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Drug Information Sheet("Kusuri-no-Shiori")
Injection
Published: 06/2025

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:Argatroban HI Injection 10mg/2mL “Fuso” [acute cerebral
thrombosis]
Active ingredient:Argatroban hydrate
Dosage form:injection
Imprint or print on wrapping:

Effects of this medicine
This medicine inhibits thrombin, an enzyme involved in blood coagulation, making it harder for blood to clot and
preventing the formation of thrombi (blood clots) in blood vessels.
It is usually used to improve symptoms such as paralysis of limbs, difficulty walking, or inability to stand caused by
acute cerebral thrombosis within 48 hours of onset, excluding lacunar infarctions (small infarctions with a diameter of
15 mm or less).

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 are bleeding (intracranial bleeding, hemorrhagic cerebral infarction, thrombocytopenic purpura, bleeding
tendency due to angiopathy, hemophilia or other coagulopathy, women during menstruation, gastrointestinal
bleeding, urinary tract bleeding, hemoptysis, genital bleeding due to miscarriage or premature birth / immediately
after delivery, etc.) .
If you have cerebral embolism or are at risk of it.
If you have large infarction accompanying conscious disorder.
If you are at risk of bleeding (patients with gastric/duodenal ulcer, colitis, bacterial endocarditis, a history of
cerebral haemorrhage, hypertension, diabetes) .
If you have liver disease.

«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, this medicine is given by continuous intravenous drip infusion over 24 hours, for the first 2 days. For the
following 5 days, it is given by intravenous drip infusion twice a day in the morning and the evening over 3 hours.
+Ask the doctor about the treatment span.

Precautions while taking this medicine
*When this medicine is used, brain and blood examinations should be conducted.

Possible adverse reactions to this medicine
The most commonly reported adverse reactions include prolonged coagulation time, bleeding, hematuria, anemia,
rash, itching, hives, vomiting, diarrhea, headache, pain in the limbs, and feeling hot. 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.
+loss of consciousness, movement disorders of unilateral limb, dizziness [hemorrhagic cerebral infarction]
-headache, vomiting, vomiting blood, or bloody stools [cerebral hemorrhage, gastrointestinal hemorrhage]
-hives, pale face, breathing difficulty [shock, anaphylaxis]
‘malaise, loss of appetite, or yellowing of the skin or the whites of the eyes [fulminant hepatitis, hepatic function
disorder, jaundice]
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

For healthcare professional use only / /

For further information, talk to your doctor or pharmacist.
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Drug Information Sheet("Kusuri-no-Shiori")
Injection
Published: 06/2025

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:Argatroban HI Injection 10mg/2mL “Fuso” [chronic arterial

occlusion]
Active ingredient:Argatroban hydrate
Dosage form:injection
Imprint or print on wrapping:

Effects of this medicine
This medicine inhibits thrombin, an enzyme involved in blood coagulation, making it harder for blood to clot and
preventing the formation of thrombi (blood clots) in blood vessels.
It is usually used to improve symptoms such as limb ulcers, rest pain, and a cold sensation associated with chronic
arterial occlusive disease, including Buerger’s disease and arteriosclerosis obliterans.

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 are bleeding (intracranial bleeding, hemorrhagic cerebral infarction, thrombocytopenic purpura, bleeding
tendency due to angiopathy, hemophilia or other coagulopathy, women during menstruation, gastrointestinal
bleeding, urinary tract bleeding, hemoptysis, genital bleeding due to miscarriage or premature birth / immediately
after delivery, etc.) .
If you have cerebral embolism or are at risk of it.
If you have large infarction accompanying conscious disorder.
If you are at risk of bleeding (patients with gastric/duodenal ulcer, colitis, bacterial endocarditis, a history of
cerebral haemorrhage, hypertension, diabetes) .
If you have liver disease.
«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, this medicine is given by intravenous drip infusion twice a day over 2—3 hours.
*Your doctor decides the duration of treatment according to your symptoms. It should be limited to 4 weeks or less.

Precautions while taking this medicine
*When this medicine is used, blood tests should be conducted.

