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Product full name
(in authorisation
country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

DIARFIX 100 mg, gélule

not available

34009 492 15997

BIOPROJET PHARMA

FR

HIDRASEC 10 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

HIDRASEC 10 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

HIDRASEC 10 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

HIDRASEC 10 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

HIDRASEC 10 mg granulas
iekskigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

HIDRASEC 10 mg granulas
iekskigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

Hidrasec 10 mg granulat til
mikstur, suspensjon

SE/H/1342/002

11-8261

BIOPROJET EUROPE LTD

NO

Hidrasec 10 mg granulat til
mikstur, suspensjon

SE/H/1342/002

11-8261

BIOPROJET EUROPE LTD

NO

Hidrasec 10 mg granulat til
mikstur, suspensjon

SE/H/1342/002

11-8261

BIOPROJET EUROPE LTD

NO

Hidrasec 10 mg granulat til
mikstur, suspensjon

SE/H/1342/002

11-8261

BIOPROJET EUROPE LTD

NO

Hidrasec 10 mg granulat til
mikstur, suspensjon

SE/H/1342/002

11-8261

BIOPROJET EUROPE LTD

NO

Hidrasec 10 mg granulat til
mikstur, suspensjon

SE/H/1342/002

11-8261

BIOPROJET EUROPE LTD

NO

Hidrasec 10 mg granulat till
oral suspension

ES/H/0122/002

46034

BIOPROJET EUROPE LTD

SE

Hidrasec 10 mg granulat till
oral suspension

ES/H/0122/002

46034

BIOPROJET EUROPE LTD

SE

Hidrasec 10 mg granulat till
oral suspension

ES/H/0122/002

46034

BIOPROJET EUROPE LTD

SE
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec 10 mg granulat till ES/H/0122/002 46034 BIOPROJET EUROPE LTD SE
oral suspension

Hidrasec 10 mg granulat till ES/H/0122/002 46034 BIOPROJET EUROPE LTD SE
oral suspension

Hidrasec 10 mg granulat till ES/H/0122/002 46034 BIOPROJET EUROPE LTD SE
oral suspension

Hidrasec 10 mg Granulat zur | SE/H/1342/002 1-30818 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 10 mg Granulat zur | SE/H/1342/002 1-30818 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 10 mg Granulat zur | SE/H/1342/002 1-30818 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 10 mg Granulat zur | SE/H/1342/002 1-30818 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 10 mg Granulat zur | SE/H/1342/002 1-30818 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 10 mg Granulat zur | SE/H/1342/002 1-30818 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

HIDRASEC 10 mg granule za | not available UP/1-530-09/11-01/376 ABBOTT LABORATORIES HR
oralnu suspenziju D.0.0. (KORANSKA)

HIDRASEC 10 mg granule za | not available UP/1-530-09/11-01/376 ABBOTT LABORATORIES HR
oralnu suspenziju D.0.0. (KORANSKA)

Hidrasec 10 mg granules SE/H/1342/002 LT/1/12/2804/004 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 10 mg granules SE/H/1342/002 LT/1/12/2804/006 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 10 mg granulés SE/H/1342/002 LT/1/12/2804/001 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 10 mg granulés SE/H/1342/002 LT/1/12/2804/002 BIOPROJET EUROPE LTD LT

geriamajai suspensijai
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec 10 mg granules SE/H/1342/002 LT/1/12/2804/003 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 10 mg granules SE/H/1342/002 LT/1/12/2804/005 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 10 mg pulbere not available 4661/2004/01-06 LABORATOIRES FOURNIER RO
orala SAS

Hidrasec 10 mg pulbere not available 4661/2004/01-06 LABORATOIRES FOURNIER RO
orala SAS

Hidrasec 10 mg rakeet SE/H/1342/002 29702 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 10 mg rakeet SE/H/1342/002 29702 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 10 mg rakeet SE/H/1342/002 29702 BIOPROJET EUROPE LTD FI

oraalisuspensiota varten

Hidrasec 10 mg rakeet SE/H/1342/002 29702 BIOPROJET EUROPE LTD FI

oraalisuspensiota varten

Hidrasec 10 mg rakeet SE/H/1342/002 29702 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 10 mg rakeet SE/H/1342/002 29702 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 10 mg, 10 mg, SE/H/1342/002 18916 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 10 mg, 10 mg, SE/H/1342/002 18916 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 10 mg, 10 mg, SE/H/1342/002 18916 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 10 mg, 10 mg, SE/H/1342/002 18916 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 10 mg, 10 mg, SE/H/1342/002 18916 BIOPROJET EUROPE LTD PL

granulat do sporzadzania
zawiesiny doustnej
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec 10 mg, 10 mg, SE/H/1342/002 18916 BIOPROJET EUROPE LTD PL

granulat do sporzadzania

zawiesiny doustnej

Hidrasec 10 mg, Granules SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

for oral suspension

Hidrasec 10 mg, Granules SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

for oral suspension

Hidrasec 10 mg, Granules SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

for oral suspension

Hidrasec 10 mg, Granules SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

for oral suspension

Hidrasec 10 mg, Granules SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

for oral suspension

Hidrasec 10 mg, Granules SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

for oral suspension

HIDRASEC 100 mg céapsulas | not available 77809 BIOPROJET FERRER SL ES

duras

Hidrasec 100 mg capsule not available 4663/2004/01-03 LABORATOIRES FOURNIER RO
SAS

