L/ /OA3ZOdSIP/L808:8€ 1L '0€2'ZE 68

<
=
< =
S»
>
Qo
S =
=
o
mz
©°
>N —
2
9
2=
R
—
N
20
.mz
R~
205
AA

Reason: MoldSign Signature

Location: Moldova

T BPOW ] JIMRUSYSS Y (Y IIWIXOS NG, [SIunusg |y Imkdsyd)y 1V (Y INI-W, [Ueiie7e1dsy JImrasyd)

£
3D | 9]eJWIOJU0D
91231WJI0JuU0d o9p
9p aneJePag eljele|aq
Tl
13S7Nd OILYIONIA | -

ALHECSSIC S
iy wiinaoy

ddIN JOT3IAILIZOdSIA TV LVLS 3d INYLSIO3Y

/oN})ZOdsIP/L808:8E L 082 2E 69 L20¢'L0°S0



Jiangsu Konsung Bio Medical Science and Technology CO.,LTD CE Technical Document

Declaration of Conformity
Manufacturer:
Nane:  Jiangsu Konsung Bio Medical Science and Technology Co.,Ltd

Address: No.8, Shengchang West Road, Danyang Economic Development Zone, 212300, Danyang,
Tel.: 0511-86378666 Fax.: 0511-86381308

Jiangsu, China

European Representative:
Name: Shanghai International Holding Corp.GmbH (Hamburg)
Address:  Eiffestrasse 80,20537 Hamburg Germany
Tel: 0049-40-2513175 Fax: 0049-40-255726

Product Name: Oxygen Concentrators GMDN:12873
Classification and relevant Rule of MDD:1Ia MDD Annex IX, rule 11
Model No: KSOC-5,KSOC-10,KSW-5,KSN-5

Product Name: Fingertip Pulse Oximeter GMDN; 17148
Classification and relevant Rule of MDD:ITa MDD Annex IX, rule 11
Model No: Sonosat series include FOILT, FO2T,FO2P, FO3T, FO3W,F04T, FO4W

We herewith declare that the above mentioned products meet the provisions of the following EC Council Directives

and Standards. All supporting documentations are retained under the premises of the manufacturer and the |European
Representative.

DIRECTIVES
General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical devices (MDD
93/42/EEC).

Standard: |
All applicable harmonized Standard (published in the Official Journal of the European Communities) ‘

Notified Body Name: SGS Belgium NV, Notified Body 1639
SGS house noorderlaan 87 2030 Antwerp Belgium
T +32(0)3 545-48-48 F: +32(0) 3 545-48-49
Notified Body Code: 1639
Certificate No.: CN19/41042

Signature: Xiao Hongjun /}/
Position: General Manager Jé}?fy ? .
Date: 2021-3-12

Place: Zhenjiang , China
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Certficate ON14/31038

The management system of \. ‘

Jiangsu Konsung Bio-Medical
Science And Technology Co., Ltd.

NO. 8, Shengchang West Road"ﬁanyang Deveiapmeni Zene
dangsa Province, 212300, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

Far the following activities

Design, Manufacture and Distnbutmn of Fingertip Pulse Oximeter,
Wrist Pulse Oximeter, Patient Monitor, Urine analyzer,

Multi parameters Health Examination System (mc!udmg software),
Suction Machine, Oxygen Concentrator, White Blood Cell analyzer,
Blood Cell Staining Solution, _Hemoglobin Microcuvette
(Spectrophotometry), Biochemistry analyzer and Time resolved

~ immunofiuorescence analyzer

Design, Manufacture and Distribution of Novel Coronavirus COVID 19
IgM/igG Test Kit (Colloidal Gold), COVID 19 Antigen Rapid Test Kit
_{Colloidal Go]d) Influenza A&B Rapid Test Kit (Colloidal Gold)
and COVID 1 QIInfluenz Antlgen Rapid Test Kit (Colloidal Gold)

This certif cate is vals(f from 18 January 2021 until 07 September 2023
and remams.valxd subject to satisfactory surveillance audits.

