Drug Information Sheet ("Kusuri-no-Shiori") For Injectables

Revised : 5/2011

Information is based on approvals granted in Japan. In some cases, the approved details may vary in countries other than Japan.
	DESCRIPTION
	Brand Name：Novastan HI Inj. 10mg/2mL
Nonproprietary

(Generic) Name：Argatroban
	Classification：Acute cerebral thrombosis

	THIS INJECTION WORKS FOR
	Novastan improves symptoms such as paralysis of the limbs and difficulty in walking and standing in cerebral thrombosis resulted from narrowing or occlusion of the blood vessels in the brain from arteriosclerosis.

	BEFORE RECEIVING INJECTION
	・Tell your Health Care Provider:

 -
If you ever had any unusual or allergic reaction to any medicines.

 -
Patients with hemophilia, bleeding such as blood vomiting or discharge blood from the bowers, during menstrual period.

 -
Patients with gastric/duodenal ulcer, colitis such as haemorrhagic colitis or ulcerative colitis, history of cerebral bleeding, high blood pressure, diabetes, liver disease.

 -
If you take any medicines called anticoagulants which prevent the blood from clotting.

・Dosage Schedule:

Your doctor decides the duration of treatment depending upon the severity.

・Administration:

Usually, Novastan is given by intravenous drip infusion diluted with a transfusion fluid over 24 hours, for the first 2 days. For the following 5 days, Novastan is given by intravenous drip infusion diluted with a transfusion fluid over 3 hours, twice a day.

・Others:

If you are already pregnant, may possibly be pregnant, or are breast -feeding, tell your doctor before taking Novastan.


Novastan HI Inj. 10mg/2mL (Acute cerebral thrombosis)
	SIDE EFFECT(S)
	・An injection may cause some unwanted effects.

◎Check with your doctor immediately if any of the following side effects occur:
<Haemorrhagic cerebral infarction>Nausea, headache, dizziness, numbness, light-headed feeling, unable to articulate property, blurred vision.
<Cerebral haemorrhage> Headache, nausea, vomiting, absent-mindedness, paralysis of the limbs on either or both sides.

<Haemorrhage of digestive tract> Stomachache, nausea, blood vomiting, black stools.

<Shock, anaphylactic shock> Chills, nausea, abdominal pain, pale face, call of nature, cold sweat, sneezing, cough, numbness in mouth and limbs, ear ringing, dizziness, palpitation, muscle pain, rash, itching, choking feeling in the chest, respiratory distress, wheezing, feeling unwell.

<Hepatitis fulminant, hepatic function disorder and jaundice> Loss of appetite, nausea, yellowing of the skin or the whites of the eyes, dullness.

<Haemorrhage> Bleeding tendency from the gums and nose, prolonged bleeding, blue spots indelible even at a push on the skin, heavy and irregular menstrual bleeding.

<Blood urea> Blood in the urine.

<Rash> Rash such as red spots.

<Itching> Itchy skin, prickliness.

<Hives> Rash with an itch.

◆Check with your doctor early if any of the following side effects occur:
◇Other side effects not listed above:
<Diarrhea> Diarrhea, watery diarrhea, diarrhea containing blood and mucus.

・If you notice any other unusual symptoms, check with your doctor.


	PRECAUTIONS AFTER INJECTION
	When Novastan is used, CT scan and blood tests should be conducted.

	OTHERS
	


	INFORMATION GIVEN DATE
	
	INFORMATION PROVIDED BY
	


For more detailed information about this injection, ask your health care provider.

Drug Information Sheet ("Kusuri-no-Shiori") For Injectables

Revised : 5/2011

Information is based on approvals granted in Japan. In some cases, the approved details may vary in countries other than Japan.
	DESCRIPTION
	Brand Name：Novastan HI Inj. 10mg/2mL

Nonproprietary

(Generic) Name：Argatroban
	Classification：Chronic arterial occlusion

	THIS INJECTION WORKS FOR
	Novastan improves ulcers, pain or coldness in the limbs resulted from reduced blood flow from arteriosclerosis.



	BEFORE RECEIVING INJECTION
	・Tell your Health Care Provider:

 -
If you ever had any unusual or allergic reaction to any medicines.

 -
Patients with hemophilia, bleeding such as blood vomiting or discharge blood from the bowers, during menstrual period.

