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PATIENT MEDICATION INFORMATION 

READ THIS FOR SAFE AND EFFECTIVE USE OF YOUR MEDICINE 

ACTIVASE rt-PA 

Alteplase for injection 

Read this carefully before you start taking ACTIVASE rt-PA and each time you get a refill. This leaflet is a 
summary and will not tell you everything about this drug. Talk to your healthcare professional about 
your medical condition and treatment and ask if there is any new information about ACTIVASE rt-PA. 

What is ACTIVASE rt-PA used for? 

ACTIVASE rt-PA (alteplase for injection) is indicated for intravenous use in adults for: 

• the breakdown of suspected occlusive coronary artery clots associated with evolving
transmural myocardial infarction; and

• the reduction of death associated with Acute Myocardial Infarction (AMI), the improvement of
function of the heart following AMI and the reduction in occurrence of congestive heart failure.

How does ACTIVASE rt-PA work? 

ACTIVASE rt-PA when introduced into the systemic circulation, will bind to fibrin (protein that impedes 
the flow of blood) in blood clots and converts the entrapped plasminogen to plasmin (which 
breakdowns fibrin clots). 

What are the ingredients in ACTIVASE rt-PA? 

Medicinal ingredients: alteplase 

Important Non-medicinal ingredients: L-arginine, phosphoric acid and polysorbate 80 

ACTIVASE RT-PA comes in the following dosage forms: 

• Boxes each containing one (1) vial of ACTIVASE rt-PA 50 mg and one (1) vial of Sterile Water for
Injection, USP 50 mL, for preparing a sterile solution of ACTIVASE rt-PA.

• Boxes each containing one (1) vial of ACTIVASE rt-PA 100 mg and one (1) vial of Sterile Water for
Injection, USP 100 mL, and one transfer device for preparing a sterile solution of ACTIVASE rt-PA

Do not use ACTIVASE rt-PA if: 

• Hypersensitivity to alteplase or to any ingredient in the formulation or components of the
container

• Bleeding disorder or history of bleeding
• History of stroke
• Patients receiving other intravenous blood thinners
• Recent major surgery or trauma
• Brain tumour, abnormality of the blood vessels, or aneurysm
• Uncontrolled high blood pressure (i.e., > 180 mm Hg systolic or >110 mm Hg diastolic)
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• Recent traumatic cardiopulmonary resuscitation

The most common complication encountered during therapy with ACTIVASE rt-PA (alteplase for 
injection) is bleeding. Using heparin anticoagulation with ACTIVASE rt-PA contributes to the risk of 
bleeding. 

To help avoid side effects and ensure proper use, talk to your healthcare professional before you 
take ACTIVASE rt-PA. Talk about any health conditions or problems you may have, including if you 
are/have/had:  

• Recent major surgery or trauma
• Clinical evidence or history of transient ischemic attacks
• Recent gastrointestinal or urinary tract bleeding
• High blood pressure (i.e., ≥ 175 mm Hg systolic and/or ≥ 110 mm Hg diastolic)
• A history or clinical evidence of high blood pressure in a patient over 70 years old
• Over 75 years old
• Problems with the heart or heartbeat
• Severe liver failure
• Pregnancy
• Serious infection or inflammation
• Taking medication that affects blood clotting (i.e., warfarin sodium)
• Use of blood clot dissolving drugs
• Cholesterol embolization

Tell your healthcare professional about all the medicines you take, including any drugs, vitamins, 
minerals, natural supplements or alternative medicines. 

The following may interact with ACTIVASE rt-PA: 

• Anticoagulants such as heparin and warfarin
• Drugs that alter platelet function (such as acetylsalicylic acid)

How to take ACTIVASE rt-PA: 

ACTIVASE rt-PA (alteplase for injection) is intended for intravenous use only administered by a trained 
Health Care Professional. 

Recommended Dose and Dosage Adjustment 
There are two dose regimens for ACTIVASE rt-PA for use in the management of AMI. 

90-Minute Accelerated Infusion
The recommended total dose is based upon patient weight, not to exceed 100 mg.
• For patients weighing >67 kg, the recommended dose is 100 mg, administered as a 15 mg

intravenous bolus, followed by 50 mg infused over 30 minutes and then 35 mg infused over the next
60 minutes.
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• For patients weighing < 67 kg, the recommended dose is 15 mg administered as an intravenous
bolus, followed by 0.75 mg/kg to a maximum of 50 mg, infused over the next 30 minutes, and then
0.50 mg/kg to a maximum of 35 mg infused over the next 60 minutes.

