
 

 

 
 

Rapid SARS-CoV-2 Antigen Test Card (Self-Test) 
新型冠状病毒（SARS-CoV-2）抗原检测试剂盒（胶体金法）- 自我检测试剂 
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Rapid SARS-CoV-2 Antigen Test Card 
新型冠状病毒（SARS-CoV-2）抗原检测试剂盒（胶体金法） 

¾ Self-test received notified body approved CE marking on April 1, 2021 

自测产品已于 2021 年 4 月 1 日取得公告机构认证的 CE 证书 

¾ A home test for the rapid qualitative detection of SARS-CoV-2 virus antigen in 
anterior nasal swabs within 7 days of symptom onset 

本自测产品用于快速定性检测新冠疑似病例发病 7 天内前鼻腔拭子样本中的新型冠

状病毒（SARS-CoV-2）抗原 
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Product Information 产品信息 

Performance Characteristics 产品性能 

¾ Sample type: nasal swab 
样本类型：前鼻腔拭子 

¾ Time to result: 15-20 min 
结果读取时间：15-20 分钟 

¾ Sensitivity 灵敏度: 96.77% 
Specificity 特异性: 99.20% 
Accuracy 准确性: 98.72% 

¾ Layperson study statistics 非专业人员研究报告: 
o 99.10% of non-professionals carried out the test without requiring assistance 

99.10%非专业人员不需要帮助可以自行完成检测及结果判读 

o 97.87% of different types of results were interpreted correctly 
97.87%不同结果能被正确读取 

Specifications 包装 

 

1 Test / Kit 
Catalog No.: 1N40C5-2 
Kit Components: 
¾ 1 Rapid SARS-CoV-2 

Antigen Test Card (sealed 
foil pouch) 

¾ 1 sterilized swab 
¾ 1 extraction tube 
¾ 1 sample extraction buffer 
¾ IFU 
¾ Tube holder on back of box 

1 人份/盒 
产品编号：1N40C5-2 
组分： 
¾ 1 人份新型冠状病毒

（SARS-CoV-2）抗原检测卡

（铝箔袋密封包装） 
¾ 灭菌拭子 1 根 
¾ 样品提取管 1 个 
¾ 样品提取液 1 瓶 
¾ 说明书 1 份 
¾ 试管架于外包装背面 
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5 Tests / Kit 
Catalog No.: 1N40C5-4 
Kit Components: 
¾ 5 Rapid SARS-CoV-2 

Antigen Test Card (sealed 
foil pouch) 

¾ 5 sterilized swabs 
¾ 5 extraction tubes 
¾ 5 sample extraction buffer 
¾ IFU 
¾ 1 tube stand 

5 人份/盒 
产品编号：1N40C5-4 
组分： 
¾ 5 人份新型冠状病毒

（SARS-CoV-2）抗原检测卡

（铝箔袋密封包装） 
¾ 灭菌拭子 5 根 
¾ 样品提取管 5 个 
¾ 样品提取液 5 瓶 
¾ 说明书 1 份 
¾ 试管架 1 个 

 

20 Tests / Kit 
Catalog No.: 1N40C5-6 
Kit Components: 
¾ 20 Rapid SARS-CoV-2 

Antigen Test Card (sealed 
foil pouch) 

¾ 20 sterilized swabs 
¾ 20 extraction tubes 
¾ 20 sample extraction buffer 
¾ IFU 
¾ 1 tube stand 

20 人份/盒 
产品编号：1N40C5-6 
组分： 
¾ 20 人份新型冠状病毒

（SARS-CoV-2）抗原检测卡

（铝箔袋密封包装） 
¾ 灭菌拭子 20 根 
¾ 样品提取管 20 个 
¾ 样品提取液 20 瓶 
¾ 说明书 1 份 
¾ 试管架 1 个 
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Test Procedures 操作步骤 

c 
 

Rotate the lid of sample extraction buffer bottle. 
Caution: Open it away from your face and be 
careful not to spill any of the liquid.  
旋转样品提取液管盖。 
注意事项：远离人脸，打开试剂管，避免液体溅出。 

d 
 

Squeeze all extraction buffer out of the bottle into 
the extraction tube. 
Caution: Avoid touching the bottle against the 
tube.  
将所有样品提取液从瓶中挤出至样品提取管中。 
注意事项：避免瓶身和样品提取管接触。 

e  

 

