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b Characteristics of 2019-nCoV - .,

Early diagnosis - early isolation - early treatment oy
T = ) = -V : @ Strong infectivity Fast transmission

The latent period for 2019-nCoV is 1-14 days, with an average of 3-7 days. Mild patients only show
symptoms such as low fever and mild fatigue without pneumonia. Some infected patients are

Long latent period

asymptomatic but can also become a source of infection, which makes early diagnosis essential.

IgM and IgG Combined Detection

+ The clinical auxiliary diagnosis of 2019-nCoV requires simple, economical and feasible methods. The human

2019-nCoV Ab Test (Colloidal Gold) _ - e e o e -
immune system can produce specific IgM and IgG antibodies after virus infection. IgM is the earliest antibody that
* NMPA approved product under National Emergency Assessment * appears upon the first immune response. The detection of IgM antibody indicates a recent infection and can be

used as auxiliary diagnosis of early infection. lgG is produced later and lasts long, which can be used as an
indicator of previous or secondary infection.

The kit is intended for the qualitative detection of IgM and 1gG antibodies against 2019 Novel Coronavirus
(2019-nCoV) in human serum/plasma/venous whole blood specimen and for the auxiliary diagnosis of 2018-nCoV
infection. The confirmation or exclusion of infection will be combined with the patient's clinical manifestations

or further other methods.
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Innovita 2019-nCoV IgM/IgG Combo Test
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CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

ERHS: EELER L 20200007

Certificate NO.: Certificate of medical device exports made in Tangshan issued
by Hebei Drug Supervision Administration No. 20200007

FERARR: HRHR

Product (s): Details as per attached list.
MRS MR

Model: Details as per attached list.

PR EREREIES: FRME

Registration certificate(s): Details as per attached list.

ArEdal: KER B £HEAFERAR

Manufacturer: Innovita (Tangshan) Biological Technology Co., Ltd.

AT A EETEHEAFLFEEREEE 699 5
Address of manufacturer: No. 699, Juxin Street, High-tech Industrial
Development Zone, Qian'an, Hebei.

AT RERTIES: EAH EA L= 20150033 5
Manufacturing License(s): Hebei Province Food And Drug Supervision
Administration of Medical Device Manufacturing License No. 20150033

EUERA LR R e TE R EA 4. This is to certify that the
above products have been registered to be manufactured and sold in
China.

MEBAEMEME: 2021402 A 21 B
This certification valid until: Feb.21,2021
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Letter about the receipt of the 2019-nCoV Ab

Te%;tﬁfrom Central Guidance Group
bt b S T A X 4R A eT

CENTRAL GUIDANCE GROUP TO HUBEI AND OTHER PLACES WITH SEVERE EPIDEMICS

N 5 B

. . Guidance Team Medical [2020] No. 18
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| 7000 Letter about the receipt of the 2019-nCoV Ab Test
NP—— T00(
020201 18 £
- Innovita (Tangshan) Biclogical Technolegy Co., Ltd
2 T000
Recently, the medical treatment team of the Central Guidance Group received a donation of
E :j: ¥ rﬁ JL ;J—)-- =g, )Mg " ;ﬂIJ ‘;t 3 | - 3 7000 50,000 pes of 2019-nCaV Ab Tests from your company and have distributed them to designated
)é ] z%' --E- 7 I_}‘j E'et:* TL T 1'}\. k ?l: fivid hospitals that specially receive patients with COVID-19 for antibody diagnosis (for details, see the
il e v . 4 T b 7 [E B T000 attached table). It effectively helped clinical diagnesis and improved the efficiency of medical
T:;"f LJ /Q: - 7} ELI- iG] fb—ﬂ EKJ [EI treatment, and has played an active role in fighting the COVID-18 epidemic.
;i 2000
Thank you for your big support!
1000 o
Attached Table: Distribution Table of 2019-nCoV Ab Test
2000
I } Medical Treatment Team of Central Guidance Group
2000 March 11, 2020
1000 A
Distribution Table of 2019-nCoV Ab Test
] ﬂ |.} ['i No. Receiving agency Quantity (PC5)
Union Hospital, Tongji Medical College, Huazhong
a i R _ 7,000
21) |.} ﬂ University of Science and Technology
Tongji Hespital, Tongji Medical College, Huazhong
7 2 i - 7,000
£ {J |.} l) University of Science and Technology
3 People's Hospital of Wuhan University 7,000
2000 4 Zhongnan Hospital of Wuhan University 7,000
5 ‘Wuhan First Hospital 2,000
2000 6 Wuhan Central Hospital 1,000
7 Wuhan Third Hospital 2,000
1000 g Wuhan Fourth Hospital 2,000
9 Wuhan Children's Hospital 1,000
1 U [) l} 10 Wuhan Hospital of Traditional Chinese Medicine 1,000
11 ‘Wuhan Hankou Hospital 2,000
1 U [) l} 12 Wuhan Wuchang Hospital 2,000
13 Wuhan Pulmonary Hospital 2,000
1 U “ l} 14 ‘Wuhan Jinyintan Hospital 2,000
15 Wuhan Red Cross Hospital 1,000
& ﬂl’] 16 ‘Wuhan Ninth Hospital 1,000
= ) 17 Dongxihu District People's Hospital 1,000
I'4 m] 18 Wuhan Mental Health Center 1,000
- 19 Wuhan Wudong Hospital 500
- \ 20 Wuhan Donghu Hospital 500
0000
Total 50,000




