T IAF
CONTROLLED FILE

PykoBoACTBO nonb3osartens anekTpokapavorpada SE-3/cepuun SE-300

MpunoxeHue 1. TexHUYeCckne XxapakTepUCTUKK

A1.1 TexHUuyeckue ycnoBusa obecnevyeHust 6e30nacHoOCTU

COOTBCTCTByCT cranjgapram

IEC 60601-1:2005/A1:2012
EN 60601-1:2006/A1:2013
IEC 60601-1-2:2007

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

Tumn 3amuThl OT MOopaXeHUs

JJICKTPUIECKUM TOKOM

Knacc I, ¢ BHyTpeHHMM UCTOYHHUKOM NMUTaHHUA

CTeneHb 3alIUThl OT MOpaXXCHU:

SJIEKTPUIECKUM TOKOM

Tun CF

CreneHb 3allUThl OT BPEIHOTO
BO3JICICTBHS B pe3y/IbTare
POHUKHOBEHMSA BO/bI

O6kIyHOE 000pyaOBaHUE (M30TMPOBAHHOE
oGopyaoBanue Oe3 3alMThl OT MPOHUKHOBCHHS
YKUJIKOCTH)

Cnocob
Je3UHPEKIH/CTEPUITH3AIH

[TogpoGHee CM. B pPYKOBOJCTBE MOJIB30BaTENs

CTterneHb 0€30IMacHOCTH
NPUMEHEHUS B IPUCYTCTBUM
TOpIOYEro rasa

060py11013aﬂne HETIPUroAHO AJIs JKCIUTyaTaiuu B
MPUCYTCTBUH TOPHOYICTO rasa

Pexxum paboThI

HenpepsiBHas pabota

CISPR 11 I'pynma 1, Knace A

<10 MKA (rrep. ToK)/<10 MKA (TOCT. TOK)

SOMC

NC
Tox yTeuK# Ha
nagueHTa SFC

<50 MKA (riep. Tok)/<50 MKA (TTOCT. TOK)

JlononHUTeNnbHBIH | NC

<10 MKA (miep. ToK)/<10 MKA (TOCT. TO

TOK B LieNH
SFC

narueHTa

<50 MKA (mep. Tok)/<50 MKA (T10CT. TO v
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CONTROLLED FILE

PykoBOACTBO Nonb3oBaTens anekTpokapauorpada SE-3/cepum SE-300

A1.2 TpeGoBaHUA K OKpYXatouen cpeae

,Tpaﬂsf;n@prv‘gpoaka‘u; -
XpaHeHue . . .
ot -20 o +55 °C ot +5 1o +40 °C
Temneparypa
(ot -4 no +131 °F) (ot +41 o +104 °F)
OTHOCHUTEIbHAS 25-93 % 25-80 %
BJIAXKHOCTh 0e3 KOHJICHCAlUU 0e3 KOHJIeHCallul
AtmocdepHoe
70-106 kl1a 86-106 klla
JIaBJICHUE

A1.3 ®usnyeckme XxapakTepmucTukm

SE-3:290%x220%85 MM, £2 MM
Pazmepbl

Cepus SE-300: 300%260%85 mm +2 MM

[pu6mus. 2,0 kr (4,4 QH)
Bec .

(6e3 yuera Macchl Oymaru peruerparopa u Garapen)

320%240 JKK-3kpan (depHO-Oenblil 9KpaH JUtd KoH(Urypauun A, BETHOH
Jucruieit

SKpaH /715 KoHUrypauuu B)

A1.4 TexHUYecKne XxapakTepucTuku MCTOYHUKA nuTaHusa

[TuTanue oT CeTH

PaGouce Hanpsxenne — 100-115 B~/220-240 B~

Pa6Gouas gactota — 50/60 I'ix

BxoaHast MOIHOCTh — 35BA

—————
. ——————
CGPLA (:Q’l" Lonrn,

Berpoennas muTHeBas

aKKymyJsiTopHas oarapes

HomuuanbsHoe Harpskerne — 14,8 BORIGINALUL UL

KEOTUNDE

HomuuanbHas eMkocTb — 2500 MAY ===
-~ o >\_\“

S —
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CONTROLLED FILE

PykoBOACTBO Nonb3oBaTens anekTpokapauorpadga SE-3/cepuu SE-300

[TonHOCTBIO obecrieunBaeT

3apspKeHHas barapes
HOpMaIIbHYIO  padoTy anekTpokapanorpapa B TEYEHHE
npumepHo 6,5 uaco. OH MOXeT HENpepeIBHO 3aMUCHIBATH
B TeueHWe INPUMEPHO 3 4acoB B pPYYHOM pEXHME H
3alMCchiBaTh MaKCUMYM 330 oT4eTOB B aBTOMATHYCCKOM

pexuMe.

Heo6xoauMoe BpeMs 3apsjiKu: 5 4acoB

TIpeenbHOE KOJMYECTBO LIMKIIOB =~ 300 pas3

[TnaBkuit IpeIOXpaHUTEID

T400mAH250V, @5%20mm

A1.5 Paboune xapakTepuCcTUKu

Eal’lHCb

Peructparop

MarpuuHbII TEPMOTIPUHTED

[T710THOCTD TI€UaTH

8 1 ra MM/200 T4 Ha oMM (110 ocn ‘aMnnnTyzﬁ;I)
40 4 Ha MM/1000 T4 Ha Ar0iiM (110.0CH BPEMCHH, ITPH

CKOPOCTH MPOTSKKH 25 MM/C)

Bymara JUis perucTparopa

danbrosanHas TepMobymara: 80 MM x 70 MM X 200 crp.