Identify the soft, fabric tip of the swab. Peel open 
the swab packaging and gently take out the swab. 
Caution: Never touch the soft, fabric tip of the 
swab with your hands. 
找到置于密封袋中的拭子，识别拭子的柔软织物头

部。打开拭子包装，取出拭子。 

注意事项：请勿用手直接触摸拭子的柔软织物头部。 

f 
  

Carefully insert swab into one nostril. The swab tip 
should be inserted no less than 2.5 cm (1 inch) from 
the edge of the nostril. Roll swab 3-4 times along 
the mucosa inside the nostril. Leave swab in the 
nostril for several seconds. Using the same swab, 
repeat this process for the other nostril. Withdraw 
swab from the nasal cavity. 
Caution: This may feel uncomfortable. Do not 
insert the swab any deeper if you feel strong 
resistance or pain.  
小心地将拭子插入一个鼻孔。拭子头部应插入距离

鼻孔边缘不少于 2.5 厘米（1 英寸）的地方。沿着鼻

孔内的粘膜旋转拭子 3-4 次。将拭子静置于鼻孔内

几秒钟。用同一个拭子在另一个鼻孔内重复该过程，

之后从鼻腔取出拭子。 
注意事项：该过程可能引起不适。若感到强烈的阻

力或疼痛，切勿将拭子插入更深的地方。 
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g 
 

Place swab into extraction tube. Roll swab three to 
five (3-5) times. Leave swab in extraction buffer 
for 1 minute.  
将拭子置于提取管中。旋转 3-5次。将拭子静置于

提取管中一分钟。 

h 
 

Pinch extraction tube with fingers and remove the 
solution from swab as much as possible. 用手指挤

压管壁，从拭子上尽可能提取出溶液。 

i 
 

Install the nozzle cap onto the sample extraction 
tube tightly. 将提取管管盖安装到样品提取管上，并

拧紧。 

j 
 

Bring the kit components to room temperature 
before testing. Open the pouch and remove the 
card. Place the card on a flat and level surface. 
Caution: Once opened, the test card must be 
used immediately. 
测试前应将试剂盒配件恢复至室温。打开包装袋，

取出测试卡。将测试卡置于平坦的表面上。 

注意事项：开袋后测试卡必须立即使用。 

k 
 

Invert the extraction tube and add 3 drops (about 
75 μL, without air bubbles) of test specimen into 
the specimen well (S) by gently squeezing the 
extraction tube. 
Caution: The formation of air bubbles in the 
specimen well (S) must be avoided. 
倒置提取管，轻轻挤压，加入 3 滴样本（约 75 μL，
不含气泡）至加样孔（S）中。 
注意事项：加样孔（S）中不得形成气泡。 

l 
 

Read the results at 15-20 minutes. 
Caution: Results after 20 minutes may not be 
accurate. 
15-20 分钟后读取结果。 
注意事项：20 分钟后结果可能不准确。 
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Interpretation of Results 结果判读 

 

Positive: 
If two colored bands appear with one colored band in the Control Zone 
(C) and another in the Test Zone (T) within 15-20 minutes, the test 
result is positive.  
Caution: No matter how faint the colored band is in the Test Zone (T), 
the result should be considered as positive. 
阳性： 
若 15-20 分钟内质控线（C）和检测线（T）都出现紫红色条带，表示

检测结果有效且为阳性。 
注意事项：不论检测线（T）显色强度有多弱，结果都应视为阳性。 

 

Negative: 
If one colored band appears in the Control Zone (C) and no colored 
band appears in the Test Zone (T) within 15-20 minutes, the test result 
is negative. 
阴性： 
若 15-20 分中内仅在质控线（C）出现紫红色条带，检测区（T）未出

现紫红色条带，则检测结果有效且为阴性。 

 

Invalid: 
If no color line appears in the control area (C) within 15-20 minutes, 
the test is invalid. Repeat the test with a new test card. 
无效： 
若 15-20 分钟内质控线（C）未出现紫红色条带，表示检测无效，应重

新检验。 
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Authorizations and Certificates 
认证及证书  
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CE Certificate by Notified Body 
公告机构认证 CE 证书 
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Declaration of Conformity 
自我符合性声明 

 

 



 

 Page 10 

EU CE Registration Certificate 
欧盟代表登记 CE 证书 
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Authorization Acknowledgement from China 
Chamber of Commerce for Import & Export of 

