OMUCAHUE TUNA CPELCTB U3MEPEHUN
ANA TOCYOAPCTBEHHOIO PEECTPA CPENICTB U3MEPEHUN

YTBEPXOAK
[vipekTop yHUTapHoro npeanpuaTus

MoHuTOpbI NnauueHTa

U3MEpPEeHUn,  npoleawmnx — rocyAapCTBEHHbIE

UCNbITaHUS

| PeructpaunonHsii Ne A4~ 03 Z5 7247 49
BbinyckatoT no gokymeHTaLmm upmbi "Draeger Medical Systems, Inc.",

CoeauHeHHble LWTaThl AMepuku.

Infinity Kappa

HA3HAYEHWE U OBINACTbL NMPUMEHEHUA

MoHuTopbl NnaunenTa Infinity Kappa npegHasHayeHsbl ANA N3MEPEHUNS KUSHEHHO
BAXKHLIX NapamMeTpoB YEnoBeKa 1 CNexeHus 3a HUMU B peanbHOM pexnme BpemeHu
C OTODpaxeHueM U3MepuTensHoN nHopmauun.

MoHuTopbl  npumensioTcs  ans nposedeHns ANUTENbHOTO MOHUTOPUHra
COCTOAHUA  NAUWEHTOB B YCMNOBUAX ONEPALMOHHOW, OTAENEHUA peaHumMauuw,
WHTEHCUBHOW Tepanuu W ApYyrux OTAENeHUA MEeAMLIMHCKUX yUYpexaeHnn. npu
TPAHCNOPTUPOBAHUN BHYTPY MEL YYPEXKAESHUNA.

ONUCAHUE

MoHuTop nossonsieT usmMepaTs cneayioue napameTpbl naymeHTa:

- OKI" v YCC no kawnany anekTpokapanorpaduu:

- HWAL (HeuHBasnBHoe apTepuansHoe AasnexHue)

- ALl (nHBasuBHOE apTepuansHoe aasnexHue);

- TEMnepaTtypsb!;

- caTypauuto kposu n HYCC no kaHany SpOs;

MpuHUMN fencTBns MOHWTOPOB OCHOBAH Ha npeobpasoBaHnW N3MepUTENLHON
WHOPMaUMK, nony4aemoil ¢ nepBUYHBIX n3MepuTeneHbIX npeobpasoBaTenei,
PasMellaemblX Ha nauveHTe, B UMGPOBY C AaNnbHELUNM NpeacTaBneHeM ee B
BUAE rpaduyeckon uHdopMauMu Ha aucnnee MOHUTOpa WNU nepegayen Ha
nepugepuiiibie ycTpouncTaa. MoHuTOpbl Takke moryT pabotaTb C UeHTpanbHon
ctaHuuen Infinity Central Station Wide chupmbl "Draeger Medical Systems, Inc" nog
yNpasieHnem npuknagHoro nporpamMmmHoro obecnedenus Infinity Central Station
VG2. MoHWTOPbI OCHALLEHbI aBTOHOMHBLIM MCTOYHUKOM NUTAHNS.

MoHuTOpbI  UMET  nepapxuyeckyto CUCTeMy TpeBOr, YycCTaHaBNWBaemyio
nonb3oBartenem, KOTopble AENATCA Ha:

- (pusKonornyeckne — TPEBOTM Mo COCTOSHUIO NauneHTa, KoTopble 3a
fPV BLIXOAE N3MEPSEMOro napameTpa 3a yCTaHOBMIEHHbIE Npeaenb! Tpeg
NaToMOrM4eCKOM COCTORAHUM NauueHTa:

- TEXHUYECKWE — TpEeBOrM COCTOSIHUSA CUCTEMbI, KOTOpbIE 3anyQKaKLtess

1
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HapyweHun paboTbl MOHWTOPA, NpPU HapyeHWW AaHHLIX NauueHTa BCheacTsue
HenpaeunbHbIX 4ENCTBUW NEPCOHANa UMM MEXaHUYECKUX HENONaaokK.

Mo cTeneHu TAXeCTW TPeBOru, reHepypyemMble MOHUTOPOM, AEMATCA Ha Tpu
KaTeropun: BbICOKWIA, CPEAHWA U HWU3KUA ypoBEHb. [1pU BO3HUKHOBEHUW TPEBOr
MOHWUTOP YKasblBaeT Ha HWX C MOMOLUbIO BW3yanbHbIX WKW 3BYKOBbIX CUrHanos
(namna Tpesory, 3BYKOBblE CUrHarbl TPEBOrW, COODLUEHWE TPEBOMM, MUrawLne
4MNCMOBbIE 3Ha4eHus). HYacTota w UBET MWUraHus namnbl TPEBOTW COOTBETCTBYET
PasHbIM YPOBHAM N BUOAM TPEBOT.

