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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/10 mg
ENIKAAUUPEVA PE AeNTO

MERCK SHARP & DOHME

UpPEvIo diokia DE/H/3897/001 91315/13/4-11-2014 LTD. GR
ORVATEZ 10 mg/20 mg

EMNIKAAUPHEVA PE AENTO MERCK SHARP & DOHME

UpPEvVIO diokKia DE/H/3897/002 91316/13/4-11-2014 LTD. GR
ORVATEZ 10 mg/40 mg

EMNIKAAUPHEVA PE AENTO MERCK SHARP & DOHME

UpPEvVIO diokKia DE/H/3897/003 91317/13/4-11-2014 LTD. GR
ORVATEZ 10 mg/80 mg

ENIKAAUUPEVA PE AeNTO MERCK SHARP & DOHME

UpPEvIo diokia DE/H/3897/004 91318/13/4-11-2014 LTD. GR
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Orvatez® 10 mg/10 mg

MERCK SHARP & DOHME

Filmtabletten DE/H/3897/001 90231.00.00 LTD. DE
Orvatez® 10 mg/20 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3897/002 90231.01.00 LTD. DE
Orvatez® 10 mg/40 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3897/003 90231.02.00 LTD. DE
Orvatez® 10 mg/80 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3897/004 90231.03.00 LTD. DE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

TIOBLIS® 10 mg/10 mg,

comprimés pelliculés DE/H/3897/001 BE465831 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/10 mg,
filmomhulde tabletten DE/H/3897/001 BE465831 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/10 mg
Filmtabletten DE/H/3897/001 BE465831 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/20 mg,
comprimés pelliculés DE/H/3897/002 BE465840 MERCK SHARP & DOHME BV BE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

TIOBLIS® 10 mg/20 mg,

filmomhulde tabletten DE/H/3897/002 BE465840 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/20 mg
Filmtabletten DE/H/3897/002 BE465840 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/40 mg,
comprimés pelliculés DE/H/3897/003 BE465857 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/40 mg,
filmomhulde tabletten DE/H/3897/003 BE465857 MERCK SHARP & DOHME BV BE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

TIOBLIS® 10 mg/40 mg

Filmtabletten DE/H/3897/003 BE465857 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/80 mg,
comprimés pelliculés DE/H/3897/004 BE465866 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/80 mg,
filmomhulde tabletten DE/H/3897/004 BE465866 MERCK SHARP & DOHME BV BE
TIOBLIS® 10 mg/80 mg
Filmtabletten DE/H/3897/004 BE465866 MERCK SHARP & DOHME BV BE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/10 mg

filmom obalené tablety DE/H/3897/001 31/0349/14-S MERCK SHARP & DOHME BV SK
ORVATEZ 10 mg/20 mg
filmom obalené tablety DE/H/3897/002 31/0350/14-S MERCK SHARP & DOHME BV SK
ORVATEZ 10 mg/40 mg
filmom obalené tablety DE/H/3897/003 31/0351/14-S MERCK SHARP & DOHME BV SK
ORVATEZ 10 mg/80 mg
filmom obalené tablety DE/H/3897/004 31/0352/14-S MERCK SHARP & DOHME BV SK
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/10 mg
comprimidos recubiertos
con pelicula

DE/H/3897/001

79.166

MERCK SHARP & DOHME BV

ES

ORVATEZ 10 mg/20 mg
comprimidos recubiertos
con pelicula

DE/H/3897/002

79.167

MERCK SHARP & DOHME BV

ES

ORVATEZ 10 mg/40 mg
comprimidos recubiertos
con pelicula

DE/H/3897/003

79.168

MERCK SHARP & DOHME BV

ES

ORVATEZ 10 mg/80 mg
comprimidos recubiertos
con pelicula

DE/H/3897/004

79.169

MERCK SHARP & DOHME BV

ES
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

TIOBLIS® 10 mg/10 mg,

comprimés pelliculés DE/H/3897/001 2015040096 MERCK SHARP & DOHME BV LU
TIOBLIS® 10 mg/20 mg,
comprimés pelliculés DE/H/3897/002 2015040097 MERCK SHARP & DOHME BV LU
TIOBLIS® 10 mg/40 mg,
comprimés pelliculés DE/H/3897/003 2015040098 MERCK SHARP & DOHME BV LU
TIOBLIS® 10 mg/80 mg,
comprimés pelliculés DE/H/3897/004 2015040099 MERCK SHARP & DOHME BV LU
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Orvatez 10 mg/40 mg
comprimidos revestidos

INTERBIAL PRODUTOS

por pelicula DE/H/3897/003 5628748 FARMACEUTICOS, S.A. PT
Orvatez 10 mg/40 mg

comprimidos revestidos INTERBIAL PRODUTOS

por pelicula DE/H/3897/003 5628730 FARMACEUTICOS, S.A. PT
Orvatez 10 mg/20 mg

comprimidos revestidos INTERBIAL PRODUTOS

por pelicula DE/H/3897/002 5628672 FARMACEUTICOS, S.A. PT
Orvatez 10 mg/20 mg

comprimidos revestidos INTERBIAL PRODUTOS

por pelicula DE/H/3897/002 5628664 FARMACEUTICOS, S.A. PT
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Orvatez 10 mg/10 mg
comprimidos revestidos

INTERBIAL PRODUTOS

por pelicula DE/H/3897/001 5628466 FARMACEUTICOS, S.A. PT
Orvatez 10 mg/10 mg

comprimidos revestidos INTERBIAL PRODUTOS

por pelicula DE/H/3897/001 5628458 FARMACEUTICOS, S.A. PT
ORVATEZ 10 mg/10 mg

compresse rivestite con

film DE/H/3897/001 043249010 MSD ITALIA S.R.L. IT
ORVATEZ 10 mg/10 mg

compresse rivestite con

film DE/H/3897/001 043249022 MSD ITALIA S.R.L. IT
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/10 mg
compresse rivestite con
film

DE/H/3897/001

043249034

MSD ITALIA S.R.L.

