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Green Spring

Green Spring®SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)
Instructions for Use

REF GF102B1L Rev. 7.1

English

Rapid test for the qualitative detection of SARS-CoV-2
nucleocapsid antigen. For professional use.

INTENDED USE

The Green Spring® SARS-CoV-2 Antigen Rapid Test is intended for the
rapid qualitative detection of SARS-CoV-2 nucleocapsid protein antigen
in human saliva, nasal, nasopharyngeal or oropharyngeal swab samples.
The results are used for the detection of SARS-CoV-2 antigen. The
antigen is generally detectable in upper respiratory tract samples during
the acute phase of infections. Positive results do not exclude bacterial
infection or co-infection with other viruses. The pathogen detected may
not be the sole cause of the disease.

Negative results should be treated as suspected cases and confirmed with a
molecular assay. Negative results should be considered in the context of a
patient's recent exposures, history and presence of clinical signs and
symptoms consistent with COVID-19. The test should only be performed
by trained medical personnel.

SUMMARY

The novel coronaviruses belong to a B-genus. COVID-19 is an acute
respiratory infectious disease. Humans are generally susceptible to it.
Currently, patients infected with the novel coronavirus are the main source
of infection; asymptomatically infected people may also be a source of
infection. The main manifestations include fever, fatigue and a dry cough.
A stuffy or runny nose, sore throat, muscle aches and diarrhoea occur in a
few cases.

TEST PRINCIPLE

The Green Spring® SARS-CoV-2 Antigen Rapid Test is a qualitative,
membrane-based immunoassay for the detection of SARS-CoV-2
nucleocapsid protein antigen. The test line area is coated with SARS-
CoV-2 antibody. The sample reacts with the SARS-CoV-2 antibody
in the test line area. If the sample contains SARS-CoV-2 antigen, a
coloured line appears in the test line area as a relevant result. As a
procedural control, a coloured line appears in the control line area,
indicating that the correct volume of sample has been applied and
membrane wetting has proceeded correctly.

STORAGE AND STABILITY

Store the tests in the sealed foil pouch at room temperature or
refrigerated (2 - 30 €). The test is stable until the expiry date printed
on it. The test cassettes must be stored in the sealed foil pouch until
use. Do not freeze. Do not use after the expiry date. Protect from sun,
moisture and heat.

MATERIALS SUPPLIED

e Test cassettes (25 pieces)
e Sampling swabs: 25 pieces

e  Extraction tubes with buffer: 25 pieces disposable reaction
tubes with 0.5 ml extraction buffer each and 25 pieces
nozzle cap

e Package leaflet: 1 instruction leaflet

e  Workstation: 1 piece

e Desiccant: 1 package

PRECAUTIONS

1. Read the package leaflet carefully before performing the test.
Failure to follow the instructions in the package leaflet may
result in inaccurate test results.

2. For professional in vitro diagnostic use only. Do not use after the
expiry date.

3. Do not eat, drink or smoke for 10 minutes before and during
sample collection.

4. Do not use the test if the packaging or test components are
damaged.

5. All samples must be considered potentially infectious. Observe
established precautions against microbiological hazards
throughout the collection, handling, storage and disposal of
patient samples and used test components.

6.  Wear protective clothing such as lab coats, disposable gloves and
eye protection while testing samples.

7. Wash your hands thoroughly after performing the test.

8. Viral transport media (VTM) may affect the test result: Extracted
samples for PCR testing cannot be used for testing.

9. All used test components should be disposed of according to
local regulations.

10. Humidity and temperature may adversely affect the results.

PREPARATION

Use only the materials supplied with the respective set. Test
the samples immediately.

Use the test kit only at room temperature (15 to 30 €). The test kit is
intended only for swab samples that are collected and tested directly
(i.e. swabs that have NOT been placed in transport media). This kit is
NOT intended for testing liquid samples such as wash or aspirate
samples or swabs in transport media, as results may be affected by
over-dilution.

1. Tear off the foil pouch, take out the test cassette and place it on a
clean and flat surface.

2. Freshly collected samples should be processed within 1 hour.

3. Label the respective test cassette for each test or control.

4. Place the labelled extraction tubes in a rack in the designated
area of the workspace.

COLLECTING THE SAMPLE

Correct sample collection is the most important step. Select one of the
four methods and then proceed with the test procedure.

1) Saliva (lollipop)
Be aware that false results may occur if the saliva is not collected
properly.

1. Place an extraction tube in the cardboard workstation.



2. Press the tip of your tongue against the lower root of your jaw.
Cough deeply. Make the sound of "kuuua" to gather the saliva.

3. Place the swab on the tongue for at least 10 seconds, rotating it 3
times or more to fully absorb the saliva.

2) Anterio-nasal swab (nose in front).
Make sure to collect enough nasal secretions with the swab. It is
advisable to blow your nose first.

1. Place an extraction tube in the cardboard workstation.

2. Carefully insert the swab into the patient's nostril. The tip of the
swab should be inserted up to 2.5 cm deep from the edge of the
nostril.

3. Swab along the mucosa in the nostril to ensure that both mucus
and cells are collected.

4. Take the swab out of the nostril while gently rotating it between
your fingers.

3) Nasopharyngeal swab (nose-throat).
1. Place an extraction tube in the cardboard workstation.

2. Tilt the patient's head slightly backwards. Hold the swab like a
pen and insert it through the nostril parallel to the palate.

3. While inserting, gently rub and roll the swab. As soon as you feel
the throat resistance, stop and let the swab absorb secretion.

