
Flebogamma® 5% DIF
0.5 - 2.5 - 5 - 10 - 20 g

HUMAN NORMAL IMMUNOGLOBULIN FOR INTRAVENOUS USE
Solution for infusion
License no. 000672

Composition
		  0.5 g            2.5 g               5 g             10 g             20 g

- Active ingredient:                                                         
Human normal immunoglobulin 		  0.5 g 		         2.5 g               5 g             10 g             20 g

- Excipients:
D-Sorbitol 
Water for injection q.s.                               10 ml           50 ml          100 ml          200 ml          400 ml

The percentage of IgG subclasses determined by radial immunodiffusion (The Binding Site), is approx.: 68.7% IgG1, 
25.9% IgG2, 3.7% IgG3 and 1.78% IgG4.
IgA content is lower than 0.05 mg/ml.

Pharmaceutical form and content
Solution for infusion containing 50 g/l human normal immunoglobulin.

Activity
Flebogamma® 5% DIF is a solution for infusion of unmodified immunoglobulins isolated from human plasma.

Therapeutic indications
Flebogamma® 5% DIF is indicated for:
Primary immunodeficiency syndromes:
Immunomodulation
Idiopathic thrombocytopenic purpura (ITP), in children or adults at high risk of bleeding or prior to surgery to correct the 
platelet count.
Kawasaki disease.

Contraindications
Intolerance to homologous immunoglobulins, specially in very rare cases of IgA deficiency, when the patient has 
antibodies against IgA.
Allergic response to other components. 

Precautions
Thrombosis: Treatment with products containing human immunoglobulin may develop thrombosis. Risk factors may 
include: advanced age, prolonged immobilization, hypercoagulable conditions, history of venous or arterial thrombosis, 
use of estrogens, indwelling vascular catheters, hyperviscosity, and cardiovascular risk factors. Patients with unknown 
thrombosis risk factors may develop thrombosis. Patients at risk of hyperviscosity, including cryoglobulins, fasting 
chylomicronemia / high triglyceride levels or monoclonal gammopathies, should consider baseline assessments of blood 
viscosity. Patients at risk for thrombosis should receive this product at the minimum effective dose and slowest infusion 
rate practicable. Ensure adequate hydration in patients before administration. Monitor for signs and symptoms of 
thrombosis and assess blood viscosity in patients at risk for hyperviscosity. 
Patients with agamma- or extreme hypogammaglobulinaemia who have never before received immunoglobulin therapy 
or whose time from last treatment is greater than 8 weeks, may be at risk of developing inflammatory reactions on 
infusion of Flebogamma® 5% DIF. Such reactions appear to be related to the rate of infusion. They are manifested by a 
rise in temperature, chills, nausea and vomiting. Vital signs should be monitored continuously and the patient should be 
carefully observed throughout the infusion.
The rate of administration specified in “instructions for use” should be closely followed, at least until the physician has 
had sufficient experience with a given patient. Adrenaline should be available for treatment of any acute anaphylactoid 
reaction.
When medicines are made from human blood or plasma, certain measures are put in place to prevent infections being 
passed on to patients. These include careful selection of blood and plasma donors to make sure those at risk of carrying 
infections are excluded, and the testing of each donation and pools of plasma for signs of virus/infections. Manufacturers 
of these products also include steps in the processing of the blood or plasma that can inactivate or remove viruses. 
Despite these measures, when medicines prepared from human blood or plasma are administered, the possibility of 
passing on infection cannot be totally excluded. This also applies to any unknown or emerging viruses or other types of 
infections. 
The measures taken are considered effective for enveloped viruses such as human immunodeficiency virus (HIV), 
hepatitis B virus and hepatitis C virus, and for the non-enveloped hepatitis A virus.
The measures taken may be of limited value against non-enveloped viruses such as parvovirus B19.
Immunoglobulins have not been associated with hepatitis A or parvovirus B19 infections possibly because the antibodies 
against these infections, which are contained in the product, are protective.
It is strongly recommended that every time you receive a dose of Flebogamma® 5% DIF the name and batch number of 
the product are recorded in order to maintain a record of the batches used.

Interactions and incompatibilities
Flebogamma® 5% DIF administration may impair for a period of at least 6 weeks and up to 3 months the efficacy of live 
attenuated virus vaccines such as measles, rubella, mumps and varicella.
After injection of Flebogamma® 5% DIF the transitory rise of the various passively transferred antibodies in the patients 
blood may result in misleading positive results in serological testing.
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WARNING: THROMBOSIS
1.	 Thrombosis may occur with products containing human immunoglobulin.
2.	 Risk factors may include: advanced age, prolonged immobilization, hypercoagulable conditions, history of venous 

or arterial thrombosis, use of estrogens, indwelling vascular catheters, hyperviscosity, and cardiovascular risk 
factors.

