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OITMCAHUE THUITIA CPEJICTBA U3MEPEHUI

MonuTopsl nanuenta moaeiei IMECS, IMEC10, IMEC12

Ha3HnauyeHue cpeacTBa H3MepeHUit

Mounutopsl  marnmeHta woxeneit IMEC8, IMEC10, IMEC12 (masee — MOHHTODBI)
NpefHa3HA4YeHbl JJIi M3MEPEHUH W pEerucTpanuu OHODJIEKTPHYECKHUX IMOTEHIMAJIOB CEepALa,
TeMIIepaTypbl Tella, HENPEPHIBHOIO HEMHBA3WBHOTO ONpPEACICHHsI HAChIIIeHHUs (caTyparnum)
KHCIIOPOZIOM TeMOorjoouHa aprepuansHoil kpoBu (SPO2) u uacrorel mynbca (UII), ompenenenus
CHCTOJIMYECKOT0 W JIMACTOIMYECKOro aprepuanbHoro npaieHus (AJl), u3MepeHus JABYOKUCH
yrepoma  (COz) B BBIOBIXaGMOM  BO3JIyXe W  HAONIOJICHWS HA OKpaHE MOHHUTOpA
anekTpokapauorpammbl  (OKI'), curHana pApixaHusi, 3HAUCHUH WIH TPaQUKOB U3IMEPSIEMBIX
NapaMeTpOB COCTOSIHMSI TMAlMEHTAa W BKIIOYCHHUS TPEBOXKHOW CHUTHAIM3AIMU TPU  BBIXOJC
MapaMeTpPOB 32 YCTAHOBJICHHBIC MPE/ICIIBL.

Onucanue cpeacTBa U3MepeHN
@DYHKIMOHAIBHO MOHUTOPBI AIIUEHTA COCTOAT U3 HE3aBUCUMBIX U3MEPUTENIBHBIX KAaHAJIOB.

[Tpuniun pa®oThl KaHalla apTepUaALHOIO JaBJIEHHUs. OCHOBAH Ha OIpE/eNIeHHE CUCTOINYECKO-
ro ¥ JUACTOJIMYECKOr0 apTepUaIbHOTO AaBICHUSI KOCBEHHBIM OCHIIIIOMETPHUECKUM CIIOCOOOM.

[TpuHiun paboThl KaHaIa YaCTOTHI JIbIXaHUS OCHOBaH Ha M3MEPEHUM MMIIEAAHCA MEXIY JABY-
M3l JIEKTPOIaMH, YCTAaHOBIEHHBIMU Ha IPy/b MallUCHTA.

[TpuHiun paboTel KaHana TEPMOMETPUN OCHOBAH Ha U3MEPEHUE U PETHCTPALMK TeMIIepaTyphbl
TeJa MalueHTa TEPMOPE3UCTOPAMH.

[TpuHun paboThl KaHala 3JIEKTPOKapAUOTrpa(un OCHOBAH Ha MPSIMOM U3MEPEHHUHU JIEKTpHYe-
CKOT'0 MOTEHIMAJIa CEPALA C IIOMOIIBIO 3JIEKTPOAOB, 3aKPEIUICHHBIX Ha TEJe NalUeHTa.

[TpuHmn paboTsl KaHaua MyJbCOKCUMETPUN OCHOBAH Ha Pa3lIM4YMM CIIEKTPAJIbHOIO MOIJIONIe-
HUSI OKCUTEMOTJIOOMHA U BOCCTAHOBJIIEHHOTO TEMOTTIOOMHA KPOBH Ha IBYX JUTMHAX BOJTH.

[MpuHIMI paboTh KaHAIA KATHOMETPHH OCHOBaH Ha m3MepeHnu CO2 B BBIIBIXaEMOM BO3IyXeE.

MonuTop manueHTa KOHCTPYKTUBHO COCTOMT M3 OCHOBHOTO OJIOKa C aBTOHOMHBIM HCTOYHU-
KOM IUTaHUs, KOMIUICKTa TaTYNKOB U Habopa kabeneil maruenTa. OCHOBHOM OJIOK BKIIFOYAET BXOJ-
HBIE TIpe0OpazoBaTEIH MapaMeTpoB (PYHKIIMOHATBFHOTO COCTOSHUS MAIEHTa, TPAKTHl H3MEPEHUS U
peructpanuu napameTpoB. CHTHaIBl OT M3MEPHUTEIBHBIX KaHAJIOB 00pabaThIBAIOTCS BCTPOCHHBIM
MPOIIECCOPOM C OOIIMM MPOTPAMMHBIM 00ECTICYCHUEM.

