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PATIENT INFORMATION LEAFLET: 

 

SCHEDULING STATUS:  

 

DASATINIB 20 TEVA (film-coated tablets) 

DASATINIB 50 TEVA (film-coated tablets) 

DASATINIB 70 TEVA (film-coated tablets) 

DASATINIB 100 TEVA (film-coated tablets) 

Dasatinib. 

DASATINIB 20 TEVA contains sugar (lactose monohydrate) 26,26 mg per tablet. 

DASATINIB 50 TEVA contains sugar (lactose monohydrate) 65,65 mg per tablet. 

DASATINIB 70 TEVA contains sugar (lactose monohydrate) 91,92 mg per tablet. 

DASATINIB 100 TEVA contains sugar (lactose monohydrate) 131,31 mg per tablet. 

 

Read all of this leaflet carefully before you start taking DASATINIB TEVA. 

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

• If you have further questions, please ask your doctor, pharmacist, nurse or other healthcare provider. 

• DASATINIB TEVA has been prescribed for you personally and you should not share your medicine 

with other people.  It may harm them, even if their symptoms are the same as yours. 

 

 

WHAT IS IN THIS LEAFLET: 

1. WHAT DASATINIB TEVA IS AND WHAT IT IS USED FOR 

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE DASATINIB TEVA 

S4 
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3. HOW TO TAKE DASATINIB TEVA 

4. POSSIBLE SIDE EFFECTS 

5. HOW TO STORE DASATINIB TEVA 

6. CONTENTS OF THE PACK AND OTHER INFORMATION 

 

1. WHAT DASATINIB TEVA IS AND WHAT IT IS USED FOR: 

DASATINIB TEVA contains the active substance dasatinib.  

 

DASATINIB TEVA (dasatinib) is used to treat adults who have chronic myeloid leukaemia (CML) or have 

Philadelphia chromosome positive or Ph+ acute lymphoblastic leukaemia (ALL). 

 

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE DASATINIB TEVA: 

Do not take DASATINIB TEVA: 

• if you are hypersensitive (allergic) to dasatinib or any of the other ingredients of DASATINIB TEVA 

(listed in section 6)  

• using H2 blockers or proton pump inhibitors with DASATINIB TEVA is not recommended. 

 

Warnings and precautions: 

Take special care with DASATINIB TEVA: 

• if you have a liver problem 

• if you have problems with your immune system 

• if you are taking medicines to thin the blood or prevent clots (see Other medicines and DASATINIB 

TEVA) 

• if you have heart problems, including a condition called congenital long QT syndrome 

• if you have low potassium or low magnesium levels in your blood 
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• if you start having difficulty breathing, chest pain, or a cough when taking DASATINIB TEVA: this 

may be a sign of fluid retention in the lungs or chest (which can be more common in patients aged 65 

years or older), or due to changes in the blood vessels supplying the lungs 

• if you experience bruising, bleeding, fever, fatigue and confusion when taking DASATINIB TEVA, 

contact your doctor. This may be a sign of damage to blood vessels known as thrombotic 

microangiopathy (TMA) 

• if you have ever had or might now have hepatitis B infection. This is because DASATINIB TEVA 

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 

• if you have a history of skin problems  

• if you have a history of stroke. 

 

Your doctor will regularly monitor your condition to check whether DASATINIB TEVA is having the 

desired effect.  You will also have blood tests regularly while you are taking DASATINIB TEVA. 

 

Children and adolescents: 

DASATINIB TEVA has not been studied in children. 

 

Other medicines and DASATINIB TEVA: 

Always tell your healthcare provider if you are taking any other medicines. (This includes all 

complementary or traditional medicines).  

 

DASATINIB TEVA is eliminated from your body through the liver.  The use of certain other medicines 

may alter the levels of DASATINIB TEVA in your bloodstream.  Likewise, levels of other medicines in 

your bloodstream can be affected by DASATINIB TEVA.  Such changes can increase the side effects, or 



Applicant: Teva Pharmaceuticals (Pty) Ltd Product:   DASATINIB TEVA 20, 50 , 70 & 100 - film-coated tablets 
Reg No: 
DASATINIB 20 TEVA: 55/26/0448 
DASATINIB 50 TEVA: 55/26/0449 
DASATINIB 70 TEVA: 55/26/0450 
DASATINIB 100 TEVA: 55/26/0451 

Each film-coated tablet contains dasatinib monohydrate equivalent to  
20 mg, 50 mg, 70 mg or 100 mg dasatinib. 

