PACKAGE LEAFLET: INFORMATION FOR THE USER
Octagam 50 mg/ml, solution for infusion
Human Normal Immunoglobulin (IVIg)
Read all of this leaflet carefully before you start using this medicine.
- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor or 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.
- If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.
In this leaflet:
1. What Octagam 50 mg/ml is and what it is used for
2. Before you use Octagam 50 mg/ml
3. How to use Octagam 50 mg/ml
4. Possible side effects
5. How to store Octagam 50 mg/ml
6. Further information
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WHAT OCTAGAM 50 mg/ml IS AND WHAT IT IS USED FOR

What Octagam 50 mg/ml is:
Octagam 50 mg/ml is a human normal immunoglobulin (IgG) solution (i.e. solution of human
antibodies) for intravenous administration (i.e. infusion into a vein). Immunoglobulins are normal
constituents of the human body and support the immune defence of your body. Octagam
50 mg/ml contains all IgG activities which are present in the normal population. Adequate doses
of this medicinal product may restore abnormally low IgG levels to the normal range.
Octagam 50 mg/ml has a broad spectrum of antibodies against various infectious agents.
What Octagam 50 mg/ml is used for:
Octagam 50 mg/ml is used
* as replacement therapy in patients who do not have sufficient amounts of own antibodies.
* in certain inflammatory diseases.
* to prevent or treat infections after a bone marrow transplantation.
Octagam 50 mg/ml is used as replacement therapy. There are 3 groups of replacement therapy:
-

Patients with inborn deficiency of antibodies (primary immunodeficiency syndromes:
congenital agammaglobulinaemia and hypogammaglobulinaemia, common variable
immunodeficiency, severe combined immunodeficiencies, Wiskott Aldrich syndrome)
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-

Patients with diseases of the blood that lead to a lack of antibodies and to recurrent
infections (Myeloma or chronic lymphatic leukaemia with severe secondary
hypogammaglobulinaemia and recurrent infections)

-

Children with congenital AIDS who have repeated bacterial infections

Octagam 50 mg/ml can be used in the following inflammatory diseases:
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-

In adults or children who do not have a sufficient number of platelets (idiopathic
thrombocytopenic purpura), and who have a high risk of bleeding prior to surgery

-

In patients with a disease that leads to inflammation of various organs (Kawasaki disease)

-

In patients with a disease that can lead to inflammation of certain parts of the nervous
system (Guillain Barré syndrome)

BEFORE YOU USE OCTAGAM 50 mg/ml

Do not use Octagam 50 mg/ml:
-

if you are allergic to human immunoglobulin or any of the other ingredients contained in
Octagam 50 mg/ml.

-

if you have a deficiency of immunoglobulin A (IgA deficiency) with anti-IgA antibodies.

Take special care with Octagam 50 mg/ml:
Tell your doctor if you have any other illnesses.
In the case of an adverse reaction, either the rate of administration must be reduced or the
infusion must be stopped. The treatment of the adverse event required will depend on the nature
and severity of the side effect.
Virus safety
When medicinal products prepared from human blood or plasma are administered, infectious
diseases due to transmission of infective agents cannot be totally excluded. This also applies to
pathogens of hitherto unknown nature. The risk of transmission of infective agents in Octagam 50
mg/ml is however reduced by:
-

Selection of donors by a medical interview and screening of donations for the three major
pathogenic viruses, HIV (human immunodeficiency virus), HCV (hepatitis C virus), HBV
(hepatitis B virus).

-

Testing of plasma pools for HCV genomic material.

-

Removal/inactivation procedures included in the production process that have been validated
using model viruses and are considered effective for HIV, HCV and HBV.

The viral removal/inactivation procedures may be of limited value against non-enveloped viruses
such as hepatitis A virus or parvovirus B19.
Octagam 50 mg/ml contains maltose, which is derived from corn. Allergic reactions have been
reported in association with infusion of other maltose / corn starch related products. If you have a
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known corn allergy, you should either avoid using Octagam 50 mg/ml or be closely observed for
signs and symptoms of hypersensitivity reactions during the infusion of Octagam 50 mg/ml.
It is strongly recommended that every time you receive a dose of Octagam 50 mg/ml the name
and batch number of the product are recorded in order to maintain a record of the batches used.
Using other medicines:
The infusion line may be flushed before and after administration of Octagam 50 mg/ml with
either normal saline or 5% dextrose in water.
Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines,
including medicines obtained without a prescription, or if you have received a vaccination in the
last three months.
Octagam 50 mg/ml may impair the effect of live attenuated virus vaccines such as measles,
rubella, mumps and varicella.
After administration of this product, an interval of 3 months should elapse before vaccination
with live attenuated virus vaccines. In the case of measles, this impairment may persist for up to 1
year.
Inform your doctor that you are taking immunoglobulin when you give a blood sample, as this
treatment may affect the results.
Blood Glucose Testing
Some types of blood glucose testing systems (so called glucometers) falsely interpret the maltose
contained in Octagam 50 mg/ml as glucose. This may result in falsely elevated glucose readings
and, consequently, in the inappropriate administration of insulin, resulting in lifethreatening
hypoglycaemia (i.e. a decreased blood sugar level).
Also, cases of true hypoglycaemia may go untreated if the hypoglycaemic state is masked by
falsely elevated glucose readings.
Accordingly, when administering Octagam 50 mg/ml or other maltose containing products,
the measurement of blood glucose must be done with a test-system using a glucose-specific
method.
Review carefully the product information of the blood glucose testing system, including that of
the test strips, to determine if the system is appropriate for use with maltose containing parenteral
products. If any uncertainty exists, please ask your treating physician to determine if the glucose
testing system you are using is appropriate for use with maltose containing parenteral products.
Pregnancy and breast-feeding:
Ask your doctor or pharmacist for advice before taking any medicine.
The safety of this medicinal product for use in human pregnancy has not been established in
controlled clinical trials and therefore should only be given with caution to pregnant women and
breast-feeding mothers. Clinical experience with immunoglobulins suggests that no harmful
effects on the course of pregnancy, or on the foetus and the neonate are to be expected.
Immunoglobulins are excreted into the milk and may contribute to the transfer of protective
antibodies to the newborn.
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Driving and using machines:
There are no indications that immunoglobulin preparations may impair the ability to drive and
use machines.
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HOW TO USE OCTAGAM 50 mg/ml

