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Human Rabies Immunoglobulin, pasteurized

Approved by the Paul-Ehrlich-Institute, Federal Agency for Sera and Vaccines
(Germany) 

Composition

1 ml contains:
Human Immunoglobulin 100-170 mg
with antibodies to rabies virus at least 150 I.U
Aminoacetic acid (glycine) 22.5 mg
sodium chloride 
water for injections

Indications
Prophylaxis of rabies following all injuries caused by animals, wild or domestic,
known or suspected to be rabid (includes also bites by bats with duvenhage virus) as
well as after contact of the mucous membranes, or of the skin, especially of the injured
skin, with the saliva of such animals.
To be administered exclusively in conjunction with vaccination against rabies (see
interaction with other agents, dosage administration as well as additional information /
tables).

Contraindications
None, since in view of the fatal outcome of clinically manifest rabies it is essential to
bridge the gap between active immunization and the subsequent induction of
antibodies. If the patient is known to be hypersensitive to constituents of the product,
appropriate precautions must be taken (see below).

Warnings
Rabies Immune Globulin (Human), should be given with caution to patients with a
history of prior systematic allergic reactions following the administration of human
Immunoglobulin preparations.
The attending physician who wishes to administer Berirab to persons with isolated
immunoglobulin A (IgA) deficiency must weigh the benefits of immunization against
the potential risks of hypersensitivity reactions. Such persons have increased potential
for developing antibodies to IgA and could have an anaphylactic reactions to
subsequent administration of blood products that contain IgA.
As with all preparation administered by the intramuscular route, bleeding
complications may be encountered in patients with trombocytopenia or other bleeding
disorders.

Precautions

General
Berirab should not be administered intravenously because of the potential for serious
reactions. Although systematic reactions to immunoglobulin preparations are rare,
epinephrine should be available for treatment of acute anaphylactic symptoms.

Pregnancy category C
Animal reproduction studies have not been conducted with Berirab. It is also not
known whether Berirab can cause fetal harm when administered to a pregnant woman
or can effect production capacity. Berirab should be given to a pregnant woman only if
clearly needed.

Pediatric use
Safety and effectiveness in the pediatric population has not been established.

Side-effects  
Occasionally, transient tenderness in the injection site, cutaneous reactions and
elevation in temperature may occur.
In rare cases nausea, vomiting and also circulatory reactions (e.g. tachycardia,
bradycardia, sweating hypotension, vertigo) and allergoid reactions (e.g. with flush,
urticaria, dysphonea) have been observed, extending in isolated cases as far as shock.
In particular, unintentional intravascular application may lead to the occurrence of
symptoms extending as far as shock. Therefore, in these cases the patient should be
monitored for an extended period of time (about 2 hours).
Therapeutic measures depend on the nature and severity of the side effects:
Antihistamines,  if necessary adrenaline, high doses of corticosteroids, volume
replacements, oxygen.       
    
Interaction with other agents
After the administration of the immunoglobulins, an interval of at least 3 months
should be allowed before vaccination with parenteral live virus vaccines (e.g. mumps,
measles, rubella, and the relevant combination vaccines as well as varicella vaccine).
No interval is required between the administration of oral vaccines (e.g. poliomyelitis,
typhoid fever), vaccines containing inactivated pathogens (e.g. influenza) or toxoid
vaccines (e.g. diphtheria, tetanus and the relevant combination vaccines).
When serological tests are performed after the administration of immunoglobulin it
should be remembered that immunoglobulin preparations provide the patient with a
wide range of antibodies which may lead to false - positive results for some time. When
such antibodies assays are carried out, the amount of immunoglobulin administered,
the length of time between the administration of the immunoglobulin and the test, and
the sensitivity of the test method should be taken into account. 
The recommendations of the World Health Organization (WHO) are to be observed
when administering rabies vaccines.

Dosage
A single dose of 20 I.U. per kg of body weight, as recommended by WHO.
Do not exceed the recommended dosage and do not administer the rabies
immunoglobulin more then once, otherwise there is a risk that this may interfere with
antibody induction during the course of treatment with the rabies vaccine.
See tables for further information.

Administration
Injections of Berirab P must be given by the intramuscular route only. 
Note that there is an increased risk of unintentional intravascular injection in patients
who have repeatedly received intramuscular injections. An intravascular injection may
cause the patient to develop shock - type symptoms, especially in cases of antibody
deficiency syndrome. It is therefore advisable to ensure by aspiration that no vessel has
been penetrated.

Berirab P is to be administered at body temperature, preferably ventrogluteally with
the patient lying down.
If comparatively large total doses are required, it is advisable to administer them in
divided doses. This applies in the cases of doses above 2 ml in children weighing up to
20 kg and doses above 5 ml in persons weighing above 20 kg.

Do not inject intravenously !
Up to half the calculated amount is to be infiltrated around the wound. This is to be
effected intramuscularly where possible and to the extent possible in the region
effected. The remainder is preferably to be injected ventrogluteally.

