OEOEPANBHOE ATEHTCTBO
MO TEXHUYECKOMY PEFYNNPOBAHUIKO U METPONMOMUN

CBU/JAETE/IbCTBO

06 yTBEepXAeHUU Tuna cpepcTB U3IMepeHui

RU.C.39.003.A Ne 13028

Cpok peinctens no 01 maprta 2018 .

HAUMEHOBAHME TUITA CPEJCTB U3MEPEHUI
MOHUTOPLI MEANLIMHCKME PeaHMMALMOHHbIE M aHecTe3nonoruyeckue
MUTAP-01-"P-"

W3TOTOBUTEJIL
O61EecTBO C OrpaHU4EeHHOM OTBETCTBEHHOCTLIO Hay4HO- npouaaoncmem-loe
npeanpusThe "MonuTtop" (OO0 "HMM "MoHutop"), r. PocToe-Ha-ﬂouy

PEI‘HCTPAHHOHHHH Ne 23470-02

 IOKYMEHT HA TIOBEPKY
MR 23470-02

- MIHTEPBAJI MEXTV TTOBEPKAMH 1 rop

Tun cpepcts u3MepeHn# yTBepxaeH npukazoM @eepalbHOrO areHICTBa IO
TEXHHYECKOMY PETYTMPOBAHHUIO K MeTponoruu ot 01 mapra 2013 r. Ne 193

Onucanme THHa CpeNCTB H3MEpeHMH ABISETCA  00A3aTENbHBIM  MPHIIOKEHUEM
K HaCTOSIIEMY CBUJIETEIbCTRY. : S,

‘3amecturens Pykosonurers B 3 o _ // ®.B.Bynsirnu
DenepansHOro areHTCTRa 0%, " RS SET / /4

Cepus CU




::'Gp'"ok AencTBua Ao 25 aHsapa 2023 r.

Tpozuten ipukasom PesepanbHOTo areHTCTRA 110 TEXHHHECKOMY PETYIIMPOBAHMIO U
Merposorun or 25 aHBaps 2018 r. Ne 101

3amecturens PykoBoaurens
DenepaibHOro areHTCTBa
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OIMMCAHME TUIIA CPEINCTBA W3MEPEHUN
MOHHMTOPEI MeTMIMHCKME peaHMMAaLMOHHbIe U aHecTeanonornaeckue MU TAP-01-"P-11"

Ha3znagenne cpeacTBa H3MepeHHH

MOBHTOPH MeIMIMHCKAE pPEaHHUMAaNUOBHEIE B aHecteamojormueckne MUTAP-01-"P-J1"
(nanee 1o TeKCTy — MOHUTOPHI) NpeIHa3HAYEHB! A U3MEPEHNS B PErUCTpaldy OHOIIEKTPHIECKHAX
TIOTEHOMANOB CEpAIA, JaCTOTH cepaedanix cokpamernwii (UCC), cHCTONIHNECKOT0 ¥ AUACTOIYECKOrO
aprepuabHOro nasienns (AJl), HachIIeHns (caTypallid) KACIOPOXOM IeMOTIOOMHA apTeprambHON
kpoBH (SpO;), TeMIepaTypsl TeNa, coaepxanue yrieknacinoro ra3a (CO,) B BbJIEIXacMOM BO3yXeE.

Omucaane cpeacTsa A3MepEHHH
MOHUTOPE! UPUMERMIOTCA B PEAHAMANAOHHBIX OTAENCHUAX, a TAICKEe B [alaTax HHTCHCHB-
HOU TEparTiH{ A ONEPAlHOAHBIX.
MOHHTODE! NpeaHasHAYEHBI AT HENPEPBIBHOIO KOHTPOJIA CNeXYIOMUX QYHKINH ¥ BX Napa-
METPOB:
OUOTIOTERIMANOB CepALa — 3ieKTpoKapaorpaMmel (OKI);
9acTOTHI cepaedHbIX cokpamenuit (YCC);
aprepuabHoro gasnerus (AJll);
caTypalmH Kuciopoaa B xposa (SpO,);
temuepatypsi (T);
cozepxxague yriekucoro rasa (CO,).
MonuTop BHIIOHER B BAJE 3EKTPOHROro 610Ka, Rrmnogaromero kavanel IKI', HCC, All,
Sp0,, T, CO; u Habopa coeTrHATEMEHEIX Kabened.
Ha skpaHe MOHHTOpa B pealbHOM BPEMEHM OTOOPaXKArOTCsA INMEKTpOKapAnorpaMMa, doro-
IUIETH3MOrpaMMa, KaTHOrPaMMa, a TakKe TACIICHHEIE 3HAICHUS UCC, ALl, SpOy, T u conepxauue
COa.