Possible adverse reactions to this medicine
The most commonly reported adverse reactions include prolonged coagulation time, bleeding, hematuria, anemia,
rash, itching, hives, vomiting, diarrhea, headache, pain in the limbs, and feeling hot. 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.
-headache, movement disorders of unilateral limb, vomiting, vomiting blood, or bloody stools [cerebral hemorrhage,
gastrointestinal hemorrhage]
-hives, pale face, breathing difficulty [shock, anaphylaxis]
‘malaise, loss of appetite, or yellowing of the skin or the whites of the eyes [fulminant hepatitis, hepatic function
disorder, jaundice]

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

For healthcare professional use only / /

For further information, talk to your doctor or pharmacist.
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Drug Information Sheet("Kusuri-no-Shiori")
Injection
Published: 06/2025

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:Argatroban HI Injection 10mg/2mL “Fuso” [prevention of
blood coagulation in extracorporeal circuit (during
haemodialysis)]

Active ingredient:Argatroban hydrate
Dosage form:injection
Imprint or print on wrapping:

Effects of this medicine
This medicine inhibits thrombin, an enzyme involved in blood coagulation, making it harder for blood to clot and
preventing the formation of thrombi (blood clots) in blood vessels.
It is usually used to prevent blood clotting in the dialysis circuit during hemodialysis in patients with congenital
antithrombin III deficiency, patients with decreased antithrombin III levels (antithrombin III levels are reduced to less
than 70% of normal range, and it is judged that the use of heparin sodium or heparin calcium does not improve
coagulation (residual blood) in the extracorporeal circuit), or patients with heparin-induced thrombocytopenia (HIT)
type II (a condition caused by the use of heparin that results in thrombocytopenia and the formation of clots within
blood vessels) .

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 are bleeding (intracranial bleeding, hemorrhagic cerebral infarction, thrombocytopenic purpura, bleeding
tendency due to angiopathy, hemophilia or other coagulopathy, women during menstruation, gastrointestinal
bleeding, urinary tract bleeding, hemoptysis, genital bleeding due to miscarriage or premature birth / immediately
after delivery, etc.) .
If you have cerebral embolism or are at risk of it.
If you have large infarction accompanying conscious disorder.
If you are at risk of bleeding (patients with gastric / duodenal ulcer, colitis, bacterial endocarditis, a history of
cerebral haemorrhage, hypertension, diabetes) .
If you have liver disease.
«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, this medicine is given into circuit at the start of hemodialysis and after the start.
+Ask the doctor about the treatment span.

Precautions while taking this medicine
*When this medicine is used, blood tests should be conducted.

Possible adverse reactions to this medicine
The most commonly reported adverse reactions include prolonged coagulation time, bleeding, hematuria, anemia,
rash, itching, hives, vomiting, diarrhea, headache, pain in the limbs, and feeling hot. 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.
-headache, movement disorders of unilateral limb, vomiting, vomiting blood, or bloody stools [cerebral hemorrhage,
gastrointestinal hemorrhage]
-hives, pale face, breathing difficulty [shock, anaphylaxis]
‘malaise, loss of appetite, or yellowing of the skin or the whites of the eyes [fulminant hepatitis, hepatic function
disorder, jaundice]
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

For healthcare professional use only

For further information, talk to your doctor or pharmacist.
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Drug Information Sheet("Kusuri-no-Shiori")
Injection
Published: 06/2025

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:Argatroban HI Injection 10mg/2mL “Fuso” [prevention of
blood coagulation in patients with or at risk for
heparin—induced thrombocytopenia type Il undergoing
percutaneous coronary intervention]

Active ingredient:Argatroban hydrate
Dosage form:injection
Imprint or print on wrapping:

Effects of this medicine
This medicine inhibits thrombin, an enzyme involved in blood coagulation, making it harder for blood to clot and
preventing the formation of thrombi (blood clots) in blood vessels.
It is usually used to prevent blood coagulation during percutaneous coronary intervention (a procedure to widen
narrowed coronary arteries from inside the blood vessel) in patients with heparin-induced thrombocytopenia (HIT)
type II, a condition caused by the use of heparin that results in thrombocytopenia and the formation of clots within
blood vessels, including patients at risk of developing this condition.

