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OITMCAHUE THUITIA CPEJICTBA U3MEPEHUI

Mounurops! nanmenta CARESCARE V100

Ha3sHnauyeHue cpeacTBa H3MepeHUit

Momnutopsl marpenta CARESCAPE V100 (mamee — MOHHTOPBI) MpEAHA3HAYCHBI IS
HEPEPHIBHOTO HEWHBA3WBHOTO HM3MEPEHMsI HAChIIeHHs (caTypalyu) KHCIOPOJOM TIeMOroOuHa
aprepuanbHoil kpoBu (SPOy) u vactotsl mysbca (UIT), u3MepeHus: TeMeparypsl Tena, H3MepeHus!
CHCTOJIMYECKOT0 M JHACTOJIMYECKOro aprepuainbHOro namieHus (AJ]), HaOnroneHHsT Ha SKpaHe
3HAYCHUH M3MEPSIEMBIX IMapaMeTPOB COCTOSHHS MAMEHTa M BKIIIOYCHUSI TPEBOKHON CHUTHAIHM3ALUU
MIPY BBIXOJIC TTAPaMETPOB 33 YCTAHOBJICHHBIE TIPEICIHI.

Onucanue cpeacTBa U3MepeHN
OyHKIIMOHATEHO MOHUTOPHI COCTOSIT U3 HE3aBUCUMBIX H3MEPHTEIBHBIX KaHAJIOB.

[punun paboThel KaHala apTepUaATFHOTO JaBICHUS OCHOBAH Ha OMPEICICHUN CHCTOIMYECKO-
TO ¥ JUACTOJIMYECKOTO apTepHUAIbHOTO AaBJICHNS KOCBEHHBIM OCIMIIIOMETPHYECKUM CIIOCOOOM.

[Ipuniun paGoThl KaHaIa TEPMOMETPUN OCHOBAH Ha U3MEPEHUH U PETHCTPALUU TeMIIepaTypbl
TeJa MalueHTa TepMOPE3UCTOPaMH.

[Tpunuun paGoThl KaHaia MyJIbCOKCUMETPUU OCHOBAH Ha Pa3IM4YMM CIIEKTPAJIbHOIO MOIJIONIe-
HUSI OKCUTE€MOIJIOOMHA U BOCCTAHOBJIEHHOT'O TeMOITIO0MHA KPOBU Ha JBYX JUIMHAX BOJIH.

MoHuTOp manueHTa KOHCTPYKTUBHO COCTOMT U3 OCHOBHOTO 0JIOKa C aBTOHOMHBIM HCTOYHU-
KOM TMTaHMs, KOMIUIEKTa AAaTYMKOB M Habopa kabeneil mauumeHta. OCHOBHOW OJIOK BKIIHOYAeT
BXOJIHbIE IIpeoOpa3oBaTeny napaMeTpoB (PYHKLIHMOHATIBHOTO COCTOSIHUS MAllMeHTa, TPaKThl U3MeEpe-
HUS U perucTpanuyu napamerpos. CUTHaIbI OT U3MEPUTENIbHBIX KaHaJIOB 00pabaThIBalOTCS BCTPOEH-
HBIM TPOLIECCOPOM € OOIIKUM MPOrPaMMHBIM 00€CIIEUCHHEM.

MounwuTtop umeet nBetHoi JKK-nucmieid, Ha KOTOpOM MOTYT OJIHOBPEMEHHO OTOOpaxatbcs 13-
MepsieMbIe TTOKA3aTeNH, CUTHAIIBI B BU/Ie KOIeOaHni U WH(POPMAIUS O TPEBOXKHBIX CUTHAIAX, HOMEp
nocTeny 00JIBLHOTO, COCTOSIHUE MOHUTOPA MAalMEeHTa, BpeMs U apyras uHpOpMaIus ¢ MOHUTOpA T1a-
uenTa. OCHOBHOM 9KpaH ToJieyieH Ha 3 o0nacTu: nHGOpMaIMOHHAs 00JIaCTh, 00JIacTh JUarpamm,
001acTh MU(GPOBBIX 3HAYCHUH, 0071aCTh MEHIO

Buemnnii Bun monutopo manueara CARESCAPE V100 mpencrasnen Ha puc. 1-4.

