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Covid-19 Vaccine (recombinant)
TECH TRANSFER ASTRAZENECA – Bio-Manguinhos/Fiocruz 

 4 million Doses received from Serum Institute – Marketing Authorization issued by Anvisa for Emergencial Use

 In March 12, 2021 Bio-Manguinhos received the definitive Marketing Authorization – Rolling Submission 

1st Step of Tech Transfer - Bio-Manguinhos receives the API from Wuxi, performs the formulation, 
filling, Quality Control and Quality Assurance – Release the vaccine for NIP. 

100,4 million doses will be released until July, 2021  

 From September, 2021 the API will be produced at Bio-Manguinhos Facility – The 
COVID-19 VACCINE (RECOMBINANT) will be completely nationalized 



Covid-19 Vaccine (recombinant)
Adverse Event Post Commercialization

Package Insert UPDATE

Thrombosis and thrombocytopenia

“Very rare events of severe thrombosis with thrombocytopenia, including unusual sites, such as cerebral
venous sinus thrombosis and splenic vein thrombosis, some associated with arterial thrombosis, have
been observed after vaccination with the covid-19 (recombinant) vaccine during post-
commercialization. Most events occurred in the first 14 days after vaccination and some events had a
fatal outcome. Based on the available data, a causal relationship has not been established.

Health professionals should be aware of the signs and symptoms of thromboembolism and
thrombocytopenia, as well as coagulopathies. Vaccinated individuals should be instructed to seek
immediate medical attention if they develop symptoms such as severe or persistent headaches, blurred
vision, shortness of breath, chest pain, leg swelling, persistent abdominal pain or unusual skin bruises
and / or petechiae a few days later vaccination.”
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