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Substance or indication category 

Vaccines 
 
Name and address of the holder of the marketing authorisation 

Chiron Behring GmbH & Co 
PO Box 1630 
D-35006 Marburg 
Germany 
 
Importer: 
S.A.R.E.L. Supply Services 
Hagavish st Ind Zone Netanya 
 
Indications 

Active immunisation against rabies. 
 
a) Pre-exposure immunisation (prophylactic, prior to exposure): 

Immunisation prior to possible infection with rabies, particularly for vets, veterinary medicine 
students, animal keepers, hunters, forestry workers, animal handlers, butchers, personnel in 
rabies research laboratories etc., or prior to visits to areas in which rabies is endemic (rabies 
infected areas). 

 
a) Post-exposure treatment (after exposure): 

Treatment after contact with animals which are rabid or suspected to be rabid, or after contact 
with an inoculated rabies carcass. 

 
For further details, see enclosed tables. 
 
Contraindications 

a) Immunisation prior to exposure 
 

It is advisable to avoid pre-exposure (prophylactic) immunisation in individuals with acute 
disorders requiring treatment. 

 
 If complications arise after vaccination, this should be considered a contraindication for further 

administration of the same vaccine, until the causes of the complications have been clarified. 
 
 In individuals with known allergy to one of the constituents of Rabipur, use of this vaccine is 

contraindicated. 
 
b) Treatment after exposure 
 

In view of the fact that rabies is a fatal disease, there are no contraindications to immunisation 
after suspected exposure (see section “Special precautions for use”). 
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In patients receiving immunosuppressive therapy (treatment which suppresses the immune system of 
the body), or with congenital or acquired immunodeficiency, the response to the vaccination may be 
reduced or uncertain (see also “Dosage and administration”). 
 
Administration of immunosuppressive medication during treatment after exposure should be avoided. 
 
Rabies immunoglobulins should only be administered at the recommended dose. The 
immunoglobulins should neither be given at higher nor lower doses than those recommended, nor 
should they be repeatedly administered, as this may reduce the effects of rabies vaccine given at the 
same time. 
 
Time intervals to be observed before other vaccinations are given 
 
Other vaccinations may be given at any interval of time from the administration of Rabipur.  
 
Dosage and administration 

Dosage 
 
With Rabipur, it is possible to vaccinate persons of any age group. The recommended single dose is 1 
ml. 
 
 

PRE-EXPOSURE IMMUNISATION (prior to exposure) 

Immunisation according to schedule A (see Table 2). 
One vaccination (1 ml) on days: 0, 7 and 21 or 28. 

 

BOOSTER DOSES 

It is advisable to monitor the serum rabies antibody concentration every 6 months in persons who 
are constantly at risk of exposure (e.g. personnel in laboratories working with live rabies virus and 
persons working in rabies vaccine production facilities). If the titer is below 0.5 IU/ml, the 
threshold considered to confer protection, a booster dose (a single dose of vaccine) should be 
given. 
All other persons at continuing risk to exposure to rabies (e. g. veterinarians, hunters etc.), or for 
those who plan to visit rabies endemic areas, should receive a booster dose every 2 years. 
Alternatively a blood sample should be tested for rabies virus neutralising antibodies every year. If 
the titre is below 0.5 IU/ml, a booster dose (a single dose of vaccine) should be given. 
 
POST-EXPOSURE TREATMENT (after exposure) 

Begin with the course of immunisation immediately. For “immediate wound treatment”, see 
“Special precaution for use”! 

For indications for use, see Table 1. 

 Unimmunised or incompletely immunised individuals (including those who have previously 
received fewer than 3 doses of vaccine, or who have received a vaccine of doubtful potency or 
origin): 

Treatment according to schedule B or C (see also Table 2). 
One single dose of vaccine on days 0, 3, 7, 14, 28 (5-dose schedule). 

As an alternative to the above mentioned 5-dose schedule, the World Health Organisation 
(WHO) also recommends the abbreviated 2-1-1 regimen as being effective: 
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Two doses on day 0 (one dose given into the right and one dose into the left deltoid muscle 
[upper-arm muscle] or, in small children, one dose each into the anterolateral region of the right 
and left thigh), and one dose each on days 7 and 21 (see also Table 2, schedule B/C). 

