OMUCAHWE TUNA CPEACTB USMEPEHUN ]
AnA roCyaAPCTBEHHOIO PEECTPA CPEACTB UBMEPEHWU

YTBEPXOAKO
[AnpeKTop yHUTapHOro npeanpusaTus
«benopycckuit rocygapcTBEHHbI

MonuTopel nauuenTa Infinity | ysyepennii,  npoweawux  rocynapcTeeHHble

Delta UCNbITaHUS
PeructpaumonHbii Ne 5 02 25 2729 /9

BbinyckatoT no nokymeHTtauun cdoupmebl "Draeger Medical Systems, Inc.", CLUA.

HA3SHAYEHUE U OBNACTb NPUMEHEHUA

Monutopbl nauuenTa Infinity Delta npegHasHaueHbl ANA U3MEPEHUS XWU3HEHHO
BaXKHbIX NAapaMeTPOB YENOBEKA U CIIEXEHUS 33 HUMU B PEanbHOM PEXVME BPEMEHW C
OTODpaxkeHneM n3mepuTenbHOR MHgopMaLun.

MoHUTOPbLI NPUMEHSAITCH ANA NPOBEAEHUS ANUTENBHOIO MOHUTOPWUHIA COCTOSHWS
nauveHToB B YCNOBUAX OMNepaunoHHOW, OTAENeHWn peaHuMmauun, WUHTEHCUBHOW

Tepanuu n Apyrux OTAENEHU MeAVLMHCKUX YYPEXAEHWUW, NpU TPaHCMOPTUPOBAHMM
NaLMeHTOB BHYTPU MEAULMHCKUX YUPEXOEHWN,

OMUCAHUE

MoHunTopbl nsrotasnueatoT AByx ucnonHenui: Infinity Delta, Infinity Delta XL.

MoHMTOP No3BONAET UIMEPATL CredyLme napaMeTpbl NaumeHTa:

- OKI' n YCC no kaHany anekTpokapauorpacun;

- HWALL (HenHBasuBHoe apTepuanbHoe AaBneHue);

- ALl (vHBa3nBHOE apTepuansHoe faBneHue);

- Temneparypy,;

- caTtypauuo kposu n YCC no kanany SpOy;

MpyHUMN [EencTBUS MOHWTOPOB OCHOBaH Ha npeobpas’oBaHWM U3MepPUTENbHOI
MHOPMaUMKM,  NOony4Yaemoil C  NEPBUYHLIX  W3MEPUTENbHLIX  nNpeobpasosaTteneil,
pasMeljaemMbiX Ha nauveHTe, B UMMPOBYIO C AanbHENWUM NpeacTaBleHneM ee B Buae
rpacpuyeckon VHgopMaUnu Ha gucnnee MoHUTOpa WX nepedadeil Ha nepudepuitHbie
ycTpoiicTBa. MoHUTOpLI Takke MoryT paboTaTs C UeHTpanbHoi ctaHumen Infinity Central
Station Wide dupmbl «Draeger Medical Systems, Inc» nog ynpaeneHuem npUKNagHoro
nporpammHoro obecneyeHus Infinity Central Station VG2. MoHuTopbl OCHaLLEHbI
ABTOHOMHbIM UCTOYHMKOM NMUTAHUSA.

MoHWTOpbI MET nepapxuyeckyto cucTeMy TPEBOr, yCTaHaBNMBAEMylo NONb30Ba-
TENeM, KoTopble AeNATcs Ha:

- (hM3NOSIOrMYECKkUe — TPEBOTW MO COCTOSIHUIO NALMEHTa, KOTOPbIE 3anycKalTCs npu
BbIXOA4E W3MepsemMoro napameTpa 3a YCTaHOBMEHHble npeaensl TPeBor U
naToNorMYeCcKoM COCTOSAHUM NauneHTa; :

- TEXHWYeCkne - TPEeBOrM COCTOAHUA CUCTEMbI, KOTOpble 3anyoka

Jlnct 1, Nuctos 6 eyl o

Peerylinves Berapycy




HapylweHn paboTbl MOHWTOpPa, MNPU HapylUeHWM OaHHLIX NaUMeHTa BCneacTeue
HENpaBuIbHbIX AENUCTBUI NePCoHana Unn MexaHu4eckux Hemonamaok.