Medicines & Health Products 
中国医药保健品进出口商会白名单 

Source 网址: http://www.cccmhpie.org.cn/Pub/6325/178081.shtml 

取得国外标准认证或注册的医疗物资企业清单 

Name List of Medical Devices and Supplies Companies with Certification/Authorization from other Countries 

序号 生产企业 统一社会信用代码 
国外注册认证

情况 
省份 产品型号 

No. Company 
Uniform Social Credit 

Code 

Status of 

Certification / 

Authorization 

in Other 

Countries 

Province Product Model 

60 

厦门市波

生生物技

术有限公

司 

Xiamen 

Boson 

Biotech 

Co., Ltd 

91350200705468594R CE 福建 

2019-nCoV IgG/IgM Combo Test Card 

Rapid SARS-CoV-2 Antigen Test Card 

Rapid SARS-CoV-2/Influenza A+B 

Antigen Duo Test Card 

Anti-SARS-CoV-2 S Protein Antibody 

Quantitative Test 

SARS-CoV-2 Neutralizing Antibody Test 

Card 

SARS-CoV-2 Neutralizing Antibody 

Quantitative Test 

SARS-CoV-2 Antigen Saliva Test Card 

Anti-SARS-CoV-2 S Protein Antibody 

Test Card 
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Registration Completed in Individual Countries 
部分国家注册完成情况 

¾ Germany 德国 
Source 网址: https://www.bfarm.de/DE/Medizinprodukte/Antigentests/_node.html 

 
 

¾ France 法国 
Source 网址: https://covid-19.sante.gouv.fr/tests 
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¾ The Netherlands 荷兰 
Source 网址: 
https://www.rijksoverheid.nl/documenten/publicaties/2021/03/10/ontheffingen-ant
igeentesten 
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¾ Italy 意大利 
Source 网址: 
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=
ACTION_MASCHERA 
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¾ Belgium 比利时 
Source 网址: 
https://www.fagg.be/sites/default/files/content/Belgian%20validation_CE_autotest.xl
sx 

 
Lijst van SARS-CoV-2 antigen zelftesten - verkoop in de apotheek 

Liste des autotests antigéniques du SARS-CoV-2 - vente en pharmacie 

List of SARS-CoV-2 antigen self-tests - sold in pharmacies 

versie/version 13.04.2021 

Merk op dat de verkoop van deze zelftesten aan particulieren momenteel enkel toegelaten is in de 

apotheek. De apotheker informeert bovendien de koper over het gebruik van de zelftest en wijst erop 

dat een arts moet gecontacteerd worden in geval van een positief resultaat.  

A noter que la vente de ces autotests à des particuliers n'est actuellement autorisée qu'en pharmacie. 

Le pharmacien informe également l'acheteur de l'utilisation de l'autotest et rappelle qu'un médecin 

doit être contacté en cas de résultat positif. 

Note that the sale of these self-tests to private individuals is currently only allowed in pharmacies. The 

pharmacist also informs the purchaser about the use of the self-test and points out that a doctor 

should be contacted in case of a positive result. 

Fabrikant/ 

Fabricant/ 

Manufacturer 

gemachtigde/représent

ant autorisé/authorised 

representative 

Naam van de 

test/Nom du 

test/Name of the 

test 

Referentie/ 

Référence/ 

Reference 

Datum 

certificaat 

Date du 

certificat 

Certificate 

date 

Xiamen Boson 

Biotech Co., Ltd. 

(CH) 

Lotus NL B.V. (NL) 
Rapid SARS-CoV-2 

Antigen Test Card 
1N40C5-2 1/04/2021 
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¾ Luxemburg 卢森堡 
Source 网址: http://legilux.public.lu/eli/etat/leg/amin/2021/04/06/a270/jo 
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¾ Greece 希腊 
Source 网址: 
https://www.eof.gr/web/guest/home?p_p_id=62_INSTANCE_0eNL&p_p_lifecycle=0&p
_p_state=maximized&p_p_mode=view&_62_INSTANCE_0eNL_struts_action=%2Fjourna
l_articles%2Fview&_62_INSTANCE_0eNL_groupId=12225&_62_INSTANCE_0eNL_articl
eId=6116409&_62_INSTANCE_0eNL_version=1.0 

 

  


