EUROPEAN MEDICINES AGENCY

ENCE MEDICINES HEALTH

9 November 2016
EMA/865270/2016
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: rabies vaccine

Procedure no.: PSUSA/00009277/201603

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2016. Reproduction is authorised provided the source is acknowledged.



Product Name (in authorisation MRP/DCP Authorisation National MAH of product in Member State where
country) number Authorisation Number | the member state product is authorised

Geinactiveerd Rabiésvaccin Mérieux HDCV, | not available RVG 18718 SANOFI PASTEUR MSD | NL
Poeder voor injectievloeistof > 2,5 |.E

GEINACTIVEERD VACCIN TEGEN RABIES not available BE118097 SANOFI PASTEUR MSD | BE
MERIEUX HDCV, poeder en oplosmiddel
VOOr suspensie voor injectie

IMOVAX RABIES VERO/ VERORAB, prasok not available 59/0123/90-C/S SANOFI PASTEUR SA SK
a rozpustadlo na injekcnu suspenziu,
Ockovacia latka proti besnote pre
humanne pouzitie pripravena na
bunkovych kultarach (inaktivovana)

Rabies Vaccine BP >= 2.5 IU/ml, Powder not available PA 544/14/1 SANOFI PASTEUR MSD | IE
and solvent for suspension for injection LIMITED

Rabies Vaccine BP >= 2.5 IU/ml, Powder not available PL 6745/0053 SANOFI PASTEUR MSD | UK
and solvent for suspension for injection LIMITED (UK)
Rabies-Imovax 2,5 a.e. stungulyfsstofn og | not available 940204 (1S) SANOFI PASTEUR MSD | IS

leysir, dreifa
Boluefni gegn hundazedi framleitt i
frumuraekt

Rabies-Imovax 2,5 IU pulver och véatska till | not available 10338 SANOFI PASTEUR MSD | SE
injektionsvatska, suspension Vaccin mot
rabies framstallt pa cellkultur

Rabies-Imovax, injektiokuiva-aine ja not available 10621 SANOFI PASTEUR MSD | FI
liuotin, suspensiota varten
Rabies-Imovax, pulver och véatska till not available 10621 SANOFI PASTEUR MSD | FI

injektionsvatska, suspension Vaccin mot
rabies (inaktiverat), framstallt i cellkultur
av humana diploida celler

Rabies-Imovax, pulver og solvens til not available 11717 SANOFI PASTEUR MSD | DK
injektionsvaeske, oplgsning
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Product Name (in authorisation MRP/DCP Authorisation National MAH of product in Member State where
country) number Authorisation Number | the member state product is authorised

RABIES-IMOVAX® Pulver og vaeske til not available 94-3051 SANOFI PASTEUR MSD | NO
injeksjonsvaeske, suspensjon Vaksine mot
rabies til mennesker (fremstilt i cellekultur)

Rabipur injection DE/H/0216/002 PL 16033/0010 Gsk Vaccines Gmbh UK
Rabipur P6 e solvente para solucéo DE/H/0216/001 4826186 GSK VACCINES GMBH PT
injectavel Vacina contra a Raiva,

inactivada

Rabipur P6 e solvente para solugédo DE/H/0216/001 4826285 GSK VACCINES GMBH PT
injectavel Vacina contra a Raiva,

inactivada

Rabipur Polvo y disolvente para soluciéon DE/H/0216/001 66100 GSK VACCINES GMBH ES
inyectable. Vacuna antirrabica inactivada

Rabipur por és oldészer oldatos injekciéhoz | not available OGYI-T-9750/01 GSK VACCINES GMBH | HU
Rabipur por és oldészer oldatos injekcidhoz | not available OGYI-T-9750/02 GSK VACCINES GMBH | HU
Rabipur por és oldészer oldatos injekcidhoz | not available OGYI-T-9750/03 GSK VACCINES GMBH HU
Rabipur prasak i otapalo za otopinu za not available UP/1-530-09/13-02/06 GSK VACCINES GMBH HR

injekciju, cjepivo protiv bjesnoce, iz
stanicnih kultura, za ljude

rabipur prasek a rozpoustédlo pro injekéni | DE/H/0216/002 59/226/16-C Novartis Vaccines and | CZ
roztok v predplnéné inj stf Diagnostics GmbH,

Marburg
Rabipur Pulver och vatska for DE/H/0216/001 19246 GSK VACCINES GMBH SE
injektionsvatska, I16sning Rabiesvaccin,
inaktiverat
Rabipur Pulver og solvens til DE/H/0216/001 34616 GSK VACCINES GMBH DK

injektionsveeske, oplgsning Rabiesvaccine,

inaktiveret
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Product Name (in authorisation
country)

MRP/DCP Authorisation
number

National
Authorisation Number

MAH of product in
the member state

Member State where
product is authorised

Rabipur Pulver og veeske til
injeksjonsveeske, opplgsning Vaksine mot
rabies til mennesker (fremstilt i cellekultur)