Hidrasec 100 mg capsule not available 4663/2004/01-03 LABORATOIRES FOURNIER RO
SAS

HIDRASEC 100 mg SE/H/1342/003 PA 1714/001/001 BIOPROJET EUROPE LTD IE

Capsules, Hard

HIDRASEC 100 mg SE/H/1342/003 PA 1714/001/001 BIOPROJET EUROPE LTD IE

Capsules, Hard

HIDRASEC 100 mg SE/H/1342/003 PA 1714/001/001 BIOPROJET EUROPE LTD IE

Capsules, Hard

HIDRASEC 100 mg SE/H/1342/003 PA 1714/001/001 BIOPROJET EUROPE LTD IE

Capsules, Hard

HIDRASEC 100 mg SE/H/1342/003 PA 1714/001/001 BIOPROJET EUROPE LTD IE

Capsules, Hard

HIDRASEC 100 mg cietas SE/H/1342/003 11-0494 BIOPROJET EUROPE LTD LV

kapsulas

HIDRASEC 100 mg cietas SE/H/1342/003 11-0494 BIOPROJET EUROPE LTD LV

kapsulas
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

HIDRASEC 100 mg cietas SE/H/1342/003 11-0495 BIOPROJET EUROPE LTD LV
kapsulas

HIDRASEC 100 mg cietas SE/H/1342/003 11-0494 BIOPROJET EUROPE LTD LV
kapsulas

HIDRASEC 100 mg cietas SE/H/1342/003 11-0495 BIOPROJET EUROPE LTD LV
kapsulas

HIDRASEC 100 mg Hard SE/H/1342/003 PL 39418/0003 BIOPROJET EUROPE LTD UK
Capsules

HIDRASEC 100 mg Hard SE/H/1342/003 PL 39418/0003 BIOPROJET EUROPE LTD UK
Capsules

HIDRASEC 100 mg Hard SE/H/1342/003 PL 39418/0003 BIOPROJET EUROPE LTD UK
Capsules

HIDRASEC 100 mg Hard SE/H/1342/003 PL 39418/0003 BIOPROJET EUROPE LTD UK
Capsules

HIDRASEC 100 mg Hard SE/H/1342/003 PL 39418/0003 BIOPROJET EUROPE LTD UK
Capsules

Hidrasec 100 mg SE/H/1342/003 1-30820 BIOPROJET EUROPE LTD AT
Hartkapseln

Hidrasec 100 mg SE/H/1342/003 1-30820 BIOPROJET EUROPE LTD AT
Hartkapseln

Hidrasec 100 mg SE/H/1342/003 1-30820 BIOPROJET EUROPE LTD AT
Hartkapseln

Hidrasec 100 mg SE/H/1342/003 1-30820 BIOPROJET EUROPE LTD AT
Hartkapseln

Hidrasec 100 mg SE/H/1342/003 1-30820 BIOPROJET EUROPE LTD AT
Hartkapseln

Hidrasec 100 mg kapseli, SE/H/1342/003 29704 BIOPROJET EUROPE LTD Fl

kova

Hidrasec 100 mg kapseli, SE/H/1342/003 29704 BIOPROJET EUROPE LTD Fl

kova

Hidrasec 100 mg kapseli, SE/H/1342/003 29704 BIOPROJET EUROPE LTD FI

kova

Hidrasec 100 mg kapseli, SE/H/1342/003 29704 BIOPROJET EUROPE LTD FI

kova

Hidrasec 100 mg kapseli, SE/H/1342/003 29704 BIOPROJET EUROPE LTD Fl

kova
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec 100 mg kemény SE/H/1342/003 OGYI-T-22076/03 BIOPROJET EUROPE LTD HU
kapszula

Hidrasec 100 mg kemény SE/H/1342/003 OGYI-T-22076/03 BIOPROJET EUROPE LTD HU
kapszula

Hidrasec 100 mg kemény SE/H/1342/003 OGYI-T-22076/03 BIOPROJET EUROPE LTD HU
kapszula

Hidrasec 100 mg kemény SE/H/1342/003 OGYI-T-22076/03 BIOPROJET EUROPE LTD HU
kapszula

Hidrasec 100 mg kemény SE/H/1342/003 OGYI-T-22076/03 BIOPROJET EUROPE LTD HU
kapszula

Hidrasec 100 mg kietosios SE/H/1342/003 LT/1/12/2804/013 BIOPROJET EUROPE LTD LT
kapsulés

Hidrasec 100 mg kietosios SE/H/1342/003 LT/1/12/2804/017 BIOPROJET EUROPE LTD LT
kapsulés

Hidrasec 100 mg kietosios SE/H/1342/003 LT/1/12/2804/014 BIOPROJET EUROPE LTD LT
kapsulés

Hidrasec 100 mg kietosios SE/H/1342/003 LT/1/12/2804/015 BIOPROJET EUROPE LTD LT
kapsulés

Hidrasec 100 mg kietosios SE/H/1342/003 LT/1/12/2804/016 BIOPROJET EUROPE LTD LT
kapsulés

HIDRASEC 100 mg trde SE/H/1342/003 H/12/00735/003 BIOPROJET EUROPE LTD Sl
kapsule

