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Sobhan

Oncology

CAMSOBAN’ ¢

Irinotecan hydrochloride
Concentrate for Solution for Infusion
(40 mg/2 mL, 100 mg/5 mL and 300 mg/15 mL)

Read this entire 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 pass
it on to others. It may harm them, even if their symptoms

are the same as yours.

What is in this leaflet:

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

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

4, Possible side effects

5. How to store Camsoban®

6. Contents of the pack and other information

1. What Camsoban® is and what it is used for
Camsoban®(Irinotecan hydrochloride)inhibits topoisomerase
|, an enzyme involved in DNA replication.

Camsoban® is used for:

- Treatment of metastatic colorectal cancer in combination
with fluorouracil and folinic acid or as monotherapy when
treatment containing fluorouracil has failed

- Treatment of epidermal growth factor receptor-expressing
metastatic colorectal cancer after failure of chemotherapy
that has included irinotecan (in combination with cetuximab)
- First-line treatment of metastatic carcinoma of the colon
or rectum (in combination with fluorouracil, folinic acid and
bevacizumab)

- First-line treatment of metastatic colorectal carcinoma (in
combination with capecitabine with or without bevacizumab)
- Metastatic adenocarcinoma of the pancreas in patients
wha have progressed following gemcitabine-based therapy
(in combination with fluorouracil and leucovorin)

2. What you need to know before you are given Camsoban®
Do not take Camsoban®:

- If you are allergic to Irinotecan hydrochloride or any of the
other ingredients of this medicine (listed in section 6 “What
Camsoban® contains’)

Cautions:

Raised plasma-bilirubin concentration, risk factors for
cardiac disease, risk factors for pulmonary toxicity,
underweight patients (increased risk of adverse events)
Contra-indications:

Bowel obstruction, chronic inflammatory bowel disease
Monitoring requirements:

- Monitor for respiratory symptoms in patients with risk factors
forinterstitial lung disease before and during treatment

- Monitor complete blood count weekly during treatment.

- Hepatic impairments: Use with caution if bilirubin
concentration 1.5-3 times the upper limit of normal (risk of
decreased clearance)-monitor liver function at baseline and
before each cycle; avoid if bilirubin cancentration greater than
3 times the upper limit of normal (no information available for
combination therapy).

Other medicines and Camsoban®:

Camsoban® can interact with a number of medicines and
supplements, which may either raise or lower the level of
the medicine in your blood. Tell your doctor or pharmacist
if you are using, have recently used or might use any of the
following:

- Medicines used to treat seizure (carbamazepine, phenobarbital,
phenytoin and fosphenytoin)

- Medicines used to treat fungal infection (ketoconazole,
itraconazole, voriconazole and posaconazole)

- Medicines used to treat bacterial infection (clarithromycine,
erythromycin and telithromycine)

- Medicines used to treat tuberculosis (rifampicin and rifabutin)

- St. John's Wort (a herbal dietary supplement)

- Live attenuated vaccines

- Medicines used to treat HIV (indinavir, ritonavir, amprenavir,
fosamprenavir, nelfinavir, atazanavir, and others)

- Medicines used to suppress your body's immune system to
prevent transplant rejection (cyclosporine and tacrolimus)
- Medicines used to treat cancer (regorafenib, crizotinib,
idelalisib and apalutamide)

- Vitamin K antagonists (common blood thinner such as
Warfarin)

- Medicines used to relax muscles used during general
anaesthesia and surgery (suxamethonium)

- b-fluorouracil/folinic acid

- Bevacizumab (a blood vessel growth inhibitor)

- Cetuximab (an EGF receptor inhibitor)

Tell your doctor, pharmacist or nurse before being given
Camsoban® if you are already having, or have recently had
chemotherapy (and radiotherapy).

Don't start or stop taking any medicines while you are on
Camsoban® without talking with your doctor first.

This medicine can cause serious diarrhea. Try to avoid
laxatives and stool softeners while taking this medicine.
Pregnancy and Contraception:

If you are pregnant, think you may be pregnant or are
planning to have a baby, ask your doctor or pharmacist for
advice before taking this medicine.

Effective contraception must be used during treatment and
for up to 1 month after treatment in women of child-bearing
potential, and up to 3 months after treatment in men.
Breast-feeding:

Irinotecan hydrochloride and its metabolite were measured
in human milk. Breast-feeding should be discontinued for
the duration of your treatment with this medicine.

Driving and using machines

You may notice that you are dizzy and/or have visual
disturbances in the first 24 hours or so after you take this
medicine. Do not drive or operate machinery if you have
this side effect.

