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This package insert was last revised in 06/2021. 

COVID-19 Vaccine (Vero Cell), Inactivated 
This product is conditional approval. Please read the instructions carefully and use  

under the guidance of a physician 
 

【Drug Name】 
Common Name: 新型冠状病毒灭活疫苗（Vero 细胞） 
Trade Name: COVILO 
English Name: COVID-19 Vaccine (Vero Cell), Inactivated 
Chinese Phonetic Alphabet: Xinxing Guanzhuang Bingdu Miehuoyimiao (Vero Xibao) 
 
【Composition】 
The COVID-19 Vaccine (Vero Cell), Inactivated is made from the SARS-CoV-2, 
19nCoV-CDC-Tan-HB02 strain which is inoculated on the Vero cells for culturing, 
harvesting, β-propiolactone-inactivation, concentration and purification, then followed 
by adsorption with aluminium hydroxide adjuvant to form the liquid vaccine. The 
vaccine is free of antibiotics and preservatives. 
Active Composition: SARS-CoV-2, 19nCoV-CDC-Tan-HB02 strain (inactivated) 
Adjuvant: Aluminium hydroxide  
Excipients: Disodium hydrogen phosphate, Sodium chloride, Sodium dihydrogen 
phosphate 
 
【Appearance】 
The product is a semi-transparent suspension with slight white color, which could be 
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vaccination and the second interim data in approximately 30,000 healthy adults aged 
18 years and older in UAE. 
 
【Presentation】 
Each non-auto disable pre-filled syringe/vial contains 0.5mL of product for each 
administration, each dose contains 3.9-10.4 units of inactivated SARS-CoV-2 antigen 
and 0.3-0.6 mg/mL aluminium hydroxide adjuvant. 
 
【Immunization Regimen and Dosage】 
Two dose regimen at an interval of 21~28 days, each dose is 0.5mL. 
The recommended administration is through intramuscular route, the injection into a 
muscle will be preferably performed in the upper part of the arm. 
The need for booster immunization with this product has not been determined. 
 
【Adverse Reactions】 
The safety of this product is evaluated through the China and international clinical trials. 
The China Phase Ⅰ/Ⅱ clinical trials are randomized, double-blinded and placebo parallel 
controlled to preliminarily evaluate the safety and immunogenicity of this product for 
adults 18 years and older. The international Phase Ⅲ clinical trial is an international 
multi-center, randomized, double-blinded, placebo parallel controlled to evaluate the 
protective efficacy, safety and immunogenicity of this product. Investigators actively 
follow up the safety data of 0~21/28 days after each vaccination to observe the 
occurrence of adverse events, and pay attention to the serious adverse events occurred 
within 12 months after full-course vaccination at the same time.  
 
The incidence for Adverse Reactions (ARs) (CIOMS recommendation) can be 
presented as: Very common (≥10%), common (1-10%, including 1%), uncommon (0.1-
1%, including 0.1%), rare (0.01-0.1%, including 0.01%), very rare (<0.01%). 
Summarize the safety data of this product in the Phase Ⅰ/Ⅱ and Phase Ⅲ clinical trials:  
 
1. ARs at the Injection Site 
Very common: Pain; 
Uncommon: Redness, swelling, induration, rash, pruritus; 
Rare: Erythema 
 
2. Systemic ARs 
Very common: Headache 
Common: Fever, fatigue, myalgia, arthralgia, cough, dyspnea, nausea, diarrhea, pruritus; 
Uncommon: Dizziness, anorexia, vomiting, oropharyngeal pain, dysphagia, running 
nose, constipation, hypersensitivity; 
Rare: Acute allergic reaction, lethargy, drowsiness, difficulty falling asleep, sneezing, 
nasopharyngitis, nasal congestion, dry throat, influenza, hypoesthesia, limb pain, 
palpitations, abdominal pain, rash, abnormal skin mucosa, acne, ophthalmodynia, ear 
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discomfort, lymphadenopathy; 
Very rare: Chills, taste dysfunction, loss of taste, paresthesia, tremor, attention disorder, 
epistaxis, asthma, throat irritation, tonsillitis, physical discomfort, neck pain, jaw pain, 
neck lump, mouth ulcers, toothache, esophagus disorders, gastritis, fecal discoloration, 
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4. Intravascular injection is strictly prohibited. There is no safety and efficacy data of 
the vaccine through subcutaneous and intradermal injection. 

5. Drugs and equipment such as epinephrine should be available for emergency 
treatment in the event of an occasional severe allergic reacti
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The Vaccine Vial Monitors (VVM) are on the label of Beijing Institute of Biological 
Products Co., Ltd. The colour dot which appears on the label of the vial is a VVM. This 
is a time-temperature sensitive dot that provides an indication of the cumulative heat to 
which the vial has been exposed. It warns the end user when exposure to heat is likely 


