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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

Hidrasec 10 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/002

1-30818

BIOPROJET EUROPE LTD

AT

Hidrasec 10 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/002

1-30818

BIOPROJET EUROPE LTD

AT

Hidrasec 10 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/002

1-30818

BIOPROJET EUROPE LTD

AT

Hidrasec 10 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/002

1-30818

BIOPROJET EUROPE LTD

AT

Hidrasec 10 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/002

1-30818

BIOPROJET EUROPE LTD

AT

Hidrasec 30 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/001

1-30819

BIOPROJET EUROPE LTD

AT

Hidrasec 30 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/001

1-30819

BIOPROJET EUROPE LTD

AT
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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

Hidrasec 30 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/001

1-30819

BIOPROJET EUROPE LTD

AT

Hidrasec 30 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/001

1-30819

BIOPROJET EUROPE LTD

AT

Hidrasec 30 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/001

1-30819

BIOPROJET EUROPE LTD

AT

Hidrasec 100 mg
Hartkapseln

SE/H/1342/003

1-30820

BIOPROJET EUROPE LTD

AT

Hidrasec 100 mg
Hartkapseln

SE/H/1342/003

1-30820

BIOPROJET EUROPE LTD

AT

Hidrasec 100 mg
Hartkapseln

SE/H/1342/003

1-30820

BIOPROJET EUROPE LTD

AT

Hidrasec 100 mg
Hartkapseln

SE/H/1342/003

1-30820

BIOPROJET EUROPE LTD

AT

Vaprino® 100 mg
Hartkapseln

AT/H/0542/001

136194

SANOFI-AVENTIS GMBH
OSTERREICH

AT
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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

Vaprino® 100 mg
Hartkapseln

AT/H/0542/001

136194

SANOFI-AVENTIS GMBH
OSTERREICH

AT

Hidrasec 10 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/002

1-30818

BIOPROJET EUROPE LTD

AT

Hidrasec 30 mg Granulat
zur Herstellung einer
Suspension zum
Einnehmen

SE/H/1342/001

1-30819

BIOPROJET EUROPE LTD

AT

Hidrasec 100 mg
Hartkapseln

SE/H/1342/003

1-30820

BIOPROJET EUROPE LTD

AT

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE
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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
Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE
granulés pour suspension

buvable

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

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/001

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
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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
Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE

granulaat voor orale

suspensie

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

Vaprino® 100 mg AT/H/0542/001 BE494160 SANOFI BELGIUM BE

Hartkapseln

Vaprino 100 mg, gélules AT/H/0542/001 BE494160 SANOFI BELGIUM BE

Vaprino 100 mg harde AT/H/0542/001 BE494160 SANOFI BELGIUM BE

capsules

Tiorfix 175 mg comprimés | FR/H/0623/001 BE534497 BIOPROJET PHARMA BE

pelliculés
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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

Tiorfix 175 mg
Filmtabletten

FR/H/0623/001

BE534497

BIOPROJET EUROPE LTD

BE

Tiorfix 175 mg
filmomhulde tabletten

FR/H/0623/001

BE534497

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
Granulat zur Herstellung
einer Suspension zum

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE
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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

Einnehmen

Tiorfix 100 mg Hartkapsel | SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
Tiorfix 100 mg Hartkapsel | SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
Tiorfix 100 mg Hartkapsel | SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
Tiorfix 100 mg Hartkapsel | SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
Tiorfix 100 mg Hartkapsel | SE/H/1342/003 BE400741 BIOPROJET EUROPE LTD BE
Tiorfix Baby 10 mg SE/H/1342/001 BE400723 BIOPROJET EUROPE LTD BE
Granulat zur Herstellung

einer Suspension zum

Einnehmen

Tiorfix Baby 10 mg SE/H/1342/001 BE400723 BIOPROJET EUROPE LTD BE
Granulat zur Herstellung

einer Suspension zum

Einnehmen

Tiorfix Baby 10 mg SE/H/1342/001 BE400723 BIOPROJET EUROPE LTD BE

Granulat zur Herstellung
einer Suspension zum
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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

Einnehmen

Tiorfix Baby 10 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
Granulat zur Herstellung
einer Suspension zum
Einnehmen

