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,‘. Sobotaxel

<SS>5¢than

Oncology

Read the contents of this leaflet
carefully before taking this medicine.




." Sobotaxel ®

Paclitaxel 30 mg/5 mL

xel 100 mg/16.7 mL
Paclitaxel 150 mg/25 mL
Paclitaxel 300 mg/50 mL
s - i

for dilution

GDSGDhan

Manufactured by Sobhan Oncology Co. Rasht - Iran




ﬁtead this entire leaflet carefully before yom
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.

- J
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In this leaflet:

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

2. What you need to know before you take Sobotaxel®
3. How to take Sobotaxel®

4. Possible side effects

5. How to store Sobotaxel®

6. Further information

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

Sobataxel® belongs to a group of medicines known as antineo-
plastic agents. These agents are used to treat cancer. Sobo-
taxel® concentrate for solution for infusion is used to treat:

- Advanced AIDS-related Kaposi's sarcoma when certain other

3



treatments (liposomal anthracyclines) have been tried but have
not worked.

- Advanced ovarian cancer or remaining tumour (> 1 cm)
after initial surgery, in combination with cisplatin as first-line
treatment.

- Treatment of metastatic ovarian cancer where platinum-con-
taining therapy has failed

-Advanced non-small cell lung cancer if potentially curative sur-
gery and/or radiation therapy are not possible, in combination
with cisplatin.

- Locally advanced or metastatic breast cancer (in combination
with other cytotoxics or alone if other cytotoxics have failed or are

4



inappropriate)

- Adjuvant treatment of node-positive breast cancer following
treatment with anthracycline and cyclophosphamide

2. What you need to know before you take Sobotaxel®

Do not use Sobotaxel®:

- if you are hypersensitive to paclitaxel or any of the other
ingredients of Sobotaxel®,

- if you have ever had any problems with your liver,

- if you have been told that your white blood cell count is very
low,

- if you have a serious, uncontrolled infection,

- ifyouare pregnant, may become pregnant or are breast-feeding.

5



Take special care with Sobotaxel®

Before you start treatment with Sobotaxel® and during treatment,
you will have regular blood tests to check that it is safe for you to
continue with your treatment.

Sobotaxel®is not recommended for use in children and adolescents
under 18 years.

Tellyour doctor immediately if you develop severe or prolonged
or bloody diarrhoea during or after treatment with Sobotaxel®.
This may be a sign of a serious bowel inflammation (pseudo-
membranous colitis).

If you experience an irregular heartbeat, dizziness or faintness
during treatment.

6



If you previously had radiation treatment (radiotherapy) to your
chest (see section 4: Possible side effects).

If you are taking other medicines which could interact with
paclitaxel (see Using other medicines).

Sobotaxel® should be used with caution in patients aged over
75 years with metastatic adenocarcinoma of the pancreas.
Monitoring requirement

- Cardiac monitoring should be undertaken, particularly if patients have
underlying cardiac disease or previous exposure to anthracyclines.

- Patients should be monitored for signs and symptoms of
pneumonitis and sepsis.



Using other medicines

Please tell your doctor before you are given Sobotaxel® if you:
- are taking ritonavir, nelfinavir, efavirenz, nevirapine (for the
treatment of AIDS) or any other prescribed medicines for your
condition;

- are taking any other medicines prescribed by a physician
for any condition (e.g. erythromycin, fluoxetine, gemfibrozil,
imidazole antifungals, rifampicin, carbamazepine, phenytoin,
phenobarbital);

- are taking other medicines that you have bought for yourself
without a prescription.

If you are already being treated with doxorubicin for your con-
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dition, then your first dose of paclitaxel should be given 24
hours after doxorubicin.

Sobotaxel® may alter the effect of other medicines because
of its high alcohol content. If you see another doctor or visit a
hospital, remember to tell them what medicines you are taking.
Pregnancy and breast-feeling

Sobotaxel® may cause serious birth defects and should therefore
not be used if you are pregnant.

