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GONTROLLED FILE

PyxoeoAcreo n on usoaarenn sneKrpoxapAilorpa$a S E-3/ceptau S E-300

lI pnnoxeH ue 1. TexHhqecKre xapaKTep ucrunu

A1 .1 TexHu.{ecKue ycnoBus o6ecneqeHhn 6esonacHocrl4

Coorsercreyer craHAapraM

IEC 6060 I - | :2005 I Al :2012

EN 6060 I - I :20061 Al :2013

IEC 60601-1-2:2007

EN 6060 I - I -2:2007 I AC:201 0

IEC 60601 -2-25:2Oll
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Tun saulursl or nopaxegl4r{

3neKTpHqecK[M TOKOM
K.nacc I, c auyrpeuHl{M Hcror{HIlKoM THTaHIII

Crenegs 3aIrIHTbI or troPalKeHIa;I

3IeKTpHrIecKlIM TOKOM
Trau CF

Creneuu 3aull4rbt or BPeAHoro

aosleficrnu, B Pe3ynbrare
npoHHKHOBeHH' BOAr,l

O6uqsoe o6opy4oranue (usonupoBaHHoe

o6opyloaauue 6es 3aIIII{TrI or [poHHKHoBeHI4f,

xugrocru)

Cuoco6

4eanH $exquul cr eputrusallulr

flo4po6Hee cM. B pyKoBoAcrBe IIon F,3oBaren''I

CreneHs 6esonacHocrl4
npr4 MeHeHH'{ B npHcyrcTB}l H

roploqel.o l.a3a

06 o pylo raHue H enpl4roAH o An,{ 3Kcnnyarau}Il4 B

rrpHcyTcTBlI n roplor{efo fa3a

PeNnv pa6omr HenpepsteHas Palora

CISPR ll fPynna 1, KnaccA

<10 rraxA (nep. ror)/<10 naxA (uocr' ror)

<50 rr,rrcA (nep. rorc)/<S0 n'rxA (nocr' ror)

<10 uxA (nep. ror)/<10 rvrrA (uocr'
IA CORESPUND

ORIGINALUL(
<50 mxA (nep. ror)/<50 rr'rxA (nocr' roi+*--*-

_@-

3MC

Tox yrevxu Ha

nauHeHra

NC

SFC

,{onoluurelsgrtfi
TOK B Uent,I

11au[eHTa

NC

SFC

{"m
li(,,***{
($s,x*ry
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COHTROLLED FILE

A'1.2 Tpe6oe aHufl K oKpyxaroulefi cpe4e

A1 .3 Ohsh qecKue xapaKTephcrl'lKl'l

A1 .4 Texn u qecKne xapaKrepncrr K14 HCTOqHnKa nuTaHug

-87 -

SE-3: 290x220x85 n'ru, *2 vlt

Cepnr SE,-300: 300x260x85 utlr *2 un

I1pr.r6;ru:. 2.0 xr (4,4 rfH)

(6e: yuera Maccbl 6yntaru perucrparopa u 6araperz)

ffio-6e*rft eKpaH nnr xoH$urypaq,H A, qee'Hofi

3KpaH 4:u rcou(turyPaury B)

pa6o.{ee HanpfxeHl4e - 100-1158-122C_240 B-

Pa6o.{a.fl r{acrora 
- 50/60 fq

BxoAHas MorqHocrb- 35 B A m
Tlurauue or ceru

Houunafl bHoe HanpflxeHlle - 1 4,8lEOzuGr|'IA r:Utui I
BcrpoeHHa,I JIHTHeBa,I

aKKyMyrI fl ro P:nat 6 at aP e t , HonaNHarrHar el,axocrs - 2500 rurAqr4G\

9rcnnyarauueTpancnoprttpoBKa ,l

xpaHeHue

or *5 Ao +40 oC

(or +41 so +104 oF)
or -20 ao +55 oC

(or -4 so +l3l 'F)
Tevneparypa

25-80%

6e: rcon4enca\ilu

25-93 %

6es xoHAeHca\nvr

OrHocnrelsHag

BJIAXHOCTb

Arrr,toc$epnoe

AABJIEH}IE



***.jt{.}
GO].ITROLLED F I LE

flolsocrrro 3ap.sxeHHax 6arapet o6ecuequsaer

HopMantHlrlo pa6ory 3neKTpoKaplr'rorpaSa B reqeHl{e

npnMepHo 6,5 uacoe. On uoxer He[pepLIBHo 3anl4cblBarb

B TeqeHI,Ie [pI{MepHo 3 qacos B p)rrIHoM pexl'IMe 
'r

3anI,ICbIBarb MaKCIAMIT\{ 330 o'r'{eroB B aBTOMaTHTIeCKOM

pexuMe.

