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PyxoeoAcreo n on usosarens enelcrpoxapArorpa$a S E-3/cepla u S E-300

II pranoxeH ne 1. TexHuqecKue xapaxTep ucrunvl

A1.1 TexnnqecKhe ycno e;v,A o6ecneqeHufl 6egonacHocTn

IEC 6060 I -l :20051 Al :2012

EN 6060 I - I :20061 A1 :2013

IEC 60601-l-2:2007

EN 6060 I -l -2:2007 I AC:20 I 0

IEC 60601-2-25:2011

Coorsercreyer craHrapraM

Kracc I. c euyrpeuHuM I,lcrotlHHKoM tlHTaHHq
Tun :aulnrst or nopaxeHI4fl

3neKTpHqeCKHM TOKOM

Tran CF
CreneHr, 3auruTbt or rtoPaxeHI4s

SJIeKTpHqecKI4M TOKOM

O6rrquoe o6opylorauue (u:olupoBaHHoe

o6opyronaHHe 6es 3atrlurbl or rlpoHHKHoBeHH,I

Nngrcocrra)

CreneHu 3aulurbt or BPeAHoro

nosleficrnafl B pe3ynbrare

npoHt4KHOBeHHt BOAbI

IIogpo6Hee cM. B pyKoBoAcrBe [oJlb3oBareJ]'lCnoco6

4e:ra H Sexq uu I crepu tu3alru n

O6opyaoeaHue H eIlpuroAHo AJIfl 3Kcnnyaraql'r 14

rrpr4cyTcTBH H roploqero fa3a

Creneur 6e:onacuocrn
IIpuMeHeH14n B rlpHcyTcTBl4H

foproqelo la3a

HenpepstsHar pa6ora

CISPR 1 I l-pynna I, Knacc A

<10 uxA (nep. rox)/<I0 rlrrA (nocr. rox)
Tox yrevxa

IIauHeHTa <50 nlrcA (nep, ror<)/<50 rr,rrA (nocr. rorc)

<10 rrlrA (nep. rox)/<10 rr,rxA (nocr. rox).{onor Hurelssltft

TOK B UCNI4

rrauHeHTa
<50 urcA (nep. ror)/<50 r"rxA (nocr' rox)
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PyxoaoAcreo non usoearens eneffi poxapArorpa$a S E-3/cepu I S E-300

A1.2 Tpe6oeaH. A K oKpyxarcqefi cpeAe

Ter,rneparypa
or -20 1o +55 oC

(or-4ao+l3l'F)
or *5 Ao +40 oC

(or +41 4o +104 oF)

Otsocnre,rsHag

BJIA)I(HOCTF,

2s-93 %

6es KoHAeHcauaH

25-80%

6e: xoHAeucal\wvl

Arr',toc$epuoe

AABJICI]HE

70-106 xIIa 86-106 rcIIa

A1 ,3 OnsnqecKue xapaKrephcrl4KH

A1 .4 Texn u q ecKH e XapaKTep ncTll Kl4 14 CTOII H 14 Ka nuT aHuA

SE-3: 290x220x85 tun,l,12 tvtM

Cepnr SE-300: 300x260x85 nru *2 uv

[pu6.nra:. 2,0 rr (4,4 $u)

(6e: yuera Maccbl 6ytrara perucrparopa ra 6arapeu)

320x240 xK-:xpaH (,repHo-6enurft oxpan 4rr xou$nrypallHH A. ueerHofi

3KpaH gr.r rconSurYPauun B)

Pa6o.{ee Hanp,IxeHne - 100-115 B-122C_l240 B-

Pa6oqar qacrora - 50/60 fu

Bxo.(sas MoulHocrb - 35 B A

HotvtugallHoe HaIIpsxeHlIe - 
14,8 B

ilurasue or cerl4

BcrpoeHuar JIHTHeBafl

aKKyM yn rroPu ar 6araPen Houusalssas eMKocrb - 2500 rr'rA't

OOPI,A CORESPTNDE

ffiULUI
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PyKoBoAcrBo non b3oBara-rfl 3neKrpoKapA!4orpa+a s E-3/cepu yl s E-300

llolnocrrro 3apf,xeHHan larapet o6ecneqilsaer

HopManbHlro pa6ory 3neKrpoKaplnorpaSa B reqeHHe

npr,rMepHo 6,5 qacos. Ou uoxet HenpepblBHo 3alll4cblBarb

B rer{eHl,Ie npI,IMepHo 3'Iacoe B pyt{HoM pexnMe v

3anl,IcblBarb MaKcHMyM 330 or'{eroB B aBToMarI'IqecKoM

pelr(HMe.