Your doctor will decide if you need Octagam 50 mg/ml and at what dose. Octagam 50 mg/ml is
administered as an intravenous infusion (infusion into a vein) by healthcare personnel. The dose
and dosage regimen is dependent on the indication and may need to be individualised for each
patient.
Instructions
 The product should be brought to room or body temperature before use.
 The solution should be clear and should not have a deposit.
 Any remaining fraction should be discarded.
 Human normal immunoglobulin for intravenous administration (IVIg) should not be mixed
with other medicinal products.
 Filtration of Octagam 50 mg/ml is not required.
 If you have any further questions on the use of this product, ask your doctor or pharmacist.
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POSSIBLE SIDE EFFECTS

Like all medicines, Octagam 50 mg/ml can cause side effects, although not everybody gets them.
Adverse reactions which may occur occasionally:
Chills, headache, fever, vomiting, allergic reactions, nausea, joint pain, changes in blood pressure
(low/high blood pressure) and moderate low back pain
Adverse reactions which may occur rarely and in isolated cases:
Human normal immunoglobulins may cause a fall in blood pressure and an anaphylactic shock,
even when the patient has shown no hypersensitivity to previous administration.
The following cases, isolated cases and rare cases have been observed with human normal
immunoglobulin:
 reversible aseptic meningitis (inflammation of the tissue surrounding the brain)
 reversible haemolytic anaemia/haemolysis (destruction of red blood cells)
 transient increases in liver transaminases (blood markers that indicate temporarily impaired
liver function)
 regressive cutaneous reactions (reactions of the skin), often eczema-like
 increase in creatinine (blood marker that indicates impaired function of the kidneys) and/or
acute renal failure
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 thrombotic events (formation of blood clots) have been reported
-

in elderly patients
in patients with signs of cerebral or cardiac ischemia (impaired blood circulation in the
brain or heart vessels)
in overweight and overly volume depleted patients

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.
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HOW TO STORE OCTAGAM 50 mg/ml

Octagam 50 mg/ml has a shelf life of 2 years at temperature of +2°C to +25°C. Keep container in
the outer carton in order to protect from light. Do not freeze.
Keep out of the reach and sight of children.
Do not use Octagam 50 mg/ml after the expiry date which is stated on the label and the carton.
Do not use Octagam 50 mg/ml if you notice that the solution is cloudy, has deposits or is
coloured intensively.
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.
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FURTHER INFORMATION

What Octagam 50 mg/ml contains:
-

The active substance is human normal immunoglobulin 50 mg/ml (at least 95% is
immunoglobulin G).

-

The other ingredients are maltose, Octoxynol, TNBP, water for injections and IgA.

-

Components used in the packaging of Octagam 50 mg/ml are latexfree.

What Octagam 50 mg/ml looks like and contents of the pack:
Octagam 50 mg/ml is a solution for infusion and is available as:
50 ml of solution in a 70 ml injection vial (Type II glass) - pack size of 1
100 ml of solution in a 100 ml infusion bottle (Type II glass) - pack size of 1
200 ml of solution in a 250 ml infusion bottle (Type II glass) - pack size of 1
500 ml of solution in a 500 ml infusion bottle (Type II glass) - pack size of 1
The solution is clear or slightly opalescent, colourless or slightly yellow.
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Marketing authorisation holder:
OCTAPHARMA Limited
The Zenith Building
26 Spring Gardens
Manchester
M2 1AB
United Kingdom
Tel: +44 161 837 3770
Fax: +44 161 837 3799
Manufacturers:
Octapharma Pharmazeutika Produktionsges.m.b.H.
Oberlaaer Strasse 235, A-1100 Vienna, Austria
Tel: +43 1 61032 0
Fax: +43 1 61032 9300
Octapharma S.A.S.
70-72 rue de Marèchal Foch, BP 33, F-67380 Lingolsheim, France
Tel: +33 3 88 78 89 89
Fax +33 3 88 78 89 78
Octapharma AB
SE-112 75 Stockholm, Sweden
Tel: +46 8 566 430 00
Fax: +46 8 133045
This leaflet was last approved in 12/2009.
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