HIDRASEC 100 mg trde SE/H/1342/003 H/12/00735/004 BIOPROJET EUROPE LTD Sl
kapsule

HIDRASEC 100 mg trde SE/H/1342/003 H/12/00735/005 BIOPROJET EUROPE LTD Sl
kapsule

HIDRASEC 100 mg trde SE/H/1342/003 H/12/00735/002 BIOPROJET EUROPE LTD Sl
kapsule

HIDRASEC 100 mg trde SE/H/1342/003 H/12/00735/001 BIOPROJET EUROPE LTD Sl
kapsule

HIDRASEC 100 mg tvrde not available UP/1-530-09/11-01/378 ABBOTT LABORATORIES HR
kapsule D.0.0. (KORANSKA)

HIDRASEC 100 mg tvrde not available UP/1-530-09/12-01/28 ABBOTT LABORATORIES HR
kapsule D.0.0. (KORANSKA)

HIDRASEC 100 mg tvrde not available UP/1-530-09/11-01/378 ABBOTT LABORATORIES HR

kapsule

D.0.0. (KORANSKA)
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

HIDRASEC 100 mg tvrde not available UP/1-530-09/12-01/28 ABBOTT LABORATORIES HR
kapsule D.0.0. (KORANSKA)

Hidrasec 100 mg tvrdé SE/H/1342/003 49/556/11-C BIOPROJET EUROPE LTD cz
tobolky

Hidrasec 100 mg tvrdé SE/H/1342/003 49/556/11-C BIOPROJET EUROPE LTD cz
tobolky

Hidrasec 100 mg tvrdé SE/H/1342/003 49/556/11-C BIOPROJET EUROPE LTD cz
tobolky

Hidrasec 100 mg tvrdé SE/H/1342/003 49/556/11-C BIOPROJET EUROPE LTD cz
tobolky

Hidrasec 100 mg tvrdé SE/H/1342/003 49/556/11-C BIOPROJET EUROPE LTD cz
tobolky

HIDRASEC 100 mg SE/H/1342/003 37058/5-6-08 FERRER INTERNACIONAL, GR
KAWAKIA >KAHPA S.A.

Hidrasec 100 mg, capsules SE/H/1342/003 RVG 109471 BIOPROJET EUROPE LTD NL
hard

Hidrasec 100 mg, capsules SE/H/1342/003 RVG 109471 BIOPROJET EUROPE LTD NL
hard

Hidrasec 100 mg, capsules SE/H/1342/003 RVG 109471 BIOPROJET EUROPE LTD NL
hard

Hidrasec 100 mg, capsules SE/H/1342/003 RVG 109471 BIOPROJET EUROPE LTD NL
hard

Hidrasec 100 mg, capsules SE/H/1342/003 RVG 109471 BIOPROJET EUROPE LTD NL
hard

Hidrasec 100 mg, tvrda SE/H/1342/003 49/0582/11-S BIOPROJET EUROPE LTD SK
kapsula

Hidrasec 100 mg, tvrda SE/H/1342/003 49/0582/11-S BIOPROJET EUROPE LTD SK
kapsula

Hidrasec 100 mg, tvrda SE/H/1342/003 49/0582/11-S BIOPROJET EUROPE LTD SK
kapsula

Hidrasec 100 mg, tvrda SE/H/1342/003 49/0582/11-S BIOPROJET EUROPE LTD SK
kapsula

HIDRASEC 30 mg granulas SE/H/1342/001 11-0393 BIOPROJET EUROPE LTD LV

iekSkigi lietojamas
suspensijas pagatavoSanai

List of nationally authorised medicinal products

EMA/812544/2017

Page 8/28




Product full name
(in authorisation
country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

HIDRASEC 30 mg granulas
iekskigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV

HIDRASEC 30 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV

HIDRASEC 30 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV

HIDRASEC 30 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV

HIDRASEC 30 mg granulas
iekSkigi lietojamas
suspensijas pagatavoSanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV

Hidrasec 30 mg granulat til
mikstur, suspensjon

SE/H/1342/001

11-8260

BIOPROJET EUROPE LTD

NO

Hidrasec 30 mg granulat til
mikstur, suspensjon

SE/H/1342/001

11-8260

BIOPROJET EUROPE LTD

NO

Hidrasec 30 mg granulat til
mikstur, suspensjon

SE/H/1342/001

11-8260

BIOPROJET EUROPE LTD

NO

Hidrasec 30 mg granulat til
mikstur, suspensjon

SE/H/1342/001

11-8260

BIOPROJET EUROPE LTD

NO

Hidrasec 30 mg granulat til
mikstur, suspensjon

SE/H/1342/001

11-8260

BIOPROJET EUROPE LTD

NO

Hidrasec 30 mg granulat til
mikstur, suspensjon

SE/H/1342/001

11-8260

BIOPROJET EUROPE LTD

NO

Hidrasec 30 mg granulat till
oral suspension

ES/H/0122/001

46033

BIOPROJET EUROPE LTD

SE

Hidrasec 30 mg granulat till
oral suspension

ES/H/0122/001

46033

BIOPROJET EUROPE LTD

SE

Hidrasec 30 mg granulat till
oral suspension

ES/H/0122/001

46033

BIOPROJET EUROPE LTD

SE

Hidrasec 30 mg granulat till
oral suspension

ES/H/0122/001

46033

BIOPROJET EUROPE LTD

SE
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec 30 mg granulat till ES/H/0122/001 46033 BIOPROJET EUROPE LTD SE
oral suspension

