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COVID-19 IgM/lgG Rapid Test Kit
(Colloidal Gold)







OPERATING PROCEDURE

» The test card is restored to room temperature.

» 10ul sample of fingertip blood, whole blood, serum, plasma
and two drops diluent were added to that loading well.

» 15 minutes, read the results.
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Add 10 pL of fingertip blood/ serum/ plasma/ Add two drops of diluent
whole blood sample




SIMPLE, PORTABLE AND FAST

» Fingertip blood collection |

2drops 10 pl Serum/Plasma
Buffer V

» Visual interpretation results ( o N ammn f)
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» Rapid detection
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SCREENING FOR
CORONA VIRUS IN 15 MINUTES
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COVID-19 PRODUCTS

IgG/IgM Rapid Test Kit

Principle Indirect Method

Sample Type Serum

Sample Volume 10 pL

Assay Incubation 80 minutes, RT

Total Wash Steps 2

Limit of Detection 5IU/mL

Repeatability CV <15%

Reproducibility CV <20%




Declaration of Conformity

Declaration of Conformity

Manufacturer: Nantong Egens Biotechnology Co. Ltd
Building 15 , Building 12( west) ,
No. 1692 Xinghu Avenue,
Nantong Economy&Technology
Development Zone, 226010 Nantong,
People's Republic of China
European Shanghai International Holding Corp.

Representative: GmbH (Europe)
Eiffestrasse 80, 20537

Hamburg, Germany
Product Name: COVID-19 IgG/IgM Rapid Test Kit

Model: Strip, Cassette

Classification (IVDD, Annex II): Others
Conformity Assessment Route: Annex I

We here with declare that the above mentioned
products meet the transposition into national law,

the provisions of the following EC Council

Directives 98/79/EC and Standards EN ISO13485:2016,
under our sole responsibility.

All supporting documentations are retained under
the premises of the manufacturer.

Signature: Sulhgld B>
Name: Su Lingling

Position:

EC Declaration of Conformity
EGENS/CE-01, A/1




Acknowledgment Letter

p2Y U.S. FOOD & DRUG

ADMINISTRATION

Acknowledgment Letter

3/26/2020

Joe Shia, Director

LSI International, Inc.

504 E. Diamond Ave, Suite #J
Gaithersburg, MD 20877
UNITED STATES

Dear Joe Shia:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control
Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please notify the Program Operations Staff
at (301) 796-5640.

Submission Number: EGENS EGENS EGENS

Received: 3/26/2020
Applicant: NANTONG EGENS Biotech Co., Ltd.
Device: EGENS COVID-19 IgG/IgM Rapid Test Cassette

We will notify you when the review of this document has been completed or if any additional
information is required. If you are submitting new information about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies, please refer to

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm.
Sincerely yours,

Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov




CERTIFICATION FOR
Sale Transport of Chemical Goods

NO. 2020151136
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Certification

for Safe Transport of Chemical Goods
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Sample Name: COVID=19 TgG/IgM Rapid Test Kit (Colloidal Gold)
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BUSINESS LICENSE
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IVDD Instruction
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ZERTIFIKAT & CERTIFICATE ¢

Certificate of Holder

(( DAKKS
Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 063367 0018 Rev. 01

Product Service

Holder of Certificate: Nantong Egens Biotechnology Co., Ltd.
Building 15, Building 12 (west)
No. 1692 Xinghu Avenue
Nantong Economy & Technology Development Zone
226010 Nantong
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

—t e
I T

Scope of Certificats: 1722iygn and Development, Production and
.\ Distribution of Rapid Test Kit for the Detection of
: " Fertility Function Hormones, Pregnancy, Tumor
Markers, Drugs of Abuse, Infectious Disease,
Sperm Concentration and Clinical Chemistry,
Blood Glucose Monitoring System

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has eslablished and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: TAM/SH1924115

Valid from: 2019-09-01
Valid until: 2022-08-31

2019-07-31 ;

Stefan Prei
Head of Certification/Notified Body

®
v
Page 10f2
TOV SUD Product Service GmbH + Certification Body + Ridlerstralbe 65 * 80339 Munich » Germany  NTYs-Y-1




Certificate of Holder

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 063367 0018 Rev. 01

Product Service

- ENISO 13485:2016
App“ed Standard(s). Medical devices - Quality management systems -

Requirements for regulatory purposes
(1ISO 13485:2016)
DIN EN ISO 13485:2016

ilitv(i . Nantong Egens Biotechnology Co., Ltd.
FaCllltY(leS) Building 15, Building 12 (west), No. 1692 Xinghu Avenue, Nantong

Economy & Technology Development Zone, 226010 Nantong,
PEOPLE'S REPUBLIC OF CHINA

Nantong Egens Biotechnology Co., Litd.

