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Description

Side Effects Remember that this medication has been prescribed because your doctor has judged that the
benefit to you is greater than the risk of side effects. Many people using this medication do not have serious
side effects. Etranacogene dezaparvovec may rarely cause serious (possibly fatal) liver disease. Get medical
help right away if you have any symptoms of liver damage, such as: nausea/vomiting that doesn’t stop, loss
of appetite, stomach/abdominal pain, yellowing eyes/skin, dark urine. A very serious alergic reaction to this
drug israre. However, get medical help right away if you notice any symptoms of a serious allergic reaction,
including: rash, itching/swelling (especialy of the face/tongue/throat), severe dizziness, trouble breathing.
Thisis not acomplete list of possible side effects. If you notice other effects not listed above, contact your
doctor or pharmacist. In the US—In the US — Call your doctor for medical advice about side effects. You
may report side effects to FDA at 1-800-FDA-1088 or at www.fda.gov/medwatch. In Canada— Call your
doctor for medical advice about side effects. Y ou may report side effects to Health Canada at 1-866-234-
2345. Uses This medication is used to treat a certain blood clotting disease (hemophilia B). HemophiliaB is
agenetic disorder caused by lack of a certain clotting protein (factor 1X), or caused by clotting protein that
does not work properly. Etranacogene dezaparvovec belongs to a class of drugs known as gene therapy. It
works by helping to increase your body’ s production of normal factor IX. This effect may decrease bleeding
problems due to hemophilia B. How to use Hemgenix 1X10exp13 G¢/MI Intravenous Suspension
Hematopoietic Agents — Gene Therapy This medication is given as a one-time dose. Y our doctor will do
lab/medical tests before and after you receive treatment to monitor for side effects and to see how well it
works for you. This product is given by slow injection into avein as directed by your doctor. The dosageis
based on your body weight. Y our doctor will closely monitor you for side effects during and for at least 3
hours after the injection. Infusion reactions such as chest tightness, headache, abdominal pain, dizziness,
lightheadedness, shaking chills, flushing, or flu-like symptoms may occur. If you have symptoms of an
infusion reaction, tell your doctor right away. Y our doctor may give you other medications and slow down or
temporarily stop the injection. Precautions Before receiving this product, tell your doctor or pharmacist if you
have any alergies. This product may contain inactive ingredients, which can cause allergic reactions or other
problems. Talk to your pharmacist for more details. Before using this medication, tell your doctor or
pharmacist your medical history, especialy of: liver problems (including cirrhosis, fatty liver disease,
hepatitis B or C), increased risk of liver problems (such as due to regular overuse of acohol). This drug may



make you dizzy. Alcohol or marijuana (cannabis) can make you more dizzy. Do not drive, use machinery, or
do anything that needs alertness until you can do it safely. Limit acoholic beverages. Talk to your doctor if
you are using marijuana (cannabis). Before having surgery, tell your doctor or dentist about all the products
you use (including prescription drugs, nonprescription drugs, and herbal products). This product is not
usually used by women. It is unlikely to be used during pregnancy or breast-feeding. Consult your doctor if
you have any questions about this product. Interactions Drug interactions may change how your medications
work or increase your risk for serious side effects. This document does not contain al possible drug
interactions. Keep alist of al the products you use (including prescription/nonprescription drugs and herbal
products) and share it with your doctor and pharmacist. Do not start, stop, or change the dosage of any
medicines without your doctor’s approval. Does Hemgenix 1X10expl13 G¢/MI Intravenous Suspension
Hematopoietic Agents — Gene Therapy interact with other drugs you are taking? Enter your medication into
the iMedix interaction checker Overdose If someone has overdosed and has serious symptoms such as
passing out or trouble breathing, call 911. Otherwise, call a poison control center right away. US residents
can call their local poison control center at 1-800-222-1222. Canada residents can call a provincial poison
control center. Lab and/or medical tests (such as liver function, factor 1X activity and inhibitor levels) must
be done before you start and after you receive this medication. Keep al medical and |ab appointments. After
receiving this treatment, do not donate blood, organs, tissues, or cells. Not applicable. Not applicable. This
type of product is given in ahospital or clinic and will not be stored at home.
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