Heo6xogrntoe BpeMfl 3ap,IAKH: 5 qacos

flpelerrHoe KoJIHqecrBo ul4KnoB > 300 paa

fl:rasxHft npeAoxpaHHrenb T400mAH250V, O5x20mm

A1 .5 Pa6o.t ue xapaKTeplrcrll K14

MarpuuHstfi repMorlP14HreP

8 rq Ha rran,t/200 rq Ha Aroftu (no oct'l aunlraryAlr)

40 rq Ha n,tr'.1/1000 rv Ha grofiu (no octz BpeMeHl4, npH

cKopocra nporrNrrl 25 rr,trr'r/c)

ll,roruocru rteqaru

@a,rsqouauHar repuo6yMala: 80 urr'r x 70 urrl x 200 crp'

Py:ronHan repvo6Yvara: 80 tuu x 20 vEyvara An, perncrparopa

Pa6oqaq uupHHa

5 tr.lu/c, 6,25 uvtlc, l0 rr,trnr/c, 12,5 urr,l/c' 25 vu/c,50 rtlrr,l/c

(*3 %)Cxopocrr rporfl xKH 6Yuara

+5% (no ocu x), +5% (no ocu Y)Toqsocru AaHHblx

I4:ruepeuae MexAY nHKaMH

30-300 yl./nrun
lluanasoH tlCC

+1 yg./rrllaH

CraHgapruule I 2 oreeAeHlril
OrneAeHuq

PeNutu perHCrPaunH O4Hoaperr.teHHo s l2 orseAeHl'Isx
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12 6nrl24 6r,rr (gononHureJlbHo, npu Harut{Hu n'lrarsr 3Kf

2,52 ruxB/LSB

0,05-150 fu (-3 aE)tlacrornas xapaKTepI4cruKa

2,5 ltu/*tB, 5 rrlur/urB, l0 ltlt/r,'rB, 20 rt'rn,l/uB, l0/5 n'rv/ruB'

Llvecrslarer bHocrb

>50 MOrvr 1t0 fu)BxoAHoe cotlPorHBJIeHHe

Tox exoAuofi uena

<*5 n,rB (nrax-nrarc)[uana:ou BxoAHoro

HaIIp,{xeH14q

I naR+3 7oKa,rra6poaosH utfr calHal

+500/600 rvrB (.qonorHHreJIbHo. npn HaiIHtll4n nlarur 3Kf
HanprNeHue cMeureHur

nocrogHHOI-O TOKa

<12.5 r',lxB (nar<-nrx)

<0,5 ttuM goroxaHaJIbH [,Ie

nepeKpecTHble ucKaxeHHf

@ulsrp AC: Brcn/Bstrcn

Oursrp [rIO:
0,05 fu/0,15 I-q/0,25 I-u/0,32 I-u/O'5 I-u/0'67 I-q

@ursrp 3Mf: 25ful35 fq/45 fu/BblKJI

@ururp HLI:150 fu/100 fu/75 fu

Z I l0 aEE I I 5 aE (aonoJIHureJILHo' npl4 Hanur{l4H nJIarL'l

3Kf DE,l2)
KoeQQuuraeHr oc.na6reHus

oru$a:Horo uanrana (CMRR)

t{ acrora A14cKper143auH 14

ooHapyxerrlleB0AI,ITeJIqpilTMa(AonoluureJlbHo'flpuHaIuqlllltIJIaTbISKIDEl2)

or t2Io +250 rrlBAn,tnluryAa

0" l-2,0 n,tc

10000/c/rcaHa.nt-l acrora AHCKpeTI43aUHH

-89-

AUil

Pa:perueHue

>3,2 c[locroqHHa,l BPeMeHil

<0,05 nrrcA

IIly,ut

@u,rsrp

1000 I-u

LUtzpnua

coru,
L'I
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Bneuruufr sxoA/nrlxoA

>100 xOrra; gyecrnurelbHocrb l0 rt,tn,t/B+5 %;

Sl00 Orr,rl t{yncrnurerbHocrb t B/naB+5 %;

Hecun,t rverpraqHutfi

NPUMEqAHTE.

1. To,{xocru Bocnpoh3BeAeH[R BxO,qHorO crrHana npoBeptlnaCb MeTOAaMr,

onhcaHHbrMl4 B crarbe 4.2.7 .2 craHAapra ANSI/AAMI Ec11 :1991/(R) 2001 ,

pe3ynbTaTbt npoBepKil COOTBercrByloT cTarbe g.2.7.2 craH.qapra ANSI/AAMI

EC11:1991/(R) 2001.

2. flnara 3Kl- DE12 orcyrcreyer B npogaxe B C[UA'

-90-



EC Certificate
Full Quality Assurance System
Directive 93142IEEC on Medicat Devices {MDD}, Annex il excluding (4}
{Devices in Class lla, llb or lll)

No. cl 17 05 91264 006

Manufacturer:

Prod,.rit Service

EC-Representative:

Product
Category(ies):

Report No.:

Valid from:
Valid urttil:

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
rnanufacturer has implenrented a quality assurance system for design, manufacture and final
inspection of the respective devices I device categories in accordance with MDD Annex ll.
This quality assuranca system conforms to the requirements of lhis Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex ll (4) certificate
is mandatory. See also notes overleaf.