ORVATEZ 10 mg/10 mg
compresse rivestite con
film

DE/H/3897/001

043249212

MSD ITALIA S.R.L.

ORVATEZ 10 mg/10 mg
compresse rivestite con
film

DE/H/3897/001

043249135

MSD ITALIA S.R.L.

ORVATEZ 10 mg/10 mg
compresse rivestite con
film

DE/H/3897/001

043249174

MSD ITALIA S.R.L.
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/20 mg
compresse rivestite con
film

DE/H/3897/002

043249046

MSD ITALIA S.R.L.

ORVATEZ 10 mg/20 mg
compresse rivestite con
film

DE/H/3897/002

043249059

MSD ITALIA S.R.L.

ORVATEZ 10 mg/20 mg
compresse rivestite con
film

DE/H/3897/002

043249061

MSD ITALIA S.R.L.

ORVATEZ 10 mg/20 mg
compresse rivestite con
film

DE/H/3897/002

043249147

MSD ITALIA S.R.L.
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/20 mg
compresse rivestite con
film

DE/H/3897/002

043249186

MSD ITALIA S.R.L.

ORVATEZ 10 mg/20 mg
compresse rivestite con
film

DE/H/3897/002

043249224

MSD ITALIA S.R.L.

ORVATEZ 10 mg/40 mg
compresse rivestite con
film

DE/H/3897/003

043249073

MSD ITALIA S.R.L.

ORVATEZ 10 mg/40 mg
compresse rivestite con
film

DE/H/3897/003

043249085

MSD ITALIA S.R.L.
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/40 mg
compresse rivestite con
film

DE/H/3897/003

043249097

MSD ITALIA S.R.L.

ORVATEZ 10 mg/40 mg
compresse rivestite con
film

DE/H/3897/003

043249150

MSD ITALIA S.R.L.

ORVATEZ 10 mg/40 mg
compresse rivestite con
film

DE/H/3897/003

043249198

MSD ITALIA S.R.L.

ORVATEZ 10 mg/40 mg
compresse rivestite con
film

DE/H/3897/003

043249236

MSD ITALIA S.R.L.
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/80 mg
compresse rivestite con
film

DE/H/3897/004

043249109

MSD ITALIA S.R.L.

ORVATEZ 10 mg/80 mg
compresse rivestite con
film

DE/H/3897/004

043249111

MSD ITALIA S.R.L.

ORVATEZ 10 mg/80 mg
compresse rivestite con
film

DE/H/3897/004

043249123

MSD ITALIA S.R.L.

ORVATEZ 10 mg/80 mg
compresse rivestite con
film

DE/H/3897/004

043249162

MSD ITALIA S.R.L.
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ORVATEZ 10 mg/80 mg
compresse rivestite con

film DE/H/3897/004 043249200 MSD ITALIA S.R.L. IT
ORVATEZ 10 mg/80 mg

compresse rivestite con

film DE/H/3897/004 043249248 MSD ITALIA S.R.L. 1T
LIPTRUZET 10 mg/10 mg,

comprimé pelliculé DE/H/3895/001 34009 280 048 9 5 MSD FRANCE FR
LIPTRUZET 10 mg/10 mg,

comprimé pelliculé DE/H/3895/001 34009 280 049 5 6 MSD FRANCE FR
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

LIPTRUZET 10 mg/10 mg,

comprimé pelliculé DE/H/3895/001 34009 587 184 0 3 MSD FRANCE FR
LIPTRUZET 10 mg/20 mg,
comprimé pelliculé DE/H/3895/002 34009 280 053 2 8 MSD FRANCE FR
LIPTRUZET 10 mg/20 mg,
comprimé pelliculé DE/H/3895/002 34009 280 054 9 6 MSD FRANCE FR
LIPTRUZET 10 mg/20 mg,
comprimé pelliculé DE/H/3895/002 34009 587 188 6 1 MSD FRANCE FR
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

LIPTRUZET 10 mg/40 mg,

comprimé pelliculé DE/H/3895/003 34009 280 055 5 7 MSD FRANCE FR
LIPTRUZET 10 mg/40 mg,
comprimé pelliculé DE/H/3895/003 34009 280 056 1 8 MSD FRANCE FR
LIPTRUZET 10 mg/40 mg,
comprimé pelliculé DE/H/3895/003 34009 587 189 2 2 MSD FRANCE FR
LIPTRUZET 10 mg/80 mg,
comprimé pelliculé DE/H/3895/004 34009 280 057 8 6 MSD FRANCE FR
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

