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EXPERIENCE MATTERS
BeneFix: The only recombinant factor IX supporting individuals  

with hemophilia for more than 20 years.*
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Not actual patients.

What Is BeneFix?
BeneFix, Coagulation Factor IX (Recombinant), is an injectable  
medicine that is used to help control and prevent bleeding in  
people with hemophilia B. Hemophilia B is also called congenital  
factor IX deficiency or Christmas disease.

BeneFix is NOT used to treat hemophilia A.

Important Safety Information
•	� BeneFix is contraindicated in patients who have manifested  

life-threatening, immediate hypersensitivity reactions, including 
anaphylaxis, to the product or its components, including  
hamster protein.

•	� Call your health care provider right away if your bleeding is not 
controlled after using BeneFix.

•	� Allergic reactions may occur with BeneFix. Call your health care 
provider or get emergency treatment right away if you have any of  
the following symptoms: wheezing, difficulty breathing, chest 
tightness, your lips and gums turning blue, fast heartbeat, facial 
swelling, faintness, rash or hives.

•	� Your body can make antibodies, called “inhibitors,” which may  
stop BeneFix from working properly.

•	� If you have risk factors for developing blood clots, such as a venous catheter 
through which BeneFix is given by continuous infusion, BeneFix may 
increase the risk of abnormal blood clots. The safety and efficacy of BeneFix 
administration by continuous infusion have not been established.

•	� Some common side effects of BeneFix are nausea, injection site reaction, 
injection site pain, headache, dizziness and rash.

You are encouraged to report negative side effects of prescription drugs 
to the FDA. Visit www.fda.gov/medwatch or call 1-800-FDA-1088.

Please see the Brief Summary for BeneFix on the next page.

BeneFix has dosing flexibility that may help fit your lifestyle

•	� Indicated for bleed control and prevention in individuals with hemophilia B

•	� The convenience of the BeneFix Rapid Reconstitution (R2) Kit  
with a range of vial sizes

•	 Safety profile demonstrated in clinical trials
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Brief Summary 
See package insert for full Prescribing Information. This 
product's label may have been updated. For further product 
information and current package insert, please visit 
www.Pfizer.com or call our medical communications 
department toll-free at 1-800-438-1985. 
Please read this Patient Information carefully before using 
Bene Fix and each time you get a refill. There may be new 
information. This brief summary does not take the place of 
talking with your doctor about your medical problems or 
your treatment. 

What is BeneF1x? 
BeneF1x is an injectable medicine that is used to help control and 
prevent bleeding in people with hemophilia B. Hemophilia B is 
also called congenital factor IX deficiency or Christmas disease. 
Bene Fix is NOT used to treat hemophilia A. 

What should I tell my doctor before using BeneF1x? 
Tell your doctor and pharmacist about all of the medicines 
you take, including all prescription and non-prescription 
medicines, such as over-the-counter medicines, supplements, 
or herbal remedies. 
Tell your doctor about all of your medical conditions, including 
if you: 
• are pregnant or planning to become pregnant. It is not known

if BeneF1x may harm your unborn baby. 
• are breastfeeding. It is not known if BeneF1x passes into the

milk and if it can harm your baby.

How should I infuse BeneF1x? 
The initial administrations of BeneF1x should be administered 
under proper medical supervision, where proper medical care 
for severe allergic reactions could be provided. 
See the step-by-step instructions for infusing in the 
complete patient labeling. 
You should always follow the specific instructions given by your 
doctor. If you are unsure of the procedures, please call your 
doctor or pharmacist before using. 

Call your doctor right away if bleeding is not controlled 
after using BeneF1x. 
Your doctor will prescribe the dose that you should take. 
Your doctor may need to test your blood from time to time. 
BeneF1x should not be administered by continuous infusion. 

What if I take too much BeneF1x? 
Call your doctor if you take too much BeneF1x. 

What are the possible side effects of BeneF,x? 
Allergic reactions may occur with BeneF1x. Call your doctor or 
get emergency treatment right away if you have any of the 
following symptoms: 

wheezing 
difficulty breathing 
chest tightness 
turning blue 
(look at lips and gums) 

fast heartbeat 
swelling of the face 
faintness 
rash 
hives 

Your body can also make antibodies, called "inhibitors;· against 
Bene Fix, which may stop BeneF1x from working properly. 
Some common side effects of Bene Fix are nausea, injection site 
reaction, injection site pain, headache, dizziness and rash. 
Bene Fix may increase the risk of thromboembolism (abnormal 
blood clots) in your body if you have risk factors for developing 
blood clots, including an indwelling venous catheter through 
which BeneF1x is given by continuous infusion. There have been 
reports of severe blood clotting events, including life-threatening 
blood clots in critically ill neonates, while receiving continuous­
infusion Bene Fix through a central venous catheter. The safety 
and efficacy of BeneF1x administration by continuous infusion 
have not been established. 
These are not all the possible side effects of BeneF1x. 
Tell your doctor about any side effect that bothers you or that 
does not go away. 

How should I store BeneF,x? 
DO NOT FREEZE BeneF1x. The BeneF1x kit can be stored at 
room temperature (below 86°F) or under refrigeration. Throw 
away any unused BeneF1x and diluent after the expiration date 
indicated on the label. 
Freezing should be avoided to prevent damage to the pre-filled 
diluent syringe. 

BeneF1x does not contain a preservative. After reconstituting 
BeneF1x, you can store it at room temperature for up to 3 hours. 
If you have not used it in 3 hours, throw it away. 
Do not use BeneF1x if the reconstituted solution is not clear 
and colorless. 

What else should I know about BeneF,x? 
Medicines are sometimes prescribed for purposes other than 
those listed here. Do not use BeneF1x for a condition for which it 
was not prescribed. Do not share BeneF1x with other people, 
even if they have the same symptoms that you have. 
If you would like more information, talk to your doctor. You can 
ask your doctor for information about BeneF1x that was written 
for healthcare professionals. 
This brief summary is based on BeneF1x® [Coagulation Factor IX 
(Recombinant)] Prescribing Information LAB-0464-10.0, revised 
June 2017. 
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