S X5 Ak
CONTROLLED FILE

PyKoBOACTBO nonb3oBatens anektpokapavorpadga SE-3/cepuun SE-300

MpunoxeHue 1. TexHnYecKkne xapakTepPUCTUKH

A1.1 TexHuU4Yeckue ycrnoBus odecneyeHus 6esonacHoCTU

IEC 60601-1:2005/A1:2012
EN 60601-1:2006/A1:2013
CoOTBETCTBYET CTaHAapTam [EC 60601-1-2:2007

EN 60601-1-2:2007/AC:2010
[EC 60601-2-25:2011

Twun 3auThl OT MOPAXKEHUS
Knacc I, ¢ BHyTpEeHHUM UCTOYHUKOM MUTAHUSA
HMEKTPUUECKUM TOKOM

CTerneHb 3alUUTHI OT MOPAXKECHUS

Tun CF
9JEKTPUYECKUM TOKOM
CreneHb 3alIUThl OT BPEIHOIO O6k4HOE 000pyaOBaHUE (M30IMPOBAHHOE
BO3JCHCTBHUS B pe3yJsibTare oGopyaoBanue 6e3 3alMThl OT MPOHUKHOBEHUS
MPOHMKHOBEHHUS BOJIbI KHUAKOCTH)
Crnocob [TospoGHee cM. B PYKOBOACTBE 110J1b30BaTE/Is

JAe3uH(pEeKUUNH/CTEpUIN3alnm

Crenenp 0€30MaCHOCTH
ﬂpMMCHCHHﬂ B ﬂpl’lcyTCTBl/H/I
roproqero rasa

O60py1103amde HETIPUroAHO AJIA SKCIUTyaTaluu B
MPUCYTCTBUH TOPIOYETO rasa

Pexxum paboTel HenpepsiBHas paboTa
OMC CISPR 11 I'pynna 1, Knacc A
NC <10 MKA (riep. Tok)/<10 MKA (1OCT. TOK)
Tox yTeuku Ha
RAHEHTA SFC <50 MKA (nep. Tok)/<50 MKA (MocT. TOK)
JlononHUTeNbHBIA | NC <10 MKA (nep. Tok)/<10 MKA (nocT. TOK)
TOK B LIENH
naLMeHTa SFC <50 MKA (nep. Tok)/<50 MKA (TOCT. TOK) ggfj,“ :(,)RESPUNDE
ORISINALULUT
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CONTROLLED FILE

PyKOBOACTBO Nonb3oBaTens anekTpokapavorpada SE-3/cepum SE-300

A1.2 TpeboBaHUA K OKpyxatollen cpene

TpaHcnopTUPOBKa U
Jkcnnyarauus
XpaHeHue
ot -20 o +55 °C ot +5 go +40 °C
Temneparypa
(ot -4 1o +131 °F) (ot +41 no +104 °F)
OTHOCHUTENLHAS 25-93 % 25-80 %
BJIAX)KHOCThH 6e3 KoHAeHCaLUWH 0e3 KoHJAeHCaLlnH
AtmocepHoe
70—-106 klla 86—-106 klla
JlaBJIeHUE

A1.3 ®Dusnyeckue XxapakTepucTmuku

SE-3: 290%220%85 MM, £2 MM
Pa3zmepsl

Cepus SE-300: 300x260%85 MM +2 MM

[MpuGan3. 2,0 kr (4,4 dn)
Bec

(Ge3 yyeTa Macchl Oymard perucrparopa u Gatapen)

320%240 JKK-3kpan (uepHO-Oesiblii oKpaH g KOH(pUrypauun A, UBETHOM
Hucnueit

KpaH uis KoHdurypauuu B)

A1.4 TexHUUYeCKue xapakTepucTUKu UCTOYHUKA NUTaHUSA

[luTaHue oT CeTH

PaGouee Hanpskerne — 100115 B~/220-240 B~

Pa6ouas wactota — 50/60 'y

BxoaHas MOIIHOCTE — 35 B-A

BeTpoeHHas nuTrueBas

akkymynsitopHas Garapes

HomunanbHoe Hanpskenne — 14,8 B

HomuHanbHas emkocth — 2500 MAY

-87-
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CONTROLLED FILE

PyKOBOACTBO NOMb3oBaTENS 3NeKTpokapanorpada SE-3/cepumn SE-300

[TonHocThiO  3apskeHHas  OaTapes obecrieunBaer
HOpMaNbHYIO paboTy snekTpokapauorpaha B TeueHHE
npumepHo 6,5 uacoB. OH MOXeT HenpepbiBHO 3aMUCHIBATH
B TeueHWe TMPUMEPHO 3 4acoB B PYYHOM pEKUME U

3anuchiBaTh MakcumyMm 330 OTYETOB B AaBTOMaTHHECKOM

pexuMme.