4. Slowly and carefully move the swab outwards while gently
rotating it between your fingers.

4) Oropharyngeal swab (throat).

1. Place an extraction tube in the cardboard workstation.

2. Let the patient open the mouth wide and make "Ah" sounds,
which will expose the pharyngeal tonsils on both sides.

3. Hold the swab tightly and wipe back and forth on the pharyngeal
tonsils on both sides at least three times per side with moderate
force. Do not touch the palate, tongue, teeth or gums.

4. Remove the swab while gently rotating it between your fingers.

For best results, the nasopharyngeal (nose-throat) method is
recommended.

PERFORMING THE TEST
After collecting the sample, perform the test as follows:

1. Tear off the sealing of the extraction tube.

2. Insert the swab sample into the extraction tube and dip it up
and down in the liquid. Rotate the swab several times during
this process.

3. While removing the swab squeeze the sides of the tube to
extract the remaining liquid our of the swab.

Place the dropper tip firmly on the extraction tube and mix the
liquid thoroughly .

4. Dispense 3 drops (approximately 100uL) into the sample well
of the test cassette via the dropper tip.

5. Interpret the test results after 15 minutes. Do not interpret the
results after 20 minutes.

INTERPRETING THE TEST RESULT

POSITIVE: Two lines appear. One coloured line appears in the
control line area (C) and another coloured line appears in the test line
area (T). A positive result in the test area indicates the detection of
SARS-CoV-2 antigen in the sample. A positive result does not
exclude infection with other pathogens.

NEGATIVE: A coloured line appears in the control area (C). No
coloured line appears in the test line area (T). A negative result does
not exclude viral infection with SARS-CoV-2 and should be

confirmed by molecular diagnostic methods if COVID-19 is suspected.

INVALID: The control line does not appear. Insufficient sample
volume or incorrect handling are the most likely reasons causing the

control line not to appear. Check the procedure and repeat the test
with a new test cassette. If the problem persists, stop using the test kit
immediately and contact your dealer.

QUALITY CONTROL

The control area (C) acts as an internal procedure control. A coloured
line appears when the procedure or sample volume has been applied
correctly. Control standards are not provided with this test. As good
laboratory practice, it is recommended to perform positive and
negative controls periodically to verify test performance.

LIMITATIONS

This test is intended for the qualitative detection of SARS-CoV-2
virus antigen only. The exact concentration of SARS-CoV-2 viral
antigen cannot be determined by this test.

Test results are for clinical reference only and should not be the sole
basis for clinical diagnosis and treatment. Clinical management of
patients should be considered in combination with their symptoms,
physical signs, patient history, other laboratory tests, therapeutic
responses and epidemiological information.

Proper sampling is crucial. Failure to follow the procedure can lead to
incorrect test results. Improper collection, storage or even freezing
and thawing of the sample can lead to inaccurate test results.

A false-negative test result may occur if the viral antigen level in a
sample is below the detection limit of the test or if the sample was not
collected or transported properly; therefore, a negative test result does
not exclude the possibility of SARS-CoV-2 infection.

A positive result does not exclude co-infection with other pathogens.

Monoclonal antibodies may not detect SARS-CoV-2 viruses with
slightly altered amino acid levels in the region of the target epitope, or
may detect them with less sensitivity.

The amount of antigen in a sample may decrease with increasing
disease duration. Samples collected after day 5 of illness are more
likely to be negative compared to an RTPCR test.

The tests target the nucleocapsid proteins. Performance is not affected
by mutations in the spike protein. Mutations in the nucleocapsid
protein are not excluded in the future.

CHARACTERISTICS OF PERFORMANCE

The clinical performance of the Green Spring® SARS-CoV-2 Antigen
Rapid Test was determined in prospective, randomised, single-blind
studies. A total of 365 nasopharyngeal samples from symptomatic and
asymptomatic patients were collected within 5 days of the onset of
initial symptoms. The performance of the kit was compared with the
results of a commercially available molecular test. The PCR
comparisons use a nasopharyngeal swab.

Table 1: Clinical study nasopharyngeal (nose-throat)

Green Spring SARS- PCR-Comparison Total
COV-2 Antigen Positive | Negative

Rapid Test

Positive 150 0 150
Negative 5 210 215
Total 155 210 365
Sensitivity 96,77% (95%KI: 92,24-98,81%)
Specificity 100,00% (95%KI: 97,76-100%)
Accuracy 98,63 % (95%KI: 96,89-100%)

PPA(CI< 37): 96,77% (150/155), (95%KI: 92,24-98,81%)
NPA(CI< 37): 100,00% (210/210), (95%KI: 97,76-100%)

For the anterior nasal swab method, a total of 298 anterior nasal
samples were collected from symptomatic and asymptomatic patients
within 5 days of the onset of the first symptoms. The performance of



the kit was compared with the results of a commercially available
molecular test. The PCR comparisons use a nasopharyngeal swab.

Table 2: clinical study anterior-nasal (nose-front)

Green Spring SARS- PCR-Comparison Total
COV2 Antigen Rapid | Positive | Negative

Test

Positive 154 0 154
Negative 6 138 144
Total 160 138 298
Sensitivity 96,25% (95%KI: 91,65-98,47%)
Specificity 100,00% (95%KI: 96,62-100%)
Accuracy 97,99% (95%KI: 96,97-100%)

PPA(Ct<37): 96,25% (154/160), (95%KI: 91,65-98,47%)

NPA(Ct< 37): 100,00% (138/138), (95%KI: 96,62-100%)

For the saliva swab method, a total of 298 saliva samples from

symptomatic and asymptomatic patients were collected within 5 days

of the onset of the first symptoms. The performance of the kit was

compared with the results of a commercially available molecular test.
The PCR comparisons use a nasopharyngeal swab.

