TOCYJIAPCTBEHHBIA KOMUTET BSAPKAYHBI KAMITAT

O CTAHJIAPTH3AITAN A CTAHJIAPTEI3ATIIBII
PECITYBJINKH BEJAPYCh PICIIYBJIKI BEJAPYCH

CEPTUOUKAT
OB YTBEPKJIEHUH THUIIA CPEJICTB U3MEPEHUN

(:IB Ne 18635 ot 3 anpemns 2025 .

Cpoxk neiicteus o 3 ampess 2030 r.

HanMeHOBaHME TUIIA CPELICTB U3MEPEHUIA:
MonuTops! maunenta Infinity M540

IIpousBoauTENE:
«Draeger Medical Systems, Inc.», Coeqnnennbie IlITaTel AMepuKH

Briman:
«Draeger Medical Systems, Inc.», Coequnennnie llITaTel AMepukH

JloKyMeHT Ha IIOBEPKY:
MPB MI1.4144-2024 «Cuctema obecnedeHusi eTuHCTBA H3Mepennii PecnyGinkn besapych.
MonuTtops! nanuenTa Infinity M540. MeTroanka moBepKn»

VHTepBal BpEMEHH MEXIy FOCY IapCTBEHHBIMH ITIOBEpKamMu: 12 MecsineB

Tum cpeicTB HU3MEpeHMH YTBEpKIOEGH IOCTaHOBJIEHHWEM ['0CYyHapCTBEHHOrO KOMMTETA
1o cranpaprusanuu Pecmy6nuku bemapycs ot 03.04.2025 Ne 43

CpelncTBa U3MepeHUit JaHHOTO THIA CPEICTBA M3MEPCHWM, NPOU3BOAUMEIE B IIEPHUOM CpPOKa
JeWCTBUSL  JaHHOrO ceprThdukara 00  yTBE)KACHHH THIIA  CPEICTBA  M3MCPEHUH,
WM YTBEPXKIEHHBIM THII EIMHUYHOTO SK3EMIULApa CpelCTBA HM3MEPEHHH pPaspeInaroTcs
K IpUMEHEHWI0O Ha TeppuTopun PecnyOnuku bemapyck B COOTBETCTBHH C TIPHAIaraeMBIM
OIMCAaHUEM THIIA CPEACTBA U3MEPEHUM.

3amectutens [Ipencenarens N.A KucieHko




OLIMCATILE THULIA CPEJICTB U3MEPLIHNN
HPUIOKCHHUC K cepruduKary 00 YIBCPXKICHMM THLIA CPCJICTB M3MCPCHUi

or_F @ufenel 20457 No_ p58° 75

HaumenoBanue tiia CpelicTB U3MCpennii 1 ux o003naycHuce:
Monuropsr Harcita infinity M540

Hasiauce u odacs IpUMCHEHMS:

Moiiwtopsl uarpeirta Infinity M540 (Jlaiee — MOIMATOP) HPE/(Ha3HauCHbI UL U3MEpCHUs
(pU3NOIOrMICCKMX 1OKA3& 1 ClIe (DIIEKTPOKAP,MOIPAMMEL, HACKIII[CHUC KpOBH KHCI0POIIOM,
HCHITBAZHUBHOIO/HIBAZMUBIION0 MU3MCPEHUSL apIepHabHOI0 JIABICHUsA, 1CMUICPATYphl) Y
B3POCHDIX NATMCITTUB, & TAIOKE Y JIC1CH 1 HOBOPOMKJICHIBIX B YCIIOBMAX OKa3aHMs HaAIlHCHTY
MCJIATIMICKOM TIOMOTIH MCJIMIIMICKHM TIEPCOHTAIIOM.

Obnacrn upchucmm —1pu 00CCICUCHMT 3AMATHL KUZHM 1 3/[0POBLS HCHOBCKA. OKA3AHMS

Ornucanuc:

Hpunimu Jieifersis MonuTopa 0CHOBaH Ha 1IpeodpasoBaiun U3MEPHiCHLIOH HITGOPMaili,
HOMYUACMOM  OT  LCPBHUIBIX  M3MCPHICHBHLIX LPCOOPA3OBALCICH, PasMelacMeiy  1a
uarpet e, B 1HQpoByIo ¢ JINBHCHITAM  HPC/ICTABICHMCM  CC B BHJIC IPaphHUCCKOR

MIpOpMATI f1a JIMCINICC MOLIMICPA WM Hepe/[adcil na Hepudepuitinic yerpoieBa,
MoHHI0p 0100pakact CIC/YIOILMC [apaMCerphl: DJICKTPOKAp/Morpaviaiy (Jrasee — Dl
feuiBasnBHoOE aprepuansiioc jgasienne (aee — HAAJD), temueparypy. nyine; carypatiso
kposir (asee — SpO.,, ).

