NHcTpykyls

Moanuce

MNevaTb -

HassaHur npogykTa: MaHxeTbl ana CTIpefeneHns HenvBasv“BHOMO apTep LUIbHOMo
[aBneHus

Mogenb npofykTa

MpounsBoanTenb: LLeHbxeHb EMC flaitdy TekHonomkT: Ko . JiTg

Agppec: LWn Oaii LisuHb KOaHb, @y HOH, paiioH BaoaHb, LLIsHbWK3HL KH!” [MoyToBbTH
nHgekc: S18103

O6nacTb NPUMEHEHUS:
[Ans onpefeneHust HeWHBa3UBHOK apT epUanbHONO JaB/eHus.

MpuHLUMN paboTbl N3henus, QyvK-Unu 1 cTpyKaypa:

MoHuTop U3MEPSIeT MeUMBA3MBHOE apTepuanbHOe AaBfeHWs OCLUNOMETTUYECKMIA
crnoco6e 1 OH onpefensieT U3MeHeHMe 06beMa KpoBUM B apTepun Mpu U3MEHEHUM AaBNeHNS
MpW pasgyBaHUM MaHXeTbr TMyTeM CH MDKeHWsl AaBfeHW B MaHXeTe duKespytores
rnokasaTte/sim U3MeHeHUs 06beMa U MPCUC.XOANUT U3MepeHue AaBneHns Ma Dkena cocnow 13
GaHfaxa . WaHra u pe3!)HoBoro peseoByapa. CoCTaB, baK MOKa3aHO HUke

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA

Instruction

Signature
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Stamp

Product name: N4BP cuff series

N3
Product Model:
.Manufacturer: Shenzhen EMS LIFE Technology Co..LTD
eAddress: Shi Dai Jing Yuan.Fu Yong Town, Baoan District, Shenzhen P R China Postc
518103

Application Scope:
To measure the non-invasive blood pressure.

Product Working Principles of Function and Structure:

The monitor measures non-invasi\e blood pressure by the oscillometric method. It detects the
change of blood volume in the arterv and change in pressure when inflating the cuft When the
cutTis deflating, the measurements will be detected by the change of pressure. The product
consists of bandage, hose and/or bladder three parts. Product structure as below:
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OcHOBHBIC TEXAHYECKNHE APAMETPMI:
1. KONM4ECTBO LIMKIOR HCNOMB3OBAHKA PE3HHOBOTO pesepbyapa: Sonee 30 000 pas.
TIPOMHOCTS COSAMHEHNR MEXILY LINAHTOM )i PESHHOBHIM PEICPBYAPOM: 3 ~ 5 aTM
Pabovas cpena:
Temnepatypa: 0 C ~ 45 C;
OTHOCHTENBHAR BRAXKHOCTL, < 95%,
IxcnmyaTauHonnbie Tpebonaimn:
Mlarn:
BaxHO BHOpaTh NpaBnALHbIA PA3MEP MAHKETE! M NPABHITLHOE MECTO HANOKCHHS
MAHXETH.
1 TepBoHAYaNBHOE UCHONLIOBANIE NPORYKTA. MEPER HCRIOMLIOBAHHEM NPOAYKTA
TIPOBEPHTH KOMILIEKTHOCTS YIAXOBKH:

TponykT. 1 KOMIUIEKT

PyxosoacTso noas3osaTen: 1 Wt
2 . Buibop pasmepa MaHXeTh:
1) OnpenentTs OKPYXHOCTb KOHEUHOCTH TAlHEHTa.
2) Buffepure COOTBETCTBYIOMYIO MAHXETY (OKPYRHOCTb KOHEMHOCTH ONPENENASTCH A
KAKZOH MIHXETHL).
3. PasmewmeHne MarxeTsl:
1) PacnonoxHTe MARKETY H& KOHEMHOCTH BOKPYI MECTA HCTIORL30BAKHA.
2) MapKHpOBKa Ha MAHAKETE JOJDKHA COBNATATD C PACHONOKEHHEM apTepHi.
3) ManxeTa pomkHa SwTe pasMeimesa ot 2 no S eM (ot 1 zo 2 mONMOR) BeIzIE OKTH NPH
HCTIONB3IOBAHKH MANEHEBOH APTEPHN.
4) Peaunostiii pe3epByap NOMKHA PACAONAraTHCA HEMOCPEACTBEHHEO HAN fuIeHeBOH
aprepueit. [linanr TpyGxy NOMKEH PACHONATaTHCA HEIIOCPEACTBEHHO CrIpasa AW CNIeBa OT
nnewenodi aprepun, YTOGH NPEROTBPATHTD NepernGhl, KOTAR JOKOTH COTHYT. MankeTsl
06BIHO PA3MEINAETCA BOKPYT PYKH NAUHEHTA, HO €CHIH NAUMEHT CMIIKOM TORCTBI,
BLIGepHTE MalkeTy Ans Geapa M PAIMECTHTE e BOKPYT ero Geapa.

