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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/001 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/002 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/003 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/004 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/005 LEK PHARMACEUTICALS SI
obloZzene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/006 LEK PHARMACEUTICALS SI
obloZzene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/007 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/008 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/009 LEK PHARMACEUTICALS SI
obloZene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/010 LEK PHARMACEUTICALS SI
obloZzene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/011 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/012 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/013 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/014 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/015 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

Coupet 5 mg filmsko PT/H/0247/001 H/10/00428/016 LEK PHARMACEUTICALS SI
oblozene tablete D.D. LJUBLJANA

CRESTOR 10 mg - NL/H/0343/001 1-24882 ASTRAZENECA OSTERREICH | AT
Filmtabletten GMBH

CRESTOR 10 mg not available 03-0167 ASTRAZENECA UK LIMITED LV

apvalkotas tabletes
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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

CRESTOR 10 mg
apvalkotas tabletes

not available

03-0167

ASTRAZENECA UK LIMITED

LV

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885072

ASTRAZENECA S.P.A.

IT

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885146

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885021

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885033

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885019

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885159

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885045

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885084

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885096

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885110

ASTRAZENECA S.P.A.

Crestor 10 mg
compresse rivestite con
film

NL/H/0343/001

035885108

ASTRAZENECA S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Crestor 10 mg NL/H/0343/001 035885122 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 10 mg NL/H/0343/001 035885060 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 10 mg NL/H/0343/001 035885058 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 10 mg NL/H/0343/001 035885134 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 10 mg not available 5609/2013/01 ASTRAZENECA UK LIMITED RO
comprimate filmate
Crestor 10 mg not available 5609/2013/01 ASTRAZENECA UK LIMITED RO
comprimate filmate
Crestor 10 mg NL/H/0343/001 70.243 ASTRAZENECA ES
comprimidos recubiertos FARMACEUTICA SPAIN, S.A.
con pelicula
Crestor 10 mg NL/H/0343/001 4357786 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356481 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357687 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356986 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357489 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356382 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

coated tablets

number
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357588 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357380 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357083 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356887 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356689 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357182 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356788 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4356580 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg NL/H/0343/001 4357281 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 10 mg film- not available 19622 ASTRAZENECA UK LIMITED CY
coated tablets
Crestor 10 mg film- not available 19622 ASTRAZENECA UK LIMITED CY
coated tablets
Crestor 10 mg film- NL/H/0343/001 PA 970/57/1 ASTRAZENECA UK LIMITED IE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmuhudaodar toflur

number
Crestor 10 mg film- NL/H/0343/001 MA 044/01502 ASTRAZENECA UK LIMITED MT
coated tablets
Crestor 10 mg film- NL/H/0343/001 PL 17901/0201 ASTRAZENECA UK LIMITED UK
coated tablets
Crestor 10 mg NL/H/0343/001 19099 ASTRAZENECA AB SE
filmdragerade tabletter
Crestor 10 mg NL/H/0343/001 08-6073 ASTRAZENECA AS NO
filmdrasjerte tabletter
CRESTOR 10 mg filmom not available 31/0069/03-S ASTRAZENECA UK LIMITED SK
obalené tablety
CRESTOR 10 mg filmom not available 31/0069/03-S ASTRAZENECA UK LIMITED SK
obalené tablety
Crestor 10 mg filmom not available HR-H-186159991 ASTRAZENECA D.O.O. HR
obloZene tablete
Crestor 10 mg filmom not available HR-H-186159991 ASTRAZENECA D.O.O. HR
obloZene tablete
CRESTOR 10 mg filmsko not available H/04/00430/002 ASTRAZENECA UK LIMITED Sl
obloZzene tablete
CRESTOR 10 mg filmsko not available H/04/00430/002 ASTRAZENECA UK LIMITED Sl
obloZzene tablete
Crestor 10 mg not available OGYI-T-9574/01 ASTRAZENECA KFT. HU
filmtabletta
Crestor 10 mg not available OGYI-T-9574/02 ASTRAZENECA KFT. HU
filmtabletta
Crestor 10 mg not available OGYI-T-9574/03 ASTRAZENECA KFT. HU
filmtabletta
Crestor 10 mg not available OGYI-T-9574/01 ASTRAZENECA KFT. HU
filmtabletta
Crestor 10 mg not available OGYI-T-9574/02 ASTRAZENECA KFT. HU
filmtabletta
Crestor 10 mg not available OGYI-T-9574/03 ASTRAZENECA KFT. HU
filmtabletta
Crestor 10 mg NL/H/0343/001 1S/1/03/008/01 ASTRAZENECA A/S IS
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Crestor 10 mg plevele not available LT/1/03/1701/004 ASTRAZENECA UK LIMITED LT

dengtos tabletés

Crestor 10 mg plevele not available LT/1/03/1701/003 ASTRAZENECA UK LIMITED LT

dengtos tabletés

Crestor 10 mg plevele not available LT/1/03/1701/004 ASTRAZENECA UK LIMITED LT

dengtos tabletés

Crestor 10 mg plevele not available LT/1/03/1701/003 ASTRAZENECA UK LIMITED LT

dengtos tabletés

Crestor 10 mg not available 31/314/03-C ASTRAZENECA UK LIMITED cz

potahované tablety

Crestor 10 mg not available 31/314/03-C ASTRAZENECA UK LIMITED cz

potahované tablety

Crestor 10 mg tabletti, NL/H/0343/001 17885 ASTRAZENECA OY Fl

kalvopaallysteinen

CRESTOR 10 mg, NL/H/0343/001 BE250205 ASTRAZENECA S.A. / N.V. BE

comprimés pelliculés

CRESTOR 10 mg, NL/H/0343/001 BE250187 ASTRAZENECA S.A. / N.V. BE

comprimés pelliculés

CRESTOR 10 mg, NL/H/0343/001 BE250205 ASTRAZENECA S.A. / N.V. BE

filmomhulde tabletten

CRESTOR 10 mg, NL/H/0343/001 BE250187 ASTRAZENECA S.A. / N.V. BE

filmomhulde tabletten

Crestor 10, filmomhulde NL/H/0343/001 RVG 26872 ASTRAZENECA BV NL

tabletten 10 mg

CRESTOR 20 mg - NL/H/0343/002 1-24883 ASTRAZENECA OSTERREICH | AT

Filmtabletten GMBH

CRESTOR 20 mg not available 03-0168 ASTRAZENECA UK LIMITED LV

apvalkotas tabletes

CRESTOR 20 mg not available 03-0168 ASTRAZENECA UK LIMITED LV

apvalkotas tabletes

Crestor 20 mg NL/H/0343/002 035885247 ASTRAZENECA S.P.A. IT

compresse rivestite con

film

Crestor 20 mg NL/H/0343/002 035885223 ASTRAZENECA S.P.A. IT
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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

compresse rivestite con
film

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885235

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885286

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885185

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885262

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885173

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885197

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885211

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885209

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885161

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885298

ASTRAZENECA S.P.A.