KoHcburypaunss MOHUTOPOB NO3BONSET HAcTpaWBaTh rPOMKOCTb, BapUaHT W
WHTEPBan 3BYKOBOrO CWrHana TPeBOr, a Takke C NOMOWbIO (OYHKLUUM YCTaHOBKM
aBTOMAaTW4ECKUX NpeaenoB TPEBOr MOHUTOP MOXET aBTOMATUYECKN perynvposaTb
NMPEAENbI TpeBOr B COOTBETCTBUW C U3MEPSEMbIMW OCHOBHbIMW MNoKasaTensamu
HKUSHEOEATENBHOCTM NauneHTa.

Vismepsiemble 1 UHOULMPYEMbIE NapameTpbl MOHUTOPOB YKka3aHbl B Tabnuue 1.

Tabnuua 1 B

N3mepsiemble ViHauumpyemble napameTpbl*

=

MOAYNb nynecokcumeTpun Infinity Nellcor

moaynb NMT (HelipoMblleyHasn

mMoaynb 331 (anekTposHuedanorpacdus)
Moay b MoHuTopurra CO5(BAOX/BLIAOX)

MOAYNb CepfieYHoro seibpoca no metoay

3KT (anekTpokapavorpacus)

YCC (yacToTa cepaeyHbix CoKpaLLeHnia)
HUAL (HenHBasneHoe apTepuansHoe
WAJ (vHBa3neHOE apTepuansHoe

Sp02 (catypauns 02 B Kposw)

Moaynb NynscokcumeTpun Infinity

3 Moayne cepaedHoro seibpoca no
Moayne BISx (BucnexkTpaneHbiin MHAEKC)
moayns CNAP (HenpepbieHoe

MOAYnNb rasosoro adanusa SCIO

- O
a | = ®)
= 2| 8=
a . = -
% ) i Q@ o=
[ = 5 Q @ = =
oy . &
1) o 2 w Q = = ]
s = ] o T = | =
=5 T QO | = (0] =8 =
Q @ £ Y oy =8 Q| o
g | 7 = o ] = o
I o Bl = = | | = aQ ®
@ @ x = | @ @ a
| =g L | = | (®) 2= | = = =
Mpumeyarue:

" MHAVUMPYeMble napameTpbl NpW KOMMIEKTaUuumn cucTem COOTBETCTBYOLIUMU
Aatynkamm:
K MoHUTOpam BO3MOXHO NOAKMIOYEHWE AONONHUTENBHBIX mMoaynen ans
OTOOpaxeHus cneayloLlei n3MepuTensHoN MHhopMauuu:
’ - MoAynb nynscokcumeTpum Infinity Masimo Set:

- MoAynb nynecokcumeTtpum Infinity Nellcor OxiMax:

- MOAYnb cepAedHoro Bbibpoca no Infinity PiICCO;

- moaynb I3[ (anekTpoaHuedanorpagus);

- Moaynb MoHUTOpUHra CO,(BAOX/BLIAOX);
moayne BISx (GucnektpanbHbin uHgekc);
moayne CNAP (HenpepbisHoe usmeperue HUAL):

- MOAynb cepAeyHoro Beibpoca no metoay Tepmoaunsoumm (CO);

- mogyne NMT (HenpowmbilweyHas TpaHeMuccus):;

- MoAynb rasoBoro aHanusa SCIO.

MeTponorudeckue xapakTepucTuki UHANLMPYEMbIX napameTpoB He
HOPMUPYOTCS

Cxema C ykasaHuUeM MecTa HaHeceHWs 3Haka NMOBEPKN MNPUA
NPUNOXeHUn A K onucaHuo Tuna. /

BHewHnin BaA MOHUTOPOB NpuBeaeH Ha pucyHke 1.

1
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PucyHok 1. MoHuTopbl nauneHTa Infinity Kappa.
OCHOBHbIE TEXHUYECKUE U METPONTOM'MYECKWUE XAPAKTEPUCTUKWU

OCHOBHblE TeXHUYECKMe W METPONOTNYECKNE XapaKTepUCTUKW MOHWTOPOB
npusegexbl B Tabnuue 2 n 3.