Hidrasec 30 mg granulat till ES/H/0122/001 46033 BIOPROJET EUROPE LTD SE
oral suspension

Hidrasec 30 mg Granulat zur | SE/H/1342/001 1-30819 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 30 mg Granulat zur | SE/H/1342/001 1-30819 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 30 mg Granulat zur | SE/H/1342/001 1-30819 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 30 mg Granulat zur | SE/H/1342/001 1-30819 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 30 mg Granulat zur | SE/H/1342/001 1-30819 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 30 mg Granulat zur | SE/H/1342/001 1-30819 BIOPROJET EUROPE LTD AT
Herstellung einer

Suspension zum Einnehmen

Hidrasec 30 mg granule za not available UP/1-530-09/11-01/377 ABBOTT LABORATORIES HR
oralnu suspenziju D.0.0. (KORANSKA)

Hidrasec 30 mg granule za not available UP/1-530-09/11-01/377 ABBOTT LABORATORIES HR
oralnu suspenziju D.0.0. (KORANSKA)

Hidrasec 30 mg granules SE/H/1342/001 LT/1/12/2804/007 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 30 mg granulées SE/H/1342/001 LT/1/12/2804/009 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 30 mg granulés SE/H/1342/001 LT/1/12/2804/010 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 30 mg granulés SE/H/1342/001 LT/1/12/2804/011 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 30 mg granulés SE/H/1342/001 LT/1/12/2804/012 BIOPROJET EUROPE LTD LT

geriamajai suspensijai
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec 30 mg granulés SE/H/1342/001 LT/1/12/2804/008 BIOPROJET EUROPE LTD LT
geriamajai suspensijai

Hidrasec 30 mg pulbere not available 4662/2004/01-06 LABORATOIRES FOURNIER RO
orala SAS

Hidrasec 30 mg pulbere not available 4662/2004/01-06 LABORATOIRES FOURNIER RO
orala SAS

Hidrasec 30 mg rakeet SE/H/1342/001 29703 BIOPROJET EUROPE LTD FI

oraalisuspensiota varten

Hidrasec 30 mg rakeet SE/H/1342/001 29703 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 30 mg rakeet SE/H/1342/001 29703 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 30 mg rakeet SE/H/1342/001 29703 BIOPROJET EUROPE LTD FI

oraalisuspensiota varten

Hidrasec 30 mg rakeet SE/H/1342/001 29703 BIOPROJET EUROPE LTD FI

oraalisuspensiota varten

Hidrasec 30 mg rakeet SE/H/1342/001 29703 BIOPROJET EUROPE LTD Fl

oraalisuspensiota varten

Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 BIOPROJET EUROPE LTD PL
granulat do sporzadzania

zawiesiny doustnej

Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 BIOPROJET EUROPE LTD PL

granulat do sporzadzania
zawiesiny doustnej
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Product full name
(in authorisation
country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Hidrasec 30 mg, Granules
for oral suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

Hidrasec 30 mg, Granules
for oral suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

Hidrasec 30 mg, Granules
for oral suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

Hidrasec 30 mg, Granules
for oral suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

Hidrasec 30 mg, Granules
for oral suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

Hidrasec 30 mg, Granules
for oral suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

Hidrasec Baby 10 mg
granuldtum belséleges
szuszpenzidhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granulatum belsdleges
szuszpenzidéhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granulatum belsdleges
szuszpenzidéhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granulatum belsdleges
szuszpenzidéhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granuladtum belséleges
szuszpenzidhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granulatum belséleges
szuszpenzidéhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

RVG 109470

BIOPROJET EUROPE LTD

NL

Hidrasec Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

RVG 109470

BIOPROJET EUROPE LTD

NL
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(in authorisation
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MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Hidrasec Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

RVG 109470

BIOPROJET EUROPE LTD

NL

Hidrasec Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

RVG 109470

BIOPROJET EUROPE LTD

NL

Hidrasec Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

RVG 109470

BIOPROJET EUROPE LTD

NL

Hidrasec Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

RVG 109470

BIOPROJET EUROPE LTD

NL

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA 1714/001/003

BIOPROJET EUROPE LTD

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA 1714/001/003

BIOPROJET EUROPE LTD

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA 1714/001/003

BIOPROJET EUROPE LTD

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA 1714/001/003

BIOPROJET EUROPE LTD

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA 1714/001/003

BIOPROJET EUROPE LTD

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA 1714/001/003

BIOPROJET EUROPE LTD

Hidrasec Infants 10mg
Granules for Oral
Suspension

SE/H/1342/002

PA1714/001/002

BIOPROJET EUROPE LTD

Hidrasec Infants 10mg
Granules for Oral
Suspension

SE/H/1342/002

PA1714/001/002

BIOPROJET EUROPE LTD
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MRP/DCP Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Hidrasec Infants 10mg
Granules for Oral
Suspension

SE/H/1342/002

PA1714/001/002

BIOPROJET EUROPE LTD

IE

Hidrasec Infants 10mg
Granules for Oral
Suspension

SE/H/1342/002

PA1714/001/002

BIOPROJET EUROPE LTD

Hidrasec Infants 10mg
Granules for Oral
Suspension.