Ybeaurecs, 170 TPYGKA MEXTY MAIARCTON H MOHHTOPOM He [CPERATA HIH He
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Pasnrd ream Ka s FrT. Y apmevras D v £ Cennuen.

Key technical parameier:
1. The use life for bladder is more than 30,000 times.
Joint strength between hose and bladder:3~5KN

Tenwerature: °0°C ~ 45°C

Relative Humidity: <05%:

Operating Requirement:

Steps:

It is important to select the proper size blood pressure cuff and place the cui¥ correctly.

1.Initial use of the product, before using the product pls check the packaging are complete:
Product : 1 set
User manual :1 pc

2. Cuff selection:

1) Identify patient limb circumference.

2) Select appropriate cuff (limb circumference is identified on each cuff).

3. Cuff Placement:

1) Place cuff firmly around extremity being used.

2) Marking on the cuff should match the artery location.

3) Cuff should be 2 tc 5 ¢cm (1 to 2 inches) above the elbow if using brachial artery.

4) The air pad should be over the brachia! artery. Tubing is immediately to the right or left of
the brachial artery to prevent kinking when the elbow is bent. The cuff is usually placed around
the patient arm, but if the patient is too fat, select a thigh cuff and place around his thigh.

Ensure the tube between the cuff and the monitor is not compressed or restricted.

The arm should be placed on a surface that level with the heart. The palm of the hand
should face up. Shown as Figure 2 and Figure 3.
Fin o w i Mw of
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Pucynox 2 PasmeuteHiie MaHKeTs! Pucynox 3 PasMmeuetiste ManxeTsl
Jns usmepeHun aprepHansHOTo aasneuus (puc. 2 u 3)

1) Berasbre pazbem aaruunxa s ruesno HUAR mounTopa;

2) Brmoyure MOHHTOP AnA BXOA2 B MHTEpEiiC KOHTPONR NapaMeTpos;
Harnoxure MasoxeTy NnpasHabHO BOXPYF PYKH,

Haxmurre 1nse #iMepenHts apTeprlanbHOrO AaRrIeHHS KIABHIUTY ANA HIMEpeHua
HERHBA3UBHOTO KPOBAHOTO BABACHHS;

Tloxasanua GyayT oTobpaxareca Ha IKpane.

IIpornBonoxasanua:
IporvBonokasaindi He BHISBICHO

Mepa: npegocTOPOXHOCTH

Iinpuna Matxerbr nosxHa Sbite 40% oT 06XBATE XOHEYHOCTH RAH ABE TPETH ASHHBI
npeannevns. nuna MaHKeTH A0NXHA OTh GoNbiue HA NATHACCAT-BOCEMbAECT
NIpOuSHTOB 00XBaTa KoHeuHOCTH. HenpasratHuli pasMep ManxXeTht IpUBeAeT K
HETOYHOCTH NOKA3aHHH.

Pyxa gosmxua OmTe paMenieHa Ha NOBEPXHOCTH, HA ONHOM YpOBHE C cepatieM. Ecau 310 xe
MOKeT ObITH CHENAHO, TO HYKHO K3IMEHHTD PEIYNIbTaThi HIMEPenKii creayomum oOpasom:
1. Ecnu MamxeTa BbiUe YPOBHA Cep/lia NAUHEHTA, BH A0/DKH A06aBuTs 0.9mmHg
(0.10Kpa) sa om in 2. 2mmHg (0.25Kpa) #a moiiM.