Table 3: clinical study saliva (lollipop)

Greenspring SARS- PCR-Comparison Total
COV2 Antigen Rapid | Positive Negative

Test

Positive 147 0 147
Negative 13 138 151
Total 160 138 298
Sensitivity 91,88% (95%KI: 86,22-95,43%)
Specificity 100,00% (95%KI: 96,62-100%)
Accuracy 95,64% (95%KI: 93,32-97,96%)

PPA(Ct<37): 91,88% (147/160), (95%KI: 86,22-95,43%)

NPA(Ct< 37): 100,00% (138/138), (95%KI: 96,62-100%)

CROSS-REACTIVITY

(Yes/No)
Influenza A 1.6 x 10° TCIDs0/mL No
Influenza B 1.6 x IOSTCIDSO/mL No
Human coronavirus HKU1 |1.6 x 10° TCID50/mL No
Human coronavirus 0C43 1.6 x 10° TCIDs0/mL No
Haemophilus influenzae  |2.2x 10° TCID50/mL No
MERS-coronavirus 2.1x 10° TCID50/mL No
SARS-coronavirus 3.2 x 10° PFU/mL Yes
[Adenovirus C1 1.5x 105 TCID50/mL No
[Adenovirus 71 1.5 x 10° TCIDso/mL No
(Candida albicans 42x10° CFU/mL No
Respiratory syncytial virus  [5.1x 10> TCIDso/mL No
Enterovirus 5.4 x 10° TCIDs0/mL No
Malaria 2.2x 10° CFU/mL No
Dengue 1.2 x 103 TCIDs0/mL No
[Human coronavirus NL63 1.7x 10° TCID50/mL No
[Human coronavirus 229E 2.2x10° TCID50/mL No
Streptococcus pneumoniae 1.1 x 10°CFU/mL No
[Pneumocystis jirovecii (PJP) |1.0 x 10° TCID50/mL No
Legionella pneumophila 1.4 x 10° CFU/mL No
(Chlamydia pneumoniae 1.1 x 10° [FU/mL No
HumanMetapneumovirus(h |1 1 x 10° TCID50/mL No
MPV)
Parainfluenza virus 1 1.0x 10° TCID50/mL No
Parainfluenza virus 2 1.0 x 10° TCIDs0/mL No
Parainfluenza virus 3 3.5 x 10° TCID50/mL No
Parainfluenza virus 4 1.4 x 10° TCIDs0/mL No
Rhinovirus 13 x 10° PFU/mL No
Mycoplasma pneumoniae 1.8 x 10 CFU/mL No
Bordetella pertussis 1.5x 10 CFU/mL No
Mycobacterium tuberculosis | 1.0 x 10° CFU/mL No
Concentrated human nasal 100% No
contents (representative of
normal respiratory microbial
flora)
Streptococcus pyogenes 1.0 x 10° CFU/mL No

Potential cross-reactant

Concentration

Cross-reactivity

INTERFERENCE




SARS-CoV-2 antigen nasal swab samples were mixed with one of the
following substances to specific concentrations and tested in multiple
replicates. No false-positives or false-negatives were found:

Substance Concen- Substance Concen-

tration tration
Whole Blood | 5% Naso GEL(Nei | 6oy

Med)
Fluticasone 4%viy Mucin 0.54%
ropionate
CVS Nasal
Drops(Phenyle | 17%v/v Ricola(Menthol) 1.6mg/mL
phrine)
B Read the instruction
Tamiflu o Afrin In-vitro diagnostic use before using CE marking
(Oseltamivir 6mg/ml (Oxymetazoline) 14%v/v
Phosphate) Y
Sucrets CVC Nasal Batch number Expiry date Date of manufacture
(Dyclonin/Me 1.4 mg/mL Spray(Cromolyn | 16%v/v Keep away
nthol) ) Do not re-use it Store at 2€ -30€ from sunlight
Chloraseptic
Nasal Gel EU authorised

(Mgntl;ol/Benz 1.8 mg/mL (OXymCtaZOlinC) 9%vIv Keep dry Manufacturer rcpriscm‘z:ll?:c
ocaine
Homeopathic( AT . 12
Alkalol) 1:10dilution | Mupirocin me/mL
Ore Throat Fisherman’s
Phenol Spray 16%viv Friend 1.3mg/mL
Tobramycin 5 pg/mL Zicam 4%v/v

LIMIT OF DETECTION (ANALYTICAL SENSITIVITY)

The limit of detection (LOD) for the Green Spring® SARS-CoV-2
Antigen Rapid Test is 4 x 10> TCIDso/mL. The LOD for Green
Spring® SARS-CoV-2 Antigen Rapid Test Kit was determined using
limiting dilution of a gamma irradiation inactivated virus sample. The
sample was provided at a concentration of 1.3 x10 ¢ TCIDso/mL.

HIGH-DOSE HOOK EFFECT

The LOD study tested the highest concentration of the sample
(TCIDso of 1.3 x 10° TCIDso/mL). No hook effect was observed.

FURTHER PRODUCT INFORMATION

Manufacturer:Shenzhen Lvshiyuan Biotechnology Co., Ltd

101,201,301, D Building, No.2 Industrial Avenue, Buxin Village,
Buxin Community, Dapeng Subdistrict Office, Dapeng New

District, Shenzhen, 518120 China

EU representative: Obelis s.a.