3. How Camsoban® is used

Camsoban® is given by intravenous infusion, in at least 250
mL of glucose 5%, or sodium chloride 0.9%. In the treatment
of refractory colorectal malignancies one suggested single-
agent dose regimen is irinotecan hydrochloride 125 mg/m?
infused over 90 minutes once a week for 4 weeks, followed
by a 2-week rest period. Another regimen requires an initial
dose of 350 mg/mZ over 30 to 90 minutes repeated every 3
weeks.

Camsoban® may also be given as part of a regimen with
fluorouracil and folinic acid in the first-line treatment of
metastatic colorectal cancer. The irinotecan hydrochloride
component of the course may be given at a dose of 180 mg/
m? over 30 to 90 minutes every 2 weeks. Alternatively, 125
mg/m? may be given weekly, usually on days 1, 8, 15, and 22
of a 42-day cycle.

4. Possible side effects

Common or very common
Alopecia, anaemia(dose-limiting) appetite  decreased,
asthenia, cholinergic syndrome, constipation, decreased
leucocytes, diarrhea (delayed diarrhea requires prompt
treatment), dizziness, dysphonia, dyspnea, electrolyte
imbalance, embolism and thrombosis, febrile neutropenia
(dose-limiting), fever, imbalance, gastrointestinal discomfort,
gastrointestinal disorders, hypoalbuminaemia, hypoglycaemia,
hypotension, increased risk of infection, infusion related
reaction, insomnia, mucositis, nausea, neutropenia (dose-
limiting), oedema, renal impairment, sepsis, stomatitis, taste
altered, thrombocytopenia (dose-limiting), vomiting, weight
decreased, pancreatitis, and increases in liver enzymes,
bilirubin, creatinine, amylase, and lipase

Uncommon

Hypersensitivity, hypoxia, nail discoloration, skin reactions

Frequency not known

Antibiotic  associated  colitis,

circulatory  collapse,

gastrointestinal  haemorrhage, hiccups, hypertension,
interstitial lung disease, muscle cramps, paraesthesia,
speech disorder, ulcerative colitis, anaphylaxis, mild injection
site reactions, cough, thromboembolic events including
myocardial ischemia and infarction, cerebral infarction,
pulmonary embolism, arterial thrombosis, angina, and
vascular disorders

Side effects, further information:

Nausea, vomiting, and diarrhea are common with Camsoban®,
and can be severe. Acute diarrhea, occurring within 24 hours
of a dose, may be part of a transient cholinergic syndrome
which can also include sweating, hypersalivation, abdominal
cramps, lachrymation, miosis, conjunctivitis, vasodilatation,
hypotension, chills, and dizziness.

5. How to store Camsoban®

- Store below 25°C.

- Store in the original package in order to protect from light.
- Do not freeze.

- Keep out of sight and reach of children.

- Do not use Camsoban® after the expiry date which is stated
on the carton after "EXP".

- Medicines should not be disposed of via wastewater or
household waste. Ask your pharmacist how to dispose of
medicines no longer required. These measures will help to
protect the environment.

6. Contents of the pack and other information

What Camsoban® contains:

- The active substance is Irinotecan hydrochloride.
EachmL of concentrate solution contains Irinotecan hydrochloride
20 mg.

- The other ingredients are Water for injection, Sorbitol,
Lactic acid, Sodium hydroxide and Hydrochloric acid for pH
adjustment.

What Camsoban® looks like:

Clear, pale yellow solution.

The following information is intended for healthcare
professionals only:

As with other antineoplastic agents, Camsoban® infusions
must be prepared and handled with caution.

The use of glasses, mask and gloves is required.

Pregnant women should not handle cytotoxics.

If Camsoban® concentrate or infusion solutions should come
into contact with the skin, wash immediately and thoroughly
with soap and water. If Camsoban® concentrate or infusion
solutions should come into contact with the mucous
membranes, wash immediately with water.

Preparation of the solution for infusion

As with any other infusion, Camsoban® infusion must be
prepared aseptically. Aseptically withdraw the required
amount of Camsoban® concentrate from the vial with a
calibrated syringe and inject into a 250 mL infusion bag or
bottle containing either 9 mg/mL (0.9%) sodium chloride
solution or 50 mg/mL (5%) glucose solution only. The infusion
should then be thoroughly mixed by manual rotation. Do not
mix with any other medicines.

Sobhan Oncology, Rasht-Iran
Tel: +98 21 83879000

: -+98 21 83878
Patient Support Center: 0903 927 4432
E-mail: SPC@sobhanoncology.com
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