COVID-19 Diagnosis and Treatment Program (7t Edition)
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Section 8. Differential Diagnosis

1. The mild manifestations of COVID-19 infections
need to be distinguished from upper respiratory tract
infections caused by other viruses.

2. COVID-19 is mainly distinguished from other
known viral pneumonia and mycoplasma pneumonia
infections such as influenza virus, adenovirus and
respiratory syncytial virus. Especially for suspected
cases, common respiratory pathogens detection is
required by using rapid antigen test and multiplex
PCR nucleic acid test and other methods as soon as
possible.

3. It should also be distinguished from non-infectious
diseases such as vasculitis, dermatomyositis and
organizing pneumonia.
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Cold
Flu
Acute tonsillitis
Acute laryngitis
Otitis media
Nasosinusitis
Pharyngo-conjunctival fever
Bronchopneumonia
Pneumonia
Bronchiolitis
Myocarditis
Meningitis

Fever/Cough/Shortness of breath

PIV/RSV/2019-nCoV
Flu A/Flu B/PIV/ADV
Flu A/Flu B/PIV/ADV
Flu A/Flu B/PIV/ADV/RSV
Flu A/Flu B/PIV
Flu A/Flu B/PIV/ADV
ADV/COX B
Flu A/Flu B/PIV/ADV/RSV
Flu A/Flu B/PIV/ADV/RSV/COX B/2019-nCoV
RSV/ADV/PIV/COX B
Flu A/Flu B/PIV/ADV/COX B/2019-nCoV
COXB
Flu A/Flu B/PIV/ADV/RSV/COX B/2019-nCoV

Mycoplasma/Chlamydia

Mycoplasma/Chlamydia

Chlamydia
Mycoplasma/Chlamydia

Mycoplasma/Chlamydia
Mycoplasma/Chlamydia

Mycoplasma/Chlamydia

LP

LP
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Coinfections are common!
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Figure 2 Comparison of 2019-nCov infection rates with infection rates of 13 other respiratory pathogens
A: Pathogen-positive rates for all 13 respiratory pathogens tested, n = 614;
B: 2019-nCov-negative subjects, 13 respiratory-pathogen-positive rates, n = 202;
C: 2019-nCov-confirmed subjects. Positive rate of 13 respiratory pathogens in the test population, n= 104.

ADV: Adenovirus; Boca: Boka virus; Ch: Chlamydia; H1N1: H1N1 Influenza A
Virus;
H3N2: H3N2 Influenza A virus; HCOV: Human coronavirus; HMPV: Human metapneumovirus;

HPIV: Human parainfluenza virus; HRSV: Respiratory syncytial virus; HRV: Human rhinovirus;
tafAtdnfluenza X Miras20.02.12.20022327 InfB: Influenza B virus; Mp: Mycoplasma pneumoniae
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Similar symptoms, Different treatments