 -
Patients with gastric/duodenal ulcer, colitis such as haemorrhagic colitis or ulcerative colitis, history of cerebral bleeding, high blood pressure, diabetes, liver disease.

 -
If you take any medicines called anticoagulants which prevent the blood from clotting.

・Dosage Schedule:

Your doctor decides the duration of treatment depending upon the severity. It should be limited to 4 weeks or less.

・Administration:

Usually, Novastan is given by intravenous drip infusion diluted with a transfusion fluid over 2-3 hours, twice a day.

・Others:

If you are already pregnant, may possibly be pregnant, or are breast -feeding, tell your doctor before taking Novastan.


Novastan HI Inj. 10mg/2mL (Chronic arterial occlusion)
	SIDE EFFECT(S)
	・An injection may cause some unwanted effects.

◎Check with your doctor immediately if any of the following side effects occur:
<Cerebral haemorrhage> Headache, nausea, vomiting, absent-mindedness, paralysis of the limbs on either or both sides.

<Haemorrhage of digestive tract> Stomachache, nausea, blood vomiting, black stools.

<Shock, anaphylactic shock> Chills, nausea, abdominal pain, pale face, call of nature, cold sweat, sneezing, cough, numbness in mouth and limbs, ear ringing, dizziness, palpitation, muscle pain, rash, itching, choking feeling in the chest, respiratory distress, wheezing, feeling unwell.

<Hepatitis fulminant, hepatic function disorder and jaundice> Loss of appetite, nausea, yellowing of the skin or the whites of the eyes, dullness.

<Haemorrhage> Bleeding tendency from the gums and nose, prolonged bleeding, blue spots indelible even at a push on the skin, heavy and irregular menstrual bleeding.

<Blood urea> Blood in the urine.

<Rash> Rash such as red spots.

<Itching> Itchy skin, prickliness.

<Hives> Rash with an itch.

◆Check with your doctor early if any of the following side effects occur:
◇Other side effects not listed above:
<Diarrhea> Diarrhea, watery diarrhea, diarrhea containing blood and mucus.

・If you notice any other unusual symptoms, check with your doctor.

	PRECAUTIONS AFTER INJECTION
	When Novastan is used, blood tests should be conducted.

	OTHERS
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For more detailed information about this injection, ask your health care provider.

Drug Information Sheet ("Kusuri-no-Shiori") For Injectables

Revised : 5/2011

Information is based on approvals granted in Japan. In some cases, the approved details may vary in countries other than Japan.
	DESCRIPTION
	Brand Name：Novastan HI Inj. 10mg/2mL

Nonproprietary

(Generic) Name：Argatroban
	Classification：Prevention of clotting during blood extracorporeal circulation

	THIS INJECTION WORKS FOR
	Novastan prevents blood clotting in the circuit during hemodialysis in the patients with decreased antithrombin Ⅲ levels or blood clots in the circuit during administration of heparin.


	BEFORE RECEIVING INJECTION
	・Tell your Health Care Provider:

 -
If you ever had any unusual or allergic reaction to any medicines.

 -
Patients with hemophilia, bleeding such as blood vomiting or discharge blood from the bowers, during menstrual period.

 -
Patients with gastric/duodenal ulcer, colitis such as haemorrhagic colitis or ulcerative colitis, history of cerebral bleeding, high blood pressure, diabetes, liver disease.

 -
If you take any medicines called anticoagulants which prevent the blood from clotting.

・Dosage Schedule:

Your doctor decides the duration of treatment depending upon the severity.

・Administration:

Usually, Novastan is given into the circuit at the start of hemodialysis.

・Others:

If you are already pregnant, may possibly be pregnant, or are breast -feeding, tell your doctor before taking Novastan.


Novastan HI Inj. 10mg/2mL (Prevention of clotting during blood extracorporeal circulation)
	SIDE EFFECT(S)
	・An injection may cause some unwanted effects.

◎Check with your doctor immediately if any of the following side effects occur:
<Cerebral haemorrhage> Headache, nausea, vomiting, absent-mindedness, paralysis of the limbs on either or both sides.

<Haemorrhage of digestive tract> Stomachache, nausea, blood vomiting, black stools.

<Shock, anaphylactic shock> Chills, nausea, abdominal pain, pale face, call of nature, cold sweat, sneezing, cough, numbness in mouth and limbs, ear ringing, dizziness, palpitation, muscle pain, rash, itching, choking feeling in the chest, respiratory distress, wheezing, feeling unwell.

