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Company Profile
\

Innovita Biological Technology Co., Ltd. (together with its

subsidiaries, collectively known as “INNOVITA",) is a biotechnology
company focusing on the research, development, production and
sales of in vitro diagnostic POCT products. It consists of Innovita

(Tangshan) , Innovita (Beijing) and Innovita (Guangzhou).
® Founded in 2006

® Set up R&D centers in Beijing and Guangzhou, and production

base in Qian'an, Hebei
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INNOVITA
Development Process
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 Strategic investment by Genesis Capital.
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 Started international technical cooperation. ,
2011 2020
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’ countries/areas.

- I 2019 » Awarded Advanced Collective
. Strateqi in the National Commendation
in\r/aes?c?r:gn t by Congress for Combating
. . VID-19 P iC.
2014 Sequoia Capital. co 9 Pandemic
2006 B « COVID-19 IgM/IgG test got
* SO 13485 certified. Emergency Use Authorization
» Established Beijing R&D (EUA) by US FDA.
center.




INNOVITA
Branches

Beijing R&D & Marketing Center

Establishement: 2006
Focus: R&D, manufacturing, marketing of in-vitro diagnostic
product, including platforms such as immunodiagnosis,

molecular diagnosis, and gene chips.

Qian'an Manufacturing & Logistic Center

Establishement: 2011

Facility: around 5,000 m* floor area, equipped with
multiple production lines of colloidal gold, ELISA, PCR.
Certification: 1SO 13485, CE, FDA, NMPA, etc.

Guangzhou R&D Center

Establishement: 2020

Focus: R&D of IVD technologies



INNOVITA

Manufacturing Facilities
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Manufacturing Facilities




INNOVITA

Automatic Production Lines




Products & Platforms INOVETA
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Cardiovascular
System

Respiratory
Pathogens Diagnosis

Hepatitis

Antigen & .
g Colloidal Fluorescence Immunofluor-

Gold Chromatography escence

Antibody Virus Culture
Preparation




Marketing Network INNOVITA

After years of development, Innovita already has a complete sales and service network, with sales channels
covering 32 provinces and regions across China, and have exported to global markets such as Southeast Asia,

Middle East, Africa, Latin America, Europe, etc.




INNOVITA
Qualification
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INNOVITA

Innovita 2019-nCoV Ab Test displayed on the national emergency platform
for medicines and medical devices

. On February 28, 2020, Premier Li Kegiang inspected the national emergency platform for medicines and medical
devices of COVID-19. Innovita 2019-nCoV Ab Test was displayed as the first NMPA approved IgM/IgG combo
antibody test, which was reported on CCTV.
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INNOVITA

Innovita 2019-nCoV Ab Test named by Academician Zhong Nanshan

. On the afternoon of February 23, 2020, Academician
Zhong Nanshan disclosed during a remote consultation
in Guangzhou with the Guangdong medical team
rushing to help Jingzhou that the National Medical
Products Administration has approved two new test kits
for 2019-nCoV, one of which is produced by Innovita

(Tangshan) Biological Technology Co., Ltd.

. The kit uses the colloidal gold method, which can detect
the IgM antibody in the patient's body. The IgM antibody
can be detected on the 7th day of the patient's infection
or the 3rd day of the onset, which is very helpful for the
patient's further diagnosis. Zhong Nanshan said:
"Patients can quickly be identifed for a good diagnosis.
This can help us quickly separate normal people from

infected ones."




INNOVITA
Advanced Collective Award

National Commendation Congress for Combating COVID-19 Pandemic
10:00 am Sept. 8 2020 at the Great Hall of the People

Innovita awarded Advanced Collective
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Combating Pandemic INNOVITA
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International Certification-2019-nCoV Ab Test

FDA EUA

U.S. Food &

ADMINISTRATION

4’ [pY U.S. FOOD & DRUG

Acknowledgment Letter

3/3/2021

Young Wang, M.D.
Wanda Henry Co.

4426 Prancing Deer Drive
Ellicott City, MD 21043
UNITED STATES

Dear Young Wang, M.D

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future d garding this sut should be identified
prominently with the number assigned and should be submitted to the Document Control
Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please contact the Office of Product
Evaluation and Quality (OPEQ) submission support at (301) 796-5640 or

OPEQSubmissionSupport@fda hhs.gov.

Submission Number: EUA210191

Received: 3/3/2021

Applicant: Tnnovita (Tangshan) Biological Technology Co., LTD
Device: Innovita 2019-nCoV Ag Test (Latex Chromatography Assay)

We will notify you when the review of this document has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please
refer to hitp//www fda gov/MedicalDevices/Dev ice Regulati dGuid default htm

Sincerely yours,

Center for Devices and Radiological Health

Drug Administration

10903 New Hampshire Avenue

Silver Spring
www.fda.gov

, MD 20993

INNOVITA
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International Certification-2019-nCoV Ag Test
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International Studies

Innovita 2019-nCoV
Ab Test in NATURE
Study

Innovita 2019-nCoV
Ab Test in MDPI
Study

scientific reports

OPEN

Dynamic profiles of SARS-Cov-2
infection from five Chinese
family clusters in the early stage
of the COVID-19 pandemic
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Safety and i SARS-CoV-2
vaccine, BBIBP-CorV: a randnmliﬁd. double-blind,
placebo-controlled, phase 1/2 trial
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Methods

Study design and participants

We did a dose-escalation, randomised, double-blind,

placebo-controlled, phase 1/2 trial of an inactivated SARS-

CoV-2 vaccine, BBIBP-CorV, in a single centre (Center for

Disease Control and Prevention, Liangyuan District,

Shangqiu City, Henan Province, China). Participants were

screened for SARS-CoV-2 infection by serology only before
1 Eligible participants were healthy people aged
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18-80 years, who were negative for serum-specific IgM/IgG
antibodies against SARS-CoV-2, as measured by a com-
mercial kit (Innovita, China) at the time of screening.
Exclusion criteria were a history of travelling to Hubei
Province (China), regions outside of China, or regions with

7 d COVID-19 cases from December, 2019; a history
of infection with SARS-CoV; fever, cough, runny nose, sore
throat, diarrhoea, dyspnoea, or tachypnoea in the 14 days
before vaccination; abnormalities in laboratory tests;
pregnancy or lactation; allergy to any ingredient included
in the vaccine; a history of seizures or mental illness; and
being unable to comply with the study schedule. Laboratory
tests included measurement of alanine aminotransferase,
aspartate aminotransferase, serum total bilirubin, creati-
nine, blood urea nitrogen, white blood cell count,
haemoglobin, blood glicose, urinary protein, and urinary
glucose.
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'SARS-CoV-2 Seroprevalence among Healthcare Workers in
General Hnspluls and Clinics in Japan
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Effects of COVID 19 Vaccine on Egyptian
Population

Inclusion Criteria

Segione

Conditions in This Trial

L 0F COVID 19 Vaccine on Safety. Blood Elements,
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Participating in This Clinical Trial
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Innovita 2019-nCoV
Ab Test in LANCET
Study

Innovita 2019-nCoV
Ab Test in Assiut
University Study



THANK YOU!

CONTACT INFO @ ADDRESS / TELEPHONE

Email export@innovita.com.cn Block 6, Courtyard No. 1, +86 10 83681277

WEB www.innovita.com.cn Haiying Road, Fengtai District,
Beijing, China 100070
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