LIPTRUZET 10 mg/80 mg,

comprimé pelliculé DE/H/3895/004 34009 280 058 4 7 MSD FRANCE FR
LIPTRUZET 10 mg/80 mg,

comprimé pelliculé DE/H/3895/004 34009 587 190 0 4 MSD FRANCE FR
Liptruzet 10 mg/10 mg

filmtabletta DE/H/3895/001 OGYI-T-22732/01 MSD PHARMA HUNGARY KFT. | HU
Liptruzet 10 mg/20 mg

filmtabletta DE/H/3895/002 OGYI-T-22732/02 MSD PHARMA HUNGARY KFT. | HU
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Liptruzet 10 mg/40 mg

filmtabletta DE/H/3895/003 OGYI-T-22732/03 MSD PHARMA HUNGARY KFT. | HU
Liptruzet 10 mg/80 mg
filmtabletta DE/H/3895/004 OGYI-T-22732/04 MSD PHARMA HUNGARY KFT. | HU
ATOZET 10 mg/10 mg
filmom obalené tablety DE/H/3895/001 31/0329/14-S MERCK SHARP & DOHME BV | SK
ATOZET 10 mg/20 mg
filmom obalené tablety DE/H/3895/002 31/0330/14-S MERCK SHARP & DOHME BV | SK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) IAuthorisation number member state product is authorised

ATOZET 10 mg/40 mg
filmom obalené tablety DE/H/3895/003 31/0331/14-S MERCK SHARP & DOHME BV SK

ATOZET 10 mg/80 mg
filmom obalené tablety DE/H/3895/004 31/0332/14-S MERCK SHARP & DOHME BV SK

ATOZET 10 mg/10 mg
filmuhuadadar toflur DE/H/3895/001 1S/1/14/086/01 MERCK SHARP & DOHME BV IS

ATOZET 10 mg/20 mg
filmuhuodadar toflur DE/H/3895/002 1S/1/14/086/02 MERCK SHARP & DOHME BV 1S
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) IAuthorisation number member state product is authorised

ATOZET 10 mg/40 mg
filmuhuoadar toflur DE/H/3895/003 1S/1/14/086/03 MERCK SHARP & DOHME BV 1S

ATOZET 10 mg/80 mg

filmuhuadadar toflur DE/H/3895/004 1S/1/14/086/04 MERCK SHARP & DOHME BV IS
Atozet DE/H/3895/001 53288 MERCK SHARP & DOHME BV DK
Atozet DE/H/3895/002 53289 MERCK SHARP & DOHME BV DK
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Atozet DE/H/3895/003 53290 MERCK SHARP & DOHME BV | DK
Atozet DE/H/3895/004 53291 MERCK SHARP & DOHME BV | DK
Atozet 10 mg/10 mg
filmdrasjerte tabletter DE/H/3895/001 13-9807 MERCK SHARP & DOHME BV NO
Atozet 10 mg/20 mg
filmdrasjerte tabletter DE/H/3895/002 13-9808 MERCK SHARP & DOHME BV | NO
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Atozet 10 mg/40 mg

filmdrasjerte tabletter DE/H/3895/003 13-9809 MERCK SHARP & DOHME BV NO
Atozet 10 mg/80 mg

filmdrasjerte tabletter DE/H/3895/004 13-9810 MERCK SHARP & DOHME BV NO
LIPTRUZET 10 mg/10 mg

EMNIKAAUPHEVA PE AENTO MERCK SHARP & DOHME

UpPEvVIO diokKia DE/H/3895/001 75277/13/4-11-2014 LTD. GR
LIPTRUZET 10 mg/20 mg

ENIKAAUPJPEVA PE AeNTO MERCK SHARP & DOHME

UpPEvIo diokia DE/H/3895/002 75278/13/4-11-2014 LTD. GR
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

LIPTRUZET 10 mg/40 mg
ENIKAAUUPEVA PE AeNTO

MERCK SHARP & DOHME

upévio diokia DE/H/3895/003 75279/13/4-11-2014 LTD. GR
LIPTRUZET 10 mg/80 mg

ENIKAAUPPEVA PE AeNTO MERCK SHARP & DOHME

UpPEvVIo diokia DE/H/3895/004 75280/13/4-11-2014 LTD. GR
Zoletorv® 10 mg/10 mg

potahované tablety DE/H/3895/001 31/403/14-C MERCK SHARP & DOHME BV CZ
Zoletorv® 10 mg/20 mg

potahované tablety DE/H/3895/002 31/404/14-C MERCK SHARP & DOHME BV CZ
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Zoletorv® 10 mg/40 mg

potahované tablety DE/H/3895/003 31/405/14-C MERCK SHARP & DOHME BV | CZ
Atozet 10 mg/10 mg
Filmtabletten DE/H/3895/001 135866 MERCK SHARP & DOHME BV | AT
Atozet 10 mg/20 mg
Filmtabletten DE/H/3895/002 135867 MERCK SHARP & DOHME BV | AT
Atozet 10 mg/40 mg
Filmtabletten DE/H/3895/003 135868 MERCK SHARP & DOHME BV | AT
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Atozet 10 mg/80 mg

Filmtabletten DE/H/3895/004 135869 MERCK SHARP & DOHME BV AT
Atozet 10 mg/10 mg
filmdragerade tabletter DE/H/3895/001 50194 MERCK SHARP & DOHME BV SE
Atozet 10 mg/20 mg
filmdragerade tabletter DE/H/3895/002 50195 MERCK SHARP & DOHME BV SE
Atozet 10 mg/40 mg
filmdragerade tabletter DE/H/3895/003 50196 MERCK SHARP & DOHME BV SE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Atozet 10 mg/80 mg

filmdragerade tabletter DE/H/3895/004 50197 MERCK SHARP & DOHME BV SE
Atozet® 10 mg/10 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3895/001 90223.00.00 LTD. DE
Atozet® 10 mg/20 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3895/002 90223.01.00 LTD. DE
Atozet® 10 mg/40 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3895/003 90223.02.00 LTD. DE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Atozet® 10 mg/80 mg

