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This is to certify that the Quality Management System of 

Xiamen AmonMed Biotechnology Co., Ltd. 
Unified Social Credit Code: 913502050899181912 
Operation Address: Unit 503 & 1203, 120 Xinyuan Road, Haicang District, Xiamen City, Fujian 
Province, China 
Registered Address: Unit 503, 120 Xinyuan Road, Haicang District, Xiamen City, Fujian 
Province, China 

applicable to 

Production and sales of in vitro diagnostic reagents (within the scope of 
qualification, see attaclunent for details); production and sales of COVID-19 
IgMlIgG test kit(Colloidal Gold); COVID-19 antigen rapid test kit(Colloidal 
Gold)( export to EU) 

has been assessed and registered by NQA against the provisions of 

ISO 13485:2016 

This registration is subject to the company maintaining a quality management system, to the 

above standard, which will be monitored by NQA. 

Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be 

maintained for the positive result of audit. 

The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn) 

SNQA's website: www.snqa.com.cn 
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Xiamen AmonMed Biotechnology Co., Ltd. 
Annex 
I. Kit for the Detennination of D-Dimer (Fluorescence Immunochromatography) 
2. Kit for the Determination of Procalcitonin (Fluorescence Immunochromatography) 
3. Kit for the Determination of Urine Microalbwnin(U-ALB) (Fluorescence 
Immunochromatography) 
4. Kit for the Detennination of The whole course of C-Reactive Protein 
(hsCRP+CRP) (Fluorescence Immunochromatography) 
5. Bacterial Vaginosis Test Kit (Sialidase) 
6. Occult Blood (Hemoglobin/Transferrin) Test Kit (Colloidal Gold) 
7. Kit for the Detennination of Troponin I (Fluorescence Immunochromatography) 
8. Kit for the Determination ofCredine Kinase-MB (Fluorescence 
Immunochromatography) 
9. Kit for the Determination of Myoglobin (Fluorescence lmmunochromatography) 
10. Kit for the Determination ofCystatin C (Fluorescence lmmunochromatography) 
II. Kit for the Determination ofN-terminal pro-brain natriuretic (Fluorescence 
Immunochromatography) 
12. Kit for the Determination of Hemoglobin Ale (Fluorescence 
Immunochromatography) 
13. Kit for the Detennination of Heart-type Fatty Acid Binding Protein(Fluorescence 
Immunochromatography) . 
14. Kit for the Determination of~2 Microglobulin (Fluorescence 
lmmunochromatography) 
15. Kit for the Determination of Neutrophil gelatinase-associated (Fluorescence 
lmmunochromatography) 
16. Kit for the Determination of25-0H Vitamin D(Fluorescence 
Immunochromatography) 
17. Kit for the Determination ofTroponin I ICKMBlMyoglobin(Fluorescence 
I mmunochromatography) 
18. COVID-19 IgM/IgG Test Kit (Rare Earth Nano Fluorescence 
Immunochromatography) 
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