In all injuries caused by rabid animals or animals suspected to be rabid, or after contact between 
the saliva of these animals and the mucous membranes or damaged skin of the patient (see Table 
1), the 5-dose schedule or 2-1-1 schedule along with additional passive immunisation are 
required (see Table 2, schedule C). 20 IU/kg bodyweight (BW) of human rabies 
immunoglobulin are to be given as a single dose at the time of the first vaccination. As much of 
the rabies immunoglobulin preparation as is anatomically feasible should be applied as deeply 
as possible in and around the wound. Any remaining human rabies immunoglobulin should be 
administered intramuscularly (preferably intragluteally) at a site distant from the site of the 
vaccine injection.  
If rabies immunoglobulin is not available at the time of the first vaccination it must be 
administered no later than 7 days after the first vaccination. If more than 7 days have passed 
since the first vaccination, use of rabies immunoglobulin is contraindicated. 

 
Rabies immunoglobulin should only be administered at the recommended dose. 
The recommended immunoglobulin dose should neither be increased, nor decreased, nor should 
rabies immunoglobulin administration be repeated (for further details refer to the manufacturer’s 
information).** 
** If HRIG is unavailable, then ERIG (Equine Rabies Immunoglobulin) could be used as a substitute. Please follow 
the dosage guidelines provided by the supplier. 

 

The immunisation schedule must be followed exactly, even if considerable time has elapsed 
since exposure. 

 In subjects at particularly high risk of contracting rabies infection (e. g. with multiple wounds, 
particularly on the head or other markedly innervated parts of the body), or for those who have 
delayed initiation of treatment, the patient must be vaccinated on each of the days 0, 3, 7, 14, 
28. Additionally the initial immunisation dose should be doubled: a single dose of vaccine 
should be given by injection as soon as possible after exposure into the right deltoid and another 
single dose into the left deltoid muscle, or in small children, a single dose given into the 
anterolateral region of the right thigh with another single dose given into the left thigh. 

 Previously fully immunised individuals: 

Patients who have previously received a complete course of primary immunisation (pre- or post-
exposure) should receive two doses of Rabipur; one on each of days 0 and 3, respectively. This 
is independent of the interval to the last immunisation. No administration of rabies 
immunoglobulin is required. 

 Immunocompromised individuals: 

Patients receiving immunosuppressive therapy, or who have congenital or acquired 
immunodeficiency, should be vaccinated once on each of the days 0, 3, 7, 14, 28. In addition, 
the initial immunisation dose (day 0) should be doubled with a single dose of vaccine being 
administered as soon as possible after exposure into each of  the right and left deltoid muscles 
(upper-arm muscle) or, in small children, into the anterolateral region of each of the right and 
left thighs. 

If immunocompromised patients (with impaired defence system) are treated after exposure to 
rabies, it is advisable that the antibody titre be measured 14 days after the first dose. If a titre of 
at least 0.5 IU/ml, which is considered adequate to confer protection, is not present, a dose of 
vaccine should be immediately administered into each upper-arm (or into each thigh in the case 
of small children). Depending on the immunisation status of these patients, additional doses may 
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be necessary to achieve appropriate antibody titres in serum (for information on 
immunoglobulin administration see Section  “Unimmunised or incompletely immunised 
individuals)”. 

Method and duration of administration 
 
The lyophilisate should be reconstituted immediately using the diluent supplied, and carefully agitated 
prior to injection. The reconstituted vaccine should be used immediately. 
 
Rabipur must be given by intramuscular injection into the deltoid muscle (upper-arm muscle), or into 
the anterolateral region of the thigh in small children. The vaccine must not be given by intragluteal 
(in the gluteal muscle) injection. 
 
The vaccine must not be administered by intravascular (in a blood vessel) injection!  
 
 
Undesirable effects 

If you develop side effects, especially side effects which are not mentioned in this package leaflet, 
please inform your doctor or pharmacist. 
 
Mild reactions at the injection site, such as pain, redness, swelling, or induration are possible. 
More marked local reactions, fever, headache, myalgia, lymph node swelling, fatigue, arthritis, and 
gastrointestinal disorders may occasionally occur. Rare are circulatory reactions, sweating, chills, 
paraesthesiae and allergic reactions; these require treatment only in exceptional cases (see section 
”Special precautions for use”). 