MonuTop umeet nBetHo JKK-aucruieit, Ha KOTOPOM MOTYT OJTHOBPEMEHHO OTOOpaKaThCs U3-
MepsieMbIe TTOKA3aTeNH, CUTHAIIBI B BU/Ie KOJIeOaHnii U WHPOPMAIUS O TPEBOKHBIX CUTHAIAX, HOMEP
nocTeny 00JIBLHOTO, COCTOSIHUE MOHUTOPA MAalMEHTa, BpeMs U apyras uHpOpMaIus ¢ MOHUTOpA T1a-
uenta. OCHOBHOH 3kpaH nojeneH Ha 3 o0iacTi: MHGOpMaIMOHHas 001acTh, 00JIaCTh JUarpamm,
001acTh MU POBBIX 3HAYEHH, 007aCTh MEHIO

B MoHuTOpE NpenycMOTPEHO BKIIIOUEHUE TPEBOXKHOW CUTHAJIM3ALMM IIPU BBIXOIE U3MEpse-
MBIX [IapaMeTPOB 3a YCTaHOBJICHHBIE IIPEAEIIBL.

Mopenu MOHUTOPOB pa3In4aroTCs rabapuTHBIMU pa3MepaMu U JU3aiHOM.
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¢ Mecto
MJIOMOUPOBAHUS

Pucynok 1. Buenrauii Bu1 MOHUTOpA MAIlMEHTa Pucynok 2. MonuTop nauuenta mozenu iIMECS.
mozenu iMECS. Bun czanu.

sy

Mecto
MIOMOUPOBAHUS

PI’ICYHOIf 3. BHemHuii BHI MOHHTOpA MALUEHTa Pycyrok 4. MonuTop namuenta mogenn iMECIO.
moaenu IMEC1O0. Buz c3am.

Mecto
TUIOMOMPOBaHUS

Pucynok 5. Buemmuii BMA MoHUTOpa manuenta PucyHok 6. MonuTop namuenta moaenu iMEC12.
moaenmu IMEC12. Bu c3amm.

IIporpammHuoe odecneyenune

Mownurops! nanuenta mojeneit IMECS, iIMEC10, iMEC12 iMeroT BCTpOSHHOE TPOrpaMMHOE
obecnieuenne «Mindray iIMEC Patient Monitor System Software», crnenmansHo pa3paboTaHHOE ISt
pelIeHu s 3a/1ad YIPABICHHS MOHUTOPAMH, CYMTBHIBAHUS U COXPAHEHHS PE3yIbTATOB U3MEPEHHH, U3-
MEHCHHUSI HACTPOCUYHBIX IMapaMeTpOB MpuOOpa, MpPOCMOTPA MMAMSITH JAHHBIX, [epeIadn JaHHBIX Ha
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BHelIHee ycrpoiicTBo. [Iporpammuoe obecneuenue (I10) MOHMTOPOB 3amyckaeTcsi B aBTOMAaTHYe-
CKOM PEXHME I0CJIC BKIIOYCHHUS.
CTpyKTypa BCTPOSHHOTO IMPOrPaMMHOTO 00eCTIeUeHHSI MTPEICTABISET JPEBOBUIHYIO (OpMY U
COCTOHT U3 pa3feiioB, MPOIUCAHHBIX B COOTBETCTBYIOIIMX Ii1aBax PO Ha MOHUTOpHI.
Berpoennoe T10 3amuieHo Ha anmapatHoM ypoBHE (OIJIOMOMpPOBAaHHE) OT HECAHKIIMOHH-
POBaHHOM MOAMEHBI IPOTPAMMHOTO MOIYJIS.
[Iporpammuoe obecrieueHrne UACHTH(GUIMPYETCS PU BKIIOUYEHIH MOHHUTOPA IyTEM BBIBOJIA
Ha 3KpaH HOMEpa BEPCUHU B OKOLIKE MEHIO.
WneHTndukanmoHHble JaHHBIE TPOTPAaMMHOTO oOecriedeHus npuBeneHs! B Tadmume 1.

