®ENEPAJIbHOE ATEHTCTBO
NO TEXHUWYECKOMY PEIYJIMPOBAHUIO U METPOJOINN

CEPTUDOUKAT

06 yTBepXKaeHun Tuna cpeacTs N3MepeHui
Ne 81707-21

Cpok gencteus yTeepxxaeHust Tuna go 29 anpens 2026 r.

HAMMEHOBAHWE N OBO3HAYEHWE TUMA CPEACTB U3MEPEHUI
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YTBEPXIEHO
npukazoM denepanbHOro areHTCTBa
110 TEXHUYECKOMY PETYIUPOBAHUIO

U METPOJIOTHH
oT «29» anpeins 2021 r. Ne623

JIuct Ne 1
Perucrpanuonnsiii Ne 81707-21 Bcero nucroB 6

OITMCAHUE THUIIA CPEJICTBA U3MEPEHUI

[TynscokcumeTpsl B BapuaHntax ucnojiHeHus: CMS 50 D+, CMS 50 E, CMS 50 FW,
CMS 50 QB, CMS 60 C, CMS 60 D, CMS 70 A

Ha3nauenmue cpeacrsa usmepeHui

[lynbcokcumeTrpbl B BapuaHTax wucnondenus: CMS 50 D+, CMS 50 E, CMS 50 FW,
CMS 50 QB, CMS 60 C, CMS 60 D, CMS 70 A, (manee — mynbcokcumeTpsl CMS), npeaHazHaueHbI
JUIsl HEMHBA3MBHBIX W3MEPCHHH CTEICHHM HACBIIMICHHUS KHCJIOPOJIOM TIeMOTJIOOMHA apTepHabHOU
KpPOBH M YaCTOTHI IyJIbCA.

Onucanue cpeacrBa u3MepeHui

[Tpunuun geiictBust nyiabcokcumeTpoB CMS oOCHOBaH Ha pa3iuyuM  CHEKTPaJIbHOTO
MOTJIOIIEHUST ~ OKCHremoriioomHa  (remoriioOMHa, HAChILIEHHOTO  KuciaopogoMm, HbO2) w
JI€30KCUTeMOTTIO0ONHA (OKCUTeMOTJI00MHA, OT/AaBIIET0 KHUCIOpPOA KieTkam opranusma, HbR)
B KpacHOU W MH(]pakpacHou oOnactsax cnekrpa. [lo aHamu3y MOTJIOMICHHS U3JIYyYeHHsI C KPaCHOU H
nH(ppakpacHOM [UIMHAMHU BOJH BBIUMCISIETCS 3HAYEHHWE CTENEHW HACBIIIEHHUS] KUCIOPOJIOM
reMorjoOuHa apTepuaibHON KpoBU (carypauuu wid SpO;). 3HAYEHHE YaCTOTHI MyJIbCa MOTYYaroT
MIOCPEACTBOM aHajiu3a IYJIbCOBOI BOJIHBI, XapaKTEpU3YIOIIEH YacTOTy CEpJAEYHBIX COKpaIIeHHM
BO BpeMeHHU. Pe3ynbrarsl H3MEpeHuil BBIBOJATCSA HA AUCIUIEW B BUJE 3HAYEHUU YPOBHS CaTypallu
(SpO2) u ywactotsl mynbca. Ha skpane qucriess oToOpaXkaroTcsl pe3yabTaThl H3MEPEHUHN caTypaluu,
4acTOTHI MyJbca B HU(POBOM U rpadUuecKoM BUJAE, UHIUKALNS pa3psaa dJIEMEHTA NMUTAHUS HUXKE
JOMYyCTUMOTO  ypOBHS. B mynbcokcMMeTpax  HMMEIOTCS  PEKHUMbl  CMEHBI  IPOCMOTpa U
aBTOMATUYECKOTO OTKIIIOUCHHUS.