MERCK SHARP & DOHME

Filmtabletten DE/H/3895/004 90223.03.00 LTD. DE
ATOZET® 10 mg/10 mg,
comprimés pelliculés DE/H/3895/001 BE465795 MERCK SHARP & DOHME BV BE
ATOZET® 10 mg/10 mg,
filmomhulde tabletten DE/H/3895/001 BE465795 MERCK SHARP & DOHME BV BE
ATOZET® 10 mg/10 mg
Filmtabletten DE/H/3895/001 BE465795 MERCK SHARP & DOHME BV BE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET® 10 mg/20 mg,

comprimés pelliculés DE/H/3895/002 BE465804 MERCK SHARP & DOHME BV BE
ATOZET® 10 mg/20 mg,
filmomhulde tabletten DE/H/3895/002 BE465804 MERCK SHARP & DOHME BV BE
ATOZET® 10 mg/20 mg
Filmtabletten DE/H/3895/002 BE465804 MERCK SHARP & DOHME BV BE
ATOZET® 10 mg/40 mg,
comprimés pelliculés DE/H/3895/003 BE465813 MERCK SHARP & DOHME BV BE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET® 10 mg/40 mg,

filmomhulde tabletten DE/H/3895/003 BE465813 MERCK SHARP & DOHME BV | BE
ATOZET® 10 mg/40 mg

Filmtabletten DE/H/3895/003 BE465813 MERCK SHARP & DOHME BV | BE
Atozet® 10 mg/80 mg,

comprimés pelliculés DE/H/3895/004 BE465822 MERCK SHARP & DOHME BV BE
ATOZET® 10 mg/80 mg,

filmomhulde tabletten DE/H/3895/004 BE465822 MERCK SHARP & DOHME BV | BE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET® 10 mg/80 mg

Filmtabletten DE/H/3895/004 BE465822 MERCK SHARP & DOHME BV | BE
ATOZET 10 mg/10 mg
film-coated tablets DE/H/3895/001 MA224/00401 MERCK SHARP & DOHME BV | MT
ATOZET 10 mg/20 mg
film-coated tablets DE/H/3895/002 MA224/00402 MERCK SHARP & DOHME BV | MT
ATOZET 10 mg/40 mg
film-coated tablets DE/H/3895/003 MA224/00403 MERCK SHARP & DOHME BV | MT
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MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/80 mg

film-coated tablets DE/H/3895/004 MA224/00404 MERCK SHARP & DOHME BV | MT
ATOZET 10 mg/10 mg

Comprimidos revestidos MERCK SHARP & DOHME

por pelicula DE/H/3895/001 5628904 LTD. PT
ATOZET 10 mg/20 mg

Comprimidos revestidos MERCK SHARP & DOHME

por pelicula DE/H/3895/002 5629514 LTD. PT
ATOZET 10 mg/40 mg

Comprimidos revestidos MERCK SHARP & DOHME

por pelicula DE/H/3895/003 5629654 LTD. PT
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/80 mg
Comprimidos revestidos

MERCK SHARP & DOHME

por pelicula DE/H/3895/004 5629811 LTD. PT
ATOZET 10 mg/10 mg

Comprimidos revestidos MERCK SHARP & DOHME

por pelicula DE/H/3895/001 5628912 LTD. PT
ATOZET 10 mg/20 mg

Comprimidos revestidos MERCK SHARP & DOHME

por pelicula DE/H/3895/002 5629506 LTD. PT
ATOZET 10 mg/40 mg

Comprimidos revestidos MERCK SHARP & DOHME

por pelicula DE/H/3895/003 5629662 LTD. PT
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MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/80 mg
Comprimidos revestidos

MERCK SHARP & DOHME

por pelicula DE/H/3895/004 5629829 LTD. PT
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/001 7169/2014/01 ROMANIA SRL RO
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/001 7169/2014/06 ROMANIA SRL RO
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/002 7170/2014/01 ROMANIA SRL RO
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MAH of product in the
member state

Member State where
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ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

comprimate filmate DE/H/3895/003 7171/2014/01 ROMANIA SRL RO
ATOZET 10 mg/80 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/004 7172/2014/01 ROMANIA SRL RO
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/001 7169/2014/04 ROMANIA SRL RO
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/002 7170/2014/04 ROMANIA SRL RO
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MAH of product in the
member state

Member State where
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ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

comprimate filmate DE/H/3895/003 7171/2014/04 ROMANIA SRL RO
ATOZET 10 mg/80 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/004 7172/2014/04 ROMANIA SRL RO
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/001 7169/2014/02 ROMANIA SRL RO
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/002 7170/2014/02 ROMANIA SRL RO
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MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

comprimate filmate DE/H/3895/003 7171/2014/02 ROMANIA SRL RO
ATOZET 10 mg/80 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/004 7172/2014/02 ROMANIA SRL RO
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/001 7169/2014/05 ROMANIA SRL RO
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/002 7170/2014/05 ROMANIA SRL RO
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MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

comprimate filmate DE/H/3895/003 7171/2014/05 ROMANIA SRL RO
ATOZET 10 mg/80 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/004 7172/2014/05 ROMANIA SRL RO
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/001 7169/2014/03 ROMANIA SRL RO
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/002 7170/2014/03 ROMANIA SRL RO