Re certification audit due before 03 July 2023

- Issue 8. Certified since 08 September 2014

Authorised by

v

MANAGEMENT
x SYSTEMS
SGS United Kingdom Ltd :
Rossmore Business Park  Ellesmers Port Cheshire CHB5 3EN UK 0005

t+44 (0)151 3506666 +44 (0)151 350-6600 wwiw.s6s com
HC SGS 134852016 0118
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and remains va

EC Certificate Full Quality Assurance System: Certificate CN19/41 642

The management system of

Jiangsu Konsung Bio-Medical
Science And Technology Co., Ltd.

NO.8, Shengchang West Road, Danyang Development Zone,

Jiangsu Province, 212300, P.R. China

hias been assessed and cerfified as meeting the requirements of

irective 93/42/EEC

on gd§0a1‘deyices, Annex Il (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.

This certicate is vald from 01 March 2021 unfi 24 May 2024
lid subject to satisfactory surveillance audits.
Issue 5. Certified since 08 September 2014

 Certffication is based on reports numbered CNISZX 49?3(};: e

o

Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noordertaan 87 2030 Antwerp Belgium
| £#32{0)3 5454848 f +32 (0)3 545-48-49 WWW.5gs.com

LPMD5007 - Certificale CE1639 Annex. llA,;ENwev, 02
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Certficate CN19/41042 continued

Jiangsu Konsung Bio-Medical
Science And Technology Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 5

Detailed scope

Fingertip Pulse Oximeter used for home care and medical outpatient department,
Wrist Pulse Oximeter used for home care ai d medical outpatient department,
Patient Monitor used for vital physiological parameters

8, AURORA 10, AURORA 12, AURORA 8s,

ters Heé!{b,:_.Examinatianv>S,ystem (including software)

~ (Models: HES-3, HES-5, HES-7)
Suction Machine(Models: 9E-A, 9E-B)

Oxygen Concentrator (Models: KSN-5, KSOC-5, KSW-5, KSOC-10)

Where the above scb'pé‘ includes ciasis'jlil med|

i i»déVice(s}‘ avalid EC Design Examination Certificate
according to Annex [l (Section 4) is 8 mandatory requi

uirement for each device in addition to this certificate
to place that device on the market,

- AURORA 10s, AURORA 125,

~used for Mea uring and recording Multiple physiological parameters

[
|
|




EC Cerlificate Full Quality Assurance System: Certificate CN19/41 042

The management system of

Jiangsu Konsung Bio-Medical
Science And Technology Co., Ltd.

NO.g, Shengchang West Road, Danyang Development Zone,
Jiangsu Province, 212300, P.R. China

has been dssessed and certified ag meeting the requirements of

" Directive 93/42/EEC

ical devices, Annex If (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 01 March 2021 until 24 May 2024
ains valid subject to satisfactory surveillance audits.
Issue 5. Certified since 08 September 2014

Certfication is based on reports numbered CN/SZX 49730

Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639
~SGS House Noordertaan 87 2030 Antwerp Belgium
£#32(0)3 5454848 1432 (0)3 545-48-49 www.sgs.com

LPMDS007 - Certificale CE1639 Annex 14 ENrev, 02
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Certificate CN19/41042 continued

Jiangsu Konsung B;»io;-‘Med,i;fcal
Science And Tec hnology Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)

Issue 5

Detailed scope

Fingertip Pulse Oximeter used for | ome care and medical outpatient department,
‘Wrist Pulse Oximeter used for ome care and medical outpatient department,
Patient Monitor used for vital physiological parameters

Models: AURORA 8, AURORA 10, AURORA 12, AURORA s,

e pr AURORA 10s, AURORA 12s,

parameters Health Examination System (including software)
asuring and recording Multiple physiological parameters
- ~ (Models: HES-3, HES-5, HES-7)

Suction Machine(Models: 9E-A, 9E-B)

r (Models: KSN-5, KSOC-5, KSW-5, KSOC-10)

Where the above scope incluides class Ill medical device(s), a valid EC. Design Examination Cerlificate
according to Annex II (Section'4) is a mandatory requirsment for each device in addition to this certificate
to place that device on the market.

Page 2 of 2
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