[Tynscokcumerppl CMS cocTosT U3 KopIyca €O BCTPOCHHBIM (BapHaHThl HCIOJIHEHHUS:
CMS 50 D+, CMS 50E, CMS 50 QB) wunu BHemHuM (BapuanThl ucnoiHeHus: CMS 50 FW,
CMS 60 C, CMS 60 D, CMS 70 A) naT4rkom.

BapuanTel ucnosHeHHMs mynbCokcuMeTpoB CMS  pasnuuaroTCs BHEHNIHUM  BHJIOM,
KOMILUIEKTHOCTHIO, TA0APUTHBIMH pa3MepamMu, MacCOM.

OO6muit Bug mynbcokcumerpoB CMS npezacrapieH Ha pucyHkax 1-7.

Pucynok 1 — CMS 50 D+ Pucynok 2 — CMS 50 E



JIuct Ne 2
Bcero gucrtoB 6

Pucynok 4 — CMS 50 QB

-

Pucynok 5 — CMS 60 C Pucynok 6 — CMS 60 D

Pucynok 7-CMS 70 A

[Tnom6upoBanue nynscokcumeTpoB CMS He npeaycMOTpeHoO.
Hanecenue 3Haka NOBEpKH Ha MyJIbCOKCUMETPBI HE MPEIYCMOTPEHO

IIporpammHoe o0ecnieueHue

[Tynscokcumerppl CMS HMEIOT BCTPOEHHOE B HEPa3beMHBIH KOPIYC IPOrpaMMHOE
obecnieuenue (I10), koTopoe UCTIONB3yeTCs A MPOBEICHHS M XpAaHEHUS Pe3yJIbTaTOB U3MEPEHUH, U
aBTOHOMHOE IporpaMMHOe 00ecrieyeHne B COCTaBe MakeTa Ha MEePCOHATLHOM KOMIBIOTEPE, KOTOPOE
UCTOJb3YyeTCs U HAaCTPOWKM MOHUTOPHUHTA, aHAIN3a U 00pabOTKU pe3yIbTaTOB U3MEPEHHIA.

Ta6J'II/II_Ia 1- I/IHGHTI/I(pI/IKaHI/IOHHBIC JaHHBIC BCTPOCHHOTO IIPOIrpaMMHOT'0 obecreueHust

Wnentudukanmontple JaHHbIe (IPU3HAKH) 3HaueHue
WnentudukanmonHoe HaumeHosanue 110 SpO2View
Howmep Bepcun (upentuduxanuonnsiii Homep) [10 He Hike 1.X
udposoii unentudukarop [10 -




JIuct Ne 3
Bcero gucrtoB 6

Tabnua 2 — Unearudukanmonnsie nanueie [10 B cocTaBe nakera Ha IEPCOHAILHOM KOMITBIOTEpPE

W nenTuduKaoHHble JaHHbIE (TPU3HAKH)

3HayeHue

Wnenrudukanmonnoe Haumernosanue [10

SpO» Assistant

Howmep Bepcuu (unentuduxannonssiii Homep) [10

He HrKe 2.X

udposoii upentudukarop [10

ypOBeHb 3alUTHI IIPOrpaMMHOI0 o0ecneyYeHus Ot NpeaAHaMCPCHHBIX U HCHPCAHAMCPCHHBIX

U3MEHEHUH «cpenHuii» B coorBercTBuu ¢ P 50.2.077-2014.