This 90-minute infusion regimen is recommended for use up to 6 hours after onset of AMI symptoms. 

3-Hour Infusion
The recommended dose is 100 mg administered as 60 mg in the first hour, of which 6-7 mg is 
administered as a bolus over the first 1-2 minutes and the remainder is administered by continuous 
infusion, 20 mg by continuous infusion during the second hour, and 20 mg by continuous infusion over 
the following one to four hours. 

For smaller patients (<65 kg), a dose of 1.25 mg/kg may be warranted. This 3-hour infusion regimen is 
recommended for use up to 12 hours after onset of AMI symptoms. 

Refer to Product Monograph Part I – Health Professional Information – DOSAGE AND 
ADMINISTRATION section for additional Preparation and Administration information. 

Overdose: 
Overdosage could lead to serious bleeding. 

Should serious bleeding occur in a critical location, the infusion of ACTIVASE rt-PA (alteplase for 
injection) and any other concomitant anticoagulant should be discontinued immediately. If necessary, 
blood loss and reversal of the bleeding tendency can be managed with whole blood or packed red cells. 

In the event of clinically significant fibrinogen depletion, you may be infused with fresh frozen plasma 
or cryoprecipitate. 

What are possible side effects from using ACTIVASE rt-PA? 

These are not all the possible side effects you may have when taking ACTIVASE rt-PA. If you experience 
any side effects not listed here, tell your healthcare professional. 

Like all medicines, ACTIVASE rt-PA can have side effects. Below are some of the side effects associated 
with ACTIVASE rt-PA: 

• Allergic-type reactions, e.g. anaphylactoid reaction, anaphylactic reaction, throat swelling,
angioedema, rash, hives, shock

• Potential bleeding sites as a result of recent invasive procedure (i.e., catheter insertions, puncture,
surgery)

• Nausea and/or vomiting, low blood pressure and fever
• Patients with myocardial infarction can experience disease-related events that may lead to death.

For any unexpected effects while taking ACTIVASE rt-PA contact your doctor or pharmacist. 
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In all cases, the health care professional will decide whether the drug should be stopped or not. 

These are not all the possible side effects you may have when taking ACTIVASE rt-PA. If you experience 
any side effects not listed here, tell your healthcare professional. 

Serious side effects and what to do about them 

Symptom / effect 
Talk to your healthcare professional Stop taking drug and 

get immediate
medical help Only if severe In all cases 

COMMON 
Gastrointestinal bleeding (5%) ✔
Genitourinary bleeding (urinary 
tract) (4%) ✔

Intracerebral hemorrhage 
(bleeding within the skull) (1.3%) ✔

UNKNOWN 
Internal bleeding involving lungs ✔
Thromboembolism ✔
Cholesterol embolism ✔

If you have a troublesome symptom or side effect that is not listed here or becomes bad enough to 
interfere with your daily activities, tell your healthcare professional. 

Reporting Side Effects 

You can report any suspected side effects associated with the use of health products to Health 
Canada by: 

• Visiting the Web page on Adverse Reaction Reporting (https://www.canada.ca/en/health-
canada/services/drugs-health-products/medeffect-canada.html) for information on how to
report online, by mail or by fax; or 

• Calling toll-free at 1-866-234-2345.

NOTE: Contact your health professional if you need information about how to manage your side 
effects. The Canada Vigilance Program does not provide medical advice. 

Storage: 

Store between 2°C and 30°C.  Protect from excessive exposure to light. 

Unused reconstituted ACTIVASE rt-PA (in the vial) may be stored at 2-30°C for up to 8 hours. After that 
time, any unused portion of the reconstituted material should be discarded. During the period of 
reconstitution and infusion, protection from light is not necessary. 

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada.html
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If you want more information about ACTIVASE rt-PA: 
• Talk to your healthcare professional
• Find the full product monograph that is prepared for healthcare professionals and includes this

Patient Medication Information by visiting the Health Canada website:
(https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/drug-
product-database.html; the manufacturer’s website http://www.rochecanada.com, or by
contacting the sponsor Hoffmann-La Roche Limited at: 1-888-762-4388).

This leaflet was prepared by Hoffmann-La Roche Limited. 

