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vasatinib

20, 50, 70, 80, 100 &140 mg film-coated tablet

<SS>Sobhan Read the contents of this Booklet

Oncology carefully before taking this medicine.
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yasatinib

20, 50, 70, 80, 100 &140 mg film=coated tablet

<SS> Sobhan

Oncology

Manufactured by Sobhan Oncology Co. Rasht - Iran




i
Read this entire booklet carefully before

you start taking this medicine.

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

- If you have further questions, 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.
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What is in this booklet:

1. What Dasatinib is and what it is used for

2. What you need to know before you are given Dasatinib
3. How Dasatinib is used

4. Possible side effects

5. How to store Dasatinib

6. Contents of the pack and other information

% el% 1. What Dasatinib is and what it is used for

aph”
Dasatinib, is an oral inhibitor of several tyrosine kinases
including BCR-ABL (Philadelphia chromosome) and SRC
family tyrosine kinases.
Dasatinib is used for treatment of:



- Chronic phase chronic myeloid leukemia (CML)

- Accelerated and blast phase chronic myeloid leukemia
[resistant or intolerant to prior therapy]

- Acute lymphoblastic leukemia [resistant or intolerant to
prior therapy]

/4 ‘ 2. What you need to know before you are given Dasatinib

Do not take Dasatinib, if you are allergic to Dasatinib or any
of the other ingredients of this medicine(listed in section 6).
Warnings and Cautions

Hepatitis B infection, risk of cardiac dysfunction (monitor
closely), susceptibility to QT-interval prolongation (correct
hypokalemia or hypomagnesaemia before starting treatment)

4



Talk to your doctor or pharmacist before using Dasatinib:
- if you are taking medicines to thin the blood or prevent
clots (see “Other medicines and Dasatinib”)

- 1f you have a liver or heart problem, or used to have one

- if you start having difficulty breathing, chest pain, or a
cough when taking Dasatinib: this may be a sign of fluid
retention in the lungs or chest (which can be more common
in patients aged 65 years and older), or due to changes in
the blood vessels supplying the lungs

- if you have ever had or might now have a hepatitis B in-
fection. This is because Dasatinib could cause hepatitis B
to become active again, which can be fatal in some cases.
Patients will be carefully checked by their doctor for signs
of this infection before treatment is started.

5



- If you experience bruising, bleeding, fever, fatigue and
confusion when taking Dasatinib, contact your doctor. This
may be a sign of damage to blood vessels known as throm-
botic microangiopathy (TMA).

Important safety information

Risk of hepatitis B virus reactivation with BCR-ABL ty-
rosine kinase inhibitors: Dasatinib can cause hepatitis B
reactivation; it is recommended that hepatitis B virus sta-
tus should be established in all patients before initiation
of treatment. Patients who are carriers of hepatitis B virus
should be closely monitored for signs and symptoms of ac-
tive infection throughout treatment and for several months
after stopping treatment; expert advice should be sought
for patients who test positive for hepatitis B virus and in

6



those with active infection.

Monitoring requirements:

- evaluate for signs and symptoms of underlying cardiopul-
monary disease before initiation of therapy—echocardiog-
raphy should be performed at treatment initiation in pa-
tients with symptoms of cardiac disease and considered for
patients with risk factors for cardiac or pulmonary disease.
- monitor patients with risk factors or a history of cardi-
ac disease for signs or symptoms of cardiac dysfunction
during treatment.

- When used for Accelerated or blast phase chronic my-
eloid leukemia or Acute lymphoblastic leukemia, monitor
full blood count weekly for the first 2 months, then monthly
or as clinically indicated thereafter.



- When used for Chronic phase chronic myeloid leukemia,
monitor full blood count every 2 weeks for 3 months, then
every 3 months or as clinically indicated thereafter.
Children and adolescents

Do not give this medicine to children younger than one year
of age. There is limited experience with the use of Dasati-
nib in this age group. Bone growth and development will be
closely monitored in children taking Dasatinib.

Other medicines and Dasatinib

Tell your doctor if you are taking, have recently taken or
might take any other medicines. Dasatinib is mainly han-
dled by the liver. Certain medicines may interfere with the
effect of Dasatinib when taken together. These medicines
are not to be used with Dasatinib:

8



- ketoconazole, itraconazole - these are antifungal medicines
- erythromycin, clarithromycin, telithromycin - these are an-
tibiotics

- ritonavir - this is an antiviral medicine

- phenytoin, carbamazepine, phenobarbital - these are treat-
ments for epilepsy

- rifampicin - this is a treatment for tuberculosis

- famotidine, omeprazole - these are medicines that block
stomach acids

- St. John's wort - a herbal preparation obtained without a
prescription, used to treat depression and other conditions
(also known as Hypericum perforatum)

- Do not take medicines that neutralize stomach acids
(antacids such as aluminium hydroxide or magnesium

9



hydroxide) in the 2 hours before or 2 hours after taking
Dasatinib.