HeobxoaumMoe BpeMs 3apsiIKu: 5 4acoB

[peaensHoe KomuuecTBo UMKIoB > 300 pas3

TTnaBkuit pefoXpaHuTeNb T400mAH250V, ©5x20mm

A1.5 Pabouune xapakTepucTuku

3anuch
Peructparop MarpuyHbIi TEPMOTIPUHTEP

8 T4 Ha MM/200 T4 Ha HO¥M (10 OCH aMILIUTY/bI)
ITnoTHOCTB NE4YaTH 40 Ty Ha MM/1000 Tu Ha JrO¥M (11O OCH BPEMEHH, TIPH

CKOPOCTH MPOTSKKA 25 MM/C)

danbrosannas Tepmobymara: 80 Mm x 70 mm x 200 cTp.

ByMArS. BT perRarpEpY Pynonnas TepmMoGymara: 80 Mm x 20 m

PaBouas wupuHa 72 MM

5 mm/c, 6,25 mm/c, 10 mm/c, 12,5 mMm/c. 25 mm/c, 50 mm/c
CKOpOCTb MPOTSKKK Oymaru

(3 %)

TOYHOCTH AaHHBIX +5% (110 ocu X), £5% (110 ocH y)

Onpenenenne HCC

MeTon W3mepeHue MEKIy NUKaMu

Junanaszon UCC 30-300 yn./muH

TouHOCTb +1 yn./mMuH

Baok DKI COPIA CORESPUNDE
ORIGINALULUI

OTBeJIeHUS CranjapTHbie 12 OTBEJECHU M =Sm—

PesxuM peructpaunu OJHOBpeMEHHO B 12 OTBEACHUAX
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CONTROLLED FI1LE

PykoBoACTBO NONb30BaTENA anexTpokapauorpada SE-3/cepum SE-300

12 6uT/24 OGUT (AOMOJHUTENBLHO, MPU HAJIMYHUH N1aThl KT

A DE12)

Paspeuienue 2,52 mxB/LSB

[TocTosHHAsS BpEMEHH >3,2¢

YacToTHas XapaKTepucTHKa 0,05-150 T'u (-3 ab)

S 2,5 Mmm/MB, 5 Mm/MB, 10 mm/MB, 20 mm/MB, 10/5 mm/MB,
APY

BXxoaHO€e CONMpOTUBIIEHUE >50 MOwm (10 ')

Tok BXOAHOW LENH <0,05 MxA

JInaraszoH BXOJHOTO
<+5 MB (NUK-NK1K)

HarnpsHKEHNs

KanuOpoBOUHBIH CUTHAJI 1 MB+3 %

HanpsikeHue cMelieHus +500/600 MB (10MONHUTENBLHO, TPH HAJIMYHN T1J1AThI KT
MOCTOSAHHOTO TOKa DE12)

[ym <12.,5 MKB (nuK-nmk)

MHoTOKaHaJIbHbIE

<0,5 MM
TepeKpecTHble HCKAKEHNA

®unerp AC: Bki/Bbika

Gunprp AIND:
DuIHTp 0,05 I'w0,15 I'y0,25 Tw/0,32 I'w/0,5 /0,67 I'n
Ounbrp OMI: 25 Tw/35 I'w/45 M/BBIKII
®unbrp HY:150 Tw/100 w75 T
Ko duuueHT ocabiaeHns >110 1B/>115 1B (LOMONHUTENBHO, MPU HAUUUH THIATDI

cuH(pa3HOTO cUrHana (CMRR) | OKI'DEI2)

YacToTa JAUCKpETH3ALNN 1000 '

OOnapyKeHHe BOAUTEIsI pHTMA (TOTOJIHHTEILHO, TIPH HAJIMHH [UIATHI IKI DE12)

AMIIUTYA ot £2 10 £250 MB

[Hlupuna 0,1-2,0 mc 4

YacToTa AUCKPETU3ALNH 10000/c/Kkanan ‘ COPIA CO‘F«*‘??}“'TDE
R G Ay b8 .

55 Ex zazan SRS

Lt).% LA §
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PykoBoACTBO Nnornb3oBarens anekTpokapavorpada SE-3/cepum SE-300

% ¥ I A
CONTROLLED FILE

BHelmHuii BX0/1/BbIX0/

>100 kOwm; YyscTBuTenbHOCTb 10 MM/B£5 %;

B0 HecumMmeTpuuHblii

<100 Om; YygcTutensHocts | B/MB+5 %;
Brixoa g

HecummeTprUHbIHi
NMPUMEYAHMUE.