Crestor 20 mg
compresse rivestite con
film

NL/H/0343/002

035885274

ASTRAZENECA S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Crestor 20 mg NL/H/0343/002 035885300 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 20 mg NL/H/0343/002 035885250 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 20 mg not available 5610/2013/01 ASTRAZENECA UK LIMITED RO
comprimate filmate
Crestor 20 mg not available 5610/2013/01 ASTRAZENECA UK LIMITED RO
comprimate filmate
Crestor 20 mg NL/H/0343/002 70.244 ASTRAZENECA ES
comprimidos recubiertos FARMACEUTICA SPAIN, S.A.
con pelicula
Crestor 20 mg NL/H/0343/002 4358081 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358487 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358289 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4359188 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4357984 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358784 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4357885 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4359287 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmdragerade tabletter

number
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358586 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358883 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358180 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358388 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358982 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4358685 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg NL/H/0343/002 4359089 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 20 mg film- not available 19623 ASTRAZENECA UK LIMITED CY
coated tablets.
Crestor 20 mg film- not available 19623 ASTRAZENECA UK LIMITED CY
coated tablets.
Crestor 20 mg film- NL/H/0343/002 PA 970/57/2 ASTRAZENECA UK LIMITED IE
coated tablets.
Crestor 20 mg film- NL/H/0343/002 MA 044/01503 ASTRAZENECA UK LIMITED MT
coated tablets.
Crestor 20 mg film- NL/H/0343/002 PL 17901/0202 ASTRAZENECA UK LIMITED UK
coated tablets.
Crestor 20 mg NL/H/0343/002 19100 ASTRAZENECA AB SE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Crestor 20 mg NL/H/0343/002 08-6074 ASTRAZENECA AS NO

filmdrasjerte tabletter

CRESTOR 20 mg filmom not available 31/0070/03-S ASTRAZENECA UK LIMITED SK

obalené tablety

CRESTOR 20 mg filmom not available 31/0070/03-S ASTRAZENECA UK LIMITED SK

obalené tablety

Crestor 20 mg filmom not available HR-H-680317247 ASTRAZENECA D.O.O. HR

obloZene tablete

Crestor 20 mg filmom not available HR-H-680317247 ASTRAZENECA D.O.O. HR

obloZene tablete

CRESTOR 20 mg filmsko not available H/04/00430/003 ASTRAZENECA UK LIMITED Sl

obloZene tablete

CRESTOR 20 mg filmsko not available H/04/00430/003 ASTRAZENECA UK LIMITED S

obloZene tablete

Crestor 20 mg not available OGYI-T-9574/04 ASTRAZENECA KFT. HU

filmtabletta

Crestor 20 mg not available OGYI-T-9574/05 ASTRAZENECA KFT. HU

filmtabletta

Crestor 20 mg not available OGYI-T-9574/06 ASTRAZENECA KFT. HU

filmtabletta

Crestor 20 mg not available OGYI-T-9574/04 ASTRAZENECA KFT. HU

filmtabletta

Crestor 20 mg not available OGYI-T-9574/05 ASTRAZENECA KFT. HU

filmtabletta

Crestor 20 mg not available OGYI-T-9574/06 ASTRAZENECA KFT. HU

filmtabletta

Crestor 20 mg NL/H/0343/002 1S/1/03/008/02 ASTRAZENECA A/S IS

filmuhdadadar toflur

Crestor 20 mg plevele not available LT/1/03/1701/005 ASTRAZENECA UK LIMITED LT

dengtos tabletés

Crestor 20 mg plevele not available LT/1/03/1701/006 ASTRAZENECA UK LIMITED LT

dengtos tabletés

Crestor 20 mg plevele not available LT/1/03/1701/005 ASTRAZENECA UK LIMITED LT

dengtos tabletés
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Crestor 20 mg plevele not available LT/1/03/1701/006 ASTRAZENECA UK LIMITED LT
dengtos tabletés
Crestor 20 mg not available 31/315/03-C ASTRAZENECA UK LIMITED cz
potahované tablety
Crestor 20 mg not available 31/315/03-C ASTRAZENECA UK LIMITED cz
potahované tablety
Crestor 20 mg tabletti, NL/H/0343/002 17886 ASTRAZENECA OY Fl
kalvopaallysteinen
CRESTOR 20 mg, NL/H/0343/002 BE250223 ASTRAZENECA S.A. / N.V. BE
comprimés pelliculés
CRESTOR 20 mg, NL/H/0343/002 BE250241 ASTRAZENECA S.A. / N.V. BE
comprimés pelliculés
CRESTOR 20 mg, NL/H/0343/002 BE250223 ASTRAZENECA S.A. / N.V. BE
filmomhulde tabletten
CRESTOR 20 mg, NL/H/0343/002 BE250241 ASTRAZENECA S.A. / N.V. BE
filmomhulde tabletten
Crestor 20, filmomhulde NL/H/0343/002 RVG 26873 ASTRAZENECA BV NL
tabletten 20 mg
CRESTOR 40 mg - NL/H/0343/003 1-24884 ASTRAZENECA OSTERREICH | AT
Filmtabletten GMBH
Crestor 40 mg NL/H/0343/003 035885363 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 40 mg NL/H/0343/003 035885401 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 40 mg NL/H/0343/003 035885336 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 40 mg NL/H/0343/003 035885399 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Crestor 40 mg NL/H/0343/003 035885375 ASTRAZENECA S.P.A. IT

compresse rivestite con
film
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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

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885348

ASTRAZENECA S.P.A.

IT

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885449

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885387

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885351

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885413

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885312

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885324

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885437

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885425

ASTRAZENECA S.P.A.

Crestor 40 mg
compresse rivestite con
film

NL/H/0343/003

035885452

ASTRAZENECA S.P.A.

Crestor 40 mg
comprimate filmate

not available

5611/2013/01

ASTRAZENECA UK LIMITED

RO

Crestor 40 mg
comprimate filmate

not available

5611/2013/01

ASTRAZENECA UK LIMITED

RO

Crestor 40 mg

NL/H/0343/003

70.335

ASTRAZENECA

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos revestidos
por pelicula

FARMACEUTICOS LDA

number
comprimidos recubiertos FARMACEUTICA SPAIN, S.A.
con pelicula
Crestor 40 mg NL/H/0343/003 4359584 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360087 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360384 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360582 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360780 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4359485 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4359980 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4359683 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4359782 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4359386 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360285 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Crestor 40 mg NL/H/0343/003 4360681 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360186 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4359881 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg NL/H/0343/003 4360483 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 40 mg film- NL/H/0343/003 PA 970/57/3 ASTRAZENECA UK LIMITED IE
coated tablets
Crestor 40 mg film- NL/H/0343/003 PL 17901/0203 ASTRAZENECA UK LIMITED UK
coated tablets
Crestor 40 mg film- not available 19624 ASTRAZENECA UK LIMITED CY
coated tablets.
Crestor 40 mg film- not available 19624 ASTRAZENECA UK LIMITED CY
coated tablets.
Crestor 40 mg film- NL/H/0343/003 MA 044/01504 ASTRAZENECA UK LIMITED MT
coated tablets.
Crestor 40 mg NL/H/0343/003 19101 ASTRAZENECA AB SE
filmdragerade tabletter
Crestor 40 mg NL/H/0343/003 08-6075 ASTRAZENECA AS NO
filmdrasjerte tabletter
CRESTOR 40 mg filmom not available 31/0071/03-S ASTRAZENECA UK LIMITED SK
obalené tablety
CRESTOR 40 mg filmom not available 31/0071/03-S ASTRAZENECA UK LIMITED SK
obalené tablety
Crestor 40 mg filmom not available HR-H-857111079 ASTRAZENECA D.O.O. HR
obloZene tablete
Crestor 40 mg filmom not available HR-H-857111079 ASTRAZENECA D.O.O. HR
obloZzene tablete
CRESTOR 40 mg filmsko not available H/04/00430/004 ASTRAZENECA UK LIMITED S
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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

oblozene tablete

CRESTOR 40 mg filmsko not available H/04/00430/004 ASTRAZENECA UK LIMITED S

obloZene tablete

Crestor 40 mg NL/H/0343/003 1S/1/03/008/03 ASTRAZENECA A/S IS
filmuhddadar toflur

Crestor 40 mg not available 31/316/03-C ASTRAZENECA UK LIMITED cz
potahované tablety

Crestor 40 mg not available 31/316/03-C ASTRAZENECA UK LIMITED Ccz
potahované tablety

Crestor 40 mg tabletti, NL/H/0343/003 17887 ASTRAZENECA OY Fl

kalvopaallysteinen

CRESTOR 40 mg, NL/H/0343/003 BE250266 ASTRAZENECA S.A. / N.V. BE
comprimés pelliculés

CRESTOR 40 mg, NL/H/0343/003 BE250284 ASTRAZENECA S.A. / N.V. BE
comprimés pelliculés