MeTPOJIOFI/I‘IeCKI/Ie U TEXHUIECCKHUEC XaPAKTECPUCTUKHU

Tabnuna 3 — MeTposornueckue XxapakTepUCTUKU

HanmeHoBaHME XapaKTEPUCTUKH 3HayeHue
Jlnana3oH n3mMepeHui 3Ha4eHu catypauuu, % ot 70 1o 100
[Tpenensl nonmyckaemMoii abCOJIFOTHOM MOTPENIHOCTH IPU U3MEPEHUH
3HaueHuM carypauuu, % +2
JluanazoH M3MepeHHi YaCTOThI MyJIbCa, MUH | ot 30 o 250
[Ipenensl nomyckaemMoil aOCOJIFOTHOM MOTPEIIHOCTH IpU  U3MEPEHHUH
YaCTOTHI MyJIbCa, MUH | +2
Tabnuua 4 — OCHOBHBIE TEXHUYECKUE XapPAKTEPUCTUKU
HanmeHoBaHME XapaKTEpUCTUKH 3HayeHue
JlinHa BOJIHBI U3ITy4EeHUs, HM:
- KpacHbIH 660
- “H(pPaKpaCHBIN 880
["abGapuTHbIe pa3mepsl, MM, He OoJee:
CMS 50 D+ nmnuna 58,542
HIMpUHa 3142
153 (V0 - D 32+2
CMS 50 E  nnuna 5742
HIMpUHa 3242
153 (V0 D 30+2
CMS 50 FW pgnnna 612
HIMpUHa 5642
153 (V0 D 2442
CMS 50 QB nnuna 46+2
HIMpUHA 40+2
1538 (V10 : T PP PP 29+2
CMS 60 C nnuna 87+2
HIMpUHa 45+2
1503 (670 - 2242
CMS 60D pnuna 110£2
HIMpUHA 60+2
1533 (V0 : T PP 23£2
CMS 70 A nnunHa 269+5
HIMpUHA 22245
BBICOTA 79+2
Macca, r, He OoJee:
CMS 50 D+, CMS 50 E, CMS 50 FW 50+10
CMS 50 QB 55+10
CMS 60 C 175410
CMS 60 D 122410
CMS 70 A 1000450




[Tponomxenne Tabnuie! 4

JIuct Ne 4

Bcero gucrtoB 6

HaumMeHoBaHue XapaKTepUCTUKU

3HayeHue

ITuranue, B:

OT DJIEMEHTOB IMUTaHus Tha AAA

CMS 50 D+

OT DJIEMEHTOB IMUTaHUs THIIa AA

CMS 60D

OT aJlarTepa MUTAaHUS UM BCTPOCHHOTO aKKyMYJISITOpa
CMS 50 E, CMS 50 FW, CMS 50 QB, CMS 60 C

OT CETH NMEPEMEHHOI0 TOKA UM BCTPOCHHOTO aKKYMYJISITOpa
CMS 70 A

VYcnoBus SKCILTyaTaluu:
temriepatypa, °C
OTHOCHTEJIbHAS BIIAKHOCTD, %, He Ooliee
aTMocdepHoe naBnenue, rlla

ot 0 mo +40

ot 500 o 1060

3HaK yTBep:KIeHUs THIIA

HAHOCHUTCA Ha TI/ITyJ'IBHHﬁ JIMCT PYKOBOACTBA IIO I3SKCIUIyaTallun THHOFpa(bCKI/IM cImocooomM.

Hanecenue 3Haka YTBCPKACHUA TUIIA HA ITYJIIbCOKCUMETPBI HE TPECAYCMOTPCHO.

KoMniieKTHOCTB cpecTBa u3MepeHunii

Tabmuua 5 — KoMIUIEKTHOCTE

HaumeHnoBanue \ O6o03Ha4ueHue \ KonnyectBo
[Tynecokcumerp CMS 50 D+ B cocrage:
[Tynscokcumerp CMS 50 D+ - 1 mT.
Kab6ens USB - | .
PykoBOACTBO 1O 3KCILTyaTaluu - 1 mT.
Jlnck - 1 mr.
[IpuHauIe)KHOCTH:
[ayp - | mr.
[Tynscokcumerp CMS 50 E B cocrase:
[Tynscokcumerp CMS 50 E - | mr.
Ka6ens USB - 1 mT.
Anantep nuTaHus - 1 mT.
PykoBOACTBO 1O JKCILTyaTaluu - 1 mT.
Jlnck - 1 mr.
[IpuHaIe)KHOCTH:
[ayp - | mr.
[Tynecokcumerp CMS 50 FW B cocTase:
[Tynscokcumerp CMS 50 FW - | mr.
Ka6ens USB - 1 .
AJnantep nuTaHus - 1 mr.
Hatuauk SpO» - | mT.
PyKoBOJICTBO 110 3KCILTyaTallK - 1 mr.
Junck - | mr.
ITynscokcumerp CMS 50 QB B cocTase:
[Tynscokcumerp CMS 50 QB - 1 mr.
Anantep nuTaHus - 1 mr.
Ka6ens USB - 1 mr.
barapes - 1 wT.
YcerpoiicTBO 111 3apsia 6arapen - | mr.