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE

Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/002

BE400732

BIOPROJET EUROPE LTD

BE

Tiorfix 100 mg gélules

SE/H/1342/003

BE400741

BIOPROJET EUROPE LTD

BE

Tiorfix Baby 10 mg,
granulaat voor orale
suspensie

SE/H/1342/001

BE400723

BIOPROJET EUROPE LTD

BE
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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
Tiorfix Junior 30 mg SE/H/1342/002 BE400732 BIOPROJET EUROPE LTD BE

granulaat voor orale

suspensie

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

capsules

Xuppacek 10 mg rpaHynu | not available 11-12465/14.03.2011 BIOPROJET PHARMA BG

3a nepopasnHa CycneHsus

Xugpacek 10 mg rpaHynm | not available 1I-12465/14.03.2011 BIOPROJET PHARMA BG

3a nepopasnHa CycneHsus

Xuppacek 30 mg rpaHynu | not available 11-12466/14.03.2011 BIOPROJET PHARMA BG

3a nepopasnHa CycneHsus

Xuppacek 30 mg rpaHynu | not available 11-12466/14.03.2011 BIOPROJET PHARMA BG

3a nepopasnHa CycneHsus

Xugpacek 30 mg rpaHynm | not available 11-12466/14.03.2011 BIOPROJET PHARMA BG

3a nepopasnHa CycneHsus

Xuppacek 100 mg TBbpau | not available 11-12464/14.03.2011 BIOPROJET PHARMA BG

Kancynm

Xuppacek 100 mg TBbpAn | not available 11-12464/14.03.2011 BIOPROJET PHARMA BG

Kancynm
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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

Hidrasec pro kojence 10
mg granule pro peroralni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10
mg granule pro peroralni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10
mg granule pro peroralni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10
mg granule pro peroralni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro kojence 10
mg granule pro peroralni
suspenzi

SE/H/1342/002

49/554/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro déti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro déti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro déti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz

Hidrasec pro déti 30 mg
granule pro peroralni
suspenzi

SE/H/1342/001

49/555/11-C

BIOPROJET EUROPE LTD

cz
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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
Hidrasec pro déti 30 mg SE/H/1342/001 49/555/11-C BIOPROJET EUROPE LTD cz
granule pro peroralni

suspenzi

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 Ccz
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 Ccz
tobolky

Hidrasec pro kojence 10 SE/H/1342/002 49/554/11-C BIOPROJET EUROPE LTD Ccz
mg granule pro peroralni

suspenzi

Hidrasec pro déti 30 mg SE/H/1342/001 49/555/11-C BIOPROJET EUROPE LTD cz
granule pro peroralni

suspenzi

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

VAPRINO® GEGEN not available 85316.00.00 SANOFI-AVENTIS DE

AKUTEN DURCHFALL 100
MG HARTKAPSELN

DEUTSCHLAND GMBH
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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

TIORFAN 10 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/002

59563.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 10 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/002

59563.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 10 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/002

59563.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 10 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/002

59563.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 10 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/002

59563.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 30 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/001

59564.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 30 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/001

59564.00.00

BIOPROJET EUROPE LTD

DE
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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

TIORFAN 30 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/001

59564.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 30 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/001

59564.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 30 mg, Granulat
zur Herstellung einer
Suspension zum
Einnehmen.

SE/H/1342/001

59564.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 100 mg
Hartkapseln

SE/H/1342/003

62751.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 100 mg
Hartkapseln

SE/H/1342/003

62751.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 100 mg
Hartkapseln

SE/H/1342/003

62751.00.00

BIOPROJET EUROPE LTD

DE

TIORFAN 100 mg
Hartkapseln

SE/H/1342/003

62751.00.00

BIOPROJET EUROPE LTD

DE

VAPRINO® GEGEN
AKUTEN DURCHFALL 100
MG HARTKAPSELN

not available

85316.00.00

SANOFI-AVENTIS
DEUTSCHLAND GMBH

DE
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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
TIORFAN 10 mg, Granulat | SE/H/1342/002 59563.00.00 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 100 mg SE/H/1342/003 62751.00.00 BIOPROJET EUROPE LTD DE
Hartkapseln

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

List of nationally authorised medicinal products

EMA/646224/2020

Page 16/49




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

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

suspension
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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
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, 10 mg SE/H/1342/002 758111 BIOPROJET EUROPE LTD EE
suukaudse suspensiooni

graanulid

Hidrasec, 10 mg SE/H/1342/002 758111 BIOPROJET EUROPE LTD EE
suukaudse suspensiooni

graanulid

Hidrasec, 10 mg SE/H/1342/002 758111 BIOPROJET EUROPE LTD EE
suukaudse suspensiooni

graanulid

Hidrasec, 10 mg SE/H/1342/002 758111 BIOPROJET EUROPE LTD EE
suukaudse suspensiooni

graanulid

Hidrasec, 10 mg SE/H/1342/002 758111 BIOPROJET EUROPE LTD EE
suukaudse suspensiooni

graanulid

Hidrasec, 100 mg SE/H/1342/003 758211 BIOPROJET EUROPE LTD EE
kdvakapslid

Hidrasec, 100 mg SE/H/1342/003 758211 BIOPROJET EUROPE LTD EE

kdvakapslid
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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

