OMUCAHUE TUMNA CPEOCTB U3MEPEHUA )
ONA rOCYQAPCTBEHHOIO PEECTPA CPEACTB U3MEPEHUN

YTBEPXOAKO
[InpekTop yHUTApHOro NpeanpuaTUS

BHeceHbl B [OCyAapCTBEHHBIN peecTp cpé}:gcm‘

MoHuTopb! nauuerTa W3MEpEHU,  NpoleanX  rOCYAapCTBEHHbIE |
TenemeTtpuyeckue Infinity M300, | ,.1uiranns

M300plus  Pervictpauvonnbiii N 5 0525 3727 79

Bbinyckator  no ,aoxymeHTauw'm tpupmbl - "Draeger Medical Systerﬁé, Inc.",
CoepguHenHble LUTaTbl AMepuku.

HA3HAYEHUE U OBINACTbL NMPUMEHEHUA

MoHuTopb! nauneHTa Tenemetpudeckue Infinity M300, M300plus npeaHasHayeHb
AN V3MEPEHUS XUIHEHHO BaXXHbIX MapameTpoB YENoBeKa W CReXeHwWs 3a HUMKU B
PeanbHOM pexume BpeMeHu ¢ oTobpaxeHnem usmeputensHon nHopmaumu.

MOHWTOPLI  NPUMEHSIOTC  ANS  NPOBEAEHUS  ANWUTENbHOMO  MOHUTOPWHra
COCTOAHUA nNauueHToOB B YCMNOBUAX CTauuoHapa W ambynaTopHbIX YCNOBUAX C
ueHTpanbHoi ctaHumen Infinity Central Station Wide dupmbl «Draeger Medical

Systems, Inc» noa ynpaeneHvem npukNagHoOro NPorpammHoro obecnedeHns Infinity
Central Station VG2.

OMNMUCAHUE

MoHuTOpbl NauveHTa TenemeTpuyeckue W3roTasAUBAlOT: Infinity M300, Infinity
M300plus.

MoHuTOp no3sonaeT n3mMepsTb creayloLme napamMeTpbl NauneHTa:

- OKI' n YCC no kaHany anekTpokapauorpaduu;

- catypauuto kposu n YCC no kaHany SpOs;

MpuHUMN  [eicTBNs MOHMTOPOB OCHOBAaH Ha npeobpa3soBaHuy N3MEPUTENBHON
MHbOpMaUMK, MOMy4aemoil C  MEPBUYHLIX  U3MEPUTENbHbIX npeobpasosaTenen,
pasmeljaemMblx Ha naumeHTe, B UMMPOBYIO C AanbHeRLWM NpeacTaBneHnem ee B BUae
rpacuyeckon UHOPMaUMM U Ha BCTPOEHHOM MoHuTOpe.MoHuTOpLI paboTawT C
ueHTpaneHow ctaHumen  Infinity Central Station Wide dupmbl «Draeger Medical

Systems, Inc» noa ynpaBneHwem npuKkNagHoro NporpamMMHoOro obecnevyeHus Infinity
Central Station VG2.

MOHMTOpr OCHalleHbl aBTOHOMHbIM UCTOYHWKOM NMUTaHUSA.
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MOHUTOPbI MMEIDT MEPAPXNYECKYI0 CUCTEMY TPEBOr, yCTaHaBNMBaeMylo Monb3oBa-
TENEM, KOTOpPbIE AENATCA Ha:

- hnsnonoruyeckne — TPEBOr NO COCTOSHUIO NaLWeHTa, KOTopbie 3anyckarTcs npu
BbIXOAE U3MEPAEMOro napameTpa 3a YCTaHOBMEHHbIE Npeaerbl TPEeBOr UNW NpU naTono-
TMY4ECKOM COCTOAHUWN NauneHTa;

- TEXHUYECKME — TPEBOrM COCTOAHUSA CUCTEMbI, KOTOPbIE 3anyckatoTcs Npu Hapylue-
HUW paboTbl MOHWUTOPA, NPW HaPYLUEHWU AaHHbIX MauUWeHTa BCNeacTBUe HenpaBusbHbIX
AENCTBUIA NepcoHana unu mexaHn4ecknx Henonazaokx.

o cTeneHu TAXECTW TPEeBOrW, reHepupyemMble MOHUTOPOM, AENATCA Ha TpW KaTero-
PUW: BLICOKWUI, CPEAHUIA U HU3KUIN ypoBEeHb. 1pn BOSHUKHOBEHWUN TPEBOT MOHWUTOP yKasbl-
BAe€T Ha HUX C NOMOLLbIO BU3yanbHbIX UMW 3BYKOBbIX CUrHaNOB (nNamna TpeBorw,
3BYKOBbI€ CWrHanbl TpeBOrv, coobuieHne TpeBOorn, Murarllve YUCoBble 3HAYEHUS).
YacTtota v uBeT mMuraHws namnbl TPEBOMM COOTBETCTBYET pasHbIiM YPOBHSAM W BMAAM
TpeBor.

