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-RABIES, INACTIVATED, WHOLE VIRUS 2.5 IU/ML
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Rabipur is indicated for active immunization against rabies in individuals of all ages. See Sections 4.2 and 5.1 for
detailed information about pre- and post-exposure prophylaxis.
Rabipur should be used in accordance with official recommendations.
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Section Marked update

4.1 Rabipur is indicated for Active immunization against Rabies_in individuals of all ages.

Therapeutic

indications Fhis-inehadesSee Sections 4.2 and 5.1 for detailed information about pre-expesure
boester-dese; and post-exposure prophylaxis-(i-e—aftersuspected-or proven-exposureto
rabies).,
Rabipur is-teshould be used en-the-basis-efin accordance with official
recommendations.

4.2 Posology

and method of Desage-in-adults-and-children

administration The recommended single-intramusewtar{H} dose for both primary immunization and

boosters is 1.0 ml-in-ndividualsefalages:

Pre-exposure prophylaxis (2EP3}

Primary immunization

In previously unvaccinated individuals, an-initial-ceurse-of pre-expesureprophylaxis
eonsists-of three doses {each-of +-0-mbshould be administered H-enaccording to the

conventional or rapid regimen as shown in Table 1.

Table 1 Primary immunization regimens

| | Conventional regimen | Rapid regimen*




1% dose Day 0 Day 0
2™ dose Day 7 Day 3
3" dose Day 21 (or 28) Day 7

The conventional regimen of davs 0,7,21 (or 28) is the preferable regimen.

*The rapid regimen should only be considered for adults aged 18-65 years not able to
complete the conventional pre-exposure prophylaxis regimen within 21 or 28 days 05

Tand-21-{or28).before protection is required.

Booster doses

The individual IV | o 10l
R&b&-pu{—ma{fb%usedBooster doses are generally recommended every 2-5 vyears.
1ng for booster after vaccination after priorimmunization-with a-human-dipleid

Jéheﬂeed—e#mteﬂﬂﬁeﬁt—sere}eg&eahamd regimen has not yet been established (see

also section 5.1). Serological testing for the presence of antibody > 0.5 IU/ml anédto

assess the administration-ofneed for booster doses should be assessedconducted in
accordance with official recommendations.

Rabipur may be used to boost 1nd1v1duals prev1ouslv 1rnmumzed W1th any human
diploid cell rabies vaccine.

Post-exposure prophylaxis (PEPR)

Post-exposure prophylaxis eensists-of:
loealtreatment of the-woundshould commence as soon as possible after exposure;.

o a-course-of rabtesvaceine—and
i } C eabios | lobulin if indi |

T—h&meheat}eﬁTable 2 summarlses recommendatlons for post exposure prophylax1s

Reeemmended—pest—e*pe&%amphylams, 1nclud1ng 1mmumzat10n1 accordlng to the

type of exposure.

PestIn post-exposure prophylaxis of previously unvaccinated individuals, the vaccine
should be administered according to Table 3.

5-dese-Essenregimen{Table 3: Post-exposure immunization regimens for previously
unvaccinated individuals

Essen regimen Zagreb regimen Reduced Essen
(5 doses) (4 doses) regimen (4 doses)®
1%t dose Day 0 Day 0, 2 doses' Day 0
2™ dose Day 3 Day 3
3" dose Day 7 Day 7 Day 7
4™ dose Day 14 Day 21 Day 14
5" dose Day 28

. —I—I—I—l—} one 4—9—1@—1—M—1nj ection ea—eaeh—ef—d—ays—@é#—#l—&nd—z%

the two de1t01ds or thlgh mtes)—feﬂewed—bfyLeﬂ%l—Q—mJ—PM—mjeeﬁeﬂ—eﬂ—eaeh—ef

daysTand 21

bl asis i ious] : individual




2 this shortened Essen regimen may be used as an alternative for healthy,
immunocompetent individuals provided they receive wound care plus rabies
immunoglobulin in category III as well as in category I exposures and a WHO-
prequalified rabies vaccine

In previously vaccinated individuals, post-exposure prophylaxis consists of two doses
feach-of -0-mb-administered HM-on days 0; and 3. Rabies immunoglobulin is not
indicated in such cases.

lintric sationts

ed individual
In immunocompromised individuals;-a-cempleteseries-of with category Il and I11

exposures, 5 doses secordinetothe bosop L L L L Lo dee g 2 T Lland 0o
regimenshould be given in combination with comprehenswe wound management and

local infiltration of rabies immunoglobulin is-+

and-Hl-expesureas shown in Table 4.

AdternativelytwoTable 4: Post-exposure immunization regimens for
immunocompromised individuals

Essen regimen Alternative to Essen
1% dose Day 0 Day 0, 2 doses'
2" dose Day 3 Day 3
3™ dose Day 7 Day 7
4™ dose Day 14 Day 14
5" dose Day 28 Day 28

" Two doses of vaccine may be given on day 0, that is, a single dose of 1.0 ml vaccine
should be injected into the right deltoid and another single dose into the left deltoid
muscle. In small children, one dose should be given into the anterolateral region of

each thigh. This would result in a total of 6 doses2—+—1—1+t-en-days 03714 and

When feasible, the rabies virus neutralising antibody response should be measured 2 to
4 weeks (preferably on day 14) following the start of vaccination to assess the possible
need for an additional dose of the vaccine. Immunosuppressive agents should not be
administered during postexposure therapy unless essential for the treatment of other
conditions (see section 4.5).

Paediatric population
Paediatric individuals receive the same dose as adults (1.0 ml).

Method of administration

Rabipur is for intramuscular administration only. For adults and children > 2 years of

age, the vaccine should be administered intramusentar-into the deltoid:fer muscle. For
children < 2 years, the anterolateral area of the thigh is recommended.

4.5 Interaction
with other
medicinal
products and
other forms of
interaction

Almost all adult subjects achieved an adequate immune response (Rabies Viral
Neutralizing Antibodies (RVNAs) > 0.5 [U/ml) within 7 days after the end of a
primary series of three injections of Rabipur when given concomitantly with
inactivated JE vaccine according to the-to either a rapid or the conventional PrEP




schedule by the intramuscular route. From day 57 after vaccination a faster decline in
immune response to rabies was observed in individuals vaccinated concomitantly with
JE vaccine according to the rapid PrEP schedule compared with the concomitant
conventional PrEP schedule and the rabies only conventional PrEP schedule. At day
366, percentages of subjects with RVNA concentration >0.5 IU/mL were 68%, 76%,
and 80% for vaccine groups rabiesrabies/JE accelerated, rabies/JE conventional, and
rabies conventional, respectively. PrEP schedule JE andrabies PrEP schedule

porserioals
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