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

Hidrasec, 30 mg
suukaudse suspensiooni
graanulid

SE/H/1342/001

758011

BIOPROJET EUROPE LTD

EE

Hidrasec, 30 mg
suukaudse suspensiooni
graanulid

SE/H/1342/001

758011

BIOPROJET EUROPE LTD

EE

Hidrasec, 30 mg
suukaudse suspensiooni
graanulid

SE/H/1342/001

758011

BIOPROJET EUROPE LTD

EE

Hidrasec, 30 mg
suukaudse suspensiooni
graanulid

SE/H/1342/001

758011

BIOPROJET EUROPE LTD

EE

Hidrasec, 100 mg
kdvakapslid

SE/H/1342/003

758211

BIOPROJET EUROPE LTD

EE

Hidrasec, 10 mg
suukaudse suspensiooni
graanulid

SE/H/1342/002

758111

BIOPROJET EUROPE LTD

EE

Hidrasec, 30 mg
suukaudse suspensiooni
graanulid

SE/H/1342/001

758011

BIOPROJET EUROPE LTD

EE
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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
Hidrasec, 100 mg SE/H/1342/003 758211 BIOPROJET EUROPE LTD EE
kdvakapslid

HIDRASEC 100 mg not available 77809 BIOPROJET FERRER SL ES
capsulas duras

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

suspension oral

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

suspension oral

TIORFAN 100 mg capsulas | SE/H/1342/003 63.286 BIOPROJET FERRER SL ES
duras

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 FI
oraalisuspensiota varten

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

oraalisuspensiota varten
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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
Hidrasec 10 mg rakeet SE/H/1342/002 29702 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 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 FI

oraalisuspensiota varten

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

oraalisuspensiota varten

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 FI

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

kova

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

oraalisuspensiota varten

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

oraalisuspensiota varten

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

kova

TIORFAN 10 mg not available 34009 352 11132 BIOPROJET PHARMA FR

NOURRISSONS, poudre

orale en sachet-dose

TIORFAN 30 mg not available 34009 352 114-2 2 BIOPROJET PHARMA FR

ENFANTS, poudre orale en

sachet-dose

TIORFAN 100mg, gélule not available 34009 334967 7 7 BIOPROJET PHARMA FR

TIORFAST 100mg, gélule not available 34009 3896161 4 BIOPROJET PHARMA FR

TIORFANOR 175 mg, FR/H/0623/001 34009 382 003 4 8 BIOPROJET PHARMA FR

comprimé pelliculé
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

DIARFIX 100 mg, gélule

not available

34009 492 1599 7

BIOPROJET PHARMA

FR

TIORFAN 4 mg/mL
NOURRISSONS ET
ENFANTS, suspension
buvable

not available

34009 301 7384 8

BIOPROJET PHARMA

FR

TIORFAN 4 mg/mL
NOURRISSONS ET
ENFANTS, suspension
buvable

not available

34009 301 738 55

BIOPROJET PHARMA

FR

HIDRASEC I'TA MAIAIA 30
mg, Kokkia yia noaoipo
evaiwpnua (os ocuokeuaaia
Hi1ag 560ng)

SE/H/1342/002

2641502

FERRER-GALENICA S.A.

GR

HIDRASEC I'MA BPE®H 10
mg, Kokkia yia noaciyo
evalwpnua (og ouokeuaaia
M1ag 860nG)

SE/H/1342/001

2641501

FERRER-GALENICA S.A.

GR

HIDRASEC 100 mg
Kawdakia okAnpa

SE/H/1342/003

2641503

FERRER-GALENICA S.A.

GR

Hidrasec Baby 10 mg
granuldtum belséleges
szuszpenzidhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granulatum belséleges
szuszpenzidhoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU
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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

Hidrasec Baby 10 mg
granuladtum belséleges
szuszpenziohoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granuladtum belséleges
szuszpenziohoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Baby 10 mg
granuladtum belséleges
szuszpenziohoz

SE/H/1342/002

OGYI-T-22076/02

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granuldtum belséleges
szuszpenziohoz

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
granuldtum belséleges
szuszpenzidhoz

SE/H/1342/001

OGYI-T-22076/01

BIOPROJET EUROPE LTD

HU

Hidrasec Junior 30 mg
granulatum 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 100 mg kemény
kapszula

SE/H/1342/003

OGYI-T-22076/03

BIOPROJET EUROPE LTD

HU
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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
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 Baby 10 mg SE/H/1342/002 OGYI-T-22076/02 BIOPROJET EUROPE LTD HU
granuladtum belséleges

szuszpenziohoz

Hidrasec Junior 30 mg SE/H/1342/001 OGYI-T-22076/01 BIOPROJET EUROPE LTD HU
granuladtum belséleges

szuszpenziohoz

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

Hidrasec Infants 10mg SE/H/1342/002 PA1714/001/002 BIOPROJET EUROPE LTD IE
Granules for Oral

Suspension.

