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Drug Information Sheet("Kusuri-no-Shiori") 
Injection 

Revised: 01/2023 
The information on this sheet is based on approvals granted by the Japanese regulatory authority. Approval 
details may vary by country. Medicines have adverse reactions (risks) as well as efficacies (benefits). It is 
important to minimize adverse reactions and maximize efficacy. To obtain a better therapeutic response, 
patients should understand their medication and cooperate with the treatment. 

Brand name:COMIRNATY intramuscular injection for 5 to 11 years old 

(Monovalent:Original) 
Active ingredient:Tozinameran 

Dosage form:Injection 
Imprint or print on wrapping: 

 

Effects of this medicine 
A part of genetic information based on which proteins of SARS-CoV-2 (original) is constructed is injected. After 

injection, a part of proteins of SARS-CoV-2 is constructed in the body based on the genetic information. Antibody to 

the proteins and then immunity to SARS-CoV-2 develop. 
It is usually used to prevent infections by SARS-CoV-2. 

The following patients may need to be careful when using this medicine.Be sure to tell your doctor and 
pharmacist. 

・If you have previously experienced any allergic reactions (itch, rash, etc.) to any medicines or foods. 
If you have: fever, acute illness, diagnosed with immunodeficiency in the past, a close relative with congenital 

immunodeficiency, cardiovascular disease, renal disease, liver disease, blood disease, underlying disease such as 

developmental disturbance, a history of convulsion or blood coagulation disorder. 
・If you are pregnant or breastfeeding. 
・If you are taking any other medicinal products. (Some medicines may interact to enhance or diminish medicinal 

effects. Beware of over-the-counter medicines and dietary supplements as well as other prescription medicines.) 

Dosing schedule (How to take this medicine) 
・Your dosing schedule prescribed by your doctor is((            to be written by a healthcare professional)) 
・In general, for the primary series, this vaccine is injected intramuscularly twice in total at an interval of 3 weeks. For 

the booster dose, this vaccine is injected intramuscularly once. 
・Primary series: If you miss the second dose within 3 weeks after the first dose, receive the second dose as soon as 

possible. As a general rule, be sure not to confuse this vaccine with other vaccines that have the same indications 

(effects). You should receive this same vaccine twice. 
・Booster dose: You can receive the third dose at least 5 months after the second dose. 
・Be sure to receive a medical consultation, a body temperature check and an examination before vaccination. 
・Fainting (syncope) may occur on rare occasions, triggered by a sense of tension to or pain of vaccination. In 

addition, severe allergic reaction such as shock or anaphylaxis may occur due to vaccination. For a while after 

vaccination, take a rest by sitting on a chair with a backrest and stay at the medical institution where you received 

the vaccination. If you have previously experienced allergic reaction to any medicines or foods, careful observation 

is necessary at the time of vaccination. Consult with your doctor in advance and follow your doctor's instructions 

after vaccination. 
Precautions while taking this medicine 

・Myocarditis and pericarditis may occur after vaccination with SARS-CoV-2 modified uridine RNA vaccines. In 

Japan, in comparison with other generations, it is suggested that young men are associated with higher incidences 

of myocarditis and pericarditis after the second dose with COMIRNATY intramuscular injection (original) for the 

primary series. If you have symptoms suggestive of myocarditis or pericarditis, such as chest pain, palpitations, 

swelling, dyspnea (difficulty breathing, shortness of breath), and tachypnea (hard breathing, rapid breathing), 

contact your doctor immediately. 
・Guillain-Barre syndrome after vaccination with SARS-CoV-2 modified uridine RNA vaccines has been reported. If 

symptoms suggestive of Guillain-Barre syndrome (weakness of bilateral limbs, gait stumbling, impossibility of 

climbing stairs, difficulty in grabbing things with hands, reduced sensitivity of limbs, facial muscle paralysis, 

difficulty in swallowing food, respiratory discomfort) occur, consult with your doctor immediately. 
 

Possible adverse reactions to this medicine 
The most commonly reported adverse reactions include injection site reaction (pain, redness/erythema, swelling), 

fatigue, headache, muscle pain, chills, joint pain, fever and diarrhea. If any of these symptoms occur, consult with 

your doctor or pharmacist. 
The symptoms described below are rarely seen as initial symptoms of the adverse reactions indicated 
in brackets. If any of these symptoms occur, stop taking this medicine and see your doctor 
immediately. 
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・dyspnea, pale face, hives [shock, anaphylaxis] 

・chest pain, palpitation, shortness of breath [myocarditis, pericarditis] 
The above symptoms do not describe all the adverse reactions to this medicine. Consult with your 
doctor or pharmacist if you notice any symptoms of concern other than those listed above. 
Storage conditions and other information 

・Avoid excessive exercise on the day of vaccination and keep the injected site clean. 
・Pay attention to health monitoring after vaccination. If you experience regional abnormal reactions or changes in 

physical condition as well as abnormal symptoms such as high fever and convulsion, see your doctor immediately. 

For healthcare professional use only      /    / 

 

 

For further information, talk to your doctor or pharmacist. 


