Coronavirus

Saliva test kit (colloidal gold )

With "caring for human health" as the initial intention.
With the mission of "improving the quality of life".
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Covid-19 Test B

Lonsulting Services

A COVID-19 rapid test for the detection of

SARS:=COV-2 nucleocapsid antigens.
Forprofessional diagnostic. »
For«in vitro diaganostic use only.
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COMPANY
PROFILE

YONG YUE MEDICAL TECHNOLOGY (KUNSHAN)CO.,LTD
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Yong Yue Medical Technology
(Kunshan) Co., Ltd. is a
manufacturing enterprise
specializing in research and
development, production and sales
of medical devices and laboratory
consumables.

It has passed ISO13485 quality
management system certification
and European union certification

0123.

Products are popular in more than
80 countries and regions.
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PRODUCTION
WORKSHOP

Guaranteed quality

Care for human health
and improve the quality of life.

Basic Company Data

Established Time 2001 Year

Floor Space 19,000 m?
Covered Area 12,000 m?
Class 100,000 clean room 5,000 m?
Mould Workshop 2,000 m?

Number of staff 200




02

QUALIFICATION

HONOR

Guaranteed quality

Care for human health
and improve the quality of life.

QUALITY MANAGEMENT
SYSTEM CERTIFICATE
‘This certifes that the Quality Management System of
Yongyue Medical Technology (Kunshan) Co.,Ltd.

Unified Sosil Credit Code: S1320583733784842X
No.6, Kingdee Road, Yushan Town, Kunshan, Suzhou City,
Jiangsu Province, P.R. China 215301

YYIT 0287-2017/1SO 13485:2016
Scope of Certiieaton:
Design, Production and Sales of Medical Injection Parts

CerificateNumber: ~ 33220M40005R0S
Corfcste ssue Date: 08-Jun-2020
il Regitotion Date: ~ 08-Jun-2020

Expiaton Date: 07-Jun-2023

The cerifiod crgenizaion st o h el sl i, g vld g
2 e suneilancs eication o te et of gd‘ i

dess: No209 Zhupan Re. S iy g Proie, China21S01)

CMC MEDICAL DEVICES & DRUGS S.L.

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the
European Authorized Representative of

Yong Yue Medical Technology (Kunshan) Co., Ltd
No.6, Kingdee road, Kunshan city, Jiangsu province

The certificate remains valid until the expiration agreement of EC REP,
manufacturing conditions, the quality system or relevant legislation are
changed. The validity is conditioned by positive results of perodic
surveillance audits.

The product liability rests with the manufacturer in accordance with
applicable directive/regulation and standard mention in Annex | of this
sertificate, after fulfiling of the relevant EU legislation requirements, the
manufacturer shall affixrelevant CE marking to all below mentioned
‘models of the medical device.

These products included in the Annex | have been registered in the
Spanish MOH (AEMPS). The column categorized as RPS reffers to their
cegistraion number.

c E EC Declaration of Conformity

Manufacturer: Whose Authorized Representative:
Name: Yong Yue Medical y(K ‘0.1 : si

Address: No 6, kingdee road, kunshan city,jiangsu province Address: Calle de Almansa5s Madrid 28039
Tel: 0512-55256601 ‘Spain Tel: +34 658 396 230

E Jan tang @kszgy.com

We, Yong Yue Medical y Co.L here declare
medical device meets the provisions of Directive 98/79/EC which apply to them. The declaration of conformity is

exclusively under the responsibility of Yong Yue Medical Technology(Kunshan) Co. Ltd. (Manufacture).

Packaging
| Specification
‘The product is used for fSARS.CoV-2 infection.

Product Name | COVID-19 Antigen Nasal fluid Test | 1 tesukit: 25 restskic

rocess takes only 1520 minutes, and the operaton i simple and sensitve. No instrument
Intended Use | " v A e
requited. It can be used catly infcted dusy paticas.

“This method is an effective supplement for nucleic acid detection.

Classification | Others M S < |
Conformity Assessment Route: VDD 98/79/EC Annex Ili(excluding Annex [116).