Bd General Wahis 53, 1030 Brussels Belgium

Importer: Better AG
General-Guisan-Str. 8
6300 Zug, Switzerland
Tel: +353 1513 7511
Email: info@OdemShop.com
Shop: www.OdemShop.com




5 TR RE PHEA R IRA S

Green Spring Shenzhen Lvshiyuan Biotechnology Co. ltd.

Authorization

It is hereby certified and declared that the company:
Our Shenzhen Lvshiyuan Biotechnology Co.,Ltd. is a legally established and
-manufacturing(COVID- 19(2019-nCoV) Coronavirus IgG/IgM Rapid Test Kit.

SARS-CoV-2 Antigen Rapid Test Kit . ARS-CoV-2 Neutralizing Antibody Rapid Test Kit)

based enterprise Its main place of business is located in 101,201,301,D Building,

“Better AG” located in General-Guisan-Str. 8, 6300 Zug, Switzerland Is authorized to

import, sell, distribute the "Green spring” branded goods in Europe, Asia and Africa.

We hereby confirm the authenticity of the antigene tests sold by this distributor.

The authorization period is from May 24,2021 to May 23.2025

Authorized company rfam

Date: May 24,2021
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creenspring Shenzhen Lvshiyuan Biotechnology Co., Ltd

The Statement on detection of mutant viruses

WHO held an emergency meeting on 26 November 2021 to discuss the recently
discovered mutant strain of the novel coronavirus B.1.1.529. After the meeting, WHO
issued a statement, has designated B.1.1.529 as a "Variant of Concern" , named
Omicron.

The B.1.1.529 variant was first reported to WHO from South Africa on'24 November 2021
and the first sample infected with the mutant strain was collected on 9 November,the
WHO said in a statement .This variant has a large number of mutations, some of which
are concerning

Preliminary studies suggest that this variant causes an increased risk of reinfection in
humans compared to other "concerns" variants. The-number of cases of this variant
appears to be increasing in almost all provinces in'South Africa.

Since the outbreak of the SARS-CoV-2 virus, it has been reliably reported that there have
been at least hundreds of mutations in'the gene sequence, all of which have resulted in
the virus being more infectious and more pathogenic. The most famous strains include
Alpha, which first appeared in Kent, England, Beta in South Africa, Gamma in Brazil,
Delta in India and Mu which was first discovered in Colombia and officially named by the
WHO on August 30. And Omicron, recently discovered in South Africa. Among them,
Omicron variant virus has recently invaded many countries and regions around the world
with its strong infegctivity and pathogenicity.

The new coronavirus (SARS-CoV-2 or 2019-nCoV) is a non-segmented forward RNA
virus. This is‘the cause of the new type of coronavirus pneumonia (COVID-19), which is
highly contagious in humans. The SARS-CoV-2 virus has several structural proteins,
including spikes (S), envelope (E), membrane (M) and nucleocapsid (N).

The SARS-CoV-2 virus has the characteristics of strong nucleocapsid (N) protein stability.
The mutant virus strains that have been found worldwide are derived from the
SARS-CoV-2 20B/GR evolutionary strain (lineage B.1.1.7), including many mutation, the
mutation location is the spike (S) protein of the new coronavirus, which is the location
where the SARS-CoV-2 virus uses to bind to the cell's ACE2 receptor.
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Add: D Building, National Biological Industrial Park of Marinelife, No.2 Binhai Road, Dapeng,
Shenzhen, 518120, China.

The SARS-CoV-2 Antigen Rapid Test Kit produced by Shenzhen Lvshiyuan
Biotechnology Co., Ltd. is used for in vitro qualitative detection of SARS-CoV-2 virus
nucleocapsid (N) protein in human nasopharyngeal , oropharyngeal , anterior -nasal or
saliva samples.

It can be seen that the mutation sites of mutated virus strains including Omicron strain

have no effect on the detection rate of the kits produced by our company. The kit is
suitable for assay of the SARS-CoV-2 variant virus called ‘Omicron '.

Shenzhen Lvshiyuan Biotechnology .Co., Ltd.

Chief Director :Mr Jiang Date: 28th November .2021

Tel: +86-755-28438788 Fax: +86-755-28938800



ISO 13485 AUEIEF 1SO 13485 certification

OGS

Certificate CN20/42084

The management system af

Shenzhen Lvshiyuan
Biotechnology Co., Ltd.

101, 201, 301, Building D, No. 2, Industrial Avenue, Buxin Village,
Buxin Community, Dapeng Subdistrict Office, Dapeng New District,
Shenzhen, Guangdong, 518120, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Q}(_\,‘S’l

‘
o

SGS

Design, Manufacture and Distribution of Dry Fluorescent
Immunoassay Instrument and In Vitro Diagnostic Test Kits
(ELISA, Colloidal Gold) for SARS-CoV-2, Influenza A and Influenza B.