Pucynok 1. Monurop nanuenra CARESCAPE Pucynok 2. Monurtop nanmmeara CARESCAPE V 100.
V100. Bua cnepenu. Bup czanu.



Pucynok 3. Monuntop narmmenta CARESCAPE

V100. Bux c6oky.

IIporpammHuoe obecnieyeHue
MoHHTOpBI MAIMEHTa UMEIOT BCTPOCHHOE mporpammuoe obecneuenne «V100 Main Code»,
CTENUAIEHO pa3padOTaHHOE [UIS PEIIeHHs 3a/1a4 YIpPaBICHUS MOHUTOPAMH, CYUTHIBAHHUSA U COXpa-
HEHHS Pe3yIbTaTOB M3MEPEHHH, Tiepeiada JaHHBIX Ha BHEIIHee yCTpoicTBO. [IporpamMmmHuoe obecre-
yenue (I10) MOHHTOPOB 3amycKaeTcs B aBTOMATHYECKOM PEKUME MOCIIE BKITFOUCHHS.
W nenTudukaoHHble JaHHbIE IPOrpaMMHOro obecnedeHus npuseaeHs! B Tabnure 1.

Mecto

MJIOMOMPOBAHUS

JIuct Ne 2
BCEro JIMCTOB 4

Pucynok 4. Monutop narmmenta CARESCAPE V100.
Bun cHnzy.

Tabnuma 1

Howmep Bepcun

udposoii uaeHTH-

ANTOpuTM BBHIYHKC-

Wnentuduxaryion-
Haumenosanue (nmenTuduUKanu- | GUKATOP MPOrpaMM- | JEHUs IHU(GPOBOTO
HO€ HaMEHOBAHNE .
MPOTPaMMHOTO HPOrPaMMHOT0 OHHBII HOMED) HOro o0ecIieueHus uaeHTrdGHUKaTopa
obecrieueHus P nporpaMMHOTO | (KOHTpOJIbHASI CyMMa | TPOrPaMMHOTO
obecrncucHHs
obecreyeHnst | MCIOJIHIEMOro KOJa) obecneueHus
V100 Main Code| PROCARAD.hex R1.5 0x00BD9C59 crc32

VYposens 3amutsl [10 0T HenpeHAMEPEHHBIX U TPEJHAMEPEHHBIX H3MEHEHHUH: COOTBETCTBYET
ypoBHI0 «C» mo MU 3286-2010.
BriusiHMEe BCTPOGHHOTO NMPOrpaMMHOTO OOECIEYEeHHsT Ha METPOJIOTHYECKHE XapaKTePHUCTHKH
MOHHUTOPOB YYTEHO IPH HOPMUPOBAHUH METPOJIOTHYECKUX XaPAKTEPUCTHK.

Metposiornyeckue 1 TeXHHYECKHE XaPaKTEPUCTUKH
1. Kanan nyiabCOKCUMETPHH.

1.1. /lnana3on nokazanuii SpO2, %:
1.2. Inanazon uzmepennii SPO2, %:
1.3. Ilpenensl normyckaeMoii abCOMOTHON MorpemHocTH n3Mepenus SpO2, %:
1.4. Jlnama3oH moka3aHui 9acTOTHI MyJibca, MUH-1:
1.3. /Inama3oH u3MepeHnit 4acTOTHI IyJibca, MUH-1:
1.4. Tlpenenbl normyckaeMoii aOCOIFOTHON TOTPEITHOCTH H3MEPEHHUS YaCTOTHI IyJbca, MUH-1: +4.
2. Kanan apTepraiabHOTO JTaBICHUS.
2.1. JInana3oH MoKa3aHUi N30BITOYHOTO JIABJICHUS B KOMIIPECCHOHHON MaHXeTe,

ot 1 no 100;
ot 70 o 100;
x3;

ot 20 o 250;
ot 30 1o 240;

k[la (MM pr.ct.): ot 1,3 o 38,7 (ot 10 no 290);
2.2. Jlnana3oH u3MepeHHid N30BITOYHOTO JABIICHHS B KOMIIPECCHOHHOW MaHKETe,
k[la (Mm pr.ct.): ot 2,7 o 38,7 (ot 20 mo 290);

2.3. Ilpenensl mormyckaeMoil aOCOMIOTHON MOTPENIHOCTH MOHHTOpA MPH U3MEPEHUH M30BITOYHOTO
JaBJICHUS] B KOMIPECCHOHHOM Mamxkete, Klla (MM pr.cT.) :

+0,4 ( £3).
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3. Kanan repmomerpuu.

