa1a, MB

JlnanazoH BOCIPOU3BEJIEHUS YACTOTHI CEPIAECUHBIX CO-
KpaleHui (4acToThI 1yJibca), YI/MUH or 10 10 360
I[Ipenensr gomyckaemoit abeomoTHol norpemHocetd pu | +0,003-F, e F — ycranos-
BOCIIPOU3BE/ICHUM YACTOThI CEPACYHBIX COKPAIIEHMI | JIEHHOE 3HAUYCHUE YaCTOTHI
(4acTOTHI IMyJIbCca), y1/MHH Cep/JIeYHBIX COKpALLEHUH (4a-
CTOTHI MyJIbCa), YA/MUH

,I[Har[ason BOCIIPOU3BCACHHUA YaCTOThl CUI'HAJIOB, e

- IPSAMOYTOJIBHBIN; ot 0,125 no 2,5 1‘
- CUHYCOUTAJIbHBIN ot 0,05 1o 150
[Ipenensr gonyckaeMoil OTHOCUTENIBHOM MOTPEIIHOCTH
IIPU BOCIIPOU3BEACHUU YaCTOThl CUTHAJIOB, %0 0.1
Jlnana3zoH U3MEPEHUN AaBICHUS, MM PT. CT. ot 0 10 400
[Ipenenel fomyckaemMoii abCOMOTHON MOTPELIHOCTH IIPH +(0.005-P +0.5), roe
U3MEPEHUHU JIaBJIEHUSA, MM PT. CT. P — u3amepeHHoe 3HaYeHuE
JABJICHUS, MM PT. CT.
Jlnana3oH BOCIIPOU3BEICHUS JaBJICHUS, MM PT. CT. ot 15 1o 400
[Ipenensl qomyckaemoii abCOMOTHON MOrPELIHOCTH ITPH +(0,005-P +0,5), roe
BOCIIPOU3BE/ICHUU JJaBJICHUS, MM PT. CT. P — ycranoBneHHO€ 3HaueHUE

OaBJICHUs, MM PT. CT.

ﬂH alla3oH BOCITPOU3BCICHHUA JaCTOTHI JABIXaHHA,

BIOX/MUH ot 0 10 150
I[Ipenensr nonyckaemoit abconmotHol norpemnocty npu | £0,01-F, roe F — ycranosnen-
BOCIPOU3BEICHUH YaCTOTHI IBIXaHUs, BAOX/MUH HO€ 3HaYeHHE YaCTOTHI JIbIXa-

HUS, BIOX/MUH

Juanason BocnpousBeaeHus 06a30BOro MEKIJIEKTPOJI-
HOT0 conpoTuBaeHus, Om ot 500 mo 2000




Oxonuanue TaOiauue! 1

1 2
[Ipenensr pomyckaeMoil aOCOMIOTHONH IOTPEeLIHOCTH +0,05:R, roe
MpU BOCHPOU3BEJEHHH 0a30BOr0 MeEXKIJIEKTpoAHOro | R — ycraHoBieHHOe 3HAUCHUE
conpotusieHus, Om 6a30BOro MeX3J1eKTPOJHOTO

COIIPOTUBJICHUAA, Om

I[H&HEBOH BOCITPOU3BCACHHUA aMILTUTY bl CUI'HaJ/1a IbI-

xaHug, Om or 005

[Tpenensr momyckaemoit aOcomoTHO mnorpewHocty | £(0,05-r +0,1), rae r — ycranos-
BOCIIPOM3BEICHUS aMIUIUTYBI CUTHAJA AblxaHus, OM | JIEHHO€ 3HauY€HHUE aMIUTUTY /bl
currajga asixanus, Om

OCHOBHBIEC TEXHUYECKHUE XapaKTCPHUCTHKH B MCTPOJIOTHYCCKHUE XapaKTCpUCTUKH I'CHEpaTOopa,
HE OTHOcAIIMecs K o0g3aTelbHBIM METPOJOTHYCCKUM TpeﬁDBaHI/IHMI InpeJICTaBJIEHb]