Motirrop RMECT BCIpOCHiloe iporpamMiioe odecticucunce (Jraiee — 110). Momngiop ue mveer
uiriepdeilcos BBOJIA 1 PCJIAKTHPOBAIMS METPOJIOIHYCCKU 3taunmoro 1O, .

Jlara 43r0TOBJCHHS W 3aB0OJICKON (CCPMUHBIA) 1HOMEP HAINCCCHBI Hd  MapKUPOBOUHYIO
TabIMUKY.

dororpadus 00NICIO BHJIE CPCIICTB U3MEPCHUIN 1IPC/[CTaBiicia B HPWIoKei it 1.

Cxema (PUCYNOK) ¢ VKa3alMeM MCCLa JUIS NATICCCUMS 3HaKa [TOBCPKH CPC/ICIB HIMEPTHHE
HPEJICTABIICHA B HPUIIOKCHNY 2,

O0s13a 1 CHLIBLIC METPOIOTMYCCKUE TPEOOBAHMSL: IPC/ACTABICIL B Tadauie .

Tadiuia |

mewol alune 5:-/1 HCHHC

‘Kana MS«\/ILPCI[I/IH DKL

[Mdl 4301 U3MCPCHUI 9acTornl CCPCUIIBIX COKpAICHMT
i
(‘ [CC), yu/vuit or 15510 300

—

i’; CJICH b ,r{(,my(,.\aci\fi(:i-i a0COIOTHON E2 v/ v (1 %), B |
(OTHOCUICHBIION ) HOTPCIHIOCTH HPH U3MCPCHMM HACTOTHI|  3aBHCHMOCTH O TOI0, Y10

CePICUIBLIX COXPATICHTIH uo e |



Oxonuarnme TadiuInl |

1 2
][Hal[ason Mswcpcm i yacto bl 111;1\41{1151 B,Lox/\/rml ot 6 1o 150
lipejieis JIOITy CKaCMOU adCcoIIO 1 TTOH
IOIPCHIHOCTH LpH M3MCPCHMH 4ac1o bl

JIBIXAH UL, BJIOX/ MWL
or 6 10 100 Brinoy.; +2 BJIOX/MMUII
cB. 100 j1o 150 B KoY. +3 BJIOX/MHUIT

Kamnasn usmepenuit SpO;

Jparazon  w3Mepenui  ypoBHSL  HECLILCHUS  KPOBIH
Kucitopojiom SpOz. % or 70 jio 100
Hpejrennt JrorryexaeMoi adcoilio THOH MOIpeLIHOCIH 1IpU
U3MEPCHUM  YPOBIIM HACBIIECHUS KPOBU KUCIIOPOJIOM

SpO2. % +3

Jlmarazon u3mepennil yacioTel 1yJsea 1o xanainy SpOa,

VMU or 30 o0 239

Lipeent JlotyckaemMoi adcoloTHON HOIPCHIHOCTHA 1IPU

M3MCPCITUK YacTo sl HyIIhea 1o Kanaixy SpOq, yju/mui +3 -
Kanan wamepeunit HMAJL |

Jlmanaszon  w3MCepeHM  aplepHabHOIO  JlaBIICHUS

HCUHBAZMBIIBIM MCLOJ[OM, MM PT.CL.:

B pexmMe «B3pocinriiy or 10 10 250

B peixume «Pecdenox» or 10 jio 150

B pexume «Heonarajinibii» or 10 jio 130

[pejeirst jrotryekacMoif adcotoTHON NOIPELIHOCTH [IPU

HU3MCPCHUM  ap1epHalILIOI0  JIaBICHUS  HEUMHBA3UBILIM

MC1OJIOM, MM PT.CT. ' +3 -

Kanan usmepennit temreparyphbl

Jmaiazon usmeperinit remieparypsl, °C | o1 30 o 42

1 Ipejieist JrotryekaeMoit adbcoo rHof HOrpeinoct pU

usMepenuu remteparypol, °C +0,2

OCHOBHBIC TCXIMYCCKUC XapaxKiCpruCIuKil MW MCTPOJIOIMYCCKHC XapPaKiepiCTIuKHE, HCE
OTHOTHITHCCS K 00I3a 1 CIBLITBIM MCTPOJIOI'MUCCKUM lpk,\)()BdHH}[M. HPCJICTABIICHDBI B ICUJJIMILC
2

Tabnuia 2

Ha/I\IulO‘)C;l{L_i: 7 3naucunc 7}
1 2 :
Kanai Ms\icpcmm TEMIICPATY PBI
Jlmarason roxazanuit remieparypoi, °C J o1 0 j10 50
- Kanain usmepennit SpO; B
Jluarazon nokazanuii Sp0s, % ‘ or 0 10 100
Kanai nsMepenuit mimsasusioro aprepuainioro jlasicnus (MAJI)
Junauazon wokazannit AL mm pr.cr, : ~or muttye 50 Jio 1mnoc 400