List of nationally authorised medicinal products

EMA/267129/2019

Page 40/75



Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number
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Member State where
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ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

comprimate filmate DE/H/3895/003 7171/2014/03 ROMANIA SRL RO
ATOZET 10 mg/80 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/004 7172/2014/03 ROMANIA SRL RO
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/002 7170/2014/06 ROMANIA SRL RO
ATOZET 10 mg/40 mg MERCK SHARP & DOHME
comprimate filmate DE/H/3895/003 7171/2014/06 ROMANIA SRL RO
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MAH of product in the
member state

Member State where
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ATOZET 10 mg/80 mg

MERCK SHARP & DOHME

comprimate filmate DE/H/3895/004 7172/2014/06 ROMANIA SRL RO
ATO3ET 10mg/10mg MERCK SHARP & DOHME
duamMmpaHun TabneTku DE/H/3895/001 20140381 BULGARIA EOOD BG
ATO3ET 10mg/20mg MERCK SHARP & DOHME
dbuamMmmpaHun TabneTku DE/H/3895/002 20140382 BULGARIA EOOD BG
ATO3ET 10mg/40mg MERCK SHARP & DOHME
dbuammpaHm TabneTkm DE/H/3895/003 20140383 BULGARIA EOOD BG
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATO3ET 10mg/80mg

MERCK SHARP & DOHME

dbuammpaHm TabneTkm DE/H/3895/004 20140384 BULGARIA EOOD BG
LIPTRUZET 10 mg/10 mg

ENIKAAUPPEVA PE AeNTO MERCK SHARP & DOHME

UpPEvVIo diokia DE/H/3895/001 22096 LTD. CY
LIPTRUZET 10 mg/20 mg

EMNIKAAUPHEVA PE AENTO MERCK SHARP & DOHME

UpPEvVIO diokKia DE/H/3895/002 22097 LTD. CY
LIPTRUZET 10 mg/40 mg

ENIKAAUPJPEVA PE AeNTO MERCK SHARP & DOHME

upévio diokia DE/H/3895/003 22098 LTD. CY
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MAH of product in the
member state

Member State where
product is authorised

LIPTRUZET 10 mg/80 mg
ENIKAAUUPEVA PE AeNTO
UpPEvIo diokia

DE/H/3895/004

22099

MERCK SHARP & DOHME
LTD.

CY

ATOZET 10 mg/10 mg
comprimidos recubiertos
con pelicula

DE/H/3895/001

79.225

MERCK SHARP & DOHME BV

ES

ATOZET 10 mg/20 mg
comprimidos recubiertos
con pelicula

DE/H/3895/002

79.224

MERCK SHARP & DOHME BV

ES

ATOZET 10 mg/40 mg
comprimidos recubiertos
con pelicula

DE/H/3895/003

79.226

MERCK SHARP & DOHME BV

ES
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MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/80 mg
comprimidos recubiertos

con pelicula DE/H/3895/004 79.227 MERCK SHARP & DOHME BV ES
LIPTRUZET 10 mg/80 mg,

comprimé pelliculé DE/H/3895/004 34009 550 045 9 2 MSD FRANCE FR
ATOZET® 10 mg/10 mg,

comprimés pelliculés DE/H/3895/001 2015040041 MERCK SHARP & DOHME BV LU
ATOZET® 10 mg/20 mg,

comprimés pelliculés DE/H/3895/002 2015040042 MERCK SHARP & DOHME BV LU
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authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET® 10 mg/40 mg,

comprimés pelliculés DE/H/3895/003 2015040043 MERCK SHARP & DOHME BV LU
Atozet® 10 mg/80 mg,

comprimés pelliculés DE/H/3895/004 2015040044 MERCK SHARP & DOHME BV LU
ATOZET 10 mg/10 mg, MERCK SHARP & DOHME
filmomhulde tabletten DE/H/3895/001 RVG 114373 LTD. NL
ATOZET 10 mg/20 mg, MERCK SHARP & DOHME
filmomhulde tabletten DE/H/3895/002 RVG 114374 LTD. NL
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET 10 mg/40 mg,

MERCK SHARP & DOHME

filmomhulde tabletten DE/H/3895/003 RVG 114375 LTD. NL
ATOZET 10 mg/80 mg, MERCK SHARP & DOHME
filmomhulde tabletten DE/H/3895/004 RVG 114376 LTD. NL
Atozet 10 mg/10 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/001 H/15/02002/001 LTD. Sl
Atozet 10 mg/20 mg MERCK SHARP & DOHME
filmsko oblozene tablete DE/H/3895/002 H/15/02002/007 LTD. Sli
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IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Atozet 10 mg/40 mg

MERCK SHARP & DOHME

filmsko oblozene tablete DE/H/3895/003 H/15/02002/013 LTD. Sli
Atozet 10 mg/80 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/004 H/15/02002/019 LTD. Sl
Atozet 10 mg/10 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/001 H/15/02002/002 LTD. Sl
Atozet 10 mg/10 mg MERCK SHARP & DOHME
filmsko oblozene tablete DE/H/3895/001 H/15/02002/003 LTD. Sli
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National Authorisation Number

MAH of product in the
member state

Member State where
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Atozet 10 mg/10 mg