KoHurypaumns MOHUTOPOB NO3BOMAET HACTpauBaTb MPOMKOCTb, BapwaHT W WHTEp-
Ban 3BYKOBOrO CUrHana TPEBOr, a Takke C NOMOWbI0 OYHKUUN YCTaHOBKM aBToMaTuye-
CKUX NpeaenoB TpeBOr MOHUTOP MOXET aBTOMaTUYECKN perynupoBaTh Npeaensl Tpesor
B COOTBETCTBUW C U3MEPAEMbIMU OCHOBHbIMW MOKA3aTENAMU KUIHEOAEATENLHOCTU
nauveHTa.

Bepcna nporpammHoro obecneveHus MOHUTOPOB nNauMeHTa TenemeTpudeckux
Infinity M300, M300plus He Huke VF 10.1.

Cxema ¢ ykazaHuem mecta HaHeceHusi 3Haka NoBEPKU NpuBeAeHa B NpUNoXeHnn A K
onucaHuo Tuna.

BHELWHWN BUA MOHUTOPOB NPUBEAEH Ha PUCYHKE 1.

U,
U0,

PucyHok 1 — BHewHwit B MOHUTOpa nauuveHTa Tenemetpudeckoro Infinity M300

OCHOBHBbIE TEXHUYECKUE U METPONOIMMYECKUE XAPAKTEPUCTUKHU

OcCHOoBHble  TexHU4Yeckue 1  MeTponoruyeckue XapakTepucTukn  MoHuTOpa
npeacrtasneHbl B Tabnuuax 1 u 2.
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Tabnuua 1

HanmeHoBaHue napameTpa

3Ha4yeHue napameTpa Ans UCNoNHEHWUN
Infinity M300, Infinity M300plus

-

 Kanan uamepenus ECG

Tabnuua 2

Konu4ecTtso oTBeAeHUI ) 3, 5.8 12 |

HAvanason namepenns YCC, ya/muH Ot 15 go 300

Mpepnensi Aonyckaemomn abconTHON

(OTHOCUTENBLHOI) NOrPELLHOCTU NPY U3MEPEHUN |

YCC B ananasoHe: ‘

ot 15 po 100 ya/muH | + 2 ya/MuH
. o1 101 go 300 ya/muH | +1% |
Kawan nsmepenus SpO, ) j
 AuanasoH nokasanuit SpO,, % . ~ Ot 0po100 B
_AnanasoH usmepenunit SpO,, % Ot 70 go 100 B

lNpenensl gonyckaemomn abcontoTHOMN I
NOrpeLUHOCTU NPY N3MEPEHUW YPOBHS £ i
HacblWeHusa kposu kucnopogom SpO,, % |
__[AvanasoH nsmepeHus YacToTbl nynsca, ya/MuH Ot 30 po 250 |
' [pepnensl gonyckaemon abconioTHOM

NOTrPELUHOCTY NPU N3MEPEHUN YaCTOThI Nynbea, - 2

ya/MuH .

HaumeHoBaHve napameTpa

3HayeHve napameTpa Ans UCIOMHEHNI
Infinity M300 (Infinity M300plus)

Bpewms paboTbl npu nuTaHuu ot akkymynstopa,

26 (22)

Y, He MeHee _
MabapuTHble pa3mepbi, MM, He Gonee 142x78,7%30,5 (157,5 81,1 30,6)
 PaspeweHue akpaHa, MM, He meHee 60 (55)

Macca, kr, He Bonee 295 (315)

ycnosus  askcnnyatayuu: - Temnepatypa

oKpy»atoujero sosgyxa, °C; ot 0 go 40
|- OTHOCWTeNnbHas BNAXHOCTb OKPYXKalOLLEro

Bosayxa, % ot 10 go 85

YCNoBus TpaHCNopTUPOBAHUS
- TeMnepaTypa okpyxatoLlero sosayxa, °C;

oT muHyc 20 go nnwoc 60

obonoukamu, no FOCT 14254-2015

OTHOCUTENbHAA BNAXHOCTb OKPYXKaloLLEro
| Bo3ayxa, % ) ot 10 go 85
CreneHb 3alunThl, obecneunsaembie IPX7 (IPX4)

M300plus

lNpumeyaHue — B ckobkax ykasaHbl 3HaYEHWS napameTpoB Ana ucnonHexus Infinity

3SHAK TOCYOAPCTBEHHOIO PEECTPA

3HaK rocynapCTBEHHOro peecTpa HaHOCUTCS Ha TUTYNbHBIA JIUCT PYKOBOACTBA Mo
JKcnyaTauum METOAO0M KOMMLIOTEPHON rpadukiu.
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KOMMIEKTHOCTb

KoMnneKkT nocTaBku MOHUTOpPA NpuseaeH B Tabnuue 3.
MpuHaaNeXHOCTU ANS MOHUTOPOB NPUBEAEHbL! B Tabnuue 4.