Mo cTeneHn TAaXecTn TPeBOrU, reHepupyemble MOHWUTOPOM, AENATCA Ha Tpw
KaTeropumn: BbICOKUW, CPEAHWIA N HU3KUI YpOBEHb. pK BO3HUKHOBEHWUM TPEBOr MOHUTOP
yKasblBa€T Ha HUX C MOMOLbIO BU3yanbHbIX UMK 3BYKOBLIX CUTHAMOB (Namna TPeBoru,
3BYKOBbIE€ CWrHanbl TPEBOrW, COODLUEHWE TpeBOr, MUrawlue YUCIOBbIE 3HAYEHMS).
Hactota v UBET MUraHua namnel TpeBoOrw COOTBETCTBYET pas3HbiM YPOBHAM W Buaam
Tpesor.

KoHdourypaums mMoHWTOopoB nossonsieT HacTpamBaTb rPOMKOCTb, BapuaHT W
UHTEPBan 3BYKOBOrO curHana TPEBOr, a Takke C MNOMOWbIO (YHKUMU YCTaHOBKM
aBTOMAaTUYECkx MNpeaenoce TPEeBOr MOHUTOP MOXET aBTOMaTUYECKW PerynupoBaTh
NPEAenbl  TPEBOr B COOTBETCTBUM C U3MEPSEMbIMU OCHOBHLIMU MOKasaTenamu
KU3HENeATEeNbHOCTU NauueHTa.

Bepcusa nporpammuoro obecnevyeHus MOHUTOPOB wucnonHeHun Infinity Delta,
Infinity Delta XL He Hmwke VG 2.4.

Vsmepsemble n UHOUUMPYeMble napaMeTpbi MOHWUTOPOB yKa3aHbl B Tabnuue 1.
~ Tabnuuya 1

Namepsaembie WHanumpyemsle napameTpbl*
| | :

" 3 Moaynb cepaeyHoro Beibpoca no Infinity PICCO

HCC (yacToTa CepAEYHbIX COKpalleHuit)
MOAY b CepaeyHOro BeIBpoca No MeToay

" HWA[ (HeuHsasneHoe apTepuansHoe Jasneque)
_+ WAL (MHBa3uBHOe apTepvansHoe JasneHue)

+ [MoAynk nynbcokcuMeTpuy Infinity Masimo Set

g Mo,qym”nynbcommmemum Infinity Nellcor OxiMax
" Mbﬂy]‘lb 33[ (anekTposHuedanorpadus)

4 MOAYNb MoHﬁTopMHra CO,(Baox/Bblaox)

z Moay b BISx (BucnektpansHbii H.H,B,BKC)

% Moayne CNAP (HenpepbiBHOE namepeHue HUAL)
4+ [Moayne NMT (HGﬁpOMbIUJE‘-«IHaH TpaHcMmmucena)

)
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Mpumevanue:

" NPy KOMNNEKTaLWN CUCTEM COOTBETCTBYIOLMMU 4aTYNKAMM:

- MOAynb nynbcokcumeTpuu Infinity Masimo Set:

- Moaynb nynscokcumeTpun Infinity Nellcor OxiMax:

- Moaynb cepaeyHoro Bbibpoca no Infinity PiICCO:;

- Mmoaynb 331 (anekTposHuedanorpacus);

mMoayne MoKuTopuHra CO2(BAOX/BbIAOX);

mMoaynb BISx (BucnekTpanbHbiil uHaekc);

moayne CNAP (HenpepbiBHoe namepenne HUAL):

- MOAynb cepagyHoro Beibpoca no metoay TepMoaUNIoLMM (CO);

moayne NMT (HeipombileyHas TpaHcMuceus)

MoAynb raszosoro aHanusa SCIO. ,
| METPOMNOTNYECKNE XapaKkTepuCTUk UHANLMPYEMbIX NapaMeTPoB He HOpMUpYIOTCS. |

Cxema c ykasaHUeM MecTa HaHeceHus 3Haka NOBEPKW NpUBEAEHA B NPUNOXEHUN A

K onucaHuio Tuna. :

BHewwH1in BuA MOHUTOPOB NpuBEaeH Ha pucyHke 1.

1
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PucyHok 1. MoHuTopbl NnaumeHTa Infinity Delta

OCHOBHbIE TEXHUYECKWUE U METPOJIOrMYECKUE XAPAKTEPUCTUKMU

OCHOBHble TEXHWYECKME 1 MEeTPOnornyeckue XapakTepucTUKU MOHUTOPOB NPVBEAEHDI

B Tabnuue 2 n 3.
Tabnuuya 2

HaumeHoBaHune napamertpa |

3HaueHune napameTpa |

USMEPEHWN aaBneHus, Mm PT. CT.

