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Film-coated tablet

Read all of this leaflet carefully before you start taking Alpamont®, because it
contains important information for you.

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

- If you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you only. Do not pass it on to others. It may|
harm them, even if their signs of illness are the same as yours.

- If you get any side effects, talk to your doctor or pharmacist. This includes any|
possible side effects not listed in this leaflet.

JAlpamont® Dosage forms and presentation

Alpamont® is a film-coated tablet that contains the active substance tofacitinib (as
citrate). Each Alpamont® 10 mg package contains 56 film-coated tablets in 2 wallets
of 28 tablets.

indications |
- Ulcerative colitis

Alpamont® is used in adult patients to reduce the signs and symptoms of ulcerative
colitis when you did not respond well enough or were intolerant to one or more TNF
blockers.

Limitations of use: The use of tofacitinib in combination with biologic DMARDs or with
potent immunosuppressants (e.g., azathioprine, cyclosporine) is not recommended.
Manufacturer |
Marketing Authorization Holder: Cobel Darou Co. Tehran-Iran

- If you are allergic to Alpamont® or any of the other ingredients of this medicine

- If you have a severe infection such as bloodstream infection or active tuberculosis
- If you have been informed that you have severe liver problems, including cirrhosis
(scarring of the liver)

- If you are pregnant or breast-feeding

If you are not sure regarding any of the information provided above, please contact
your doctor.

Talk to your doctor or pharmacist before taking Alpamont®:

- If you have or have a history of tuberculosis, have been in close contact with
someone with tuberculosis or have resided in regions where TB is endemic.

- If you have Liver or kidney problems, cardiovascular disease or any chronic lung disease
- If you have any kind of infection, are being treated for any infection, or if you have
infections that keep coming back.

- If you have a history of Herpes zoster

- if you have any condition that increases your chance of infection (e.g., diabetes,
HIV/AIDS, or a weak immune system)

- if you have or had hepatitis B or hepatitis C

- if you are at high risk of developing skin cancer or have ever had any type of cancer.
- if you have had diverticulitis a type of inflammation of the large intestine or ulcers
in stomach or intestines

- If you have heart problems, high blood pressure, or high cholesterol or history of
MI, stroke or heart attack

- if you are a current or past smoker

- if you are planning to get vaccinated, or have taken one recently.

- There have been reports of patients treated with tofacitinib who have developed
blood clots in the lungs or veins. Your doctor will evaluate your risk to develop blood
clots in the lungs or veins and determine if it is appropriate for you.

- There is a higher rate of infections in patients aged 65 years and older.

- Tofacitinib may affect certain lab test results, and that blood tests are required
before and during treatment

Additional monitoring tests

Lymphocyte count (baseline and every 3 months thereafter); neutrophil/platelet
counts (baseline, after 4 to 8 weeks, and every 3 months thereafter); hemoglobin
(baseline, after 4 to 8 weeks, and every 3 months thereafter); lipids (4 to 8 weeks
after therapy initiation and periodically); LFTs; viral hepatitis (prior to initiating
therapy in accordance with clinical guidelines); signs/symptoms of infections
(including tuberculosis) during and after therapy; abdominal symptoms; skin
examinations (periodically, in patients at increased risk for skin cancer); heart rate
and blood pressure at baseline and periodically thereafter

[Other medicines and Tofacitinil
Some medicines should not be taken with Alpamont®. If taken with Alpamont®, they
could alter the level of Tofacitinib in your body, and the dose of Alpamont® may
require adjustment. You should tell your doctor if you are using medicines (taken by
mouth) that contain any of the following active substances:

- Antibiotics such as rifampicin, used to treat bacterial infections

- Fluconazole, ketoconazole, used to treat fungal infections

- Targeted biologic (antibody) therapies such as
and rituximab

- Immunosuppressants including azathioprine, cyclosporine, mercaptopurine and
tacrolimus

