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Read this entire leaflet carefully before you

start taking this medicine.

» Keep this leaflet. You may need to read it
again.

» If you have further question, ask your doctor
or your pharmacist.

» This medicine has been prescribed for you.
Do not pass it on to others. It may harm
them, even if their symptoms are the same
as yours.

N




In this leaflet:

. What Tofacitinib is and what it is used for

. What you need to know hefore you take Tofacitinib
. How to take Tofacitinib

. Possible side effects

. How to store Tofacitinib

. Contents of the pack and other information

SOl &N -

1. What Tofacitinib is and what it is used for

Tofacitinib contains the active substance Tofacitinib, Tofacitinib is a
prescription medicine called a Janus kinase (JAK) inhibitor and is
used to treat rheumatoid arthritis, psoriatic arthritis, ulcerative colitis.
¢ Rheumatoid Arthritis

Tofacitinib is approved for medical use to treat adults with
moderately to severely active rheumatoid arthritis who have had an



Inadequate response to, or who are intolerant of, methotrexate.
e Psoriatic Arthritis

Tofacitinib is indicated for the treatment of adult patients with active
psoriatic arthritis who have had an inadequate response or intolerance
to methotrexate or other disease-modifying antirheumatic drugs.

o Ulcerative Colitis

Tofacitinib is indicated for the treatment of adult patients with
moderately to severely active ulcerative colitis (UC). Limitations of
Use: Use of Tofacitinib in combination with biological therapies for
UC or with potent immunosuppressants such as azathioprine and
cyclosporine is not recommended.

2. What you need to know hefore you take Tofacitinib
Do not take Tofacitinib:

m |f you are allergic to Tofacitinib or any of the other ingredients of this



medicine (listed in section 6).

m |f you are Serious Infections.

= Acute liver failure

Warnings and precautions

Talk to your doctor or pharmacist before and during treatment with
Tofacitinib if you:

= have, or have previously had, hepatitis B or C

= have poor liver function,

= Who have been exposed to tuberculosis

= Who have resided or traveled in areas of endemic tuberculosis
= have Infections

= have Non-Melanoma Skin Cancer

= have Anemia

= fake Vaccinations




Children and adolescents

Tofacitinib is not for use in children and adolescents under 18 years
old because there is no information on use in this age group.

Drug Interaction

Tell your doctor or pharmacist if you are taking, have recently taken,
or might take, any other medicines.

Risk X (Avoid combination):

Abatacept, Anakinra, Clozapine, CYP3A4 Inducers (Strong),
Immunosuppressants, Natalizumab, Rituximab, Tacrolimus (Topical),
Tocilizumab,

Risk D (Consider therapy modification):

Fluconazole, Leflunomide, Mifepristone, Roflumilast, Sitaxentan

Pregnancy and breast-feeding
There are no adequate and well-controlled studies therapy in pregnant women.



If you are pregnant or breast-feeding, think you may be pregnant or
are planning to have a baby, Do not take Tofacitinib.

You should use an effective method of contraception to avoid
becoming pregnant during treatment with Tofacitinib and for at least
one week after the last Tofacitinib treatment. You must tell your doctor
If you become pregnant as Tofacitinib should not be used during
pregnancy.

You should not use Tofacitinib while breast-feeding as it is not known
If this medicine passes into milk. You and your doctor should decide
if you will breast-feed or use Tofacitinib. You should not do both.
Driving and using machines

Tofacitinib has no effect on the ability to drive and use machines.

3. How to take Tofacitinib
Treatment should be started by a doctor experienced in the diagnosis



and treatment of your condition. Always take this medicine exactly as
your doctor or pharmacist has told you. Check with your doctor or
pharmacist if you are not sure.

= Rheumatoid Arthritis & Psoriatic Arthritis

The recommended dose of Tofacitinib is 5 mg twice daily.

= [Jlcerative Colitis

The recommended dose is 10 mg given orally twice daily for
induction for 8 weeks.

For patients who do not achieve adequate therapeutic benefit by week
8, the induction dose of 10 mg twice daily can be extended for an
additional 8 weeks (16 weeks total), followed by 5 mg twice daily
for maintenance.

Tofacitinib induction therapy should be discontinued in any patient
who shows no evidence of therapeutic benefit by week 16.

If you take more Tofacitinib than you should



If you take more Tofacitinib than you should, contact your doctor. You
may get some of the side effects described in section 4.

If you forget to take Tofacitinib

= [ you miss a dose, take it as soon as you remember.

= |f you forget your dose for an entire day, just skip the missed dose
and take only a single dose as usual the following day.

= Do not take a double dose to make up for a forgotten tablet.

|f you stop taking Tofacitinib

Do not stop taking Tofacitinib unless your doctor tells you to stop
taking 1it.

If you have any further questions on the use of this medicine, ask your
doctor or pharmacist.

4. Possible side effects
If you are a carrier of the hepatitis B or C virus (viruses that affect the
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liver), the virus may become active while you use Tofacitinib. Tell your
healthcare provider if you have any of the following symptoms of a
possible hepatitis B or C infection:

e feel very tired

e skin or eyes look yellow

e |ittle or no appetite

e vomiting

e fevers

e chills

e stomach discomfort

¢ muscle aches

e dark urine

e skin rash

Common side effects of Tofacitinib in rheumatoid arthritis patients
and psoriatic arthritis



patients include:

e Upper respiratory tract infections (common cold, sinus infections)
¢ headache

e diarrhea

e nasal congestion, sore throat, and runny nose (nasopharyngitis)
e high blood pressure (hypertension)

Common side effects of Tofacitinib in ulcerative colitis patients
include:

e nasal congestion, sore throat, and runny nose (nasopharyngitis)
e increased cholesterol levels

¢ headache

e upper respiratory tract infections (common cold, sinus infections)
e increased muscle enzyme levels

® rash

e diarrhea

11
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e shingles (herpes zoster)

These are not all the possible side effects of Tofacitinib. Tell your
doctor if you have any side effect that bothers you or that does not
go away.

For more information, ask your doctor or pharmacist, Call your doctor
for medical advice about side effects.

9. How to store Tofacitinib

= Keep this medicine out of the sight and reach of children.

m Store Tofacitinib at room temperature between 20°C to 25°C.

= Do not use this medicine after the expiry date which is stated on the
blister and carton after ‘EXP".

m [he expiry date refers to the last day of that month.

= Do not throw away any medicines via wastewater or household
waste. Ask your pharmacist how to throw away medicines you no



longer use. These measures will help protect the environment.

6. Contents of the pack and other information

What Tofacitinib contains:

= The Active ingredient is Tofacitinib. Each tablet contains5 mg and
10 mg of Tofacitinib.

m(ther ingredients:

m\Microcrystalline  cellulose 102, Lactose monohydrate 80,
Croscarmellose sodium, Magnesium stearate, titanium dioxide.

Contains of the original pack:
Each box contains 60 Film coated tablets .

13
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Sobhan

Oncology

Sobhan Oncology, Rasht-lran

Tel: +98 21 83879000

Voice of customer: +98 2183878
E-mail: SPC@sobhanoncology.com

00-471-0000-1901
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