 

Module 1.3.2 Patient Information Leaflet                                                                                            Page 4 of 16   

reduce the activity of the medicines you are taking, including DASATINIB TEVA. 

 

• Medicines that increase the amount of DASATINIB TEVA in your bloodstream are: 

- ketoconazole, itraconazole – these are antifungal medicines 

- ritonavir, atazanavir, indinavir, nelfinavir, saquinavir – antiviral medicines 

- telithromycin, erythromycin and clarithromycin – these are antibiotics 

 

• Medicines that decrease the amount of DASATINIB TEVA in your bloodstream are: 

- dexamethasone – a corticosteroid medicine 

- phenytoin, carbamazepine, phenobarbital – these are treatments for epilepsy 

- rifampicin – this is treatment for tuberculosis 

- St. John’s Wort - a herbal preparation obtained without a prescription, used to treat depression and other 

conditions  

 

• Medicines whose blood levels might be altered by DASATINIB TEVA are simvastatin (cholesterol 

lowering medicine), allergy medicines such as astemizole and terfenadine, cisapride (used to treat 

heartburn), pimozide (used to reduce uncontrolled movements or outbursts), quinidine and bepridil 

(used to regulate the heartbeat) or ergot alkaloids e.g. ergotamine, dihydroergotamine (used to treat 

migraines).  

 

DASATINIB TEVA is best absorbed from your stomach into your bloodstream in the presence of stomach 

acid.  You should avoid taking medicines that reduce stomach acid such as cimetidine and famotidine, 

while taking DASATINIB TEVA.  Medicines that neutralise stomach acid, such as aluminium 

hydroxide/magnesium hydroxide, calcium carbonate, or calcium carbonate and magnesium hydroxide may 

be taken up to 2 hours before or 2 hours after DASATINIB TEVA. 
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Since DASATINIB TEVA therapy may cause bleeding, tell your healthcare provider if you are using blood 

thinners, such as warfarin or aspirin. 

 

DASATINIB TEVA with food and drink and alcohol: 

Do not drink grapefruit juice when you are taking DASATINIB TEVA. 

 

Pregnancy, breastfeeding and fertility: 

If you are pregnant or breastfeeding, think you may be pregnant or are planning to have a baby, please 

consult your doctor, pharmacist or other healthcare provider for advice before taking this medicine. 

 

Sexually active men who take DASATINIB TEVA, are advised to use a condom to avoid pregnancy in 

their partner. 

 

Women who are pregnant or planning to become pregnant should not take DASATINIB TEVA. 

DASATINIB TEVA may harm the baby when given to a pregnant woman.  Women should avoid becoming 

pregnant while undergoing treatment with DASATINIB TEVA. 

 

Breastfeeding: 

It is not known if DASATINIB TEVA can pass into your breast milk or if it can harm your baby.  Do not 

breastfeed if you are taking DASATINIB TEVA. 

 

Driving and using machines: 

No studies of the effects on the ability to drive and use machines when taking DASATINIB TEVA have 

been performed. DASATINIB TEVA has minor influence on the ability to drive and use machines. Patients 
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should be advised that they may experience adverse reactions such as dizziness or blurred vision during 

treatment with DASATINIB TEVA. Therefore, caution should be recommended when driving a car or 

operating machine. 

 

It is not always possible to predict to what extent DASATINIB TEVA may interfere with your activities. 

You should ensure that you do not engage in the following activities (e.g. driving, riding, flying, sailing, 

operating machines/equipment) until you are aware of the measure to which DASATINIB TEVA affects 

you. 

 

DASATINIB TEVA contains lactose monohydrate: 

If you have been told by your doctor that you have an intolerance to some sugars, contact your doctor 

before taking DASATINIB TEVA. 

 

3. HOW TO TAKE DASATINIB TEVA: 

Do not share medicines prescribed for you with any other person. 

Always take DASATINIB TEVA exactly as your doctor or pharmacist has told you.  Check with your 

doctor or pharmacist if you are not sure. 

