BETTER AG

Top quality at manufacturer prices

Getein

COVID-19 Rapid Test Kit

For self-tests
With integrated buffer solution

Getein

]

Packaging
1 Test per Bag

Packaging

b Tests per Box

CARTON 600 tests pro Karton

Details

Supplier listed on the "EU common list” - Directorate General for
Health and Food Safety

Click to check the validity of the CE certificate
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One Step Test for
SARS-CoV-2 Antigen
(Colloidal Gold)

User Manual for self-testing

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 and is intended to aid in the
diagnosis of COVID-19. This test is used for individuals
suspected of COVID-19 within the first seven days of the onset
of symptoms, such as headache, fever, cough, sore throat,
loss of the sense of smell or taste, shortness of breath, and
muscle pain. The test can also be applied to screen for
asymptomatic infections. Positive results indicate that
SARS-CoV-2 antigens are detected in the nasal swab sample;
negative results indicate that no SARS-CoV-2 antigen is
detected. Negative results for individuals displaying
COVID-19-like symptoms should preferably be confirmed by
molecular assays such as RT-PCR. This test is used for
self-testing.

CONTENTS

SPECIMEN COLLECTION

replicates. The confirmed LoD for nasal swab was 200 TCID,/mL.

SARS-CoV-2 Extraction tube with Biohazard
antigen test card | [~ sample extraction sample bag
N test U solution and tip Npc
Npc

User manual Sterile swab
‘ 1 pefkit Npc
= =

Remove the lid from the top of the extraction tube with
1. g« [ H | sample extraction solution.
- ) Collection and test by
Open the swab package. Gently insert the tip of the k\/ Self collection & caregiver
2 s swab into one nostril. Do not insert the swab more than (218 years ) T (<18 years, sick, elderly, disabled|
. A\ 1.5 cminto your nose. }/\(” persons)
— follow your local guideline for specimen collection.
Rotate tf\e swab around the inside wall of your nostril at STORAGE AND STABILITY

3. ZVS J | leastdmes.Ropeat e same process i hesame Ty it 2 e stored at 4-30 C with a valid perod of 24 months, Use

<= <+ | the test card within 1 hour once the foil pouch is opened.

4. ‘;,Q Insert the swab after sampling to the extraction tube: PRINCIPLE . . . B

[ Roweroumes  and rotate the swab 10 imes in the solution. The test uses ant-SARS-CoV-2 nucleocapsid protein (N protein)
‘d monoclonal anti-body | conjugated with colloidal gold coated on the
sample pad, and another anti-SARS-CoV-2 N protein monoclonal

5 ﬁ% Squeeze the swab tip along the inner wall of the antibody Il coated on test line. After the samples have been applied to

- S exiraction tube 3 imes. the test strip, thecolloidal gold-labelled anti-SARS-CoV-2 N protein
monoclonal antibody | bind with SARS-CoV-2 antigens in sample and
. 3 ’ form marked antigen-anti body complexes. These complexes move to
6 Push the tip into the extraction tube and ensure it it the test card detection zone by capillary action. Then marked antigen-an-
- fightly. Gently squeeze the extraction tube and add 2-3 inodly complexes will be captured on test line by anti-SARS-CoV-2 N
drops of solution info the sample wel (S). protein monoclonal antibody II. The color intensity of each test line
Read the resultvisually n 10-15 min, don'tread resulls increases in proportion to the amount of SARS-CoV-2 antigen in sample.
7 ater20min PRECAUTIONS

1. Always keep the kit out of the reach of children. Small parts of the kit

Putallthe used test kit contents in the biohazard can be a choking hazard.

8. sample bag provided and discard itin household waste. 2. Sample extraction solution is a phosphate buffer contained low
Dispose of all used tests in accordance with local concentration of sodium chloride, tween, hexadecyl trimethyl
regulations. Wash your hands thoroughly after disposal. ‘ammonium bromide and sodium aZ|de If extrachon solution splashes

your body or into eyes, please wash with water.
TEST RESULTS LIMITATIONS

PREPARING THE TEST

—

Check integrity of the out package,components
and the expiration date.

[eo Read the user manual before starting the test.Check
% % operation video for more help.
&

Open the pouch. Check the result window and
sample well (S).

=

TEST PROCEDURE

Positive (+):
Both Cov-2

(T)appear indicates the
antigen. Any faint line in the testine. (T) should be considered positve.
Note: posilve resuls indicate very ikely SARS-Co\-2 inecton. Contact your doctoror
thelocal seffisolation. A
s

i

°

i

°

g may be req to confirm your

Positive

Negative (3:
Only the control e (C) and no test ine (T) appear indicates no SARS-CoV-2 antigen
was detected

Note: Negaive restifs indicate unlikely SARS-CoV-2 infection. Continue to follow all

!

