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P> Info. of the Test Kit and Export Packing Cartons

e e Size of Kit . . . . Size of Carton .
Product Name Specifications (Lx W x H) Weight/Kit Kit Quantity/Carton (LX W x H) Weight per Carton
] Test/Box /M X ]C'rgncm X13 9555  300Boxes/Carfon 47-3€M Xc“fn'f’cm x30 g 4 kg/Carton
One Step Test for SARS-CoV-2
Antigen (Colloidal Gold)
5 Tests/Box A ifﬁm I 769 120 Boxes/Carton ST ):;rtnl e 10.44 kg/Carton



> Export Packing Cartons

Packing carton for 5 T/kit Packing carton for 1 T/kit
Size: 55.5*41*30 cm Size: 49.5%40.5*30 cm
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STOEK CODE 603387

Biotech, Inc.

One Step Test for SARS CoV-2 Antigen
(Colloidal Gold) ® For self-test

Rapld C " SARSSov2 Aniaen E——
et 01lVe‘ment Easy and Rehable : ’
ion of COVIp-19 B
a
Intended Use
One Step Test for SARS-CoV-2 Antigen (Colloidal Gold) is intended for ‘ ,
the qualitative detection of SARS-CoV-2 antigens in human nasal swab : )
samples. B e glyoctleeiicapmd
This test is suitable for medical laypersons as a self-test at home or at
work. 1 \
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COVID-19 Diagnostic Testing
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PCR-based tests can detect small amounts of viral genetic materials.

Antigen tests detect the presence of viral proteins and can return positive results
when a person is most infectious.

Antibody tests detect the body’ s immune response to the virus.



Non-invasive sampling
(Sample type: nasal swab)

>
S
Read test results visually.

Do not require test equipment.

'@_) Early detection of SARS-CoV-2 infection

When to Use the Test Kit?

Use this test:

@ If you want to test yourself.

e & O

Rapid test.
Test result available in 10-15 min.

Simple operation,
easy to learn and use

Room temperature storage (4-30°C)

@ If you have symptoms similar to COVID-19, such as: E.g. headache, fever, cough, sore throat, loss of
sense of smell or taste, shortness of breath, muscle pain.

@ Ifyou are concerned about whether you are infected with COVID-19.

@ Use of the test by persons under 18 years of age only under the supervision of an adult.




Please Scan the QR Code to Get
Operation Video and Multi-languange User Manual

Operation ’

1 Multi-language
Video

User Manual
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Test Procedure

NasalSwab ., /¢ - - |
Sampling N4 . <
.(-.')I
i
Insert the collection tip Rotate = 4 times Repeat with the
of swabinto one nostril. (15 s in total) same swab.



Insert Squeeze

Nasal swab 3times —
Rotate <
Sample 10 times
Pretreatment — — —t
Remove the sealed film and Tighten the
insert it into the package. disposable pipette
Add sample:
2~3 drops @
>> — ) : .
Test (— % — Readresultin 10-15 min
I
Step 1 Step 2



Test Results
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One Step Test for SARS-CoV-2 Antigen (Colloidal Gold)
SARS-CoV-2 Antigen
1 T/kit, 5 T/kit, 7 T/kit, 25 T/kit
CG20615/ CG206155/ CG206157/ CG2061525

10-15 min
4-30°C

24 months
23-25°C




Application Scenarios
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Home School
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Nursing Home Cruise ship

Getein Biotech, Inc.

Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508/68568594

Fax: +86-25-68568500

E-mail: sales@getein.com.cn; overseas@getein.com.cn
Web: en.bio-gp.com.cn

CMC Medical Devices & Drugs S.L.
Add: C/ Horacio Lengo N° 18, CP 29006, Malaga, Spain
Tel: +34951214054
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2> Please scan the QR code to get the user manual of your language.

Languages:

YV V V V V VY

English
French
German
Danish
Dutch
Spanish

YV V V V V

Portuguese
Italian
Norwegian
Finnish
Swedish

Multi-language user manual
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Test en une étape pour Antigéne
SARS-CoV-2 (Or Colloidal)
Manuel d'utilisation pour autotest
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Y>> Clinical Agreement Study

Getein One Step Test for SARS-CoV-2 Antigen
(Colloidal Gold) (For Self-Test)

Sensitivity 97.06%
Specificity 98.71%
Total Percent Agreement 98.13%

The clinical performance of One Step Test for SARS-CoV-2 Antigen (Collo-
idal Gold) was evaluated by testing a total of 480 nasal swab samples. It is
compared to the results of RT-PCR assays. Overall study results were shown

in the tables below.

