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Caspofungin 50 mg
Caspofungin 70 mg
Lyophlized powder for Concentrate for Solution for Infusion

<SS> Read the contents of this leaflet
Sobhan carefully before taking this medicine.

Oncology




Caspofungin 50 mg
Caspofungin 70 mg
Lyophlized powder for Concentrate for Solution for Infusion

<SS>Sobhan

Oncology

Manufactured by Sobhan Oncology Co. Rasht - Iran




Read this entire leaflet carefully before
you start taking this medicine.

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

e 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.
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What is in this leaflet:

1. What Caspofungin is and what it is used for

2. What you need to know before you use Caspofungin
3. How to use Caspofungin

4. Possible side effects

5. How to store Caspofungin

6. Contents of the pack and other information

1. What Caspofungin is and what it is used for

What Caspofungin is

Caspofungin contains the active substance Caspofungin
acetate. This belongs to a group of medicines called
antifungals  (Echinocandin).



What Caspofungin is used for

Caspofungin is used to treat the following infections in
children, adolescents and adults:

« serious fungal infections in your tissues or organs (called
‘invasive candidiasis). This infection is caused by fungal
(yeast) cells called Candida.

People who might get this type of infection include those
who have just had an operation or those whose immune
systems are weak. Fever and chills that do not respond to
an antibiotic are the maost common signs of this type of
infection.

« fungal infections in your nose, nasal sinuses or lungs
(called ‘invasive aspergillosis) if other anti-fungal
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treatments have not worked or have caused side effects.
This infection is caused by a mold called Aspergillus.
People who might get this type of infection include those
having chemotherapy, those who have had a transplant and
those whose immune systems are weak.

« suspected fungal infections if you have a fever and a low
white cell count that have not improved on treatment with
an antibiotic. People who are at risk of getting a fungal
infection include those who have just had an operation or
those whose immune systems are weak.

Dosing :

By intravenous infusion

« Adult (body-weight up to 81kg): 70 mg once daily for



1day, then 50 mg once daily

« Adult (body-weight 81 kg and above): 70 mg once daily
Dose adjustments due to interactions

Manufacturer advises increase dose to 70 mg daily with
concurrent use of some enzyme inducers (such as carba-
mazepine, dexamethasone, phenytain, and rifampicin); no
dose adjustment required for patients already on 70 mg
daily.

How Caspofungin works

« Caspofungin inhibits synthesis of glucan, an essential
polysaccharide in the cell wall of fungi, makes fungal cells
fragile and stops the fungus from growing properly. This
stops the infection from spreading and gives the body's

6



natural defence a chance to completely get rid of the
infection.

2. What you need to know before you are given Caspofungin

Do not use Caspofungin

« If you are allergic to Caspofungin or any of the other
ingredients of this medicine (listed in section 6).
Warnings and precautions

Talk to your doctor, nurse or pharmacist before you are
given Caspofungin if:

«you are allergic to any other medicines.

« you have ever had liver problems - you might need a
different dose of this medicine.

- you are already taking cyclosporin (used to help prevent

7



organ transplant rejection or to suppress your immune
system) - as your doctor may need to run extra blood tests
during your treatment.

«If you have ever had any other medical problem

If any of the above applies to you (or you are not sure), talk
to your doctor, nurse or pharmacist before you are given
Caspofungin.

Caspofungin may also cause serious cutaneous adverse
reactions such as Stevens-Johnson Syndrome (SJS) and
toxic epidermal necrolysis (TEN).

Other medicines and Caspofungin
Please tell your doctor, nurse or pharmacist if you are taking,

8



have recently taken or might take any other medicines. This
includes medicines obtained without a prescription, including
herbal medicines.

This is because Caspofungin can affect the way some other
medicines work. Also, some other medicines can affect the
way Caspofungin works.

Tell your doctor, nurse or pharmacist if you are taking any of
the following medicines:

- cyclosporin or tacrolimus (used to help prevent organ
transplant rejection or to suppress your immune system)as
your doctor may need to run extra blood tests during your
treatment

« some HIV medicines such as efavirenz or nevirapine



- phenytoin or carbamazepine (used for the treatment of
seizures)

- dexamethasone (a steroid used e.g., for the treatment of
inflammations)

« rifampin (an antibiotic).

If any of the above apply to you (or you are not sure), talk
to your doctor, nurse or pharmacist before you are given
Caspofungin.

Pregnancy and breast-feeding

Ask your doctor for advice before taking any medicine, if
you are pregnant or breast feeding or think you are pregnant.
Caspofungin has not been studied in pregnant women. It

10



should be used in pregnancy only if the potential benefit
justifies the potential risk to the unborn baby.

Women given Caspofungin should not breast-feed.

Driving and using machines

There is no information to suggest that Caspofungin affects
your ability to drive or operate machinery.

3. How to use Caspofungin

Caspofungin will always be prepared and given to you by a
healthcare professional. You will be given Caspofungin:

« once each day

« by slow injection into a vein (intravenous infusion)

«over about Thour.



Your doctor will determine the duration of your treatment
and how much Caspofungin you will be given each day. Your
doctor will monitor how well the medicine works for you. If
you weigh mare than 80 kg, you may need a different dose.

Children and adolescents
The dose for children and adolescents may differ from the
adult dose.

If you have been given more Caspofungin than you should
Your doctor will decide how much Caspofungin you need and
for how long each day. If you are worried that you may have

12



been given too much Caspofungin, tell your doctor or nurse
straight away. If you have any further questions on the use of
this medicine, ask your doctor, nurse or pharmacist.

