
 

 

 

DECLARATION OF CONFORMITY 
 

MANUFACTURER Shenzhen Microprofit Biotech Co., Ltd. 

Rm. 405, 406, Zone B /4F, Rm. 205, 206-1, 207, West Side of Zone B/ 2F, 

Haowei Building, No. 8 Langshan 2nd Road, Songpingshan, 

Songpingshan Community, Xili Street, Nanshan District, Shenzhen, P.R. 

China 

 

EUROPEAN 

REPRESENTATIVE 

CMC MEDICAL DEVICES & DRUGS, S.L. 

C/ Horacio Lengo n18 · C.P 29006 · Málaga-Spain 

 

PRODUCT 

 

See the attachment 

CLASSIFICATION Other Device of IVDD 98/79/EC 

 

CONFORMITY ASSESSMENT  Annex III of IVDD 98/79/EC 

 

We the manufacturer herewith declare on our solo responsibility that the above mentioned 

products meet the provisions of the following EC Council Directives and Standards. All 

supporting documentations are retained under the premises of the manufacturer. 

The products comply with the essential requirements in accordance with Annex I of the IVDD 

98/79/EC. 

 

STANDARDS 

APPLIED 

EN 13612:2002/AC: 2002 

EN ISO 14971:2012 

EN ISO 18113-1:2011 

EN ISO 15223-1:2016 

EN 62366-1:2015 

 

EN ISO 13485:2016 

EN ISO 23640:2015 

EN ISO 18113-2:2011 

EN 13641:2002 

 

PLACE 

 

DATE OF ISSUE 

Shenzhen, China  

 

2022-4-23 

 

SIGNATURE  

 

 

General Manager 

 

 

 



Attachment
Product name

MF-59 SARS-CoV-2 Antibody Test Kit (Colloidal Gold Chromatographic
Immunoassay)

MF-60 SARS-CoV-2 Spike Protein Test Kit (Colloidal Gold Chromatographic
Immunoassay)

MF-61 SARS-CoV-2 IgG and IgM Antibody Combined Test Kit (Colloidal Gold
Chromatographic Immunoassay)

MF-62 SARS-CoV-2 Antibody Test Kit (Fluorescence Immunoassay)
MF-63 SARS-CoV-2 Spike Protein Test Kit (Fluorescence Immunoassay)
MF-64 SARS-CoV-2 IgG and IgM Antibody Combined Test Kit (Fluorescence

Immunoassay)
MF-66 fluorecare COVID-19 & Influenza A/B Antigen Combo Test Kit(Colloidal

Gold)
MF-67 SARS-CoV-2 Antigen Test Kit (Fluorescence Immunoassay)
MF-68 SARS-CoV-2 Antigen Test Kit (Colloidal Gold Chromatographic

Immunoassay)
MF-69 SARS-CoV-2 & Influenza A/B Antigen Combo Test Kit (Colloidal Gold

Chromatographic Immunoassay)
MF-70 SARS-CoV-2 Neutralizing Antibody Test Kit (Fluorescence

Immunoassay)
MF-71 SARS-CoV-2 & Influenza A/B & RSV Antigen Combo Test Kit (Colloidal

Gold Chromatographic Immunoassay)
MF-90 SARS-CoV-2 Neutralizing Antibody Test Kit (Colloidal Gold

Chromatographic Immunoassay)
MF-91 SARS-CoV-2 Antigen Test Kit (Colloidal Gold Chromatographic

Immunoassay)（Saliva）

MF-129 SARS-CoV-2 & Influenza A/B & RSV/ADV/hMPV Antigen
Combo Test Kit (Colloidal Gold Chromatographic Immunoassay)

MF-82 Rubella Virus IgG Antibody (RV-IgG) Diagnostic Kit
(Immunochromatographic Assay)

MF-83 Herpes Simplex Virus-1IgG (HSV-1IgG) Diagnostic Kit
(Immunochromatographic Assay)

MF-282 FOB Quantitative Control
MF-283 Fecal Calprotectin Quantitative Control
MF-130 SARS-CoV-2/RhV/PIV & Influenza A/B & RSV/ADV/hMPV Antigen

Combo Test Kit (Colloidal Gold Chromatographic Immunoassay)
MF-137 S.p/L.p/S.aureus/M.P Antigen Combo Test Kit (Colloidal Gold

Chromatographic Immunoassay)
MF-156 MPxV Antigen Test Kit (Colloidal Gold Chromatographic

Immunoassay)
MF-139 SARS-CoV-2/RhV/PIV / Influenza A/B / RSV/ADV/hMPV/M.P Antigen

Combo Test Kit (Colloidal Gold Chromatographic Immunoassay)
MF-138 S.p/L.p/S.aureus/Kpn/M.P Antigen Combo Test Kit (Colloidal Gold



Chromatographic Immunoassay)
MF-140 Respiratory 9 Pathogen Antigen Detection Kit (Colloidal Gold

Chromatographic Immunoassay)
MF-141 Respiratory 13 Pathogen Antigen Detection Kit (Colloidal Gold

Chromatographic Immunoassay)
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This is to certify that the management system of: 
Medico Technology Co., Ltd. 
 
Main Site: Room 201, 301 and 401 Building A No.10, Bao long 5th Road, 
Tongle Community, Baolong Street, Longgang District, Shenzhen, 
Guangdong, China 
 

has been registered by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The management system is applicable to: 

 

The manufacture of sterile specimen collection swabs, non-sterile 

disposable virus sampling kits, non-sterile swab applicators, non-sterile 

saliva collection kits. 

 

Certificate Number: 

0107888-03 

Initial Certification Date: 

29 November 2020 

Date of Certification Decision: 

14 November 2023 

Issuing Date: 

14 November 2023 

Valid Until: 

28 November 2026 

Calin Moldovean 
President, Business Assurance 
 
Intertek Testing Services NA Inc. dba Intertek,  
900 Chelmsford Street,                                
Lowell, MA, USA 

 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

CT-ISO 13485_2016-SCC-EN-A4-13.may.21 

 


	DECLARATION OF CONFORMITY 增加MF-66.pdf
	Smkl-554e23111714100.pdf