Building 9, Building 10, No.1692, Xinghu Avenue, Nantong
Economy & Technology Development Zone, 226010 Nantong,
Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA
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ZERTIFIKAT & CERTIFICATE ¢

Page 2 of 2
TUV SUD Product Service @mbH + Certification Body « RidlersiralRe 65 » 80339 Munich « Germany  n7ys-y-1




EUR Agreement

MRAR i (EUR Agreement)

Party A: Nantong Egens Biotechnology Co., Ltd.

Add: Building 15, Building12(West), No.1692, Xinghu Avenue,
Nantong Economy &Technology Development Zone,
Jiangsu Province 226010, P. R. China

Tel: +86- 513-85920700-8002 Fax: +86- 513-85328020

hitp:www. www.egens-bio.cn E-mail: sue@egens-bio.cn

P dyill 474 & A M4 A P 5)

Sodk: b W il 2 AR R K 1692 % 15 % 4

w.75: +86-513-856920700-8002 46 A: +86-513-85328020

Party B: Shanghai International Holding Corp. GmbH (Europe)
Add: Eiffestrasse 80 20537 Hlmbum Ge ~m

.
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COVID-19 IgG/igM Rapid Test Kit (IVD Others)
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Party A: Nantong Egens Biotechnology Co., Ltd.
Vo b AR AL 3]

(Signature and date)
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(Signature and date )
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Registration in Germany

(o 4 Abe 1 K| DRADIV)
Foonrrui ey mmas 00084142

Al ine Anzeigepflicht nach ?5 25 und 30 Abs, 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fur In-vitro-Diagnostika { Form for In Vitro Diagnostic Medical Devices

Zustindige Behbrde | Competent authority

Bezeichnung ! Name
Behirde fir Gesundheit und Verbraucherschuiz, Referat Vi3

Staat / State |Land | Federal state
{Deutschiand Hamburg

On/ City Postleitzahi | Postal code
Hamburg 20539

Sirafie, Haus-Nr, | Street, house no.
Billstrafe B0

Talefon / Fhone Tebelan | Fax
+45-40-428280 +45-40-42T 30017

E-Mail { E-mail
|medizinprodukiteg@bgy hamburg de

Anzeige | Notification

Registrierdatum bei der zustindigen Behérde
Registration date at competent authority

Typ der Anzeige / Notification type

E Erstanzeige / Initial notification

O Anderungsanzeige | Noification of change
O Widerrufsanzeige / Notification of withdrawal

Frilhere Registriemurmer bei Anderungs- und Widemufsanzeige
Previous regstration number i notification has been changed or wehdrawn

Anzeigender nach § 26 MPG / Reporter pursuant to § 25 Medical Devices Azt MFG
O Hersteller | Manufaciurer
E Bevollméchtigier / Authorised Representative
O Einfiihrer / Importer
O Verantwonlicher flr das Zusammensetzen von Systemen oder Behandiungseinheiten nach § 10 Abs, 1 und 2
MPG \ Assernbler of systems or protedure packs pursuant 1o § 10 (1) and (2) Medical Devices Act, MPG
O Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs, 1 MPG 1. V. m. § 4 Abs. 2 MPBetreibV/
Institution (processing) pursuant 1o § 25 (1) Medical Devices At MPG in connection with § 4 (2) MPBetreit\/
O Betrieb cder Einrichtung (sterlisieren) nach § 25 Abs. 2. Y. m, § 10 Abs. 3 MPG
Instisution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act. MPG




Cleaning 24 S.L
San Jaime 49, 1er Piso, 07840 Santa Eulalia del Rio - IBIZA

info@covid19-kit.es

José Luis Bousono Rodriguez - Mobile +34 660761370
Jordan Assassa - Mobile +44 7818 565 879




