People’s Republic of China Medical Device Registration Certificates

(In Vitro Diagnosis Test)

Registration No.:  GuoXieZhuZhun20203400176

Registrant Company

Guangzhou Wondfo Biotech Co., Ltd.

Registrant Address No. § Lizhishan Road, Scientific City, Luogang District,
Guangzhou, Guangdong, P.R. China 510663
Manufacturing Address | No. 8 Lizhishan Road, Scientific City, Luogang District,

Guangzhou, Guangdong, P.R. China 510663

Agent's Name /
Agent's Address /
Product Name 2019-nCoV Antibody Test (Colloidal Gold Method)

Package Specification

1 test cassette in one pouch, 10 tests/kit, 20 tests/kit, 25 tests/kit, 30
tests/kit, 40 tests/kit, 50 tests/kit.

Main Content

The test kit consists of test cassettes, detection buffer, droppers. (See

the instructions for details)

Intended Use

The test is used to qualitatively detect novel coronavirus (2019-ncov)
antibodies in human serum, plasma, and venous whole blood samples
in vitro.It is only used as a auxiliary indicator for suspected cases
which the nucleic acid test result of the new coronavirus is negative
ot used in conjunction with nucleic acid test for suspected cases. It
should not be used as a basis for the diagnosis and exclusion of
pneumonia from novel coronavirus infection.

Not suitable for screening in the general population.

Only for use by medical institutions.

Appendix

Technical requirement and operation instruction.

Storage and Shelf Life

Store at 2-30°C, the shelf life is 6 months.

Other content

/

Remark

1.The test can only be used as an aid or emergency reserve in the
diagnosis. The registration certificate is valid for one year

2. A summary report of the clinical data should be submitted as
required for continuation of registration

3. The enterprise shall, at the time of continuous registration,
complete all registration declaration materlals in accordance with the

in vitro diagnostic reagent regrstratlon regulatron

Approved by: China Food and Drug Administration 'y

Approval Date~ 220 February 2020
'Vahd Untll 21‘ll February 2021
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