CRESTOR 40 mg, NL/H/0343/003 BE250266 ASTRAZENECA S.A. / N.V. BE
filmomhulde tabletten

CRESTOR 40 mg, NL/H/0343/003 BE250284 ASTRAZENECA S.A. / N.V. BE
filmomhulde tabletten

Crestor 40, filmomhulde NL/H/0343/003 RVG 26874 ASTRAZENECA BV NL
tabletten 40 mg

CRESTOR 5 mg - NL/H/0343/004 1-26023 ASTRAZENECA OSTERREICH | AT
Filmtabletten GMBH

CRESTOR 5 mg not available 09-0351 ASTRAZENECA UK LIMITED LV
apvalkotas tabletes

CRESTOR 5 mg not available 09-0351 ASTRAZENECA UK LIMITED LV
apvalkotas tabletes

Crestor 5 mg compresse NL/H/0343/004 035885464 ASTRAZENECA S.P.A. IT
rivestite con film

Crestor 5 mg compresse NL/H/0343/004 035885540 ASTRAZENECA S.P.A. IT
rivestite con film

Crestor 5 mg compresse NL/H/0343/004 035885565 ASTRAZENECA S.P.A. IT
rivestite con film

Crestor 5 mg compresse NL/H/0343/004 035885490 ASTRAZENECA S.P.A. IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885476 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885526 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885589 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885603 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885538 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885514 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885577 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885591 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035883553 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885488 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg compresse NL/H/0343/004 035885502 ASTRAZENECA S.P.A. IT
rivestite con film
Crestor 5 mg not available 5608/2013/01 ASTRAZENECA UK LIMITED RO
comprimate filmate
Crestor 5 mg not available 5608/2013/01 ASTRAZENECA UK LIMITED RO
comprimate filmate
Crestor 5 mg NL/H/0343/004 70334 ASTRAZENECA ES
comprimidos recubiertos FARMACEUTICA SPAIN, S.A.
con pelicula
Crestor 5 mg NL/H/0343/004 5570585 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 5 mg NL/H/0343/004 5570387 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos revestidos
por pelicula

FARMACEUTICOS LDA

number

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5570288 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5570080 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5569884 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5570684 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5570783 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5569389 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5569488 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5569587 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5569785 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5570189 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Crestor 5 mg NL/H/0343/004 5569983 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Crestor 5 mg NL/H/0343/004 5569686 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 5 mg NL/H/0343/004 5570486 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Crestor 5 mg film-coated | NL/H/0343/004 PA 970/57/4 ASTRAZENECA UK LIMITED IE
tablets
Crestor 5 mg film-coated | NL/H/0343/004 MA 044/01501 ASTRAZENECA UK LIMITED MT
tablets
Crestor 5 mg film-coated | NL/H/0343/004 PL 17901/0243 ASTRAZENECA UK LIMITED UK
tablets
Crestor 5 mg film-coated | not available 19728 ASTRAZENECA UK LIMITED CY
tablets.
Crestor 5 mg film-coated | not available 19728 ASTRAZENECA UK LIMITED CY
tablets.
Crestor 5 mg NL/H/0343/004 21377 ASTRAZENECA AB SE
filmdragerade tabletter
Crestor 5 mg NL/H/0343/004 08-6072 ASTRAZENECA AS NO
filmdrasjerte tabletter
CRESTOR 5 mg filmom not available 31/0494/09-S ASTRAZENECA UK LIMITED SK
obalené tablety
CRESTOR 5 mg filmom not available 31/0494/09-S ASTRAZENECA UK LIMITED SK
obalené tablety
Crestor 5 mg filmom not available HR-H-050912005 ASTRAZENECA D.O.O. HR
obloZzene tablete
Crestor 5 mg filmom not available HR-H-050912005 ASTRAZENECA D.O.O. HR
obloZzene tablete
CRESTOR 5 mg filmsko not available H/04/00430/001 ASTRAZENECA UK LIMITED S
obloZene tablete
CRESTOR 5 mg filmsko not available H/04/00430/001 ASTRAZENECA UK LIMITED S
obloZene tablete
Crestor 5 mg filmtabletta | not available OGYI-T-9574/10 ASTRAZENECA KFT. HU
Crestor 5 mg filmtabletta | not available OGYI-T-9574/12 ASTRAZENECA KFT. HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Crestor 5 mg filmtabletta | not available OGYI-T-9574/11 ASTRAZENECA KFT. HU
Crestor 5 mg filmtabletta | not available OGYI-T-9574/10 ASTRAZENECA KFT. HU
Crestor 5 mg filmtabletta | not available OGYI-T-9574/12 ASTRAZENECA KFT. HU
Crestor 5 mg filmtabletta | not available OGYI-T-9574/11 ASTRAZENECA KFT. HU
Crestor 5 mg NL/H/0343/004 1S/1/04/062/01 ASTRAZENECA A/S IS
filmuhdadadar toflur
Crestor 5 mg plévele not available LT/1/03/1701/001 ASTRAZENECA UK LIMITED LT
dengtos tabletés
Crestor 5 mg plévele not available LT/1/03/1701/002 ASTRAZENECA UK LIMITED LT
dengtos tabletés
Crestor 5 mg plévele not available LT/1/03/1701/001 ASTRAZENECA UK LIMITED LT
dengtos tabletés
Crestor 5 mg plévele not available LT/1/03/1701/002 ASTRAZENECA UK LIMITED LT
dengtos tabletés
Crestor 5 mg potahované | not available 31/472/10-C ASTRAZENECA UK LIMITED cz
tablety
Crestor 5 mg potahované | not available 31/472/10-C ASTRAZENECA UK LIMITED cz
tablety
Crestor 5 mg tabletti, NL/H/0343/004 19816 ASTRAZENECA OY Fl
kalvopaallysteinen
CRESTOR 5 mg, NL/H/0343/004 BE276963 ASTRAZENECA S.A. / N.V. BE
comprimés pelliculés
CRESTOR 5 mg, NL/H/0343/004 BE276945 ASTRAZENECA S.A. / N.V. BE
comprimés pelliculés
CRESTOR 5 mg, NL/H/0343/004 BE276963 ASTRAZENECA S.A. / N.V. BE
filmomhulde tabletten
CRESTOR 5 mg, NL/H/0343/004 BE276945 ASTRAZENECA S.A. / N.V. BE
filmomhulde tabletten
Crestor 5, filmomhulde NL/H/0343/004 RGV 30823 ASTRAZENECA BV NL
tabletten 5 mg
Crestor, 10 mg d6hukese not available 416303 ASTRAZENECA UK LIMITED EE
polimeerikattega
tabletid
Crestor, 10 mg dhukese not available 416303 ASTRAZENECA UK LIMITED EE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
polimeerikattega
tabletid
Crestor, 10 mg, tabletki NL/H/0343/001 15135 ASTRAZENECA AB PL
powlekane
Crestor, 20 mg d6hukese not available 416403 ASTRAZENECA UK LIMITED EE
polumeerikattega
tabletid
Crestor, 20 mg dhukese not available 416403 ASTRAZENECA UK LIMITED EE
polimeerikattega
tabletid
Crestor, 20 mg, tabletki NL/H/0343/002 15136 ASTRAZENECA AB PL
powlekane
Crestor, 40 mg, tabletki NL/H/0343/003 15137 ASTRAZENECA AB PL
powlekane
Crestor, 5 mg dhukese not available 675110 ASTRAZENECA UK LIMITED EE
polumeerikattega
tabletid
Crestor, 5 mg dhukese not available 675110 ASTRAZENECA UK LIMITED EE
polumeerikattega
tabletid
Crestor, 5 mg, tabletki NL/H/0343/004 15134 ASTRAZENECA AB PL
powlekane
Crestor, filmovertrukne NL/H/0343/004 36993 ASTRAZENECA A/S DK
tabletter
Crestor, filmovertrukne NL/H/0343/003 34538 ASTRAZENECA A/S DK
tabletter
Crestor, filmovertrukne NL/H/0343/002 34537 ASTRAZENECA A/S DK
tabletter
Crestor, filmovertrukne NL/H/0343/001 34536 ASTRAZENECA A/S DK
tabletter
CRESTOR® 10 mg NL/H/0343/001 58179.00.00 ASTRAZENECA GMBH DE
Filmtabletten
CRESTOR® 10 mg, NL/H/0343/001 NL 28274 ASTRAZENECA S.A.S. FR
comprimé pelliculé
CRESTOR® 20 mg NL/H/0343/002 58180.00.00 ASTRAZENECA GMBH DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Filmtabletten
CRESTOR® 20 mg, NL/H/0343/002 NL 28275 ASTRAZENECA S.A.S. FR
comprimé pelliculé
Crestor® 40 mg NL/H/0343/003 58181.00.00 ASTRAZENECA GMBH DE
Filmtabletten
CRESTOR® 5 mg NL/H/0343/004 61744.00.00 ASTRAZENECA GMBH DE
Filmtabletten
CRESTOR® 5 mg, NL/H/0343/004 NL 30594 ASTRAZENECA S.A.S. FR
comprimé pelliculé
Epri 15 mg filmom DK/H/2388/001 HR-H-368649981 PLIVA HRVATSKA D.O.O. HR
obloZene tablete
Epri 30 mg filmom DK/H/2388/002 HR-H-399406571 PLIVA HRVATSKA D.O.O. HR
obloZene tablete
Mertenil 15 mg HU/H/0219/005 31/801/16-C GEDEON RICHTER PLC. Ccz
potahované tablety
Mertenil 30 mg HU/H/0219/006 31/802/16-C GEDEON RICHTER PLC. cz
potahované tablety
Provisacor 10 mg NL/H/0345/001 035883281 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Provisacor 10 mg NL/H/0345/001 035883279 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Provisacor 10 mg NL/H/0345/001 035883040 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Provisacor 10 mg NL/H/0345/001 035883053 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Provisacor 10 mg NL/H/0345/001 035883065 ASTRAZENECA S.P.A. IT
compresse rivestite con
film
Provisacor 10 mg NL/H/0345/001 035883077 ASTRAZENECA S.P.A. IT