Tabnuua 2
L HanmeHoBaHue napamerpa | 3HayeHue napameTpa
Kanan ECG . )
KonuyecTeo oTBeaeHui 3,56, 12
AvnanasoH namepenuns YCC, ya/MuH: Ot 15 po 300
MNpeaensl ponyckaemoit abcoMTHON MNOrPELUHOCTY + 2 ya/MuH nnn £ 1%, B8
nsmepenus YCC B | 3@BWCMMOCTM OT TOro, 410 Bonblue
Kanan NIBP

AvnanasoH namepeHns AaBneHUs B MaHXeTe, MM pPT. CT.
B peXnuMe N3MepeHuia:

- B3pOCnbIN OT1 15 po 250
- pebeHok : Ot 1580170
- HOBOPOXAEHHbIM 5 OT1 15 0o 130

MNpeaensl ponyckaemon abconoTHON NOrpeLHOCTK
U3MepeHus AaBneHna, MM pT. CT.

| Kanan IBP

[vana3oH npeobpas3oBaHMs 3NeKTPUYECKOro curHana B
3Ha4yeHve [pnaBieHns, MM pT. CT.

lNpenens! gonyckaemMon OTHOCUTENBHOM (N
abCconTHOM) NOrpeLLHOCTY Npy nNpeobpasoBaHUu

+3

Ot muHyc 10 go nnroc 400

+ 4% vnu 4 MM pT. CT., B
3aBUCUMOCTU OT TOro, YTo BonbLue

AaBnexus .
Kanan TEMP _

|_KonwuecTso kaHanos i ' 1 |
AvanasoH nokasaxuin Temnepatypsl, °C Ot 0 pgo 55
AnanasoH namepenun temnepartypsl, °C Ot 30 po 42

' Mpepensl  gonyckaemon aBCoMOTHOMN norpeLHocTy
n3mepeHua Temnepatypeol, °C £0.2

| Kanan SpO,

 AnanasoH nokasanwnit SpO,, % Ot 0 go 100

. AvanasoH nameperuit SpO,, % _ OT70 go 100
Mpenens! gonyckaemoi abCconTHOM NOrpPeLwHoCTy npwu
M3MEPEHWNN YPOBHSA HACbILLEHWUA KPOBU KUCNOPOAOM +3
SDOQ, 0/0_ B B
AvanasoH namepeHvs 4acToTbl Nynsea, ya/MUH ) Ot 30 go 250

Mpenensi gonyckaemon abconioTHoI
MOrPELUHOCTU NPY U3MEPEeHNN YacToTbl NynbCa,
| ya/mMuH
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Tabnuua 3

! HavmveHoBaHve napametpa 3Ha4eHve napameTpa
HanpsokeHue nuTaHUA oT ceTu 230 + 23
NepemMeHHoro Toka Yacroron (50+2) Ny, B B
Bpema  paboTbl npu  nutaKum ot 240
aKKyMynaTopa, MUH, He MeHee B _

[abapuTHble pasmepbl, M, He Gonee 253x365x190 (272x384x190)
Paavepsl ancnnes, mm 264 (310)

Macca, «r, He Gonee 0,8 (6,2) |
ycnosua  skcnnyaTauuu:  -Temnepatypa
oKkpy»katoLero sosayxa, °C:

- OTHOCUTENbHAA BNAXXHOCTb OKPY’>KaLWEero ot 10 no 40

. BO3ayxa, % ) ot 20 po 90 ]
YCnoBus TpaHCcnopTUpoBaHus:

| - TemMnepaTypa OKpyXalowlero sosayxa, °C: oT MuHyc 20 go nnoc 40
- OTHOCUTENbHas BNAXHOCTb OKPYXKatoLEro |
Bosayxa, % : ) ! _ o1 10 oo 95 =
CreneHb 3alnThl, obecnevynBaemble IPXA

_ obonoykamn, no FOCT 14254-2015

3HAK YTBEPXOEHUA TUNA

SHaK YTBEPXAEHUA TUMA HAHOCAT Ha TUTYMbHBLIA NUCT PYKOBOACTBA MO
akcnnyarauum Tunorpadgckitm cnocobom.,

KOMMNEKTHOCTb

KomnnekT noctaskv MoHuTOpa npuseaeH B Tabnuue 4.
[MpuHaanNexHoCcTn ANS MOHUTOPOB NpUBEAEHbL! B Tabnuue 5.