Negative

0k

Invalid

infected with SARS-CoV-2 even ifthe test result s negative. I you stil suspect that you
have been infected despite a negative test resu, repeat the test afer 1-2 days or
‘conduct molecuiar testing

Invalid :

Ifthe control area (C) fais to appear, the test result s invalid. Insuffcient sample volume
andlor incorrect operation are possible reasons for an invaiid result. Read the
instructions again and test with a new test stip. I the same situation reappears, please
stop using this batch of products and contact your doctor or a COVID-19 test center.

1. False-negative result may occur if the level of antigen in sample is
below the detection limit of the test or the sample was collected
incorrectly.

2. Clinical diagnosis and treatment cannot be made without consulting
with the physician.

3. Negative results for individuals displaying COVID-19-ike symptoms
sﬁ{\_lggg Rpreferably be confirmed by molecular assays such as

4. The product One Step Test For SARS-CoV-2 Antigen (Colloidal Gold)
showed no drop off in sensitivity when compared with the wild type
with respect to the following variants-VOC1 UK, Alpha, VOC2 South
Africa, Beta, VOC3 Brazil Gamma, VOI1 America lota and VOI2 India
Kappa. We will keep evaluating the impact of new variants.

PERFORMANCE CHARACTERISTICS

1. Limit of Detection (LoD)

The LoD for nasal swab was established using heat-inactivated
SARS-CoV-2 isolate strain. The strain was spiked with negative human
nasal swab into a series of concentrations. The estimated LoD found
from the initial twofold serial dilution test was confirmed by testing 20

inical

The cinical performanoe of One Step Test for SARS-CoV-2 Antigen
(Collo-idal Gold) was evaluated by testing a total of 480 nasal swab
samples.|tis compared to the results of RT-PCR assays. Overall study
results were shown in the tables below.

BGI's RT-PCR it
Total
Positive | Negative Subtotal
Getein: [ Positive 165 4 169
ek?""’| Negative 5 306 30
| Subtotal 170 310 480

Positive percent agreement (Diagnostic sensitivity) = 165 / (165 + 5)
x100%= 97.06% (95% Cl: 93.30%-98.74%)

Negative percent agreement (Diagnostic specificity) = 306 / (306 +4)
x100%= 98.71% (95% Cl: 96.73%-99.50%)

Total percent agreement = (165 + 306) / 480 x 100% = 98.13% (95%
Cl:96.48%-99.01%)

3. Analytloal Specificity
1) Ci y & Microbial

Each organism and virus was tested in triplicate in the absence and
presence of SARS-CoV-2 respectively. According to the test results,
there was no crossreactivity with the following viruses or organisms.

Viruses o organisms

Human coronavirus 229E influenza A Bordelella pertussis
Human coronavirus OC43 fluenza B iycoplasma pneumoniae
Human coronavirus NL63 nterovi Chlamydia peumoniae
MERS coronavirus esplralary synoytial virus  Legionella pneumophila
Adenovinus (6g. C1Ad. 71) hinoviru

(hMPV) influenzae rovet
Parainluenza virus Type 1

Parainfluenza virus Type 2

Streptococcus pyogenes.
Parainfluenza virus Type 3

Candida albicans
Pooled human nasal wash

rugnosa
AT oo
Streptococcus Salivarius

virus Type 4a

2) Interferences

The potentially interfering substances that may be found in the upper
respiratory tract in symptomatic subjects (including over the counter
medications). No false positive or false negative results were seen at
the following concentrations.

Potentially Interfering Substances
Blood (human) Zicam Cold Remedy Tamifiu (Oseltamivir phosphate)
ucwn Homeopathic (A\ka\n\) Biotin
'S Nasal Drops (phenylsphnns) Snm Throat Phenol Spray Methanol
Nasa\ GEL (NeilMed) bramyom Diphenhydramine
Afrin (Oxymetazoline) Mupirocin Dextromethorphan
CVS Nasal Spray (Cmmolyn) Fluticasone Dx
4. Precision

For repeatability study, the agreement percent of both negative
samples and positive samples are 100%. For reproducibility study, the
agreement percent of both negative samples and positive samples are
100%.
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CERTIFICATE

EC Certificate No. 1434-1VDD-447/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
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,
CG2061510, CG2061512, CG2061515, CG2061520, CG2061525

in terms of design documentation, comply with requirements
of Annex IIl (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

1434

Issued under the Contract No. MD-66/2021
Application No: 142/2021
Certificate bears the qualified signature.