B

Tabiune 2.
Tabsuna 2
HaumeHoBanue 3HaueHue

Huanazon socnpousseaenus SpOz, % ot 30 no 100
Jluana3zoH BocripousBeieHus TemmnepaTtypsl, °C ot 30 o 42
JlnarnasoH HarpshKeHUs ITMTaHus OT CeTU IepeMeHHOoro Toka*, B ot 100 no 240
HomunasibHOE HanpsKeHUe MATaHUsE OT MCTOYHHMKA IMOCTOSHHOTO ToKa*, B 2
EMKOCTB akKyMyJssiTopa®, MA 4 4300
['abapuTHble pa3mepsl®, MM, He Goliee 300x145%90
Macca*, kr, He Oosee 1,81
Y ci1oBUs 9KCIUTyaTalluu:
JIMAIa30H TEMIIEpaTyphl OKpY KaloLIero Bozayxa, °C ot 10 0 40
MaTia30H OTHOCHUTEJILHOM BJIAXKHOCTH OKPYIKAIOLIEro BO31yxa, % or 10 x0 90
* — COIIACHO JOKYMEHTALMHU IPOU3BOAUTENS

KommiekTHOCTB: npejcTapieHa B Tabinuie 3.

Tabmuua 3

HaumenoBanue KonuuectBo

['eneparop cursaios nauuenra Fluke ProSim 8

1

YCTpoiCcTBO 11 UMUTAILMK PYKH YeJIOBEKa

Moayas SpO»

biok nmuranus

PYKOBOI[CTBO 110 3KCILTYyaTaluu

YnakoBka

et | et | et | et | et

MecTo HaHeceHMs 3HaKa YTBEP)KICHUS TUIA CPEACTB U3MEPCHUI: 3HAK YTBEP)KACHUS THIIA
Cpe/ICTB U3MEPCHHUI HAHOCUTCS HA TUTYJIbHBIHM JTUCT PYKOBOJCTBA 10 3KCILTyaTaIl|H.
ITosepka ocymectpisercs no MPb MIL.MH 3438-2022. «Cucrema obecriedeHus €HMHCTBA
nsmepennit Pecmy6nuku benapyce. I'eneparopsl curnanos namuenta Fluke ProSim 8. Me-

TOJIMKA [TOBEPKUY.
CBeJileHus 0 METOAUKAX (METOJaX) U3MEPEHUN: OTCYTCTBYIOT.

TexHuueckue HOPMAaTHBHBIE IIPAaBOBLIC AKThI U TEXHUYCCKHUE NOKYMCHTBI, YCTaHaBJIHBAIO-

805 (SH



TpeOOBaHUS K THITY CPE/ICTB U3MEPEHUH:
texuuueckas gokymentamnus «Fluke Biomedical», Coequnennsie IlltaTer AMepuku;
METOJIUKY TTOBEPKHU:

MPB MIT.MH 3438-2022 «Cuctema obecrieueHus eAUHCTBA H3Mepenuit Pecny6uku
Benapycs. ['eneparops! curnano nauuenta Fluke ProSim 8. Meroauka nosepku».

I"Iepequb CpEACTB ITIOBCPKH. HpeﬂCTaBﬂeH B Taﬁnnue 4,
Tabmmia 4

HaumenoBanwue u THn CpeACTB INOBEPKH

Tepmorurpomerp UNITESS THB 1

HanoBoner™meTp Keithley 2182A

Mynstumerp Keysight 34470A

Yacroromep Keysight 53230A

Ocuminorpag RTE1052

MaunomeTtp uudposoit npeunsnonnbiid Fluke Ruska 70501
[Ipumeuanue — J{omycKaeTcs: MPUMEHATh APYTHe CPEe/ICTBa ITOBEPKH, 00eCIIeYUBalOLIMe ONpeie-
JIEHHE METPOJIOTHYECKHUX XapaKTEePUCTHK ¢ TpeOyeMOH TOYHOCTEIO. |