Tabnuna 1
Hawmmeno Banne  |Mnentudukan |Homep Bepcun|Ludposoii wnneHTHUKA- | AITOPUTM BBIYUC-
MPOrPaMMHOTO HOH HOE (npenTH(UKALK |TOP MPOTPaMMHOTO oOec- |JieHHs HHU(POBOro
obecriedeHust HAaMMCHOBAHUE |OH HBIA HOMeEp) |meueHuss  (KOHTpPOJIbHAS | uACHTH(UKATOpA
MPOTPAMMHOTO |IPOTPAMMHOTO | CyMMa UCTIOJTHSEMOTO | TIPOrPaMMHOTO
obOecrniedeHusi | oOecrieueHus KOJ1a) obecrnieveHus
IMEC Patient system.bin 05 099D 35E2 DWORD
Monitor Software

VYposens 3amuTsl [10 0T HenpeaAHaMEPEHHBIX U IPEIHAMEPEHHBIX H3MEHEHHI: COOTBETCTBY-
eT ypoBHIO «C» mo MU 3286-2010. MneHTrdUKAIIMOHHBIE JaHHBIE MPOTPaMMHOI0 obOecredYeHus
npuBeneHsl B Tabmure 1.

BriusiHue BCTPOGHHOTO NMPOTPaMMHOTO OOECIIEYEeHUsT HA METPOJIOTHUECKUE XaPAKTEPHUCTHKH
MOHHUTOPOB Y4YTEHO IPH HOPMUPOBAHUH METPOJIOTHYECKUX XaPAKTEPUCTHK.

MeTposoruyeckne 1 TeXHHYEeCKHE XapaKTePUCTHKH

1 BnexTpokapauorpaguueckuii KaHai.

1.1. /Inanazon u3MepeHnid BXOAHBIX HanpsokeHuit, MB: ot 0,03 no §;

1.2. [Ipenensl 1OMyCKAaeMOW OTHOCHTENBHOM MOTPEIIHOCTH MOHUTOPA MTPH U3MEPEHUH HATIPSHKEHHH,
%: + 5;

1.3. Bxonnoit nmmenanc, MOwm, He MeHee: 5;

1.4. Koapdumment ocnabdienus: cuapa3HbIX cUTHANOB, 1b, He MeHee: 90,

1.5. HanpspkeHne BHYTpEHHHX ITyMOB, MTPUBEJICHHBIX KO BX0ay, MKB, He 6onee: 30,

1.6. /Inara3oH 4acTOTHI CEPACYHBIX COKpAIICHUH, muH L ot 30 o 350 MUH L,

1.7. Tlpenensl momyckaeMoil aOCOJTIOTHOM MOTPEIIHOCTH MOHUTOpPA TPH H3MEPEHHH YaCTOTHI
CEepACUHBIX COKPAIICHHH, MUH & +2.

2 Kanan mynsCOKCHUMETPHUH.

2.1. Inanazon m3mepennii SPO,, %: ot 70 mo 100.

2.2. Ilpenensl 10OMycKaeMOi aOCOMIOTHON OTPEITHOCTH MOHUTOpA TIpH nm3MepeHun SPO,, %: +3;
2.3. JluanasoH U3MEepEeHHH JacTOThI MyJIbca, MuH — ot 40 110 240;

2.4. Tlpenensl gomyckaeMoi abCONMIOTHOM MOTPENTHOCTH H3MEPEHUH YacTOTHI MyJIbCa, MHH +3.

3 Kanan apTepranbHOTO JIaBICHHS.

3.1. Inana3oH u3MepeHuii n30bITOYHOTO JaBICHUSI B KOMIPECCHOHHON Mamxkere, KI[la (MM pT. CT.):
or 1,3 10 36 (ot 10 mo 270);

3.2. IIpenenbl nomyckaeMol aOCOIOTHOW MOTPEIIHOCTH MOHHMTOPA NPH M3MEPEHUH H30BITOYHOTO
JIaBJICHUS] B KOMITPECCUOHHOM Mamkete, k[1a (MM pr.ct.) : 0,4 (£3).