Total

BGI's RT-PCR kit

Positive | Negative Subtotal
., Positive 165 4 169
Getein's
e Negative 5 306 3N
Subtotal 170 310 480

Positive percent agreement (Diagnostic sensitivity) = 165/ (165 + 5) X

100%= 97.06% (95% Cl: 93.30%-98.74%)

Negative percent agreement (Diagnostic specificity) = 306 / (306 +4) X

100%= 98.71% (95% Cl: 96.73%-99.50%)

Total percent agreement = (165 + 306) / 480 X 100% = 98.13% (95% Cl:

96.48%-99.01%




CERTIFICATE

» CE Certificate of Getein One Sfep Test EC Certificate No. 1434-1VDD-447/2021
EC Design-examination

Directive 98/79/EC concerning

fOI’ SARS' cov'2 Anﬁgen (COIIOidal in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
Gold) (For Self-Test)

that manufactured by:

GETEIN Biotech, Inc.
Nanjing, ul. Bofu Road, Luhe District 9, China

in vitro diagnostic medical devices
for self-testing

One Step Test for SARS-CoV-2 Antigen (Colloidal Gold)
Ref. codes: CG20615, CG206152, CG206153, CG206155, CG206156, CG206157, CG206158, CG206159,
€G2061510, CG2061512, CG2061515, CG2061520, CG2061525

i terms of desi ion, comply with
‘of Annex Il (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 30.07.2021 to 27.05.2024
The date of issue of the Certificate: 30.07.2021
The date of the first issue of the Certificate: 30.07.2021

C€ua

Anna

Issued under the Contract No. MD-66/2021 P gt s
Application No: 142/2021 Malgorzata wugosss e
Certficate bears the qualified signature. Wyroba e .a
Warsaw, 30.07.2021 Vice-President
Mode AL

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 warsaw, 469 Pulawska Street, tel. +48 22 46 45 200, e-mail pebe® pebe gov pl
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(ONAL APPROVAL FOR IMPORTATION AND DISTRIBUTION OF MEDICAL DEVICE
(Covto 1 seur TeeT KIT)

With reference o the above, 1 wish to inform that the Authorty granes your establshment a conditonal
approval for the.

that the vaidiy of this condiionsl spprovel & from 10/11/2021 to Rof
Date : 10 November 2021

) Getein One Step Test for SARS-CoV-2 R | el :

Antigen (Colloidal Gold) (For Self-Test) LR e e m—
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)) Getein One Step Test for SARS-CoV-2
Antigen (Colloidal Gold) (For Self-Test)
has been approved by Thailand FDA
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One Step Test for SARS CoV2 Antigen (Colloidal Gold)

DwanBumaiosiounnd iR C620615, CG206155
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) Getein One Step Test for SARS-CoV-2 Antigen
(Colloidal Gold) has passed the PEI Evaluation

Bundesinstitut fr Impfstofe und biomedigiische Arncimittel

sttt 524
Fecera Inttute for Vaccies and Bomediins Paul-Ehrlich-Institut =8

01.04.2021

Ver ierung der iti von SARS-
CoV-2 Antigenschnelltests
Ziel
Vergleich verszhi 5
Material
Poals von naso- und oropharyngealen Abstrichen.
Trockene Tupfer wurden in PBS aufgenommen, feuchte Tupfer waren bereits in

Pools sind
bis zu 10 Proben CTWerte, die 1:10in in PBS verdinnt

wurden. Die CT Werte eines Pools wurden mit versehiedenen PCR Assays bestimmt und die
mutmassliche Anzahl an RNA-Kopien mit Hiffe des INSTAND Standards berechnet. Bei den
venwendeten PCRs entspricht ein CT Wert von 25 atwa 10° RNA Kopien / mL_ Es wurden
jeweils 18 Proben mit CT<25, 23 Proben mit CT zwischen 25 und 30 und 8 Proben mit CT>30
analysiert. Vermehrung des Virus in Zellkufur wurde als mégliches Korrelat fir Infektiositat als
weiteres Merkmal der Proben bestimm.