Applicable Standards:

ENISO 149712019 ENISO 134852016 ENISO 15223-1:2016

ENISO 18113-1:2011 ENISO 1811322011 ENI3612:2002

ENISO 236402015 EN 13641:2002 EN 13640:2002

IEC 62366-1:2015

Signature: - Managing Director
Name: TingYan Xiong
Date: 202203

Position:  China

Declaration of Conformity

Manufacturer: Yongyue Medical Technology(Kunshan) Co. Ltd
No.§, kingdee road, kunshan city, jiangsu
provinc,Suzhou,Jiangsu,China

Wwhose single Luxus Lebenswelt GmbH

Authorized EU- Kochstr.1, 47677, Willch, Germany

Representative: DIMID: DE/0000047791
LinSun
Tel: 0049- 1745605732
E-mail:info.n@luxusiw.de

Product Name: Pipette Tips

Classification : ANNEX Il of IVDD Others Classfication
Conformity Assessment Route: Annex Il

We herewith declare that the above mentioned products meet the transpositon into
nationallaw, the provisions of the following EC Council Directives and Standards. Al
supporting documentations are retained under the premises of the manufacturer.

General applicable directives:
In Vitro Diagnostic Medical Devices DIRECTIVE 98/79/EC

Harmonized standards:

9B79/EC, EN ISO 18113-1:2011, EN SO 18113-2:2011, EN 13612: 2002, EN ISO
23640:2015, EN 13641: 2002, EN 1SO 15223-1: 2016, EN 13975:2003, EN ISO
14971:2012, EN ISO 13485: 2016, EN 62366-1:2015.

Yongyue MedicalTechnology(Kunshar) Co. Ltd
No.6 Kingdoe road, kunshan cty,langsu provinc Suzhou Jiangsu China
Signature
Name:  Zhmiai Lhanf)

e
Position: Jiangsu, CFiba
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@ Main Component

----------------------------- Absorbent cotton

Strong water absorption,
water storage capacity

Block shot

A S Digital window

Clear and simple

Shell body
Material: ABS

Antiskid design

Ergonomic Design
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&  SPECIMEN COLLECTION

Test Procedure

Step 1

i Predictor

the absorbent Express

Place the tip of
| cotton under

the tongue.

~ quick test

For professional diagnostic
and prescription

Step 2 Tongue /

Read test result at 15 minutes

Press the
tongue hard
for 2~3 mins

Result in

15 mins

1 Test

OVER 99% ACCURATE

A COVID-19 rapid test for the d_etec(non of
SARS-COV-2 nucleocapsid antigens

Not In 30 minutes

Step 3
1 pcs/bag

Please be
patient for

15 minutes Note:

The picture is for reference only.




I Result Interpretation
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Negative Positive Invalid

f Caution: The presence of any test line (T),
no matter how faint, indicates a positive result.

Negative: Only one red band appeared in the control area (C), and no red
band appeared in the detection area (T).

Positive: Two red strip lines appear, one in the control area (C) and the other
in the detection area (T).

Invalid: No red band appears in the control area (C), indicating an incorrect
procedure or a failed kit.
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CORONAVIRUS
COVID-19

@  Clinical Performance Study

The COVID-19 Antigen Saliva Test kit has been evaluated
with saliva samples collected from individual symptomatic
patients (within 7 days of onset) who were suspected of
COVID-19. A commercialized molecular assay was used as
the comparator method. The study included 495 saliva
samples (187 confirmed positive and 308 negative samples).

The Coronavirus Ag Rapid Test vs PCR

C,OVID'19 PCR Comparator Method
Antigen Saliva

festkt

Positive 177 3 180
Negative 10 305 315

Sensitivity: 177/187 94.65% (95% CI*: 90.44%-97.07%)
Specificity: 305/308 99.03% (95% CI*: 97.18%-99.67%)

Overall Percent Agreement: 482/495 97.37% (95% CI*:
95.56%-98.46%)
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TEL: 400-000-9961

FAX: 0512-57260163

Email . sales@yonyue.com

ADD: No.6 Jindie Road, Kunshan City,
Kunshan 215301, PR China

Choose Yonyue,

Yonyue will support to you.
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