FDA-Approved Patient Labeling
Darifenacin (DAR-i-FEN-a-sin)
Extended-Release Tablets

Read this Patient Information leaflet about
darifenacin extended-release tablets hefore
you start taking it and each time you get a refill.
There may be new information. This leaflet
does not take the place of talking to your doctor
about your medical condition or your
treatment.

What is darifenacin extended-release tablets?

Darifenacin  extended-release tablets is a
prescription medicine for adults used to treat the
following symptoms due to a condition called
overactive bladder:

¢ Urge urinary incontinence: a strong need to
urinate with leaking or wetting accidents
e Urgency: a strong need to urinate right
away
e Frequency: urinating often
It is unknown if darifenacin extended-release
tablets is safe and effective in children.

Who should not take darifenacin extended-
release tablets?

Do not take darifenacin extended-release

Tell your healthcare provider about all the
medicines you take, including prescription and
nonprescription medicines, vitamins, and herbal
supplements.  Darifenacin  extended-release
tablets and certain other medicines may affect
each other, causing side effects.

Especially tell your healthcare provider if you
take a:

« antifungal medicine ketoconazole (Nizoral®)
or itraconazole (Sporanox®)
* antibiotic medicine clarithromycin (Biaxin®)
e anti-HIV medicine ritonavir (Norvir®) or
nelfinavir (Viracept®)
e medicine to treat depression nefazadone
(Serzone®)
e medicine to treat an abnormal heartbeat
flecainide (Tambocor™)
e antipsychotic medicine
(Mellaril®)
e medicine to treat depression called a
tricyclic antidepressant
Know all the medicines you take. Keep a list of
them with you to show vyour doctor and
pharmacist each time you get a new medicine.
How should | take darifenacin extended-release
tablets?

thioridazine

hives, skin rash or swelling
severe itching
swelling of your face, mouth or tongue
trouble breathing
The most common side effects with darifenacin
extended-release tablets are:
* constipation

dry mouth
headache
heartburn
nausea
urinary tract infection
blurred vision
heat exhaustion or heat-stroke. This can
happen when darifenacin extended-release
tablets are used in hot environments.
Symptoms of heat exhaustion may include:

* decreased sweating

e dizziness

e tiredness

* nausea

e increase body temperature

Tell your doctor if you have any side effect that
bothers you or that does not go away.

These are not all the possible side effects of
darifenacin extended-release tablets. For more

your pharmacist or doctor for information about
darifenacin extended-release tablets that is
written for health professionals.
What are the ingredients
extended-release tablets?
Active ingredient: darifenacin
Inactive ingredients: colloidal silicon dioxide,
hypromellose (E15 LV), hypromellose (methocel
K4M CR), magnesium stearate, microcrystalline
cellulose, polyethylene glycol 400, talc and
titanium dioxide.

The 15 mg tablet also contains ferric oxide red
and ferric oxide yellow.

The brands listed are the trademarks of their
respective owners.

This Patient Information has been approved by
the U.S. Food and Drug Administration.
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