Durchfithrung

Die Pocls wurden aliquotiert, eingefroren, versendet, und zur Evaluierung der Tests aufgetaut.
Fir jeden Test wurden 50uL des Pools mit den vom Test bersitgestellisn Komponenten z B.
Tupfer, analysiert. An der vergleichenden Evaluierung beteiligte Labors sind u. a. Robert Koch-
Insitut, Paul-Ehrlch-Insiitut, Konsiliariabor fir Coronaviren (Charité), Institut fir Mikrobiologie.
der Bundeswen.

Zusammenfassung

Di Evaluierung einer grofen Anzahl von SARS-CoV-2

{point of care tests; POCT) verschiedenen Designs und verschiedener Hersteller mit demselben
Probenset erméglicht einen Uberblick iiber den derzeitigen Stand der Technik hinsichili
Sensitivitat. Die Ergebnisse lassen keine Riickschiiisse auf die Spezifitat der Tests zu.

Digjenigen POCT, die bislang in die vergleichende Evaluierung egegngen sind und hier als
iem derzeitigen Stand der Technik entaprechend bewertet wurden, sind in

Tabelle aufgefuhrt. Weitere Tests, die als nicht dem Stand der Techni emsnremem mena

wurden, wurden aus der Liste des BAM entfernt. Die Untersuchungen werden kontinuierlich

fortgefiihrt, die Tabelle entsprechend erganzt

Es sei ausdriickli dass di Evaluierung nur eine

Stichprobe der beim BfArM gelisteten und omiter mmmmmmgenyxns_c V-2

Antigenschnelltests beriicksichtigen kann, und manche Tests bislang (noch) nicht
oz Herstellern [

Vertreibern.

Kontakt:
E-Mail: sarscovaivapei.de

Paut Envich Insttut
-Enrich-Str. 51-59
63225 Langen, Germany www_pei de

One Step Test for SARS-CoV-2 Antigen .
(Colloidal Gold) Getein Biotech, Inc.

e




)) Getein One Step Test for SARS-CoV-2
Antigen (Colloidal Gold) has passed
the phase 3a validation of British
DHSC

\LL; GOV.UK . Government activity | Q

-» Coronavirus (COVID-19) | Guidance and support

Home > C COVID19) > Testing for coronavirus (COWIDA9) > nd of (COVID-19) tests
Department
of Health &
Social Care

Guidance

Outcome of the evaluation of rapid

diagnostic assays for specific SARS-CoV-
2 antigens (lateral flow devices)

Updated 11 October 2021

Background

Since its establishment in August 2020. the joint PHE Porton Down and University of
Oxford SARS-CoV-2 lateral flow antigen test validation cell has evaluated over 140
lateral flow devices that have been referred by the Department of Health and Social
Care (DHSC).

Approximately 30% of the tests that were referred for validation met the standards for
phase 2 validation. which are set out in the pratocol. PHE Porton Down subsequently
performed phase 3 testing to assess whether the lateral flow devices that passed phase
2 displayed performance characteristics desirable for mass population, community-
based testing. The desirable performance characteristics are:

» very high specificity
» very high sensitivity against viral loads associated with infectiousness

The lateral flow devices that display the desirable performance characteristics are
summarised in table 1 below.

Getain Biotech One Step Test for SARS-CoV-2 Antigen Pass 10 March 2021




)) CE Common List

Getein Biotech,
Inc.

One Step Test for SARS-

CoV-2 Antigen (Colloidal
Gold)

97.06% sensitivity
98.71% specificity
Nasal swab

DE:
Positive evaluation by Paul-Ehrlich-Institut

(sensitivity of 90% at <Ct30 and 100% at
<Ct25)

EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY
[ [ —
Health Security

EU health preparedness:
A common list of COVID-19 rapid antigen tests,
including those of which their test results are mutually

ised, and a ¢ dised set of data to
be included in COVID-19 test result certificates

rec

Agreed by the Health Security Committee

This document was agreed by the HSC on 17 February 2021

Annex[
Comman list of rapid antigen tests

Afirst update was agreed by the HSC on 10 May 2021
A second update was agreed by the HSC on 16 June 2021

Annexil
Common standardised data set of to be included in COVID-19 test result certificates

An update to Annex 1l was agreed by the HSC on 19 March 2021




)) Getein COVID-19 Test Kits on the Export Whitelist of China

=
No.

EpEf
Manufacturer

H—HLEARB
Certificate for
Uniform Social Credit

E S EMIALETE R
Certificate

=i
Province of
China

ERES
Product Name

42

EREVRRBRBARAR

Getein Biotech, Inc.