Heo6xoAuuoe BpeMt 3apf,AKI'I: 5 qacon

flpe4elsuoe KorluqecrBo uI'IKJIoB > 300 pa:

T400mAH250V, O5x20mmilranxufi nPeloxpaHllrenl

Ai .5 Pa6oq ne xapaKreprcrllKl4

'/

Marpuvttstfi rePMotlPHHreP

8 * ,, -r,r/200 rq Ha.lrcfiiu (no ooa aMnnuryAtl)

40 rq ua rraru/I000 ru ua 4lofiu (no ocn BpgMeHlI' npu

25 tvwlc)cKopocrH rlpoll}qx--_.--
fhorHocrt ilealarl4

O-"uorurnal repuo6yMara: 80 rvrrvr x 70 urr'r x 200 crp'

Pylonnar repuo6yruara: 80 urr'r x 20 rvrEyrraara Arfl Perncrparopa

Pa6oqaq uI4PHHa

5 --lrd;pru/c, l0 uulc,l2,5 rul.,lllc'25 urr'r/c' 50 rr'rl,r/c

C nopocrs rPor,{xKH 6YmarH

+5% (no ocN x). +5% (no ocu Y)

Oupege,reHue rICC

I4auepeuue MeIKAY TIVKaMH

30-300 Yl./r'rr'tH

*1 y4./lrauH

Craugapru arc 12 oree4euufi

OrlnosperueHHo e 12 oreeAeHl'lsx
Pexuttl pelHcrpaquH

-88-
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ft&it+t
GOHTROLLED FILE

12 6nr124 6ur (gonolHureJIbHo, rpl4 Hanlquu nnarll ?Kf

2,52 r'lxB/LSB

flocrosHuafl BpeMeHH

0,05-150 fq (-3 AB)

2,5 nau/uB, 5 uu/tvtB, 10 rvrrr'r/rvrB, 20 tr'lu/uB, 10/5 rrarr'r/rrlB'

tlvecrsurerbHocrb

>50 MOl.r (10 fq)BxoAuoe corrporl4BneHHe

<0,05 rurAToK exoAHofi uenu

<+5 uB (nrarc-nrarc)fluanasou BxoAHolo

HanpflxeHHf

Ka:ru6poeoqsrtff camral

HilTeJIbHo, ttpu HanLItlHu nnarst 3Kf

DEl2)
HanprNeHue cMeuleHHfl

TIOCTOflHHOTO TOKA

<12.5 uxB (nux-nnx)

MHoroxaHaJILH ble

rrepeKpecrHH e rlglax:xl:
Oursrp AC: BrcniBsrr<r

Oururp [fl(D:
0,05 fu/0,15 fq/0,25 fq/q;32 fT /0,5 f

@urrrp 3Mf : 25 ful35 ful 45 fq/BbIKI

@rarrrp Ht{:150 fq/100 fq/75 fu

>l t0 aBEl l5 gB (lonoJlHl'lreJlbHo, npu HanHrILlI IIJIaTbI

3Kf DEl2)
KoeSSr.ruuenr ocra6:reuus

cuu$asuoro curua:ra (CMRR)

9acrora .u4cKperla:aul{r{

o6uapyxeu}Ie B0AIITeJIfl pIITMa (gono,rultre,rrrro, npu ga,ruquu-nlarst 3KI DE12)

or a2 Ao +250 uBAltllu'rga NALULUI
0,1-2,0 nac

Hacrora ArI cKPerI43aIII4I4
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SONTROLLEN FILE

Bueuruufi sxoA/nrIxoA

Bsol
>100 rOu;rlyucrrurelbHocrb 10 urrr/B+5 %;

HecHuttuerpuqHslfi

BrxoA
<100 On,r; LlyacrsnrerbHocrb I BltrB+5 o/o;

Hecuuuerpuqnrtfi

NPhMEqAHYIE.

1. Toqnocru Bocnpou3BeAeHilH BXOAHOTO CUrHafla npoBepflnacb MeToAaMh,

onrcaHHbrMr/ B crsrbe 4.2.7.2 craHAapra ANSI/AAMI EC11:1991/(R) 2001,

pesynbTarbt npoBepKh coorBercrBytor crarbe 3.2.7.2 cTaHAapra ANSI/AAMI

EC11:1991/(R) 2001.

2. finara 3KI- DE12 orcyrcrayer B npoAaxe B C[UA'
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Product $ervice

CERTIFICATE
No, Q1N 17 05 91164 008

Hnlder of *ertifisats:

Certlfication Mark:

$cope of Certificate:

Repod No.:

Valid from:
Valid until:

Edan lnetruments, lnc.
#1 5 Jinhui Road,Jinsha Community.Kengzi Sub-Dstrict
Pingshan District