Warsaw, 30.07.2021
Module A1

Vice-President

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchbc.gov.pl
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01.04_2021

Vergleichende Evaluierung der Sensitivitat von SARS-
CoV-2 Antigenschnelltests

Ziel
Vergleich verschiedener Antigenschnelitests mit identischem Probenmaterial

Material
Pools von naso- und crophanyngealen Abstrichen.

Trockene Tupfer wurden in PBS aufgenommen, feuchte Tupfer waren bereits in
Transporimedium unterschiedlicher Zusammensetzung. Pools sind zufallige Mischungen aus
bis zu 10 Proben vergleichbarer CT Werie, die 1:10 in negativen Proben in PBS verdinnt
wurden. Die CT Werte eines Pools wurden mit verschiedenen PCR Assays bestimmt und die
mutmassliche Anzahl an RMNA-Koplen mit Hilfe des INSTAND Standards berechnet. Bei den
verwendeten PCRs entspricht ein CT Wert von 25 etwa 10° RNA Kopien / mL_ Es wurden
jeweils 18 Proben mit CT<25, 23 Proben mit CT zwischen 25 und 30 und 9 Proben mit CT>30
analysiert. Vermehrung des Virus in Zellkultur wurde als mbgliches Korrelat fur Infektiositat als
weiteres Merkmal der Proben bestimmt.

Durchfilhrung

Die Pools wurden aliguotiert, eingefroren, versendet, und zur Evaluierung der Tests aufgetaut.
Fir jeden Test wurden 50pL des Pools mit den vom Test bereitgesteliten Komponenten z.B.
Tupfer, analysiert. An der vergleichenden Evaluierung beteiligie Labors sind u. a. Robert Koch-
Institut, Paul-Ehrdich-Institut, Konsiliarabor fiir Coronaviren (Charité), Institut fiir Mikrobiclogie
der Bundeswehr.

Zusammenfassung

Diese vergleichende Evaluierung einer grolen Anzahl von SARS-CoV-2 Anfigenschnelliests
{point of care tests, POCT) verschiedenen Designs und verschiedener Hersteller mit demselben
Probenset ermaglicht einen Uberblick Gber den derzeitigen Stand der Technik hinsichtlich ihrer
Sensitivitit. Die Ergebnisse lazsen keine Rickschiisse auf die Spezifitat der Tests zu.

Digjenigen POCT, die bislang in die vergleichende Evaluierung eingegangen sind und hier als
dem derzeitipen Stand der Technik entsprechend bewertat wurden, sind in der folganden
Tabelle aufgefihrt. Weitere Tests, die als nicht dem Stand der Technik entsprechend bewertet
wurden, wurden aus der Liste des BfArM entfernt. Die Untersuchungen werden kontinuerdich

fortgefiihrt, die Tabelle entsprechend erganzt.

Es sei ausdriicklich darauf hingewiesen, dass diese vergleichende Evaluierung nur eine
Stichprobe der beim BfArM gelisteten und somit erstattungsfahigen SARS-CoV-2
Antigenschnelitests bericksichtigen kann, und manche Tests bislang (noch) nicht
beriicksichtigt werden konnten, trotz entsprechendem Interesse seitens Herstellern /
Vertreibern.

Kontakt:
E-Mail: sarscovaivd@pei de

Paul-Ehrdich-Institut
Paul-Ehrlich-54r. 51-58
83225 Langen, Germany wWww.pei.de



ISO-Certificate

bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Roval Charter

This is to certify that: Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China

Facility ID Number: FO04902

Holds Certificate No: MDSAP 728434

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following 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 n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
MhlﬂrlalADrugunu 169, Article 4 to Artide 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to

Please see scope page.
GCU\A/\ Codgelc
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

Page: 1 of 2

..making excellence a habit”



Clinic Study

The clinical performance of One Step Test for SARS-CoV-2 Antigen (Collo-
idal Gold) was evaluated bg 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.

Getein One Step Test for SARS-CoV-2 Antigen

BGI's RT-PCR kit

(Colloidal Gold) (For Self-Test) Total o T Neomive | S
P Positive 165 4 169
it ) Negative 5 306 mn
Senisitivity 97.06% kit s = g =
SpeCIfICITy 78.71 % Positive percent agreement (Diagnostic sensitivity) = 165/ (165 + 5) X
100%= 97.06% (95% Cl: 93.30%-98.74%)
Total Percent Agreemen’r 98.13% 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:

Approved by the Medical Devices Authority in Malasia

P Bemniata Prmant) PERUBATAN

Mesicel Devcr Authorty .

v rimsan KESIMATAN MALAYSIA

Munerary of Heakn Moteysia

Ams &, Priwn 3, Prims Avenue Tet (+603)8230 0000 ,'D‘.‘_"_‘f

Siok 1547, Persiaran Agec. Faks: [+£07)8230 0200 . .

