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IBUPROFEN CAPSULES, 400mg
(free acid and potassiumsalt)

PART I: HEALTH PROFESSIONAL 

INFORMATION SUMMARY PRODUCT INFORMATION

INDICATIONS AND CLINICAL USE

o
o

Geriatrics (> 65 years of age): 

WARNINGS AND 
PRECAUTIONS).

Route of 
Administration

Dosage Form / Strength Clinically Relevant Nonmedicinal 
Ingredients
For a complete listing see Dosage Forms, 
Composition and Packaging section.
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Pediatrics (< 12 years of age): 

CONTRAINDICATIONS

o
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WARNINGS AND PRECAUTIONS

General

Carcinogenesis and Mutagenesis

Cardiovascular

Dependence/Tolerance

Ear/Nose/Throat

CONTRAINDICATIONS

Endocrine and Metabolism

Fluid and Electrolyte Balance

Serious Warnings and
Precautions

WARNINGS AND PRECAUTIONS, Cardiovascular and Fluid and 
Electrolyte Balance; and DRUG INTERACTIONS, Antihypertensives

WARNINGS AND PRECAUTIONS, Gastrointestinal DRUG
INTERACTIONS, Coumarin-type anticoagulants

WARNINGS AND
PRECAUTIONS, Renal

WARNINGS AND PRECAUTIONS, Genitourinary
WARNINGS 

AND PRECAUTIONS, Special Populations: Pregnant Women and Nursing 
Women
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Gastrointestinal
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Genitourinary

Hematologic

Hepatic/Biliary/Pancreatic
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Immune

Neurologic

Ophthalmologic

Peri-Operative Considerations

Psychiatric
Warnings and Precautions, Neurologic.

Renal
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Respiratory

Sensitivity/Resistance

Sexual Function/Reproduction

Skin

Special Populations

Pregnant Women: 

Nursing Women: 

Pediatrics

Geriatrics (> 65 years of age)
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Monitoring and Laboratory Tests

WARNINGS AND PRECAUTIONS, Fluid and Electrolyte Balance, Gastrointestinal, Hematologic, 
Hepatic, Renal and Special populations: Geriatrics

ADVERSE REACTIONS

Clinical Trial Adverse Drug Reactions
Because clinical trials are conducted under very specific conditions the adverse reaction rates 
observed in the clinical trials may not reflect the rates observed in practice and should not be 
compared to the rates in the clinical trials of another drug. Adverse drug reaction information 
from clinical trials is useful for identifying drug-related adverse events and for approximating 
rates

Post-Market Adverse Drug Reactions (Prescription Experience)

Gastrointestinal

Allergic
CONTRAINDICATIONS
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Central Nervous System

Dermatologic

Cardiovascular

Special Senses

Hematologic

Renal



Page 12 of 38

WARNINGS AND PRECAUTIONS

Hepatic

Endocrine

Metabolic

WARNINGS AND 
PRECAUTIONS

Non-Prescription Experience: Literature (at dosages 1200 mg/day)
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DRUG INTERACTIONS

Overview

Serious Drug Interactions

CONTRAINDICATIONS
e.g.,
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Drug-Drug Interactions

Acetaminophen A

Acetylsalicylic acid (ASA) or other NSAIDs

Acetylsalicylic acid (ASA) Low Dose

Antacids84

Antihypertensives
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Coumarin-type75,76

Digoxin74

Diuretics

H-2 2 antagonists

Hypoglycaemic Agents

Lithium86
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Methotrexate85

Other Drugs

Drug-Food Interactions

Drug-Herb Interactions

Drug-Laboratory Interactions

Drug-Lifestyle-Interactions

DOSAGE AND ADMINISTRATION

Dosing Considerations

WARNINGS
AND PRECAUTIONS, Elderly
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Recommended Dose and Dosage Adjustment

Ibuprofen Capsules, 400 mg:
Adults and Children over 12: 

Missed Dose

Administration
Recommended Dose and Dosage Adjustment.