Ensure effective contraception during and for at least 6
months after treatment in men or women.

If pregnancy occurs inform your doctor immediately.

You must not breast-feed your baby when you are treated with

9



Sobotaxel®. Do not restart breast-feeding, unless your doctor
has allowed you to.

Ask your doctor or pharmacist for advice before taking any
medicine.

Driving and using machines

Sobotaxel® contains alcohol. Thus it may not be safe for you
to drive or to use machines for up to several hours after you
have had your treatment. Check with your doctor. You should
be able to drive and use machines between your treatments
with Sobotaxel®, unless you feel tired or dizzy.

10



Important information about some of the ingredients of
Sobotaxel®

This medicine contains approximately 50 % by volume of alcohol.
The amount of alcohol in this medicine may alter the effects of
other medicines and should be taken into account in patients with
liver disease or epilepsy.

3. How to take Sobotaxel®

Your concentrate for solution for infusion will be diluted and
given slowly into a vein over about 3 hours unless otherwise
stated. The amounts (dose) of Sobotaxel® you will be given will
be worked out depending on your body surface area in square
meters (m7) and will also take into account the results of your

11



blood tests and your medical condition. If necessary, your doctor

will adjust the dosage during the treatment.

AIDS-related Kaposi's sarcoma

The usual dose of Sobotaxel® is 100 mq/m2 of body surface

area. You will be given Sobotaxel® every two weeks, as long as

the results of your blood tests show that it is safe to carry on

with your treatment.

Breast cancer

An intravenous dose of Sobotaxel® 175 mg/mz infused over 3

hours once every 3 weeks is recommended for adjuvant treat-

ment (for 4 courses), for second-line monotherapy, and for

first-line treatment with trastuzumab; Sobotaxel® is given the
12



day after the first dose of trastuzumab, or immediately after
subsequent doses if well-tolerated. When used first-line with
doxorubicin, Sobotaxel® 220 mg/m2 is infused over 3 hours
once every 3 weeks; the dose is given 24 hours after doxoru-
bicin.

Advanced ovarian cancer (first-line therapy)

Two doses of Sobotaxel® may be given:

- Sobotaxel® 175 mg/mZ of body surface area administrated
as a 3-hour infusion into a vein, followed by another medicine,
cisplatin, every three weeks;

- Sobotaxel® 135 mg/m2 given as a 24 hour infusion, followed by
cisplatin, every three weeks.

13



Your continued treatment will depend on the results of your
blood tests showing that it is safe to carry on with your treat-
ment.

Ovarian cancer (second-line therapy)

The suggested dose is 135 or 175 mg/m infused over 3 hours
once every 3 weeks.

Advanced non-small cell lung cancer

The recommended dose of Sobotaxel® is 135 mg/m2 over 24
hours, or 175 mg/m2 over 3 hours, followed by cisplatin, and
repeated at 3-week intervals.

To help prevent allergic reactions occurring while you are
receiving your infusion you will be given medication before

14



your treatment starts. Twelve and then six hours before your
infusion you will be given dexamethasone (a steroid), either as
a tablet to swallow or as an injection. Half to one hour before
your infusion you will be given two different types of injection
(an antihistamine and an H2 antagonist).

4. Possible side effects

Common or very common

Alopecia, anaemia, anxiety, appetite decreased, arrhythmias,
arthralgia, asthenia, bone marrow disorders, chest discomfort,
chills, constipation, cough, decreased leucocytes, depression,
diarrhoea, dizziness, drowsiness, dry eye, dyspnoea, electro-
lyte imbalance, excessive tearing, extravasation necrosis,
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eye inflammation, fever, fluid imbalance, gastrointestinal
discomfort, gastrointestinal disorders, haemorrhage, head-
ache, hyperpyrexia, hypertension, increased risk of infection,
influenza like illness, insomnia, laryngeal pain, lymphoedema,
malaise, movement disorders, mucositis, muscle complaints,
nail discolouration, nail disorders, nasal complaints, nausea,
nerve disorders, neutropenia, oedema, oral disorders, pain,
respiratory disorders, sensation abnormal, skin reactions,
taste altered, thrombocytopenia, vasodilation, vertigo, vision
disorders, vomiting, weight changes , peripheral neuropathy,
neurotoxicity, hypersensitivity reactions, flushing, rash, chest
pain, back pain, tachycardia, generalised urticaria, angioede-