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 are bleeding (intracranial bleeding, hemorrhagic cerebral infarction, thrombocytopenic purpura, bleeding
tendency due to angiopathy, hemophilia or other coagulopathy, women during menstruation, gastrointestinal
bleeding, urinary tract bleeding, hemoptysis, genital bleeding due to miscarriage or premature birth / immediately
after delivery, etc.) .
If you have cerebral embolism or are at risk of it.
If you have large infarction accompanying conscious disorder.
If you are at risk of bleeding (patients with gastric / duodenal ulcer, colitis, bacterial endocarditis, a history of
cerebral haemorrhage, hypertension, diabetes) .
If you have liver disease.
«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, this medicine is given by continuous intravenous infusion.
+Ask the doctor about the treatment span.

Precautions while taking this medicine
*When this medicine is used, blood tests should be conducted.

Possible adverse reactions to this medicine
The most commonly reported adverse reactions include prolonged coagulation time, bleeding, hematuria, anemia,
rash, itching, hives, vomiting, diarrhea, headache, pain in the limbs, and feeling hot. 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.
*headache, movement disorders of unilateral limb, vomiting, vomiting blood, or bloody stools [cerebral hemorrhage,
gastrointestinal hemorrhage]
-hives, pale face, breathing difficulty [shock, anaphylaxis]
-malaise, loss of appetite, or yellowing of the skin or the whites of the eyes [fulminant hepatitis, hepatic function
disorder, jaundice]
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

For healthcare professional use only / /

For further information, talk to your doctor or pharmacist.

1/1



Drug Information Sheet("Kusuri-no-Shiori")
Injection
Published: 06/2025

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:Argatroban HI Injection 10mg/2mL “Fuso” [prophylaxis of
thrombosis in patients with heparin—-induced
thrombocytopenia type II]

Active ingredient:Argatroban hydrate

Dosage form:injection
Imprint or print on wrapping:

Effects of this medicine
This medicine inhibits thrombin, an enzyme involved in blood coagulation, making it harder for blood to clot and
preventing the formation of thrombi (blood clots) in blood vessels.
It is usually used to prevent thrombosis in patients with heparin—induced thrombocytopenia (HIT) type 1I, a condition
caused by the use of heparin that results in thrombocytopenia and the formation of clots within blood vessels.

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 are bleeding (intracranial bleeding, hemorrhagic cerebral infarction, thrombocytopenic purpura, bleeding
tendency due to angiopathy, hemophilia or other coagulopathy, women during menstruation, gastrointestinal
bleeding, urinary tract bleeding, hemoptysis, genital bleeding due to miscarriage or premature birth / immediately
after delivery, etc.) .
If you have cerebral embolism or are at risk of it.
If you have large infarction accompanying conscious disorder.
If you are at risk of bleeding (patients with gastric / duodenal ulcer, colitis, bacterial endocarditis, a history of
cerebral haemorrhage, hypertension, diabetes) .
If you have liver disease.
«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, this medicine is given by continuous intravenous infusion.
+Ask the doctor about the treatment span.

Precautions while taking this medicine
*When this medicine is used, blood tests should be conducted.

Possible adverse reactions to this medicine
The most commonly reported adverse reactions include prolonged coagulation time, bleeding, hematuria, anemia,
rash, itching, hives, vomiting, diarrhea, headache, pain in the limbs, and feeling hot. 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.
-headache, movement disorders of unilateral limb, vomiting, vomiting blood, or bloody stools [cerebral hemorrhage,
gastrointestinal hemorrhage]
-hives, pale face, breathing difficulty [shock, anaphylaxis]
‘malaise, loss of appetite, or yellowing of the skin or the whites of the eyes [fulminant hepatitis, hepatic function
disorder, jaundice]
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

For healthcare professional use only / /

For further information, talk to your doctor or pharmacist.
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