SE/H/1342/002

PA1714/001/002

BIOPROJET EUROPE LTD

Hidrasec Infants 10mg
Granules for Oral
Suspension.

SE/H/1342/002

PA1714/001/002

BIOPROJET EUROPE LTD

Hidrasec Junior 30 mg
granulatum belsdleges
szuszpenzidéhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granulatum belsdleges
szuszpenzidéhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granulatum belsdleges
szuszpenzidéhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granuldtum belséleges
szuszpenzidhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granuladtum belséleges
szuszpenzidhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granuladtum belséleges
szuszpenzidéhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg,
granulaat voor orale
suspensie

SE/H/1342/001

RVG 109466

BIOPROJET EUROPE LTD

NL

Hidrasec Junior 30 mg,
granulaat voor orale
suspensie

SE/H/1342/001

RVG 109466

BIOPROJET EUROPE LTD

NL
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MRP/DCP Authorisation
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Number

MAH of product in the
member state

Member State where
product is authorised

Hidrasec Junior 30 mg,
granulaat voor orale
suspensie

SE/H/1342/001

RVG 109466

BIOPROJET EUROPE LTD

NL

Hidrasec Junior 30 mg,
granulaat voor orale
suspensie

SE/H/1342/001

RVG 109466

BIOPROJET EUROPE LTD

NL

Hidrasec Junior 30 mg,
granulaat voor orale
suspensie

SE/H/1342/001

RVG 109466

BIOPROJET EUROPE LTD

NL

Hidrasec Junior 30 mg,
granulaat voor orale
suspensie

SE/H/1342/001

RVG 109466

BIOPROJET EUROPE LTD

NL

Hidrasec pre deti 30 mg,
granulat na peroralnu
suspenziu

SE/H/1342/001

49/0580/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre deti 30 mg,
granulat na peroralnu
suspenziu

SE/H/1342/001

49/0580/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre deti 30 mg,
granulat na peroralnu
suspenziu

SE/H/1342/001

49/0580/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre deti 30 mg,
granulat na peroralnu
suspenziu

SE/H/1342/001

49/0580/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre deti 30 mg,
granulat na peroralnu
suspenziu

SE/H/1342/001

49/0580/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre deti 30 mg,
granulat na peroralnu
suspenziu

SE/H/1342/001

49/0580/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre dojcata 10 mg,
granulat na peroralnu
suspenziu

SE/H/1342/002

49/0581/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre dojc¢ata 10 mg,
granulat na peroralnu
suspenziu

SE/H/1342/002

49/0581/11-S

BIOPROJET EUROPE LTD

SK
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MRP/DCP Authorisation
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MAH of product in the
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Member State where
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Hidrasec pre dojc¢ata 10 mg,
granulat na peroralnu
suspenziu

SE/H/1342/002

49/0581/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre doj¢ata 10 mg,
granulat na peroralnu
suspenziu

SE/H/1342/002

49/0581/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre doj¢ata 10 mg,
granulat na peroralnu
suspenziu

SE/H/1342/002

49/0581/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pre doj¢ata 10 mg,
granulat na peroréalnu
suspenziu

SE/H/1342/002

49/0581/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec pro deti 30 mg
granule pro peronilni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro deti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro deti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro deti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

Ccz

Hidrasec pro deti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

Ccz

Hidrasec pro deti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10 mg
granule pro peronilni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10 mg
granule pro peronilni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz
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MAH of product in the
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Hidrasec pro kojence 10 mg
granule pro peronilni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10 mg
granule pro peronilni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

Ccz

Hidrasec pro kojence 10 mg
granule pro peronilni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

Ccz

Hidrasec pro kojence 10 mg
granule pro peronilni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

Ccz

Hidrasec za dojencke 10 mg
zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/006-011

BIOPROJET EUROPE LTD

S

Hidrasec za dojencke 10 mg
zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/006-011

BIOPROJET EUROPE LTD

S

Hidrasec za dojencke 10 mg
zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/006-011

BIOPROJET EUROPE LTD

S

Hidrasec za dojencke 10 mg
zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/006-011

BIOPROJET EUROPE LTD

Sl

Hidrasec za dojencke 10 mg
zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/006-011

BIOPROJET EUROPE LTD

Sl

Hidrasec za dojencke 10 mg
zZrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/006-011

BIOPROJET EUROPE LTD

S

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/012-017

BIOPROJET EUROPE LTD

S

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/012-017

BIOPROJET EUROPE LTD

S

List of nationally authorised medicinal products

EMA/812544/2017

Page 17/28




Product full name
(in authorisation
country)

MRP/DCP Authorisation
number

National Authorisation
Number
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Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/012-017

BIOPROJET EUROPE LTD

S

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/012-017

BIOPROJET EUROPE LTD

Sl

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/012-017

BIOPROJET EUROPE LTD

Sl

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/012-017

BIOPROJET EUROPE LTD

Sl

Hidrasec, 10 mg suukaudse
suspensiooni graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 10 mg suukaudse
suspensiooni graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 10 mg suukaudse
suspensiooni graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 10 mg suukaudse
suspensiooni graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 10 mg suukaudse
suspensiooni graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 10 mg suukaudse
suspensiooni graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 100 mg
kdvakapslid