The usual dose is: 

• The recommended starting dose for DASATINIB TEVA in patients with chronic phase CML is 100 

mg once daily, with or without a meal.  The recommended starting dose for DASATINIB TEVA in 

patients with accelerated, myeloid or lymphoid blast phase CML or Ph+ ALL is 70 mg twice daily, 

with or without a meal.  Try to take DASATINIB TEVA at the same time each day. 

• Swallow DASATINIB TEVA tablets whole.  Do not break, cut, chew or crush the tablets. 

• Depending on your response to treatment and any side effects that you may experience, your doctor 

may adjust your dose of DASATINIB TEVA upward or downward or may temporarily discontinue 
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DASATINIB TEVA. 

 

Your doctor will tell you how long your treatment with DASATINIB TEVA will last.  Do not stop 

treatment early. If you have the impression that the effect of DASATINIB TEVA is too strong or too weak, 

tell your doctor or pharmacist.  

 

If you take more DASATINIB TEVA than you should: 

In the event of overdosage, consult your doctor or pharmacist.  If neither is available, contact the nearest 

hospital or poison centre. 

 

If you forget to take DASATINIB TEVA: 

If you miss a dose of DASATINIB TEVA, take your next scheduled dose at its regular time.  Do not take a 

double dose to make up for forgotten individual doses.  Call your doctor or pharmacist if you are not sure 

what to do. 

 

4. POSSIBLE SIDE EFFECTS: 

DASATINIB TEVA can have side effects. 

Not all side effects reported for DASATINIB TEVA are included in this leaflet. Should your general health 

worsen or if you experience any untoward effects while taking DASATINIB TEVA, please consult your 

healthcare provider for advice. 

 

The following information describes the most important side effects of DASATINIB TEVA.  It is not a 

comprehensive list of all side effects recorded in clinical trials with DASATINIB TEVA.  You should 

report any unusual symptoms to your doctor. 
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If any of the following happens, stop taking DASATINIB TEVA and tell your doctor immediately or go to 

the casualty department at your nearest hospital: 

• swelling of the hands, feet, ankles, face, lips and mouth or throat, which may cause difficulty in 

swallowing or breathing, 

• rash or itching, 

• fainting. 

These are all very serious side effects. If you have them, you may have had a serious reaction to 

DASATINIB TEVA. You may need urgent medical attention or hospitalisation. 

 

Tell your doctor immediately or go to the casualty department at your nearest hospital if you notice any of 

the following:  

• if you have chest pain, difficulty breathing, coughing and fainting 

• if you experience unexpected bleeding or bruising without having an injury 

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

• if 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. 

These are all serious side effects. You may need urgent medical attention. 

 

Tell your doctor if you notice any of the following: 

Frequent side effects: 

• infections (including bacterial, viral and fungal), pneumonia, herpes viral infection, upper respiratory 

infection, serious infection of the blood or tissues (including fatal outcome) 

• low blood platelet count, low white blood cell count (neutropenia), anaemia, fluid around the lungs, 

fluid around the heart, fluid in the lungs, febrile neutropenia 

• loss of appetite, an excess of uric acid in the blood 
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• depression, sleeplessness 

• headache, bad taste, sleepiness, weakness, numbness and pain from nerve damage, usually in the hands 

and feet 

• visual disorder (including blurred vision and disturbed vision), dry eye 

• persistent noise in ears 

• irregular heartbeat, congestive heart failure, heart dysfunction, a sensation that the heart is racing, 

pounding, fluttering or skipping a beat, often bothersome, but hardly ever a sign of heart disease 

• bleeding, high blood pressure, flushing 

• shortness of breath, cough, increased blood pressure in the lungs, inflammation of lung tissue, a build-

up of fluid between the tissues that line the lungs and the chest 

• diarrhoea, feeling or being sick (nausea, vomiting), bloated or distended tummy (abdomen), 

inflammation of the colon, constipation, heartburn, mouth ulceration, gastritis 

• skin rash, skin tingling, itching, dry skin, acne, inflammation of the skin, hair loss, excessive 

perspiration 

• pain in the muscles, abdominal (tummy) pain, pain in joints, muscular weakness, stiffness in muscles 

and joints, muscle spasm 

• tiredness, fever, facial swelling, pain, chest pain, chills, swelling of the hands and feet, lack of energy 

• weight increase, weight decrease 

• blood or bleeding under the skin due to trauma of any kind; typically black and blue at first, with colour 

changes as healing progresses. 

