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SARS-CoV-2 Antigen Test Kit (colloidal gold method) C€

User Instruction Manual
PRODUCT NAME
SARS-CoV-2 Antigen Test Kit (colloidal gold method)
PACKAGE SPECIFICATION
1 Test/Kit; 3 Tests/Kit; 5 Tests/Kit; 20 Tests/Kit; 50 Tests/Kit
INTENDED USE

This kit is only used for the in vitro qualitative detection of SARS-CoV-2 antigen from human nasopharyngeal swabs,
oropharyngeal swabs and anterior nasal swabs specimens. SARS-CoV-2 Antigen Test Kit (colloidal gold method) is an
i hrc hic doubl ibody sandwich assay intended for the qualitative detection of nucleocapsid protein
antigen of SARS-CoV-2 from individuals who are suspected of COVID-19 by their healthcare provider within the first 7
days of symptom onset to suspect COVID-19 infection. This kit is suitable for the auxiliary diagnosis of COVID-19, the
results are for clinical reference only and cannot be used as the sole basis for diagnosis and exclusion decision. The clinical
diagnosis and treatment of patients should be considered in bination with their p igns, medical history, other
laboratory tests and treatment responses. Positive test result needs to be further confirmed, negative result does not preclude
SARS-CoV-2 infection. This kit is intended for use by qualified and trained clinical laboratory personnel specifically
instructed and trained in the techniques of in vitro diagnostic procedures.

TEST PRINCIPLE

The kit is immunochromatographic and uses double-antibody sandwich method to detect SARS-CoV-2 antigen. During
detection, the treated specimens are loaded into the sample wells of the test card. When the concentration of SARS-CoV-2
antigen in specimen is higher than the minimum detection limit, the viral antigen will form complexes with labeled
antibodies first. Under chromatography, the complexes move forward along the nitrocellulose membrane till captured by
pre-coated monoclonal antibody of SARS-CoV-2 in detection zone on nitrocellulose film (T) to form a pink/purple reaction
line on the detection zone, at this point the result is positive; conversely, if there is no viral antigen or the concentration of
antigen in sp is below the limit, no pink/purple reaction line appears in the detection zone, at this
point the result is negative. Regardless of whether the sample contains viral antigens or not, a pink/purple reaction line will
appear in the quality control zone (C), the pink/purple reaction line that appears in the quality control zone (C) is the
criterion for determining if the chromatography process is normal.

MATERIALS PROVIDED

The test kit consists of test card, sample diluent, sample extraction tube, Waste bag, Oropharyngeal swab.

Loading quantity (Specification)
1 Test/Kit | 3 Tests/Kit | 5 Tests/Kit 20 Tests/Kit |50 Tests/Kit

Components | Main Ingredients

Test strip containing
SARS-CoV-2
Test card monoclonal antibody, 1 pc 3 pes 5 pes 20 pes 50 pes
Anti-mouse IgG
polyclonal antibody

Sample diluent 05mL | 0.5mL*3 | 0.5mL*5 0.5mL*20 0.5mL*50
Sample extraction tube 1 pc 3 pes 5 pes 20 pes 50 pes
‘Waste bag 1pe 3 pes 5 pes 20 pes 50 pes
Oropharyngeal swab 1pc 3 pes Spes 20 pes 50 pes

Note:
1. Test cards are sealed together with desiccant in aluminum foil pouch.
2. Do not mix use different batches of test cards and sample diluent.

STORAGE CONDITIONS AND SHELF LIFE

The test card and sample diluent should be stored at 2°C~30°C, valid for 18 months. Test cards should be used as soon as
possible within 1 hour after opening the foil pouch. The bottle of sample diluent should be capped immediately after use and
stored at 2°C~30°C, please use it within the validity period.

Date of manufacture and expiration: See package label for details.

SPECIMEN REQUIREMENTS

1. Nasopharyngeal swab collection: Ask the patient to keep the head still to remove surface
secretions from the anterior nasal foramen; Gently and slowly insert the swab through the nasal
cavity to the nasopharynx, it reaches the posterior pharynx when resi: is

Remain for several seconds to aspirate secretions; remove the swab with gentle rotation.

2. Oropharyngeal swab collection: Insert the swab in the mouth completely into the pharynx,
centering on the red swelling of the pharynx wall and upper anterior tonsils. Wipe both sides of
pharyngeal tonsils and pharynx posterior wall with moderate force, avoid touching the tongue,
and remove the swab.

3. Anterior nasal swab collection: Ask the patient to keep the head still to remove surface
secretions from the anterior nasal foramen. Insert the swab into one nostril of the patient. The
swab tip should be inserted up to 2.5 cm (1 inch) from the edge of the nostril. 2. Roll the swab 5
times along the mucosa inside the nostril to ensure that both mucus and cells are collected. Using
the same swab, repeat this process for the other nostril to ensure that an adequate sample is
collected from both nasal cavities. Withdraw the swab from the nasal cavity.

It is recommended that specimens be treated with the sample diluent provided with the kit as soon as possible after
llection. If i liate | is not possible, the specimen can be stored in a dry, sterilized and tightly sealed plastic
tube at 2°C~8°C for up to 8 hours, and -70 °C for long-term storage.

TEST PROCEDURE

Please read the instruction manual seriously before testing. If the reagents in kit are stored in refrigerator, please take them
out and leave them at room temperature before testing. The test should be done at room temperature.

1. Specimen extraction (see Figure 1).
1. Twist the cap off

2. Insert the sampled swab into the sample diluent in the sample extraction tube, squeeze the villi part of the swab in the
tube through the outer wall of the tube by finger 5 times to dissolve the potential viral antigen into solution from swab as
much as possible, then remove and discard the swab.

3. Cover the dropper’s lid on the sample extraction tube after step 2.

II. Testing procedures (see Figure 1).

1. Remove the test card by opening the aluminum foil pouch from tear notch and lay it flat.

2. Add 4 drops (approximately 80pL) of the treated specimen into the sample well of the test card.

3. Please read the chromogenic results in the detection zone between 15~20 minutes to ensure proper test performance. Do
not read results after 30 minutes. Results read after 30 minutes are invalid.

Figure 1
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INTERPRETATION OF TEST RESULTS

Figure 2

1. This kit contains quality control process, when the pink/purple reaction line appears in the C zone, it indicates the correct
and effective operation. C line is the prerequisites to see if the test is valid. If the C line does not show color, regardless of
whether the T line shows color or not, the test is invalid, and it is recommended to retest.

2. The detection results of the kit are interpreted according to the following table.

C Line T Line Result
Pink/purple Pink/purple Positive
Pink/purple Colorless Negative

Colorless ‘Whether color is visible or not Invalid test, retest

LIMITATIONS OF THE TEST

1. The test results of this kit are only for the reference of clinicians and should not be used as the sole basis for clinical
di is and . Clinical of patients should be considered in the context of their symptoms/signs,
medical history, other laboratory tests and response to treatment.

2. Sample collection and sample processing have a greater impact on the detection of pathogens, and a negative test result
does not exclude the possibility of a viral infection.

3. Due to methodological limitations of antigen-based test, the analytical sensitivity of immunochromatographic method is
generally lower than that of nucleic acid-based test. Therefore, the test provider should pay more attention to the negative
results and make a comprehensive judgment based on other test results. It is suggested that the negative results in suspected
patients should be checked by nucleic acid test or virus culture identification.

4. When the result of test kit is positive, it is recommended to combine the results of other methods (such as PCR and CT
imaging) for further confirmation, and consult with local public health prevention institutions for treatment.

5. Analysis of the likelihood of false-negative results.

(i) Improper sample collection, transport and processing, and low viral titers in the sample may lead to false negative results.
(ii) The optimal sample type and the optimal sampling time after infection (peak viral titer) have not been validated,
therefore, multiple sampling at multiple sites in the same patient may avoid false negatives.