Oxonyanue TadIAIBI 2

1

1o

Jluana3on HAIPSKCHUM MUTAHUS OT CELU ICPEMEHHOTO
Toka gacroToit (50 £2) I'm, B

or 100 o 240

Bpemst paGorsl mpu HUTaHUM OT aKKyMyJisitopa, d,

HE MEHEE 3
["abapuTHble pasMepsl, MM, HE OoJee 259%x89%43
Pasmepsr qucruiest, MM, He Oomee 1582
Macca, kr, He 6ojee 0,916

VY ciloBUS SKCIUTy aTalluu:

JHATIA30H TeMIIepaTyphl OKPY KaroIero Bosayxa, °C;
JMaIrazomn
BO3/yXa, %

OTHOCHUTEJILHOM BJIQXKHOCTHA OKPYyXKaroImero

otT roc 10 o mwmoc 40

ot 15 j10 85

Y CI0BUS TPAHCIIOPTUPOBAHUS
JIMAIIa30H TeMIIepaTyphl OKPYKAroIIEro Bo3ayxa, °C
JIMANa30H OTHOCHUTEIBFHOM BIIAXKHOCIU OKPYKAIOIIErO

ot Munyc 20 1o wnoc 60

BO3JIyXa, % ot 10 10 95
CrerreHy 3aIiMTBl, obOecImeuuBaeMble 000JI0OUKAMU, I10

I'OCT 14254-2015 1PX4

KoMIurek rHoCTb: IpeicaBiieHa B radiuulie 3.

Tabdnuua 3

HanmenoBanue Konuugecrso
1 2

Monurop narnuenta Infinity M540% 1
Ka6eys DK 1%
Diexrpoasr DKI'D ) 12
Katens UAJD 1%
Jlarunk UAJTD Y 1%
[ Lranr coequnurensusit HUAJD Y 1%
Mamxera HUAJTD Y 1%
Kabens SpO,") 1%
Jaruuk SpOyD Y 1%
Kabeir  Y-oOpasuplii,  MHOTIOpasoBbld,  Juid 2

TeMIIepalypHBIX 1atunkos!) ) 1%
JlaruyK 1eMIIepaTy pHBIi BHYTPH II0JI0CTHOM/ KoK b 2 1%
Kamous Hazanpaas COzY 14
Krosera: CO," [
PyKOBOJICTBO 110 SKCILIYATalliH 1

[Ipumeyanus:

DIlocraBisercs mo TpeGoBaHMIO 3aKa34nKa

2) KoJIM4eCcTBO COIIACHO TPEBOBAHMIO 3aKd34M KA
3 [Ipeoc raBisAeTest UL MOBEPKH

(O8]




MecTo HaHeCeHUs 3HaKa YIBCPIKJICHUA THlla CPCUCTB I/I3M€pCHI/II713 HaHOCHUTCS Ha TH'FyIIBHBIf;I
JIUCT PYKOBOJICTBA I10 SKCIIIydlalivu.

[Tosepka ocymectsisiercss o MPB MI1.4144-2024 «Cucrema o0ecriedeHus ejMHCTBa
usmepenuit Pecrrybmuku  bemapycs. Monurtopsl nanuenta Infinity M540. Merojauka
ITOBEPKI»

CaeJieHIs 0 METOJIUKAX (MET0J1aX) U3MEPEHUM: O1CYTCTBYIOT.

Texuuueckre  HOPMATUBHBIE  I[PABOBBIC  aKThl M TEXHUYECKHE  JOKYMCHIBI,
yCIraHaBJIUBAIOIHE!
TpeOOBaHUS K TUITY CPEJICIB U3MEPCHUA:

TexHugeckas joxkymentanus «Draeger Medical System, Inc.» (pykoBOJCTBO IO
IKCIUTY & 1aI1H);
METOJIUKY TTOBEPKHU:

MPb MI1.4144-2024 «Cucrema obecredeHus eJuUHCTBA uU3MepeHui PeciryQuukn
bentapycs. Monutops! tanuerta Infinity M540. Me1oiuka moBepku».

ITepedens cpejICTB MOBEPKU: IIpeACTaBIeH B TaOuIE 4.

Tabmuma 4

__ HawmenoBaHHE ¥ TUIT CPEJICTB OBEPKU
Tepmorurpomerp UNITESS THB1
Cexynyiomep asekTponHbid Muaterpan C-01
['ereparop curdaion nmanuenra Fluke ProSim 8
Y Cc1poHCTBO TepMOoCTaTupyloniee uaMmeputenasioe Tepmociar-A3
Tepmomerp nadoparopusiil ssekTpoHHbid JI1-300 ]
[lpwmeuanue — Jlommyckaeics MIPUMEHSITH JIPYI'ME CPEJCTBA IOBEPKH, 0OecHeduBarolne
OIIpeJeIcH e MEIPOJIOTHYESCKUX XapaK ISPUCIUK ¢ TPpeOyeMOoM TOYHOCTEIO.

