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BARISOB®

Baricitinib
F.C. Tablets

Read the contents of this leaflet
<SS>Sobhan

Oncology carefully before taking this medicine.



BARISOB®

Baricitinib
1 mg F.C. Tablet
2 mg F.C. Tablet
4 mg F.C. Tablet

<S Sobhan

Oncology
Manufactured by Sobhan Oncology Co. Rasht - Iran




Read this entire leaflet carefully before you
start taking this medicine.

o Keep this leaflet. You may need to read it again.
o If you have further question, ask your doctor or
your pharmacist.

oThis 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.




In this leaflet:

1.What Barisob® is and what it is used for

2.What you need to know before you take Barisob®
3. How to take Barisob®

4. Possible side effects

5. How to store Barisob®

6. Contents of the pack and other information

1. What Barisob® is and what it is used for

Barisob® contains the active substance Barisob®. It belongs to a
group of medicines called Janus kinase inhibitors, which help to
reduce inflammation.

- Rheumatoid Arthritis

Barisob® is used to treat adults with moderate to severe rheumatoid
arthritis, an inflammatory disease of the joints, if previous therapy
did not work well enough or was not tolerated. Barisob® can be used



alone or together with some other medicines, such as methotrexate.
Barisob® works by reducing the activity of an enzyme in the body
called Janus kinase’, which is involved in inflammation. By reducing
the activity of this enzyme, Barisob® helps to reduce pain, stiffness
and swelling in your joints, tiredness, and helps to slow damage to
the bone and cartilage in the joints. These effects can help you to do
normal daily activities and so improve the health-related quality of
life for patients with rheumatoid arthritis.

Atopic Dermatitis

Barisob® is used to treat adults with moderate to severe atopic dermatitis,
also known as atopic eczema. Barisob® may be used with eczema
medicines that you apply to the skin or it may be used on its own.
By reducing the activity of Janus kinase, Barisob® helps to improve
the condition of your skin and reduce itching. In addition, Barisob®
helps improve your sleep disturbance (due to itch) and overall quality
of life. Barisob® has also been shown to improve symptoms of skin



pain, anxiety, and depression associated with atopic dermatitis.
COVID19

The U.S. Food and Drug Administration (FDA) has issued an Emergency
Use Authorization (EUA) to permit the emergency use of Barisob®, in
combination with remdesivir, for treatment of suspected or laboratory
confirmed coronavirus disease 2019 (COVID19-) in hospitalized adults
and pediatric patients 2 years of age or older requiring supplemental
oxygen, invasive mechanical ventilation, or extracorporeal membrane
oxygenation (ECMO).

Barisob® has been authorized by FDA for the emergency uses described
above. Barisob® is not FDA-approved for these uses.

2. What you need to know before you take Barisob®

Do not take Barisob®:

If you are allergic to Barisob® or any of the other ingredients of this
medicine If you are pregnant or think you may be pregnant.



Warnings and precautions
Talk to your doctor or pharmacist before and during treatment with
Barisob® if you:

- Have an infection, or if you often get infections. Tell your doctor
if you get symptoms such as fever, wounds, feeling more tired than
usual or dental problems as these can be signs of infection. Barisob®
can reduce your body’s ability to fight infections and may make an
existing infection worse or increase the chance of you getting a new
infection

- Have, or have previously had, tuberculosis. You may need tests
to check for tuberculosis before you are given Barisob®. Tell your
doctor if you get persistent cough, fever, and night sweats and
weight loss during Barisob® treatment as these can be signs of
tuberculosis.

- Have had a herpes infection (shingles), because Barisob® may allow it
to come back. Tell your doctor if you get painful skin rash with blisters



during Barisob® treatment as these can be signs of shingles

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

- Are due to have a vaccine. You should not be given certain (live)
vaccines while using Barisob®

- have cancer, because your doctor will have to decide if you can
still be given Barisob®

- have poor liver function

- Have previously had blood clots in the veins of your legs (deep
vein thrombosis) or lungs (pulmonary embolism). Tell your doctor if
you get a painful swollen leg, chest pain, or shortness of breath as
these can be signs of blood clots in the veins

- Have had diverticulitis (a type of inflammation of the large intestine)
or ulcers in stomach or intestines.

If you notice any of the following serious side effects, you need to
tell a doctor straight away:



- Chest tightness

-Wheezing

- severe dizziness or light-headedness

- swelling of the lips, tongue or throat

- hives (itching or skin rash)

- Severe abdominal pain especially accompanied with fever, nausea
and vomiting.
You may need blood tests before you start Barisob®, or while you
are taking it, to check if you have a low red blood cell count (anemia),
low white blood cell count (neutropenia or lymphopaenia), high
blood fat (cholesterol) or high levels of liver enzymes, to ensure that
treatment with Barisob® is not causing problems.

Children and adolescents
If possible, children and adolescents should be up to date with all
vaccinations before using Barisob®.