PERFORMANCE CHARACTERISTICS

1. The width of the membrane strip of this kit is not less than 2.5 mm, and the liquid migration speed is not less than 10
mm/min.

2. Negative/positive reference coincidence rate

All the positive references are positive for the corr di i which is i with the known results of the
reference; all the negative references are negative for the corresponding pathogen.

3. Repeatability

Repeated testing was conducted for national or enterprise repeatable reference products for 10 times. The test results were
consistent with the known results of the reference products and were uniform in color.

4. Limit of Detection (LoD)
The Limit of Detection (LoD) of SARS-CoV-2 Antigen Test Kit (colloidal gold method) is 1.75x10% TCIDs¢/mL.
5. Analytical specificity
1) Sensitivity and Specificity
The SARS-CoV-2 Antigen Test Kit (colloidal gold method) was compared with the PCR Comparator Method on

nasopharyngeal swab specimens.

X PCR reagent Total
Bioteke reagent
Positive Negative
Positive 110 2 112
Negative 4 276 280
Total 114 278 392

Clinical sensitivity = 96.49% (95%CI: 91.26%~99.04%)
Clinical specificity = 99.28% (95%CI: 97.43%~99.91%)
Accuracy = 98.47% (95%Cl: 96.70%~99.44%)

Kappa value = 0.9627

The SARS-CoV-2 Antigen Test Kit (colloidal gold method) Performance against PCR Comparator Method on

oropharyngeal swab specimens.

PCR reagent Total
BioTeke reagent
Positive Negative
Positive 115 2 117
Negative 6 125 131
Total 121 127 248

Clinical sensitivity = A/(A+C)*x100%=95.04% (95%CI: 89.52%~98.16%)
Clinical specificity = D/(B+D)x100%= 98.43% (95%CI: 94.43%~99.81%)
Accuracy = (A+D)/(A+B+C+D)*100%= 96.77% (95%CI: 93.74%~98.60%)
Kappa value = 0.9354

The SARS-CoV-2 Antigen Test Kit (colloidal gold method) was compared with the PCR Comparator Method on anterior
nasal swab specimens.

X PCR reagent Total
Bioteke reagent
Positive Negative
Positive 131 1 132
Negative 12 163 175
Total 143 164 307

Clinical sensitivity = 91.61% (95% CI: 85.80%~95.59%)
Clinical specificity == 99.39% (95% CI: 96.65%~99.98%)

Accuracy =95.77% (95% CI: 92.87%~97.73%); Kappa value = 0.9145



2) There is no cross-reactivity with the following pathogens: Human coronavirus 229E, Human coronavirus OC43,

Human coronavirus  NL63, MERS-coronavirus, SARS-coronavirus, Human coronavirus HKUI, Respiratory
adenovirus type 1, Respiratory adenovirus type 2, Respiratory adenovirus type 3, Respiratory adenovirus type 4,
Respiratory adenovirus type 5, Respiratory adenovirus type 7, Respiratory adenovirus type 55, Human
Metapneumovirus (hMPV), Parainfluenza virus 1, Parainfluenza virus 2, Parainfluenza virus 3, Parainfluenza virus 4,
Influenza A virus 2009HIN1, Influenza A virus seasonal HIN1, Influenza A virus H3N2, Influenza B virus Yamagata,
Influenza B virus Victoria, Enterovirus 71, Respiratory syncytial virus Rhinovirus, Haemophilus influenza,
S i p pyogenes, Candida albicans, Pooled human nasal wash — representative of
normal respiratory microbial flora, Bordetella pertussis, Mycopl. p ia, Chl. dia p ia, Legionell

pneumophila, Staphylococcus aureus, Staphylococcus epidermidis, Mycobacterium tuberculosis, Pneumocystis
jirovecii (PJP), Measles virus, Human cytomegalovirus, Rotavirus, Norovirus, Mumps virus and Varicella zoster virus.

Pathogens likely to cross react
with the test kit

Strain

Source/
Sample type

Human coronavirus 229E

ATCC VR-740,

229E

Virus cultures

Human coronavirus OC43 ATCCTR-1338, Virus cultures
0C43
Human coronavirus NL63 BELR;; 3;?CES Virus cultures
MERS-coronavirus Synthesis Pseudovirus
SARS-coronavirus Synthesis Pseudovirus

Human coronavirus HKUI

GZ/1804-138

Virus cultures

Respiratory adenovirus type 3

1608-21

Respirat denovirus i ADV1/GZ/Hecinl Virus cultures
espiratory adenovirus type 608-21 irus cultures
Respirators adenoviras tope 2| ALVI/GE ecind [ =
espiratory adenovirus type 609-42/2016 irus cultures
ADV11/GZ/Hecin

Virus cultures

Respiratory adenovirus type 4 | ATCC VR-1572

Virus cultures

Respiratory adenovirus type 5 | A

DV3/GZ/1609-2

Virus cultures

Respiratory adenovirus type 7 ATCC VR-7 Virus cultures
AD Z/1612-
Respiratory adenovirus type 55 ij;jg/ ¢ Virus cultures

Human Metapneumovirus

GZ/1803-107

Virus cultures

(hMPV)
Virus
PIVI/G hou/
Parainfluenza virus 1 o7 0;‘2’;‘%21 o
cultures
Virus
ATCC VR-92
Parainfluenza virus 2 o !
Greer cultures
Virus
PIV3/G hou/
Parainfluenza virus 3 09 Ozt/azr;g]zz o
cultures
Virus
ATCC VR-137.
Parainfluenza virus 4 c 378,
M-25 cultures
Influenza A virus 2009HIN1 Agz(ZZ/OGOIQR[Z(;\ZJﬁo Virus cultures

Influenza A virus seasonal HINI | A/PR/8/34(HIN1)

Virus cultures

Influenza A virus H3N2

A/Aichi/2/68(H3N |

2)

Virus cultures

B/Guangzhou/GIR!
Influenza B virus Yamagata |D06/09(Yamagata

)

Virus cultures

Influenza B virus Victoria

B/Guangzhou/GIR!
DO08/09(Victoria)

Virus cultures

E

Enterovirus 71

V71/Guangzhou/|
0401/2011

Virus cultures

Respiratory syncytial virus RSVA/GZ/Hecinl7|

Virus cultures

05-74
Rhinovirus A30/GZ/1710-89 | Virus cultures
Virus
Haemophilus influenzae GIM 1.961
cultures
Streptococcus pneumoniae GIM 1.550 Virus cultures
Virus
Streptococcus pyogenes GDM1.546
cultures
Candida albicans FSCC 129002 | Virus cultures
Pooled human nasal wash — -
i - . Clinical
representative of normal Clinical specimen .
. . . specimen
respiratory microbial flora
Bordetella pertussis GDM 1.952 Virus cultures
Mycoplasma pneumoniae ATCC 15531 Virus cultures
ATCC VR-2282,
Chlamydia pneumoniae Virus cultures
TW-183
Legionella pneumophila GIM 1.840 Virus cultures
Staphylococcus aureus FSCC 223005 | Virus cultures
Staphylococcus epidermidis GIM 1.143 Virus cultures

Mpycobacterium tuberculosis / /
Pneumocystis jirovecii (PJP) / /
Measles virus RA27/3 Virus cultures
Human cytomegalovirus RC256 Virus cultures
Rotavirus ATCC VR2018 | Virus cultures
Norovirus [ATCC VR-3234SD| Virus cultures
Mumps virus Jones Virus cultures

Varicella zoster virus CCTCC VR-1367 | Virus cultures

3) Interfering substance: Human blood and mucins will not interfere with the results of the kit. The following common
drugs will not interfere with the results of the kit: Oxy: li D« i Flunisolide, Sulphur, Kim Anh,
Benzocaine, Zanamivir, Mupirocin, Tobramycin, Kalii Dehydrographolidi Succinas, Aspirin (enteric-coated tablets),
Ibuprofen (granules), Acetaminophen (slow-release tablets) and Nimesulide Tablets.