4 KaHajn TepMOMETPHH.

4.1. lnana3zon usmepenuii remnepatypsl, °C: ot 0 1o 50;

4.2 Tlpenensl nomyckaeMoi aOCONIOTHOM HMOTPELIHOCTH MOHHUTOpA NMPU M3MEPEHUH TeMIepaTyphl,
°C: +0,2.

5 Kanait 4acToThl AbixaHust (MMIT€IaHCHBINH METOI):

5.1. [lnanazon 0a3oBoro umnenanca, kOm: ot 0,1 g0 2;

5.2. Jlnanason u3MepeHust 9acToTsl apixarust (UJ1), mun™: ot 0 1o 150;

5.3. Ilpexensr qomyckaeMoii aOCOMIOTHOM MOTPENIHOCTH MOHUTOPA TPH U3MEPEHUH YaCTOTHI JbIXa-
HUA, MHUH-T; +2,
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6. Kanan xkamHOMeTpHH.
6.1. luanazon wm3mepenuii mapruansaoro nasneHust CO; B BeigbixacMoM Bo3ayxe: ot 0 mo 13,2 kl1a
(ot 0 1o 99 MM prt.cT.);
6.2. [Ipenensr nomyckaeMoil aOCOTIOTHOM MOTPEITHOCTH H3MepeHnii napiuansHoro aasineHns CO; B
BBIZIBIXaeMOM Bo3ayxe: B auana3oHe 0—38 mm pr. cr.; * 0,25 kI1a (£ 2 MM pT. cT.)
B nuana3one 39 —99 mm pr. ct.: £ 0,5 k[la (+ 4 Mmm pr. cT.);
7 IoTpebnseMast MOITHOCTB:
- oT cetu nepemeHHoro Toka yacroroit (50 + 1)I'u, B: (220 + 22) B,
8 Macca, kr, e 6oee: 3,2 (mogens IMECS),
3,7 (moaens IMEC10),
3,7 (mogens IMEC12).
9 I'abapuTHBIE pazmepsl, MM, He Oosee: 210 x 270 x 112 (mozaens IMECS);
273 x 362 x 122 (monens iIMEC10);
273 x 362 x 122 (mogens IMEC12).
10 Cpenanwmii cpok ciykObl, eT: 5.
11 Cpennsist HapaboTka Ha oTka3, 4.: 10000.
12 YcnoBus dKCIUTyaTalyu:
- JMara3oH TeMIepaTyphl OKpyskaromiero Bo3ayxa, °C: ot 0 o 40;
- JMana3oH OTHOCHUTEIHHOM BIAKHOCTH Bo3ayxa, %0:. ot 15 1o 95 (6e3 koHmeHcanuu);
- JMamna3oH aTMOC(EpHOro JaBJICHUs, MM. pT. cT.: oT 427,5 no 805,5.

3HaK yTBepKACHUS THIIA
3HaK YTBEpXKIEHHSI THIIA HAHOCUTCA THIOTPAa(CKUM CHOCOOOM Ha THUTYJIBHBIA JIUCT

PykoBoicTBa 110 9KCIUTyaTallii ¥ METOIOM CETKOTpaduy Ha JIMIEBYIO MTAHEb MPHOOpa.

KoMniiekTHOCTB cpeacTBa U3MepeHn

1. Kab6ens noaximoyenus — 1 mr.

2. Monutop— 1 mir.

3. Monyns OKI'— 1 mir.

4. Monyns apixanusi— 1 mT.

5. Moynb mynT5COKCUMETPUU— 1 MIT.

6. Monyns HUAJI- 1 .

7. Monyns kamHoMeTpuu— 1 mT.

8. Monynbs n3mepenus remneparypbl— 1 mr.

0. Kab6ens st OKI” m3mepennii— 1 kom.

10. [poBoanuku mist IKI™ m3mepenuii— 1 komr.

11. Onextponsl it DKI' mamepennii— 1 koM.

12. Mamxera A onpeaeeHns apTepruaibHOTO JaBieHns — 1 mr.

13. [Imanr x mamkete as n3mepernnst AJ[ — 1 .

14. Apanrep BO31yX0BOJa MPSIMOI OTHOKpAaTHOTO puMeHeHust — He 6osree 100 mT.
15. Apanrep BO3yXOBOJa YIIIOBOW OJHOKPATHOTO puMeHeHus — He 6omnee 100 mir.
16.  aruuk carypauuu (IyJbCOKCHMETpUUECKHii) — 1 KoMmIT.