[Tponomxkenue TabIUIBI 5

JIuct Ne 5
Bcero gucrtoB 6

HaumeHnoBanue Ob6o3nauenne | KonmnuectBo
PyxoBoacTBO 10 3KCILTyaTanuu - I wr.
IIpunagiexxHocTH:
[uyp - I wr.
[Tynscokcumerp CMS 60 C B cocrase:
[Tynscokcumerp CMS 60 C - I wr.
Agnanrep nuTaHus - 1 mr.
Hatuuk SpO:2 - I wr.
Ka6ens USB - 1 m.
PyxoBoacTBO 10 3KCILTyaTanuu - I wr.
Huck - 1 mr.
[Tynecokcumerp CMS 60 D B cocTage:
[Tynscokcumerp CMS 60 D - I wr.
Hatuuk SpO2 - I wr.
Ka6ens USB - 1 mr.
PykoBoacTBO 10 3KCILTyaTanuu - I wr.
Huck - 1 wr.
[Tynecokcumerp CMS 70 A B cocTage:
[Tynscokcumerp CMS 70A - I wr.
KaGenp nuranus - 1 wr.
Ka6ens USB - 1 wT.
Hatuuk SpO2 - 1 wT.
PykoBoacTBO 1O 3KCIITyaTanuu - 1 wT.
Huck - 1 mT.
Caenenusi 0 MeTOAMKAX (MeTOAaX) H3MepeHU I
MIPUBE/ICHBI B PyKOBOJICTBE M0 3KCIUTyaTanuy, m. 6.1 Crnocod npumMeHeHus..
HopmaTuBHbIe " TeXHHYEeCKHe  JOKYMEHTBHlI, ycTaHaB/JIMBaWIIMe  TPeOOBaHUSA

K MYJbCOKCUMETPAaM B BapHMaHTAX MCIOJHEHUs:
CMS 50 QB,CMS 60 C,CMS 60 D, CMS 70 A

T'OCT ISO 9919-2011 Uznenus

MCEOUIIMHCKUEC

CMSS50D+, CMSS0E, CMS50FW,

anekTpuyeckue. YacTHele TpeOoOBaHUA

0€30MacCHOCTH ¥ OCHOBHBIE XapaKTEPUCTUKH MTyJTbCOBBIX OKCHMETPOB.
Texanueckas qoxkymenrtanus komrnannn CONTEC MEDICAL SYSTEMS Co., Ltd., Kuraii.




JIuct Ne 6
Bcero gucrtoB 6

MoANMHHWK 31EKTPOHHOIO AOKYMEHTa, noanucaHHoro 3I1,
XPaHUTCA B CUCTEME INIEKTPOHHOIo ,U,OKyMeHTOOGOpOTa
CDe,qepaanoe AreHTCTBO MO TEXHUYECKOMY PErysiMpoBaHUIo N

PykoBoautens @enepanbHOTO MeTponormm.

areHTCTBA M0 TEXHUYECKOMY CBE/IEHVA O CEPTVOUKATE 3

PEryinpoBaHUIO U MCTPOJIOTUHN Ceptudmkar: 02B52A9200A0ACD583455C454C1EIFADSE A.l.anaes

KoMy BblaaH: LLlanaes AHTOH MaBnoBuy
[eictBuTeneH: ¢ 29.12.2020 go 29.12.2021
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