Rabies immunoglobulin alone can not provide protection against the disease: it is
essential that it is administered in combination with a rabies vaccine, but a different
site on the body. When administering the vaccine it is imperative to pay attention to the
information given in the package insert of the rabies vaccine.
If possible, Berirab P should be administered on the day of injury / contact, at the same
time as the first dose of vaccine. If such simultaneous prophylaxis was not given, i.e. if
only the vaccine was given at the prescribed intervals, then it is only meaningful to
administer Berirab P to the 8th day after the first injection of vaccine. The prescribed
dosage of Berirab P must not exceeded even if commencement of simultaneous
prophylaxis is delayed.

Storage and Stability
Berirab P is to be stored at 2 to 8 °C.
It must not be used beyond the expiry date given on the pack and container.
Once an ampoule has been opened, its contents must be used immediately.

Additional Information
Berirab P is a clear, colorless to yellowish solution of the immunoglobulin fraction.
Berirab P contains no preservatives.
Immunoglobulins may be administered to pregnant women and nursing mothers at the
recommended dosage.
Berirab P is prepared exclusively from plasma from healthy donors.

Each plasma donation is tested in compliance with the official requirements.
The special steps used in the manufacture of the preparation, especially the ethanol
fractionation step and heat treatment in aqueous solution at 60°C for 10 hours
(pasteurization), result in extensive viral partitioning. 

Table 1: Selection of the appropriate vaccination scheme based
on the degree of exposure

Degree of contact

I Contact with animal but 
definitely not with its 
saliva. Patient's skin 
intact before and during 
contact. 

II  Skin contact with animal's
saliva, or patient's skin 
slightly injured at time of 
contact due to: scratch, 
abrasion, bite on head, 
superficial bite (except on
head, neck, shoulder 
girdle, arms or hands).

I I I Patient's mucosa in 
contact with animal's 
saliva or patient bitten, 
especially on head, face, 
neck, shoulder girdle, 
arms or hands 

* Any animal behaving abnormally in an area officially designated at-risk for must be
suspected to have the disease.
Even carcasses of rabid animals may still be contagious.

** Simultaneous administration of vaccine and immunoglobulin.

Table 2: Vaccination procedure for patients who have not been
vaccinated or have not received a complete course of
vaccination

Scheme A
pre-exposure vaccination

Rabies vaccine*
i.m once on
day 0, 28, 56
and once one
year later

o r

once on days 0, 7, 21 and
once one year later

* follow product information strictly  

Table 3: Vaccination scheme for persons who, at the time of
exposure (or renewed exposure), were already fully
immunized

Previous vaccinations (according to 
Schemes A to C) using a rabies vaccine 
with a potency of ≥ 2.5 I.U/dose, 
which date back:

less than one year

1 to 5 years

more than 5 years

* cases of high-degree exposure s. Table 1, categories II and III

Pack Sizes
Ampoules of 2 ml with 300 I.U. of rabies antibodies
Ampoules of 5 ml with 750 I.U. of rabies antibodies
Ampoules of 10 ml with 1500 I.U. of rabies antibodies

Manufacturer: ZLB Behring AG, Marburg, Germany.
Manufacturer's agent: Mediline Ltd., 22, Ben Gurion St., Herzeliya.
Importer: Mediline Ltd., P.O.B 531, Yokneam  20692.  
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Condition of animal 
based on behaviour 
(regardless of its rabies 
vaccination status)

Animal has rabies    

Animal suspected to have 
rabies*, and available for 
examination.

Animal has rabies, is 
a wild animal, or not 
available for examination 

Animal is suspected to 
have*, or has, rabies

Vaccination scheme to be 
employed

Vaccination unnecessary If 
there is a danger of further 
exposure vaccinate 
According to Scheme A (see 
Table 2)

In case of doubt vaccinate 
according to Scheme B ( see 
Table 2)
    
Vaccinate immediately 
according to scheme B. 
If in doubt treat by the 
simultaneous method** 
according to Scheme C (see 
Table 2)
If examination shows that 
animal was healthy, it is 
recommended to continue 
according to Scheme A. 
Check patient's vaccination 
status for tetanus.

Treat immediately by the 
simultaneous method** 
according to Scheme C, 
check patient vaccination 
status for tetanus !

Treat immediately by the 
simultaneous method** 
according to Scheme C

If examination shows animal 
was healthy, it is 
recommended to continue 
according to Scheme A.

Check patient's vaccination 
status for tetanus!

Scheme B 
post-exposure 
vaccination 

Rabies vaccine* i.m once 
on days 0, 3, 7, 14, 30 
and 90   

Scheme C
post-exposure 
simultaneous prophylaxis

Rabies vaccine* as in  Scheme
B, plus 20  I.U./kg bwt. 
Berirab P at the same  time as 
the first dose of rabies 
vaccine  or no later than 8 
days afterwards

Vaccination scheme

1 vaccination: day 0 in cases of high-
degree exposure* 2 vaccinations: day 0 
and day 3

2 vaccinations : day 0 and 3 in cases of 
high-degree exposure* 3 vaccinations: 
day 0, 3 and day 7

A complete course of treatment 
according to Scheme B or C (depending 
on the degree of exposure)