4. Possible side effects

Common or very common

Arthralgia, diarrhoea, dyspnoea, electrolyte imbalance, fever,
headache, hyperhidrosis, nausea, skin reactions, vomiting
Uncommon

Anaemia, anxiety, appetite decreased, arrhythmias, asci-
tes, chest discomfort, coagulation disorder, congestive
heart failure, constipation, cough, disorientation, dizziness,
drowsiness, dry mouth, dysphagia, excessive tearing, eyelid
oedema, fatigue, flatulence, fluid overload, flushing, gastro-



intestinal discomfort, haematuria, hepatic disorders, hyper-
bilirubinaemia, hyperglycaemia, hypertension, hypotension,
hypoxia, insomnia, laryngeal pain, leucopenia, malaise, met-
abolic acidosis, muscle weakness, myalgia, nasal congestion,
oedema, pain, palpitations, renal impairment, respiratory
disorders, sensation abnormal, taste altered, thrombocyto-
penia, tremor, vision blurred

Frequency not known

Severe cutaneous adverse reactions (SCARs)

Reporting of side effects

If you get any side effects, talk to your doctor, nurse or
pharmacist. This includes any possible side effects not
listed in this leaflet.
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5. How to store Caspofungin

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is
stated on the carton and the vial (the first two numbers are
the month; the next four numbers are the year). The expiry
date refers to the last day of that month.

Store in a refrigerator (2°C to 8°C).

Once Caspofungin has been prepared, it should be used
straight away. This is because it does not contain any
ingredients to stop the growth of bacteria. Only a trained
healthcare professional who has read the complete
directions should prepare the medicine.



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 to
protect the environment.

6. Contents of the pack and other information

What Caspofungin contains

« The active substance is Caspofungin.

« Caspofungin 50 mg Lyophlized powder for Concentrate for
Solution for Infusion : Each vial of Caspofungin contains 50
mg of Caspofungin.

« Caspofungin 70 mg Lyophlized powder for Concentrate for
Solution for Infusion : Each vial of Caspofungin contains 70
mg of Caspofungin.

16



« The other ingredients are sucrose, mannital, glacial acetic
acid and sodium hydroxide

What Caspofungin looks like and contents of the pack

« Caspofungin is a sterile, white to off-white compact Lyoph-
lized powder for Concentrate for Solution for Infusion

« Each pack contains one vial of powder

The following information is intended for medical or healthcare
professionals only:

Instructions of how to reconstitute and dilute Caspofungin:
Reconstitution of Caspofungin

Do not use any diluents containing glucose, as Caspofungin
is not stable in diluents containing glucose. Do not mix or



co-infuse Caspofungin with any other medicines, as there
are no data available on the compatibility of Caspofungin
with other intravenous substances, additives, or medicinal
products. Visually inspect the infusion solution for particu-
late matter or discoloration.

Instructions for use in adult patients

Step 1Reconstitution of conventional vials

Aseptically add 10.8 mL of 0.9% Sodium Chlaride Injection or
Sterile Water for Injection. Mix gently until a clear solution is
obtained. The concentrations of the reconstituted vials will
be 5 mg/mL (if reconstituted form the 50 mg vials) and 7 mg/
mL (if reconstituted form the 70 mg vials).

Step 2 Addition of reconstituted Caspofungin to patient
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infusion solution

Diluents for the final solution for infusion are: sodium chloride
solution for injection 9 mg/mL (0.9 %) or lactated Ringer's
solution.

The solution for infusion is prepared by aseptically adding
the appropriate amount of reconstituted concentrate to a
250 mL infusion bag or bottle.

Reduced volume infusions in 100 mL may be used, when
medically necessary, for 50 mg or 35 mg daily doses. Do not
use if the solution is cloudy or has precipitated.
Recommended Dosage in Adult Patients [18 years of age
and older]:

The dosage and duration of Caspofungin treatment for each



indication are as follows:

Candidemia and Other Candida Infections:

Administer a single 70-mg loading dose on Day 1, followed by
50 mg once daily thereafter. Duration of treatment should be
dictated by the patient’s clinical and microbiological response.
In general, continue antifungal therapy for at least 14 days
after the last positive culture. Patients with neutropenia who
remain persistently neutropenic may warrant a longer course
of therapy pending resolution of the neutropenia.
Esophageal Candidiasis:

The dose is 50 mg once daily for 7 to 14 days after symptom
resolution. A 70-mg loading dose has not been studied for
this indication.
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Invasive Aspergillosis:

Administer a single 70-mg loading dose on Day 1, followed by
50 mg once daily thereafter. Duration of treatment should be
based upan the severity of the patient's underlying disease,
recovery from immunosuppression, and clinical response.
Recommended Dosing in Pediatric Patients [3 months to 17
years of age]:

For all indications, administer a single 70 mg/m? loading
dose on Day 1, followed by 50 mg/m? once daily thereafter.
The maximum loading dose and the daily maintenance dose
should not exceed 70 mg, regardless of the patient’s calculat-
eddose. Dosing in pediatric patients (3 months to 17 years of
age) should be based on the patient's body surface area (BSA)
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as calculated by the Mosteller Formula:
BSA (m?) =\/(Height (cm) * Weight (kg)) / 3600

Loading dose in milligrams should be calculated as:
BSA (m) x 70 mg/ m?

The maintenance dose in milligrams should be calculated as:
BSA (m) x 50 mg/m?

Duration of treatment should be individualized to the indication.
If the 50-mg/m’ daily dose is well tolerated but does not
provide an adequate clinical response, the daily dose can be
increased to 70 mg/m? daily (not to exceed 70 mg).
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Sobhan

Oncology

Sobhan Oncology, Rasht-Iran

Tel: +98 21 83879000

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

00-47-0000-194D
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