
口三N!HON KOHD叵N
sHANCHA】 KoHDEN MEDICA△ E△ECTRoNlC】 NsTRUMENT CORΠ
Add号 No567Hualiohemg Bei Road,shaoghai Co!nprcllcnsive【 ndllstrla】 DeVe!op!η cn!Zonc,

Fcngxlan Dis臼 |ot,shanghai,20!401,Chha

DecⅡ arat二oⅡ No。 :   sKXY-I00θ 9B

EU DECLARATION OF CONFORMITY

Th二§i§ a declarajon△ Lade二n accorda⒒ ce W△ h the requ二 remeⅡ t§ ofthe fo⒒ ow△Ⅱg releva⒒ t

UⅡ二oⅡ harmo△ i§adom 】eg:§lat二OⅡ。 The manufacturer a§ §ure§ t⒒at tlle device tha! 二§
covered by the pre§ e△t declarajoⅡ  i§ h coⅡ form二ty with t⒒ :§ ReguⅡa0oⅡ σU)2● 17′745
for~Ied二 ca【 Device§ and,二f appⅡ cable,Ⅵ虍th a⒒ y other reⅡevaⅡt U⒒ioⅡ legi§Ⅱajo⒒ that

W乇抖扌玉拄劣甘琵r甘戋IF兄§::忠甜玑乩拌照⒊扌
e dedarajm" ″盯

】ly!【aⅡufacturer、 Name:   sHANGHAI KOHDEN MEDICAL ELECTRONIC1NsTRUMENT CO】 :1∶【氵1

Addrem:         No,567 Huancheng Bo ROad, shanghai Comprehens"e Indus茁 al
DeveIOpment Zone,Fengxhn Dis勹 Hct,shangh茁 ,201401,China

s彐uV:            cN¨ MF¨000013567

Europea△

Repre§ eⅡtajve:       NIHON KOHDEN EUROPE GmbH
Addre§§:           R缸 nhisenstrasse10,6I191ROsbach,Ge1..iany
sRN:                DE¨ ARˉ000010740

■ ReguⅡauoⅡ σu)2o17/T4srMDR,

NojⅡed Body
Namea⒒ d No。 : BsI Group The Netherlands B.`凡 2797
Cer△icate No。 (Co⒒forⅢ△y MDR748567(Amex Ⅸ  ChapterIand Ⅱo
a§mmmeⅡ t prOcedure):

■  Direcjve2011/6⒌EU and201⒌863旭U
staⅡ dard App■hd:          EN50581∶ 2012

sGs FIMKO O、 No.0598

HEL¨CERT190300135¨ 01Issue no.2(sVM¨ 7130,sV⒈汪̈7160)
HEL¨CERT190300I34¨ OI Issue nO.2“ Q1⋯710P)

Health and safety

Artide3.1ω )

EN6060I¨ ⒈2006+A⒉ 2021(sVM彳 130,
sVM彳 16ω
EN IEC62311∶ 2020

EMC
Articlc3,I(b)

EN 60601ˉ 1¨⒉2015+A⒈ 2021 (sVM¨
7130,sVmI¨ 716o)

EN301489¨ IV2.2.3
EN301489¨ 17V3.2,4

spectrum

`u"iGIe3.2

EN300328Ⅴ2.2.2
EN301893V2.1.I

CyberseGoty
Article3.3(d)。 ‘e)。 亻o

NOt applicable

NOHfled Body perfol▲ lェed an EU¨type exaluinaHon in accOrdance with the rcquLeⅡ Lents ofAmnex IⅡ  of m
D山℃uvc and七 sued the EU忄me examhation GcrtiⅡ Cate rArticle3.1(ω ,3.1(b),3.2).
The de说ce rcferenced h tho declaratiOn`su丬 ecttO the pro讧 shns Of Regulation(EU)201γ 745,

Pursuant to Art虫

"e2,l of COmmiss⒗
n Delegated Regul扯 ⒗n(EU)202γ 30,the essenthl requrements

outlined in Art⒈

"c3.3(d),(e),and(0ofDi■
active2014朽 3/EU shaIl not appIy to the dev妃 c,
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■ D二recjve2014`5g/EU(RED)
N。jrled Body

NameaΠ d No。 :
EU丬△pe Examhajon
Cer|← iⅡcate NO。 :

sta⒒dard App⒒ed:



Ξ三N!HON KOHDEN
sHANCHA【 KoHDEN MED】 CAL ELECTRoN1C】 NsTRUMENT CORP
Add: No567Hoanohcng Bci Road,shallghai Colnprehensive【 ndustHal Developme"t Zone,

Fcngxlan Distriot,shanghai,201401,Chha

Device IⅢ format二 oΠ :

Declarado⒒ No。 :   sKXYˉ I0009B

ProduCt Namc ModeΠ l刂uⅢber  Chd   Ba§二c UDI-DⅡ hIDR RoI】s RED
Ⅵtal⒏gns M9J二 pr    旦ⅤM彳 130    IIb   69700I088sVM彳 130U4  ∨  W  W
Ⅵ±旦!土臣昼立;"tor~ sVM彳 160   △b   ⒆ mOIOg8sⅤM彳 160UD  W  W  W
sOfhvare Kit      Qs~II7P    Ⅱb

Intcrface     QI-716P   IIa
Interface     丘】⒈717P   IIa

Recorder、IOdule         Ws¨ 710P        IIa
Wirlρ叩 LAN Modulc  QI彳 10P IIa      6970010880I¨ 710P6U W   √   √

InteⅡded purp"e: ① The sVM¨ 7130and sⅤ M彳 160monitors Gan be uscd as诎 al茁gns monito⒙ ,and
are intended to be used by cIinicians, dOctors, nllrses and mcdicaHy quaHfled

personnel for measuΠ ng nOn¨invasivc blOOd pressurc CⅪ IBP), nonˉ invasive
hnGHonal Oxygen saturauOn Of arteHolar hc1nOgIObin(spOD,bOdy temperaturc
(TEMP)of One pat抬 nt at a ume,and can be used for several pat诒 nts and generate
aIarms.

② The Qs⋯ 1I7P七 the soaware upgTade packagc fOr qualiⅡ ed semce persOnnel to
updatc the sohare Ⅴersion of sVM¨ 7130and sVM¨ 7160vital signs mOnitor,

③ The QI¨ 71m缸 erface o for the sVM¨ 7IOO seHes vi伍 l signs monitor,Thc
intcrface can display tcmperature value that is mcasured by Excrgen’ s in△ared

theェlllometer TAT巧 000s¨Rs232-QR,

④ The QI¨71″ interface is an interfaGe which cOmeGts sVM¨7100s曲es诎al茁gns
mOn△orand RADIANT’ s in△ared ear therlnometer THP59JU.

⑤ The Aw彳 IIP饴mperaturc modu⒗ 厶 for the sVM¨ 7100scHes诎aI s1gns
monitor,The temperamre module can measure oraI,axiIIary or rectal temperature.

⑥ The Ws-710P rcGOrder modu⒗ o forthe sVM彳 100s曲cs￠ tal s1gns monitor,
The reGOrdGr modulc can record the wavefoェ ェji data of the paHents’ vital signs and
pHntth沁 data thrOugh commlln妃at⒗n with the moHtor.

⑦ The QI-710P wireIess LAN mOdule o for the sVM¨ 7100s曲es讧tal茁 gns
mon⒒or.By the WLAN moduIe,the v△ al signs monitOr can conduct the pajents’
vital signs cOmmunicau。 n with central rnonitor or Other1nOnitors.

Add二jo⒒al InformadoⅡ :
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