 Kanan ECG
| KonunyecTBo oTeepeHun 3, 5,6, 12
Llvanason namepenns YCC, ya/MWUH; Ot 15 po 300
Mpepens! gonyckaemoi abconoTHOM norpewHocTu npu | +2 ya/MuH unun 1%, 4to
| m3amepenun YCC | bonblue
Kanan NIBP N _
AvanasoH nsmepexus faBneHus B MaHxete, Mm pT. CT. B |
pexume namepeHuit:
- B3pOCnbIN OT1 15 go 250
- pebeHok Ot 1580 170
- HOBOPOXAEHHbIN Ot 15 po 130 .
Mpeaensl aonyckaemon aBcontoTHON norpewwHocT! npu +3

Kanan IBP

HAvanasoH npeobpasopaHus SNEKTPUYECKUNX CUTHAMNOB B |
|_3Ha4YeHna AaBNeHUsa, MM pT. CT. i

Ot MuHyc 10 go nntoc 400

lMpeaensl gonyckaemoil 0THOCUTENLHOI (nn |
abconTHOW) norpeLwHocTu Mpu NpeobpasoBaHnm

4% vnun 4 | Mm pT. CT., YTO

| JaBneHus | Gansilio
KaHan TEMP
KonuuecTso kananos 1
[vanasoH nokasaHuit Temnepartypsl, °C OT1 0 go 55
[AvanasoH namepenui Temnepartypsl, °C _ OT1 30 po 42 ]
- MNpenensbi gonyckaemon abcontoTHOMN NOrpPeLIHOCTN Npu
__“3mepeHun Temnepartypsl, °C +0,2 .
' Kanan Sp0O, _ _
HAvanasoH nokasanun SpO,, % Ot 0 go 100
[AnanasoH nsmepeHuii Sp0O;y, % Ot 70 go 100
MNpepens! gonyckaemoit aGeonioTHON NOrPeLIHOCTH NpK
M3MEPEHUN YPOBHA HACBILEHUA KPOBU KUCNOPOLOM
o
SpO,, %
 Ananason namepenns yactoTel nynsca, yo/MuH Ot 30 go 250
Mpeaens! aonyckaemoit abconoTHON NorpewHoCcT npu
| USMEpPEeHWN 4acToTbl NyNnbea, ya/MuH +.3 Zociitds,

Jluct 3, Nucros 6
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Tabnuua 3

HaumeHoBaHue napamerpa

3HayeHue napameTpa Ans
ucnonHeHuw Infinity Delta (Infinity

: : o Delta XL)
' HanpsixeHune nuTaHus oT ceTtu 230 + 23
NepemMeHHoro Toka Yactoron (50+2) My, B B
Bpema  pabotel  npu  nutaHum ot 240
akKyMynaTopa, MUH, He MeHee _
' [abapuTHble pasmepesl, MM, He Bonee 253x365%x190 (272x384x190) -
 Pasmepsr gucnnes, mm 264 (310)
Macca, kr, He Bonee 5,8 (6,2) |
ycnosus akcnnyataumm:
-TEMnepaTtypa okpyakulero sosayxa, °C: ot 10 go 40
- OTHOCWTENbHAsA BNAXHOCTb OKPY>KaltoLero
' Bo3ayxa, % ot 20 no 90

YCnosus TpaHCNopTUPOBaHNS

- Temneparypa okpyxatollero sosayxa, °C;
- OTHOCWUTENbHAA BNAXHOCTb OKPYXKaloLLero
 Bo3ayxa, %

oT MuHyc 20 go nnwc 40

o1 10 go 95

CreneHb 38LL[_I;1TbI,
_0bonoykamu, no NOCT 14254-2015

obecneyneaemble

IPX1

3HAK YTBEPXOEHUSA TUMA

3HaK yTBepXKAEHMA TUNAa HAHOCHT Ha TUTYNbHBI  UCT  PyKOBOACTBA MO

aKcnnyataumm Tunorpadckum cnocobom.

KOMMNEKTHOCTb

KomnnekT nocrasku MOHUTOpPa npuBeseH s Tabnuue 4.
lprHaaNexHoOCTN AN MOHUTOPOB NPUBEAEHS! B Tabnuue 5.

