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

Revised: 12/2022 
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:Infliximab BS for I.V. Infusion 100mg "Pfizer" 
Active ingredient:Infliximab(genetical recombination)[infliximab biosimilar3] 

Dosage form:injection 
Imprint or print on wrapping:  

Effects of this medicine 
This medicine suppresses the action of TNF-alpha, which is thought to be the cause of immune abnormalities in 

various diseases, thereby reducing inflammation and improving symptoms. 
It is usually used to treat rheumatoid arthritis, refractory uveoretinitis due to Behcet's disease, psoriasis, ankylosing 

spondylitis, Crohn's disease and ulcerative colitis. However, it does not completely cure the disease. 

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. 
If you have infection (sepsis, etc.), tuberculosis or a history of it, congestive heart failure, a history of interstitial 

pneumonia or blood disorder or a history of it. 
If you or your family member have demyelinating disorder (multiple sclerosis, etc.) or a history of it. 
If you are a hepatitis B virus carrier or have a history of hepatitis B. 

・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)) 
・Rheumatoid arthritis: In general, this medicine is administered by intravenous drip infusion. Following the first 

infusion, the second and third infusions are administered at 2 and 6 weeks, and thereafter this medicine is 

administered at intervals of 8 weeks. If inadequate response is observed, the injection interval may be shortened 

after 6 weeks. 
Refractory uveoretinitis due to Behcet's disease: In general, this medicine is administered by intravenous drip 

infusion. Following the first infusion, the second and third infusions are administered at 2 and 6 weeks, and 

thereafter this medicine is administered at intervals of 8 weeks. 
Psoriasis: In general, this medicine is administered by intravenous drip infusion. Following the first infusion, the 

second and third infusions are administered at 2 and 6 weeks, and thereafter this medicine is administered at 

intervals of 8 weeks. If inadequate response is observed, the injection interval may be shortened after 6 weeks. 
Ankylosing spondylitis: In general, this medicine is administered by intravenous drip infusion. Following the first 

infusion, the second and third infusions are administered at 2 and 6 weeks, and thereafter this medicine is 

administered at intervals of 6 to 8 weeks. 
Crohn's disease: In general, this medicine is administered by intravenous drip infusion. Following the first infusion, 

the second and third infusions are administered at 2 and 6 weeks, and thereafter this medicine is administered at 

intervals of 8 weeks. If inadequate response is observed, the injection interval may be shortened after 6 weeks. 
Ulcerative colitis: In general, this medicine is administered by intravenous drip infusion. Following the first infusion, 

the second and third infusions are administered at 2 and 6 weeks, and thereafter this medicine is administered at 

intervals of 8 weeks. 
In any case, this medicine is administered by intravenous drip infusion over a period of not less than 2 hours in 

principle. 
・Before using this medicine, blood test is performed to check for hepatitis B virus infection. 
・The dosing interval and treatment duration depend on your symptoms. 

Precautions while taking this medicine 
・This medicine has a long-lasting effect and may lead to susceptibility to infections since it lowers your immunity. Do 

not overwork and get enough sleep in your daily life. If you feel cold-like symptoms or have a persistent cough or 

phlegm, make sure to consult with your doctor. 
・Before using this medicine, in addition to a medical interview and chest X-ray, a blood test (interferon gamma 

release test) or tuberculin reaction test, as well as chest CT scan as needed, should be performed to determine the 

presence of tuberculosis infection. In addition, patients with a history of tuberculosis will undergo periodic chest 

X-rays and other tests while using this medicine. If any symptoms suggestive of tuberculosis (persistent cough, 
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fever, etc.) occur, contact your doctor immediately. 
・If you restart this medicine, delayed type hypersensitivity, including serious ones, with symptoms such as muscle 

pain, rash, fever, polyarticular pain, itch, edema of hands/face, dysphagia (difficulty in swallowing), hives, sore 

throat and headache may occur after 3 days or later of the restart. Receive an explanation to fully understand the 

possible onset of these symptoms. If any of these symptoms occur, contact your doctor immediately. 
・While using this medicine, periodic liver function tests and hepatitis virus marker tests will be performed. If any 

symptoms suggestive of reactivation of hepatitis B virus (fever, malaise, yellow discoloration of skin and white of 

eyes, loss of appetite, etc.) occur, contact your doctor immediately. 
 

Possible adverse reactions to this medicine 
The most commonly reported adverse reactions include headache, airway infection, pharyngolaryngitis, bloody urine 

(occult blood in urine), nausea, rash (pustular rash, macular rash, etc.), viral infection (herpes zoster, influenza-like 

disease, etc.) and fever. 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. 

・fever, headache, vomiting, cough/phlegm, shortness of breath/dyspnea, muscle pain/joint pain [infection] 

・general malaise, slight fever, persistent cough [tuberculosis] 

・dyspnea, wheezing, headache, dizziness, weakness, swelling of eyelids/lips/tongue, fever, hives [serious infusion 

reaction] 

・numbness/paralysis of legs, weakness, restricted eye movement [demyelinating disorder] 

・fever, dry cough, dyspnea [interstitial pneumonia] 

・rash, fever, itch, edema of hands/face, hives [delayed type hypersensitivity] 

・joint pain, muscle pain, rash [Lupus-like syndrome with positive anti-dsDNA antibodies] 
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 receiving live vaccines during treatment with this medicine. Since there is a risk of infection from live vaccine 

inoculation, make sure to consult with your doctor if you wish to be vaccinated. 

For healthcare professional use only      /    / 

 

 

For further information, talk to your doctor or pharmacist. 