SE/H/1342/003

758211

BIOPROJET EUROPE LTD

EE

Hidrasec, 100 mg
kévakapslid

SE/H/1342/003

758211

BIOPROJET EUROPE LTD

EE

Hidrasec, 100 mg
kévakapslid

SE/H/1342/003

758211

BIOPROJET EUROPE LTD

EE

Hidrasec, 100 mg
kdvakapslid

SE/H/1342/003

758211

BIOPROJET EUROPE LTD

EE

Hidrasec, 100 mg
kdvakapslid

SE/H/1342/003

758211

BIOPROJET EUROPE LTD

EE

Hidrasec, 30 mg suukaudse
suspensiooni graanulid

SE/H/1342/001

758011

BIOPROJET EUROPE LTD

EE
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Hidrasec, 30 mg suukaudse | SE/H/1342/001 758011 BIOPROJET EUROPE LTD EE
suspensiooni graanulid

Hidrasec, 30 mg suukaudse | SE/H/1342/001 758011 BIOPROJET EUROPE LTD EE
suspensiooni graanulid

Hidrasec, 30 mg suukaudse SE/H/1342/001 758011 BIOPROJET EUROPE LTD EE
suspensiooni graanulid

Hidrasec, 30 mg suukaudse SE/H/1342/001 758011 BIOPROJET EUROPE LTD EE
suspensiooni graanulid

Hidrasec, 30 mg suukaudse | SE/H/1342/001 758011 BIOPROJET EUROPE LTD EE
suspensiooni graanulid

Hidrasec, granulat til oral SE/H/1342/002 48809 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/002 48809 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/002 48809 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/002 48809 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/002 48809 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/001 48810 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/001 48810 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/001 48810 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/001 48810 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/001 48810 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/002 48809 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, granulat til oral SE/H/1342/001 48810 BIOPROJET EUROPE LTD DK
suspension

Hidrasec, harde kapsler SE/H/1342/003 48811 BIOPROJET EUROPE LTD DK
Hidrasec, harde kapsler SE/H/1342/003 48811 BIOPROJET EUROPE LTD DK
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MRP/DCP Authorisation
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National Authorisation
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MAH of product in the
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Member State where
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country)

Hidrasec, harde kapsler SE/H/1342/003 48811 BIOPROJET EUROPE LTD DK

Hidrasec, harde kapsler SE/H/1342/003 48811 BIOPROJET EUROPE LTD DK

Hidrasec, harde kapsler SE/H/1342/003 48811 BIOPROJET EUROPE LTD DK

HIDRASEC® Tla Bpepn 10 SE/H/1342/002 37056/5-6-08 FERRER INTERNACIONAL, GR

Mg KOKKia yia noaoipgo S.A.

svaiwpnua

HIDRASEC® TIA MAIAIA 30 | SE/H/1342/001 37057/5-6-08 FERRER INTERNACIONAL, GR

Mg KOKKia yia noagipgo S.A.

svaiwpnua

TIORFAN 10 mg not available 34009 352 111 32 BIOPROJET PHARMA FR

NOURRISSONS, poudre

orale en sachet-dose

TIORFAN 10 mg, Granulat SE/H/1342/002 59563.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 10 mg, Granulat SE/H/1342/002 59563.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 10 mg, Granulat SE/H/1342/002 59563.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 10 mg, Granulat SE/H/1342/002 59563.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 10 mg, Granulat SE/H/1342/002 59563.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 10 mg, Granulat SE/H/1342/002 59563.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 100 mg capsulas SE/H/1342/003 5756689 FERRER INTERNACIONAL, PT
S.A.

TIORFAN 100 mg cépsulas SE/H/1342/003 5756788 FERRER INTERNACIONAL, PT
S.A.

TIORFAN 100 mg cépsulas SE/H/1342/003 63.286 BIOPROJET FERRER SL ES

duras
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Member State where
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TIORFAN 100 mg hard ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
capsules

TIORFAN 100 mg hard ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
capsules

TIORFAN 100 mg hard ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
capsules

TIORFAN 100 mg hard ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
capsules

TIORFAN 100 mg hard ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
capsules

TIORFAN 100 mg SE/H/1342/003 62751.00.00 BIOPROJET EUROPE LTD DE
Hartkapseln

TIORFAN 100 mg SE/H/1342/003 62751.00.00 BIOPROJET EUROPE LTD DE
Hartkapseln

TIORFAN 100 mg SE/H/1342/003 62751.00.00 BIOPROJET EUROPE LTD DE
Hartkapseln

TIORFAN 100 mg SE/H/1342/003 62751.00.00 BIOPROJET EUROPE LTD DE
Hartkapseln

TIORFAN 100 mg SE/H/1342/003 62751.00.00 BIOPROJET EUROPE LTD DE
Hartkapseln

TIORFAN 100mg, gélule not available 34009 334 967 77 BIOPROJET PHARMA FR
TIORFAN 30 mg ENFANTS, not available 34009 352 114-2 2 BIOPROJET PHARMA FR
poudre orale en sachet-dose