Interfering substance Test
concentration
Mucins 1%
Human blood 5%
Nasal spray Oxymetazoline 1.125mg/mL
Dexamethasone 0.009mg/mL
Nasal corti id
Flunisolide 0.75mg/mL
Zicam Cold Remedy
Nasal Gel Sulphur 335mg/mL
Allerg{c symptom Kim Anh 4.5mg/mL
relief drug
Oral anesthetic Benzocaine 1.875mg/mL
Antiviral drug Zanamivir, 75mg/mL
Anllb.lOllCS, nasal Mupirocin 33.5mg/mL
ointments
Systemic antibiotics Tobramycin 0.3mg/mL
Immune system Kalii
medication Dehydrographohdl 3.8mg/mL
Succinas
Aspirin (enteric-
coated tablets) 0.04g/L
Tbuprofen
(granules) 0.2g1L
Antipyretic
Acetaminophen
(slow-release 450mg/L
tablets)
Nimesulide Tablets 0.05g/L

4) Hook effect: This kit doesn’t have hook effect.
PRECAUTIONS
1. This is a single-use in vitro diagnostic reagent, do not reuse, and do not use expired products.

2. All test specimens must be considered potentially infectious, and during collection, processing, storage, mixing of
specimens and testing should be taken appropriate protective measures. Therefore, wear protective measures such as
wearing gloves and masks should be done, and dispose of all wastes as potentially biohazardous items. (Used cotton swabs,
test cards, extraction tubes, etc., should be decontaminated before disposal and tested for autoclaving.)

3. Use the swab and sample diluent provided with this reagent for sampling, and do not mix use different batches of test
cards and sample diluent.

4. Use fresh specimens for testing, do not use repeated freeze-thaw samples.

5. Operate at room temperature. Test cards kept at low temperature should be restored to room temperature before opening
to avoid moisture absorption.

6. Do not use reagent kits with obvious damage or test cards with damaged or expired packaging.

7. The aluminum foil pouch contains desiccant and must not be taken orally.

8. Improper sample collection or processing may result in false-negative results.

9. Ensure proper sample loading volume, results of too much or too little sample loading volume may not be credible.
10. If the initial screen is a positive sample, contact your local public health agency.

11. As with the diagnostic reagents used, the final diagnosis should be made by a physician after combining the various test
parameters and clinical symptoms.

12. If you have any questions or suggestions on the use of this kit, please contact the manufacturer.

13. For unknown reasons, long-term use of some drugs may lead to false positive results of the test, which are not covered
by the interfering substances.
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Bioteke Corporation(wuxi) Co.,Ltd
Address: 4th tloor, D5, No.1719,Huishan Avenue, Wuxi,China

Manufacturer’s Declaration

To whom it may concerns,

Product name: SARS-CoV-2 Antigen Test Kit (colloidal gold method)

Country of Origin: China

We, Bioteke Corporation(wuxi) Co., Ltd, headquartered in, 4th floor, D5, Nn.1719, Huishan
Avenue, Wuxi, China, do hereby declare “Better AG” located in General-Guisan-Str. 8, 6300
Zug, Switzerland, is authorized to import, sell, distribute the "Bioteke" branded in Europe and

Africa.

We hereby confirm the authenticity of the SARS-CoV-2 Antigen Test Kit (colloidal gold method) sold

by this distributor

Bioteke
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Effectiveness Statement of BioTeke Novel Coronavirus (COVID-19)

test kit for the SARS-CoV-2 Variants Detection

In quick response to the newly found variant of novel coronavirus
Omicron (B.1.1.529) in Botswana, we have analyzed our Novel
Coronavirus (COVID-19) test kit and the result shows that:

Our Freeze-dried Novel Coronavirus (COVID-19) nucleic acid
detection kit (PR2019, PR2019-D, and PR2020-D) and SARS-CoV-2
Antigen Test Kit (colloidal gold method) (TC1002) can detect the new
variant B.1.1.529 accurately, and for variants, which include but not
limited to Alpha (B.1.1.7), Beta (B.1.351), Gamma (P.1), Delta
(B.1.617.2), Lambda (C.37), Kappa (B.1.617.1), Eta (B.1.525), Lota
(B.1.526), Mu (B.1.621), Zeta (P.2), and Omicron (B.1.1.529) etc., the
results did not show any off-target and missing detection. The accuracy
and sensitivity can be guaranteed.

BioTeke will continue to track and quickly respond to the latest
variant of novel coronavirus and ensure that there will be no off-target
and missing detection of our test kit.
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HR-10000 Zagreb
T:+38514863 222
F:+385 14863 366

www.hzjz.hr

VALIDATION STUDY REPORT

OBIJECTIVE:

To establish the performance (sensitivity and specificity) of BioTeke SARS-CoV-2 Antigen Test Kit,
BIOTEKE CORPORATION (WUXI) CO.,LTD, China (LOT No.: TC1002E2022L0404; MDD: 02/2024).

Samples included:

100 RT-PCR SARS-CoV-2 positive samples from persons within the first 7 days from the onset of COVID-19
symptoms during the Omicron wave (November 19-24, 2022)

50 RT-PCR SARS-CoV-2 negative symptomatic or asymptomatic persons.

Samples were taken at the drive-in test station of the Croatian Institute of Public Health from symptomatic
and asymptomatic persons. The samples were collected by healthcare professionals. Nasopharyngeal swabs
were taken and placed into the viral transport medium (2 ml). The swabs were transported to the laboratory
and tested with the COVID-19 Antigen Rapid Test and with confirmatory RT-PCR test (Allplex™ 2019-nCoV
Assay, Seegene Inc, Republic of Korea, Lot:RV9121195, Exp.:1/2023). RT-PCR and COVID-19 Antigen Rapid
Test were performed from the same nasopharyngeal swab.

Diagnostic acceptance criteria:

- Assay should have sensitivity over 80%, or over 90% for subjects with a Ct < 25
- Assays should have a specificity over 98%.

Ethical approval

The study was conducted according to the guidelines of the Declaration of Helsinki and approved by the
Ethics Committee of the Croatian Institute of Public Health (Protocol No. 030-02/22-05/4, Approved on
October 28, 2022).


http://www.hzjz.hr/

POSITIVE RT-PCR NEGATIVE RT-PCR TOTAL
(all, Ct<30; Ct<25)
POSITIVE RAT 67/67/65 0 67
NEGATIVE RAT 33/17/6 50 83/67/56
TOTAL 100/84/71 50 150/134/121
All samples Statistic Value 95% ClI
Sensitivity 67.00% 56.88% to 76.08%
Specificity 100.00% 92.89% to 100.00%
Negative Likelihood Ratio 0.33 0.25t0 0.44
Positive Predictive Value (*) 100.00%
Negative Predictive Value (*) 60.24% 53.40% to 66.70%
Accuracy (*) 78.00% 70.51% to 84.35%
Samples (Ct<30) Statistic Value 95% ClI
Sensitivity 79.76% 69.59% to 87.75%
Specificity 100.00% 92.89% to 100.00%
Negative Likelihood Ratio 0.20 0.13t00.31
Positive Predictive Value (¥*) 100.00%
Negative Predictive Value (*) 74.63% 65.80% to 81.81%
Accuracy (*) 87.31% 80.47% 10 92.43%
Samples (Ct<25) Statistic Value 95% CI
Sensitivity 91.55% 82.51% t0 96.84%
Specificity 100.00% 92.89% to 100.00%
Positive Predictive Value (*) 100.00%
Negative Predictive Value (*) 89.29% 79.49% to 94.71%
Accuracy 95.04% 89.52% to 98.16%

The CT values for the tested samples were <=34. Statistical analysis was done using online tool
(https://www.medcalc.org/calc/diagnostic_test.php).