OVERDOSAGE

Symptoms of Overdose102-104

Treatment of Overdose

In pediatric patients
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In adult patients

Examples of Ibuprofen Overdose

ACTION AND CLINICAL PHARMACOLOGY

Mechanism of Action
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Pharmacokinetics
Absorption: 

Distribution: 

Metabolism: 

Excretion: 
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STORAGE AND STABILITY

SPECIAL HANDLING INSTRUCTIONS

DOSAGE FORMS, COMPOSITION AND PACKAGING

Non-medicinal ingredients: 
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PART II:  SCIENTIFICINFORMATION

PHARMACEUTICAL INFORMATION

Drug Substance
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CLINICAL TRIALS

Comparative Bioavailability Studies (fasting, randomized, single-dose 2-way crossover, in 
healthy volunteers)

versus 

Parameter Test* Reference†
% Ratio of 
Geometric 
Means

90% Confidence 
Interval

*

Ibuprofen
(1 x 400 mg)

From measured data

Geometric Mean 
Arithmetic Mean (CV %)
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Published Literature

Study Results

Dental Pain



Page 24 of 38

Muscle Aches

Headache

Dysmenorrhea

Fever

Pain of Osteoarthritis
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Sore Throat Pain

DETAILED PHARMACOLOGY

Animal Pharmacology

Inhibition of Platelet Aggregation in Animals

Human Pharmacology

Effect of Ibuprofen on Platelet Aggregation, Bleeding and Clotting Times in Normal 
Volunteers
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ex vivo

MICROBIOLOGY

TOXICOLOGY

Single Dose Toxicity Studies

Multiple Dose Studies
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in extremis 
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Carcinogenic Potential

Teratology Study in Rabbits

Teratology Study in Rats

Penetration of Ibuprofen into the Rabbit and Rat Fetus
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REFERENCES
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IMPORTANT: PLEASE READ

PART III:  CONSUMER INFORMATION

Ibuprofen Capsules,
400mg

This leaflet is part III of a three-part "Product
Monograph" published when Ibuprofen Capsules, 400
mg was approved for sale in Canada and is designed
specifically for Consumers. This leaflet is a summary
and will not tell you everything about Ibuprofen
Capsules, 400 mg. Contact your doctor or pharmacist if
you have any questions about the drug.

What the medication is used for:
Temporary relief of mild to moderate migraine
headaches including associated symptoms of nausea,
and sensitivity to light and sound.

Fast and effective relief of muscle aches and pain, joint
and body pain, backache, muscle sprains and strains,
pain of inflammation associated with conditions
including arthritis and physical or athleticoverexertion
(e.g. sprains or strains), headache including tension
headache, dental pain, menstrual pain, aches and pain
due to the common cold and flu and for reduction of
fever. Clinical studies show long lasting pain relief for
up to 8 hours.

What it does:
Ibuprofen reduces pain and fever.
Liquid-fast migraine relief.

When it should not be used:
Do not take Ibuprofen Capsules, 400 mg if you have or

are:

What the medicinal ingredients are: Ibuprofen
(present as free acid and potassium salt).

What the important nonmedicinal ingredients are:   
Gelatin, iron oxide black, lecithin, medium chain
triglycerides, polyethylene glycol, potassium hydroxide,
propylene glycol, purified water, sorbitan, sorbitol.

What dosage forms it comes in:
Each liquid filled capsule contains ibuprofen 400mg
(present as free acid and potassium salt

BEFORE you use Ibuprofen Capsules, 400 mg talk
to your doctor or pharmacist if:

you have peptic ulcers, diabetes, high blood
pressure, heart failure or thyroid disease, asthma,
kidney or liver disease, glaucoma, blood clotting
disorder (such as hemophilia), any other serious
disease, are under doctor’s care for any serious
condition, are pregnant or nursing or are taking any
other drug including over the counter drugs.