- Tell your doctor if you are taking medicines to thin the
blood or prevent clots.

Dasatinib with food and drink

Do not take Dasatinib with grapefruit or grapefruit juice.
Pregnancy and breast-feeding

If you are pregnant or think you may be pregnant, tell your
doctor immediately. Dasatinib is not to be used during
pregnancy unless clearly necessary. Your doctor will dis-
cuss with you the potential risk of taking Dasatinib during
pregnancy. Both men and women taking Dasatinib will be
advised to use effective contraception during treatment.
If you are breast-feeding, tell your doctor. You should stop

10



breast-feeding while you are taking Dasatinib.

Driving and using machines

Take special care when driving or using machines in case
you experience side effects such as dizziness and blurred
vision.

3. How Dasatinib is used

The recommended oral starting dose of Dasatinib in chron-
ic phase CML is 100 mg once daily: tablets, which should be
swallowed whole, not crushed or chewed, should be taken
consistently either in the morning or the evening.

The recommended starting dose for accelerated, myeloid,
or lymphoid blast phase CML or Philadelphia chromo-

11



some-positive ALL is 140 mg once dally.

Dosage may be adjusted according to response and toler-
ability; doses of up to 140 mg once daily have been used in
patients with chronic phase CML, and up to 180 mg once
daily in those with advanced phase, or with ALL. Treatment
is continued until disease progression or unacceptable
toxicity occurs.

Dosing for children with chronic phase CML or Ph+ ALL is
on the basis of body weight:

Dasatinib tablets are not recommended for patients
weighing less than 10 kg. The starting dose of Dasatinib
for children is calculated by body weight as shown below:

12



Body weight (kg) Daily Dose (mg)
10 to less than 20 kg 40 mg
20 to less than 30 kg 60 mg
30 to less than 45 kg 70mg
at least 45 kg 100 mg

How to take Dasatinib
Take your tablets at the same time every day. Swallow the

tablets whole. Do not crush, cut or chew them. Do not take
dispersed tablets. You cannot be sure you will receive the
correct dose if you crush, cut, chew or disperse the tablets.
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Dasatinib tablets can be taken with or without a meal.
How long to take Dasatinib

Take Dasatinib daily until your doctor tells you to stop.
Make sure you take Dasatinib for as long as it is prescribed.

If you take more Dasatinib than you should
If you have accidentally taken too many tablets, talk to your
doctor immediately. You may require medical attention.

If you forget to take Dasatinib

Do not take a double dose to make up for a forgotten tablet.
Take the next scheduled dose at the regular time. If you
have any further questions on the use of this medicine, ask
your doctor or pharmacist.
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4, Possible side effects

=

Common or very common

Alopecia, anemia, appetite abnormal, arrhythmias, ar-
thralgia, asthenia, bone marrow depression, cardiac dis-
order, cardiomyopathy, chest pain, chills, constipation,
cough, depression, diarrhea, dizziness, drowsiness, dry
eye, dyspnea, eye inflammation, facial swelling, fever, fluid
Imbalance, flushing, gastrointestinal discomfort, gastro-
intestinal disorders, genital abnormalities, hemorrhage,
headache, heart failure, hypertension, hyperuricemia, in-
creased risk of infection, insomnia, milia, mucositis, mus-
cle complaints, muscle weakness, myocardial dysfunction,
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nausea, nerve disorders, oedema, oral disorders, pain,
palpitations, pericardial effusion, perinephric effusion, pe-
ripheral swelling, pulmonary hypertension, pulmonary oe-
dema, respiratory disorders, sepsis, skin reactions, sweat
changes, taste altered, thrombocytopenia, tinnitus, vision
disorders, vomiting, weight changes, fluid retention, skin
rash, feeling tired or weak, pain in the muscles (during or
after discontinuing treatment), tummy (abdominal) pain,
low blood platelet count, low white blood cells count (neu-
tropenia), pneumonia, herpes virus infection (including
cytomegalovirus -CMV), upper respiratory tract infection,
serious infection of the blood or tissues (including uncom-
mon cases with fatal outcomes), irregular heartbeat, bloat-
ed or distended tummy (abdomen), inflammation of the
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colon, heartburn, mouth ulceration, gastritis, skin tingling,
itching, dry skin, acne, inflammation of the skin, persistent
noise in ears, excessive perspiration, bruise, contusion,
anorexia, somnolence, pain around hands and feet, stiff-
ness in muscles and joints, muscle spasm