Wyentudukarmus IporpaMMHOTe 00ecIIeucHus: IIpejicraBieHa B 1adiuie .

Tadmuua 5

Howmep Bepcuu [10, ne ke J
(neH1M(QUKAIIMOHHBIA HOMED) |

- VG7.1.1 B

Wnenrtuduxanmonnoe naumenosanue 110

3aKII0YCHUE O COOTBETCTBUU YTBEPIKJICHHOI'O TUIIA CPEJACIB W3MEPEHUI TpeOOBaHMAM
TCXHUYCCKUX HOPMATUBHBIX IIPABOBHIX AKTOB  H/MJIM  TCXHUUYECKOM JIOKYMEHTAlMN
IIPOU3BOJMUTENS: MOHMTOPHI mnanuenta Infinity MS540 coorBercTByioT TpedOBaHUAM
TexHuueckoi  joxymenirauuu  «Draeger Medical System, Inc.» (pyKOBOJCTBO 110
SKCIUTYaTaIum).



[TponsBoUTENb CPENICTB U3MEPEHMUIA
«Draeger Medical Systems, Inc.», Coennnennsie IITaTer AMepuKu
3135 Quarry Road Telford, PA 18969-1042

YTOJNHOMOYEHHOE  IOPMINECKOS  JIill0,  TMPOBOAMBINEE  MCIBITAHMA  CPEICTB
M3MEPEHNI/METPOTIOTUYECKYIO 3KCIEPTH3Y €IAMHUYHOrO 9K3EMIUIAPA CPEACTB M3MEPEHMUIT
PecnyOnukanckoe yHuTapHOE Tpenpustue «beropycckuii rocyaapCTBEHHBI WHCTUTYT
merponorum» (benl IM)
Pecniybrmka bemapycs, 220053, r. Munck. CrapoBuieHCKu TpakT, 93
Tenedon: +375 17 374-55-01
daxc: +375 17 244-99-38
e-mail: info@belgim.by
[Tprnoxenna: 1. @oTorpadun odiiero Biia cpeacTs u3mMepeHnii Ha 1 aucTe.

2. Cxema (pHCYHOK) ¢ YKa3a1MEM MeCTa JUUTsl HAHECeHUs! 3HaKa MOBEPKM

CPEOCTB U3MEPEHMI Ha | jiMCIE.

3amecturens qupektopa benl IM 1O.B. Kozax
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[Ipunoxenne 1
®dororpadus obmiero Buaa CpeACTB U3MEPEHUI

E

EE] Conmuilt Instructions Far Use

Rx only

Pucynoxk 1.1 — (I)OTOFpa(i)‘-I;I;igéﬁléro Bnﬁ;ﬁbrpa

EE] Caonsult Instructions For Use

Rx onty

naeilTa M54

Made in the USA from USA and importsd perte
Contains FCC ID: XFB-MS32018  [C: 8407A-MS32018

Mads in the USA from USA and imported parta
Confeins FCC ID: XF6-MS32018  IC: 8407A-MS32018

‘ Manufacturer:

Drasger Medical Systems, Inc. Driigerwerk AG & Co. KGsA
3135 Quarry Road Moislingsr Allee 53-55
Telford, PA 18969-1042 D-23542 Liibeck, Germany

@3

H Manufacturer: @

Drasger Madical Systems, inc. Driigerwark AG & Co. KGaA
3135 Quarry Road Moislinger Altee 53-55
Telford, PA 18068-1042 D-23542 Libeck, Germany
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WPI/ICyHOK 1.2 — ®ororpadus MapkKUpOBKHA MOHUTOPA nauHéHTa M540

SHP UNT INFINITY M540
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[Ipunoxenue 2
Cxema (pUCYHOK) C YKa3aHHEM MECTA /Il HAHECEHUS 3HaKa IIOBEPKHU CPEICTB U3MEPEHUIA

MecTo Ui HaHEeCEeHUs 3HAKA MMOBEPKY (MOXKET HAHOCUTECH Ha GOKOBYIO, THUIIEBYIO MM 00PaTHYIO IOBEPXHOCTD)

{ “Deiiger infinity M540 )

o A

MECTa JIs1 HAHCCCHUA 3HAKa ITIOBECPKU

Prcymox 2.1 — Cxema (DHCYHOK) ¢ yKasasmeM

[Ipumedanne — 3HaK TOBEPKU CPELCTBA U3MEPEHUN MOKET HAHOCUTHCA Ha CBUAETEILCTBO O
IIOBEpKeE