$3000 Crberyayn Selangor Portal Rasens: mwews mda gy gl

Maavas Email mdbienc gov my |
Ref ﬁ,

Date ; 10 Novermber 2021

Dear Sir/Madam,

CONDITIONAL APPROVAL FOR IMPORTATION AND DISTRIBUTION OF MEDICAL DEVICE
(COVID-19 SELF TEST KIT)

With reference 1o the abowe, | wish to inform that the Authority grants your establissment 2 conditional
approval for the importation and distribution of medical device as listed in Appendix 1

- Plesse be informed that the validity of this conditional spprovel & from 10/11/2021 to Ref
10/11/2022 and is subject to the following: Date : 10 November 2021
) Your establishment shall ensure that the medical device under this conditional approval complies
with safety and performance requirements as stipulated in Medical Device Act (Act 737);
i} Your establlshment shall adhere to the conditions as stipulsted in Appendix 2

i) The use of COVID-19 saif test kit shall be Fmited for screening purpose only and afl test results need
further confiemation using RT-2CR. Appendix 1

Medical Device Details

3 This condiional approval for importation and distribution of this medical device & an interim

measure in response o the curent public health need during COVID-19 pandemic. This letter shall nat be

used for the purpose of promoting or advertising of the product and it does not exempt you from sbiding to Name of Medical Device One Step Test for SARS-CoV-2 Antigen {Colloidal Goid)

any laws of requirements. by any other authorities of Malaysia o - - .
Brand/Model (=2

Thank you, Identifier Refer Attachment 1
Sampie type Nasal swab
Intended Use One Step Test for SARS-CoV-2 Antigen (Colloidal Gold) & intended

for the quaitative detection of SARS-CoV-2 antigens in human
(AHMAD FF BIN HAMBALT) nasal swab samples. This test & wsed for individuals suspected of
Chief Exscutive COVID-15 within the first seven days of the onset of symptoms,
Medical Device Authority Such as heacache, fover, cough, sore tivoat, loss of the sense of
Ministry of Health Malaysa smell or taste, shortness of breath, muscle pain, Meanwhile the
test can aiso be apphed for Indviduals without Symptoms. Results
are for the identification of SARS-Cov-2 antigen. Positive results
indicate the presence of SARS-CoV-2 antigens, but individual
history and other dagnostic information is necessary for determing
infection status. Negative reselts do mot rule out SARS-Cov-2
infection. Negative results for ndividuals with symptoms similar to
COVID-19 inflec for more than seven days should be treated as
negative possibly. M necessary, R should be confirmed by
molecular assay. One Step Test for SARS-Cov-2 Antigen (Colloidal
Gold) intended to be wsed to help the diagnosis of SARS-Cov-2
Infection In upper respiratory samples during the acute phase of
Infection
Brief Description Ore Step Tost for SARS-CoV-2 Antigen (Collokdal Gold) Is intended
for the qualtatve detection of SARS-CoV-2 antigens in human
nasal swab sampies. This test is used for individuals suspected of
COVID-19 within the first seven days of the omset of symptoms,
such a5 headache, fever, cough, sore throat, loss of the sense of
smell or taste, shortness of broath, muscle pain. Meanwhile the
test can also be apphed for indhviduals without symptoms. Results
are for the identification of SARS-CoV-2 antigen. Postive results
indicate the presence of SARS-CoV-2 antigens, but individusl
history and other diagnostic information is necessary for determine
Infection status. Megative resulls do not rule out SARS-CoV-2
infection. Negative results for individuals with symgitoms similar to
COVID-19 infection for more than seven days should be treated as
negative possibly. If necessary, R should be confirmed by
wieculsr ass3y. One Step Test for SARS-CoV-2 Antigen (Colloidal
Gold) intended to be used » dagnosis of SARS-CoV-2

infection. This test is
Lot Number PSC213020W
Manufacturer's rame Getein Sotech Inc. Py

Further references and information

BETTER AG : IRL: +3531513 75 11
CH: + 417158 80 248
Shop: www.OdemShop.com

6300 Zug, Switzerland E-Mail: info@OdemShop.com
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