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(Tarsoban
Erlotinib (as hydrochloride)
Oral film coated tablets: (100mg & 150mg)

(S Sobhan

Oncology

« Bilirubin

periodic liver function testing should be considered, dose reduction or interruption of
Tarsoban® should be considered if changes in liver function are severe.
 Prothrombin time (INR)

Patients concomitantly receiving warfarin or other coumarin-derivative anti
coagulants should be monitored regularly for changes in prothrombin time or INR;
INR elevations and bleeding including gastrointestinal bleeding have been reported.

Read all of this 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 use it in same condition or
pass it on to others. It may harm them, even if their symptoms are the same as
yours.

In this leaflet:

1- What Tarsoban® is and what it is used for

2- Before you take Tarsoban®

3- How to take Tarsoban®

4- Possible side effects

5- Storing Tarsoban®

6- Further information

1- What Tarsoban® is and what it is used for

Erlotinib (the active ingredient of Tarsoban®) is an antineoplastic agent and a
tyrosine kinase inhibitor. Erlotinib is a medicine used to treat cancer by inhibition
the intracellular phosphorylation of tyrosine kinase associated with a protein called
epidermal growth factor receptor (EGFR) which is expressed on the surface of
normal cells and cancer cells.

Tarsoban® is used to treat:

Non-small cell lung cancer (NSCLC):

Tarsoban® is indicated for the treatment of patients with locally advanced or
metastatic non-small cell lung cancer after failure of at least one prior chemotherapy
regimen.

Pancreatic cancer:

Tarsoban® in combination with gemcitabine is indicated for the first-line treatment of
patients with locally advanced unresectable or metastatic pancreatic cancer.

2- Before you take Tarsoban®:

When you must not use Tarsoban®:

If you are allergic to erlotinib or any of the ingredients of this medicine (except under
special circumstances).

This medicine contains Lactose, if you have intolerance to this ingredient; please
consult your physician before taking the drug.

Use in Pregnancy:

Adequate and well-controlled studies with Erlotinib in Pregnant women have not
been done. Women of childbearing potential should be advised to avoid pregnancy
while receiving Tarsoban® therapy. Adequate contraceptive methods should be
used during therapy and for at least two weeks following completion of therapy.
(Category D)

Use in lactation:

It is not known whether erlotinib is excreted in human milk. Because many drugs are
distributed in human milk and because of the potential risks to the infants, women
should be advised against breast-feeding while receiving Tarsoban® therapy.
Smokers:

Patients should be advised to stop smoking. If a patient continues to smoke,a
cautious increase in the dose of Tarsoban®, not exceeding 300mg,may be considered,
while monitoring the patient’s safety. However, efficacy and long-term safety (more
than 14 days) of a dose higher than the recommended starting doses have not been
established in patients who continue to smoke cigarettes. If the Tarsoban® dose is
adjusted upward, the dose should be reduced immediately to the indicated starting
dose upon cessation of smoking.

Hepatic function impairment:

Patients with hepatic function impairment (total bilirubin higher than the upper limit
of normal (ULN) or Child-Pugh class A, B or C) should be closely monitored during
therapy with Tarsoban®. Treatment with Tarsoban® should be used with extra caution
in patients with total bilirubin more than 3 times ULN. A dose reduction or interruption
of Tarsoban®should be considered if changes in liver function are severe.

The following may be especially important in patient monitoring:

* Alanine aminotransferase (ALT)

« Aspartate aminotransferase (AST)

Drug i

CYP3A4 inducers:

Rifampin, rifabutin, rifapentin, phenytoin, carbamazepine, Phenobarbital, St. John’s
Wort; may decrease the amount of erlotinib in your blood. If an alternative treatment
is unavailable, an increase in the dose of erlotinib should be considered as tolerated
at 2-week intervals while monitoring the patient's safety.

CYP3A4 inhibitors:

Ketoconazole, atazanavir, clarithromycin, indinavir, itraconazole, nefazodone,
nelfinavir, ritonavir, saquinavir, telithromycin, troleandomycin, voriconazole,
grapefruit, may increase the amount of erlotinib in your blood. A dose reduction
should be considered if severe adverse reactions occur.

Warfarin and Other coumarin-derivative anticoagulants:

Gastrointestinal bleeding has been reported with concomitant administration of
warfarin and erlotinib: monitor regularly for changes in prothrombin time or INR.
Grapefruit or grapefruit juice:

May increase erlotinib blood concentration, coadminister with caution.

NSAIDs:

Concomitant use with erlotinib may increase risk of gastrointestinal bleeding .
Warnings/precautions

Pulmonary Toxicity

In the lung cancer trials, most of the cases were associated with confounding or
contributing factors such as concomitant/prior chemotherapy, prior radiotherapy,
pre-existing parenchymal lung disease, metastatic lung disease or pulmonary
infections.

Renal effects

In the event of dehydration, particularly in patients with contributing risk factors
for renal failure, interrupt Tarsoban® therapy and take appropriate measures to
intensively rehydrate the patient. Periodically monitor renal function and serum
electrolytes in patients at risk of dehydration.

Gl perforation

Patients receiving concomitant antiangiogenic agents, corticosteroids, NSAIDs,
and/or taxane-based chemotherapy, or who have a history of peptic ulceration or
diverticular disease are at increased risk.