compresse rivestite con
film
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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

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883089

ASTRAZENECA S.P.A.

IT

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883091

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883103

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883014

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883115

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883127

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883139

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883026

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883038

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883281

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883279

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con

NL/H/0345/001

035883040

ASTRAZENECA S.P.A.
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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

film

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883053

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883065

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883077

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883089

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883091

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883103

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883014

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883115

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883127

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883139

ASTRAZENECA S.P.A.

Provisacor 10 mg
compresse rivestite con
film

NL/H/0345/001

035883026

ASTRAZENECA S.P.A.

Provisacor 10 mg

NL/H/0345/001

035883038

ASTRAZENECA S.P.A.

List of nationally authorised medicinal products

EMA/382341/2015

Page 24/72




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

compresse rivestite con
film

Provisacor 10 mg
comprimidos recubiertos
con pelicula

NL/H/0345/001

70.242

ASTRAZENECA

FARMACEUTICA SPAIN, S.A.

ES

Provisacor 10 mg
comprimidos recubiertos
con pelicula

NL/H/0345/001

70.242

ASTRAZENECA

FARMACEUTICA SPAIN, S.A.

ES

Provisacor 10,
filmomhulde tabletten 10
mg

NL/H/0345/001

RGV 27655

ASTRAZENECA BV

NL

Provisacor 10,
filmomhulde tabletten 10
mg

NL/H/0345/001

RGV 27655

ASTRAZENECA BV

NL

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883141

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883242

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883255

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883267

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883154

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883178

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883216

ASTRAZENECA S.P.A.
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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

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883166

ASTRAZENECA S.P.A.

IT

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883180

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883192

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883204

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883228

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883230

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883293

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883305

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883141

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883242

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883255

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con

NL/H/0345/002

035883267

ASTRAZENECA S.P.A.

List of nationally authorised medicinal products

EMA/382341/2015

Page 26/72




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

film

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883154

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883178

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883216

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883166

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883180

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883192

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883204

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883228

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883230

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883293

ASTRAZENECA S.P.A.

Provisacor 20 mg
compresse rivestite con
film

NL/H/0345/002

035883305

ASTRAZENECA S.P.A.

Provisacor 20 mg

NL/H/0345/002

70.241

ASTRAZENECA

ES
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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

comprimidos recubiertos
con pelicula

FARMACEUTICA SPAIN, S.A.

Provisacor 20 mg
comprimidos recubiertos
con pelicula

NL/H/0345/002

70.241

ASTRAZENECA

FARMACEUTICA SPAIN, S.A.

ES

Provisacor 20,
filmomhulde tabletten 20
mg

NL/H/0345/002

RGV 27656

ASTRAZENECA BV

NL

Provisacor 20,
filmomhulde tabletten 20
mg

NL/H/0345/002

RGV 27656

ASTRAZENECA BV

NL

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883329

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883432

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883382

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883457

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883331

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883343

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883356

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883370

ASTRAZENECA S.P.A.
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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

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883368

ASTRAZENECA S.P.A.

IT

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883444

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883394

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883406

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883317

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883418

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883420

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883329

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883432

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883382

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883457

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con

NL/H/0345/003

035883331

ASTRAZENECA S.P.A.
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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

film

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883343

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883356

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883370

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883368

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883444

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883394

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883406

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883317

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883418

ASTRAZENECA S.P.A.

Provisacor 40 mg
compresse rivestite con
film

NL/H/0345/003

035883420

ASTRAZENECA S.P.A.

Provisacor 40 mg
comprimidos recubiertos
con pelicula

NL/H/0345/003

70.336

ASTRAZENECA
FARMACEUTICA SPAIN, S.A.

ES

Provisacor 40 mg

NL/H/0345/003

70.336

ASTRAZENECA

ES
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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

comprimidos recubiertos
con pelicula

FARMACEUTICA SPAIN, S.A.

Provisacor 40,
filmomhulde tabletten 40
mg

NL/H/0345/003

RGV 27657

ASTRAZENECA BV

NL

Provisacor 40,
filmomhulde tabletten 40
mg

NL/H/0345/003

RGV 27657

ASTRAZENECA BV

NL

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883596

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883608

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883572

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883584

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883471

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883483

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883495

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883507

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883519

ASTRAZENECA S.P.A.
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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

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883521

ASTRAZENECA S.P.A.

IT

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883533

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883545

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883558

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883469

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883560

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883596

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883608

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883572

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883584

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883471

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con

NL/H/0345/004

035883483

ASTRAZENECA S.P.A.
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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

film

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883495

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883507

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883519

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883521

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883533

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883545

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883558

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883469

ASTRAZENECA S.P.A.

Provisacor 5 mg
compresse rivestite con
film

NL/H/0345/004

035883560

ASTRAZENECA S.P.A.

Provisacor 5 mg
comprimidos recubiertos
con pelicula

NL/H/0345/004

70.333

ASTRAZENECA

FARMACEUTICA SPAIN, S.A.

ES

Provisacor 5 mg
comprimidos recubiertos
con pelicula

NL/H/0345/004

70.333

ASTRAZENECA

FARMACEUTICA SPAIN, S.A.

