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1. Introduction

Anhui DeepBlue Medical Technology Co., Ltd. (hereinafter referred
to as “DeepBlue Medical”) is a new type of biotech enterprise
specializing in the rapid diagnosis of infectious diseases,
diagnostic reagents for pregnancy and family planning and the
development, production and sales of biological raw materials. The

main scope includes a Class II, Class III and Class III medical
devices and in vitro diagnostic reagents production and sales;
self-operated and agent import and export business of various
commodities and technologies (except those prohibited or limited by
national laws and regulations); production and sales of
disinfection products; research and development of biomedical
products ; Biomedical technology consulting, technology transfer,
technology promotion services; pharmaceutical consulting services;
pharmaceutical investment.

DeepBlue Medical has an advanced rapid diagnostic reagent
production line, applies the latest clinical testing technology,
has the advantages of simple operation, accurate and reliable,
timely and convenient, and its technical performance has reached
the international advanced level. The enterprise has passed the
quality management system audit of the Food and Drug Administration
and the European Union, and the quality management system
established in accordance with YY / T0287-2017 idt IS013485: 2016
standard has obtained EN ISO 13485: 2016 quality system
certification and CE product certification; enterprise products
have There are three categories of tumors, infectious diseases, and
pregnancy and family planning. The core technology has multiple
patents, including the patent numbers of authorized certificates:
71.201010115778. 9, 71.201120082202.7, 7Z1L.201120537680. 2,
71.201120537660. 5, ZL 201410109117.3, ZL 201610207306.3 . At the
same time, four clinical indicators of CRP \ PCT \ SAA \ IL-6
infection were used to monitor clinically infected patients and
guide clinical use of antibiotics. Carry out industry—university-—
research cooperation with Hefei University of Technology, Wenzhou
University, Anhui Medical University, etc., and develop a series of
clinical drug monitoring kits with Anhui Medical University.
Reagent testing supporting intelligent system has been applied to
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enterprise products.
2. Enterprise—led products

After ten years of technological innovation and experience
accumulation, Deep Blue Medical has deeply cultivated the field of
POCT rapid diagnosis, product marketing from domestic to foreign
countries, and accumulated a large number of customer resources.
The company has 15 medical device product registration certificates,
28 record certificates, and b8 products exclusively for export; 7
overseas product international registration certificates: CoVID-19
antibody detection reagent and dengue virus antibody detection
reagent German registration Certificate; Kyrgyzstan and Tajikistan
registration certificate of epithelial tissue staining solution
(under review in Russia and Uzbekistan); early pregnancy test paper
registration certificate in the Philippines, Indonesia, Singapore,
etc . ; enterprise quality management system obtained EU CE
certification; early pregnancy, ovulation, hemoglobin, Five CE
(announcement) registration certificates for transferrin and fecal
occult blood.

The leading products are infectious disease series: mainly
including new crown virus, dengue fever, AIDS, hepatitis B,
hepatitis C, malaria, syphilis, etc .; tumor early detection and
early diagnosis series: mainly including special staining
diagnostic solution series, fecal occult blood series, etc .;
pregnancy and family planning series: Mainly include premature
rupture of membranes, early pregnancy, ovulation, BV detection
series, etc .; anti—killing gel and biological dressing series:
mainly include cavity coupling agent, no—clean hand disinfection
gel, wound dressing, etc. The core products all have intellectual
property rights such as independently developed invention patents
and computer software copyrights.

3. Number of employees, scientific research strength and facilities,
production capacity

The company has a total of 100 employees, including 35 scientific
and technical personnel, accounting for 35% of the total number of
employees, and 24 personnel engaged in research and development,
accounting for 24% of the total number of employees. The company
has high—skilled and continuous innovation in scientific research



Anhui Deepblue Medical Technology Co.,Ltd.

Website:http://www.dbluemedical.com/
Address:4th Floor D-1# Zone, Pearl Industrial Park 106 Innovation Avenue,High-Tech Development Zone 230088 Hefei,Anhui,China

and development capabilities. The main engineering and technical
personnel have university degrees and above, and the research and
development personnel are from medicine, testing and other related
majors. They have won many scientific and technological achievement
awards. Developed more than ten types of products, and obtained a
number of independent intellectual property rights. The company s
reagent production capacity is 150, 000 copies per day.

4. Various relevant licenses and export approvals of the
enterprise:

DeepBlue Medical Device Production License
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Deepblue business license
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CE EN ISO 13485 2016 Quality System Certificate
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German product registration form 1
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German product registration form 2
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German product registration form 3
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German product registration form 4
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CE IVD Certificate (Influenza A+B& COVID-19(SARS-CoV-2)
Antigen Test Kit (Colloidal Gold))
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Deep Blue Customs Registration Certificate
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DeepBlue Foreign Trade Operator Registration Form
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Entry-Exit Inspection and Quarantine Application Enterprise Record Form
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5. Photograph of the new coronavirus detection Kit; packaging
(internal and external packaging photos);

Oxford University and PHE
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6. Photos of the company’ s factory location, workshop, main
laboratory photos, photos of high—precision equipment) ;

Main laboratory:
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7. Detailed description of the new coronavirus detection kit (English
product manual)

product warehouse
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Sampling process diagram:
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Detailed description of enterprise products (English product manual);
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