Do not give this medicine to children younger than 2 years of age.
Do not give this medicine to children and adolescents with alopecia
areata under 18 years old, because there is no information on use
in this disease.

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

Strong OAT3 Inhibitors: Barisob® exposure is increased when
OLUMIANT is co-administered with strong OAT3 inhibitors (such as
probenecid).

Other JAK Inhibitors or Biologic DMARDs: Barisob® has not been studied
in combination with other JAK inhibitors or with biologic DMARDs.
Pregnancy and breast-feeding
If you are pregnant or breast-feeding, think you may be pregnant
or are planning to have a baby, ask your doctor or pharmacist for
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advice before taking this medicine.

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

You should not use Barisob® 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 Barisob®. You should not do both.
Driving and using machines

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

3. How to take Barisob®

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
The recommended dose is 2 mg once a day. Barisob® may be used
as monotherapy or in combination with methotrexate or other
DMARDs.
Barisob® initiation is not recommended in patients with an absolute
lymphocyte count (ALC) less than 500 cells/mm3, absolute neutrophil
count (ANC) less than 1000 cells/mm3, or hemoglobin level less than
8g/dL.

Atopic Dermatitis
The recommended dose is 4 mg once a day. Your doctor may give
you a lower dose of 2 mg once a day, particularly if you are over
75 years old or if you have an increased risk of infections. If the
medicine is working well, your doctor may decide the dose can be
reduced.

11
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If you have reduced kidney function, the recommended dose of Barisob®
is 2 mg once a day.

coviD19
The recommended dosage of Barisob® under the EUA is:

Adults and pediatric patients 9 years of age and older: 4 mg once
daily

Pediatric patients 2 years to less than 9 years of age: 2 mg once
daily
Dosage adjustments are recommended for laboratory abnormalities,
including renal impairment (see Table 1).
The optimal duration of treatment is unknown.
The recommended total treatment duration of Barisob® is 14 days
or until hospital discharge, whichever comes first.



Laboratory Analyte Laboratory Analyte Value|

Recommendation

60 mLmin/1.73 m

Adutts and pediatrc patients 3 years of age and older: No dosage
adjustment Pediatric patients 2 years toless than 9years of age: 2mg
once daily

EGFH 30to <60 mL/min/1.73 m’

Adults and pediatric patients 9 years of age andolder. 2 mg once daily
Pediatrc patients 2 years toless than years of age: 1 mg once daily

1510 <30 mL/min/1.73 m’

Adults and pediatric patients 9 years of age and older:Tmg once daily
Pediatric patients 2 years o lss than 9 years of age: ot recommended

<I5mL/min/1.73 m* Not recommended
- N =200 cells/pl Maintain dose
Euunt(A’LE) <200 cells/ L | Consider interruption until ALC is =200 cells/ .l
’ " =500 cells/pl Maintain dose
Count(AKE) <500cells/ul | consider interruption until ANC is >500 cells/ L

) incresses i AT o AST
Aminotransferases |n?1r|$o%dsﬁ:?mz\?g i)
IS st

Interrupt baricitinib until the diagnosis of DIL
is excluded
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a Abbreviations: ALC = absolute lymphocyte count, ALT = alanine
transaminase, ANC= absolute neutrophil count, AST = aspartate
transaminase, DILI = drug induced liver injury,
eGFR = estimated glomerular filtration rate, hrs = hours.
b If a laboratory abnormality is likely due to the underlying disease
state, consider the risks and benefits of continuing Barisob® at the
same or a reduced dose.
If you take more Barisob® than you should
If you take more Barisob® than you should, contact your doctor. You
may get some of the side effects described in section 4.

Ifyou forget to take Barisob®

- If you miss a dose, take it as soon as you remember.

- If 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.



If you stop taking Barisob®
Do not stop taking Barisob® unless your doctor tells you to stop
taking it.
If you have any further questions on the use of this medicine, ask
your doctor or pharmacist.
4. Possible side effects
Common or very common
Dyslipidaemia, herpes zoster (interrupt treatment), increased risk of
infection, nausea, oropharyngeal pain, thrombocytosis
Uncommon
Acne, neutropenia, weight increased
5. How to store Barisob®

Keep this medicine out of the sight and reach of children.
- This medicine does not require any special storage conditions.
- Do not use this medicine after the expiry date which is stated on
the blister and carton after ‘EXP"

15
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- The 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 Barisob® contains

- The active substance is baricitinib. Each tablet contains Tmg, 2 mg
and 4mg of baricitinib.

- The other ingredients are: microcrystalline cellulose,
croscarmellose sodium, magnesium stearate, mannitol.



<SS>Sobhan

Oncology

Sobhan oncology, Rasht-Iran

Tel: +98 21 83879000

Patient Support Center: +98 21 83878
E-mail: spc@sobhanoncology.com

00-47-0000-19V4
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