3.1. lnana3on usMepeHus temmeparypsl, oC: ot 34,5 o 43;
3.2.IIpenensl nomyckaeMoii aOCOMIOTHOM MOTPEIIHOCTA MOHUTOPA TIPU H3MEPEHHN

temneparypsl, °C: +0,3.
4. TTorpebisiemasi MOITHOCTH TIPH MTUTAHUHU OT CETH MEPEMEHHOTO TOKA

(50£1 I'y, 100...250 B), B-A: 12.
5. Macca, kr, HE Oouee: 2,4.
6. ['abaputHbIe pa3zMepbl, MM, He Ooee: 195x219x135.
7. Cpennuii CpoK ciryOBbl, JIeT: 5.
8. Cpennsist HapabOTKa Ha OTKa3, .. 10000.
9. YcIioBUS SKCIUTyaTAIHH:

- JIMama3oH TeMIepaTypbl OKpYyKaromiero Bo3ayxa, °C: ot 10 no 40;
- JMamna3oH OTHOCUTENHHOW BIQXKHOCTH BO31yXa, %0 ot 5 10 95 (6e3 KOHICHCAINH);
- nuamas3oH atMochepHoro nasnenus, rlla: ot 700 o 1060.

3HaK yTBep:KIeHHS] THIA
3HaK YTBEpXKJIEHHsS THUIA HAHOCUTCA THUIOrpa)CKUM CHOCOOOM Ha THUTYJIbHBIM JIUCT
PykoBojicTBa 10 3KCIUTyaTallui U METO/IOM CeTKorpaduu Ha JIMLEBYIO MaHelb puoopa.

KoMmieKTHOCTD cpeacrea H3Mepe}m1}i

1 Monutop — 1 mir.

2. [Mpuntep — 1 mt.

3. Kabenp nuranus — 1 mr.

4. Uctounnk nmuranus — 1 mr.

5. Axkxymymsitop — 1 mr.

6. [IporpammHuoe obecrieueHre Ha KOMIAKT-Iucke — 1 mT.

1. Wurtepdeiicapie kabemu — 1 KOMIUTEKT

8. Kabenb m1st mokiroueHusi MOHUTOpA K KOMIIbIOTepy — 1 miT.

0. manry 11 MaHXKeT Il H3MEPEHHST HEeMHBAa3UBHOTO apTEPHUATBHOTO JaBICHUS — 1 KOMILL.
10.  MamxkeTsl U1 U3MEPEHHsI HEMHBA3HBHOTO apTEPHATBHOTO JaBJICHHS — 1 KOMILIL.

11.  HarepdeiicHbiii Kabenb JaTYMKa IMyJTbCOKCUMETPHH

12.  JlaT4MKH MyJIbCOKCUMETPUU — 1 KOMILI.

13. JlaTuuky myabCOKCUMETPHUH Kielikue — 1 koM.

14.  HaTtepdeiicHblil Kabenb TEMIIEPaTypHOTO JaTINKA

15. Hatuuku TemnepaTypsl — 1 KOMILI.

16.  Kabenp marumka remmnepaTypsl — 1 mT.

17. PykoBoncTBO 1o s3xcmtyaranuu — 1 9k3.

18. Meronuka moepkn «Monuropsl manumenta CARESCAPE V100. Metoamka TOBEpKH.
MIT 242-1363-2012» — 1 5k3.

IHoBepka

ocymectisieTcst o JokyMmeHty MIT 242-1363-2012 «Mounutops! nanmenta CARESCAPE V100.
Metoauka moBepku», ytBepxkaecHHomy ['IIU CHU ®I'VII "BHUUM wum. J[. . Menneneesa" B

arpeine

2012r.