TIORFAN 30 mg, Granulat SE/H/1342/001 59564.00.00 BIOPROJET EUROPE LTD DE
zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 30 mg, Granulat SE/H/1342/001 59564.00.00 BIOPROJET EUROPE LTD DE
zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 30 mg, Granulat SE/H/1342/001 59564.00.00 BIOPROJET EUROPE LTD DE
zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 30 mg, Granulat SE/H/1342/001 59564.00.00 BIOPROJET EUROPE LTD DE

zur Herstellung einer
Suspension zum Einnehmen
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TIORFAN 30 mg, Granulat SE/H/1342/001 59564.00.00 BIOPROJET EUROPE LTD DE
zur Herstellung einer

Suspension zum Einnehmen

TIORFAN 30 mg, Granulat SE/H/1342/001 59564.00.00 BIOPROJET EUROPE LTD DE
zur Herstellung einer

Suspension zum Einnehmen

TIORFAN INFANTIL 30 mg SE/H/1342/001 5109186 FERRER INTERNACIONAL, PT
granulado para suspensao S.A.

oral

TIORFAN INFANTIL 30 mg SE/H/1342/001 5109285 FERRER INTERNACIONAL, PT
granulado para suspensao S.A.

oral

TIORFAN INFANTIL 30 mg SE/H/1342/001 5109384 FERRER INTERNACIONAL, PT
granulado para suspensao S.A.

oral

TIORFAN LACTANTES 10 mg | SE/H/1342/002 64.816 BIOPROJET FERRER SL ES
granulado para suspension

oral

TIORFAN LACTENTE 10 mg SE/H/1342/002 5109087 FERRER INTERNACIONAL, PT
granulado para suspensao S.A.

oral

TIORFAN LACTENTE 10 mg SE/H/1342/002 5108980 FERRER INTERNACIONAL, PT
granulado para suspensao S.A.

oral

TIORFAN LACTENTE 10 mg SE/H/1342/002 5108881 FERRER INTERNACIONAL, PT
granulado para suspensao S.A.

oral

TIORFAN NINOS 30 mg SE/H/1342/001 64.809 BIOPROJET FERRER SL ES
granulado para suspension

oral

Tiorfan, 100 mg, kapsulki, SE/H/1342/003 18918 BIOPROJET EUROPE LTD PL
twarde

Tiorfan, 100 mg, kapsulki, SE/H/1342/003 18918 BIOPROJET EUROPE LTD PL
twarde

Tiorfan, 100 mg, kapsulki, SE/H/1342/003 18918 BIOPROJET EUROPE LTD PL

twarde
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Product full name
(in authorisation
country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Tiorfan, 100 mg, kapsulki,
twarde

SE/H/1342/003

18918

BIOPROJET EUROPE LTD

PL

Tiorfan, 100 mg, kapsulki,
twarde

SE/H/1342/003

18918

BIOPROJET EUROPE LTD

PL

TIORFANOR 175 mg,
comprimé pelliculé

not available

34009 382 003 4 8

BIOPROJET PHARMA

FR

TIORFAST 100mg, gélule

not available

34009 389616 1 4

BIOPROJET PHARMA

TIORFIX 10 mg, granulato
per sospensione orale PRIMA
INFANZIA

SE/H/1342/002

037518115

BIOPROJET EUROPE LTD

TIORFIX 10 mg, granulato
per sospensione orale PRIMA
INFANZIA

SE/H/1342/002

037518127

BIOPROJET EUROPE LTD

TIORFIX 10 mg, granulato
per sospensione orale PRIMA
INFANZIA

SE/H/1342/002

037518139

BIOPROJET EUROPE LTD

TIORFIX 10 mg, granulato
per sospensione orale PRIMA
INFANZIA

SE/H/1342/002

037518141

BIOPROJET EUROPE LTD

TIORFIX 10 mg, granulato
per sospensione orale PRIMA
INFANZIA

SE/H/1342/002

037518154

BIOPROJET EUROPE LTD

TIORFIX 10 mg, granulato
per sospensione orale PRIMA
INFANZIA

SE/H/1342/002

037518166

BIOPROJET EUROPE LTD

TIORFIX 100 mg capsule
rigide

SE/H/1342/003

037518178

BIOPROJET EUROPE LTD

TIORFIX 100 mg capsule
rigide

SE/H/1342/003

037518014

BIOPROJET EUROPE LTD

TIORFIX 100 mg capsule
rigide

SE/H/1342/003

037518026

BIOPROJET EUROPE LTD

TIORFIX 100 mg capsule
rigide

SE/H/1342/003

037518038

BIOPROJET EUROPE LTD

TIORFIX 100 mg capsule
rigide

SE/H/1342/003

037518040

BIOPROJET EUROPE LTD

Tiorfix 100 mg gélules

ES/H/0122/003

BE400741

BIOPROJET PHARMA
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Tiorfix 100 mg gélules ES/H/0122/003 BE400741 BIOPROJET PHARMA BE
Tiorfix 100 mg gélules ES/H/0122/003 BE400741 BIOPROJET PHARMA BE
Tiorfix 100 mg gélules ES/H/0122/003 BE400741 BIOPROJET PHARMA BE
Tiorfix 100 mg gélules SE/H/1342/003 BE400741 BIOPROJET PHARMA BE
Tiorfix 100 mg gélules ES/H/0122/003 2012010048 BIOPROJET PHARMA LU
Tiorfix 100 mg gélules ES/H/0122/003 2012010048 BIOPROJET PHARMA LU
Tiorfix 100 mg gélules ES/H/0122/003 2012010048 BIOPROJET PHARMA LU
Tiorfix 100 mg gélules ES/H/0122/003 2012010048 BIOPROJET PHARMA LU
Tiorfix 100 mg gélules ES/H/0122/003 2012010048 BIOPROJET PHARMA LU
Tiorfix 100 mg harde SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
capsules