16



ma, anaphylaxis

Uncommon

Allergic rhinitis, breast pain, catheter related infection, dry
mouth, dysphagia, ear pain, embolism and thrombosis, eye dis-
comfort, facial swelling, gait abnormal, hepatomegaly, hoarse-
ness, hyperglycaemia, hypoalbuminaemia, hypoglycaemia,
hypotension, limb discomfort, muscle weakness, neoplasm
complications, peripheral coldness, photosensitivity reaction,
polydipsia, reflexes abnormal, sepsis, sweat changes, swelling,
syncope, tinnitus, tremor, urinary disorders

Rare or very rare

Atrioventricular block, cardiac arrest, congestive heart failure,

17



left ventricular dysfunction, radiation injuries, severe cutane-
ous adverse reactions (SCARs)

5. How to store Sobotaxel®

Keep out of the reach and sight of children.

Store in the original package in order to protect from light.

Do not use Sobotaxel® after the expiry date which is stated on
the carton after "Exp.” The expiry date refers to the last day
of that month.

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

18



6. Further information

What Sobotaxel® 6 mg/mL contains

The active substance is Paclitaxel.

1ml of concentrated solution contains 6 mg Paclitaxel.

The other ingredients are ethanol anhydrous, citric acid and
macrogolglycerol ricinoleate.

What Sobotaxel® 6 mg/mL looks like and contents of the pack
Clear, colourless or slightly yellow viscous solution.

The concentrate is packed in vials:

5 ml contains 30 mg Paclitaxel

16.7 ml contains 100 mg Paclitaxel

19



25 ml contains 150 mg Paclitaxel

50 ml contains 300 mg Paclitaxel.

The following information is intended for medical or healthcare
professionals only: Further instructions for preparation for infusion
Recommendations for handling

Sobotaxel® is an antineoplastic agent and, as with other po-
tentially toxic compounds, caution should be exercised in
handling Sobotaxel®. The use of gloves, goggles and protective
clothing is recommended. If Sobotaxel® solution comes into
contact with the skin, wash the skin immediately and thor-
oughly with soap and water. If Sobotaxel® contacts mucous
membranes, the membranes should be flushed thoroughly

20



with water. Sobotaxel® should only be prepared and admin-
istered by personnel appropriately trained in the handling of
cytotoxic agents. Pregnant staff should not handle Sobotaxel®.
Preparation of the infusion solution

Sobotaxel® must be diluted under aseptic conditions prior to
infusion. Sobotaxel® should be diluted in sodium chloride 9
mag/ml (0.9%) solution for injection, glucose 50 mg/ml (5%)
solution for infusion, or glucose 50 mg/ml(5%)in Ringer's solu-
tion for injection to a final concentration of 0.3 to 1.2 mg/ml.
Following dilution, chemical and physical in-use stability in
polypropylene infusion bags has been demonstrated for at
least 24 hours when stored below 30°C.
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From a microbiological point of view, the diluted product
should be used immediately. If not used immediately, in-use
storage times and conditions prior to use are the responsibility
of the user and would normally not be longer than 24 hours at
210 8 °C, unless dilution has taken place in controlled and vali-
dated aseptic conditions.

Chemical and physical and microbial stability of unused, undi-
luted product remaining in the vial has been demonstrated for
up to 28 days when stored below 30°C. Other in-use storage
times and conditions are the responsibility of the user.
Parenteral medicinal products should be inspected visually for
particulate matter and discolouration prior to administration.
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