 

Less frequent side effects: 

• swelling of the lymph nodes, low levels of lymphocytes (a type of white blood cell) in the blood, body's 

bone marrow fails to work properly 

• abnormally high thyroid function, a condition in which the thyroid gland doesn't produce enough 
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thyroid hormone, inflammation of the thyroid gland 

• abnormal blood test results and possibly impaired kidney function caused by the waste products of the 

dying tumour (tumour lysis syndrome), dehydration, high cholesterol levels in your blood, high blood 

sugar levels 

• anxiety, confusion, mood swings, lower sexual drive 

• fainting, tremor, loss of memory, stroke, temporary episode of neurologic dysfunction caused by loss of 

blood flow, facial nerve paralysis, dementia 

• ataxia (a condition associated with lack of muscular coordination), seizures, inflammation of the optic 

nerve that may cause a complete or partial loss of vision 

• sensitivity to light, visual impairment, increased eye tearing, inflammation of the eye 

• loss of hearing, spinning  

• heart attack (including fatal outcome), inflammation of the lining (fibrous sack) surrounding the heart, 

irregular heart rhythm, chest pain due to lack of blood supply to the heart (angina), low blood pressure, 

narrowing of airway that may cause breathing difficulties, 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 syndrome), cardiac arrest (stopping of blood flow from the heart), 

coronary (heart) artery disease 

• irregularity of the electrical activity of the heart, enlarged heart 

• low blood pressure, blood clots, blood clot to form and block one or more veins, usually in your legs, 

feel numb and cold in response to cold temperatures or stress 

• increased blood pressure in the arteries (blood vessels) of the lungs, inflammation of the tissue covering 

the heart and lungs, blood clots in the lungs, asthma, bronchoconstriction, condition in which fluid 

collects in the air sacs of the lungs, depriving organs of oxygen 

• inflammation of the pancreas, peptic ulcer, inflammation of the food pipe, swollen tummy (abdomen), 

tear in the skin of the anal canal, difficulty in swallowing, gastro-oesophageal reflux (heartburn), loss of 
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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 liver, blockage of bile ducts, inflammation of the gall bladder (causing yellowing 

of the skin and eyes) 

• allergic reaction including tender, red lumps on the skin (erythema nodosum), inflammation of the eye 

which causes redness or pain, a skin disease characterised by tender, red, well-defined blotches with the 

sudden onset of fever and raised white blood cell count (neutrophilic dermatosis), disturbance in skin 

colour, inflammation of fatty tissue under the skin, skin ulcer, blistering of the skin, nail disorder, hair 

disorder, hand-foot disorder 

• osteonecrosis (a disease of reduced blood flow to the bones, which can cause bone loss and bone death), 

arthritis, skin swelling anywhere in the body, blue-purple mottling of the skin, difficulty walking 

• kidney impairment (including renal failure), increased urination, protein in the urine 

• miscarriage 

• breast enlargement in men, menstrual disorder 

• losing balance while walking, inflammation of the skin blood vessels, skin fibrosis 

• raised creatine phosphokinase (an enzyme mainly found in the heart, brain and skeletal muscles), raised 

gamma-glutamyltransferase (an enzyme mainly found in the liver). 

 

Side effects with unknown frequency: 

• recurrence (reactivation) of hepatitis B infection when you have had hepatitis B in the past (a liver 

infection) 

• an irregular, often rapid heart rate that commonly causes poor blood flow 

• clinical syndromes defined by the presence of haemolytic anaemia (destruction of red blood cells), low 

platelets, and organ damage due to the formation of microscopic blood clots in capillaries and small 

arteries 
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• inflammation of the lungs  

• bleeding in the stomach or bowels that can cause death 

• a reaction with fever, blisters on the skin, and ulceration of the mucous membranes 

• disease of the kidneys with symptoms including oedema (build-up of fluid) and abnormal laboratory 

test results such as protein in the urine and low protein level in the blood.  

 

If you notice any side effects not mentioned in this leaflet, please inform your doctor or pharmacist. 

 

Your healthcare provider will monitor your blood counts frequently after you start DASATINIB TEVA and 

may adjust your dose of DASATINIB TEVA or withhold DASATINIB TEVA temporarily in the event 

your blood counts drop too low.  In some cases, you may need to receive transfusions of red blood cells or 

platelets.  Notify your doctor immediately if you develop a fever while taking DASATINIB TEVA. 