Use with caution in the elderly.

peptic ulcer disease or gastrointestinal bleeding,
taking acetylsalicylic acid (ASA) or any other
nonsteroidal anti-inflammatory medication
including any other ibuprofen product,
allergic/hypersensitive to ASA, ibuprofen, other
salicylates, other non-steroidal anti-
inflammatory drugs (NSAIDs) or any of its
ingredients (Refer to the non-medicinal
ingredients on outer carton or composition
section),
nasal polyps (swelling of the inside of the nose), or
allergic manifestations such as asthma,
anaphylaxis (sudden severe life threatening
allergic reaction), uticaria/hives, rhinitis (stuffed
or runny nose that may be due to allergies), skin
rash or other allergic symptoms,
dehydrated (significant fluid loss) due to
vomiting, diarrhea or lack of fluid intake,
diagnosed with severe high blood pressure or
have severe coronary artery disease,
serious liver or kidney disease.
Systemic Lupas Erythematosus
or if you are pregnant or nursing

Do not use Ibuprofen 400 mg if you are taking:
Daily low dose ASA (81 – 325 mg), without
talking to a doctor or pharmacist. Ibuprofen
may interfere with the preventive benefits of
ASA.
ASA or other anti-inflammatorymedication.

Drugs that may interact with Ibuprofen 400 mg include:
acetaminophen, anticoagulants (blood thinners),
digoxin, oral antidiabetic agents and insulin, diuretics,
methotrexate, lithium, protein-bound drugs including
probenecid, thyroxine, antibiotics (e.g. cyclosporine),
phenytoin, corticosteroids or benzodiazapenes, other
NSAIDs, or medications for high blood pressure. Tell
your doctor or pharmacist what prescription drugs you
are taking or plan to take.

Usual dose:
For migraine headaches: Adults and children over 12:
Take 1Ibuprofen 400 mg at the first sign of symptoms and

Serious Warnings and Precautions

WARNINGS AND PRECAUTIONS
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IMPORTANT: PLEASE READ

every 6-8 hours as needed. Do not exceed 3 capsules in
24 hours, unless directed by a doctor.
For all other uses: Adults and children over 12: Take 1
capsule every 6-8 hours as needed. Do not exceed 3
capsules in 24 hours, unless directed by a doctor.

Do not use longer than 3 days for a fever or 5 days for
pain relief.  Do not give to children under 12.

Overdose:

Missed Dose:
Take the missed dose as soon as you remember. If it is
almost time for your next dose, wait until then to take
your medicine and skip the missed dose. Do not take two
doses at the same

If abdominal pain, heartburn, nausea or vomiting,
bloating, diarrhea or constipation, ringing or buzzing in
the ears, nervousness, sleeplessness, dizziness or any
change in vision, itching, fluid retention, skin rashes, skin
reddening, blisters, blood in vomit, bloody or blackstools,
or any other side effect or unexplained symptoms develop
while taking Ibuprofen 400 mg, discontinue use
immediately and contact a doctor.

Side effects may be minimized by using the smallest dose
for the shortest duration of time.

This is not a complete list of side effects. For any
unexpected effects while taking Ibuprofen Capsules, contact
your doctor or pharmacist

Store at room temperature (15 -30 C). Protect from
light, and moisture

Keep out of reach of children. This package contains
enough medicine to seriously harm a child.

December 13

MORE INFORMATION

In case of overdose, call a Poison Control Center or a
doctor immediately, even if there are no symptoms.

REPORTING SUSPECTED SIDE EFFECTS

You can report any suspected adverse reactions associated with
the use of health products to the Canada Vigilance Program by 
one of the following 3 ways:

Report online at www.healthcanada.gc.ca/medeffect
Call toll-free at 1-866-234-2345
Complete a Canada Vigilance Reporting Form and:

o Fax toll-free to 1-866-678-6789, or
o Mail to: Canada Vigilance Program 
Health Canada
Postal Locator 0701E
Ottawa, ON K1A 0K9

Postage paid labels, Canada Vigilance Reporting Form and the
adverse reaction reporting guidelines are available on the 
MedEffect™ Canada Web site at:
www.healthcanada.gc.ca/medeffect.

Note: Should you require information related to the management of 
side effects, contact your health professional. The Canada Vigilance
Program does not provide medical advice

HOW TO STORE IT
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