Patient Medication Information

READ THIS FOR SAFE AND EFFECTIVE USE OF YOUR MEDICINE
P PIMJETMI®
Pimicotinib capsules

This Patient Medication Information is written for the person who will be taking PIMJETMI. This may be
you or a person you are caring for. Read this information carefully. Keep it as you may need to read it
again.

This Patient Medication Information is a summary. It will not tell you everything about this medication.
If you have more questions about this medication or want more information about PIMJETMI, talk to a
healthcare professional.

What PIMJETMI is used for:

PIMJETMI is used to treat adults with symptoms of a joint disease called tenosynovial giant cell tumour
(TGCT). PIMJETMI is used when removing TGCT by surgery may make your symptoms worse or cause
other severe health problems.

How PIMIJETMI works:

PIMJETMI works by blocking the activity of certain proteins that are involved in the growth of TGCTs.
The ingredients in PIMJETMI are:

Medicinal ingredient(s): pimicotinib hydrochloride

Non-medicinal ingredients: Black iron oxide, colloidal silicon dioxide, croscarmellose sodium, gelatin,
lactose monohydrate, magnesium stearate, microcrystalline cellulose, potassium hydroxide, shellac,
and titanium dioxide.

PIMJETMI comes in the following dosage form(s):
Capsules: 25 mg of pimicotinib (as pimicotinib hydrochloride)
Do not use PIMIETMI if:

e you are allergic (hypersensitive) to pimicotinib or any of the other ingredients of PIMJETMI or
the container.

To help avoid side effects and ensure proper use, talk to your healthcare professional before you
take PIMJETMI. Talk about any health conditions or problems you may have, including if you:

e have or had liver problems
Other warnings you should know about:

Family Planning
Female Patients: Pregnancy and Breastfeeding:

e If you are pregnant, able to get pregnant or think you are pregnant, there are specific risks you
should discuss with your healthcare professional.

e Do not take PIMJETMI if you are pregnant or are planning to become pregnant. PIMJETMI may
harm your unborn baby.

e If you are able to get pregnant:
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e Your healthcare professional will do a pregnancy test before you start treatment with
PIMJETMI. This is to ensure that you are not pregnant.

Use effective birth control (contraception) during treatment and for 2 weeks after you stop

taking PIMJETMI.

Tell your healthcare professional right away if you become pregnant, you think you may be

pregnant, or wish to become pregnant during treatment with PIMJETMI.

Do not breastfeed your baby while you are taking PIMJETMI and for 2 weeks after you stop

taking it.

Male patients:

e If you are able to father a child, there are specific risks you should discuss with your healthcare
professional.
e Male patients, including males with a vasectomy (permanent birth control):

Use effective birth control (contraception) during treatment and for 2 weeks after you stop
taking PIMJETMI.

e Tell your healthcare provider right away if your female partner becomes pregnant or thinks she
may be pregnant during treatment with PIMJETMI.
e PIMJETMI may affect your ability to father a child.

Your healthcare professional should provide you with patient educational materials for pregnancy and
family planning. These are available on EMD Serono’s website https://www.emdserono.ca/ca-
en/products.html or by calling EMD Serono at 1-888-737-6668.

Driving and using machines: PIMJETMI can cause fatigue and dizziness. If you have these symptoms, be
careful when driving or using machines.

Tell your healthcare professional about all the medicines you take, including any drugs, vitamins,
minerals, natural supplements or alternative medicines.

The following may interact with PIMJETMI:

medicines to treat fungal infections such as itraconazole, fluconazole;
medicines to treat bacterial infections such as rifampin, erythromycin;
digoxin, a medicine used to treat heart problems;

fexofenadine, a medicine used to treat allergy symptoms;

grapefruit juice;

St. John’s Wort, an herbal product primarily used to treat depression.

How to take PIMJETMI:

Take PIMJETMI exactly as your healthcare professional tells you to take it. Check with your
healthcare professional if you are not sure.

Do NOT change your dose or stop taking it unless your healthcare professional tells you to.
Take PIMJETMI capsules, with or without food, at the same time each day.

Swallow PIMJETMI capsules whole with a glass of water. Do not open, break, dissolve, or chew
the capsules.
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Usual dose:
e Adults: 50 mg (two 25 mg capsules) by mouth once a day.

Overdose:

If you think you, or a person you are caring for, have taken too much PIMJETMI, contact a healthcare
professional, hospital emergency department, regional poison control centre or Health Canada’s toll-
free number, 1-844 POISON-X (1-844-764-7669) immediately, even if there are no signs or symptoms.

Missed dose:

If you missed a dose of this medication, take it as soon as you remember. But if it is almost time for
your next dose, skip the missed dose and continue with your next scheduled dose. Go back to the
regular dosing schedule. Do not take two doses at the same time to make up a missed dose.

If you vomit after taking a dose of PIMJETMI, take the next dose at its scheduled time.

Possible side effects from using PIMJETMI:

These are not all the possible side effects you may have when taking PIMJETMI. If you experience any
side effects not listed here, tell your healthcare professional.

Common side effects of PIMJETMI are:

e itching (pruritus)

e rash

e acne-like bumps on your skin
skin indents or pitting
swelling: face, around your eyes, hands and feet
tiredness, trouble sleeping
nausea, vomiting

e headache

e dizziness

e decreased appetite

e muscle pain

e change in certain blood tests

PIMJETMI can cause abnormal blood test results. Your healthcare professional will do blood tests to
check your liver and do other blood tests before, during and after treatment with PIMJETMI as needed.
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Serious side effects and what to do about them

. Talk to your healthcare professional ti iat

Frequency/Side Effect/Symptom : g B e |r31med|a €
Only if severe In all cases medical help

Very common

Hypertension (high blood pressure):

shortness of breath, fatigue, dizziness

or fainting, chest pain or pressure, X
blurred vision, racing pulse or heart

palpitations

Reporting side effects

You can report any suspected side effects associated with the use of health products to Health
Canada by:

e Visiting the Web page on Adverse Reaction Reporting (canada.ca/drug-device-reporting) for
information on how to report online, by mail or by fax; or
e Calling toll-free at 1-866-234-2345.

NOTE: Contact your healthcare professional if you need information about how to manage your side
effects. The Canada Vigilance Program does not provide medical advice.

Storage:

e Store PIMJETMI at room temperature (15°C to 30°C).

e Storein the original package to protect from moisture. Do not discard the desiccant.
e Keep out of reach and sight of children.

If you want more information about PIMJETMI:

e Talk to your healthcare professional

e Find the full product monograph that is prepared for healthcare professionals and includes the
Patient Medication Information by visiting the Health Canada Drug Product Database website (Drug
Product Database: Access the database); EMD Serono’s website (http://www.emdserono.ca); or by
calling EMD Serono at 1-888-737-6668.

This leaflet was prepared by EMD Serono, a Division of EMD Inc., Canada. EMD Serono is the healthcare
business of Merck KGaA, Darmstadt, Germany in Canada.

Date of Authorization: 2026-06-12 (L3: 2026-07-14)
PIMJETMI is a trademark of Merck KGaA, Darmstadt, Germany or its affiliates.
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