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Oncocap®

(Capecitabine 500 mg)
Film- coated tablet

Patient’s Leaflet

 Read all of this leaflet carefully before you start using this medicine because
it contains important information for you. Keep this leaflet, you may need to
read it again. You should read the leaflet upon every update. If you have any
further questions, ask your doctor or pharmacist.

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

« |f any of the side effects gets serious, or you notice any side effects not listed
in this leaflet, please inform your doctor or pharmacist

In this leaflet you will read about:

1- What is Oncocap?

2- What are the possible side effects of Oncocap?

3- Warnings and precautions

4- How to store Oncocap

5- How to dispose Oncocap

1-What is Oncocap?

Drug Form:

Film- coated tablet

Active ingredient:

each Oncocap tablet contains 500 mg Capecitabine.

Uses:

« Colon and Colorectal cancer

« Breast cancer

« Esophageal cancer (cancer of the gastroesophageal junction)

« Gastric cancer

Mechanism of action

Capecitabine is a fluoropyrimidine carbamate for oral use and belongs to
the group of tumor-activated and tumor-selective cytostatics. It is not by
itself cytotoxic, but is converted by three enzymatic steps, the final step
preferentially in the tumor, into the cytotoxic active substance 5-FU. 5-FU
inhibits cell division by blocking DNA synthesis (enzyme inhibition), resulting
in the formation of structurally defective RNA (incorporation of 5-FU), which
directly affects protein biosynthesis and resulting in the inhibition of cellular
mitosis.

Dosage and administration

Oncocap should be taken exactly as prescribed by your doctor.

Dosage adjustments will be made by your doctor if you have renal or hepatic
impairments.

Oncocap tablets are to be taken within 30 minutes after meal with a full glass
of water.

2- Possible side effects of Oncocap

Undesirable side effects of single therapy with Capecitabine is reported as
following, Frequency rankings: very common (>10%), common (>1%, <10%):
Very common: rhinopharyngite (more than 13% in combination therapy
of Herceptin + Cisplatin) lymphocytopenia, anemia, thrombocytopenia,
neutropenia, febrile neutropenia (mainly in combination with Docetaxel and
Cisplatin with or without Epirubicin), anorexia, increase of blood sugar,
hypocalcemia, hyponatremia, reduced appetite, increased tear secretion
(mostly in combination with Docetaxel), hypertension ( mostly in combination
with Bevacizumab), nausea, diarrhea, vomiting, abdomainl pain, constipation,
dyspepsia, elevation in ASAT, ALAT, bilirubin, alkaline phosphatase, food-hand
syndrome, dermatitis, nail changes (nail discolouration, onycholysis), alopecia
(mainly in combination with Docetaxel or Cisplatin with or without Epirubisin,
pain in the limb, elevation in serum creatinine, exhaustion, fever, asthenia,
fatigue, temperature intolerance, weight loss (in up to 23% in Combination
with Cisplatin, pyrexia (in up to 20% in combination with Herceptin +
Cisplatin), edema, taste disturbance, paresthesia, peripheral neuropathy,
peripheral sensory neuropathy, general neuropathy, dysgeusia, dysthesia,
dizziness, headache.

Common:

Herpes simplex infections, oral Candidiasis, pneumonia, septic shock (both
in combination with Herceptin + Cisplatin), bladderitis ( in combination with
Cisplatin), hypersensitivity reactions mainly in combination with oxaliplatin
or Herceptin + Cisplatin, Granulocytopenia, Hypercalcemia, Hypokalemia,
dehydration, weight loss, depression, anxiety, conjunctivitis, eye irritation,
blurred vision, heart infraction/ischemia, palpitations (in combination with
Herceptin + Cisplatin), hypotension (in combination with Herceptin + Cisplatin),
dyspnea, epistaxis, cough, pharyngolaryngeal and oropharyngeal pain,
rhinorrhea, dysphonia, pulmonary embolism (in combination with Cisplatin).
epigastric discomfort, abdominal distension, dry mouth, flatulence, oral
pain, gastritis, dysphagia, gastrointestinal hemorrhage (in combination with
Herceptin + Cisplatin) dry skin, rash, erythema, pigmentation disturbances,
pruritus, localized exfoliation, skin fissures, limb pain, back pain, rigor and
pain in jaw, muscle weakness, tinnitus, hypoacusis (both in combination
with Herceptin + Cisplatin), vertigo. Fever, malaise, pain, insomnia, lethargy,
hypoesthesia, hyperesthesia, polyneuropathy, tremor.

In case you notice any other side effects beside mentioned above, you must
inform your doctor or pharmacist.

3- Warnings and precautions

* Oncocap should be prescribed only by a suitably qualified doctor with
experience in the use of antineoplastic drugs.

« Since Oncocap is usually taken at home, patients must be informed of the
possible side effects before starting treatment and specifically told what to do
when such effects occur.

« Patients receiving Oncocap should be closely monitored for side effects.

» Most side effects are reversible and do not require permanent discontinuation
of therapy, though in certain situations it may be necessary to interrupt

treatment and/ or reduce the dosage

» Dose-limiting side effects include diarrhea, hand-foot syndrome, nausea,
stomatitis and abdominal pain.

Contraindications:

* Hypersensitivity to the active ingredient, to other fluoropyrimidines
(fluorouracil [5-FU]) or to any of the excipients.

* Known severe dihydropyrimidine dehydrogenase (DPD) deficiency.

« Pregnancy and lactation.

« Severe renal impairment.

« Severe hepatic impairment.

« Concomitant treatment with brivudine or with chemically related substances,
such as sorivudine.

Pregnancy and Lactation

Oncocap should not be used during pregnancy, it can causes harms to the
fetus. If Oncocap is administered during pregnancy or the patient becomes
pregnant during treatment, the patient must be informed about the potential
risk to the fetus. Women of childbearing potential should be advised to avoid
becoming pregnant while receiving treatment with Oncocap. Women and men
receiving treatment with Oncocap should employ contraceptive measures.
Breastfeeding should be avoided during treatment with Oncocap. It is not
known whether Oncocap is excreted in the milk.

4- How to store Oncocap

Oncocap comes in 120 tablets in one box. Each blister has 10 tablets
containing 500 mg Capecitabine.

Storage:

Oncocap should not be stored above 30°C. Keep Oncocap away from moisture
and keep it in the original packaging.

5- How to dispose Oncocap?

Any unused medicinal products after the end of treatment or by the expiry date
should be returned in their original packaging to the place of supply (physician
or pharmacist) for proper disposal.
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