ES

Provisacor 5,

NL/H/0345/004

RGV 30825

ASTRAZENECA BV

NL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
filmomhulde tabletten 5
mg
Provisacor 5, NL/H/0345/004 RGV 30825 ASTRAZENECA BV NL
filmomhulde tabletten 5
mg
Rostat 15 mg HU/H/0219/005 10196/2017/01 GEDEON RICHTER ROMANIA | RO
comprimate filmate S.A.
Rostat 15 mg HU/H/0219/005 10196/2017/02 GEDEON RICHTER ROMANIA | RO
comprimate filmate S.A.
Rostat 15 mg HU/H/0219/005 10196/2017/03 GEDEON RICHTER ROMANIA | RO
comprimate filmate S.A.
Rostat 30 mg HU/H/0219/006 10197/2017/01 GEDEON RICHTER ROMANIA | RO
comprimate filmate S.A.
Rostat 30 mg HU/H/0219/006 10197/2017/03 GEDEON RICHTER ROMANIA | RO
comprimate filmate S.A.
Rosudia, filmovertrukne DK/H/2611/003 57069 KRKA, D.D., NOVO MESTO DK
tabletter
Rosudia, filmovertrukne DK/H/2611/005 57071 KRKA, D.D., NOVO MESTO DK
tabletter
Rosumop 5 mg PT/H/0247/001 31/363/10-C SANDOZ S.R.O. cz
Potahovan#® 4 tablety
Rosuvador® 15 mg DK/H/2583/003 96803.00.00 TAD PHARMA GMBH DE
Filmtabletten
Rosuvador® 30 mg DK/H/2583/005 96805.00.00 TAD PHARMA GMBH DE
Filmtabletten
Rosuvastatin "Krka d.d."”, | DK/H/2583/003 57063 KRKA, D.D., NOVO MESTO DK
filmovertrukne tabletter
Rosuvastatin "Krka d.d."”, | DK/H/2583/005 57065 KRKA, D.D., NOVO MESTO DK
filmovertrukne tabletter
Rosuvastatin "Krka", DK/H/1937/003 46931 KRKA, D.D., NOVO MESTO DK
filmovertrukne tabletter
Rosuvastatin "Krka", DK/H/1937/005 46933 KRKA, D.D., NOVO MESTO DK
filmovertrukne tabletter
Rosuvastatin Actavis 15 DK/H/2388/001 32909 TEVA GYOGYSZERGYAR ZRT | FI
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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

mg tabletti,
kalvopaallysteinen

Rosuvastatin
AstraZeneca 10,
filmomhulde tabletten 10
mg

NL/H/0346/001

RGV 27659

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 10,
filmomhulde tabletten 10
mg

NL/H/0346/001

RGV 27659

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 20,
filmomhulde tabletten 20
mg

NL/H/0346/002

RGV 27660

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 20,
filmomhulde tabletten 20
mg

NL/H/0346/002

RGV 27660

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 40,
filmomhulde tabletten 40
mg

NL/H/0346/003

RGV 27661

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 40,
filmomhulde tabletten 40
mg

NL/H/0346/003

RGV 27661

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 5,
filmomhulde tabletten 5
mg

NL/H/0346/004

RGV 30826

ASTRAZENECA BV

NL

Rosuvastatin
AstraZeneca 5,
filmomhulde tabletten 5
mg

NL/H/0346/004

RGV 30826

ASTRAZENECA BV

NL

Rosuvastatin Krka 15 mg

DK/H/1937/003

11-0271

KRKA, D.D., NOVO MESTO

LV
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
apvalkotas tabletes
Rosuvastatin Krka 15 mg | DK/H/2583/003 BE503555 KRKA, D.D., NOVO MESTO BE
comprimés pelliculés
Rosuvastatin Krka 15 mg | DK/H/1937/003 31/0768/11-S KRKA, D.D., NOVO MESTO SK
filmom obalené tablety
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/013 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/014 KRKA, D.D., NOVO MESTO SI
filmsko obloZene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/015 KRKA, D.D., NOVO MESTO SI
filmsko obloZene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/016 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/017 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/018 KRKA, D.D., NOVO MESTO SI
filmsko obloZene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/019 KRKA, D.D., NOVO MESTO SI
filmsko obloZene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/020 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/021 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/022 KRKA, D.D., NOVO MESTO SI
filmsko obloZene tablete
Rosuvastatin Krka 15 mg | DK/H/1937/003 H/11/01376/012 KRKA, D.D., NOVO MESTO SI
filmsko obloZene tablete
Rosuvastatin Krka 15 mg | DK/H/2583/003 137420 KRKA, D.D., NOVO MESTO AT
Filmtabletten
Rosuvastatin Krka 15 mg | DK/H/2583/003 33850 KRKA SVERIGE AB FI
kalvopaallysteiset tabletit
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/023 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/024 KRKA, D.D., NOVO MESTO LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/025 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/026 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/027 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/028 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/029 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/030 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/031 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/032 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 LT/1/11/2621/033 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 15 mg | DK/H/1937/003 31/081/12-C KRKA, D.D., NOVO MESTO cz
potahované tablety
Rosuvastatin Krka 15 DK/H/1937/003 748311 KRKA, D.D., NOVO MESTO EE
mg, dhukese
polimeerikattega
tabletid
Rosuvastatin Krka 30 mg | DK/H/1937/005 11-0273 KRKA, D.D., NOVO MESTO LV
apvalkotas tabletes
Rosuvastatin Krka 30 mg | DK/H/2583/005 BE503573 KRKA, D.D., NOVO MESTO BE
comprimés pelliculés
Rosuvastatin Krka 30 mg | DK/H/1937/005 31/0770/11-S KRKA, D.D., NOVO MESTO SK
filmom obalené tablety
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/035 KRKA, D.D., NOVO MESTO Sl
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/036 KRKA, D.D., NOVO MESTO Sl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
filmsko oblozene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/037 KRKA, D.D., NOVO MESTO Sl
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/038 KRKA, D.D., NOVO MESTO Sl
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/039 KRKA, D.D., NOVO MESTO Sl
filmsko oblozene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/040 KRKA, D.D., NOVO MESTO Sl
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/041 KRKA, D.D., NOVO MESTO Sl
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/042 KRKA, D.D., NOVO MESTO Sl
filmsko oblozene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/043 KRKA, D.D., NOVO MESTO Sl
filmsko oblozene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/044 KRKA, D.D., NOVO MESTO Sl
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/1937/005 H/11/01376/034 KRKA, D.D., NOVO MESTO Si
filmsko obloZene tablete
Rosuvastatin Krka 30 mg | DK/H/2583/005 137422 KRKA, D.D., NOVO MESTO AT
Filmtabletten
Rosuvastatin Krka 30 mg | DK/H/2583/005 33852 KRKA SVERIGE AB FI
kalvopaallysteiset tabletit
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/045 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/046 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/047 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/048 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/049 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/050 KRKA, D.D., NOVO MESTO LT
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number
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/051 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/052 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/053 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/054 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 LT/1/11/2621/055 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés
Rosuvastatin Krka 30 mg | DK/H/1937/005 31/083/12-C KRKA, D.D., NOVO MESTO Ccz
potahované tablety
Rosuvastatin Krka 30 DK/H/1937/005 748511 KRKA, D.D., NOVO MESTO EE
mg, dhukese
polumeerikattega
tabletid
Rosuvastatin Krka, 15 DK/H/1937/003 18806 KRKA, D.D., NOVO MESTO PL
mg, tabletki powlekane
Rosuvastatin Krka, 30 DK/H/1937/005 18808 KRKA, D.D., NOVO MESTO PL
mg, tabletki powlekane
Rosuvastatin ratiopharm | DK/H/2388/001 32909 TEVA GYOGYSZERGYAR ZRT | FI
15 mg filmdragerad
tablett
Rosuvastatin ratiopharm DK/H/2388/001 137569 TEVA B.V AT
15 mg Filmtabletten
Rosuvastatin ratiopharm DK/H/2388/002 137568 TEVA B.V AT
30 mg Filmtabletten
Rosuvastatin ratiopharm DK/H/2388/002 32910 RATIOPHARM GMBH Fl
30 mg tabletti,
kalvopaallysteinen
Rosuvastatin ratiopharm DK/H/2388/002 32910 RATIOPHARM GMBH FI
30 mg tabletti,
kalvopaallysteinen
Rosuvastatin Sandoz 5 PT/H/0247/001 OGYI-T-21423/02 SANDOZ HUNGARIA KFT HU
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mg comprimate filmate

