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PART III: CONSUMER INFORMATION 

 

FENTANYL CITRATE INJECTION USP 

(fentanyl 50 mcg/mL as fentanyl citrate) 

 

This leaflet is part III of a three-part "Product 

Monograph" published when Fentanyl Citrate Injection 

USP was approved for sale in Canada and is designed 

specifically for Consumers. This leaflet is a summary and 

will not tell you everything about Fentanyl Citrate 

Injection USP. Contact your doctor or pharmacist if you 

have any questions about the drug. 

 

  ABOUT THIS MEDICATION 

 

What the medication is used for: 

Fentanyl Citrate Injection USP is indicated for the following 

uses: 

When injected in a vein 

 For pain relief of short duration during prior to, 

during and immediately after general or regional 

anesthesia. 

 

When injected in the spine 

 For pain relief after surgery, and during labour and 

vaginal delivery. 

 

What it does: 

Fentanyl Citrate Injection USP will provide pain relief when 

injected in a vein prior to, during and immediately after 

general or regional anesthesia. When injected in the spine, it 

provides pain relief. 

 

When it should not be used: 

 Fentanyl Citrate Injection USP should not be used in 

patients with a known history of allergic reactions or 

sensitivity to this drug or other agents in the same 

drug family. 

 To prevent breathing problems in the newborn baby, 

fentanyl should not be injected into a vein 

(intravenous use) during labour or cesarean section 

before the umbilical cord has been cut. Injection 

around the spinal cord (epidural use), however, is 

permitted. 

 Fentanyl Citrate Injection USP should not be injected 

around the spinal cord (epidural use) if there is shock, 

severe bleeding, systemic infection, or infection 

around the injection site. This use should also be 

avoided if you bleed easily or you are taking a blood-

thinner. 

 

What the medicinal ingredient is: 

Fentanyl 

 

What the nonmedicinal ingredients are: 

Each mL of solution contains: fentanyl 50 mcg (as citrate), citric 

acid and/or sodium hydroxide to adjust pH and water for 

injection. 

 

What dosage forms it comes in: 

Fentanyl Citrate Injection USP is supplied in 2 mL ampoules, 

boxes of 10. 

 

Fentanyl Citrate Injection USP is also supplied in 5 mL and 

10 mL single use glass vials, boxes of 10, 20 mL single use glass 

vials, boxes of 5, and 50 mL Pharmacy Bulk Vials, boxes of 1.  

 

  WARNINGS AND PRECAUTIONS 

 

Serious Warnings and Precautions 

 Fentanyl Citrate Injection USP should only be 

administered by persons with the appropriate 

training and experience with this kind of drug. 

 

 Complete resuscitation (life-saving) equipment 

and an antidote to rapidly counteract the effects of 

the drug should always be available. 

 

BEFORE being given Fentanyl Citrate Injection USP, talk to 

your doctor if: 

 You plan on operating a car or heavy machinery after 

receiving the drug. 

 You are an elderly person. 

 You have a condition with any part of your body, 

such as your heart, lung, liver, or thyroid. 

 You are taking any medication, such as blood 

thinners, and/or pain killers. 

 You have heavy alcohol use. 

 You use any drugs not given you by a doctor. 

 You are pregnant or breast feeding. 

 You have a known allergic reaction to this drug or 

any other pain medications or any other general 

anesthetics. 

 You have had a head injury (history and/or current), 

or if you experience difficulties breathing. 

 

  INTERACTIONS WITH THIS MEDICATION 

 

Your doctor should tell you what medication you may or may 

not use after your surgery or childbirth. 

 

Before taking Fentanyl Citrate Injection USP, tell your doctor 

about any other medications that you are using including 

certain antidepressants (selective serotonin reuptake inhibitors 

(SSRI) and serotonin/norepinephrine reuptake inhibitors 

(SNRI). 

 

Drugs that may interact with Fentanyl Citrate Injection USP 

include: antifungals (ketoconazole, itraconazole), antivirals 

(ritonavir), sleeping pills (barbiturates), tranquilizers, pain 

medication (opioids), general anesthetics, or other depressants 

of the central nervous system, antidepressants (MAO 

inhibitors), and medicines for high blood pressure (beta-
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blockers). Other agents that may also interact are grapefruit 

juice and alcohol. 

 

Grapefruit juice and alcohol may also change the effect of 

Fentanyl Citrate Injection USP. 

 

  PROPER USE OF THIS MEDICATION 

 

Fentanyl Citrate Injection USP can only be used by a doctor in 

a facility with life-saving equipment. 

 

Usual dose: 

The dose given to you by your doctor will depend on such 

factors as how much you weigh, your current health status, any 

diseases you may currently have, and the kind of surgical 

procedure you will be undergoing. 

 

AFTER SURGERY 

SIDE EFFECTS AND WHAT TO DO ABOUT THEM 

 

For the following serious side effects, you must seek 

immediate emergency medical treatment. 

 Low (fainting) or high blood pressure 

(headaches/dizziness) 

 Difficulty breathing 

 Slow or rapid or irregular heartbeat 

 Difficulty urinating 

 

If the following serious side effects are severe, seek medical 

assistance 

 Sleepiness 

 Itching 

 Nausea and vomiting 

 Chills 

 Rash 

 Headache 

 Confusion 

 

In rare cases, muscle stiffness and swollen face have been 

reported. Call your doctor if you have these conditions. 

 

Since Fentanyl Citrate Injection USP is commonly used 

together with general anesthetics and other drugs, other side 

effects may occur. 

 

This is not a complete list of side effects. For any unexpected 

effects while taking Fentanyl Citrate Injection USP, contact 

your doctor or pharmacist. 

 

  HOW TO STORE IT 

 

To store this medicine: 

 Keep out of the reach of children. 

 Store between 15 and 30°C. Protect from light. Protect 

from freezing.  Discard unused portion. 

 

 

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: 

  - Fax toll-free to 1-866-678-6789, or 

  - Mail to:  Canada Vigilance Program 

             Health Canada 

           Postal Locator 0701E 

           Ottawa, Ontario  

    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. 

 

 

  MORE INFORMATION 

 

This document, plus the full Product Monograph prepared for 

health professionals, can be obtained by contacting the sponsor,   

Sandoz Canada Inc., at: 

 

1-800-361-3062 

 

or by written request at:  

145, Jules-Léger 

Boucherville, (QC), Canada 

J4B 7K8 

 

or by email at :  

medinfo@sandoz.com 

 

This leaflet was prepared by Sandoz Canada Inc. 

 

Last revised: July 29, 2014 
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