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Name of the sample: COVID-19 Vaccine (Vero Cell), Inactivated 

 

Manufacturer/Origin: Sinovac Life Sciences Co., Ltd. 
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Explanation 

 

1. If an objection is raised on this report by the Clint, manufacturer or the sample provider, please 

raise to the center in written form within 7 days of receiving, no overdue objection is accepted. 

 

2. The data and conclusion issued in this report is based on the testing results of the tested items of 

the received sample. 

 

3. This report shall not be altered or emendated. 

 

4. The report is invalid without a stamp of National Institutes for Food and Drug Control. 

 

5. This report shall not be used for advertising, evaluation and commercial promotion without 

written consent by National Institutes for Food and Drug Control. 

 

 

Address and postcode: No.2 Tiantanxili, Dongcheng District, Beijing (100050) 

                   No.31 Huatuo Road, Daxing District, Beijing (102629) 

 

Tel: 010-53852452 

 

Fax: 010-53852425 
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Name of the sample COVID-19 Vaccine (Vero cell), 

Inactivated 

Number of the 

Sample 

SH0404202100794 

Manufacturer/Origin Sinovac Life Sciences Co., Ltd. Batch number C202102006 

Sample provider Sinovac Life Sciences Co., Ltd. Strength 0.5mL/vial (syringe), 1 

human dose is 0.5 mL, 

contains 600 SU of 

SARS-CoV-2 antigen 

Objective of testing Subcontracted testing Dosage form/Type Injection 

Testing Items Full testing Packing 

specification 

/ 

Date of receiving 2021.02.19 Valid until 2024.02.07 

Number of sample 80 Number of 

Sealing  

/ 

Accordance of testing Arranged Specifications 

Testing item Specifications Testing result 

Identification It shall be proved to contain SARS-CoV-2 antigen Conforms 

Appearance Opalescent suspension, stratified precipitate may form 

which can be dispersed by shaking. No clumps shall be 

found upon shaking. 

Conforms 

Extractable volume Not less than the indicated volume Conforms 

pH 6.8-7.8 7.3 

Aluminum content (mg/mL) 0.3-0.6 0.5 

Osmolality (mOsmol/kg) 250-400 290 

Post-dissociation antigen 

content 

Not less than 60% of the indicated content 91 

Sterility No growth of microorganisms shall be observed. Conforms 

Abnormal toxicity (Guinea 

Pig) 

Guinea pigs shall all survive, no abnormal reaction 

shall be observed, the weight of individual guinea pig 

shall increase in the end of the test. 

Conforms 

Abnormal toxicity (Mouse) Mice shall all survive, no abnormal reaction shall be 

observed, the weight of individual guinea pig shall 

increase in the end of the test. 

Conforms 

Continued in next page 



Certificate of analysis 

National Institute for Food and Drug Control 

 

Number of Report: SH202101481                                          2 of 2 in total 

Bacterial Endotoxin (EU/dose) Not higher than 5 <5 

The space below is blank 

Remarks: The subcontracted test is based on mutual consent. The test on sample is perform according to the 

agreement on the contract. The purpose of applying the testing is for emergency use. 

Testing conclusion When tested as per arranged specifications, the results comply with the requirements. 

Authorized person 

 

Date of issue 2021.03.11 

 