The assay has sensitivity over 90% for subjects with a Ct < 25 (91.55%) and specificity 100.00% which is in
line with the requirements MDCG Guidance on performance evaluation of SARS-CoV-2 in vitro diagnostic
medical devices.

Zagreb, January 05, 2023

J Takranin

Irena Tabain, PhD, MD
Head of Virology Department
Croatian Institute of Public Health
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CE Certification—EC Declaration of
Conformit

CE iEH-EC A& 15

| DECLARATION OF CONFORMITY I E

Regarding In Vitro Diagnostic Directive (98/79/EC)

| Manufacturer: BioTeke Corporation (Wuxi) Co., Ltd

Address: 4" Floor, D5&2™ Floor, D3& 1% and 2™ Floor,D16, No.1719, Huishan Avenue,
Wauxi, JiangSu, CN 214174,

T R L or T TR
N A SR ST O O N

EC Representative: SUNGO Europe B.V. e
Address: Olympisch Stadion 24, 1076DE Amsterdam, Nethertands

:
Product Name: SARS-CoV-2 Antigen Test Kit (colloidal gold method) w

Specification: TC1002 (1 Test/Kit; 20 Tests/Kit; 50 Tests/Kit)

Classification: Others (IVDD)

Conformity Assessment

Procedure: Annex lll of In Vitro Diagnostic Directive (98/79/EC)

ey i
\ AR

=

We herewith declare that the above-mentioned products meet the requirements of In g:
Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards. E‘;‘-—'
ENISO 149871:2012 ENISO 18113-1:2011 ENISO 18113-2:2011 =

EN 13612:2002+AC:2002 ENISO 23640:2015 EN13641:2002 k ‘

;ftm/ZL i
—7|] et B
Signature: _A/U W ( f Ll : g : o 5

7 - On behalf uf SUNGO Ewrope office, { confien
Name/ POSiVDI’IT Zhitu Zhou / GM EU REP of the company wha issue this ducty

\ &y / / [
) '; b ;"9?-’06/' 2 =
Date: _9", NG"\‘}bl'.ﬂbeJ 2020 QSU 17;} bl

Place Wuxi J\angsu China

Aithorized Signature (5)
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Regarding UK Medical Devices Regulations 2002

Manufacturer: BioTeke Corporation (Wuxi) Co., Ltd

Address: 4" Floor, D5&2" Floor, D3 & 1%tand 2" Floor, D16, No.1719,
Huishan Avenue, Wuxi, Jiangsu, CN 214174

UK Responsible Persaon:  SUNGO Certification Company Limited

Address: 3rd floor, 70 Gracechurch Street, London. EC3V OHR

Product Name: SARS-CoV-2 Antigen Test Kit (colloidal gold method)
Model: TC1002 (1 Test/Kit; 20 Tests/Kit; 50 Tests/Kit)
Category: General IVDs

Conformity Assessment

Annex lll, Part IV of the UK MDR 2002
Procedure:

We herewith declare that the above-mentioned products meet the requirements of UK
Medical Devices Regulations 2002 and the following standards.

BS EN ISO 14971:2019 BS EN IS0 23640: 2015

BS ENISO 15223-1:2016 BS EN [SO 18113-1: 2011

BS EN 13612: 2002/ AC;2002 BS EN [SO 18113-2: 2011

BS EN 13641: 2002

=3, ) _‘
Name / Paosition: Zhitu @“zf—?m/b" ? j Place: Wuxi, Jiangsu / China

—

Signature: / e . pNON  Date: __poyy (77

S,
The declaration of conform?t?'“”ﬁ‘“‘va‘ﬁ@ in connection with the release tcchnical document
BTK-IVD/UKCA-TCF00T.

All the supporting documentation is refained at the premises of lhe manufaciurer. The Declaralion of
Conformily is exclusively under the sole responsibility of the manufacturer.
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Bfarm Specia
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@ Bundesinstitut
4 fir Argneimitied

= ind Meduspduke - A ptigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV... () tmpressum

Harsteller Europdischer Bevolimichtigter Sensitivitit Spezifitit
ToatID | - Mame dos Tasts IE:E‘.I nRaHR Mame Land Mame Land Prebennshme % Bi%iges % Kl
SE40-5- 403 Covid-19 Antigan Spaichaltast » i mgd Products |Dautsehia oF Caratechian GmbH oF Spaicnel 9565 9022-9813 9544 94459987
L1 i1 SARS:CoV-Z Antgen Hapid Test Kit I Triplex Internanonal Biasoences (Chinal € CM Lotus ML B.Y. M nasal J900  FATE- IS W00 9535100
S640-5-31 Dia Sure COVID- 19 Antigen Schnefitest b #Azure Sictech inc [t Lotus ML B, Y, N nazal 2140 BAS0- 9540 10000 9840 100
S640-5-310/21 COVID-15 Antigen Schaalitest fkol I Aribie [iaren] Bustechnalogy. Ca Lid <)) + Glaksl Cs L nassl 5387 H01- WO 9852 - 100
I 5640-5-307/21 SARS-CeV.2 Antigen Schnelitest - Vorder... ha BioTeke Corporation (Wuxi) Co.Ltd N SUNGO Europe BY. nazssl 9161 B8580.9559 9939 06.63.09.08
5640-5-300/21 V-Chek SARS-CoV-2 Rapid Ag Test Kit (Co. ] SGA Muhendisti Dans Egt ic ve Dis TR AS ™®” nassl
SE4D-5-205/21 2015-nCaV Antigen Test (Latersl Flow Mot 1a Hpenata Prarm GriH 8e Speichel | Sputum 4760 9315 9950 9450




Bfarm List of Antigen-tests of the
coronavirus SARS-CoV-2

fEE Bfarm yEMHFT a2 WHAGE

| Bundesinstitut

fir Arzneimittel

und Mediznprodukte - A ytigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV... @ impressum B3 Administration

v Allgemeine Hinweise

Alle Daten gemaB Ubermittlung des Herstellers, verbindlich sind ausschlieBlich die Angaben in den jeweiligen Gebrauchsinformationen.

Weitere Hinweise zur vom BfArM bereitgestellten Liste sowie zu den der Listung und ggfs. auch Streichung von der Liste zugrundeliegenden Kriterien finden Sie auf unserer Webseite zu Antigentests auf SARS-CoV-2.

Die nachfolgende Tabelle zeigt die Original-Tests mit ihrem vom | bzw. eur . Eine Uk

abweichender Benennung finden Sie unter dem Link in der Spalte , Deutsche(r) Vertreiber™.

der j il d hen Vertreiber und deren ggfs.

Die Angabe Evaluierung PEI" bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PEI) ver&ffentlichte Ubersicht zur dortigen vergleichenden Evaluierung der Sensitivitt von SARS-CoV-2 Antigenschnelltests ab (siche
‘Webseite des PEI).

* Ja" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEl evaluiert wurde.
* _Nein" bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEl streicht das BfArM den entsprechenden Test mit allen zugeordneten Vertreibern von seiner Liste.