Last Revised: October 7, 2021 

© Copyright 1996 – 2021 Hoffmann-La Roche Limited 

ACTIVASE® is a registered trade-mark of Genentech Inc., used under license.

https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/drug-product-database.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/drug-product-database.html
http://www.rochecanada.com/
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Activase® 

(alteplase) 

for infusion 

100 mg (58 million IU) 

Read before preparing Activase® 

Instructions for Use 

See package insert for full prescribing information 
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Activase® (alteplase) 

Kit Contents 

Transfer device 

Activase vial 
(no vacuum) 

Activase vial stopper parts: 
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Sterile Water for Injection (water) vial 

Note: 

Do not use Bacteriostatic Water for Injection, USP.

Prescribing Information 

Instructions for Use 
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Activase® (alteplase) 
Also Required 
(not included in kit) 
1 Luer Syringe for removing bolus dose, as needed 

1 Luer syringe for removing excess volume, as needed 

2 large bore needles 

2 Alcohol swabs 
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IV infusion set 
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Activase® (alteplase) Activase® (alteplase) Activase® (alteplase) 

Reconstitution (use aseptic technique) 

Step 1: Cleaning Step 2: Spiking Water vial Step 3: Spiking Activase vial 

● Remove caps from both vials.
● Wipe both stoppers with alcohol

swabs.

● Remove cover from one end of
transfer device (Note: Either side
of transfer device can be used.
Do not wipe transfer device spikes
with alcohol).

● Insert spike straight through center
of water vial stopper.

Do not invert water vial yet. 
Inverting too early may lead 

● Remove cover from other end of
transfer device.

● Hold Activase vial upside down
over spike.

● Press Activase vial down to insert
spike straight through center of
Activase vial stopper.
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to leakage and incorrect 
dosing. Inserting the spike off-center 

could lead to stopper collapse. 

Activase® (alteplase) Activase® (alteplase) Activase® (alteplase) 

Reconstitution (use aseptic technique) Administration Warning 

Step 4: Inverting and transferring Step 5: Inspecting 
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● Invert vials so that water vial is on
top.

● Allow all water to transfer into
Activase vial.

● If the flow does not start
immediately or pauses, initiate the
flow by flipping and re-inverting
the vials.

● Swirl gently and/or invert slowly to
dissolve Activase powder.

Do not shake vials. Shaking
may lead to excessive foaming
and degraded medication.

● Separate empty water vial and
transfer device from Activase vial.

● Activase should be free of:
○ Discoloration
○ Particulates

● If needed, let stand undisturbed for
a few minutes to allow large
bubbles to dissipate.

Review important information 
below before preparing dose. 

Do not push air from the 
syringe into the vial.  
The vial is not under vacuum and 
adding air at any time may result 
in leakage and incorrect dosing. 

 Only insert needles into the 
side port.  
Insert needle into side port of vial 
stopper when withdrawing 
medication to avoid leakage and 
incorrect dosing. Do not insert 
needles into center of stopper. 



PRACTIVASE® rt-PA (alteplase for injection) Page 15 of 16 

Activase® (alteplase) Activase® (alteplase) Activase® (alteplase) 

Administration (use aseptic technique) 

Step 6: Preparing bolus Step 7: Removing excess volume Step 8: Spiking and hanging 
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● Check if bolus is needed. If yes,
attach needle to empty Luer
syringe.

● Insert needle through side port
and withdraw bolus amount.

Do not push any air from
syringe into vial (may cause
leakage).

• Alternatively, the bolus can be left
in the vial and administered via an
infusion pump or removed from a
port on the infusion line.

● Check if there is excess volume in
vial. If yes, attach needle to empty
Luer syringe.

● Insert needle through side port
and withdraw excess volume.

Do not push any air from 
syringe into vial (may cause 
leakage). 

● Discard any excess volume.
● Leave infusion dose in vial.

● Insert spike from IV tubing set into
center of vial stopper, through
same hole made by transfer
device.

Do not make a new hole in the 
vial stopper. Additional holes 
in vial stopper may lead to 
leakage. 

● Peel clear plastic hanger from vial
label.

● Hang on IV pole and administer
per facility protocol.

Administration Notes 

• Activase is for intravenous administration only.
• Do not add any other medication to infusion solutions containing Activase.
• Extravasation of Activase infusion can cause ecchymosis or inflammation.  If extravasation occurs, terminate the infusion at that

IV site and apply local therapy.
• See full prescribing information for alternative dilution instructions.
Storage & Stability 

• Protect the lyophilized Activase vial from excessive exposure to light.
• Activase contains no antibacterial preservatives and must be used within 8 hours following reconstitution (when stored 2–30°C).
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