BroanexTpraeckue NOTEHIPATH Cepila CHMMAIOTCS ¢ HOMOIIBIO 3MEKTPONOB B OONACTH
rpynd.

Merox n3meperns SpO, ~ onTHYECKHi,

Metox mamepenus CO; — HHQpaKpacHas COEKTPOCKOIHS.

TpeBoxHasg 3BykOBafA CRTHATH3AUMS BKIFOYACTCA NPH NPEBLINICHHM BBIOPAHHEIX YpOBHEH
3HAYEHUH BceX KOBTPOMAPYeMbIX QyHKIHH.

dotorpapuu 06mEro BEAa MOHATOPA IIPHBEIERE HUXE:
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[Iporpamvuboe obecneqaenne (110) MUTAP-01-"P-J" npeactasnser coGoi#t BCTPOSHHOE mNpO-
rpaMMHoe obecredenye, IpeiHa3HauUeHHoe /1 KOHTPOJIS psiaa (PU3MOJOTHHECKHAX TapaMETPOB Ye-
nosexa. [Ipemnamepennoe namernenue 10 "MUTAP-01-"P-/1" HeynosHOMOYEHHBIMH JIHLAMH HE-
Bo3M0XHO. B 1O npuMereHb! cefldalibHble METOBI 3ALWHTHI OT HENpeHAMEPEHMBIX U3MEHEHH .
WnenTidrkalionRble JaHHBle IPOrpaMMHOT0 obecreuerus yka3ansl B Tabnuue 1

Tabauna 1
| Wnentrduxa- Homep nepori (Aier- [Undporok noeATUO)N- | ANrOPATM BLIYMC-
HanMexoBanye | UMOHHOE Ha- - KaTop NPOrpaMMROro | senus ougpoBoro
THOAK2HUOHHBIHR HO-
NPOrpaMMHOTO | UMEHOBAHHE MEp) IPOTPAMMEGTO obecneveHus (Kon- HIeRTU(NKATOPA
obecneuenys | MpOrpamMMHOro 066‘:}%%“”” TPOJTbHASA CYMMa UC~ IpPOrpaMMHOTO
obecneyeRus STONIHAEMOTI'0 KOAa) obecneueHus
[TO APU
ededd32654da3fSd1e9
[10 "MUTAP- 5¢e3321668d12 -
01-"P-1T" MMO7 01.27.17.10 10 DPU MD3
ea3bc22edeb37640b60f
07f9da33ebSce

Yposeus 3amuthl 10 coorBercTBYeT ypomHw “A" cormacho MU 3286-2010. I1O
KOHTPO/IIEPOB M M3MEPEHHbIE JAHHBIE HOCTATOUHO 3AlMMIEHBl OT TNpETHAMEPEHHBIX H He

NpEaHaMepeHHEBIX M3MEHEHH NpH NOMOLIN CNEMHUATTBHBIX CPEACTB 3aUIMThI.

MCTDOHOTHqCCKﬂe " TEXHHIECKHE XAaPaAaKTEPHCTUHKH

| [lHanasoH perucTpHpyeMbIX cRrHatoB kanaia JKI', MB ot 0,03 m0 5
YyBCTBHTELHOCT, MM/MB 5,10, 20, 40
[Tpenensl JonyckaeMoil OTHOCHTENEHOM MOTPEMHOCTH YCTAHOBKH YyBCTBHTENb- 5
HOCTH, %