913201007360621166

CE

PN
Jiangsu

One Step Test for Novel Coronavirus(2019-nCoV) IgG antibody (Colloidal Gold)

One Step Test for Novel Coronavirus(2019-nCoV) IgM antibody (Colloidal Gold)
One Step Test for Novel Coronavirus(2019-nCoV) IgM/IgG antibody (Colloidal Gold)
Novel Coronavirus (2019-nCoV) Real-time RT-PCR Kit

Akso SARS-CoV-2 Real-time RT-PCR Kit

SARS-CoV-2 Antigen Fast Test Kit (Immunofluorescence Assay)

One Step Test for SARS-CoV-2 Antigen (Colloidal Gold)

One Step Test for SARS-CoV-2 Total Antibody/Neutralizing Antibody (Colloidal Gold)
One Step Test for FIuA/FIUB/SARS-CoV-2 Antigen (Colloidal Gold)

SARS-CoV-2 Total Antibody/Neutralizing Antibody Fast Test Kit (Immunofluorescence
Assay)

FIUA/FIuB/SARS-CoV-2 Antigen Fast Test Kit (Immunofluorescence Assay)
FIUA/FluB/SARS-CoV-2 Real-time RT-PCR Kit

SARS-CoV-2/VOC-202012/01 Real-time RT-PCR Kit

SARS-CoV-2/501.V2 Real-time RT-PCR Kit

Novel Coronavirus(2019-nCoV) IgM/IgG antibody Fast Test Kit (Immunofluorescence
Assay)

SARS-CoV-2 Neutralizing Antibody Fast Test KIt (Immunofluorescence Assay)

One Step Test for SARS-CoV-2 Antigen (Colloidal Gold) (Saliva)

623

EEEVRRRBERAR
Getein Biotech,Inc.

913201007360621166

Austria BASG Listing

I
Jiangsu

One Step Test for SARS-CoV-2 Antigen (Colloidal Gold) (Nasal) Selftest




YD Cerificate of ISO 13485:2016

bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - 1SO 13485:2016

By Royal Charter

This is to certify that: ~ Getein Biotech, Inc. BEREMHHERAGHTRAR
No.9 Bofu Road +H
Luhe District THE
Nanjing R
Jiangsu ARK
211505 HHL TAFFR K
China [T
i 211505

Holds Certificate No: ~ MD 728432

and operates a Quality Management System which complies with the requirements of SO 13485:2016 for the
following scope:

Design & -

Biochemistry Assay, Point of Care ‘@v (indluding ptbsirion Assy, Immunofiuorescence

Assay, Dry Chemistry Assay), PCRAssaymng nose infectious disease.

Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence

Immunoassay, Biochemistry Assay, o o Care ey (it Cobidsl A e

lrmunmwmu‘ozkssay,mmmmrv Assay), PCR Assay to diagnose infectious disease.
Lmv\m- JJUKM mmm R RSE, TR

71
MJ WB’QW (E#R“ﬁwk kﬁﬁtﬂ: T'x(tt#'&) u{Mmﬁ1ﬁlﬂ*P€lﬁfﬁﬁuKﬁl

mm Conn C-Reelc

For and on behalf of BSI:

Gary E Slack, Senior Vice President - Medical Devices
Original Registration Date: 2020-05-29 Effective Date: 2020-07-26
Latest Revision Date: 2021-09-23 Expiry Date: 2023-07-25

Page: 10f 2

®

i certicats was isued elctranically and rermsing the property of BST st s bound by the conditons of contract
An elctron certfcate can be suthenticted gulIE
P

-making excellence a habit”

o teephons +86 10 8507 3000,

It Catac 51, Jtn . Keynesgen 5 0GB Artedan e Neertnds Te 31 (0) 20 360 780
registered i the Nethetonds undes number 3264284, ot John M. Keynesplein 9, 106 B9 Amsterdar, The Netherlands
AHiemaes of th BS1 Grocp of Companis




> Certificate of MDSAP

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Getein Biotech, Inc.
No.9 Bofu Road

Facility ID Number: F004902

Holds Certificate No: MDSAP 728434

Statement of Conformity: The company listed on this certficate has been audited to and found to conform with the
criteria: 1SO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA . 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 GFR 806, 21 CFR 807 -

Subparts A to D
Please see scope page.
QM C S aclc
For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices
Original Registration Date: 2020-10-18  Effective Date: 2020-10-18 Expiry Date: 2023-07-25

e ..making excellence a habit”

Page: 1 of 2
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