Wnenrudukauus nporpaMMHOro obecredeHus: npejacraBieHa B Tabauue 5.
Tabnuua 5

Homep Bepcuu 10
(neHTH(QUKAMOHHBIN HOMED)

e 2.08.03

Wnentudukannonoe Haumenosanue [10

3aK/II0UEHHE O COOTBETCTBUU YTBEP/KACHHOTO THUIA CPEACTB U3MEPEHUA TpeOOBAHMAM TeX-
HUYECKUX HOPMATUBHBIX MPABOBBIX aKTOB W/WJIM TEXHHYECKOH JTOKYMEHTAIUH ITPOU3BO/IM-
Tess: reHeparop curHanoB naurenta Fluke ProSim 8 Ne 4814020 coorBercTByeT TpeboBa-
HUSAM TEXHUYECKOH JTOKYMEHTAIUU TPOU3BOIUTES.

[TpousBoaUTENb CPEACTB U3MEPEHHI
Fluke Biomedical
6920 Seaway Blvd, Everett, WA 98203, Coenunennsie I1ItaTe AMepHKH

YIOJHOMOUEHHOE  IOPUIMYECKOE  JIMIO,  NPOBOJIMBINEE  KCIBITAHUS  CPEJCTB
U3MEPEHMIH/METPOIOTNYECKYIO SKCIIEPTU3Y eAMHUYHOTO YK3eMIUISIpa CPEICTB H3MEPEeHU
PecniyGnukanckoe yHUTapHOE Hpeanpustie «belopycckuil rocyaapCTBEHHBIH MHCTUTYT
metpouiorun» (benl IM)

Pecniybnuka benapycs, 220053, r. Munck, CtapoBuiieHCKuit TpakT, 93

Tenedon: +375 17 374-55-01, dakc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxenus: 1. @ororpaduu obiiero Buaa cpeicTB U3MEpPEeHMit Ha | nucTe.
2. Cxema (pHCYHOK) C yKa3zaHMEM MeCTa /Ul HAHECCHHUS 3HAKa [OBEPKH
CpeNCTB U3MEpeHuN Ha | sucre.
3. Cxema m1oMOMPOBKY OT HECAHKIIMOHUPOBAHHOI'O I0CTYyMa Ha 1 jucTe,

Hupextop beal UM ;’féﬂggj@% A.B. Kazauok



[Ipunoxenue 1
(obsi3aTenbHOE)
@otorpadun o01Iero BUAa CPeCTB U3MEPEeHUH

Bl el 2 : \ 4 :
Pucynok 1.1 — ®ororpadus obiiero Buaa reHeparopa CUrHaJIOB MaMEeHTa
Fluke ProSim 8 Ne 4814020

Pucynok 1.2 — ®@ororpadus MapKUpOBKH reHepaTopa CUIHAJIOB Mal[MeHTa
Fluke ProSim 8 Ne 4814020

Ln



[Tpunoxenue 2
(obsa3arenbHOE)
Cxema (PUCYHOK) C yKa3aHHEM MeCTa [UI HAHECEHMS 3HAKa MIOBEPKHU CPEJICTB U3MEPCHHUH

MecTo ansg HaHeceHHs
FHAKA MOBEPKH

I
CHANNEL ¥

CARDIAC
DUTRUT

BP
CHANNEL 2

Pucynok 2.1 — Cxema (pHCYHOK) ¢ YKa3aHMEM MecCTa JUls HaHeCeHUs 3HaKa MOBEPKU Ha
reHeparopa cursayoB nauuenra Fluke ProSim 8 Ne 4814020



[Ipunoxenue 3
(o0si3arenbHOE)

Cxema 1IoMOMPOBKHU OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA

Mecto m1oMOMPORKH OT HECAHKIIM=
OHHPOBAHHOIO J0CTYINA

Pucynok 3.1 — Cxema 1m1oMOUpOBKY OT HECAaHKITHOHUPOBAHHOTO JOCTYIIA