HenuneHRRoCTh aMIIHTY AHOH XapakTeprucTrky xanana DK, %, ne Gonee +2
[Tostoca nponyckanus kanana DKI Ha yposHe munyc 3 nb, I'y o1 0,05 1o 75
[locrosinnas BpeMenn kananoB DKI', ¢, He MeHee 3,2
Bxcaron ummnenanc xanana OKI', MOM, He MeHee 5
Hanpsokenue BRyTpeHuux wyMoB kasana DK, npreeaeHBoe Ko BXomy, MKB, He 20

Oonee
Koaddunuent ocmabnenns cundaztoro cariana kanaia DK, e MeHee 28000
AMImTyRa KamOporoyHOTe pMNyasca kaHara KT, MB 1,0
[Ipenenst nomyckaeMol OTHOCHTENLHOR NOIPEITHOCTH AMTUIMTY/AbI KaninOpoBod- +5
HOTO MMNysca, Y%, He Oonee
Jnanazon uzmepenus YCC, ya/Mun ot 15 mo 240
[Tpenens pomycxaemol norpemmHoern usmepenns YCC, yu/mau +2
MakrcuMabHOe BpeMs, MOCIE KOTOPOrO BKIIOUAETes TPEBOXXHAS CHTHAIM3ALMSA 4+ 10%
TIpH OCTAHOBKE CePALA, ¢
CxOpOCTh pa3BePTKW KPUBBIX Ha 3KpaHe, MM/C 25, 50
[Ipeaenst nonycxaeMol OTHOCUTENLHONW MOTPEIUTHOCTH YCTAHOBKH CKOPOCTH pas- +10
BEpTKH, He 6onee, Yo
Jlnanason usMepeHus coliepxanus yriaekucioro raza (CO,), % or0p013
[Tpeners pomyckaeMoil abcomOTROR NOTPEITHOCTH U3MEDEHHSA CONEPKAHUS YT- +0,4%
nexucnoro rasa (CO,), npu conepxanny CO; MerbIle WK paBHsM 5%

[penems! gomyckaeMol abCONIOTHON MOTIPELTHOCTA U3MEPEHHUS COIEPKaHHsA yT- + 10%.
nexucnoro rasza (COy), npu conepxannn CO; 6oaee 5%
Jnanazon uamepenus temnepatypsl, °C oT 15 o 45
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ciopoja B kpoBu B quanazone (75 — 100)%, He bonee

[Tpenensl momycxaemoil abCOMFOTHON MOTPEIIHOCTH HU3MEDPEHHA TEMIEPATYPH, +0,1

°C, ne 6onee

Jlvana3oH U3MEPEHHS apTEPHANbHOIO NAaBJIEHHS, MM PT. CT. ot 20 50 300
ITpemenst nonyckaeMo#t abCOMOTHON MOTPEMTHOCTH H3MEPEHUS APTEPHATBLHOIO &3
JaBJICHHS, MM pT. CT.

JIMana3oH 3MepeHNns CaTypalilK KUMCIO0pOosia B KpoBH, % ot 0 o 100
[Ipenensr xomyckaeMolt abcomOTHOH MOrpemIHOCTH H3MEPERHs CATYpaUMK KH- + 2%

[Tpenenst monyckaemo# abcoMOTHON MOTPEmHOCTH W3MEPEHUs caTypaldy K-
ciopoza B kposy B anarasose {0 ~ 75)%, ue Hoiee

HE AOPMHPYETCA

Hanpﬂmelme NHTaHHA OT BHCUIHETO HCTOYHHUKA!

| -AanpaKeHHe, B 220+ 22
' -qacToTa, I 50+1
ToTtpebrusemas MOIHOCTL OT CETH NMEPEMEHHOI0 TOKa, B- A, He Bonee 30
TabapuTHbie pasMepsl, MM, Be Gonee 280x180x265
| Macca, Kr, He Bosee 4,0
' VCIIoBUS SKCIUTYaTALHHY:
- TEMTIEPATYpa OKPYKAIOIIEro BO3AYXa ot 10 no 40
- OTHOCHUTEIbHAS BIAXKHOCTD NPU TeMnepatype +25 °C* 90%

- aTMocepHoe nasneuue, klla (MM pr. cT.)

ot 84 no 106,7
(ot 630 mo 800)

* U npn Goree HU3KMX Temreparypax 6e3 KOHACHCALHH BiIary.