MERCK SHARP & DOHME

filmsko oblozene tablete DE/H/3895/001 H/15/02002/004 LTD. Sli
Atozet 10 mg/10 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/001 H/15/02002/005 LTD. Sl
Atozet 10 mg/10 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/001 H/15/02002/006 LTD. Sl
Atozet 10 mg/20 mg MERCK SHARP & DOHME
filmsko oblozene tablete DE/H/3895/002 H/15/02002/008 LTD. Sli
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member state

Member State where
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Atozet 10 mg/20 mg

MERCK SHARP & DOHME

filmsko oblozene tablete DE/H/3895/002 H/15/02002/009 LTD. Sli
Atozet 10 mg/20 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/002 H/15/02002/010 LTD. Sl
Atozet 10 mg/20 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/002 H/15/02002/011 LTD. Sl
Atozet 10 mg/20 mg MERCK SHARP & DOHME
filmsko oblozene tablete DE/H/3895/002 H/15/02002/012 LTD. Sli
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Member State where
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Atozet 10 mg/40 mg

MERCK SHARP & DOHME

filmsko oblozene tablete DE/H/3895/003 H/15/02002/014 LTD. Sli
Atozet 10 mg/40 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/003 H/15/02002/015 LTD. Sl
Atozet 10 mg/40 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/003 H/15/02002/016 LTD. Sl
Atozet 10 mg/40 mg MERCK SHARP & DOHME
filmsko oblozene tablete DE/H/3895/003 H/15/02002/017 LTD. Sli
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Member State where
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Atozet 10 mg/40 mg

MERCK SHARP & DOHME

filmsko oblozene tablete DE/H/3895/003 H/15/02002/018 LTD. Sli
Atozet 10 mg/80 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/004 H/15/02002/020 LTD. Sl
Atozet 10 mg/80 mg MERCK SHARP & DOHME
filmsko obloZene tablete DE/H/3895/004 H/15/02002/021 LTD. Sl
Atozet 10 mg/80 mg MERCK SHARP & DOHME
filmsko oblozene tablete DE/H/3895/004 H/15/02002/022 LTD. Sli
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Atozet 10 mg/80 mg

MERCK SHARP & DOHME

filmsko oblozene tablete DE/H/3895/004 H/15/02002/023 LTD. Sli
Atozet 10 mg/80 mg MERCK SHARP & DOHME

filmsko obloZene tablete DE/H/3895/004 H/15/02002/024 LTD. Sl
ATOZET, 10 mg + 10 mg,

tabletki powlekane DE/H/3895/001 22521 MSD POLSKA SP. Z O.0. PL
ATOZET, 10 mg + 20 mg,

tabletki powlekane DE/H/3895/002 22522 MSD POLSKA SP. Z O.0. PL
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MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ATOZET, 10 mg + 40 mg,
tabletki powlekane

DE/H/3895/003

22523

MSD POLSKA SP. Z O.0.

PL

ATOZET, 10 mg + 80 mg,
tabletki powlekane

DE/H/3895/004

22524

MSD POLSKA SP. Z O.0.

PL

ATOZET 10 mg/10 mg
compresse rivestite con
film

DE/H/3895/001

043543014

MSD ITALIA S.R.L.

ATOZET 10 mg/10 mg
compresse rivestite con
film

DE/H/3895/001

043543026

MSD ITALIA S.R.L.

List of nationally authorised medicinal products

EMA/267129/2019

Page 54/75



Product Name (in
authorisation country)

MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
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ATOZET 10 mg/10 mg
compresse rivestite con
film

DE/H/3895/001

043543038

MSD ITALIA S.R.L.

ATOZET 10 mg/10 mg
compresse rivestite con
film

DE/H/3895/001

043543040

MSD ITALIA S.R.L.

ATOZET 10 mg/10 mg
compresse rivestite con
film

DE/H/3895/001

043543053

MSD ITALIA S.R.L.

ATOZET 10 mg/10 mg
compresse rivestite con
film

DE/H/3895/001

043543065

MSD ITALIA S.R.L.
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National Authorisation Number

MAH of product in the
member state

Member State where
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ATOZET 10 mg/20 mg
compresse rivestite con
film

DE/H/3895/002

043543077

MSD ITALIA S.R.L.

ATOZET 10 mg/20 mg
compresse rivestite con
film

DE/H/3895/002

043543089

MSD ITALIA S.R.L.

ATOZET 10 mg/20 mg
compresse rivestite con
film

DE/H/3895/002

043543091

MSD ITALIA S.R.L.

ATOZET 10 mg/20 mg
compresse rivestite con
film

DE/H/3895/002

043543103

MSD ITALIA S.R.L.
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National Authorisation Number

MAH of product in the
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Member State where
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ATOZET 10 mg/20 mg
compresse rivestite con
film

DE/H/3895/002

043543115

MSD ITALIA S.R.L.

ATOZET 10 mg/20 mg
compresse rivestite con
film

DE/H/3895/002

043543127

MSD ITALIA S.R.L.

ATOZET 10 mg/40 mg
compresse rivestite con
film

DE/H/3895/003

043543139

MSD ITALIA S.R.L.

ATOZET 10 mg/40 mg
compresse rivestite con
film

DE/H/3895/003

043543141

MSD ITALIA S.R.L.
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Member State where
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ATOZET 10 mg/40 mg
compresse rivestite con
film

DE/H/3895/003

043543154

MSD ITALIA S.R.L.

ATOZET 10 mg/40 mg
compresse rivestite con
film

DE/H/3895/003

043543166

MSD ITALIA S.R.L.