Hidrasec Infants 10mg SE/H/1342/002 PA1714/001/002 BIOPROJET EUROPE LTD IE
Granules for Oral

Suspension.

Hidrasec Infants 10mg SE/H/1342/002 PA1714/001/002 BIOPROJET EUROPE LTD IE

Granules for Oral
Suspension.
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

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

IE

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA1714/001/003

BIOPROJET EUROPE LTD

IE

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA1714/001/003

BIOPROJET EUROPE LTD

IE

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA1714/001/003

BIOPROJET EUROPE LTD

IE

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA1714/001/003

BIOPROJET EUROPE LTD

IE

Hidrasec Children 30mg
Granules for Oral
Suspension

SE/H/1342/001

PA1714/001/003

BIOPROJET EUROPE LTD

IE

Hidrasec 100 mg hard
capsules

SE/H/1342/003

PA1714/001/001

BIOPROJET EUROPE LTD

IE

Hidrasec 100 mg hard
capsules

SE/H/1342/003

PA1714/001/001

BIOPROJET EUROPE LTD

IE
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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
Hidrasec 100 mg hard SE/H/1342/003 PA1714/001/001 BIOPROJET EUROPE LTD IE
capsules

Hidrasec 100 mg hard SE/H/1342/003 PA1714/001/001 BIOPROJET EUROPE LTD 1IE
capsules

Hidrasec Infants 10mg SE/H/1342/002 PA1714/001/002 BIOPROJET EUROPE LTD IE
Granules for Oral

Suspension.

Hidrasec Children 30mg SE/H/1342/001 PA1714/001/003 BIOPROJET EUROPE LTD IE
Granules for Oral

Suspension

Hidrasec 100 mg hard SE/H/1342/003 PA1714/001/001 BIOPROJET EUROPE LTD IE
capsules

TIORFIX 100 mg capsule SE/H/1342/003 037518178 BIOPROJET EUROPE LTD IT
rigide

Tiorfanor 175 mg FR/H/0623/001 046299018 BIOPROJET PHARMA IT
compresse rivestite con

film

TIORFIX 10 mg, granulato | SE/H/1342/002 037518115 BIOPROJET EUROPE LTD IT
per sospensione orale

PRIMA INFANZIA

TIORFIX 10 mg, granulato | SE/H/1342/002 037518127 BIOPROJET EUROPE LTD IT

per sospensione orale
PRIMA INFANZIA
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

TIORFIX 10 mg, granulato
per sospensione orale
PRIMA INFANZIA

SE/H/1342/002

037518139

BIOPROJET EUROPE LTD

IT

TIORFIX 10 mg, granulato
per sospensione orale
PRIMA INFANZIA

SE/H/1342/002

037518141

BIOPROJET EUROPE LTD

IT

TIORFIX 10 mg, granulato
per sospensione orale
PRIMA INFANZIA

SE/H/1342/002

037518154

BIOPROJET EUROPE LTD

IT

TIORFIX 10 mg, granulato
per sospensione orale
PRIMA INFANZIA

SE/H/1342/002

037518166

BIOPROJET EUROPE LTD

IT

TIORFIX 30 mg, granulato
per sospensione orale
BAMBINI

SE/H/1342/001

037518053

BIOPROJET EUROPE LTD

IT

TIORFIX 30 mg, granulato
per sospensione orale
BAMBINI

SE/H/1342/001

037518065

BIOPROJET EUROPE LTD

IT

TIORFIX 30 mg, granulato
per sospensione orale
BAMBINI

SE/H/1342/001

037518077

BIOPROJET EUROPE LTD

IT

TIORFIX 30 mg, granulato
per sospensione orale
BAMBINI

SE/H/1342/001

037518089

BIOPROJET EUROPE LTD

IT

TIORFIX 30 mg, granulato
per sospensione orale
BAMBINI

SE/H/1342/001

037518091

BIOPROJET EUROPE LTD

IT
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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
TIORFIX 30 mg, granulato | SE/H/1342/001 037518103 BIOPROJET EUROPE LTD IT