Uncommon

Acute coronary syndrome, anxiety, arthritis, ascites, asth-
ma, cardiac inflammation, cardiomeqgaly, cerebrovascular
insufficiency, cholecystitis, CNS hemorrhage, confusion,
dysphagia, embolism and thrombosis, emotional lability,
gynecomastia, hair disorder, hearing loss, hepatic dis-
orders, hypercholesterolemia, hypoalbuminemia, hypo-
tension, hypothyroidism, ischemic heart disease, libido
decreased, lymphadenopathy, lymphopenia, malaise,

874



memory loss, menstrual disorder, movement disorders,
myopathy, nail disorder, osteonecrosis, pancreatitis,
panniculitis, penile disorders, photosensitivity reaction,
proteinuria, QT iInterval prolongation, renal impairment,
scrotal oedema, skin ulcer, syncope, tendinitis, testicular
swelling, tremor, tumor lysis syndrome, urinary frequency
increased, vertigo, vulvovaginal swelling, angina, heart at-
tack, inflammation of the lining (fibrous sack) surrounding
the heart, peptic ulcer, tear in the skin of the anal canal, in-
flammation of the gallbladder, blockage of bile ducts, gas-
tro-esophageal reflux, allergic reaction including tender,
red lumps on the skin (erythema nodosum), mood swings,
fainting, inflammation of the eye which causes redness
or pain, visual impairment, increased eye tearing, distur-
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bance in skin color, inflammation of fatty tissue under the
skin, blistering of the skin, hand-foot disorder, general
weakness and discomfort, losing balance while walking,
skin swelling anywhere in the body, inflammation of vein
which can cause redness, tenderness and swelling

Rare or very rare

Cardiac arrest, dementia, diabetes mellitus, epiphyses
delayed fusion, facial paralysis, gait abnormal, growth
retardation, hypersensitivity vasculitis, hyperthyroidism,
pure red cell aplasia, seizure, thyroiditis, enlargement of
the right ventricle in the heart, inflammation of the heart
muscle, collection of conditions resulting from blockage
of blood supply to the heart muscle (acute coronary syn-
drome), coronary (heart) artery disease, inflammation of
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the tissue covering the heart and lungs, blood clots, blood
clots in the lungs, loss of vital nutrients such as protein
from your digestive tract, bowel obstruction, anal fistula
(an abnormal opening from the anus to the skin around the
anus), inflammation of the optic nerve that may cause a
complete or partial loss of vision, blue-purple mottling of
the skin, ataxia (a condition associated with lack of mus-
cular coordination), miscarriage, inflammation of the skin
blood vessels, skin fibrosis, stroke, temporary episode of
neurologic dysfunction caused by loss of blood flow, severe
allergic reaction

Frequency not known

Hepatitis B reactivation, nephrotic syndrome, Stevens-John-
son syndrome, inflammation of the lungs, bleeding in the
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stomach or bowels, A reaction with fever, blisters on the skin,
and ulceration of the mucous membranes, Disease of the kid-
neys with symptoms including oedema and abnormal labora-
tory test results such as protein in the urine and low protein
level in the blood, Damage to blood vessels known as throm-
botic microangiopathy (TMA), including decreased red blood
cell count, decreased platelets, and formation of blood clots
The following can all be signs of serious side effects:

- If you have chest pain, difficulty breathing, coughing and
fainting

- if you experience unexpected bleeding or bruising with-
out having an injury

- if you find blood in your vomit, stools or urine, or have black
stools

21



- 1If you get signs of infections such as fever, severe chills
- if you get fever, sore mouth or throat, blistering or peeling
of your skin and/or mucous membranes

Contact your doctor immediately if you notice any of the
above.

‘ 5.How to store Dasatinib

- Store below 30 °C and protect from light and moisture.

- Keep this medicine out of the sight and reach of children.
- Wear latex or nitrile gloves when handling tablets that
have accidentally been crushed or broken.
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- Do not use this medicine after the expiry date which is
stated on the bottle label or box after EXP. 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.

[ E%\ 6. Contents of the pack and other information

L3

What Dasatinib contains:

- The active substance is Dasatinib (as monohydrate).
Each film-coated tablet contains 20 mg, 50 mg, 70 mg, 80
mg, 100 mg or 140 mg Dasatinib (as monohydrate).
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- The other ingredients are:
Lactose monohydrate, Microcrystalline cellulose, Cros-

carmellose sodium, Hydroxypropyl cellulose, Magnesium
stearate

Contents of the pack:
Each bottle contains 30 film-coated tablets.
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