ATOZET 10 mg/40 mg
compresse rivestite con
film

DE/H/3895/003

043543178

MSD ITALIA S.R.L.

ATOZET 10 mg/40 mg
compresse rivestite con
film

DE/H/3895/003

043543180

MSD ITALIA S.R.L.
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National Authorisation Number

MAH of product in the
member state

Member State where
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ATOZET 10 mg/80 mg
compresse rivestite con
film

DE/H/3895/004

043543192

MSD ITALIA S.R.L.

ATOZET 10 mg/80 mg
compresse rivestite con
film

DE/H/3895/004

043543204

MSD ITALIA S.R.L.

ATOZET 10 mg/80 mg
compresse rivestite con
film

DE/H/3895/004

043543216

MSD ITALIA S.R.L.

ATOZET 10 mg/80 mg
compresse rivestite con
film

DE/H/3895/004

043543228

MSD ITALIA S.R.L.
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MAH of product in the
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Member State where
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ATOZET 10 mg/80 mg
compresse rivestite con

film DE/H/3895/004 043543230 MSD ITALIA S.R.L. IT
ATOZET 10 mg/80 mg

compresse rivestite con

film DE/H/3895/004 043543242 MSD ITALIA S.R.L. 1T
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
film-coated tablets DE/H/3895/001 PL 00025/0618 LTD. UK
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
film-coated tablets DE/H/3895/002 PL 00025/0619 LTD. UK
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MAH of product in the
member state

Member State where
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ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

film-coated tablets DE/H/3895/003 PL 00025/0620 LTD. UK
ATOZET 10 mg/80 mg MERCK SHARP & DOHME
film-coated tablets DE/H/3895/004 PL 00025/0621 LTD. UK
ATOZET 10 mg/10 mg MERCK SHARP & DOHME
filmom obloZzene tablete DE/H/3895/001 HR-H-532747774 D.O.O. HR
ATOZET 10 mg/20 mg MERCK SHARP & DOHME
filmom obloZene tablete DE/H/3895/002 HR-H-567039012 D.O.O. HR
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MAH of product in the
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Member State where
product is authorised

ATOZET 10 mg/40 mg

MERCK SHARP & DOHME

filmom obloZene tablete DE/H/3895/003 HR-H-232001393 D.O.O. HR

ATOZET 10 mg/80 mg MERCK SHARP & DOHME

filmom oblozene tablete DE/H/3895/004 HR-H-602129736 D.O.O. HR
MERCK SHARP & DOHME

ATOZET 10 mg/10 mg IRELAND (HUMAN HEALTH)

film-coated tablets DE/H/3895/001 PA 1286/060/001 LTD IE
MERCK SHARP & DOHME

ATOZET 10 mg/20 mg IRELAND (HUMAN HEALTH)

film-coated tablets DE/H/3895/002 PA 1286/060/002 LTD IE
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National Authorisation Number

MAH of product in the
member state

Member State where
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ATOZET 10 mg/40 mg

MERCK SHARP & DOHME
IRELAND (HUMAN HEALTH)

film-coated tablets DE/H/3895/003 PA 1286/060/003 LTD IE
MERCK SHARP & DOHME
ATOZET 10 mg/80 mg IRELAND (HUMAN HEALTH)
film-coated tablets DE/H/3895/004 PA 1286/060/004 LTD IE
Tioblis® 10 mg/10 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3898/001 90235.00.00 LTD. DE
Tioblis® 10 mg/20 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3898/002 90235.01.00 LTD. DE
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Product Name (in
authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Tioblis® 10 mg/40 mg

MERCK SHARP & DOHME

Filmtabletten DE/H/3898/003 90235.02.00 LTD. DE
Tioblis® 10 mg/80 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3898/004 90235.03.00 LTD. DE
Ezetimib/Atorvastatin

MSD 10 mg/10 mg

Filmtabletten DE/H/3898/001 135870 MERCK SHARP & DOHME BV AT
Ezetimib/Atorvastatin

MSD 10 mg/20 mg

Filmtabletten DE/H/3898/002 135871 MERCK SHARP & DOHME BV AT
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Ezetimib/Atorvastatin
MSD 10 mg/40 mg
Filmtabletten DE/H/3898/003 135872 MERCK SHARP & DOHME BV AT

Ezetimib/Atorvastatin
MSD 10 mg/80 mg
Filmtabletten DE/H/3898/004 135873 MERCK SHARP & DOHME BV AT

ZARDIUX 10 mg/10 mg
comprimidos recubiertos
con pelicula DE/H/3898/001 79.170 MERCK SHARP & DOHME BV [ ES

ZARDIUX 10 mg/20 mg
comprimidos recubiertos
con pelicula DE/H/3898/002 79.171 MERCK SHARP & DOHME BV ES
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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
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ZARDIUX 10 mg/40 mg
comprimidos recubiertos

con pelicula DE/H/3898/003 79.172 MERCK SHARP & DOHME BV ES
ZARDIUX 10 mg/80 mg

comprimidos recubiertos

con pelicula DE/H/3898/004 79.173 MERCK SHARP & DOHME BV ES
KEXROLT 10 mg/10 mg

EMNIKAAUPHEVA PE AENTO MERCK SHARP & DOHME

UpPEvVIO diokKia DE/H/3896/001 91322/13/4-11-2014 LTD. GR
KEXROLT 10 mg/20 mg

ENIKAAUPJPEVA PE AeNTO MERCK SHARP & DOHME

UpPEvIo diokia DE/H/3896/002 91323/13/4-11-2014 LTD. GR
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authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