' This certificate is valid from 2 March 2021 until 13 June 2023
: aﬁmvﬂdwwmmmawsmhmmm
: - Recertification audit due before 26 May 2023

Issue 2. Certified since 14 June 2020

Authorised by

=

SGS Uniled Kingdom Lid
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK 0005
t+44 (0)151 350-8866 F+44 (0)151 350-8600 www.s08.com

HC 5GS 13485 2016 0118

&

>
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1S09001 AUENEF 1S09001 certification

CERTIFICATE OF REGISTRATION

The Quality Management Systems of

Shenzhen Lvshiyuan
Biotechnology Co., Ltd

Unified Social Credit Code:914403007576264357

Registration address. 101, 201, 301, D Building, No.2 Industrial Avenue, Buxin Village, Buxin
Community, Dapeng Subdistrict Office, Dapeng New District, Shenzhen
Production address:D Building, National Biological Inclustrial Park Of Marinelife, Binhai No.2
Road, Dapeng, Shenzhen

has been assessed by GIC and complying with

GB/T19001-2016/1SO9001:2015

For the following activities

Research and development, production and service of
food safety testing kits, animal disease diagnostic kits
and test cards

Date of Issue: 13 February 2019 Date of Expiry: 12 February 2022

Date of Initial Certification: 13 February 2019
Certificate No.: J19Q2GZ8012523R0M

The granting of this certificate does not mean that the certificale holder can avoid
any legal obligation. If the products or activities covered in the scope of
certification require administrative license, the certificate shall be anly valid within
the scope of administrative licensing. The registered arganization shall be subject
to regular annual supervision by GIC, and the continual validity of the certificate is
base upon conformity of audit. Please scan two-dimension code at lift to find the
certificate information. This cerlificate can be queried at Certification and
Accreditation Administration of the People's Republic of China official website
Scan for certificate status (www. cnca.gov.cn) & GIC website (www., gicg.com.cn)

Signature: MV’«

Guardian Independent Certification Ltd
Registered in Engiand JAS-ANZ

GIC WeChat public number

Sovereign House 212-224 Shaftesbury Avenue London England WC2H BHQ
HW by Member of IAF MLA
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Germany BfArM Approval of antigen tests for professional testing
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Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests

Aim

Comparison of different antigen rapid tests with using identical sample material

Material
Pools from nasopharyngeal and oropharyngeal swabs.

Dry swabs were included in PBS; moist swabs were already included in the transport media of
various compositions. Pools are random mixtures obtained from up to 10 samples of
comparable CT values diluted 1:10 in negative samples in PBS. The CT values of a pool were
determined by means of different PCR assays, and the putative number of RNA copies
calculated with the aid of the INSTAND standards. In the case of the PCRs used, a CT value of
25 corresponds to around 10° RNA copies/mL. 18 samples each were analysed with CT<25, 23
samples with CT between 25 and 30, and 9 samples with CT=30. The replication of the virus in
cell culture was determined as a possible correlate for infectiousness as another characteristic
of the samples.

Method

The pools were aliquoted, frozen, shipped, and thawed for evaluation of the tests. For each test,
50 pL of the pool were analysed using the components of the test provided, e.g. swabs.
Laboratories participating in the comparative evaluation included the Robert Koch-Institut, the
Paul-Ehrlich-Institut, the reference laboratory for coronaviruses (Charité), and the Institute for
Microbiology of the German Army (Bundeswehr).

Summary

This comparative evaluation of a large number of SARS-CoV-2 rapid antigen tests (point of care
tests; POCT) of different designs and manufacturers with the same sample set allows an
overview of the current state of art regarding sensitivity. The results do not allow any
conclusions regarding specificity of the tests.

Those POCTs which have up to now been included in the evaluation and have been assessed
as reflecting the current state of the art are listed in the table below. Other tests, which were
assessed as not reflecting the state of the art were deleted from the list of the Federal Institute
for Drugs and Medical Devices (Bundesinstitut fir Arzneimittel und Medizinprodukte, BfArM).
This comparative evaluation is constantly continued, and the table is amended accordingly.

You should be aware that this comparative evaluation can only cover a random sample
of the SARS-CoV-2 rapid antigen tests listed by the BfArM, thus eligible for refunding,
and that many other products could not (yet) be taken into account, despite the interests
on the part of the manufacturers/distributors.

Contact
Email: sarscov2ivd@pei

Paul-Ehrlich-Institut
Paul-Ehrlich-Str. 51-59
63225 Langen, Germany www.pei.de
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Overview of SARS-CoV-2 Antigen Rapid Tests

Assessed as Reflecting the Current State of the Art

Name of Test Manufacturer (Distributor)

Panbio™COVID-19 Ag Rapid Test Device Abbott Rapid Diagnostics Jena GmbH

(NASOPHARYNGEAL)

RIDA®QUICK SARS-CoV-2 Antigen R-Biopharm AG

SARS-CoV-2 Rapid Antigen Test SD BIOSENSOR (Roche Diagnostics
GmbH)

NADAL® COVID-19 Ag Schnelltest nal von minden gmbh

STANDARD™ F COVID-19 Ag FIA SD BIOSENSOR

STANDARD™ Q COVID-19 Ag Test SD BIOSENSOR

BIOSYNEX COVID-19 Ag BSS BIOSYNEX SWISS SA

MEDsan® SARS-CoV-2 Antigen Rapid Test MEDsan GmbH

TestNOW® - COVID-19 Antigen Affimedix

NowCheck® COVID-19 Ag Test BIONOTE

Coronavirus Ag Rapid Test Cassette (Swab) Zhejiang Orient Gene Biotech Co. Ltd

Sofia SARS Antigen FIA Quidel Corporation

COVID-19 Ag Test Kit Guangdong Wesail Biotech Co., Ltd.