Tabnuua 4 — KomnnekT noctasku MOHUTOpPA

_ MpuHagnexHocTn **

HavmeHoBaHue \ KonuyecTtso, wr.
1 2 j
MoHuTopbl nayveHTa Infinity Delta 1
. PykoBoacTtBo no skcnnyaTauuu 1
~ MeTtoguka nosepku* . 1 =
| Ta6n:_5

IMOHUTOpA,
[NPpUHaAnexHocTen u3 Tabnuupl 5.

" MNocTasnseTtcs no TpebosaHmo 3akasuuka.
" lNepeyeHb n KonMYecTBo NpUHaANEXHOCTEll, BXOAALWIMUX B KOMMMEKT NocTaBku
onpefenseTca 3aaBkoW 3akasuywka,

COCTaBfIeHHOW nyTem BbIGOPKK
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Tabnuua 5 — MNpuHagnexHocTy _
HaumerosaHue npunagnexHocTei

1. MHoronapametpuueckuin kabens MultiMed® plus / MultiMed 5 pod/ MultiMed 6
pod / NeoMed pod / MultiMed 12
[MpoMEXYTOYHBIN kabens Ang nepenadn 3KI Ha 3 oteeaeHuns ana NeoMed pod
Kabenb 3KI™ Ha 3/5/6 oTBeneHwMil
CoeanHUTENbHBIN LLINAHT HUAL
Matketa HUAL (pasHbix pasmepos)
YanuHutensHbii kabens SpO, Masimo/Nellcor
Hatynk SpO, Masimo/Nellcor
Y kabenb ans namepeHus TeMnepaTypbl No 2-M KaHanam
9. [atunk TemnepaTypbl BHYTPUNONOCTHON /HAKONKHbIIA
‘ 10.  Y-oB6pasHbiii kabens AL Ha 2 kanana
|11, YanuHutensHbIl kabens A
12, BHewHue mogynu cornacHo CMUCKY.

N WN

TEXHUWYECKUE OOKYMEHThI

TexHnueckan nokymenTauus upmbl "Draeger Medical Systems Inc.", CLUA.
MPB M. 2994-2020 "MoHuTopb! nauvedTa Infinity M540, Kappa, Delta,
MOHUTOPLI NayneHTa TenemeTpudeckue M300, M300plus. MeToauka nosepku".

3AKNKYEHUE

MoHuUTOpLI NayneHTa Infinity Delta COOTBETCTBYIOT TpeboBaHNAM JOKyMeHTauuu
upmbl "Draeger Medical Systems Inc.", CLUA.

MoHuUTOpbI NauneHTa Infinity Delta cooTsetctayioT TpebosaHuam TexHuueckoro
pernameHTa TamOXeHHOro co3sa «3NeKTPOMarHUTHas COBMECTUMOCTb TeXHUYECKUX
cpeacts» TP TC 020, pernctpaynoHHbIi Homep EASC Ne RU [-US.MLLI01.B.18585, aata
OKOHYaHUA AeNCTBUA AeKknapauun 0 COOTBETCTBUM 16.01.2022.

MexnosepoyHbIit MHTepBan - He Gonee 12 mecsues/

MexnosepouHbiit  uHTepsan NPy NpuUmMeHeHUn B cdepe 3akoHOAATENbHON
meTponorun Pecnybnuku Benapycs — He Gonee 12 Mecsues.

UsrotoBurtens: tuvpma «Draeger Medical Systems, Inc», CLWA, 6 Tech Drive,
Andover, MA 01810

Hay4yHo-uccnenosatensckuin UEHTP uUCMbITaHWA cpepgcTs N3MEPEHUN W TEXHWUKU
benlMM,

CraposuneHckuii TpakT, 93, r. MwuHck, Ten. 378-98-13.
ATTtectat akkpeauTauum Ne BY/112 1.025, cpok pecteus no 30.03.2024

HavanbHuk HayuHo-uccnegosatenbckoro
UEHTPa NCNbiTaHUin CPECTB 3MEPEHWMIA U TEXHUKM A .M. Kamunckuin

FocyRapcTeehHi peecTD
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MPUNOXEHUE A
(obsaszatensHoe)

Cxema c ykasaHuem mecTa HaHeceHns 3Haka nosepku B BUAE Kneiima-Hakneinku

MECTO HaHeceHus 3Haka
noBepku B Buae
Knenma-Haknenxn

PucyHok A.1 - BHewwHuii BUO MOHUTOPOB NayveHTa Infinity Delta

N MeCTO HaHeceHus 3Haka NoBepKn

ALY

i TEEHHGIRA
oc:;:pé‘;:pé'm HAMEDEHHA
PecnyGmma benapyth

AOKYMEHTOB,
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