<Hepatitis fulminant, hepatic function disorder and jaundice> Loss of appetite, nausea, yellowing of the whites of your eyes or your skin, tiredness.

<Hemorrhage> Bleeding tendency from the gums and nose, prolonged bleeding, blue spots indelible even at a push on the skin, heavy and irregular menstrual bleeding.

<Blood urea> Blood in the urine.

<Rash> Rash such as red spots.

<Itching> Itchy skin, prickliness.

<Hives> Rash with an itch.

◆Check with your doctor early if any of the following side effects occur:
◇Other side effects not listed above:
<Diarrhea> Diarrhea, watery diarrhea, diarrhea containing blood and mucus.

・If you notice any other unusual symptoms, check with your doctor.

	PRECAUTIONS AFTER INJECTION
	When Novastan is used, blood tests should be conducted.

	OTHERS
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	INFORMATION PROVIDED BY
	


For more detailed information about this injection, ask your health care provider.

Drug Information Sheet ("Kusuri-no-Shiori") For Injectables

Revised : 5/2011

Information is based on approvals granted in Japan. In some cases, the approved details may vary in countries other than Japan.
	DESCRIPTION
	Brand Name：Novastan HI Inj. 10mg/2mL

Nonproprietary

(Generic) Name：Argatroban
	Classification：Prophylaxis or treatment of thrombosis in patients with heparin-induced thrombocytopenia (HIT) type II, prevention of clotting in patients with HIT type II undergoing precutaneous coronary intervention

	THIS INJECTION WORKS FOR
	Novastan prevents blood clots in the vessels during administration of heparin

Novastan prevents blood clotting in patients with or at risk for blood clots in the vessels during administration of heparin undergoing precutaneous coronary intervention (procedure to dilate coronary artery)

	BEFORE RECEIVING INJECTION
	・Tell your Health Care Provider:

 -
If you ever had any unusual or allergic reaction to any medicines.

 -
Patients with hemophilia, bleeding such as blood vomiting or discharge blood from the bowers, during menstrual period.

 -
Patients with gastric/duodenal ulcer, colitis such as haemorrhagic colitis or ulcerative colitis, history of cerebral bleeding, high blood pressure, diabetes, liver disease.

 -
If you take any medicines called anticoagulants which prevent the blood from clotting.

・Dosage Schedule:

Your doctor decides the duration of treatment depending upon the severity.

・Administration:

Usually, Novastan is given by intravenous drip infusion diluted with a transfusion fluid.

・Others:

If you are already pregnant, may possibly be pregnant, or are breast -feeding, tell your doctor before taking Novastan.


Novastan HI Inj. 10mg/2mL (Prophylaxis or treatment of thrombosis in patients with heparin-induced thrombocytopenia (HIT) type II, prevention of clotting in patients with HIT type II undergoing precutaneous coronary intervention)
	SIDE EFFECT(S)
	・An injection may cause some unwanted effects.

◎Check with your doctor immediately if any of the following side effects occur:
<Cerebral haemorrhage> Headache, nausea, vomiting, absent-mindedness, paralysis of the limbs on either or both sides.

<Haemorrhage of digestive tract> Stomachache, nausea, blood vomiting, black stools.

<Shock, anaphylactic shock> Chills, nausea, abdominal pain, pale face, call of nature, cold sweat, sneezing, cough, numbness in mouth and limbs, ear ringing, dizziness, palpitation, muscle pain, rash, itching, choking feeling in the chest, respiratory distress, wheezing, feeling unwell.

<Hepatitis fulminant, hepatic function disorder and jaundice> Loss of appetite, nausea, yellowing of the whites of your eyes or your skin, tiredness.

<Hemorrhage> Bleeding tendency from the gums and nose, prolonged bleeding, blue spots indelible even at a push on the skin, heavy and irregular menstrual bleeding.

<Blood urea> Blood in the urine.

<Rash> Rash such as red spots.

<Itching> Itchy skin, prickliness.

<Hives> Rash with an itch.

◆Check with your doctor early if any of the following side effects occur:
◇Other side effects not listed above:
<Diarrhea> Diarrhea, watery diarrhea, diarrhea containing blood and mucus.

・If you notice any other unusual symptoms, check with your doctor.

	PRECAUTIONS AFTER INJECTION
	When Novastan is used, blood tests should be conducted.

	OTHERS
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For more detailed information about this injection, ask your health care provider.
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