number
mg filmtabletta
Rosuvastatin Sandoz 5 PT/H/0247/001 OGYI-T-21423/01 SANDOZ HUNGARIA KFT HU
mg filmtabletta
Rosuvastatin Sandoz 5 PT/H/0247/001 OGYI-T-21423/03 SANDOZ HUNGARIA KFT HU
mg filmtabletta
Rosuvastatin Sandoz 5 PT/H/0247/001 OGYI-T-21423/04 SANDOZ HUNGARIA KFT HU
mg filmtabletta
Rosuvastatin Teva, 15 DK/H/2388/001 23346 TEVA PHARMACEUTICALS PL
mg, tabletki powlekane POLSKA SP. Z O.0.
Rosuvastatin Teva, 30 DK/H/2388/002 23347 TEVA PHARMACEUTICALS PL
mg, tabletki powlekane POLSKA SP. Z O.0.
Rosuvastatina HCS 15 DK/H/2611/003 044711036 HCS BVBA IT
mg compresse rivestite
con film
Rosuvastatina HCS 15 DK/H/2611/003 044711099 HCS BVBA IT
mg compresse rivestite
con film
Rosuvastatina HCS 30 DK/H/2611/005 044711051 HCS BVBA IT
mg compresse rivestite
con film
Rosuvastatina HCS 30 DK/H/2611/005 044711113 HCS BVBA IT
mg compresse rivestite
con film
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/01 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/02 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/03 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/04 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/05 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/06 KRKA, D.D., NOVO MESTO RO
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Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/07 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/08 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/09 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/10 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/1937/003 9166/2016/11 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 15 DK/H/2583/003 5712138 KRKA, D.D., NOVO MESTO PT
mg comprimidos
revestidos por pelicula
Rosuvastatina Krka 15 DK/H/2583/003 5712146 KRKA, D.D., NOVO MESTO PT
mg comprimidos
revestidos por pelicula
Rosuvastatina Krka 20 DK/H/2583/003 81845 KRKA, D.D., NOVO MESTO ES
mg comprimidos
recubiertos con pelicula
EFG
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/01 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/02 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/03 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/04 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/05 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/06 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/07 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/08 KRKA, D.D., NOVO MESTO RO
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ratiopharm 30 mg
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mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/09 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/10 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/1937/005 9168/2016/11 KRKA, D.D., NOVO MESTO RO
mg comprimate filmate
Rosuvastatina Krka 30 DK/H/2583/005 81846 KRKA, D.D., NOVO MESTO ES
mg comprimidos
recubiertos con pelicula
Rosuvastatina Krka 30 DK/H/2583/005 5712161 KRKA, D.D., NOVO MESTO PT
mg comprimidos
revestidos por pelicula
Rosuvastatina DK/H/2388/001 5672035 RATIOPHARM-COMERCIO E PT
ratiopharm 15 mg INDUSTRIA DE PRODUTOS
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Rosuvastatina DK/H/2388/001 5672027 RATIOPHARM-COMERCIO E PT
ratiopharm 15 mg INDUSTRIA DE PRODUTOS
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Rosuvastatina DK/H/2388/001 5672050 RATIOPHARM-COMERCIO E PT
ratiopharm 15 mg INDUSTRIA DE PRODUTOS
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Rosuvastatina DK/H/2388/001 5672043 RATIOPHARM LDA PT
ratiopharm 15 mg
comprimidos revestidos
por pelicula
Rosuvastatina DK/H/2388/002 5672100 RATIOPHARM-COMERCIO E PT
ratiopharm 30 mg INDUSTRIA DE PRODUTOS
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Rosuvastatina DK/H/2388/002 5672068 RATIOPHARM LDA PT
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Rosuvastatina DK/H/2388/002 5672076 RATIOPHARM LDA PT
ratiopharm 30 mg
comprimidos revestidos
por pelicula
Rosuvastatina DK/H/2388/002 5672118 RATIOPHARM-COMERCIO E PT
ratiopharm 30 mg INDUSTRIA DE PRODUTOS
comprimidos revestidos FARMACEUTICOS LDA
por pelicula
Rosuvastatine Teva 15 DK/H/2388/001 BE488835 TEVA PHARMA BELGIUM BE
mg comprimés pelliculés N.V./S.A
Rosuvastatine Teva 15 DK/H/2388/001 BE488844 TEVA PHARMA BELGIUM BE
mg comprimés pelliculés N.V./S.A
Rosuvastatine Teva 15 DK/H/2388/001 BE508915 TEVA PHARMA BELGIUM BE
mg comprimés pelliculés N.V./S.A
Rosuvastatine Teva 15 DK/H/2388/001 BE488835 TEVA PHARMA BELGIUM BE
mg filmomhulde N.V./S.A
tabletten
Rosuvastatine Teva 15 DK/H/2388/001 BE488844 TEVA PHARMA BELGIUM BE
mg filmomhulde N.V./S.A
tabletten
Rosuvastatine Teva 15 DK/H/2388/001 BE508915 TEVA PHARMA BELGIUM BE
mg filmomhulde N.V./S.A
tabletten
Rosuvastatine Teva 15 DK/H/2388/001 BE488835 TEVA PHARMA BELGIUM BE
mg Filmtabletten N.V./S.A
Rosuvastatine Teva 15 DK/H/2388/001 BE488844 TEVA PHARMA BELGIUM BE
mg Filmtabletten N.V./S.A
Rosuvastatine Teva 15 DK/H/2388/001 BE508915 TEVA PHARMA BELGIUM BE
mg Filmtabletten N.V./S.A
Rosuvastatine Teva 30 DK/H/2388/002 BE488853 TEVA PHARMA BELGIUM BE
mg comprimés pelliculés N.V./S.A
Rosuvastatine Teva 30 DK/H/2388/002 BE488862 TEVA PHARMA BELGIUM BE
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Rosuvastatine Teva 30 DK/H/2388/002 BE508924 TEVA PHARMA BELGIUM BE
mg comprimés pelliculés N.V./S.A
Rosuvastatine Teva 30 DK/H/2388/002 BE488853 TEVA PHARMA BELGIUM BE
mg filmomhulde N.V./S.A
tabletten
Rosuvastatine Teva 30 DK/H/2388/002 BE488862 TEVA PHARMA BELGIUM BE
mg filmomhulde N.V./S.A
tabletten
Rosuvastatine Teva 30 DK/H/2388/002 BE508924 TEVA PHARMA BELGIUM BE
mg filmomhulde N.V./S.A
tabletten
Rosuvastatine Teva 30 DK/H/2388/002 BE488853 TEVA PHARMA BELGIUM BE
mg Filmtabletten N.V./S.A
Rosuvastatine Teva 30 DK/H/2388/002 BE488862 TEVA PHARMA BELGIUM BE
mg Filmtabletten N.V./S.A
Rosuvastatine Teva 30 DK/H/2388/002 BE508924 TEVA PHARMA BELGIUM BE
mg Filmtabletten N.V./S.A
Roswera 15 mg DK/H/1938/003 9172/2016/01 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/02 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/03 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/04 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/05 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/06 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/07 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/08 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/09 KRKA, D.D., NOVO MESTO RO
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Roswera 15 mg DK/H/1938/003 9172/2016/10 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg DK/H/1938/003 9172/2016/11 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/023 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/024 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/025 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/026 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/027 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/028 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/029 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/030 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/031 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/032 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg plévele DK/H/1938/003 LT/1/11/2623/033 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 15 mg, 6hukese | DK/H/1938/003 748911 KRKA, D.D., NOVO MESTO EE
polumeerikattega
tabletid
Roswera 30 mg DK/H/1938/005 9174/2016/01 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 30 mg DK/H/1938/005 9174/2016/02 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Roswera 30 mg DK/H/1938/005 9174/2016/03 KRKA, D.D., NOVO MESTO RO
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Roswera 30 mg DK/H/1938/005 9174/2016/04 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/05 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/06 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/07 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/08 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/09 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/10 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg DK/H/1938/005 9174/2016/11 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/045 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/046 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/047 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/048 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/049 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/050 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/051 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/052 KRKA, D.D., NOVO MESTO LT
dengtos tabletés

Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/053 KRKA, D.D., NOVO MESTO LT
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Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/054 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 30 mg plévele DK/H/1938/005 LT/1/11/2623/055 KRKA, D.D., NOVO MESTO LT
dengtos tabletés
Roswera 30 mg, 6hukese | DK/H/1938/005 749211 KRKA, D.D., NOVO MESTO EE
polimeerikattega
tabletid
Roswera, 15 mg, tabletki | DK/H/1938/003 18579 KRKA, D.D., NOVO MESTO PL
powlekane
Roswera, 30 mg, tabletki | DK/H/1938/005 18581 KRKA, D.D., NOVO MESTO PL
powlekane
Roswera, filmovertrukne DK/H/1938/003 46937 TAD PHARMA GMBH DK
tabletter
Roswera, filmovertrukne DK/H/1938/005 46939 TAD PHARMA GMBH DK
tabletter
Rovanta DK/H/2388/002 55211 RATIOPHARM GMBH DK
Rovanta, filmovertrukne DK/H/2388/001 55210 RATIOPHARM GMBH DK
tabletter
Roxera 15 mg not available OGYI-T-21686/23 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/24 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/25 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/26 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/27 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/28 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/29 KRKA, D.D., NOVO MESTO HU
filmtabletta
Roxera 15 mg not available OGYI-T-21686/30 KRKA, D.D., NOVO MESTO HU
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filmtabletta

polimeerikattega

Roxera 15 mg not available OGYI-T-21686/31 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 15 mg not available OGYI-T-21686/32 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 15 mg not available OGYI-T-21686/33 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 15 mg Shukese not available 778812 KRKA, D.D., NOVO MESTO EE
polumeerikattega

tabletid

Roxera 30 mg not available OGYI-T-21686/45 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/46 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/47 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/48 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/49 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/50 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/51 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/52 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/53 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/54 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg not available OGYI-T-21686/55 KRKA, D.D., NOVO MESTO HU
filmtabletta

Roxera 30 mg Shukese not available 778912 KRKA, D.D., NOVO MESTO EE
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Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

compresse rivestite con
film

number
tabletid
Rozuva-Teva 15 mg DK/H/2388/001 OGYI-T-22934/17 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 15 mg DK/H/2388/001 OGYI-T-22934/23 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 15 mg DK/H/2388/001 OGYI-T-22934/28 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 15 mg DK/H/2388/001 OGYI-T-22934/29 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 30 mg DK/H/2388/002 OGYI-T-22934/18 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 30 mg DK/H/2388/002 OGYI-T-22934/24 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 30 mg DK/H/2388/002 OGYI-T-22934/30 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Rozuva-Teva 30 mg DK/H/2388/002 OGYI-T-22934/31 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
Simestat 10 mg NL/H/0346/001 035884143 SIMESA S.P.A. IT
compresse rivestite con
film
Simestat 10 mg NL/H/0346/001 035884156 SIMESA S.P.A. IT
compresse rivestite con
film
Simestat 10 mg NL/H/0346/001 035884067 SIMESA S.P.A. IT
compresse rivestite con
film
Simestat 10 mg NL/H/0346/001 035884042 SIMESA S.P.A. IT
compresse rivestite con
film
Simestat 10 mg NL/H/0346/001 035884055 SIMESA S.P.A. IT
compresse rivestite con
film
Simestat 10 mg NL/H/0346/001 035884079 SIMESA S.P.A. IT
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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

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884081

SIMESA S.P.A.

IT

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884093

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884105

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884016

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884117

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884129

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884131

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884028

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884030

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884143

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884156

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con

NL/H/0346/001

035884067

SIMESA S.P.A.
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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

film

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884042

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884055

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884079

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884081

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884093

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884105

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884016

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884117

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884129

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884131

SIMESA S.P.A.

Simestat 10 mg
compresse rivestite con
film

NL/H/0346/001

035884028

SIMESA S.P.A.

Simestat 10 mg

NL/H/0346/001

035884030

SIMESA S.P.A.
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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

compresse rivestite con
film

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884295

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884194

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884206

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884220

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884232

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884244

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884257

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884218

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884170

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884182

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884283

SIMESA S.P.A.

List of nationally authorised medicinal products

EMA/382341/2015

Page 52/72




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

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884168

SIMESA S.P.A.

IT

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884271

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884269

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884295

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884194

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884206

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884220

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884232

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884244

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884257

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884218

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con

NL/H/0346/002

035884170

SIMESA S.P.A.
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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

film

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884182

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884283

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884168

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884271

SIMESA S.P.A.

Simestat 20 mg
compresse rivestite con
film

NL/H/0346/002

035884269

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884446

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884459

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884333

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884345

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884358

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884372

SIMESA S.P.A.

Simestat 40 mg

NL/H/0346/003

035884422

SIMESA S.P.A.
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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

compresse rivestite con
film

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884384

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884396

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884408

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884319

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884410

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884321

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884434

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884360

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884446

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884459

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884333

SIMESA S.P.A.
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884345

SIMESA S.P.A.

IT

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884358

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884372

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884422

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884384

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884396

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884408

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884319

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884410

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884321

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con
film

NL/H/0346/003

035884434

SIMESA S.P.A.

Simestat 40 mg
compresse rivestite con

NL/H/0346/003

035884360

SIMESA S.P.A.
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authorisation country)

MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

film

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884509

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884511

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884523

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884535

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884547

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884550

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884461

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884562

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884574

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884600

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884598

SIMESA S.P.A.

Simestat 5 mg

NL/H/0346/004

035884586

SIMESA S.P.A.
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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

compresse rivestite con
film

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884473

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884485

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884497

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884509

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884511

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884523

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884535

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884547

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884550

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884461

SIMESA S.P.A.

Simestat 5 mg
compresse rivestite con
film

NL/H/0346/004

035884562

SIMESA S.P.A.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Simestat 5 mg NL/H/0346/004 035884574 SIMESA S.P.A. IT

compresse rivestite con

film

Simestat 5 mg NL/H/0346/004 035884600 SIMESA S.P.A. IT

compresse rivestite con

film

Simestat 5 mg NL/H/0346/004 035884598 SIMESA S.P.A. IT

compresse rivestite con

film

Simestat 5 mg NL/H/0346/004 035884586 SIMESA S.P.A. IT

compresse rivestite con

film

Simestat 5 mg NL/H/0346/004 035884473 SIMESA S.P.A. IT

compresse rivestite con

film

Simestat 5 mg NL/H/0346/004 035884485 SIMESA S.P.A. IT

compresse rivestite con

film

Simestat 5 mg NL/H/0346/004 035884497 SIMESA S.P.A. IT

compresse rivestite con

film

Sorvasta 15 mg not available 11-0028 KRKA, D.D., NOVO MESTO LV

apvalkotas tabletes

Sorvasta 15 mg filmom not available 31/0700/10-S KRKA, D.D., NOVO MESTO SK

obalené tablety

Sorvasta 15 mg filmsko not available H/10/01448/005 KRKA, D.D., NOVO MESTO Sl

obloZene tablete

Sorvasta 15 mg filmsko not available H/10/01448/006 KRKA, D.D., NOVO MESTO Sl

obloZene tablete

Sorvasta 15 mg not available 31/165/11-C KRKA, D.D., NOVO MESTO cz

potahované tablety

Sorvasta 30 mg not available 11-0030 KRKA, D.D., NOVO MESTO LV

apvalkotas tabletes

Sorvasta 30 mg filmom not available 31/0702/10-S KRKA, D.D., NOVO MESTO SK

obalené tablety
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comprimidos revestidos