Recommendations for use of tofacitinib in pregnant patients with rheumatic and
musculoskeletal diseases are not available due to lack of data. If you are pregnant or
breast-feeding, think you may be pregnant or are planning to have a baby, ask your
doctor for advice before taking this medicine. Alpamont® must not be used during
pregnancy. Tell your doctor right away if you become pregnant while taking
Alpamont®.
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If you are a woman of childbearing age, you should use effective birth control during
treatment with Alpamont® and for at least 4 weeks after the last dose.
If you are taking Alpamont® and breast-feeding, you must stop breast-feeding.
breastfeeding is not recommended during treatment and for at least 18 hours after
the last dose of Alpamont®
Infertility
Females
Based on findings in rats, treatment with Alpamont® may result in reduced fertility in
females of reproductive potential. It is not known if this effect is reversible
Driving and using machines
Alpamont® has no or limited effect on your ability to drive or use machines.
JAlpamont® contains lactose
If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicine.
Dosing
Always take Alpamont® exactly as your doctor has told you, the recommended dose
should not be exceeded. Check with your doctor or pharmacist if you are not sure.
- Ulcerative colitis:
The recommended dose is 10 mg twice a day for 8 weeks, followed by 5 mg twice a day.
Your doctor may decide to extend the initial 10 mg twice a day treatment by an
additional 8 weeks (16 weeks in total), followed by 5 mg twice a day.
Your doctor may decide to stop Alpamont® does not work for you within 16 weeks.
For patients, who have previously taken biologic medicines to treat ulcerative colitis (such
as those that block the activity of tumour necrosis factor in the body) and these
medicines did not work, the doctor may decide to increase your dose of Alpamont® to 10
mg twice a day if you do not respond sufficiently to 5 mg twice a day. Your doctor will
consider the potential risks, including that of developing blood clots in the lungs or veins,
and potential benefits to you. Your doctor will tell you if this applies to you.
If your treatment is interrupted, your doctor may decide to restart your treatment.
Try to take your tablet at the same time every day (one tablet in the morning and one
tablet in the evening).
Alpamont® is for oral use. You can take Alpamont® with or without food.
Overdose
If you take more tablets than you should, immediately tell your doctor or pharmacist.
Missed dose
If you missed a dose of Alpamont®, do not take a double dose to make up for a
forgotten tablet. Take your next tablet at the usual time and continue as before.
You should not stop taking Alpamont® without discussing this with your doctor.
If you have any further questions on the use of Alpamont®, ask your doctor or
pharmacist.
Adverse reactions
Like all medicines, Alpamont® can cause side effects, although not everybody gets them.
Common: Infection, nasopharyngitis
Uncommon: Hypertension, headache, skin rash, acne vulgaris, increased serum
cholesterol, diarrhea, gastroenteritis, urinary tract infection, anemia, herpes zoster
infection, increased creatine phosphokinase, increased serum creatinine, upper
respiratory tract infection, fever.
Unknown, limited to important or life-threatening:
Abdominal pain, anemia, dehydration, drug-induced liver injury, dyspepsia, dyspnea,
erythema, gastritis, hepatic steatosis, lymphocytopenia, malignancies, musculoskele-
tal pain, neutropenia, paresthesia, peripheral edema, pruritus, pyrexia, rash, sinus
congestion, tendonitis, tuberculosis, vomiting, Cough, interstitial pulmonary disease,
Fatigue, insomnia
If you notice any of the following serious side effects, you need to tell a doctor
straight away.
Signs of serious infections include fever and chills, cough, skin blisters, stomach ache,
persistent headaches.
Signs of ulcers or holes in your stomach include: fever, stomach or abdominal pain,
blood in the stool, unexplained changes in bowel habits
Signs of allergic reactions include: chest tightness, wheezing, severe dizziness or
light-headedness, swelling of the lips, tongue or throat, hives (itching or skin rash)
Signs of blood clots in lungs or veins include: sudden shortness of breath or difficulty
breathing, chest pain or pain in upper back, swelling of the leg or arm, leg pain or
tenderness, redness or discoloration in the leg or arm
Signs of a heart attack include discomfort in the center of your chest that lasts for
more than a few minutes, or that goes away and comes back, severe tightness, pain,
pressure, or heaviness in your chest, throat, neck, or jaw pain or discomfort in your
arms, back, neck, jaw, or stomach, shortness of breath with or without chest
discomfort, breaking out in a cold sweat, nausea or vomiting, feeling lightheaded,
weakness in one part or on one side of your body, slurred speech
Reporting of side effects
If you get any side effects: talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet. You can also report side effects directly:
Website: PV@cobeldarou.com
24 hours Tel: 00982188664496

00982188208129

[Storage

Keep Alpamont® out of the sight and reach of children.

Do not use Alpamont® after the expiry date which is stated on the label. The expiry
date refers to the last day of that month.

Store this medicine at 15°C to 30°C.
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