17.  Kabenb MarucTpaibHBIA MyJIbCOKCUMETPHYESCKHA — 2 IIT.

18.  JlaTtumk m3MepeHus TeMuepaTypsl — 2 mIT.

19.  ApnanTtep BO31yX0BO/a KATHOMETPHUECKUI OHOKPATHOTO MPUMEHEHHs — 1 KoMII.
20.  Jlunusa npobooTOOpHAs KalTHOMeTpuiecKast — 2 IiT.

21.  Tunppodobusrii punsTp —He 6onee 100 mir.

22.  Ilpunrtep — 1 mt.

23.  bywmara ansa npuntepa — 1 koM.

24,  AKKyMyJIATOpHI 1Jsl MOHUTOpa — 1 KOMTI.

25.  PyxoBojcTBO Mo 3KcmTyaranuu — 1 9k3.

26. Meroauka moBepku «MoHuTopbl manueHta moaeneit iIMECS, IMEC10, iIMEC12. Metonuka

nosepku. MII 242-1425-2012».
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IHoBepka

OCYIIECTBISCTCSA MO JOKyMeHTy «Monutopsl manueHra moxeiei iIMEC8, iMEC10, iMEC12.
Metoauka noBepku. MIT 242-1425-2012», yreepxaennomy ['IITU CHU ®I'YIT "BHUNM unwm. . U.
MenneneeBa” B okTsa0pe 2012 T.

OCHOBHBIE CpENICTBA TOBEPKU:

- FeHepaTop CUrHajoB nanuenta ProSim 8; nuana3zon pazmaxa HampsHKSHUs BBIXOJJHOTO CHUTHAJA: OT
0,05 MB no 5 B; nuanazon gacror: 0,05-150 I'1, morpenrHocTs ycTaHOBKY 4acTOTH + 1 %0;

- TEPMOMETPHI PTYTHBIE CTEKJISTHHBIE sl TOUHBIX n3Mepenuit TP-1 NeNe9, 10, 11, I'pCU Ne2850-02;
- moBepoyHas razoBas cMech coctaBa COo/Bo3ayx (I'CO 3794-87, 'CO 3795-87); a3oT razoobpas-
HBII TIOBBIIICHHOW YHCTOTHI IepBoro copta, OCT 9293-74.

CaeneHusi 0 MeTOAMKaX (MeTOAaX) M3MePeHHit
MeToauKka H3MEpEHHH M3I0KEHa B PYKOBOJACTBE IO JKCIUTyaTaluu «MOHHTOPHI TalMeHTa
mozeneit IMECS, IMEC10, IMEC12. PykoBOACTBO 1O 3KCIUTyaTaIlun».

HopMaTuBHbIe H TeXHHYECKHE JOKYMEHTHI, yCTAHABJINBAIOIINE TPEOOBAHUS K MOHHTOPAM
nanuenta mojaeJeit IMECS, iIMEC10, iIMEC12

Texunueckas nokymenrtaius ¢upmbl «Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Kuraii.

PexoMenganuu mo o0JacTAM mnpuMeHeHHs] B cdepe rocyIapcTBeHHOI0 peryJHpOBaHUsA
o0ecrnevyeHuns1 eAUMHCTBA M3MepPeHMit
NPY OCYIIECTBIICHUH JICATEILHOCTH B 00IaCTH 3/[paBOOXPaHECHHS.

H3rorosurtean

dupma « Shenzhen Mindray Bio-Medical Electronics Co., Ltd», Kuraii

Axpec: Mindray Building, Keji 12" Road South, Hi-Tech Industrial Park, Nanshan,
518057 Shenzhen, China

3aaBuTEIb

000 «Mwunapeit Menukan Pyc»

Anpec: 123022, r. Mocksa, yi1. 2-s1 3BeHuropojickas, 1. 13, crp.41
Ten/paxc: +7 (499) 553-60-36

e-mail: cis@mindray.com

HcnbiTaTeJbHBIN HEHTP

OI'YIl «BHUUM um.JI.1.Menneneesa». 119005, Cankr-IletepOypr, MockoBckwuii mp.19,
ten. (812) 251-76-01, dakc (812) 713-01-14, e-mail: info@vniim.ru, http//www.vniim.ru,
peructpanuonHsii Homep 30001-10.

3amectutens PykoBonurens @eaepaabHOTO
ATEHTCTBa MO0 TEXHUYECKOMY
PEryJIUPOBAHUIO U METPOJIOTUU ®.B. bynsirun

<« » 2013 r.
ML.II.
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