2. Ecnu MaDKeTa HaXOAHTCS HHKE YPOBHSA CEPILA NAHEHTA, CACAYET YMEHLLUIHTS
0.9mmHg (0.10Kpa) na cm unn 2.2mmHg (0.25Kpa) na moiim.

Eciu Bbi COMHEBAETECH 8 NPABAMBOCTH NOKA3AKNIL, noxanyilicTa, nabnionaiire B Teuenue
HEXOTOPOTC CPOXa 33 NOBEACHKEM NALHEHTE, Nepel MPpoBePKOH HYRKHHK MOHKTOPA
MaHeHTa.

[Ipeaynpexacnne:
*» Miamepenne He DEKOMEHIAVETCA IS MALHEHTOR, HCNBITHIBAIOUIHX CYAOPOTH HAH TPEMOD,
& 000 LMPMH (=] INFO@CIRMIRU & WWW.GOSTDRAVNADZORRU \55rrmptedt Mt 3KCTPEMAABHO BLICOKOH AN

I HH3IKOH 4acTOTOH CepaeuHBIX COKpaLteHyi.

Heart

Figure 2 Placement of the Cuff Figure 3 Placement of the Cuff

To measure blood pressure: (Figure 2 and 3)

1) Insert the sensor’s connector to the monitor’s NIBP socket;

2) Tumn on the monitor to enter the parameter monitoring interface;
Place the cuff correctly around the arm;

Press blood pressure measurement button to measure the NIBP,

The readings will be displayed on the screen.

Contraindications:
Contraindications have not been discovered

Precautions
Cuff width should be forty percent of the limb’s girth or two thirds of the upper arm length. The
tength of the cuffs inflated part should be fifty to eighty percent of the limb’s girth. The wrong
cuff will lead to an inaccurate reading.

The arm should be placed on a surface that is level with the heart. I this cannot be done amend
the measured results as follows:

1. If the cuff is higher than the level of the patient’s heart, you should add 0.9mmHg (0.10Kpa)
per ¢cm or 2.2mmHg (0.25Kpa) per inch.

2. If the cufY is lower than the level of the patient heart, you should reduce 0.9mmHg (0.10Kpa)
per cm or 2.2mmHg (0.25Kpa) per inch.

if you doubt at the veracity of the readings. please look-over the patientfHi life character before
checking the patient monitor function. w%‘% L%zgxmmy €0, L™
BHEBMENRERD -

h >3
or gy .ﬁ&?_ﬁ?ﬁ“s

WARNING:
-The measurement is not recommended for patients experiencing sei
with hypotension, hypertension, arrhythm as, or extremely high or lo

Do not place the cuff on a position where skin or tissue is damaged.




* He HaknafbiBaiiTe MaHXeTy Ha MeCTa, re eCTb MOBPEXAEHNE KOXHOI0o MOKpo3a

* He HaknafbiBaiiTe MaHXeTy Ha KOHEYHOCTW UCMOMb3YHLUXCS AN KPerneHnst KaTeTepos,
BHYTPUBEHHbIX MH(Y3MA v B Nt060I 06n1acTu, rae KpoBoobpalleHne Haxo433Trsi nog,
Yrpo3oii Wim UmeeT NOTeHLMaN, YTo6bl BbiITh HAPYLUEHBIM.

* [na No-.Ty4yeHUs1 AOCTOBEPHbLIX AaHHbIX HEMHBA3VUBHOIO KPOBSIHOTO faBMIEHMSA 1
npegoTBpaLLeHns M36bITOYHOrO AaBfeHNs B MeAMaTpMU HaCTPOWKM B MeHI0 npubopa
[OMKHbI ObITb MOA06PaHbI B COOTBETCTBUM C Pa3MEPOM MaHXXETHI.

* [py MPOJOMKMTENLHOM M3MEPEHNW AaBEHNS KOXa NOL MaHXETOW MOXET NofyunTb
pasfpaxeHue, YTO MOXEeT NOMeLLaTh LUPKYALMA KPOBK, MOSTO.MY CNefyeT NepuofMUYecKm
npoBepsi-rb cocTosiHUE. CneflyeT NPoBepsiTh KaXable 1-2 MUHYThI B C/ly4ae UCMOb30BaHMA
pexuma NnTo.