Viruses Mycoplasma/Chlamydia

Oseltamivir/Antivirals Azithromycin

Bacteria 2019-nCoV
Antibiotics Integrated
Chinese & Western
medicines

It's necessary to identify the exact pathogen.
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CDC Begins to Test Patients with Flu-
like Symptoms for Coronavirus

CDC Begins to Test Patients with Flu-like Symptoms
for Coronavirus

FEE 18,2020 | RACHEL LUTZ

In & call with members of the media on Friday, February 14, 2020, the US Ceniers
for Disease Control and Prevention (COC) said they will begin to test individuals
with influenza-like-iliness for the novel coronavirus: This will take place at public
health labs in Los Angeles, San Francisco, Seattle, Chicago, and New York City

The CDC plans to expand this initiative to more cities in the coming weeks with
the goal of eventually conducting national surveillance in order 1o guide response
strategy.
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Current laboratory diagnostic methods

Isolation & Culture

Nucleic Acid Detection

Antigen Detection

IgM Antibody
Detection

IgG Antibody
Detection

Advantages

Golden Standard

Early diagnosis with high sensitivity and

specificity

Direct evidence of infection

Earliest serum antibody with high
sensitivity and specificity

Past/Secondary infection
Retrospective diagnosis reference

Limitations

* Time-consuming (about 1 week)
+ Easily polluted

* High requirements for lab condition
+  Expensive

«  High skills required for operators
*  Specimen quality may affect the result easily.

* Individual differences and low immunity may
delay antibody emergence.

* Developed later
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Innovita Respiratory Ag Combo Test
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Flu A/Flu B/MP Ag 3 in 1

Colloidal Gold (CG)
15 minutes

Swab
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Innovita Respiratory IgM Combo Tests

FLUTRIO ImloviTa
Flu A/Flu BIPIV IgM 3 in 1 Combo Test

VANGUARD

of Scr ing And Diag

Simpler . Faster

Early screening, early diagnosing, early treating... ...

Read results in
15 Minutes

PNEUMONONA
MP/CP/Flu AiFlu B/PIV/RSVIADVICOX BILP
1gM 9 in 1 Combo Test (IFA)

The first choice rapidtest

of respiratory patnogens in early diagnosis

= Chiamydia Pneumonia (CP} Simpler Faster

= Influenza Virus A b (= |

« Influenza Virus B i - ¥ Impruve the prevention of severe resp»ralow diseases
. . \ S \ 1 b and protect the health of childre:

+ Parainfluenza Virus (PIV) i y SV

~ Respiratory Syncytial Virus (RSV)

+ Adenovirus (ADV) " o Lo
5 ~ Read results in
i 15 Minutes

PNEUMONONA9 in 1 PNEUMOPENTA 5in 1 FLUTRIO 3 in 1

Indirect immunofluorescence Colloidal Gold (CG) Colloidal Gold (CG)
assay (IFA)

= Mycoplasma Pneumonia (MP)

About 3 hours 15 minutes 15 minutes

Serum/Plasma Whole blood/Serum/Plasma Whole blood/Serum/Plasma



Hospitals In Cooperation
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Peking University Third Hospital

Hubei Provindal Hospital of Integrated Traditional Chinese and Western Madicine

Beijing Friendship Hospital

Wuhan Xiehe Hospital

Beijing Youan Hospitzal

Hubei Provindal Hospital of Traditionzal Chinese Medicine

Beijing Chaoyang Hospital

Wuhan Children's Hospital

Beijing Armed Paolice Generzl Hospital

Wuhan Fangocai Hospital

Children's Hospital of Fudan University

Beijing Children's Hospital

Shanghai ¥inhua Hospital

Capital Institute of Pedistrics

Shanghai Children's Medical Center

Shanghai Xinhua Hospital

Shanghai Children's Hospital

Affiliated Children's Hospitzl of Fudan University

Henan Provindal Ce mter for Disease Control

Shanghai Children’'s Hospital

Guangdang Provincial Centerfor Disease Control

Suzhou Children’'s Hospital

Sichuan Provincial Centerfor Disease Control

suzhou Children's Hospital

Beijing Centers for Disezse Control

Tianjin Children's Haspital

Disease Control Centerof Shanxi Province

Shenyang Children’s Hospital

Wuhan Tongji Hospital

Children's Hospital of Hebei Province