KEXROLT 10 mg/40 mg
ENIKAAUUPEVA PE AeNTO

MERCK SHARP & DOHME

UpPEvIo diokia DE/H/3896/003 91324/13/4-11-2014 LTD. GR
KEXROLT 10 mg/80 mg

ENIKAAUPPEVA PE AeNTO MERCK SHARP & DOHME

UpPEvVIo diokia DE/H/3896/004 91325/13/4-11-2014 LTD. GR
Kexrolt® 10 mg/10 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3896/001 90227.00.00 LTD. DE
Kexrolt® 10 mg/20 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3896/002 90227.01.00 LTD. DE
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authorisation country)

MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Kexrolt® 10 mg/40 mg

MERCK SHARP & DOHME

Filmtabletten DE/H/3896/003 90227.02.00 LTD. DE
Kexrolt® 10 mg/80 mg MERCK SHARP & DOHME
Filmtabletten DE/H/3896/004 90227.03.00 LTD. DE
KEXROLT 10 mg/10 mg

comprimidos recubiertos

con pelicula DE/H/3896/001 79.162 MERCK SHARP & DOHME BV | ES
KEXROLT 10 mg/20 mg

comprimidos recubiertos

con pelicula DE/H/3896/002 79.163 MERCK SHARP & DOHME BV | ES
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MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
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KEXROLT 10 mg/40 mg
comprimidos recubiertos
con pelicula

DE/H/3896/003

79.164

MERCK SHARP & DOHME BV

ES

KEXROLT 10 mg/80 mg
comprimidos recubiertos
con pelicula

DE/H/3896/004

79.165

MERCK SHARP & DOHME BV

ES

KEXROLT 10 mg/10 mg
compresse rivestite con
film

DE/H/3896/001

043247028

MSD ITALIA S.R.L.

KEXROLT 10 mg/10 mg
compresse rivestite con
film

DE/H/3896/001

043247030

MSD ITALIA S.R.L.
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MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

KEXROLT 10 mg/10 mg
compresse rivestite con
film

DE/H/3896/001

043247042

MSD ITALIA S.R.L.

KEXROLT 10 mg/10 mg
compresse rivestite con
film

DE/H/3896/001

043247016

MSD ITALIA S.R.L.

KEXROLT 10 mg/10 mg
compresse rivestite con
film

DE/H/3896/001

043247170

MSD ITALIA S.R.L.

KEXROLT 10 mg/10 mg
compresse rivestite con
film

DE/H/3896/001

043247218

MSD ITALIA S.R.L.
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MRP/DCP
IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

KEXROLT 10 mg/20 mg
compresse rivestite con
film

DE/H/3896/002

043247055

MSD ITALIA S.R.L.

KEXROLT 10 mg/20 mg
compresse rivestite con
film

DE/H/3896/002

043247067

MSD ITALIA S.R.L.

KEXROLT 10 mg/20 mg
compresse rivestite con
film

DE/H/3896/002

043247079

MSD ITALIA S.R.L.

KEXROLT 10 mg/20 mg
compresse rivestite con
film

DE/H/3896/002

043247143

MSD ITALIA S.R.L.
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IAuthorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

KEXROLT 10 mg/20 mg
compresse rivestite con
film

DE/H/3896/002

043247182

MSD ITALIA S.R.L.

KEXROLT 10 mg/20 mg
compresse rivestite con
film

DE/H/3896/002

043247220

MSD ITALIA S.R.L.

KEXROLT 10 mg/40 mg
compresse rivestite con
film

DE/H/3896/003

043247081

MSD ITALIA S.R.L.

KEXROLT 10 mg/40 mg
compresse rivestite con
film

DE/H/3896/003

043247093

MSD ITALIA S.R.L.
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National Authorisation Number
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member state

Member State where
product is authorised

KEXROLT 10 mg/40 mg
compresse rivestite con
film

DE/H/3896/003

043247105

MSD ITALIA S.R.L.

KEXROLT 10 mg/40 mg
compresse rivestite con
film

DE/H/3896/003

043247156

MSD ITALIA S.R.L.

KEXROLT 10 mg/40 mg
compresse rivestite con
film

DE/H/3896/003

043247194

MSD ITALIA S.R.L.

KEXROLT 10 mg/40 mg
compresse rivestite con
film

DE/H/3896/003

043247232

MSD ITALIA S.R.L.
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National Authorisation Number

MAH of product in the
member state

Member State where
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KEXROLT 10 mg/80 mg
compresse rivestite con
film

DE/H/3896/004

043247117

MSD ITALIA S.R.L.

KEXROLT 10 mg/80 mg
compresse rivestite con
film

DE/H/3896/004

043247129

MSD ITALIA S.R.L.

KEXROLT 10 mg/80 mg
compresse rivestite con
film

DE/H/3896/004

043247131

MSD ITALIA S.R.L.

KEXROLT 10 mg/80 mg
compresse rivestite con
film

DE/H/3896/004

043247168

MSD ITALIA S.R.L.
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Member State where
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KEXROLT 10 mg/80 mg
compresse rivestite con

film DE/H/3896/004 043247206 MSD ITALIA S.R.L. IT
KEXROLT 10 mg/80 mg
compresse rivestite con
film DE/H/3896/004 043247244 MSD ITALIA S.R.L. 1T
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