CLINITEST® Rapid COVID-19 Antigen Test Siemens Healthineers

ESPLINE® SARS-CoV-2 Fujirebio Inc. (Mast Diagnostica GmbH)

BD Veritor™ System for Rapid Detection of Becton Dickinson

SARS-CoV-2

GenBody COVID-19 Ag IVC Pragen Healthcare

LumiraDx SARS-CoV-2 Ag Test LumiraDX

Exdia COVID-19-Ag-Test Precision Biosensor Inc. (Axon Lab AG)

SARS-CoV-2 Ag Rapid Test (FIA) Wantai (Beijing Wantai Biological Pharmacy
Enterprise Co., Ltd.)

SARS-CoV-2 Antigen Schnelltest Xiamen Boson Biotech Co., Ltd
(Medicovid-AG; technomed GmbH; Léwe
Medizintechnik)

COVID-19 Antigen Schnelltest (Colloidal Gold) | Joinstar Biomedical Technology Co., Ltd
(CIV care impuls Vertrieb)

mo-screen Corona Antigen Test Molab GmbH

Rapid SARS-CoV-2 Antigen Test Card MP Biomedicals Germany GmbH

Lyher Novel Coronavirus (COVID-19) Antigen Hangzhou Laihe Biotech Co., Ltd. (Lissner

Test Kit (Colloidal Gold) Qi GmbH)

AMP Rapid Test SARS-CoV-2 Ag Ameda Labordiagnostik GmhH

Clungene COVID-19 Antigen Rapid Test Hangzhou Clongene Biotech Co., Ltd.

GensureTM COVID-19 Antigen Rapid Test Kit GenSure Biotech Inc.

SARS-CoV-2 Antigen Rapid Test Kit Beijing Lepu Medical Technology Co., Ltd

Hightop SARS-CoV-2 (Covid-19) Antigen Rapid Qingdao Hightop Biotech Co., Ltd.

Test

Rapid Covid-19 Antigen Test (Colloidal Gold ) Anbio (Xiamen) Biotechnology Co., Ltd

Page 2/3
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Name of Test

Manufacturer (Distributor)

Safecare COVID-19 Ag Rapid Test Kit (Swab)

Safecare Biotech Hangzhou Co., Ltd.

QuickProfile Covid-19 Antigen Test Card

LumiQuick Diagnostics, Inc.

Covid 19 Antigen Schnelltest

BioRepair GmbH

Green Spring SARS-CoV-2 Antigen Rapid Test
Kit (Colloidal Gold)

Shenzhen Lvshiyuan Biotechnology Co., Ltd.

CAT Antigen Covid Rapid Test

Oncosem Onkolojik Sistemler San. Ve Tic.
A.S.

ScheBo SARS-CoV-2 Quick Antigen

ScheBo Biotech AG

Nova Test SARS-CoV-2 Antigen Rapid Test Kit

Atlas Link Technology Co., Lid.

Toda Coronadiag Ag

Toda Pharma

Humasis COVID-19 Ag Test

Humasis Co., Ltd.

Beijing Hotgen Biotech Co., Ltd.

Neuartiges Coronavirus (2019-nCoV)-
Antigentest (Kolloidales Gold);

Novel Coronavirus 2019-nCoV Antigen Test
(Colloidal gold)

Xiamen AmonMed Biotechnology Co.,Ltd.

COVID-19 Antigen Rapid Test Kit (Colloidal
Gold)

Canea COVID-19 Antigen Schnelltest

Core Technology Co., Ltd.

fluorecare COVID-19 SARS-CoV-2 Spike Protein
Test Kit (Colloidal Gold Chromatographic
Immunoassay)

Shenzhen Microprofit Biotech Co., Ltd

Tetsealabs® Rapid Test Kit COVID-19 Antigen
TestC tte

Hangzhou Testsea Biotechnology Co., Ltd

Lysun COVID-19 Antigen Rapid Test Device
{Colloidal Gold)

Hangzhou Lysun Biotechnology Co., Lid.

Page 3/3
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COVID-19 In Vitro Diagnostic Devices and Test Methods Database

Home » COVID-18 in Vitro Diagnostic Medical Devices » COVID-19 In Vitro Diagnostic Medical Device - detail

COVID-19 In Vitro Diagnostic Medical Device - detail

Green Spring SARS-CoV-2 Antigen-Rapid test-Set

Manufactured by Shenzhen Lvshiyuan Biotechnology Co., Ltd., China - https:iiwww.lsybt.com/ [3

Davice identification number 2108

CE Marking & Yes

HSC common hst & Yes

HSC mutual recognition & Yes

Format Manual, Near POC | POC

Physical Support Lateral fiow

Targst Antigen

Spacimen Anterior nasal swab, Masal swab, Nazopharyngeal swab, Oropharyngeal swab
Pathogens delected Coronaviruses (HCaV), SARS-CoV

Lineanes detected B 117 (Untsd Kingdom), B.1.351 (South Afrca), P1 {Japan/Brazit),
Commercial Status Commercialsed

Last Update 2021-07-07 (5:24:52 CET

Commants Der Green Spring® SARS-CoV-2-Anfigan-Schnalltest dient dam schnellen qualitativen

Nechweis des Nukleocapsid-Protein-Antigens von SARS-CoV-2 in menschlichen Nasen-,
Nasen-Rachen oder Rachenabstnchproben Die Ergebrisse dienen dem Nachwes von SARS
Co\-2-Antigenan
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Uberlne  Voranstaengea  Kontakt  Whafunew  Jamiroirabelt  leprossum  Detonschutzaridiineng " Deutseh
Bundesamt fiir
Sicherheit im
Gesundheitswesen
BASG g v