Tabnuua 4 — Komnnekt noctasku MOHUTOpPA

HaumeHoBaHue KonuyecTtso,
MoHwuTOpb! NaumeHTa Infinity Kappa ' 1
PykoBoacTBO no akcnnyatayuu 1
__MeToavka nosepku* _ 1
MpuHaanexHocTu ** Tabn. 5
* [MocTaBnseTca no TpeboBaHuMIo 3aKasunka.
** lNepeyeHb 1 KONUYECTBO NPUHAANEXHOCTEN, BXOAALUMX B KOMANEKT NOCTABKY
MOHUTOPa, OnpeaenseTca 3asBkoW 3akasuuka, COCTAaBMEHHOW nyTeM BbIGOPKY

NpuHaanexHocTen ns Tabnuupl 5.
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Tabnuua 5 — MNpuHagnexHocTu B
HaumeHosaHue npuHagnexHocTen

- 1. MHoronapameTpuyeckuin kabens MultiMed® plus / MultiMed 5 pod/ MultiMed 6
pod / NeoMed pod / MultiMed 12

MpomexyTouHbIn kKabenb ana nepeaadn 3K Ha 3 oTBeneHus ans NeoMed pod
Kabene OKI™ Ha 3/5/6 oTBeneHWn

CoeguHnTtensHbln winaHr HUAL

ManxeTta HUAL (pasHbix pasmepos)

YanunutensHbeii kabens SpO2 Masimo/Nellcor

Hatunk SpO2 Masimo/Nellcor

Y kabenb ANs nsmepeHua Temneparypsbl no 2-M KaHanam

9.  [artiunk Temnepatypbl BHYTPUMNONOCTHON /HAKOMXKHbIN

10. Y-obpasHbit kabenb UA[ Ha 2 kaHana

1. YanuHutensHsln kabens VAL

12.  BHelHue moaynu cornacHo Crimcky.

ONOOTRWN

TEXHUYECKWUE OOKYMEHThI

HokymeHTtauma cupmbl "Draeger Medical Systems Inc.", CoeaunHenHblie LUTaThl
Amepukun.

MPB MI. 2994-2020 "MoHutopbl nauvexta Infinity M540, Kappa, Delta,
MOHUTOPbI NauneHTa Tenemetpudeckne M300, M300plus. MeToauka nosepku”.

SAKJTIOYEHUE

MoHutopet  nauuenta Infinity Kappa cootsetctByloT TpebosaHusM
AoKymeHTauun pupmebl "Draeger Medical Systems Inc.", CLUA.

MoHnutopel  nauueHta Infinity Kappa cooTtBeTcTRyIOT TpeboBaHusaM
TexHuyeckoro pernameHTa TamoxeHHoro cotosa «QneKkTpoMarHuTHas
COBMECTUMOCTb TEXHUYecKnx cpeacTs» TP TC 020, peructpaunoHHbiit Homep EA3C

Ne RU [O-USTIULI01.B.18585, pnata OKOHuYaHus AecTBUs  Aeknapauum o
cooTteeTcTBMM 16.01.2022.

MexnoBepouHbin MHTepBan - He Bonee 12 mecsLes.

MexnoBepouHbIl UHTEPBAN NpU NPUMEHEHWU B chepe 3akoHopaTeNbHOWM
meTponoruu Pecnybnuku benapyck — He Bonee 12 mecsiues.

N3rotoBuTens: cbupma «Draeger Medical Systems, Inc», CLUA, 6 Tech Drive,
Andover, MA 01810

HayuHo-uccnegosatenbckuii LEHTP UCNbITAHUIA CPeacTs U3MEPEHUN U TEXHUKK
BenlAM,

Craposunenckuin TpakT, 93, r. Muxck, Ten. 378-98-13.
Attectat akkpeauTauum Ne BY/112 1.025, cpok genctausa no 30.03.2024.

HauyanbHuk Hay4YHo-uccneagosaTenbCKoro
LUeHTpa ncnbiTaHum CPeacTB MBMEPEHUIA N TEXHUKN
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NMPUNOXEHUE
(obszaTensHoe)

CXxembl C ykazaHnem MecTa HaHECEHUS 3Haka NOBEpPKU B BUAE Knelma-
HaKnNeuku

MecTo knenma -Haknemnkn

S0 & 0 =

PucyHok A.1. MecTo HaHeceHus 3Haka NoBepku B BUAE KNeMa-Haknenku Ha
MOHUTOPbI NauuneHTa Infinity Kappa
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