Edan lnstruments, lnc.
#15 Jinhui Road Jinsha Community, KenEzi Sub-District
Pingshan District

518122 Shenzhen

PEOPLE'S RFPUBLIC OF CHINA

Shanghai lnternational Holding
Corp. GmbH (Europe)
Eiffestralle 80

20537 Hamburg

GERMANY

Transcranial Doppler System, Fetal Monitor,
Fetal & Maternal Monitor, Ultrasonic Pocket
Doppler, Patient Monitor, Electrocardiog raph,
Ultrasound Scanner, Central Monitoring
System, Pulse Oximeter, Digital Ultrasonic
Diagnostic lmaging System, STRESS ECG,
PC ECG, Vital Signs Monitor, Finger Qximeter,
Ultrasonic TableTop Doppler,
Diagnostic Ultrasound System, Holter $ystem,
Telemetry Transmitter,
Anaesthetic Workstation, Venti lator.

BJ'1789107

2017-09-1 I
2422-49-17

/. fr-"-"/
Date, ?017-08-31

$lefar Preif,

TUV SUD Product Seruice GmbH is Notilied Body with identifrcation no. 0133

Page 1 of 2

TUV SUD Product Ser.vice Gmbll ' Ze rtifizierstelle Ridlersiratle 65 . 8033S lvliinchen Gornra ny TUVCI
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Froduct Servrce

EC Certificate
Full Quality Assurance Systsrn
Directive s3i42/EEc on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, llh or lll)

No. cl {7 05 91264 006

Facility{ies}:

Page 2 of 2

T0V SiiD Froiiul;lSer"vire 0nrbH

Edan lnstruments, lnc
#15 Jinhui Road, Jinsha Community, Kengzi $ub-District,
Fingshan District, 518122 Shenzhen, PEOPLE'S REFUBT-|C Of
CHINA

Edan lnstruments. lnc^

3iF-8, Nanshan Medical Equiprnents Park, Nanhai Rd. 10i9#,
Shekou, Nanshan District, 518067 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

,".#

Zr.rrtifizierstell* . RidlerstraBe ts5 80339 Miinchen Gerntany TUVCi,
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Prcdi.rct .Serv,ce

CERTIFICATE
No. Q1N 17 05 91264 008

Holder of Certificate: Edan lnstruments, lnc.
#1 5 Jinhui Road,Jinsha Community,Kengzi Sub-District
Pingshan District

518122 Shenzhen
PEOPLE'S REPUSLIC OF CHINA

Certification Mark:

tuv. gud.caf/pi{trt

$cope of Certificate: Design and Oevelopment, Production and
Distribution of Transcranial Doppler System,
Fetal Monitor,Fetal & Maternal Monitor,
Patient Monitor,Central Monitoring System,
Ultrasound $canner,Ultrasonic Pocket
Doppler, Electrocardiograph,Pulse Oximeter,
Bigital Ultrascnic Diagnostic lmaging System,
PC ECG, STRETS EC6,VitalSigns Monitor,
Fi nger Oximeter,Ultrasonic TableTop Doppler,
Data Management Software,Trolley {for medical
use), ECG Electrode,Holter System, Treadmill
(for medical use),Diagnostic Ultrasound System,
Ultrasonic lmaging Management $ystem,
Blood Gas and Chemistry Analysis System
(including Blood Gas and Chemistry Analyzer,
Calibrant Fluid Pack,Test Cartridge, Controls);
Hematology analyzer; Reagents for
hematology analyzer; Video Colposcope; Ultrasonic
Transducer. TOCO Transducer; SPO2 Sensor; Temperature
Prabe; ECB Cable, Telemetry Transmitter, NIBP Cuff,
Anaesthetic Workstation, Ventilator.

The Certification Body of TUV SUD Procluct $ervice GmbH certifies that the company mentioned
above has estabiished and is maintaining a quality management system, which meets the

requirements of the listed standard(s). See also notes overleaf

Report Ho.:

Valid from:
Valid until:

Date, 2017-48-22

Page 1 of2

BJ1 7891 021

2017-48-22
201 S-1 1 -30

ttu{
Stefan PreiR

TiiV S[ln Pr.oririct Service (}rnhH Zenifirierstelle RidlersuaBe 05 80339 Miinchen ' Gerrnany TIIVS
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Product Service

CERTIFICATE
No. Q1N 17 0S 91e64 008

Applied $tandard{s}: EN lS0 13485.2A12+ AC.2A12
Medical devices - Ouaiity managenrent $ysternE -
Requiremenis for regulatcry purposes
(lSO 13485:2003 + Cor. 1:2009)
DIN tN ISO 13485:2012

Edan lnstruments, lnc.
#1 5 Jinhui Road.Jinsha Ccmmunity,Kengzi Sub-District, Prngshan
District,518122 Shenzhen. PEOPLE'S REpUBLIC OF CHINA

Edan lnstruments, lnc.
3/F-8, llanshan MedicalEquipments Park, NanhaiRd. 1019#
Shekou, Nanshan District, $18067 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

Facility(ies):

Page 2 of 2 NAKKS
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TtV SUu produrt lisrvice tirnrrH - Zertiiiziorstelle . HicllerstraBe sn 80339 Miincherr G*rnarry T(JVs'
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