Stariseite / FlrUniemenmen / Mesizinprodukte ; COVID-19 | SERS-OnY-Z-anwgonschnadiastegsier

SARS-CoV-2-Antigenschnelltestregister

Das SARS-CoV-Z-Antig cistar lstel alle SARS-CoV-2-Anlg walcha bis Tum geg gen Zeitpunkt gemsh § BT Abeatz 4 Medizinproduktegesetz
2021 beim Bundesami 1r Slcherbedt im Gesundheltswesen singemeldet worden, Durch Engabe des Produk {erstelers, kefrbringers oder limichtigten in das
Suchfeld kann erhoben werder, ob der SARS-CoV-2-Antigznschneiltest singemeidet wurde,

‘Weltera Hinweize zu den barelipestellten Daten findan Ste har

Ieshiyuar Sortigrung: -~ Herstoller =

Green Spring ®SARS-CoV-2 Antigen Rapid Test Kit

Inverkehrbringer Hersteller Bevollméchtigter

Shenzhen Lvshiyuan Biotechnology Co. Ltd Shenzhen Lvshiyuan Biotechnology Co. Ltd D Obelis s.a. Bd General Wahis 53, 1030 Brussels
D Building, National Biological Industrial Park of Building, Natioral Biological Industrial Park of Belgium

Marinelife, No.2 Binhal Road, Dapeng, Shenzhen, Marinelife, No.2 Binhal Road, Dapeng, Shenzhen,

China China

REF-Nummes

Information llegt nicht ver.

PEl-Bewertung
Information liegt nicht var.
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%?Iﬂﬂ lIE:FE Registration Certificate of UK

Medicines & Healthcare products
Regulatory Agency

Medicines & Healtheare products

Regulatory Agency

10 South Colonnade
Canary Wharf
London

El4 4PU

Umted Kingdom

gov.uk/mhra

PureUKCA Ltd

59

St. Martin's Lane
Middlesex

London

WC2N 4J8

England, United Kingdom

09 September 2021

Dear Avril Huang

We are pleased to confirm that the application to register or update an existing registration for the following
manufacturer, which you submitted on 09 September 2021 has been reviewed:

Application reference: 2021090901215399

Manufacturer organisation: Shenzhen Lvshiyuan Biotechnology Co.,Ltd.

Address:

D Building, No.2 Industrial Avenue, Buxin Village, Buxin Community, Dapeng Subdistrict Office, Dapeng
New District, Shenzhen, 518120 China

Shenzhen

518120

China

Manufacturer registration status: Registered

Device(s):



GMDN term Status Comment

SARS-CoV-2 antigen IVD, kit,

immunochromatographic test (ICT), rapid Registered

Please note this letter does not represent any form of accreditation, certification or approval by the UK Competent
Authority.

[f you stop placing devices on the market or if you are not complying with the Regulations, you should inform us
so that we can amend our records. You should be aware that it is an offence to place on the market UKCA or CE
marked devices that do not comply with the regulations.

Please inform us of the following chargeable changes:
1. company/organisation information e.g. name and address
2. additional devices (GMDN code or term)

Please also use the Devices Online Registration Database (DORS) to tell us of the following changes e.g. removal/
discontinuation of a device (GMDN) or product from your registration record, change of contact person, telephone
number and/or email address, for which payment of our statutory fee does not apply.

Please note that the name and address of manufacturer, UK Responsible Person or Authorised Representative
(Northern Ireland only) and devices that have been registered will be published on our Public Access Registration
Database (PARD).

The account number for your company/organisation is 0000018481.

Yours sincerely,

Ngozi Onyeukwu
Device registrations service

Devices division
MHRA



o = VEMHIE Registration Certificate in Netherlands

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

Kingsmead Service B.V.
T.a.v. de heer Jeff
Zonnehof 36

2632 BE Nootdorp

Datum: 18 november 2021
Betreft: aanmelding In-vitro diagnostica

Geachte heer Jeff,

Op 1 november 2021 ontving ik uw notificatie krachtens artikel 4, eerste lid van
het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
Shenzhen Lvshiyuan Biotechnology Co.,Ltd met Europees gemachtigde Kingsmead
Service B.V. onderstaand product als in-vitro diagnosticum op de Europese markt
te brengen.

Het product staat geregistreerd als in-vitro diagnosticum onder nummer:

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)
(geen merknaam) (NL-CA002-2021-62947)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere correspondentie betreffende bovenvermeld product verzoek ik u dit
nummer te vermelden. Aan dit nummer kunnen geen verdere rechten ontleend
worden, het dient alleen om de notificatie administratief te vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50
2515 XP Den Haag

T 070 340 6161

http:d/hulpmiddelen. fammatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.ni

Ons kenmerk:
CIBG-20216547

Bijlagen

Uw aanvraag
1 november 2021

Correspondentie uftsiuitend
richten aan het retouradres met
vermelding van de datumn en
het kenmerk van deze brief.
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Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, Shenzhen Lvshiyuan Biotechnology Co.,Ltd de CE-conformiteitsmarkering
heeft aangebracht op het desbetreffende product alvorens het in een EU-lidstaat in
de handel te brengen. Zodoende garandeert Kingsmead Service B.V. dat het in-
vitro diagnosticum voldoet aan de essentiéle eisen zoals opgenomen in bijlage I bij
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het besluit)

Volledigheidshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoen
aan de eisen uit het BIVD. Het BIVD is gebaseerd op Richtlijn voor in-vitro
diagnostiek, 98/79/EG. Met name wijzen wij u op de Nederlandse-taaleis zoals deze
in Nederland geldt, de eisen voor het ter beschikking houden van de technische
documentatie en de plicht tot het hebben van een Post Marketing Surveillance- en
vigilantiesysteem.