3.	 Patients with unknown thrombosis risk factors may develop thrombosis.
4.	 Patients at risk for thrombosis should receive human immunoglobulin products at the minimum effective dose 

and slowest infusion rate practicable.
5.	 Ensure adequate hydration in patients before administration.
6.	 Monitor for signs and symptoms of thrombosis and assess blood viscosity in patients at risk for hyperviscosity.

 

 

 



Incompatibilities
Flebogamma® 5% DIF should not be mixed with any other drugs or intravenous solutions. It should be administered by 
a separate intravenous line.

Warnings
Pregnancy and lactation

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 if clearly indicated to pregnant women and breast-feeding mothers. Long lasting clinical 
experience with immunoglobulins, indicates that no harmful effects on the course of pregnancy, on the foetus and the 
neonate are to be expected.

Effects on ability to drive
Not applicable.

Posology 
The dose and dosage regimen is dependent on the indication.
In replacement therapy the dosage may need to be individualised for each patient dependent on the pharmacokinetic and 
clinical response. The following dosage regimens are given as a guideline:

Replacement therapy in primary immunodeficiency syndromes
The dosage regimen should achieve a trough level of IgG (measured before the next infusion) of at least  
4 - 6 g/l. Three to six months are required after the initiation of therapy for equilibration to occur. The recommended 
starting dose is 0.4 - 0.8 g/kg followed by at least 0.2 g/kg every three weeks.
The dose required to achieve a trough level of 6 g/l is of the order of 0.2 - 0.8 g/kg/month. The dosage interval when steady 
state has been reached varies from 2 - 4 weeks.
Trough levels should be measured in order to adjust the dose and dosage interval.

Idiopathic Thrombocytopenic Purpura
For the treatment of an acute episode, 0.8 - 1 g/kg on day one, which may be repeated once within 3 days, or 0.4 g/kg 
daily for two to five days. The treatment can be repeated if relapse occurs.

Kawasaki Disease
1.6 - 2.0 g/kg should be administered in divided doses over two to five days or 2.0 g/kg as a single dose. 
Patients should receive concomitant treatment with acetylsalicylic acid.
The dosage recommendations are summarised in the following table:

Indication Dose Frequency 

Replacement therapy in primary 
immunodeficiency

- starting dose: 0.4 - 0.8 g/kg
- thereafter: 0.2 - 0.8 g/kg every 2 - 4 weeks to obtain IgG trough level 

of at least 4 - 6 g/l

Immunomodulation:
Idiopathic Thrombocytopenic 
Purpura

Kawasaki disease

0.8 - 1 g/kg 
or 

0.4 g/kg/d

1.6 - 2 g/kg 
or 

2 g/kg

on day 1, possibly repeated once within 
3 days 

for 2 - 5 days

in several doses for 2 - 5 days in 
association with acetylsalicylic acid

in one dose in association with 
acetylsalicylic acid

Instructions for use
The product should be warmed to room temperature or body temperature before administration.
Flebogamma® 5% DIF should be infused intravenously at an initial rate of 0.01 - 0.02 ml/kg/min. during the first             
30 minutes. If well tolerated, the rate of administration may be increased to 0.04 ml/kg/min. and if tolerated subsequent 
infusions to the same patient may be at this rate. If adverse effects occur the rate should be reduced or the infusion 
interrupted until the symptoms subside. The infusion may then be resumed at a rate which is tolerated by the patient.

Overdose
Consequences of overdosage are not known since overdosage cases have not been reported.

Undesirable effects
Clinical investigations have confirmed that Flebogamma® 5% DIF is well tolerated and not likely to produce side 
effects when infused at the recommended rates. However, the first infusion of immunoglobulin particularly in previously 
untreated agamma- and hypogammaglobulinaemic patients or patients who have previously received another 
immunoglobulin preparation may lead to systemic side effects. Some of the effects may occur as a result of a reaction 
between the antibodies administered and free antigens in the blood and tissues of the patient.
Adverse reactions may include flushing of the face, tightness of the chest, chills, fever, dizziness, nausea, mild back pain 
and hypotension. As with other intravenous immune globulin preparations, Flebogamma® 5% DIF has been associated at 
high doses with rare occurrences of aseptic meningitis and haemolytic anaemia.
If any adverse reaction, not enclosed in this item, appears, inform your physician or pharmacist.

Storage
Do not store above 30 ºC. Do not freeze.
Any unused solution must be discarded because of bacterial contamination risk.
Keep out of the reach and sight of children.

Shelf-life
Expiry date of the product is stated on the label.
Do not use after expiry date.

Sizes
Flebogamma® 5% DIF 0.5 g, 2.5 g, 5 g, 10 g and 20 g.
This product is restricted for physician use.

Manufacturer
Instituto Grifols, S.A.
Polígono Levante c/Can Guasch, 2
08150 Parets del Vallès, Barcelona-SPAIN

Distributor
Taiwan Green Cross Co., Ltd
6th Floor, No. 244, Sector 3,
Chengteh Road, Taipei, Taiwan R.O.C.

 

 


