
Phone: (+91) 278-3004936, (+91) 278-2224936, Mobile: (+91) 9898355080

Website: http://www.neuroguru.in Email: contact@neuroguru.in

Heart Cries but Brain Weeps

Contents: Recombinant human tissue-type plasminogen activator (tPA); Alteplase Indications: 
Thrombolytic treatment of acute MI (AMI): 90 mins (accelerated) dose regimen for patients in
whom treatment can be started within 6 hr of symptom onset; 3 hr dose regimen for patients in 
whom treatment can be started between 6-12 hr after symptom onset. Thrombolytic treatment 
of acute ischaemic stroke: Treatment should only be initiated within 4.5 hours after the onset of 
stroke symptoms and after exclusion of intracranial haemorrhage by appropriate imaging 
techniques such as cranial computerised tomography (CT). Thrombolytic treatment in acute 
massive pulmonary embolism with haemodynamic instability: The diagnosis should be 
confirmed whenever possible by objective means such as pulmonary angiography or non-invasive 
procedures such as lung scanning. There are no clinical trials on mortality and late morbidity 
related to pulmonary embolism.. Dosage and administration: AMI < 6 hr: 90 mins dose regimen 
given as 15 mg as an IV bolus, 50 mg as an infusion over the 1st 30 mins; followed by an infusion 
of 35 mg over 60 mins until the maximal dose of 100 mg. Patient with body wt < 65 kg 15 mg as 
an IV bolus & 0.75 mg/kg body wt over 30 mins (max 50 mg) followed by an infusion of 0.5 mg/kg 
over 60 mins (max 35 mg). AMI 6-12 hr: 10 mg as an IV bolus, 50 mg as an IV infusion over the 
1st hr followed by infusion of 10 mg over 30 mins until the maximal dose of 100 mg over 3 hr. 
Patient with body wt < 65 kg 1.5 mg/kg body wt. Max: 100 mg. Adjunctive therapy: Heparin -
Recommended to start with initial IV bolus of 5000 u followed by 1000 u/hr. Acetylsalicylic acid 
160 - 300 mg/d. Acute ischaemic stroke: Give as soon as possible after symptom onset and within 
4.5 hours of symptom onset. Total dose 0.9 mg/kg (maximum 90 mg): 10% by IV bolus, 
remainder by IV infusion over 60 mins. ® Avoid aspirin or IV heparin in the 24 hours after 
treatment with Actilyse . PE:A total dose of 100 mg should be administered in 2 hours. The most 
experience available is with the following dose regimen: 10 mg as an intravenous bolus over 1 - 2 
minutes, 90 mg as an intravenous infusion over two hours. The total dose should not exceed 1.5 
mg/kg in patients with a body weight below 65 kg. Adjunctive therapy: After treatment with 
ACTILYSE heparin therapy should be initiated (or resumed) when aPTT values are less than 
twice the upper limit of normal. The infusion should be adjusted to maintain aPTT between 50 - 70 
seconds (1.5 to 2.5 fold of the reference value).

Contraindications: Situations with a high risk of haemorrhage such as: known haemorrhagic 
diathesis; concomitant oral anticoagulants; manifest or recent severe or dangerous bleeding, any
history of central nervous system damage (i.e. neoplasm, aneurysm, intracranial or spinal 
surgery), history or evidence or suspicion of intracranial haemorrhage including sub-arachnoid
haemorrhage, severe uncontrolled arterial hypertension, major surgery or significant trauma in the 
past 10 days (this includes any trauma associated with the current acute myocardial infarction),
recent trauma to head or cranium, prolonged or traumatic cardiopulmonary resuscitation (> 2 
minutes), obstetrical delivery, within the past 10 days, recent puncture of a non-compressible 
bloodvessel (e.g. subclavian or jugular vein puncture), severe hepatic dysfunction, including 
hepatic failure, cirrhosis, portal hypertension (oesophageal varices) and active hepatitis, 
haemorrhagic retinopathy, e.g. in diabetes (vision disturbances may indicate haemorrhagic 
retinopathy) or other haemorrhagic ophthalmic conditions, bacterial endocarditis, pericarditis, 
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acute pancreatitis, documented ulcerative gastro-intestinal disease during the last 3 months, 
arterial aneurysms, arterial/venous malformations, neoplasm with increased bleeding risk, 
hypersensitivity to the active substance Alteplase or to any of the excipients. In the indications of 
acute myocardial infarction the following contraindication applies in addition: History of stroke In 
the indication of acute ischaemic stroke the following contraindications apply in addition: 
Symptoms of ischaemic attack began more than 3 hours prior to infusion start or when time of 
symptom onset is unknown, symptoms of acute ischaemic stroke that were either rapidly 
improving or only minor before start of infusion, severe stroke as assessed clinically (e.g. 
NIHSS>25) and/or by appropriate imaging techniques, seizure at the onset of stroke, history of 
previous stroke or serious head-trauma within three months, a combination of previous stroke and 
diabetes mellitus, administration of heparin within 48 hours preceding the onset of stroke with an 
elevated activated partial thromboplastin time (aPTT) at presentation, platelet count of less than 
100,000 / mm3 , systolic blood pressure > 185 or diastolic blood pressure > 110 mm Hg, or 
aggressive management (IV medication) necessary to reduce blood pressure to these limits, 
blood glucose < 50 or > 400 mg/dl, age <18 or >80 years. Special Precautions: Recent IM 
injection or small recent traumas e.g. biopsies, puncture of major vessels, cardiac massage for 
resuscitation. Conditions with increased hemorrhagic risk, systolic BP > 160 mmHg, Elderly. In 
AMI: Coronary thrombolysis may result in arrhythmia associated with reperfusion, thromboembolic 
risk may be increased in patients with left heart thrombus e.g. mitral stenosis or atrial fibrillation. In 
Acute ischemic stroke: The elderly; situations where there is an increased risk of bleeding, 
including recent traumas, Avoid rigid catheters. Treatment must be performed only by a physician 
trained and experienced in neurological care. Risk of intracranial haemorrhage is increased in this 
indication. Monitor BP, give IV treatment if systolic BP > 180 mmHg or diastolic>105mmHg. 
Pregnancy and lactation: Experience is very limited Side-effects: Bleeding is the most frequent 
adverse reaction. Bleeds are of two types: superficial bleeding from punctures or damaged blood 
vessels; internal bleeding into the gastro-intestinal or uro-genital tract, retro-peritoneum or CNS or 
bleeding of parenchymatous organs. ® Symptomatic intracranial haemorrhage has been reported 
in upto 10% in treatment of stroke. Discontinue Actilyse therapy if potentially dangerous 
haemorrhage occurs- see the package insert for further advice on management. Cholesterol 
crystal embolisation or thromotic embolisation have occurred rarely. Nausea, vomiting, 
hypotension, fever may occur rarely. Isolated cases of CNS events such as convulsions. Rare 
reports of anaphylactoid reactions (rash, urticaria, bronchospasm, hypotension, angioedema or 
shock. Drug Interactions: Coumarin anticoagulants, platelet aggregation inhibitors, heparin & 
other agents influencing coagulation.ACE inhibitors.
® Refer full prescribing information before prescription. Actilyse is trademark of Boehringer 
Ingelheim India Pvt. Ltd.
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