Tot slot merk ik op dat met uw notificatie - de administratieve notificatie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of kwalificatie
van uw product: notificering betekent niet dat daadwerkelijk sprake is van een in-
vitro diagnosticum in de zin van de onderhavige wet- en regelgeving. In
voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (IGJ), belast
met het toezicht op de naleving van het bij of krachtens de wet bepaalde, een
standpunt innemen over de status van een product, waarbij het volgens vaste
jurisprudentie uiteindelijk aan de nationale rechter is om te bepalen of een product
onder de definitie van in-vitro diagnosticum valt.

Let op:

de notificatie van uw 'IVD Algemeen’ product vervalt per 26 mei 2022.

Valt uw IVD product onder een hogere risicoklasse (lijst A, B of zelftesten)? Dan
mag uw product tot en met uiterlijk 25 mei 2025 op de markt blijven als IVD
product.

De Staatssecretaris van Volksgezondheid, Welzijn en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.]. van de Velde
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Order No.: 0G 0117-2020
Ref No.: BS 0171-2020

Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

Catalogue -
Commercial 3 Short description and GMDN/
reference e Generic Device Term i e, EDMS Code Class
number
SARS-CoV-2 SARS-CoV-2 (Covid-19)

Antigen Rapid Test Kit is
used to quanlitatively
detect antigen of the
novel coronavirus in

nasal swab.

SARS-CoV-2 | (COVID-19)
GF102B1 | Antigen Rapid| Antigen Rapid
Test Kit Test Kit
(Colloidal Gold)

15.04.80.19 | Others

Obelis s.a.




CE j\iE CE certification

lis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE
IVD NOTIFICATION

Ref No.: BS 0171-2020 BELG[UM
Order No.. OG 0117-2020 Date: 19/11/2020

THIS IS TO CERTIFY THAT. ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC. OBELIS S.A. (O.E.A.R.C)

PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REFP) OF:

SHENZHEN LVSHIYUAN BIOTECHNOLOGY CoO., LTD.

ADDRESS: 101, 201, 301, D BUILDING, NO. 2 INDUSTRIAL AVENUE, BUXIN
VILLAGE, BUXIN COMMUNITY, DAPENG SUBDISTRICT OFFICE,
DAPENG NEW DISTRICT, SHENZHEN, 518120, CHINA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics

medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/T9/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O EAR.C.)on
the 18/11/2020 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES ( 1 PAGE, | DEVICE)

As of the 19/11/2020, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements® he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EU)

Mr. G. Elkayam CEO
O_beh‘s sa

éé‘ N, Obelis European Authorized Representative Center is a member of the European Association of
i ir Authorized Representatives (E.AAAR.), 1SO 9001 : 2015 and 150 13485 : 2016 certified in

" accordance to the profession of a European Authorized Representative.

*This is nof 2 CE mank and is orfy provided
n;-m‘mmozpul

** Thes Certificate will be automatically void if the notification is rejected by the EU Authorifies or upon termination of the EAR
agreement

Rleaistearad Address: Bd. Général Wahis 53- 1080 Brussels | Renisterad Offics Address: Bd Brand Whitlock 30, B—1200 Brussels- Begium




Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

Company Name: Shenzhen Lvshiyuan Biotechnology Co., Ltd.
Address: 101, 201, 301, D Building, No. 2 Industrial Avenue, Buxin Village, Buxin Community,
Dapeng Subdistrict Office, Dapeng New District, Shenzhen 518120 China

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

List of Products:
1. SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex lIl (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Il section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 150 9001: 2015

Attachments — DoC IVD All Others - [D # 00208017 — V1 — 08/11/2017
Page 1of2




Corporate Contact Information

COMPANY NAME: Shenzhen Lvshiyuan Biotechnology Co., Ltd.
COMPANY ADDRESS: 101, 201, 301, D Building, No. 2 Industrial Avenue, Buxin Village,

RESPONSIBLE PERSON’S name: Jiang Yongqing
Position: Vice Gengral Manager

gﬁ

09

AL

SIGNATURE :
Date : 2020/11/
Stamp

Attachments — DoC IVD All Others —ID # 00208017 — V1 — 08/11/2017
Page 2 of 2




Hﬂf&éﬁﬁi Material Safety Data Sheet

Zx o i il
v ZHONGKE TESTING

AT ERFFREMRARBRAE

Shenzhen Lvshiyuan Biotechnology Co., Ltd

RIBBAE GHS HIB 2/ \#&iThE4/According to UN GHS (the 8" revised edition)

MRl HIER
Material Safety Data Sheet

FERER: MR RRBERFENAE (BREEE)

Product Name: SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

“3/Written by: )_Jx]da\ B/ Inspected by:é 090/ $ibtE/Appro

(Linda) (Jose)

R PRHCAAERS CRID BRAR
ISSUED BY: ZHONGKE SERVICES OF TESTING (SHENZHEN) CO., LTD.
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Compilation Date: Jan. 05, 2022 Revision Date: Jan. 05, 2022

Contact:

BETTER AG EN: +35315137511

CH:+41(0) 7158 80 248
General-Guisan-Str. 8 www.OdemShop.com
6300 Zug, Switzerland To the Shop E-Mail: info@OdemShop.com