DE/H/0216/001

03-1651

GSK VACCINES GMBH

NO

Rabipur Pulver und Lésungsmittel zur
Herstellung einer Injektionsldsung Tollwut-
Impfstoff, inaktiviert

DE/H/0216/001

BE276692

GSK VACCINES GMBH

BE

Rabipur Pulver und Lésungsmittel zur
Herstellung einer Injektionslésung in
Fertigspritze. Tollwut-Impfstoff, inaktiviert.

not available

PEI.H.11793.01.1

GSK VACCINES GMBH

DE

Rabipur Pulver und Lésungsmittel zur
Herstellung einer Injektionsldsung Tollwut-
Impfstoff, inaktiviert

DE/H/0216/001

60A/84

GSK VACCINES GMBH

DE

RABIPUR Purifikovana inaktivovana
vakcina proti vztekline Prasek a
rozpoustedlo pro injekcni roztok

not available

59/120/86-C

GSK VACCINES GMBH

cz

Rabipur, 2 2.5 j.m./ml, proszek i
rozpuszczalnik do sporzadzania roztworu
do wstrzykiwan

Vaccinum rabiei ex cellulis ad usum
humanum

Szczepionka przeciw wsciekliznie
stosowana u ludzi, przygotowana w
hodowlach komérkowych

not available

R/0630

GSK VACCINES GMBH

PL

Rabipur, poudre et solvant pour solution
injectable. Vaccin rabique, inactivé

DE/H/0216/001

362 767-9

GSK VACCINES GMBH

FR

Rabipur, poudre et solvant pour solution
injectable. Vaccin rabique, inactivé

DE/H/0216/001

364 665-9

GSK VACCINES GMBH

FR
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Product Name (in authorisation

MRP/DCP Authorisation

National

MAH of product in

Member State where

country) number Authorisation Number | the member state product is authorised
RABIPUR, vaccin rabic inactivat pentru uz not available 7307/2006/01 GSK VACCINES GMBH RO
uman, pulbere liofilizata si solvent pentru

solutie injectabilad

Rabipur® Poeder en oplosmiddel voor DE/H/0216/001 BE276692 GSK VACCINES GMBH BE
oplossing voor injectie Rabiésvaccin,

geinactiveerd

Rabipur® Poeder en oplosmiddel voor DE/H/0216/001 RVG 29095 GSK VACCINES GMBH NL
oplossing voor injectie Rabiésvaccin,

geinactiveerd

Rabipur® Polvere e solvente per soluzioni DE/H/0216/001 035947011 GSK VACCINES GMBH IT
iniettabili Vaccino rabico inattivato

Rabipur® Polvere e solvente per soluzioni DE/H/0216/001 035947023 GSK VACCINES GMBH IT
iniettabili Vaccino rabico inattivato

Rabipur® Poudre et solvant pour solution DE/H/0216/001 BE276692 GSK VACCINES GMBH BE
injectable Vaccin antirabique, inactivé

Rabipur® Poudre et solvant pour solution DE/H/0216/001 0388796 GSK VACCINES GMBH LU
injectable Vaccin antirabique, inactivé

Rabipur® Powder and solvent for solution DE/H/0216/001 PA 877/3/1 GSK VACCINES GMBH IE
for injection Rabies vaccine, inactivated

Rabipur® powder and solvent for solution DE/H/0216/001 PL 16033/0008 GSK VACCINES GMBH UK
for injection Rabies vaccine, inactivated

Rabipur® Pulver und Lésungsmittel zur DE/H/0216/001 2-00293 GSK VACCINES GMBH | AT

Herstellung einer Injektionsldsung Tollwut-
Impfstoff, inaktiviert
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Product Name (in authorisation
country)

MRP/DCP Authorisation
number

National
Authorisation Number

MAH of product in
the member state

Member State where
product is authorised

Tollwut-1mpfstoff (HDC) inaktiviert
mind. 2,5 I.E./ml

Pulver und Lésungsmittel zur Herstellung
einer Injektionssuspension

not available

507A/76

SANOFI PASTEUR MSD
GMBH

DE

Tollwut-1mpfstoff Mérieux HDCV
inaktiviert, Pulver und Losungsmittel zur
Herstellung einer Injektionssuspension

not available

BE118097

SANOFI PASTEUR MSD

BE

Tollwut-1mpfstoff Mérieux HDCV
inaktiviert, Pulver und Losungsmittel zur
Herstellung einer Injektionssuspension

not available

2006038478

SANOFI PASTEUR MSD

LU

VACCIN RABIQUE INACTIVE MERIEUX
HDCV, poudre et solvant pour suspension
injectable

not available

BE118097

SANOFI PASTEUR MSD

BE

VACCIN RABIQUE INACTIVE MERIEUX
HDCV, poudre et solvant pour suspension
injectable

not available

2006038478

SANOFI PASTEUR MSD

LU

VACCIN RABIQUE INACTIVE MERIEUX,
poudre et solvant pour suspension
injectable

Vaccin rabique préparé sur cellules
diploides humaines

not available

NL 11 040

SANOFI PASTEUR SA

FR

VACCIN RABIQUE PASTEUR, poudre et
solvant pour suspension injectable en
seringue préremplie. Vaccin rabique,
inactivé

not available

330 488.7

SANOFI PASTEUR MSD
SNC

FR

VACCIN RABIQUE PASTEUR, poudre et
solvant pour suspension
Vaccin rabique, inactivé

not available

556 041.3

SANOFI PASTEUR MSD
SNC

FR
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Product Name (in authorisation
country)