Permanently discontinue Tarsoban® in patients who develop Gl perforation
Dermatologic effects

Interrupt or discontinue Tarsoban® treatment if the patient develops severe bullous,
blistering or exfoliating conditions.

3- How to take Tarsoban®

Patient receiving Tarsoban® should be under the supervision of a physician.
Instruction of usage of drug and duration of medication should be decided by
physician, based on the type, severity, and progression of disease.

Take on an empty stomach 1 hour before or 2 to 3 hours after a meal.

If you miss a dose of Tarsoban®, take your dose as soon as possible, unless it is
almost time for your next dose, in which case don’t take the missed dose. Don’t take
a doubled dose, then return to your usual dosing schedule.

« Tell your doctor if the following signs or symptoms occur: anorexia, nausea, severe
or persistent diarrhea. or vomiting; eye irritation; onset or worsening of skin rash;
onset or worsening of unexplained shortness of breath or cough.

« Skin reactions are anticipated when taking Tarsoban®. Protective intervention may
include alcohol-free emollient cream and use of sunscreen or avoidance of sun
exposure.

Duration of treatment:

Tarsoban® treatment should continue until disease progression or unacceptable
toxicity occurs.

Usual adult dose:

Non-small cell lung cancer: Oral, 150mg daily at least 1 hour before or 2 hours after
a meal. For patients pretreated with a CYP3A4 inducer, a dose of Tarsoban® greater
than 150 mg should be considered.

Pancreatic cancer: Oral, 100 mg daily at least 1 hour before or 2 hours after a meal,
in combination with gemcitabine. For patients pretreated with a CYP3A4 inducer, a
dose of Tarsoban® greater than 150 mg should be considered.

Usual pediatric dose:

Safety and effectiveness in pediatric patients have not been established.

Usual geriatric dose:

No dosage adjustments are recommended in elderly patients.

Overdose:

Based on the data from these studies, an unacceptable incidence of severe adverse

reactions, such as diarrhea; elevated liver transaminase, and rash, may occur above

the recommended dose of 150 mg daily.

There is no known specific antidote to erlotinib. Treatment is generally symptomatic

and supportive. In case of suspected overdose, withhold erlotinib and institute

symptomatic treatment.

4- Possible side effects

Every medicine has some side effects or risks associated with its use. Although

most people take medicines without experiencing any side effects, some may be

affected. In these cases, please consult your physician or pharmacist. Many side

effects of antineoplastic therapy are unavoidable and represent the medication’s

pharmacologic action. Some of these are actually used as parameters to aid in

individual dosage titration. The following side/adverse effects have been selected on

the basis of their potential clinical significance:

Those indi need for i

« Incidence more frequent:

Cough, diarrhea, severe, dyspnea (shortness of breath; difficult or labored breathing;

tightness in chest; wheezing); fever; neuropathy (burning, tingling, numbness or pain

in the hands, arms, feet or legs; sensation of pins and needles; stabbing pain); rash,

severe.

« Incidence rare:

Cerebrovascular accident (blurred vision, headache sudden and severe; inability to

speak; seizures; slurred speech; temporary blindness; weakness in arm and/or leg

on one side of the body, sudden and severe); corneal ulceration (eye irritation, or

redness); gastrointestinal bleeding (bloody or black, tarry stools; vomiting of blood

or material that looks like coffee grounds; severe stomach pain; constipation);

keratitis (eye redness, irritation or pain); microangiopathic hemolytic anemia

with thrombocytopenia (sudden weakness in arms or legs; sudden, severe chest

pain);myocardial infarction/ischemia(chest pain or discomfort; pain or discomfort in

arms, jaw, back or neck; shortness of breath; nausea; sweating; vomiting).

Those indicating need for medical attention only if they continue or are

bothersome:

« Incidence more frequent:

Abdominal pain(stomach pain); alopecia (hair loss); anorexia (loss of appetite);

anxiety (fear; nervousness); bone pain; conjunctivitis (redness, pain, swelling of eyes;

burning, dry or itching eyes; discharge); constipation; depression (discouragement;

feeling sad or empty; irritability; lack of appetite; loss of interest or pleasure;

tiredness; trouble concentrating; trouble sleeping); diarrhea, mild; dizziness; dry

skin; dyspepsia; edema (swelling); fatigue; flatulence; headache; infection (fever or

chills; cough or hoarseness; lower back or side pain; painfull or difficult urination);

insomnia; Keratoconjunctivitis sicca (dryness of the eye); myalgia (joint pain; swollen

joints; muscle aching or cramping or stiffness; difficulty in moving); nausea; itching

skin; rash, mild; fever; rigors (feeling unusually cold; shivering); stomatitis (swelling

or inflammation of the mouth); vomiting; weight decreased.

5- Storing Tarsoban®:

« Keep out of reach and sight of children.

« Store below 30°C.

« Protect from light and moisture.

6- Further information

What Tarsoban® contains

Active substance:

1 Film coated tablet contains 100mg or 150mg Erlotinib (as hydrochloride).

Other ingredient:

Lactose monohydrate; Microcrystalline cellulose; Magnesium stearate; Sodium

starch glycolate; Sodium lauryl sulfate; Croscarmellose sodium; povidone; Purified

water; Colloidal anhydrous silica; Coatafilm® (coating agent).

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