There have been isolated reports of inflammatory and demyelinating neurological disorders, such as 
progressive ascending paralysis (Guillain-Barré syndrome) or optic neuritis in individual cases. 
However, there is no evidence of an increased frequency of autoimmune disorders after immunisation. 

 
Storage and shelf life 

Rabipur should be stored at +2 to +8°C. 
Rabipur should not be used after the expiry date printed on the pack and container.  
The vaccine should be used immediately after reconstitution. 
  
Store out of reach of children! 
 
Date of revision of the package leaflet 

August 2002  
 
 
Additional Information 

This vaccine conforms to the World Health Organisation (WHO) requirements and contains no 
preservative. 
 
The antibody concentration achieved by the immunisation falls gradually; booster doses are therefore 
required to maintain immunity. 
 
All immunisations and all immunoglobulins administered should be entered by the doctor, with the 
name of the preparation (proprietary name) and Lot. No., in the international immunisation record.  
Optimal immunity will only be conferred if the full immunisation programme is completed. 
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Table 1: Appropriate rabies treatment based on different categories of exposure 
 
Exposure 
category  

Type of exposure 
 

Contact with a rabid or suspected rabid*  Contact with an inoculated animal carcass 
wild or domestic animal 

Treatment schedule 
 

I - Touching/feeding animals, but clearly no 
contact with their saliva; patient's skin 
undamaged prior to and during contact 

- Touching inoculated carcass; skin intact No treatment necessary. 
In cases of uncertainty, immunisation to be administered 
as per schedule B (Table 2) 

II - Animal has nibbled or licked exposed skin of 
the patient 

- Contact with saliva 
- Superficial, non-bleeding, scratches made by 

the animal, with the exception of scratches on 
the head, neck, shoulder region, arms and hands 
(see exposure grade III) 

- Touching inoculated carcass; skin damaged  Immediate treatment as specified in schedule B.  
In cases of uncertainty, simultaneous administration of 
vaccine and immunoglobulin (active and passive 
immunisation) should be administed as specified in 
schedule C (Table 2). 
If the animal proves to be healthy after examination, it is 
advisable to continue treatment as in schedule A. 
Check patient's immunity against tetanus. 

III - All bites 
- Bleeding scratches 
- All scratches on the head, neck, shoulder 

region, arms, and hands 
- Contact of patient's mucous membrane with 

animal saliva (e.g. licking, spray) 

- Contact of inoculated carcass with mucous membrane 
or fresh skin wound  

Initiate immediate simultaneous administration of 
vaccine and immunoglobulin (active and passive 
immunisation) as specified in schedule C (Table 2). 
If the animal proves to be healthy after examination, it is 
advisable to continue treatment as in schedule A. 
Check patient's immunity against tetanus. 

 
(Based on the 1997 WHO guidelines) 
 
* All animals exhibiting abnormal behaviour in an area which has been officially declared as rabies endemic area must be considered potentially rabid. The corpses of rabid animals can 

also transmit rabies. 
 
Note: Where indicated, prophylactic immune treatment should be given as soon as possible! 
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Table 2: Pre-exposure immunisation and post-exposure treatment of individuals with no or 
inadequate* immunity 

 
Schedule A 
 
Immunisation prior to exposure 

Schedule B 
 
Immunisation after exposure 

Schedule C 
 
Simultaneous prophylaxis after 
exposure 

One injection of Rabipur i.m. on days:  
0, 7, and 21 or 28  

One injection of Rabipur i.m. on days: 
0, 3, 7, 14, 28 (5-dose schedule) 
 
or 
 
One dose of Rabipur to be given into 
the right deltoid muscle and one dose 
into the left deltoid muscle on day 0; 
and one dose to be applied into the 
deltoid muscle on days 7 and 21 (2-1-
1 regimen). In small children the 
vaccine is to be given into the thighs. 

Give Rabipur as in schedule B +  
1 x 20 IU/kg BW human rabies 
immunoglobulin** simultaneously with 
the first dose of Rabipur. If no rabies 
immunoglobulin is available at the time 
of the first vaccination, it must be 
administered no later than 7 days after 
the first vaccination. 

 
 
 
* Persons who have received less than three immunisation doses, or a vaccine of doubtful potency or origin 
 
** Observe manufacturer's instructions! 
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