518122 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

8J17891021

2017-08-22
201 g-1 1 -30

Design and Development, Production and
Distribution of Transcranial Doppler $ystem,
Fetal Monitor,Fetal & Maternal Monitor,
Patient Monitor,Central Monitoring $ystem,
Ultrasound $canner,Ultrasonic Pocket
Ooppler, Electrncardiograph,Pulse Oximeter,
Digital Ultrasonic Diagnostic Imaging $ystem,
PC ECG, STRE$S ECG,Vital Sign* Monitor,
Finger Oxirneter,Ultrasonic TableTop Doppler'
Dati Management Sofhrrare,Trolley (for medical
use), ECG E lectrode,Holter Syslern, Treadrn ill

{for medical use},Diagnostic Ultrasound $ystem,

Ultrasonic lmaging Management $ystem,
Blood Gas and Chemistry Analysis $ystem

{including Blood Gas and Chernistry Analyzer,

LalibranlFluid PackJest Cartridge, Controlsl;
HematologY analYzer; Reagents for
frernatology analyzer; Video Colpo$cope; Ultrasonic

Transducei, TOC0 Transducer; $PO2 $ensor; Temperature

Probe; ECG Oable, Telemetry Transmitter, NIBP Cuff'

Anassth etic Workstation, Ventilator'

Tha Certification Bccly sf TUV $UD Product $arvice GmbH cefffies that the company

above has estabiishBd and is maintaining a quality managemelt sy$tern, which meets

requiiements of the lisied standardis). see also notes overleaf.

Sate, 2017-08-22

Page 1 of2
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P$ducl Seruice

CERTIFICATE
No. QIN 17 0$ 31264 008

Applied $tandard{s}: EN lSCI 13485:2012 + AC:2012
Medical devices - Quality management systems -
Requirements for regulatory purposes

{lSO 13485:2003 + Cor. 1:2009}
DIN EN lS0 13485:2012

Edan lnstruments, lnc.
#1 5 Jinhui Road,Jinsha Community, Kengzi Sub-District, Pingshan
District, 518122 $henzhen, PEOPLE'S REPUBLIC OF CHINA

Edan lnstruments, lnc.
3lF-8, Nanshan Medical Equipments Fark, Nanhai Rd. 1019#,

$hekou, Nanshan District, 518067 Shenzhen, PEOPLE'S

REPUBLIC OF CHINA

Fa*ility{ies}:

TageZof 2
Wo\":g,*sJ94l;-ffi

"st .o$
OSPTIADE

i.ilU SUI Frodurt Surui*u SrnbH . Ie*iiiriorstelle ' Hidlerstral]e fi$ ' 80339 Miinchen ' 6ermany Tt)VO
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Produrt Seruice

HC Certificate
Full Quality Assurance $ystem
Directive S3I4?EEC on Medical Devices {fdDD}, Annex llexcluding (4}
(Sevices in Class lla, llb or lll)

No. G1 17 05 91264 006

Manufactur*r:

EC-Representative:

Product
Category{ies}:

is mandatory See also notss overleaf.

Report No":

Valid from:
Valid until:

Edan lnstruments, lnc.
#15 Jinhui Road, Jinsha Comnrunity, Kengzi Sub-District
Pingshan District

518122 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Shanghai lnternational Holding
Corp. GmbH {Europe}
Eiffestratle 80

20537 Hamburg

GERMANY

Transcranial Doppler System, Fetal Monitor,
Fetal & Maternal Monitor, Ultrasonic Pocket
Dopple r, Patient Monito r, Electrocard iograph,
Ultrasound Scanner, Central Monitoring
$ystem, Pulse Oximeter, Digital Ultrasonic
Diagnostic lmaging System, STRESS ECG'
Pc LCG, Vital $igns Monitor, Finger Oximeter,
Ultrasonic TableToP DoPPler,
Diagnostic Ultrasound System, Holter $ystem'
Telem etry Transrnitter,
Anaesthetic tlYorkstation, Ventilator.

BJ17B91 07

2017-09-1 I
2A22-Ag-17

The certification Body o{ T0V sUD Product service GmbH declares that the aforementioned

rnanufacturer ha* inrpl*rnented a quality assurance system for design, manyfS{u1e and,final

inspection of the respective devices I device categories in accordance with MDD.Ann"I.ll 
, .-

This quality assuranse system conforms to the requirements of this Directive and is subject to

p*rtii**f surveiltance. For marketing of class lll devices an additional Annex ll (4) certificate

Ir,,*4 ;%
Date, 2017-S8-31

$tefan Preiltr

TUV SUD Product Service GmhH is Notified Body with i

Page '1 of 2
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Product Service

fC Certificate
Full Quality Assurancs System
Directive S3/42iEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla, ilb or lll)

No. Gt 17 0S g'1264 006

Facility{ies}:

Page 2 of ?

fUV SUU Frciir.rcl Servrlr'r {intD'rj

Edan lnstruments, lnc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

Edan lnstruments. lnc.
3/F-8, Nanshan Medical Equipments Park, NanhaiRd, 1019#,

Shekou, lr,lanshan District, 518067 Shenzhen, PEOPLE'S

REPUBLIC OF CHINA
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