PaGouas mwuprHa

Pyﬁonﬁaa TepM06ymafdi 80 MM % 20 M

72 MM

CKOpOCTH MPOTSKKA Oymar

5 Mm/c, 6,25 mm/c, 10 Mm/c, 12,5 mm/c, 25 mm/c, 50 MM/C
(*3 %)

TouHOCTH JaHHBIX

+5% (110 0K X), £5% (110 0CH Y)

Pexum peructpaliu

Onpeneienne HCC
Meron W3MepeHne MEKIY NUKaMn
Jlmanazon YCC 30-300 ya./MuH
Po‘mocn; +1 ya./MuH
Baok KL
OTBeeHUs CranaapTHbie 12 OTBEJACHUI
OIHOBPEMEHHO B 12 oTBeIEHUAX
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CONTROLLED FILE

PyKOBOACTBO MoNb3oBaTens anekTpokapauorpadga SE-3/cepun SE-300

12 6uT/24 61T (IOMONHUTENBHO, NPH HATTUYMK NIIAThI KT

ALl DE12)

PaspeuieHue 2,52 mxB/LSB

[MocTosHHAas BpeMEeHH >3,2¢

YacToTHAs XapaKTephucTHKa 0,05-150 I'u (-3 AB)

N N———— 2,5 MM/MB, 5 MmM/MB, 10 mm/MB, 20 mMM/MB, 10/5 Mmm/MB,
APY

BXo[HOE COMPOTUBJICHUE >50 MOwm (10 I')

Tox BXOAHO¥ 1ETH <0,05 MKA

Jlnana3oH BXOJHOTO
<+5 MB (NHK-THUK)

HarpsKeHWs

KanuOpoBOUHBIN CUTHAI 1 MB£3 %

HanpskeHue cMellieHus +500/600 MB (10M0IHUTENBHO, NPY HATAYWH TUIATHI 9KI'
MOCTOSTHHOIO TOKa DE12) N

ym <12,5 MkB (nuK-1uK)

MHoroKaHaJIbHbIe k

<0,5 MM
TepeKPECTHBIC HCKAKCHUA

dunstp AC: Bri/Briki

Ounprp AI1D:
0,05 T'u/0,15 /0,25 /0,32 T'w/0,5 I'w/0,67 T'n

OUIBTP
®unerp AMI: 25 y/35 w45 MyBBIKJI
®unsrp HY:150 T'/100 Tw/75 T
KoadduuueHnt ocnadieHns >110 15/>115 1B (10TOTHUTENBHO, TIPU HATWUUU TIIATHI

cundaznoro currana (CMRR) SKI"DE12)

YacToTa IUCKpETU3ALNH 1000 T

Oo0unapy:kenue BOAMTE/sI pUTMA (1OMOTHHUTENBHO, IPH HATHYHH maarel DKI' DE12)

AMIUIATYHA ot +2 po £250 MB
IIupuna 0,1-2,0 mc
YacTora JUCKpETU3ALUH 10000/c/xanan
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CONTROLLED FILE

PykoBOACTBO Nonb3oBaTens anekTpokapauorpaga SE-3/cepum SE-300

Buewmuuii BX0A/BbIX0/

>100 kOm; YysctBuTtensHocTh 10 MMm/Bx5 %);
BBox .
HecumMerpuyHbIi
<100 Om; YysctBurenbHocTs | B/MB+5 %;
Beixon "
HecummeTpuyHbIN
NMPUMEYAHUE.

1. TOYHOCTb BOCMPOW3BEAEHWS BXOAHOTO  CWUrHana nposepsnacb MeEToAamu,
onMcaHHbIMU B crathe 4.2.7.2 crangapta ANSI/AAMI EC11:1991/(R) 2001,
pesynbTaThl NPOBEPKUM COOTBETCTBYIOT CTaThbe 3.2.7.2 craHpapta ANSI/AAMI
EC11:1991/(R) 2001.

2. MMnata OKI DE12 otcyTtctayeT B npofaxe B CLUA.
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ZERTIFIKAT & CERTIFICATE & 55:C

Product Service

CERTIFICATE

No. Q1N 17 05 91264 008

Holder of Certificate: Edan Instruments, Inc.

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

518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tav-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.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mW
above has established and is maintaining a quality management system, which meets the O+ COR;;“:;

requirements of the listed standard(s). See also notes overleaf. s : . “\"'{“’,"qu;mj
Report No.: BJ178891021

Valid from: 2017-08-22

Valid until: 2019-11-30

[ P

Date, 2017-08-22
Stefan Prei}

Page 1of2
> Akkreditiérungssteﬂe
5:ZM-11323-01-0G0
i Tov®
T{v SUD Product Service GmbH Zertifizierstelle - Ridlerstrafle 65 - 80339 Miinchen - Germany
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Product 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 IS0 13485:2012

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, PEOPLE'S
REPUBLIC OF CHINA

),

<

Page 2 of 2 N LY

Deutsche
Akkrediderungssteiie
D-2M-31321-01-00
Tov®
TV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80338 Miinchen - Germany
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Product Service

EC Certificate

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

No. G117 05 91264 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 I
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 |l (4) certificate
is mandatory. See also notes overleaf.

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

Date, 2017-08-31
Stefan Preil

TOV SUD Product Service GmbH is Notified Body with ide

Page 1of2

Tiv SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TV
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ZERTIFIKAT ¢ CERTIFICATE &

Product Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD}, Annex ll excluding (4)
(Devices in Class lla, iib or 1)

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, 518067 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

Page 2 of 2
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