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To Whom It May Concern

Minchen, 2017-11-09

Confirmation concerning certificates
We confirm that the following certificates:
Q1N 17 05 91264 008 (valid until 2019-11-30)

issued to the legal medical device manufacturer

Edan Instruments, Inc.

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

518122 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

covers a quality system according to EN ISO 13485:2012+AC:2012 and 1SO13485:2003 with
the scope:

Design and Development, Production and Distribution of Transcranial Doppler
System, Fetal Monitor, Fetal & Maternal Monitor, Patient Monitor, Central Monitor-
ing 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); He-
matology analyzer; Reagents for hematology analyzer; Video Colposcope; Ultra-
sonic Transducer, TOCO Transducer; SPO2 Sensor; Temperature Probe; ECG Ca-
ble, Telemetry Transmitter, NIBP Cuff, Anaesthetic Workstation, Ventilator.

and the following products:
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No.

Product

Model

Fetal Monitor

F2

F3

Ultrasonic Pocket Doppler

Sonotrax Lite

Sonotrax Basic

Sonotrax Pro

Sonotrax Vascular

Sonotrax Basic A

Sonotrax Il

Sonotrax Il Pro

SD3 LITE

SD3

SD3 PLUS

SD3 PRO

SD3 VASCULAR

SD1

Patient Monitor

MS

MSA

M8

M8A

M8B

M50

M80

Vista 120

Vista 120 S

elite V5

elite V6

elite V8

iM9
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IMOA

iM8

iIM8BA

iM8B

iM50

iME0

iM70

iM80

iM20

iM3

Electrocardiograph

SE-1

SE-100

SE-3

SE-300A -

SE-300B

SE-12

SE-12 Express

SE-1200

SE-1200 Express

SE-1201

CS-1201

SE-601A

SE-601B

SE-601C

CS-601B

CS-601C

SE-15

SE-18

SE-301
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iISE-301

Central Monitoring System

MFM-CNS

MFM-CNS Lite

MFM-CMS

Vista 120 CMS

FTS-6

Fetal & Maternal Monitor

F9

F9 Express

F6

F6 Express

Digital Ultrasonic Diagnostic
Imaging System

DUS 60

Pulse Oximeter

H100B

PM-100B

H100N

PC ECG

SE-1010

PADECG

SE-1515

10

Vital Signs Monitor

M3

M3A

M3B

Plus-3A

11

Finger Oximeter

H10

12

Ultrasonic TableTop Doppler

SD5

SD6

13

Diagnostic Ultrasound System

us0

U2

Acclarix AX8

Acclarix LX8

Acclarix AX4
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14 Telemetry Transmitter iT20
SE-2003
15 Holter System
SE-2012
C3, C6, C6 HD,C600, iHC6
16 Video Colposcope C3A, C6A, C6A HD,C300A,
iHC3A
Blood Gas and Chemistry Ana- )
17 i15
lyzer
18 Calibrant Fluid Pack CP50, CP100
. BG8, BG3, BC4, BG4, BG9,
19 Test Cartridge
BG10, BG5, BG6
20 Controls Level 1, Level 2, Level 3
21 Hematology analyzer DS500, DS500i
HD-50 cleaner
Reagents for hematology analy- .
29 . HD-50 lyse
zer(for DS500, DS500i)
HD-50 dulient
23 Hematology analyzer H30
HD300 Diluent
Reagents for hematology analy- HL300 Lyse
&% zer(for H30) HC300 Cleaner
HB300 Bleach
25 Anaesthetic Workstation LEHgs
Long8
26 Ventilator VT5

With this letter we confirm that the above mentioned devices are covered by a quality assur-
tablished by the manufacturer and is certified by the Notified

ance system that has been es

Body TUV SUD Product Se
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