3nax yTBepXXaeHHUs THIA
3HAK YTBEPNKIEHUS TUNA HAHOCMTCA KA 33JaHHYI0 CTEHKY MOHHTOPA METOXOM O CeTHOH me-
YaTH, a TaK)KE Ha THTYIbHBIM JKCT PyKOBOACTBA N0 3KCIUTyaYallny METOJOM NNPUHTEPHOH AeYaTH.

KomnaexTHOCTh CpeacTBA M3MeEpeHHi
B xoMnyexT yeunuTens BXOIAT:

O6o3Hauenne Hammenosaune Kon. | KomniexT nocras-
JIOKYMEHT2 KH
MTLI.80.00.100 BasoBeiii xomIuiekT moHutopa MUTAP-O1-| | 1-16
I‘P_Hll
MTLI.80.05.500 Moayne DKC 1 1-6, 11-16
MTIL.80.07.500 Mormyns A 1 2-3,5-7, 12-13,
' 15-16
MTIL.80.06.500-1 Moy SpO2 1 4-10, 14-16
MTI1.80.06.500-2 Mopyme T [ 3,6, 13,16
MTII.80.15.500 Monyns CO2 1 10-16
MTI11.80.00.611 Kabens snextporusni (OKI) 1 -6, 12-16
Skintact (ABcTpus) Pasossie anexTpoas: DKI° 100 1-6, 12-16
LD-Cuff NtAR Mauskera ans uameperus Al 25-36 cm 1 12,3,56,7,12,13,
(SInouwus) 15,16
LD-Cuff C1L (SImonus) |Marxera ana uamepenns ALl 34-51 cm 1 12,3,5,6,7,12, 13,
15,16
Nonin (CILIA), mx6o Jataux nag u3Mepenus copepikaHus Kucno-| |1 4-10. 14-16
Nellcor (KHP) poza 8000AA-3 ’
YSI Incorporated | OpanbHO-peKTATBALIE AaTIUK TeMIepatypsl| | 36 1316
(CILIA) YSI 401 B
Intersurgical (Tepmanus) |Tugpodobunit GUALTP L8 AUHUE KanHo-| | 10-16
rpadnu
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Obosznavenue Hanmernosanue Kon. | KoMnaext moctag-
JIOKyMEHTa KH
Intersurgical (I'epmanns) | Jlimusg MOHWTOpUHETA A4 KanHorpaduy 1 10-16
Intersurgical (Tepmanns) |Coequuutens 22 MM A8 HRTYOHpOBaHABIX | | 10-16
BONLHEIX
AI'0.481.303 TY Bcrasxa raskas BIT1-1, 0,16 A, 250 B | Bce
Ne B ['ocpeectpe bannoH ¢ razosoi cMecho 1 10-16
3795-87 CO2-5%,02-95%
MTII.80.00.000 PO OKCIUTYaTAlMOHHAS NOKYMEHTALIUSE: 1
| PyKOBOACTBO MO 3KCTIyaTAIMHU Bee
‘ - "MOHHTOp MEAWUIKHCKHA peafMalioHHbI| |
u amectesmonorgueckwyt MHTAP-01-"P-J1". BCE
[ MeToanrka NOBepKH

Ilosepka
OCYLUECTBIICTCS B COOTBETCTBMU ¢ AOKyMeRToM MI] 23470-02 "MoHuTOop MEIHUABCKHE peaHuMa-
UHOHHBIA ¥ aHecTeznonormueckuit MUTAP-01-"P-JI". Meroauka nosepku", yrsepxaesasm 1IN
CH BHUMNO®DY B 2002 roxy.

OcHOBHRIE CpeaCcTBa MOBEPKY:

| I'eneparop pyrxunonamsuei 'd-07 (Tocpeectp Ne 12289-90)

2 Tepmoctar MTLI:80.19.801

3 TepmomeTp PTyTHLIT CTEKNAHHBI 118 ToaHbIX u3mepenuit TP 1, (Focpeectp Ne 2850-87)

4 Bannor ¢ rasoBo#t cMeckio TY 6-16-2956-92. Homep TCO no locpeectpy 3795-87. Co-
aepxanye CO2 — 5%, Bosmyxa — 95%, abcomoTtHas norpemuocts 0,1%.