FARMACEUTICOS LDA

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Sorvasta 30 mg filmsko not available H/10/01448/009 KRKA, D.D., NOVO MESTO Sl

obloZene tablete

Sorvasta 30 mg filmsko not available H/10/01448/010 KRKA, D.D., NOVO MESTO Sl

obloZene tablete

Sorvasta 30 mg not available 31/167/11-C KRKA, D.D., NOVO MESTO cz

potahované tablety

Visacor 10 mg NL/H/0345/001 4361283 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361382 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361481 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361580 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4362083 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4360988 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361085 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361184 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4362281 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361986 ASTRAZENECA PRODUTOS PT
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

por pelicula

Visacor 10 mg NL/H/0345/001 4361689 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361788 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4360889 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361887 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4362182 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361283 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361382 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361481 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361580 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4362083 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4360988 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361085 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos revestidos
por pelicula

FARMACEUTICOS LDA

number

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361184 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4362281 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361986 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361689 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361788 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4360889 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4361887 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 10 mg NL/H/0345/001 4362182 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362687 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362588 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363487 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos revestidos

FARMACEUTICOS LDA

number

Visacor 20 mg NL/H/0345/002 4362984 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363180 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363289 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362380 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363388 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362489 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363586 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362885 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363685 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363784 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363081 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362786 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

por pelicula

Visacor 20 mg NL/H/0345/002 4362687 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362588 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363487 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362984 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363180 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363289 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362380 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363388 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362489 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363586 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362885 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363685 ASTRAZENECA PRODUTOS PT
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comprimidos revestidos
por pelicula

FARMACEUTICOS LDA

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363784 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4363081 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 20 mg NL/H/0345/002 4362786 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4365086 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4363982 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364089 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364287 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364188 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364386 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364485 ASTRAZENECA PRODUTOS PT

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364584 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos revestidos

FARMACEUTICOS LDA

number

Visacor 40 mg NL/H/0345/003 4364683 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364782 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4363883 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364881 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364980 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4365284 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4365185 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4365086 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4363982 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364089 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364287 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364188 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

por pelicula

Visacor 40 mg NL/H/0345/003 4364386 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364485 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364584 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364683 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364782 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4363883 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364881 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4364980 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4365284 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 40 mg NL/H/0345/003 4365185 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5572284 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5572086 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos
por pelicula

revestidos

FARMACEUTICOS LDA

number

comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5570981 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571286 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571385 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571989 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571583 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571781 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571682 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5570882 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571880 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571187 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571088 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos

revestidos

FARMACEUTICOS LDA

number

Visacor 5 mg NL/H/0345/004 5572185 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571484 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5572284 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5572086 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5570981 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571286 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571385 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571989 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571583 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571781 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571682 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5570882 ASTRAZENECA PRODUTOS PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

por pelicula

Visacor 5 mg NL/H/0345/004 5571880 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571187 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571088 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5572185 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Visacor 5 mg NL/H/0345/004 5571484 ASTRAZENECA PRODUTOS PT
comprimidos revestidos FARMACEUTICOS LDA

por pelicula

Xeter 15 mg filmtabletta | HU/H/0219/005 OGYI-T-21173/10 GEDEON RICHTER PLC. HU
Xeter 15 mg filmtabletta | HU/H/0219/005 OGYI-T-21173/11 GEDEON RICHTER PLC. HU
Xeter 30 mg filmtabletta | HU/H/0219/006 OGYI-T-21173/12 GEDEON RICHTER PLC. HU
Xeter 30 mg filmtabletta | HU/H/0219/006 OGYI-T-21173/13 GEDEON RICHTER PLC. HU
Xeter 5 mg filmtabletta HU/H/0219/001 OGYI-T-21173/09 GEDEON RICHTER PLC. HU
Xeter 5 mg filmtabletta HU/H/0219/001 OGYI-T-21173/02 GEDEON RICHTER PLC. HU
Xeter 5 mg filmtabletta HU/H/0219/001 OGYI-T-21173/01 GEDEON RICHTER PLC. HU
ZAHRON 15 mg filmom PL/H/0422/001 31/0150/17-S ZAKEAD FARMACEUTYCZNY SK
obalené tablety ADAMED PHARMA S.A.

Zahron 15 mg PL/H/0422/001 31/521/16-C ZAKEAD FARMACEUTYCZNY Ccz
potahované tablety ADAMED PHARMA S.A.

ZAHRON 30 mg filmom PL/H/0422/002 31/0151/17-S ZAKEAD FARMACEUTYCZNY SK
obalené tablety ADAMED PHARMA S.A.

Zahron 30 mg PL/H/0422/002 31/522/16-C ZAKEAD FARMACEUTYCZNY cz
potahované tablety ADAMED PHARMA S.A.

Zahron, 15 mg, tabletki PL/H/0422/001 24048 ZAKEAD FARMACEUTYCZNY PL
powlekane ADAMED PHARMA S.A.

Zahron, 30 mg, tabletki PL/H/0422/002 24049 ZAKEAD FARMACEUTYCZNY PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
powlekane ADAMED PHARMA S.A.
Zaranta 15 mg HU/H/0219/005 17-0148 GEDEON RICHTER PLC. LV
apvalkotas tabletes
Zaranta 30 mg HU/H/0219/006 17-0149 GEDEON RICHTER PLC. LV
apvalkotas tabletes
ZARANTA, 15 mg HU/H/0219/005 950217 GEDEON RICHTER PLC. EE
6hukese
polumeerikattega
tabletid
Zaranta, 15 mg, tabletki HU/H/0219/005 24280 GEDEON RICHTER POLSKA PL
powlekane SP. Z. 0.0.
ZARANTA, 30 mg HU/H/0219/006 950317 GEDEON RICHTER PLC. EE
6hukese
polumeerikattega
tabletid
Zaranta, 30 mg, tabletki HU/H/0219/006 24281 GEDEON RICHTER POLSKA PL
powlekane SP. Z. O.0.
3APAHTA 15 mg HU/H/0219/005 20170287 GEDEON RICHTER PLC. BG
dunamMmpaHun TabneTku
3APAHTA 30 mg HU/H/0219/006 20170288 GEDEON RICHTER PLC. BG
dunamMmpaHun TabneTku
3APAHTA 40 mg HU/H/0219/004 20100158 GEDEON RICHTER PLC. BG
duammpaHm TabneTkm
3APAHTA 5 mg HU/H/0219/001 20100155 GEDEON RICHTER PLC. BG
dunmMupaHu Tabnetkum
Kpectop 10 mg not available 20040104 ASTRAZENECA UK LIMITED BG
duamMmpaHun TabneTku
Kpectop 10 mg not available 20040104 ASTRAZENECA UK LIMITED BG
dbuammpaHm Tabnetkm
Kpectop 20 mg not available 20040105 ASTRAZENECA UK LIMITED BG
dbuammpaHm Tabnetkm
Kpectop 20 mg not available 20040105 ASTRAZENECA UK LIMITED BG
dunamMmpaHun TabneTku
Kpectop 5 mg not available 20090346 ASTRAZENECA UK LIMITED BG

duamMmpaHun TabneTku
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Kpectop 5 mg not available 20090346 ASTRAZENECA UK LIMITED BG

duamMmpaHun TabneTku

Poseepa 15 mg DK/H/1938/003 20110458 KRKA, D.D., NOVO MESTO BG

dbuammpaHm Tabnetkm

Poseepa 30 mg DK/H/1938/005 20110460 KRKA, D.D., NOVO MESTO BG

dunamMmpaHun TabneTku

PosyBactatnH Kpka 15 DK/H/1937/003 20110452 KRKA, D.D., NOVO MESTO BG

mg punMmpanm

Tabnetku

Po3yBacTtatuH Kpka 30 DK/H/1937/005 20110454 KRKA, D.D., NOVO MESTO BG

mg punMmpanm

Tabnetku

CY3ACTOP 5 MG PT/H/0247/001 20100591 SANDOZ PHARMACEUTICALS | BG

PUNMUPAHN TABJIETKU D.D.
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