




3. Clinical performance

Ct Value
≤ 25

≤ 36

Diagnostic sensitivity
97.0 % 

95.9 %

95%CI
84.7-99.5%

≤ 30 96.2 % 88.3-98.7%
90.8- 98.2%

Phenylephrine
Oxazole (nasal spray)

Fluticasone
Sodium chloride (containing preservatives)

Beclomethasone
Budesonide
Mometasone

Strepsils (flurbiprofen 8.75mg)
Throat candy (Mint)

Naso GEL (NeilMed)

15%
15%
5%

10 mg/mL
2μg/mL
4ng/mL
2ng/mL

5%
5%
5%

1. For in vitro diagnostic use only. The product can be used for self-testing.

* All the data above only represent the results of this clinical performace study in Germany.

2. Do not eat or smoke while handling specimens.
3. The temperature and humidity of the experimental environment should be avoided to be too high, the 
reaction temperature should be 15-30°C and the humidity should be below 70%.
4. The packaging bag contains desiccant, do not eat.
5. It is recommended to test in a well-lit environment. 
6. Before testing, please wash hands or wear clean gloves.
7. Please do not use the test card with damaged card bag packaging, unclear marking or beyond the 
expiration date.
8. A test card should be used within 1 hour after it is taken out from the aluminum foil bag.
9. Users shall take samples according to the instruction manual. Inadequate or inappropriate sample 
collection may yield error results and retesting with a new test may be required. Particular attention 
needs to be paid to appropriate sample collection technique.
10. Remove the covering layer of double-sided adhesive to prevent liquid splashing before testing.
11. Do not drop the dilution buffer into the wrong well.
12. In the process of testing, the test card should be placed on a horizontal table, and it should not be 
moved.

13. If the buffer solution makes contact with the skin or eye, wash/ flush with a large volume of water.
 If skin irritation, rash or other abnormal reaction occurs, please get medical advice/attention.
14. Avoid splashing or aerosol formation of specimen and buffer.
15.All users have to read the instruction prior to performing a test.
16. Do not mix or interchange different specimens.
17. Do not mix reagent of different lots or those for other products.
18. To avoid contamination, do not touch the head of provided swab when
opening the swab pouch.
19. To avoid cross-contamination, do not reuse the sterilized swabs for specimen collection.
20. Do not dilute the collected swab with any solution except for the provided extraction buffer.
21. Keep foreign substances away from the test during the testing process. Contact with foreign 
substances, specifically bleach, may result in an incorrect test result.
22. Nasal swabs are not recommended for anyone who is prone to nosebleeds or has had facial or head 
injury/surgery in the last 6 months.
23. Patients with severe allergic rhinitis may have false positive results.
24. For patients with severe dry nasal mucosa, the sample volume may be insufficient due to the serious 
shortage of nasal secretions, resulting in inaccurate results.
25. Do not refrigerate or use after the expiration date (see packaging bag for expiration date).
26. Dispose of used specimens, test cards and other waste into waste container in accordance with 
relevant local laws and regulations.
27. It is suggested that the test should be performed in the company of people with normal vision for 
abnormal color vision users.  
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The clinical performance study for SARS-CoV-2 Antigen Rapid Test Kit was conducted in Germany. A total 
of 222 clinical samples were used to perform the test. The positive and negative samples were all confirmed by 
PCR. The diagnostic sensitivity and diagnostic specificity of the product was 95.9% (90.8-98.2%) and 100% 
(96.3-100.0%) respectively. 
Results with correlation to Ct value of the positive samples were shown in the table below.


