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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsya 10 mg/160 mg HU/H/0421/003 58/0418/16-S KRKA, D.D., NOVO MESTO SK

filmom obalené tablety

Ravalsya 10 mg/160 mg HU/H/0421/003 137487 KRKA, D.D., NOVO MESTO AT

Filmtabletten

Ravalsya 10 mg/80 mg HU/H/0421/001 58/0416/16-S KRKA, D.D., NOVO MESTO SK

filmom obalené tablety

Ravalsya 10 mg/80 mg HU/H/0421/001 137486 KRKA, D.D., NOVO MESTO AT

Filmtabletten

Ravalsya 20 mg/160 mg HU/H/0421/004 58/0419/16-S KRKA, D.D., NOVO MESTO SK

filmom obalené tablety

Ravalsya 20 mg/160 mg HU/H/0421/004 137488 KRKA, D.D., NOVO MESTO AT

Filmtabletten

Ravalsya 20 mg/80 mg HU/H/0421/002 58/0417/16-S KRKA, D.D., NOVO MESTO SK

filmom obalené tablety

Ravalsya 20 mg/80 mg HU/H/0421/002 137489 KRKA, D.D., NOVO MESTO AT

Filmtabletten

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/021 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/022 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/023 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/024 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/025 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/026 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/027 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/028 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/029 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/160 mg HU/H/0421/003 H/16/02263/030 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/21 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/22 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/23 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/24 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/25 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/26 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/27 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/28 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/29 KRKA, D.D., NOVO MESTO HU

filmtabletta
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/160 mg HU/H/0421/003 OGYI-T-23099/30 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/021 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/022 KRKA, D.D., NOVO MESTO LT

plevele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/023 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/024 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/025 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/026 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletées

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/027 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/028 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/029 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/003 LT/1/16/3979/030 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/160 mg HU/H/0421/ 003 58/447/16-C KRKA, D.D., NOVO MESTO Ccz

potahované tablety

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/001 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/002 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/003 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/004 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/005 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/006 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/007 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/008 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/009 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 H/16/02263/010 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/01 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/02 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/03 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/04 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/05 KRKA, D.D., NOVO MESTO HU

filmtabletta
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/06 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/07 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/08 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/09 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 OGYI-T-23099/10 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/001 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/002 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletées

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/003 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/004 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/005 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/006 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/007 KRKA, D.D., NOVO MESTO LT

plevele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/008 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/009 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/001 LT/1/16/3979/010 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 10 mg/80 mg HU/H/0421/ 001 58/445/16-C KRKA, D.D., NOVO MESTO Ccz

potahované tablety

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/031 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/032 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/033 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/034 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/035 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/036 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/037 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/038 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/039 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 H/16/02263/040 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/31 KRKA, D.D., NOVO MESTO HU

filmtabletta

List of nationally authorised medicinal products

EMA/382258/2015

Page 10/25




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/32 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/33 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/34 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/35 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/36 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/37 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/38 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/39 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/160 mg HU/H/0421/004 OGYI-T-23099/40 KRKA, D.D., NOVO MESTO HU

filmtabletta
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/031 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/032 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/033 KRKA, D.D., NOVO MESTO LT

plevele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/034 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/035 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/036 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/037 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletées

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/038 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/039 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/160 mg HU/H/0421/004 LT/1/16/3979/040 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/160 mg HU/H/0421/ 004 58/448/16-C KRKA, D.D., NOVO MESTO cz
potahované tablety

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/011 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/012 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/013 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/014 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/015 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/016 KRKA, D.D., NOVO MESTO SI
filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/017 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/018 KRKA, D.D., NOVO MESTO SI

filmsko obloZene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/019 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 H/16/02263/020 KRKA, D.D., NOVO MESTO SI

filmsko oblozene tablete

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/11 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/12 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/13 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/14 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/15 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/16 KRKA, D.D., NOVO MESTO HU

filmtabletta
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/17 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/18 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/19 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 OGYI-T-23099/20 KRKA, D.D., NOVO MESTO HU

filmtabletta

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/011 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/012 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/013 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletées

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/014 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/015 KRKA, D.D., NOVO MESTO LT

plévele dengtos tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/016 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/017 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/018 KRKA, D.D., NOVO MESTO LT
plevele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/019 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/002 LT/1/16/3979/020 KRKA, D.D., NOVO MESTO LT
plévele dengtos tabletés

Ravalsyo 20 mg/80 mg HU/H/0421/ 002 58/446/16-C KRKA, D.D., NOVO MESTO cz
potahované tablety

Valarox 10 mg + 160 mg HU/H/0421/003 5691225 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Valarox 10 mg + 160 mg HU/H/0421/003 5691241 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Valarox 10 mg + 160 mg HU/H/0421/003 5691258 KRKA, D.D., NOVO MESTO PT

comprimidos revestidos
por pelicula
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Valarox 10 mg + 80 mg HU/H/0421/001 5691035 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Valarox 10 mg + 80 mg HU/H/0421/001 5691043 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Valarox 10 mg + 80 mg HU/H/0421/001 5691050 KRKA, D.D., NOVO MESTO PT
comprimidos revestidos

por pelicula

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/01 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/02 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/03 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/04 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/05 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/06 KRKA, D.D., NOVO MESTO RO

comprimate filmate
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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

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/07 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/08 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/09 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/ 003 9606/2017/10 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/160 mg HU/H/0421/003 33842 KRKA, D.D., NOVO MESTO FI
kalvopaallysteiset tabletit

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/01 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/02 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/03 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/04 KRKA, D.D., NOVO MESTO RO

comprimate filmate
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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