Qv bioteke| Los Aktionen v [ Zuricksetzen

- Nach ‘bioteke' suchen
Hersteller Européischer Bevollmachtigter Sensi Spesifitat
) ) o 95%iges 95%iges
Test-ID ; des H / Name 7= Stadt Land  Name Stadt land  Deutsche® oo % Vertravens- % Vertrauens-
Europ. Bevollmsichtigten PEl Vertreiber h h
intervall intervall
SARS-CoV-2 Antigen Test BiaTeke Corporation poc
ATt i mthod) Ia My Co Wusi N SUNGO Europe BV, Amsterdam NL £ Details [Gug:; 9649 91.26-9904 9928 97.43-9991
SARS-CoV-2 Antigen Test Kit Bioteke rac
AT hethode] Nein Corporstion(ou) Coltd WS cN SUNGO Europe BV, Amsterdam NL & Details g,:r:; 91,61  8580-9559 9939 0565-09,08
1 1-2von2

letzte Anderung:  15.06.2021 19:35 * POC = Point of Care
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Bundesinstitut flir Impfstoffe und biomedizinische Arzneimittel Pa u I_Eh rI iC h _I nStitUt e/
o

Federal Institute for Vaccines and Biomedicines

11.06.2021

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 few 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






EU HSC common list
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EUROPEAN COMMISSION
DIRECTORATE-GEMERAL FOR HEALTH AMD FOOD SAFETY
“ Public health, couniry knowladge, crisis management

Health Security

EU health preparedness:

A common list of COVID-19 rapid antigen tests and a
common standardised set of data to be included in
COVID-19 test result certificates

Agreed by the Health Security Committee

This document was agreed by the H5C on 17 February 2021

Annex [
Common list of COVID-19 rapid antigen tests
A first update was agreed by the HSC on 10 May 202 1; A second update was agreed by the H5C on

16 June 2021; A third update was agreed by the HSC on 7 July 2021; A fourth update was agreed by
the HSC on 14 July 2021

IMPORTANT: A (interim) grace period of B weeks applies whenever updates are made to
Annex I, the common list of COVID-19 rapid antigen tests

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

An update to Annex [ was agreed by the HSC on 19 March 2021
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Clinical
EU Member | Other countries| Completed In JRC
E performance Clinical performance MS ciifre
ef RAT Fidfme - by o FIND evaluation studies | States using in using in walidation mtly database
& f practice |practice studies s (Device 10w
DE:
Positive evaluation by Paul-ERrlich-Institut
(sensitivity of 100% at <Ct25) +
Manufacturer specificity: 100%
NL:
Independent field study, mainty
symptomatic individuals, sensitivity Ct=30:
96.0%; specificity overall: 100%
FR:
BIOSYNEX COVID-19 Ag+ Clinical Sensitivity: Validation study data: 125 positive and 118 FR Yes
BIOSYNEXSA | g ves 075 % negative samples; sensitivity 6%, R (1833
Eeclflziq-: 99%
DE:
BIOTEKE DE.49 % sensitivi
CORPORATION SARS-CoV-2 antigen Test - 0028% 5 eclflz:w Positive evaluation by Paul-ERrlich-institut pElal penl Yes
P Kit {raliniral gold mathad) |:||1.,n'N|1 smpan F | (sensitivity nf 9552 3t €C195) & Manufacturar {?NRT)
specificity: 39.28%
90.2% sensitivity
Rapid Response COVID-18 100% specificity DE: Yes
BTMX b e AT, DEF, E5, 51 DEW
e Antigen Ragid Test s NP swab, NP swab, | 34.55% sensitivity, 100% specificity S (1236
0P swab
02.9% sensitivity | o
! i
CerTest SARS-CoV-2 Card Ct < 25, sensitivity: 94,0%; sensitivity for ™ Yes
CerTest Biotec test Yes ::i::geclfl:lw camples within the first 5 days after ES, PT, 51 DEVYLES {1173)
symplom anset: B4, 8%
BE.1% sensit vity
Core Technolagy | Coretests COVID-19 Ag DE: Yes
Yes 99 5% specifici AT, DEF, RO DER!
Co., Ld Test P Y 98.1% sensitivity, 29.6% specificity {1919}
MNP swab
ES:
219 samples; Nasal swab - Clinical sensitivity
SOt Ficity:
Chnical Senstadn: B6% (005 Ct <30) Specificity: 100%
223% (Method B}
On5ite COVID-19 Rapid i Yes
CTK Biotech, lnc Testl hg Ragi Yes Clinical Specificity: DK To start DK D¥, ES (1581
;TBT NP swab 107 samples; Nasal swab - clinical sensitidity
" 86%; (from asymptomatic and mild
symptomatic individuals), Clinical specificity:
100%
Test Rapid Covid-13 BE.77% sensitivity |(RO: RO Yes
DO5 DAGNOSTIC | Antigen (tampon Yes 90.03% specificity | Meets the minimum performance RO chi RO (1225)
ina




Czech List of antigenic tests for which issued
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S dotazy ke covid-19 se jte na cel lik I inf éni linku ke k iru 1221,
Pro volani ze zahraniéi muZete vyuzZit telefonni &islo +420 226 20 1221.

Uvod V ramci opatieni proti koronavirové nakaze upfednostnéte, prosim, pit y, icky &i icky kontakt pfed
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Ministerstvo zdravotnictvi
Ufedni deska Uvod > Seznam antigennich testt, pro které vydalo ministerstvo vyjimku, a podminky pro udéleni vyjimky

Tiskové centrum

Seznam antigennich testy, pro které vydalo
ministerstvo vyjimku, a podminky pro udéleni
vyjimky

Mezinérodni vztahy a EU @ Vytvoreno: 27.2.2021 (D Posledni aktualizace: 6. 4. 2021

Agendy ministerstva
Dotace a programoveé financovani

Evropskeé fondy

Metodiky a stanoviska

Ochrana vefejného zdravi Pfrl (o] hy

Osetfovatelstvi a nelékarska n Seznam-antigennich-testd-pro-které-vydalo-ministerstvo-vyjimku-podle-§-4-odst.-8-nafizeni-vlady-¢.-56_2015-Sb.-aktual.
povolani xlsx (60,17 KB)

Pravo a legislativa Podminky-pro-udéleni-vyjimky-pro-antigenni-testy-od-1.-3.-2021_aktual-1.pdf (263,03 k8)

Formulé-Ministerstva-zdravotnictvi-k-zadosti-pro-udéleni-vyjimky-pro-antigenni-test.rtf (2,23 ms)

Programy a strategie

-pro-antigenni-testy-0d-1.-5.-2021.pdf (261,99 kg)
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Inverkehrbringer Bezeichnung des :
Yo Y Madizingroduits MName und Anschrift des Herstellers | Nama und Anschrift des Bevollmachtigten
SARS-CoV-2 Antigen Rapid Test |JOYSBIO (Tianjin) Bistechnaology Co.. Lot NLEN
KIt-PRO (Colloddal Gold)/ Test  [Ltd. RibEn: 2
BUMN Pharma GanbH E‘\;ﬂﬁl:tammrstr % 3542 Kit fiir neuartiges Coronavirus- |Mo. 220, Dongting Road, Konlr@:]l;:a:al::m 10;1e Verd, 25358, The
Antigen PRO (kolloidale Gold- | TEDA 300457 Tianjin, China riagus, Netiiadancs
Mathaode)
Immunobio Sars-CoV-2
Lotus NL BV,
Anti Schnelitest 4 in 1 hou | Biotech Co, Ltd.,
Langdorfer Strale 2, 9184 5t B e Tt Wi s Wy Koningin Julianaplein 10, 1e Verd, 250544, The
Rosan-Apotheka LakaE s Panarial [Speichel, anterio-nasal, China, Zhejiang. Hangzhou, llanggan Natheilard
" e nasopha ryngea len, District, Mo.3 5t, 28 Fags; Netheninds
orcphanyngealen) 1,5,20 Sth.
BioTeke Corporation (W)
Co., Lid,
- SUNGD Ewrope BV,
Grieskal 16, BO2O Graz, SARS-CoV-2 Antigen Test Kit 4th Floor, D5&2nd Floor, D3 & _ z
4
weforyou GmbH P (Kolloidale Gold Met ) 15t and 2nd Floor, D16, thmchr:tadmn ;.;imi
Mo.1719, Huishan Avenue, HEAmetenter: Hatindancs
Wind, flangsu, CN 214174
Mon ccnd BB el Pocka e Fa
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Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: bioteke

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispesitivo:

Identificative di registrazione attribuite dal sistema BD/RDM:
Codice attribuito dal fabbricante:

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispesitivi medici di classe, impiantabili attivi e IVD):

Elence dispositivi individuati
Dati aggiornati al:20/04/2021

DISPOSITIVO MEDICO/ASSEMBLATO

IDENTIFICATIVO
TIPOLOGIA DI ISCRITTO AL | CODICE ATTRIBUITO DAL NOME COMMERCIALE E ND
DISPOSITIVO REGISTRAZIONE  REPERTORIO FABBRICANTE/ASSEMBLATORE MODELLO
BD/RDM
SARS-COV-2 ANTIGEN TEST W010509%099 -
L KIT (COLLOIDAL GOLD VIROLOGIA - TEST
Dispositivo 2092732 N TC10022021 METHOD)FOR SALIVA RAPIDI £ "POINT OF
SAMPLE CARE" - ALTRI
SARS-COV-2 ANTIGEN TEST W010509%099 -
L KIT (COLLOIDAL GOLD VIROLOGIA - TEST
Dispositiva 2092737 N TC10022021-1 METHOD)FOR NASAL RAPIDI £ "BOINT OF
SWABS CARE" - ALTRI

CLASSE
CE

VD -
Altro
tipo di
WD

IVD -
Altro
tipo di

D

DATA PRIMA
PUBBLICAZIONE

16/04/2021

16/04/2021

DATA FINE
IMMISSIONE IN
COMMERCIO

Area tematica Dispositivi medici | Archivio banche dati

& Stampa | B Scarica il dataset

FABBRICANTE/ASSEMBLATORE

RUOLO CODICE PARTITA

AZIENDA DENOMINAZIONE FISCALE IVA/VAT HAZIONE

HUMBER

BIOTEKE

FABBRICANTE ' CORPORATION{WUXI) N
€0.,LTD

MANDATARIO OACP IE LTD IE3518703DH IE
BIOTEKE

FABBRICANTE ' CORPORATION{WLXI) N
€0.,LTD

MANDATARIO QACP IE LTD IE35187030H IE




Swiss Lists of rapid tests for SARS-CoV-2 for

professional use

BtV E ) SARS-CoV-2 e iyl B

Schweizerische Eidgenossenschaft Eidgenossisches Departement des Innem EDI
Confédération suisse Bundesam fir Gesunl:lheit_B\AG
Confederazione Svizzera Taskforce BAG Covig-18

Confederaziun svizra

Listen der SARS-CoV-2-Schnelltests zur Fachanwendung und das Covid-Zertifikat fiir gw:&test«%;-te.1
Listes des tests rapides pour le SARS-CoV-2 pour usage professionnel et le certificat COVID pour les personne testées.
Liste dei test rapidi per il SARS-CoV-2 per uso professionale e il certificato COVID per persone testate.

30.08.2021

Die Schnelitests sind ausschliesslich fur bestimmite Probematerialien validiert und nur dementsprechend anzuwesndesn.

Informationen beziglich des Einsatzes der Schnelltests finden Sie auf der BAG-Webseite Covid-18-Testung. Websehe Covid 19 Testung

Les tests rapides sont validés exclusivemnent pour certains types de prélevements et ne doivent ainsi étre utilisés que pour

S ) .
ceux-ci. Ces informations sur Femploi prévu des tests rapides sont disponibles sur le site web de 'OFSP Tests COVID-18. Sfe internet Tests COVID-19

| testi rapidi sono validati solo per certi tipi di campioni & possono essere utlizzati solo per questo scopo. Le informazicni
su come utilizzare i test rapidi sono disponibili sul sito internet dellUFSP « Test COVID-18s.

g2E%: |
gE2 |8
Hersteller, Antigen Schnelltest £3E |3 Grace
Fabricant, Tests rapides antigéniques ] E| JRDID ) g
Azienda, Test antigenici rapidi cE2 |48 period unitl
AAZ-LMB, COVID-VIRO 28 1833
Abbott Rapid Diagnostics, Panbio Covid-18 Ag Rapid Test 2 1232
Acon Biotech (Hangzhou) Co., Lid, SARS-CoV-2 Antigen Rapid Test 0 1457
ACOM Laboratories, Ine, Flowflex SARS-CoV-2 Antigen rapid test 0 1468
AESKU.DIAGNOSTICS GmbH & Co. KG, AESKU.RAPID SARS-CoV-2 0 2108
Affimedix, Inc., TestNOW® - COVID-18 Antigen Test 0 2130
AMEDA Laberdiagnostk GmbH, AMP Rapid Test SARS-Co\-2 Ag 19 1304
Anbio (¥iamen) Bistechnology Co., Led, Rapid COVID-18 Antigen Test{Colloidal Gold) 0 1822
Anhui Deep Blue Medical Technology Co., Lid, COVID-19 (SARS-CoW-2) Antigen Test Kit {Colloidal Gold) - Masal Swab 0 1815
Anhui Deep Blue Medical Technolegy Co., Lid, COVID-19 (SARS-CoV-2) Antigen Test Kit{Colloidal Gold) 0 1736
ArcDia Imternational Led, mariPOC SARS-Col-2 0 768
‘ArcDia Imternational Oy Lid, mariPOC Quick Flu+ [i] x| 2078
‘ArcDia Imternational Oy Lid, mariPOC Respi+ 0 x| 2078
Artron Laboratories Inc, Artron COVID-18 Antigen Test ] 1818
Asan Phamaceutical CO., LTD, Asan Easy Test COVID-12 Ag 0 1054
Assure Tech. (Hangzhou) Co., Lid, ECOTEST COVID-10 Antigen Rapid Test Device 0 770
Assure Tech. (Hangzhou) Co., Lid.. ECOTEST COVID-12 Antigen Rapid Test Device 0 2350
Afias Link Technology Co., Ltd., NOVA Test® SARS3-CoV-2 Antigen Riapid Test Kit (Colloidal Gold Immunochromatography) 22 2010
AVALUN SAS, Ksmart® SARS-COV2 Antipen Rapid Test 0 1800
AXIOM Gesellschaft fir Diagnostica und Biochemica mbH, COVID-18 Antigen Rapid Test ] 01
Azure Bigtech Inc, COVID-12 Antigen Rapid Test Device 0 1908
Becton Dickinson, BD Veritor™ System for Rapid Detection of SARS CoV 2 D 1085
Beijng Hotgen Biotech Cio., Lid, Novel Coronavinus 2019-nCoV Antigen Test (Colloidal Gold) 0 1870
Beijing Jinwofu Bicengineering Technology Co.,Ltd., Movel Coronavines {SARS-CoV/-2) Antigen Rapid Test Kit o 2072
Beijng Lepu Medical Technology Co., Ltd. SARS-CoV-2 Antipen Rapid Test Kit 0 1331
Beijng Wantai Biclogical Pharmacy Enterprise Co., Lid, WANTAI SARS-Co\-2 Ag Rapid Test |Colloidal Gold) 0 1485
Beijing Wantai Biological Pharmacy Enterprise Co., Lid, Wantai SARS-Co\V-2 Ag Rapid Test (F14) o 1484
Bio-Rad Laboratories | Zhejiang Orient Gene Bistech, Coronavirus Ag Rapid Test Cassette (Swab) 0 2031
BioGnost Ltd, CoviGnost AG Test Device 1x20 ] 2247
BIOHIT HealthCare (Hefei) Co., Lid, SARS-CoV-2 Antigen Rapid Test Kit (Fluorescence Immunochromatography) 1] 1285
BioMaxima SA, SARS-CoV-2 Ag Rapid Test 0 2035
Biomerica, Ilnc., Biomerica COVID-12 Antigen Rapid Test (nasophanyngeal swab) 0 1580
Bignote, Inc, NowCheck COVID-18 Ag Test 1 1242
BIDSYNEX 5.A.. BIOSYNEX COVID-10 Ag B3S 17 1223
[BIOSYNEX S A BIOSYNEX COVID 10 Ag: Bo2 18 1484
[EIIDTEI(E CORPORATION (WUXI) CO. LTD, SARS-Col-2 Antigen Test Kit {colloidal gold method) | 0 2067
Bigtical Health 5.L.U., biotical SARS-CoV-2 Ag Card 0 2013
Boditech Med Inc, AFIAS COVID-18 Ag 0 1982
BTMX Inc, Rapid Response COVID-19 Antigen Rapid Test 0 1238
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SARS-CoV-2 Antigen Rapid Test Kit
(Fluorescence Innmnochromatography’)

BIOHTT HealthCeare (Hefed) Co., Ltd.