 

Reporting of side effects: 

If you get side effects, talk to your doctor, pharmacist or nurse. You can also report side effects to SAHPRA 

via the ‘6.04 Adverse Drug Reaction Reporting Form’, found online under SAHPRA’s publications:  

https://www.sahpra.org.za/Publications/Index/8. By reporting side effects, you can help provide more 

information on the safety of DASATINIB TEVA. 

 

5. HOW TO STORE DASATINIB TEVA: 

Store all medicines out of reach of children. 

• Store at or below 25 ºC. 

• Store in the original package to protect from moisture. 

• Keep the container well closed after first opening. 

• Do not use after the expiry date stated on the label. 
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• Return all unused medicine to your pharmacist. 

• Do not dispose of unused medicine in drains or sewerage systems (e.g. toilets). 

 

HDPE bottles with 30 film-coated tablets can be used for 1 month after first opening. HDPE bottles with 60 

film-coated tablets can be used for 2 months after first opening. HDPE bottles with 100 film-coated tablets 

can be used for 3 months after first opening. 

 

6. CONTENTS OF THE PACK AND OTHER INFORMATION: 

What DASATINIB TEVA contains: 

The active substance is dasatinib (as monohydrate).  

Each film-coated tablet contains dasatinib monohydrate equivalent to 20, 50, 70 or 100 mg dasatinib. 

The other ingredients are: 

Tablets: 

croscarmellose sodium, type A 

cellulose, microcrystalline, type 101 & 102 

hydroxypropyl cellulose, type E 

lactose monohydrate 

magnesium stearate 

 

Film coating: 

Opadry YS-1 7027 white contains: 

hypromellose 2910 (6 cP) 

titanium dioxide 

triacetin 
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What DASATINIB TEVA looks like and contents of the pack: 

DASATINIB 20 TEVA film-coated tablets are round, white to off-white with bevelled edges and debossed 

‘20’ on one side of the tablet. 

DASATINIB 50 TEVA film-coated tablets are oval, white to off-white with bevelled edges and debossed 

‘50’ on one side of the tablet. 

DASATINIB 70 TEVA film-coated tablets are round, white to off-white with bevelled edges and debossed 

‘70’ on one side of the tablet. 

DASATINIB 100 TEVA film-coated tablets are oval, white to off-white with bevelled edges and debossed 

‘100’ on one side of the tablet. 

 

DASATINIB TEVA film-coated tablets are packed in two types of packaging items:  

Blisters: 

Tablets are packed into OPA/Al/PVC//Al blisters. The blister(s) and leaflet are inserted into a carton unit 

box. 

Pack sizes for DASATINIB 20 TEVA, DASATINIB 50 TEVA and DASATINIB 70 TEVA: 30 and 60 

film-coated tablets in blisters or 56 x 1 and 60 x 1 film-coated tablets in perforated unit-dose blisters. 

Pack sizes for DASATINIB 100 TEVA: 30 film-coated tablets in blisters or 30 x 1 film-coated tablets in 

perforated unit-dose blisters. 

 

Bottles: 

DASATINIB 20 TEVA, DASATINIB 50 TEVA and DASATINIB 70 TEVA: film-coated tablets are 

packaged in a white, high density polyethylene (HDPE) bottle containing 60 tablets with a polypropylene 

(PP) child resistant closure with inner seal for induction sealing. 

 

DASATINIB 100 TEVA: film-coated tablets are packaged in a white, high density polyethylene (HDPE) 
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bottle containing 30 tablets with a polypropylene (PP) child resistant closure with inner seal for induction 

sealing. 

Each bottle and leaflet are inserted into a carton unit box. 

One canister of desiccant (1 g) is inserted into each HDPE bottle. 

 

Not all pack sizes may be marketed. 

 

Holder of Certificate of Registration: 

Teva Pharmaceuticals (Pty) Ltd,  

Maxwell Office Park,  

Magwa Crescent West,  

Waterfall City,  

Midrand,  

Gauteng,  

South Africa,  

2090 

Tel: +27 11 055 0200 

 

This leaflet was last revised in: 

15 November 2022  
 

Registration number: 
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