MRP/DCP Authorisation
number

National
Authorisation Number

MAH of product in
the member state

Member State where
product is authorised

VACUNA ANTIRRABICA MERIEUX Polvo y
disolvente para suspension inyectable
Vacuna antirrabica inactivada cultivada en
células diploides humanas

not available

56.566

SANOFI PASTEUR MSD
S.A. (SPAIN)

ES

VACUNA ANTIRRABICA MERIEUX Polvo y
disolvente para suspension inyectable
Vacuna antirrabica inactivada cultivada en
células diploides humanas

not available

56.566

SANOFI PASTEUR MSD
S.A. (SPAIN)

ES

Verorab = 2,5 NE/0,5 ml ml por és
oldészer szuszpenzids injekciéhoz
eloretoltott fecskendoben

Veszettség elleni vakcina,
embergyodgyaszati célra
(sejttenyészetekben eloallitott, inaktivalt)

not available

OGYI-T-22470/02

SANOFI PASTEUR SA

HU

Verorab = 2,5 NE/0,5 ml por és oldészer
szuszpenzids injekcidhoz ampullaban
Veszettség elleni vakcina,
embergyodgyaszati célra
(sejttenyészetekben el6allitott, inaktivalt)

not available

OGYI-T-22470/01

SANOFI PASTEUR SA

HU

VERORAB milteliai ir tirpiklis injekcinei
suspensijai

Vakcina nuo pasiutligés, pagaminta
naudojant Igsteliy kultlira, vartoti
zmonéms

not available

LT/1/95/1199/002

SANOFI PASTEUR SA

LT

VERORAB milteliai ir tirpiklis injekcinei
suspensijai, Vakcina nuo pasiutliges,
pagaminta naudojant lgsteliy kultirg,
vartoti Zmonéms

not available

LT/1/95/1199/001

SANOFI PASTEUR SA

LT
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Product Name (in authorisation
country)

MRP/DCP Authorisation
number

National
Authorisation Number

MAH of product in
the member state

Member State where
product is authorised

VERORAB pulbere si solvent pentru
suspensie injectabila, Vaccin rabic
purificat, inactivat, produs pe celule VERO

not available

5310/2013/01-03

SANOFI PASTEUR SA

RO

VERORAB, poudre et solvant pour
suspension injectable en seringue
préremplie

Vaccin rabique, inactivé

not available

NL 13 998-1

SANOFI PASTEUR SA

FR

VERORAB, poudre et solvant pour
suspension injectable
Vaccin rabique, inactivé

not available

NL 13 998-2

SANOFI PASTEUR SA

FR

VERORAB, prasek pro pripravu injekcni
suspenze s rozpoustedlem, Vakcina proti
vztekline pripravena v bunecnych
kulturach pro humanni pouziti,
(inaktivovana)

not available

59/123/90-C

SANOFI PASTEUR SA

cz

VERORAB, proszek i rozpuszczalnik do
sporzadzania zawiesiny do wstrzykiwan,
Vaccinum rabiei ex cellulis ad usum
humanum, Szczepionka przeciw
wsciekliznie stosowana u ludzi,
produkowana w hodowlach komaérkowych

not available

R/0024

SANOFI PASTEUR SA

PL

VERORAB, pulveris un Skidinatajs injekciju
suspensijas pagatavoSanai

Inaktiveta trakumsergas vakcina, kura
gatavota Sunu kultura.

Vaccinum rabiei ex cellulis ad usum
humanum

not available

95-0284

SANOFI PASTEUR SA

LV

List of nationally authorised medicinal products
EMA/865270/2016

Page 8/9




Product Name (in authorisation
country)

MRP/DCP Authorisation
number

National
Authorisation Number

MAH of product in
the member state

Member State where
product is authorised

VERORAB, sustesuspensiooni pulber ja
lahusti sustlis

Marutdve vaktsiin inimkasutuseks,
valmistatud rakukultuuridel
(inaktiveeritud)

not available

310200

SANOFI PASTEUR SA

EE

BEPOPAB npax v pa3tsopuTen 3a
WHXXEeKLMOHHa cycneHsus, BakcuHa cpewy
651c, Npon3BeaeHa B KNETbYHM KyNTypH, 3a
XyMaHHaTa MeauumHa (MHaKTMBMpaHa)

not available

20010453

SANOFI PASTEUR SA

BG

Pabunyp npax v pasTeBopuTen 3a
WHXeKLMOoHeH pa3Teop BakcuHa cpelty 65ac
(MHaKTMBMpaHa)

not available

20000452

GSK VACCINES GMBH

BG
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