OCHOBHBIC CPEIICTBA MOBEPKH:
- 'eneparop curnasos nmanuenta ProSim 8: nuama3oH ycTaHOBKH aMILUTUTY/IbI BBIXOHOTO HATMpshKe-
Hust, MB: ot 0,05 10 5; morpeniHocTh YyCTAHOBKH aMILTUTYAbl HanpspKkeHus!, %0 +2; muana3oH 4acTor,

1

I'a: ot 0,05 no 150; morpemHocTh ycTaHOBKK 4acToThl, %: + 1, ananazon ycranosku YCC, MuH ~: oT
30 no 360, norpemrHocTs yctaHoBkH UCC, %: +1; nuana3oH yCTaHOBKH YacCTOTHI JbIXaHHUS, MuH L oT
0 mo 150; morpenrHoCTh YCTAHOBKH YacTOTHI bIXxaHus, %0. 5; nuanazoH 3ajaHusi 30BITOYHOTO /1aB-
JICHUSI B KOMIIPECCHOHHOM Markerte, KIla (MM pr.ct.): ot 2,7 mo 53,3 (ot 20 g0 400); morpenrHoctsb
3a7aHusl M30BITOYHOTO JAaBJICHUS B KOMIPECCUOHHOM MamxkeTe, Klla, (MM pr.cT): £0,13 (£1); nuama-
30H YCTaHOBKH YacCTOTHI IyJbCa, vur™: ot 30 1o 240; MOTPEIIHOCTh YCTAHOBKHM YaCTOTHI ITyJIbCA,
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MuE": +2; Manas’oH BOCIPOM3BEICHHS SKBHBAICHTHBIX 3HAaYeHHH Temmeparypsl, °C: or 30 10 42;
MOrPEITHOCTL BOCTIPOM3BEIEHHS SKBUBAJIEHTHBIX 3HaueHui Temneparypsl, °C: +0,1; nuanaszon Boc-
npousBeaeHus 3HaueHuit carypammun SPO2, %: ot 30 1o 100; morpemrHOCTs BOCTIPOU3BEACHHUS 3HAUE-
Huit catypaun SpO2, %: +1,

- TepMOMeTpBI PTYTHBIC CTEKIITHHBIC U1 TOUHBIX u3MepeHni TP-1 NeNe9, 10, 11, 'pCH Ne2850-02.

CaeneHusi 0 MeTOAMKAX (MeTOAaX) M3MePeHMit
MeroauKa HM3MEPEHHMH H3JI0KEHa B PYKOBOJCTBE IO OSKCIUTyaTanuu «MOHHTOPHI ITalldeHTa
CARESCAPE V100. PykoBOJCTBO TIO SKCILTyaTarIHH».

HopmaTuBHbIE U TeXHHYECKHE TOKYMEHTHI, YCTAHABJIHBAIOIINE TPeOOBAHUS K MOHHTOPaM
nanuenta moaeneiit CARESCAPE V100
Texunueckas nokymenrarus ¢pupmbl «GE Medical Systems Information Technologies, Inc.», CIIA.

PexoMenganuu mo o0JacTAM mnpuMeHeHHs] B cdepe rocyIapcTBeHHOro peryJHpOBaHHsA
o0ecrnevyeHuns1 eMHCTBA U3MePeHMit
OCYIIECTBJICHUE JIEATEILHOCTH B 00JIaCTH 3{paBOOXPAHEHHUS.

H3roroBurenun
dupma: «GE Medical Systems Information Technologies, Inc.», CIITA
Anpec: 8200 West Tower Avenue Milwaukee, W1 53223 USA

dupwma: «Critikon de Mexico, S. de R.L. de C.V.», Mekcuka
Anpec: Calle Valle del Cedro 1551, del parquet Industrial Interrmex, of Ciudad Juarez, Chihuahua,
Mexico, C.P. 32575.

3aaBuTEIDL

000 «MeaTeXKOHCAITHHT»

Anpec: 123308, r.MockBa, yin. MaeBHUKH, 1.3, Kopil. 1, 3T. 3
Ten.: 8 (495) 783-42-17, ®axc: (499) 946-34-20

HcnbITaTe JbHBIN HEHTP

' CU ®I'YIT «BHUUM um.J1.1.Menaeneera», perucrpanuonnsiii Homep 30001-10.
Anpec: 119005, Cankt-IlerepOypr, MockoBckuii mip.19.

ten. (812) 251-76-01, dakc (812) 713-01-14

e-mail: info@vniim.ru, http//www.vniim.ru

3amecturens PykoBonurens degepanbHOro
AreHTCTBa 110 TEXHUYECKOMY
PETYIUPOBAHUIO U METPOJIOTUHN @.B. bynbirun

< » 2012 r.
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