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/05 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/06 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/07 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/08 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/09 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/ 001 9604/2017/10 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 10 mg/80 mg HU/H/0421/001 33840 KRKA, D.D., NOVO MESTO FI
kalvopaallysteiset tabletit

Valarox 10 mg+160 mg HU/H/0421/003 16-0199 KRKA, D.D., NOVO MESTO LV
apvalkotas tabletes

Valarox 10 mg+80 mg HU/H/0421/001 16-0197 KRKA, D.D., NOVO MESTO 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

Valarox 20 mg + 160 mg
comprimidos revestidos
por pelicula

HU/H/0421/004

5693205

KRKA, D.D., NOVO MESTO

PT

Valarox 20 mg + 160 mg
comprimidos revestidos
por pelicula

HU/H/0421/004

5693213

KRKA, D.D., NOVO MESTO

PT

Valarox 20 mg + 160 mg
comprimidos revestidos
por pelicula

HU/H/0421/004

5693221

KRKA, D.D., NOVO MESTO

PT

Valarox 20 mg + 80 mg
comprimidos revestidos
por pelicula

HU/H/0421/002

5691068

KRKA, D.D., NOVO MESTO

PT

Valarox 20 mg + 80 mg
comprimidos revestidos
por pelicula

HU/H/0421/002

5691076

KRKA, D.D., NOVO MESTO

PT

Valarox 20 mg + 80 mg
comprimidos revestidos
por pelicula

HU/H/0421/002

5691100

KRKA, D.D., NOVO MESTO

PT

Valarox 20 mg/160 mg
comprimate filmate

HU/H/0421/ 004

9607/2017/01

KRKA, D.D., NOVO MESTO

RO

Valarox 20 mg/160 mg
comprimate filmate

HU/H/0421/ 004

9607/2017/02

KRKA, D.D., NOVO MESTO

RO

Valarox 20 mg/160 mg
comprimate filmate

HU/H/0421/ 004

9607/2017/03

KRKA, D.D., NOVO MESTO

RO
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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

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/04 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/05 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/06 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/07 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/08 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/09 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/ 004 9607/2017/10 KRKA, D.D., NOVO MESTO RO
comprimate filmate

Valarox 20 mg/160 mg HU/H/0421/004 33843 KRKA, D.D., NOVO MESTO FI
kalvopaallysteiset tabletit

Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/01 KRKA, D.D., NOVO MESTO RO

comprimate filmate
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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

Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/02 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/03 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/04 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/05 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/06 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/07 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/08 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/09 KRKA, D.D., NOVO MESTO RO
comprimate filmate
Valarox 20 mg/80 mg HU/H/0421/ 002 9605/2017/10 KRKA, D.D., NOVO MESTO RO

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

Valarox 20 mg/80 mg HU/H/0421/002 33841 KRKA, D.D., NOVO MESTO FI
kalvopaallysteiset tabletit

Valarox 20 mg+160 mg HU/H/0421/004 16-0200 KRKA, D.D., NOVO MESTO LV
apvalkotas tabletes

Valarox 20 mg+80 mg HU/H/0421/002 16-0198 KRKA, D.D., NOVO MESTO LV
apvalkotas tabletes

Valarox, 10 mg + 160 mg, | HU/H/0421/003 23568 KRKA, D.D., NOVO MESTO PL
tabletki powlekane

Valarox, 10 mg + 80 mg, HU/H/0421/001 23566 KRKA, D.D., NOVO MESTO PL
tabletki powlekane

Valarox, 10 mg/160 mg HU/H/0421/003 920416 KRKA, D.D., NOVO MESTO EE
Ohukese polimeerikattega
tabletid

Valarox, 10 mg/80 mg HU/H/0421/001 920216 KRKA, D.D., NOVO MESTO EE
Ohukese polimeerikattega
tabletid

Valarox, 20 mg + 160 mg, | HU/H/0421/004 23569 KRKA, D.D., NOVO MESTO PL
tabletki powlekane

Valarox, 20 mg + 80 mg, HU/H/0421/002 23567 KRKA, D.D., NOVO MESTO PL
tabletki powlekane
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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

Valarox, 20 mg/160 mg
Ohukese polimeerikattega
tabletid

HU/H/0421/004

920316

KRKA, D.D., NOVO MESTO

EE

Valarox, 20 mg/80 mg
Ohukese polimeerikattega
tabletid

HU/H/0421/002

920516

KRKA, D.D., NOVO MESTO

EE

Valsaros 10 mg/160 mg
comprimidos recubiertos
con pelicula

HU/H/0421/ 003

82505

KRKA, D.D., NOVO MESTO

ES

Valsaros 10 mg/80 mg
comprimidos recubiertos
con pelicula

HU/H/0421/ 001

82506

KRKA, D.D., NOVO MESTO

ES

Valsaros 20 mg/160 mg
comprimidos recubiertos
con pelicula

HU/H/0421/004

82507

KRKA, D.D., NOVO MESTO

ES

Valsaros 20 mg/80 mg
comprimidos recubiertos
con pelicula

HU/H/0421/ 002

82504

KRKA, D.D., NOVO MESTO

ES

Bancapoc 10 mg/160 mg
dbuvnMupaHn TabneTkn

HU/H/0421/003

20160402

KRKA, D.D., NOVO MESTO

BG

Bancapoc 10 mg/80 mg
punMmnpaHm Tabnetku

HU/H/0421/001

20160400

KRKA, D.D., NOVO MESTO

BG

Bancapoc 20 mg/160 mg
dunMupaHn TabneTkn

HU/H/0421/004

20160403

KRKA, D.D., NOVO MESTO

BG
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Bancapoc 20 mg/80 mg HU/H/0421/002 20160401 KRKA, D.D., NOVO MESTO BG

punMmnpaHm TabneTku
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