Tiorfix 100 mg harde SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
capsules

Tiorfix 100 mg harde SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
capsules

Tiorfix 100 mg harde SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
capsules

Tiorfix 100 mg harde SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
capsules

TIORFIX 30 mg, granulato SE/H/1342/001 037518053 BIOPROJET EUROPE LTD IT
per sospensione orale

BAMBINI

TIORFIX 30 mg, granulato SE/H/1342/001 037518065 BIOPROJET EUROPE LTD IT
per sospensione orale

BAMBINI

TIORFIX 30 mg, granulato SE/H/1342/001 037518077 BIOPROJET EUROPE LTD IT
per sospensione orale

BAMBINI

TIORFIX 30 mg, granulato SE/H/1342/001 037518089 BIOPROJET EUROPE LTD IT
per sospensione orale

BAMBINI

TIORFIX 30 mg, granulato SE/H/1342/001 037518091 BIOPROJET EUROPE LTD IT

per sospensione orale
BAMBINI
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Product full name
(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

TIORFIX 30 mg, granulato SE/H/1342/001 037518103 BIOPROJET EUROPE LTD IT
per sospensione orale

BAMBINI

Tiorfix Baby 10 mg granulés | SE/H/1342/002 BE400723 BIOPROJET PHARMA BE
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 BE400723 BIOPROJET PHARMA BE
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 BE400723 BIOPROJET PHARMA BE
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 BE400723 BIOPROJET PHARMA BE
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 BE400723 BIOPROJET PHARMA BE
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 BE400723 BIOPROJET PHARMA BE
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 2012010049 BIOPROJET PHARMA LU
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 2012010049 BIOPROJET PHARMA LU
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 2012010049 BIOPROJET PHARMA LU
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 2012010049 BIOPROJET PHARMA LU
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 2012010049 BIOPROJET PHARMA LU
pour suspension buvable

Tiorfix Baby 10 mg granulés | SE/H/1342/002 2012010049 BIOPROJET PHARMA LU
pour suspension buvable

Tiorfix Baby 10 mg, SE/H/1342/002 BE400723 BIOPROJET EUROPE LTD BE
granulaat voor orale

suspensie

Tiorfix Baby 10 mg, SE/H/1342/002 BE400723 BIOPROJET EUROPE LTD BE
granulaat voor orale

suspensie

Tiorfix Baby 10 mg, SE/H/1342/002 BE400723 BIOPROJET EUROPE LTD BE

granulaat voor orale
suspensie
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Product full name
(in authorisation
country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/002

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulaat voor orale
suspensie

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulaat voor orale
suspensie

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulaat voor orale
suspensie

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulaat voor orale
suspensie

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulaat voor orale
suspensie

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulaat voor orale
suspensie

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400732

BIOPROJET PHARMA

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400732

BIOPROJET PHARMA

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400732

BIOPROJET PHARMA

BE
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(in authorisation
country)
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Member State where
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Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400732

BIOPROJET PHARMA

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400732

BIOPROJET PHARMA

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400732

BIOPROJET PHARMA

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Vaprino 100 mg harde
capsules

AT/H/0542/001

BE494160

BOEHRINGER INGELHEIM
INTERNATIONAL GMBH

BE

Vaprino 100 mg, gélules

AT/H/0542/001

BE494160

BOEHRINGER INGELHEIM
INTERNATIONAL GMBH

BE

Vaprino Gegen akuten
Durchfall 100 mg
Hartkapseln

not available

85316.00.00

BOEHRINGER INGELHEIM
PHARMA GMBH & CO. KG

DE
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(in authorisation

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

country)

Vaprino Gegen akuten not available 91712.00.00 BOEHRINGER INGELHEIM DE
Durchfall Junior 30 mg PHARMA GMBH & CO. KG
Granulat zur Herstellung

einer Suspension zum

Einnehmen

Vaprino® 100 mg AT/H/0542/001 BE494160 BOEHRINGER INGELHEIM BE
Hartkapseln INTERNATIONAL GMBH
Vaprino100 mg capsule AT/H/0542/001 044624017 BOEHRINGER INGELHEIM IT
rigide INTERNATIONAL GMBH
Vaprino100 mg capsule AT/H/0542/001 044624029 BOEHRINGER INGELHEIM IT
rigide INTERNATIONAL GMBH

Xunapacek 10 mg rpaHynu 3a | not available 1I-12465 LABORATOIRES FOURNIER BG
nepopasHa cycneHsus SAS

Xuapacek 100 mg TBbpAU not available 1I-12464 LABORATOIRES FOURNIER BG
Kancynm SAS

Xugpacek 30 mg rpaHynu 3a | not available 1I-12466 LABORATOIRES FOURNIER BG

nepopa’siHa cycrneH3us

SAS
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