* BO3MOXHOI0 BAVAHWS OT MPUMEHEHUS .MeAULMHCKOr0 U3aenuns Ans nogen ¢
MMMNIaHTUPYEMbIMI B OPFraHU3M YeNoBeKa MeAULUHCKUMUN U3Lennsmu, 6epeMeHHbIX
YKEHLLMH, XXEHLLMH B NEpUOA rpyAHOr0 BCKapM/MBaHWs, AeTei, B3POC/bIX, W.MEHLLMX
XPOHMUECKMe 3a60M1€BaHNS He BbISIB/IEHO,

* CBeeHNn 0 BO3MOXHOM B/IUSHAN UCMO/b30BaHM MEULMHCKOTO M3Lenns Ha
CMOCO6HOCTb YNPaBAAThL T|CAHCMOPTHLIMK CPEACTBAMM, MEXaHU3MAaMU He BbISIB/IEHO.

[Je3nHpeKuma 1 oUNCTKa:

1) FoTOBbI PacTBOP MOKOLLEr0 CPeACcTBa HA OCHOBE 3H3MMOB U 10% pacTBOp XNOPHOM
M3BECTM, C UCMOMb30BaHUE Pa3bpbi3ruBarens,

2) PaBHOMEpHO pacnbingii'-e 0YNCTUTENb HA MOBEPXHOCTb MaHXeThbl W LUIaHra, eciu
3arpsi3HeHue 3aTBepAeno, 0CTaBbTe PacTBOP Ha 1 MUHYTY A1 pa3MOKaHuS.

3) MpoTp'nTe NOBEPXHOCTb YACTOM MATKON TKaHbto. 11 BUAUMbIX MATEH UAM HEPOBHbIX
MOBEPXHOCTEW, UCNOMb3YATE MATKYI HATYpPabHYHO LLETKY, YTOObl OUNCTUTL MOBEPXHOCTb.
4) NPOMbITb GOMBLUUM KOMMYECTBOM AVUCTUAIMPOBAHHON BOApI.

5) Mpu gesvHdekumn, pacnbinnte 10% pacTBOpP .XMOPHOW M3BECTU Ha MOBEPXHOCTb
MaHXeTbl M OCTaBbTe Ha 5 MUHYT,

6) Yganute U3NnLWKWA pacTBOPUTENSA M NPOMONTE ANCTUNNMPO3aHHON BOAON, a 3aTeM fanTe
MaHXXeTe BbICOXHYTb.

MHTepnpeTauusa 3HavyKoLl
CepuitHblii Homep

Cpok rogHocTn

[Jata npoussogcTea
OTcyTcnune natekca

TpaHCnopTMPOBKa 1 XpaHeHWe B COOTBETCTBUM C IKOSIOMMYECKMMMN TPEBOB.3HUAMM:
MecTo x1)aHeHnsi MaHXXeTbl A1 OMNPefeNeHNs HEMHBA3UBHOIO apTepuanibHOro faBneHuns; B
& 000 LMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU »geTprBaeMOM NOMeLLeHIU, C TeMnepaTypoit

-5 ‘C + 40 "C n 0THOCMTENIbHOI BNaXHOCTK ‘e 60nee 85%. [CLUYCTUMbIA CPOK XPaHEeHWs

Do not place the curT on a limb being used for A-V Fistulas, intravenous infusion or any aret
where circulation is compromised or htis the potential to se compromised

Ths; measure patient .telected in the setup menu and the cuff size used must be correct to obtt in
reliable NIBP data and to prevent oveq)ressure in pediatric use.

When continues mode used long time, the skin under the cuff may occur ncrv'e dandified or
blood lost. Periodically check patient limb circulation distal to the cuff. Check frequently when
using Auto NIBP in iand 2 minute intervals and continues mode.

The possible impact on the application of a medical device for people with implanted into the
human body medical devices, pregnant women, women during breastfeeding, children, adults
with chronic diseases have not been identified.