SARS-CoV-2 Ag Rapid Test

Bichfaxima SA

[Biomerica COVID-19 Antigen Fapid Test

Biomerica Inc.

(nasopharyngeal swab)

NowCheck COVID-19 Ag Test [BIONOTE
CORONAVIRUS AG RAPID TEST

CASSETTE BIO-RAD
[BIOSYNEX COVID-19 Ag BSS BIOSYNEX 5.A
BIOSYNEX COVID-19 Ag+ BSS BIOSYNEX SA

SARS-CoV-2 Antigen Test Kit (colloidal gold
method)

BIOTEEE CORPORATION (WUXT) CO_LTD

biotical SARS-CoV-2 Ag Card

Biotical Health ST U BIOTICAT HEAT.TH
SLU

AFTAS COVID-19 Ag Boditech Med Inc

Rapid Response COVID-19 Antigen Rapid Test  |BTNX Inc

CerTest SARS-CoV-2 Card test CerTest Biotee

Coretests COVID-19 Ag Test Core Technolegy Co., Ltd
OnSite COVID-19 Ag Rapid Test CTE Biotech, Inc

Test Rapid Covid-19 Antigen (tampon
nazofarmgian) DDS DIAGNOSTIC
DIAQUICK COVID -19 Ag Cassette DIALAB GmbH
COVID-19 Antigen Detection Kit DNA Diagnostic
Edinturgh Genetics ActivEpress+ COVID-19 - T
Antisen Complete Testing Kit Edinburgh Genetics Limited
EBS SARS-CoV-2 Ag Bapid Test Eurobio Scientific
ESPLINE SARS-CoV-2 Fujirebio

GA CoV-2 Antizen Fapid Test GA Generic Assays GmbH
Genbody COVID-19 Ag Test GenBody Inc
SARS-CoV-2 Antigen Test Kit (Colloidal Gold)  |Genrmi Biotech Inc
GenSure COVID-19 Antigen Bapid Test Kit GenSure Biotech Inc
SARS-CoV-2 Antigen (Colloidal Gold) Getein Biotech, Inc

One Step Test for SARSCoV-2 Antigen A

(Colloidal Gold) Getein Biotech, Inc.
SARS-CoV-2 Antigen Kit (Colloidal Gold) Goldsite Diagnostic Inc.
GENEDIA W COVID-19 Ag Green Cross Medical Science Corp.

2019-nCoV Antigen Test Kit (collcidal gold
method)

Guangdong Hecin Scientific, Inc.

COVID-2019-0CoV Ag Rapid TestDetection
Kit (TmmmnoChromatography)

Guangdeng Iongsee Biomedical Co., Ltd.

COVID-19 Ag Test Kit

Guangdeng Wesail Biotech Co. Ltd




France COVID-19 Diagnostic test list - For

B2 Plateforme COVID-18
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@ covid-19.sante.gouv fritests

TYPE DE
NOM FABRICANT DISTRIBUTEUR CE UE CNR SOUS-TYPEDE TEST 1 CIBLES
PRELEVEMENT
COVID-19 {prélavement i 2 e ; " R e L
Ly L Diagnostics tomatisé {dont TROD)
salivaire/nasopharynge)
KCB COVID-19 Antigen Rapid Test Ref Antigénique norn X 4
4 P Kappa City Biotech EENIG: N Nascpharyngé
IVDACOV19-1025A automatisé (dont TROD)
Test en une étape pour Antigéne SARS- ST
. Antigér non 5
CoV-2 (Or colloidal) (prélévement Getein Biotech et = “L:j “lqu.elulm (TROD) n Masophannas
qautomatise (don
nasopharyngé ref CG20612
Antigénique non 3
NG Test SARS CoV 2 Ag NG BIOTECH i N Nasophanmge
automatisé {dont TROD)
it de cdthcrion s bantlekna s Manjing VAZYME Antigénique non i
syndrome respiratoire aigu sévére du 4nE g=ni ) Nasopharyngé
L medical technology automatisé {dont TROD)
coronavirus 2 (SARS-CoV-2)
< BIOTEKE .
SARS-CoV-2 Antigen Rapid Test Kit CEJR PORATION Antigenique non N Nasopharyngé
colloidal gold method automatisé {dont TROD)
: o ) WUXI) €O, LTD L .
Antigénique non Jasop g
BIOCREDIT COVID-19 Ag RapiGEN enia N Nasopharyngé
automatisé (dont TROD)
Antigéne Coronavirus (SARS-CoV-2) Tody Labaratories g Anligé.‘]igue non N Masopharyngé
-Prélévement Nasopharyngé automatisé {dont TROD)
£\ antgénigue non .
Epithod® SARS-CoV-2 gAg Test Kit DxGen automatisé (dont 4 Mzsophanyigé
TROD)

Novel Coronavirus (SARS CoV 2) Antigen

https://covid-19.sante.gouv.fr/tests

Antigénique non

Masnnhanmaod




Belgium famhp List of the recommended

LEAES famhp A fHAGIHERETR

ol i ﬂ Other information and services: www belgium be u

About the FAMHFP  Jobs  Publications P Contact Complaints  yyebportal B

famh Your medicines and

et gy s health products, our concern

ﬂ Human use Veterinary use Information for the Information for professionals
public

Home » Humanuse » Health Products » Medical devices and their accessories » COVID-19 » Tesis

Tests Notification of adverse

reactions or incidents
Information for actors {(manufacturers, importers, recorded distributors)

* (Obligation to register antigenic rapid tests and antigen self-tests made available in Belgium by

manufacturers, importers, recorded distributors e PIL and SPC
of a medicine

Antibody and antigen tests for professional use

* Mew validation procedure for serological tests and antigenic tests (12/08/2021) (PIL: patient information leaflet SPC: summary of
I product characteristics)

[ * List of the recommended tests

* \alidation procedure for antigen seli-test with a CE-certificate
* Lisi of recommended SARS-CoV-2 antigen self-tesis with a CE-certificate
=8 News

* List of professional rapid tests that may be sold as self-tesis

21122021
Limited availability of subcutaneous immunoglobulins

Mose swabs

* Swabs: compliance verification
091272021

Last updated on 17/12/2021 Recall of ultrasound gel from Eco-Med
Pharmaceuticals Inc.

®0 | DiusyIEx pivoimes LuvapTLy ne poo Bu.u uu.u nroswau 1eeo
BEIEmtake Corporation (Wuxi) Co SAR3-Co¥V-2 Antigen Test Kit (Colloidal gold methad) 96. 5 99.3 WP swah | 2067

https://www.famhp.be/en/human_use/health products/medical devices accessories/covid 19/tests
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ISO 13485 Certificate-MIDSAP

ISO 13485 it 15-MDSAP

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: BioTeke Corporation(wuxi)Co., Ltd
4th Floor
D5 No.1719
Huishan Avenue
Wuxi City, Jiangsu P.R

214174
China
Facility ID Number; FO05548
Holds Certificate No: MDSAP 751219

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 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
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts Ato D

Design and Development, Production, Distribution and Service of Automated Nudeic Acid
Extraction System, Nucleic Acid Extraction Kits, Disposable virus sampling Swab kits, Colloidal
Gold test kits, Immunoassay Test Kits, Fluorescence PCR test kits and PCR in-vitro diagnostic
instrument.