1. TovHOCTb BOCMNpOU3BEAEHUA BXOLAHOro curHana npoeepAnach

MeToaamu,

onucaHHbiMU B crTatbe 4.2.7.2 CcTaHAjapTa ANSI/AAMI EC11:1991/(R) 2001,

pesynbTaThl MNPOBEPKN COOTBETCTBYHOT ctatbe 3.2.7.2
EC11:1991/(R) 2001.

Mnata 3K DE12 otcyTcTayeT B npoaaxe B CLUA.

craHpapta ANSI/AAMI

=90 -
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" ZERTIFIKAT & CERTIFICATE

e

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Ii excluding (4)
{(Devices in Class lla, lib or i)

No. G117 0591264 006

Manufacturer: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District
Pingshan District
518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding
Corp. GmbH (Europe)

Eiffestralie 80
20537 Hamburg

GERMANY
Product Transcranial Doppler System, Fetal Monitor,
Category(ies): Fetal & Maternal Monitor, Ultrasonic Pocket

Doppler, Patient Monitor, Electrocardiograph,
Ultrasound Scanner, Central Monitoring
System, Pulse Oximeter, Digital Ultrasonic
Diagnostic Imaging System, STRESS ECG,

PC ECG, Vital Signs Monitor, Finger Oximeter,
Ultrasonic TableTop Doppler,

Diagnostic Ultrasound System, Holter System,
Telemetry Transmitter,

Anaesthetic Workstation, Ventilator.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 1.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: BJ1789107
Valid from: 2017-08-18
Valid until: 2022-09-17

Date, 2017-08-31 M

Stefan Preil

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1of2

.
TUVY SUD Product Service GmbH « Zertifizierstelle - Ridlerstrale 65 - 80339 Minchen - Germany TV
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ZERTIFIKAT & CERTIFICATE e

Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or Ill)

No. G117 05 91264 006

Facility(ies): Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

Edan Instruments, Inc.

3/F-B, Nanshan Medical Equipments Park, Nanhai Rd. 1019#,
Shekou, Nanshan District, 518087 Shenzhen, PEQPLE'S
REPUBLIC OF CHINA

Page 2 of 2

TOV 80D Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany



Product Service

CERTIFICATE

No. Q1N 17 05 91264 008

Holder of Certificate: Edan Instruments, Inc.

#15 Jinhui Road, Jinsha Community Kengzi Sub-District
RPingshan District

518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuy-sud.comips-cert

Scope of Certificate: Design and Development, Production and
Distribution of Transcranial Doppler System,
Fetal Monitor,Fetal & Maternal Monitor,
Patient Monitor,Central Monitoring System,
Ultrasound Scanner,Ultrasonic Pocket
Doppler, Electrocardiograph,Pulse Oximeter,
Digital Ultrasonic Diagnostic Imaging System,
PC ECG, STRESS ECG,Vital Signs Monitor,
Finger Oximeter,Ultrasonic TableTop Doppler,
Data Management Software, Trolley (for medical
use), ECG Electrode,Holter System, Treadmill
(for medical use),Diagnostic Ultrasound System,
Ultrasonic Imaging Management System,
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
Probe; ECG Cable, Telemetry Transmitter, NIBP Cuff,
Anaesthetic Workstation, Ventilator.
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system which meets the
requirements of the listed standard(s). See also notes overleaf. T — "

Report No.: BJ17881021
Valid from: 2017-08-22
Valid until 2019-11-30

Date, 2017-08-22 M

Stefan Preil}

Page 1 of 2 (( DAkkS

fLeutsche
Axkreditierungsstelie
D-2M-11323-01-00

ZERTIFIKAT & CERTIFICATE &

T{v SUD Product Service GmbH - Zertifizierstelle - RidlerstralRe 65 - 80339 Miinchen - Germany ™oV
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ZERTIFIKAT & CERTIFICATE &

Praduct Service

CERTIFICATE
No. Q1N 17 05 91264 008

Applied Standard(s): ENISO 13485:2012 + AC:2012
Medical devices - Quality management systems -
Requirements for regulatory purposes
(1ISO 13485:2003 + Cor. 1,2009)
DIN EN ISO 134852012

Facility(ies): Edan Instruments, Inc.
#15 Jinhui Road,Jinsha Community, Kengzi Sub-District, Pingshan
District, 518122 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Edan Instruments, Inc.

3/F-B, Nanshan Medical Equipments Park, Nanhai Rd. 1019#%,
Shekou, Nanshan District, 518067 Shenzhen, PEQPLE'S
REPUBLIC OF CHINA

Page 2 of 2

Deutsche
Akireditderungssie
0-2M-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80333 Miinchen - Germany TV
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