Information on the possible impact of the use of a medical device on the ability to drive
vehicles, mechanisms have not been identified

Disinfection and Cleaning:
1) I'repared enzyme detergent and 10% of the bleach , were put into different spray bottle.

2) Evenly spray the cleaner on the surface of cuff and hose, ifthe dirty is dry, the cleaner
should be stayed on the surface for one minute.

3) Wipe the surface with a clean soft doth. For the visible stains or irregular surface, use a soft
hai:- brush to clean it.

4) Rinse by plenty of distilled water

5) When disinfection, spray 10% of the bleach on the cuff surface, and place the product for 5
minutes.

6) Wipe off excess solvent night and rinse with distilled 'vater, then let it d;y.

Icon Interpretation:
Product serial number labe
Lifetime mark

Production date marked
Latex free

Transport and storage environmental requirements:

The storage environment for the NIBP cuff shoud be in a clean, dry and well-ventilated room,
with temperature at -5°C + 40°C and relative humidity <85%, toxic, harmful and corrosive
materials should not be stroed together The valid storage period is two years.

In transport condition, the transpon vehicles should be clean and hygiene, proper stacking
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_\T'xa;z;;;n-l.wn Ha BHCIUHCTT :“Fo;)(mc k{)pxﬁwii HOKThua: b 'cif).?m_m‘scmm,vcu.rnt;h&ém " should follow the lable instruction on the outer box. :E(im&)_l'i-xsi(;n_ severe vibration and direct
BHOPALH 4. NPAIMOTO BO3ACHICTBIS BIATH, CHEIR 1 HAFPC BAHNA rain and snow shower hit should be prevented Toxic. harmitul and corrosive matenals should
~ not be mixed together for transportation
YTumauus: - Disposal: :
Bce 0nbHUUHBIE OTXO; (bl MOAICAKAT VTHIHAIHM 3 COOTBETCTBUM ¢  All hospital waste must be disposed of in accordance with applicable rules and :
. JICHCTBY IOLLUMM HOPMAaMK H IIPABHIAMH. » regulations.
. Cpoxk roiHocTH npoaykia: ¢ Valid period of the product
" Ilects mecsuen * Six months.

| Ha repputopun Poccuiickoii ®eaepauns no sonpocam, kacatosuumcs kadecrsa - On the territory of the Russian Federation on issues relating to the quality of
! H31€eaMS, TPOH3BOACTBA GHpMbI Llenpxens EMC Maiid Texnonomks: Ko, Jra. Kurad. - products manufactured by Shenzhen EMS Life Technology, LTD, China.
|
i

oOpatiarscs no aapecy: * please contact:
000 «Buaopm (MHH 7701206193) : "Velord" (7701206193)
t Op. Aapec: 101000, P<b r.Mocksa, JlyOsHcku#i no.. a. 3/6, ctp. 6. | Jur. Address: 101000, Russia, Moscow. Lubyanskiy proezd, 3/6. bild. 6,

{ Ten 495 728 41 88 anpec dnektponHo# noutsi : velord@velord.ru. tel 495 728 41 88 e-mail: velord@velord.ru.
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Mepesoa ¢ KumaiieKoeo s\lblka Ha peeeknu
('I'paiimui |
Meuatb: [«11lcT.,xemb BMC Jlainggy Tekunonopgxun Ko., J1rg»l
Il ram 1K
|3a 1 or MMM [4'o.mvanvH
«WcT.xkenb BMC' Maing ekno.nomxun Ko.. J1ygy»

Ban MNMuTbca
Nuyo(a). yiionno.mo4yenioe(ble) iiojuirici)iBa'n> gokymen bl |

1leva’l's: 1«1lleHbxcHb BMC.” Nalith Teknonogku Ko.. 114»|

1M ramm:
I'la v or MeHn KoMNaHuK
«11let,kcT. BMC .Mand exkno:topxm Ko.. J1|a»
Buull'wunben
Nnuo{a), \'110.1110mo4uenmoe(ble) 1104HUE>KaTb SJOKYMEWN fi.i

Il Mramn:

132 or umeHn K(.)MHaHUM

«LWeHbxeHb BMC' Naiid MekHonomxkn Ko,, JT'|4»
............................................. BanlMTwubca
Nuwno(a). uonmomoyenHoc(ble) NOLHUCHIBA'Lb JOKYMEH Tbi]

Cipamiua 2

LWramn:
13a n d|' MMeHn KoMnaHuu
allleHbemb BMC Jaii(]) Teknonogxu Ko.. J1roy»
____Ban Mn'n/nwes
Nnyo(a). yHo.UnomoueHnoe( ble) HOATrebHra 1i>A0KyMeu fii |

("rpaHuua

IVramu:

|3a M or n.Menn KomnaHumm

«111leHbxenb BMC' Jlaingy TekHo.momkn Ko.. J1ro»

Ban LI'nThbcA
Nunuo(a), \ HonHoMoue!rHoe(|>1e) nognvebiBa'l1> LOKYMeThI |

C rpaHuua 4

I ramu:
|3a 1 01 MMeHN KomMaHun
«LWeHbl/keT, B.MC Jlari(j) BekHonomxun Ko.. .)Brm»

__Ban 11'winbesa
alvuo(a). \'ikr,'TomoyelHioe(ble) HoAlrucbiBar>A0kK\ MeH bl 1

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



CrtpaHuua 5

LLTamn:
|32 1 OT UMeHV KomnaHun
«LLleHbeHb EMC Naitdy TekHonompxkun Ko., JITg»

BaH Li3biHbCA
Nunuo(a), ynonHomoueHHoe(ble) NOANUCHIBATb 4OKYMEHTI]

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Mevatb; |«1ncHbxenb EMC Naiith TekHonomkn Ko., J1Ta»]

LLiTamn:

[3a 1 OT MMeHM KoMNaHKK

«LLleHbxeHb EMC Jaiidy TekHonompxku Ko., JIta»
............................................................... Ban LisnHbcA

Nnuo(a), yHoTHoMo4YeHHOoe(ble) NMOAMMUCHIBA Tb JOKYMEHTbI]

NepeBeaeHO AMNNOMUPOBAHHBLIM NEPEBOAUYNKOM
UncTaKoBbIM AHTOHOM Baavmosnyem ~

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



r opog MocksBa.
[Bajuatb CefbMOro MIOHSA Be TbICAYM YeTbIpHAALATOrOo roga.

A, Nam3nHa EneHa BacunbeBHa, BpeMeHHO UCMOMHAKOLWAA 00683aHHOCTU HOTapuyca
ropoga MockBbl TepebkoBa Anekces BnagumupoBuua, CBULETENLCTBYIO MNOAMHHOCTb

nognucwn, CcAenaHHOM nepeBOAUYMKOM YMCTAKOBbIM  AHTOHOM BagnmoBuuem
NPUCYTCTBUN. JINUHOCTb ero ycTaHoB/IeHa.

3apeructpupoBaHo B peectpe 3aNe [1 o -

B3bICKaHO Mo Tapudy: 100 py6. 00 Kon.

Jlam3unHa E.B.

"opog, Vboxca

ABffuaThL  CcefbMOro VIOHA  peLulinyerablpHagTasrapa
7, Nlam3nHa EneHa BacunbeBHa, BPeMEHHO HCMOMHHIOWAs
683aHHOCTM HOTapuyca ropoga MockBbl TepebkoBa
nekces BnagMmnpoBuya, CBUAETENCTBYIO BEPHOCTb 3TOW KOMUM
NOASMHHWKOM JOKYMeHTa. B nocnegHeM NOAYUCTOK,
PUMUCOK, 3a4EPKHYTbIX CNOB W WHbIX  HEOTOBOPEHHbIX
onpaBfeHunii nm Kakux-nn6o nmo68§17Tei HeT.
3aperucTpupcsavospeely e”a”

BablckaHo no Tapudy/

BPUO HoTapuyca

Bcero npoLuHypoBaHo,

MPOHYMepoBaHO U CKpemnJieLy,
Bcero npowHypoBaHo,

7 neyaTbto A nncrt(-a™oB).
NPpoOHymepoBaH”™ CKpenneHo A S A
HeYaTbio Bpwvo HoTapuyca, »rr="awsuHa E.B.
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