O onHCE B

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2021-11-28  Effective Date: 2021-11-28 Expiry Date: 2024-11-24

Page: 1 of 2

MDSAP

MEDICAL DEVICE SINGLE AUDIT PROGRAM

BSIGroup America Inc. is an MDSAP authorized auditing organization m a kl n g eXCe ”e n Ce a h a bit’

s the proj

d shall be returned irr

nline. Print




ISO 13485 Certificat

ISO 13485 it 15-MDSAP

Certificate No: MDSAP 751219

Location

Registered Activities

BioTeke Corporation(wuxi)Co., Ltd
4th Floor

D5 No.1719

Huishan Avenue

Wouxi City, Jiangsu PR

214174

China

Facility ID Number: FO05548

Design and Development, Production, Distribution and
Service of Automated Nucleic Acid Extraction System, Nucleic
Acid Extraction Kits, Disposable virus sampling Swab kits,
Colloidal Gold test kits, Immunoassay Test Kits, Fluorescence
PCR test kits and PCR in-vitro diagnostic instrument.

BioTeke Corporation(wuxi)Co.,Ltd
2nd Foor,

D3 No.1719,Huishan Avenue
Wouxi City

China

Facility ID Number; FO05548

Manufacture for Nucleic Acid Extraction kits.

BioTeke Corporation(wuxi)Co.,Ltd
1st and 2nd Floor
D16,No.1719,Huishan Avenue
WuXi

Jiangsu

214174

China

Facility ID Number: F005548

Manufacture for Automated Nucleic Acid Extraction System
and Disposable virus sampling Swab kits.

BioTeke Corporation(wuxi)Co.,Ltd
No. 330, Qiyang South Road,
Jiangyin Qingyang

Jiangsu

214401

China

Facility ID Number: FO05548

COriginal Registration Date: 2021-11-28

Manufacture for SARS-CoV-2 Antigen Test Kit (colloidal gold
method), Nucleic Acid Extraction Kit ,Freeze-dried Novel
Coronavirus (COVID-19) Nudeic Acid Detection Kit
(Fluorescence PCR) ,Novel Coronavirus (SARS-CoV-2) nucleic
acid detection kit Fluorescence PCR method, and Disposable
virus sampling Swab kits.

Effective Date: 2021-11-28 Expiry Date: 2024-11-24

Page: 2 of 2

This certificate remains the property of BSI and shall be returned immediately upon request.

An ele

onic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Hemdon, VA 20170-6007 USA

A Member of the BSI Group of Companies



ISO 45001 Certificate

ISO 45001 Certificate
b £ e & B B AA R IMIEIESS
-

CERTIFICATE | }?‘

The Goveming Board of
ARES International Certification Co., Ltd.
Hereby Grants To:

BIOTEKE CORPORATION (WUXI) CO., LTD.

Organization Credit Code: 913202065617502076

4th Floor, D5 &2nd Floor, D3& 1st and 2nd Floor,D16, Neo.1719, Hulshan Avenue,
Wuxi

Has been assessed and found to be in accordance with the requirements of standard
detailed below

GB/T 45001-2020/1S0 45001:2018

Stope
Manufacture of disposable virus sampling swab and nucleic acid
extraction Management of Related Occupational Health and Safety

Aspects.

Certificate Mo.: ARES/CN/121010445
Certificate lssue Date: 2021-02-07 Registration Expiration Date: 2024-02-06

The time interval between each surveillance audit and the last on-ste audit shall not exceed 12 months, and the
OIEANIEALIOn must obl &in “sufveillance sudit appooval notilication™ Ssued by ARES 1o ensune the validity of the cen ilicate.

g OF MULTy Authorized by :
ACCREDITED

Manapamant Systams
Cartificaton Body

ACC MO, M5CE - 171

L]

E ARES International Certification Co., Ltd.
Mo 12-2, Lo 187, Wenpang Rd., Anpuig Dist, Tarnan City 708, Taiwan
TEL / (6-295 G656 | Rep Ling) FAX (06-293 B66T www ares-registration com
. Check the validity of this certificate on the official website of Certification and Accreditation Administration




ISO 14001 Certificate
PR E AR RINEET

"W

ENVIRONMENTAL MANAGEMENT
SYSTEM CERTIFICATE

Certificate No.: GXZT002-21E10015R0S
We hereby certify fhat the organization .
Bioteke (wuxi) Corporation Co., Ltd
Unified social credit code/Organization code: 813202065617502076
is in conformity with Environmental Management System Standard:
GBI/T24001-20161S014001:2015
The certificate is valid to the following product(s \'service:
the manufacture of disposable virus sampling swab kits and nucleic acid extraction
system and related management action

Registration Addness: 4th floor, D5, 3id floor, D3, 15t &2 nd floor, D16, No. 1719,
Huishan Avenue, Wind

Audit Address: 4th floor, D6, 3rd floor, D3, 18t &2 nd floor, D16, No. 1714,
Huishan Avenue, Wied

Date of Issue : 14-01-2021
Date of Expiry: 13-01-2024

Es ’h/l Certficates
Appropriation

Bl E The Effectivenass of the Certificate is Subject to QR Code in the Left.

Meanwhile, You Can Search the CNCA Websitewwe cnca_gov.cn

Erzee or Website of Certification Body wiww.isogx.en

Guo Xin Zheng Tong (Beijing) Inspection & Certification Co,,Ltd.

Room 508, Building 41, Zone 2, Tiantengyuan, Changping District,
Beijing, China (103 218)
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Intellectual Property Management System (IPMS)
Certificate

[ RegistrationNumber; ZJLH20IPO209R0M ]
This s 1o cestify that the organization

BIOTEKE CORPORATION (WUXI) CO, LTD

Registered Addressdth Floor, 058 nd Floor, D3 & 1st and Ind Fioor D16 N01719, Huishan
Awenue, Wi Oty 2 14174 Hangsa, China

OperstionAddressith Floor, DSE Ind Floor, D3 & Ist amd Ind Floor D16, N0 1719, Huishan Auvenue,
Wil Cify, 2341 T4 Jiangsy, China,

Forthefollowing adtivities meets the Chinese National StandardGET 29490-2013
Autheriicat on Soope:

Intellectual propery mumagement | the development of a fluoescence quantitative
PCR mstument; also i the research and development, pmduociion and sales of

meckeic mod extmetion equipment and reapents, disposable virus sampling mbes,
Inhoratory disinfection equipment and related procuremend activibies (wathin the scope
of guahificatuon permz).

Mote . The mthesticn ion scope shall sot inchute the Soape ol products dnd serdoes. thal have not obiined the
SR SO T PR, e e B B BORALES 3o Ouned Doy £ b Ol R L

First lssue Datey Dhec 0, 20

lssus (ny D], 2035

Valiabity Datey Nov 3, 2023

larmation sbow! this oael ilcas | svalabls on the official welbstilefwew. ones géwcn] of Ratines] Carilition
el Apceeditat onAdmind fration of PRCTh: valiliy of the cenificsle B maisiamed By Aanud supsrason is 8
suparvsion pefodThis certilficale can ondy be valid ¥ i B combined with the approwal noike Bsued by
thaesr WHCEon RCulionTs cherh thi il D1ME O Ehis cortilnls, pheats Vil dui wdbEli wow N Lom
ot wrmrw Enld @i DN, &r B0 T-imaediong | hir die

ZhongjiLianheng (Beijing) Certification Co., LTD
Address: Room 309, Tianjian Bullding, Mo. 6, Huixin Manli, Chaoyang Desirict, Beijing

Pastal (‘i_: 1M

Further references and information

BETTER AG el IRL: +3531513 75 11

CH: + 417158 80 248

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

General-Guisan-Str.8