5 Bajuton ¢ rasoBo#l cMecklo TY 6-16-2956-92. Homep I'CO mno Tocpeectpy 3795-87. Co-
Aepxanne CO2 — 12%, pozgyxa — 88%. abcomotnas morpetuyocts 0,1%.

6 Manometp obpastioBbii mokasemaromnit MO 250 (locpeectp No 47323-11).

7 UMuTATOp NAISUEBBIA My TbCOKCHMETpUUECKK i Motenu 9440 RS.

Ceenenus 0 Meroukax (MeT0/aX) H3MepeRHIT U3NOXKEHD] B "MOHUTOPB!I MENULMHCKHE PEaHKRMa-
UHOHHBIE ¥ aHecTesuonoruyeckue MHUTAP-01-"P-J1". PykoBoAcTBO 1m0 sKCruTyaTanuu”.

HopMatusnble H TeXHEUYeCKHE JOKYMEHTB!, YCTAHABAHBAIOMHE TPeGOBAHMN K MOHMTOPAM
METANAACKHM PeaHHMANHOHALIM H aHecTe3nonornaeckuv MUTAP-01-"P-{"

['OCT P 50267.0-92 Mzneans MemuunHck®e aaekTprueckue. Yacte 1. Obune

(M3K 601-1-88) TpeboraHHs 6e300aCHOCTH

[OCT P 50444-92 [Tpubopnl, armapatst W obopynoBanne memmuuAciune. Obwwme
TEXHHHECKME YCIOBHSL

P 50.2.049-2005 MouwnTopst MeguUKrHCKME. MeTons! MoBepKH.

P 50.2.032-04 T'CH. Wsmeputenu apTepHaTbHOrO JaBAeHUS HBEHHBA3UBHBIC.
MeTtoauxa moBepKH.

TV 9441-002-24149103- MoHuTOp peaHMMAllMOAHBIA W aHECTE3WONOTHYECKHH s

2002 KOHTPOI psaja Gusnonornaeckux napamerpos MUTAP-01-"P-J"

Pexomenanmn oo obnacrsmm npumenenusi B cdepe rocyJapcTBeHHOro Peryanponanust obec-
MeqeHns eNUHCTRE H3IMEePeHUit
OcyuiecTBIEHHE REATCIEHOCTH B 06NACTH 3APAaBOOX PAHENHS,;
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HiroroBuTeas

O61ecTBO ¢ OTPAHAYEHHON OTBETCTBEHHOCTBID HAYYHO-ITPOM3BOACTBEHHOE TMPEATIPUATHE
"Monutop" (OO0 "HIIIT "MounTop™).

Anpec: 344068, r. Poctor-ua-ony, yn. KpacHoxypcantckas, 104a.

TeJ: (863) 243-61-11

tdake:  (863)243-61-11,

E-mail: mon@monitor-ltd.ru

Web: http://www.monitor-ltd.ru/

HecopiTaTesRBIH LEHTP

["ocypapCTREHHEBI UeHTp UcnbITaHull cpeacTre A3Mepeniii defepansHoe OLOIKETHOE YUPEK-
aende "TocynapCTBEHHBIA PerHOHANLHLIA LEHTP CTAHXAPTH3ALIMHK, METPOJIOTUH H Henbltadauil B Poc-
ToBcxut obmactu” (LI CY1 ®BY "Poctosckuit LICM"). Peructpauuonnsii nomep B [ocynapet-
BeHHOM peectpe 30042-08.

Auxpec: 344000, r. Pocros-na-Jouy, np. Coxo/oBa, 58.

Ten.:(863)264-19-74, 290-44-88, daxc: (863)291-08-02, 290-44-88.

E-mail: rost csm(@aaanel.ru, metrcsmzgaaanet.rul

Web: http://www.csm.rostov.ru

3aMecTHTEND

Pykopomutens Penepansroro

areHTCTBA MO TEXHUYECKOMY )
PETYJIMPOBAHMIO ¥ METPOIOTHY : ¢

2013r.
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