Patient Information
Gefitinib Tablets
(ge-fi-ti-nib)

What are gefitinib tablets?

Gefitinib tablets are a prescription medicine used to treat people with non-small cell lung
cancer (NSCLC) that has spread to other parts of the body and:

o that have certain types of abnormal epidermal growth factor receptor (EGFR) genes,
and
. who have not had previous treatment for cancer

Your healthcare provider will perform a test to make sure that gefitinib tablets are right for you.
It is not known if gefitinib tablets are safe and effective in people with NSCLC that have other

types of EGFR genes. It is not known if gefitinib tablets are safe and effective in children.

Before taking gefitinib tablets, tell your healthcare provider about all of your medical
conditions, including if you:

. have lung or breathing problems

. ever had liver problems

o have vision or eye problems

. are pregnant or plan to become pregnant. Gefitinib tablets can harm your unborn baby.

o Females who are able to become pregnant should use an effective method of birth
control during treatment with gefitinib tablets and for at least 2 weeks after the last
dose of gefitinib tablets. You should avoid becoming pregnant during treatment with
gefitinib.

o Tell your healthcare provider right away if you become pregnant during treatment with
gefitinib tablets.

e are breastfeeding or plan to breastfeed. It is not known if gefitinib passes into your breast
milk. Do not breastfeed during treatment with gefitinib tablets. Talk to your healthcare
provider about the best way to feed your baby during this time.

Tell your healthcare provider about all the medicines you take, including prescription and over-
the-counter medicines, vitamins, or herbal supplements.

If you take a proton pump inhibitor (PPI), H2 blocker, or an antacid medicine, talk to your
healthcare provider about the best time to take it during treatment with gefitinib tablets.

If you take a blood thinner called warfarin, your healthcare provider should do blood tests
regularly to check how fast your blood clots, during treatment with gefitinib tablets.
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How should | take gefitinib tablets?

o Take gefitinib tablets exactly as your healthcare provider tells you to take it.

e Your healthcare provider may change your dose, temporarily stop, or permanently stop
treatment with gefitinib tablets if you have side effects.

o Take gefitinib tablets 1 time each day.
e You can take gefitinib tablets with or without food.

¢ If you miss a dose of gefitinib tablets, take it as soon as you remember. If it is less than 12
hours until your next dose, skip the missed dose. Take your next dose at your regular time.

o If you take too much gefitinib tablets, call your healthcare provider or go to the nearest
emergency room right away.

e If you cannot swallow gefitinib tablets whole:

o place your dose of gefitinib tablets in a container with 4 to 8 ounces of water and stir for
about 15 minutes

o drink the mixture right away

o place another 4 to 8 ounces of water in the same container, and drink it right away

What are the possible side effects of gefitinib tablets?

Gefitinib tablets may cause serious side effects, including:

e lung or breathing problems. Gefitinib tablets may cause inflammation of the lung that
may lead to death. Symptoms may be similar to those symptoms from lung cancer. Tell
your healthcare provider right away if you have any new or worsening lung problems, or
any combination of the following symptoms: trouble breathing or shortness of breath,
cough, or fever.

e liver problems. Gefitinib tablets may cause inflammation of the liver that may lead to
death. Tell your healthcare provider right away if you have any symptoms of a liver problem
which may include:

yellowing of your skin or the white part of your eyes (jaundice)
dark or brown (tea colored) urine

light-colored bowel movements (stools)

decreased appetite

o pain on the right side of your stomach (abdomen)

O O O O

Your healthcare provider will do blood tests to check your liver function during your treatment
with gefitinib tablets.

e atearin the wall of your stomach or intestines (perforation). Get emergency medical
help right away if you have severe stomach (abdomen) pain.

e diarrhea. Diarrhea is common with gefitinib tablets and can sometimes be severe. Tell your
healthcare provider right away if you have severe diarrhea or diarrhea that will not go away.

o eye problems. Tell your healthcare provider if you get watery eyes, sensitivity to light,
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blurred vision, eye pain, eye redness, or vision changes.

e skin reactions. Skin redness, rash, itching, and acne are common with gefitinib tablets.
This may occur on any part of your body. Get medical help right away if you develop severe
skin reactions such as peeling or blistering of your skin.

Gefitinib tablets may cause fertility problems in females. Talk to your healthcare provider if you
plan to become pregnant.

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

These are not all the possible side effects of gefitinib tablets. For more information, ask your
healthcare provider or pharmacist. Call your doctor for medical advice about side effects.
You may report side effects to FDA at 1-800-FDA-1088.

How should | store gefitinib tablets?

Store gefitinib tablets at 68°F to 77°F (20°C to 25°C).

Keep gefitinib tablets and all medicines out of the reach of children.

General information about the safe and effective use of gefitinib tablets.
Medicines are sometimes prescribed for purposes other than those listed in Patient Information

leaflet. Do not use gefitinib tablets for a condition for which it was not prescribed. Do not give
gefitinib tablets to other people, even if they have the same symptoms you have. It may harm
them. You can ask your healthcare provider or pharmacist for information about gefitinib tablets
that is written for health professionals.

For more information, go to www.apotex.com or call 1-800-706-5575.

What are the ingredients in gefitinib tablets?

Active ingredient: gefitinib

Inactive ingredients: amino methacrylate copolymer, colloidal silicon dioxide, crospovidone,
and magnesium stearate

Tablet coating contains: ferric oxide red, polyethylene glycol, polyvinyl alcohol, talc, and
titanium dioxide.

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

All registered trademarks in this document are the property of their respective owners.
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APOTEX INC.
GEFITINIB Tablets
250 mg

Manufactured by:
Apotex Inc.

Toronto, Ontario
Canada MIL 1T9
Revised: August 2023

Rev. 7

Manufactured for:

Apotex Corp.
Weston, Florida
USA 33326
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