Tabnuua 3 — KoMnnekT nocTaBk MOHUTOPA

He;mi\ﬁéHOBane KonuyecTso,
1 = 2
MoHUTOPbI NauneHTa TenemeTpudeckme Infinity M300 1
PykoBOACTBO NO 3KCnyaTayuu 1
MeToauka noBepku™ o - 1
MpuHaanexHocTy ** . m Cwm. Tabn. 4

' * MNocTasnseTtca no TpeboBaHMIO 3aKasumKka.
“* lepeveHb M KONUYECTBO MNPUHAONEXHOCTEN, BXOOALWMX B KOMMAEKT MNOCTaBKM

MOHWUTOpa, oOnpeaenseTcs 3asBkoW 3akasuuka, COCTaBMIEHHOW MNyTem BbIOOPKK
!I‘!pMHa,EI,J'Ie}KHOCTeﬁ 1“3 Tabnuubl 4.

—

Tabnuua 4 — lNpuHagnexHocTu
HaunmeHoBaHue npuHaanexHocTen

YanuHutenbHbin kabene ana K 3/5/6 oteeneHuin
KomnnekT kabena 3K Ha 3/5/6 oTseaeHuUit
MpomexyTouHbIii kabens Masimo / Nellcor

Hatunk SpO, Masimo / Nellcor

Pl I =

TEXHUWYECKUE NOKYMEHTHI

HokymeHnTtauma cupmbl "Draeger Medical Systems Inc.", CoeguHeHHsle LTtaThl
AMEPUKN.

MPB MI1. 2994-2020 "MoHuTopbl nauyueHTa Infinity M540, Kappa, Delta, M300,
M300plus. MeToauka nosepku".

SAKIMKOYEHUE
MoHuTopbl nauveHta Tenemetpuyeckue Infinity M300, M300plus cooTeeTcTByIOT

AOKyMeHTauumn upmbl nsrotosutens "Draeger Medical Systems, Inc.", CoeanHeHHble
WTaTel AMepukui.
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MonuTtopbl nauueHTta TenemeTpuyeckue Infinity M300, M300plus cooTBeTcTByIOT
TpeboBaHnaMm TexHu4eckoro pernameHta TaMOXEHHOro cot3a «INEKTpoOMarHuTHas
COBMECTUMOCTb TexHuyeckux cpeacts» TP TC 020, perucTpaumoHHbIA HOMEpP
aeknapauuu cooteetcTeua EASC Ne POCC RU -US.TMUI01.B.18585, nata okoH4yaHua
AevncTteus ageknapauyuu cooteetcTeus — 16.01.2022.

MexxnoBepouHbIN UHTEpBanN — He Bonee 12 mecsaues.

MexnoBepoyHbIn  WHTEpBan nNpuW nNpUMeHeHun B cdepe 3aKoHoAaTeNbHON
meTponorun Pecnybnuku benapycek - He bonee 12 mecsues.

HayuHo-uccnenosaTenbCkuil  LEHTP  WUCNbITAHWIA  CPeACTB  WU3MEPEHUA U TEXHUKM
benlM,

CraposuneHckui tpakT, 93, r. Muxck, Ten. 378-98-13.
Attectat akkpegutauum Ne BY/112 1.025, cpok gencteusa no 30.03.2024

U3rotosutennb: dupma «Draeger Medical Systems, Inc», CLIA, 6 Tech Drive,
Andover, MA 01810

HavanbHWK Hay4YHO-UCCNen0BaTeNbCKOro %
LUeHTpa ucnbiTaHnin cpeacTB UIMEPEHWUA N TEXHUKW O.M. KamuHckuin
/ -
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NMPUNOXEHUE
(obszaTenbHoe)

Cxema c ykasaHMeM MeCTa HaHECEeHUA 3Haka NOBEepKW (KNenmo-Haknenka)

3Hak nosepkn (Knenmo-Haknenka)

Puc. A.1. MecTo HaHeceHns 3Haka NOBEPKW B BUAE KNeMa-HaKNenkm Ha MOHUTOPSI
nauuneHTa tenemetpudeckue Infinity M300, M300plus.
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