per sospensione orale

BAMBINI

TIORFIX 100 mg capsule SE/H/1342/003 037518014 BIOPROJET EUROPE LTD IT

rigide

TIORFIX 100 mg capsule SE/H/1342/003 037518026 BIOPROJET EUROPE LTD IT

rigide

TIORFIX 100 mg capsule SE/H/1342/003 037518038 BIOPROJET EUROPE LTD IT

rigide

TIORFIX 100 mg capsule SE/H/1342/003 037518040 BIOPROJET EUROPE LTD IT

rigide

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

geriamajai suspensijai
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Hidrasec 10 mg granulés SE/H/1342/002 LT/1/12/2804/002 BIOPROJET EUROPE LTD LT

geriamajai suspensijai

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

geriamajai suspensijai

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

geriamajai suspensijai

Hidrasec 10 mg granulés SE/H/1342/002 LT/1/12/2804/005 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 30 mg granulés SE/H/1342/001 LT/1/12/2804/007 BIOPROJET EUROPE LTD LT

geriamajai suspensijai

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

geriamajai suspensijai

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

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

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

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

buvable

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

buvable

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

buvable

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

buvable

Tiorfix Baby 10 mg SE/H/1342/002 2012010049 BIOPROJET PHARMA LU

granulés pour suspension
buvable
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Tiorfix Junior 30 mg SE/H/1342/001 2012010050 BIOPROJET PHARMA LU
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/001 2012010050 BIOPROJET PHARMA LU
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/001 2012010050 BIOPROJET PHARMA LU
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/001 2012010050 BIOPROJET PHARMA LU
granulés pour suspension

buvable

Tiorfix Junior 30 mg SE/H/1342/001 2012010050 BIOPROJET PHARMA LU
granulés pour suspension

buvable

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
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MAH of product in the
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Member State where
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Tiorfix Junior 30 mg
granulés pour suspension
buvable

SE/H/1342/001

2012010050

BIOPROJET PHARMA

LU

Tiorfix Baby 10 mg
granulés pour suspension
buvable

SE/H/1342/002

2012010049

BIOPROJET PHARMA

LU

Tiorfix 100 mg gélules

ES/H/0122/003

2012010048

BIOPROJET PHARMA

LU

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 30 mg granulas
iekskigi lietojamas
suspensijas pagatavosanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Hidrasec 30 mg granulas SE/H/1342/001 11-0393 BIOPROJET EUROPE LTD LV
iekskigi lietojamas

suspensijas pagatavosanai

Hidrasec 30 mg granulas SE/H/1342/001 11-0393 BIOPROJET EUROPE LTD LV
iekskigi lietojamas

suspensijas pagatavosanai

Hidrasec 30 mg granulas SE/H/1342/001 11-0393 BIOPROJET EUROPE LTD LV
iekskigi lietojamas

suspensijas pagatavosanai

Hidrasec 30 mg granulas SE/H/1342/001 11-0393 BIOPROJET EUROPE LTD LV
iekskigi lietojamas

suspensijas pagatavosanai

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

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

List of nationally authorised medicinal products

EMA/646224/2020

Page 34/49




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

Hidrasec 10 mg granulas
iekskigi lietojamas
suspensijas pagatavosanai

SE/H/1342/002

11-0392

BIOPROJET EUROPE LTD

LV

Hidrasec 30 mg granulas
iekskigi lietojamas
suspensijas pagatavosanai

SE/H/1342/001

11-0393

BIOPROJET EUROPE LTD

LV

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 Baby 10 mg,
granulaat voor orale
suspensie.

SE/H/1342/002

RVG 109470

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
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Hidrasec Junior 30 mg, SE/H/1342/001 RVG 109466 BIOPROJET EUROPE LTD NL
granulaat voor orale

suspensie.

Hidrasec Junior 30 mg, SE/H/1342/001 RVG 109466 BIOPROJET EUROPE LTD NL
granulaat voor orale

suspensie.

Hidrasec Junior 30 mg, SE/H/1342/001 RVG 109466 BIOPROJET EUROPE LTD NL
granulaat voor orale

suspensie.

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

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

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

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

Hidrasec Baby 10 mg, SE/H/1342/002 RVG 109470 BIOPROJET EUROPE LTD NL
granulaat voor orale

suspensie.

Hidrasec Junior 30 mg, SE/H/1342/001 RVG 109466 BIOPROJET EUROPE LTD NL

granulaat voor orale
suspensie.
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Hidrasec 100 mg, SE/H/1342/003 RVG 109471 BIOPROJET EUROPE LTD NL

capsules hard

Hidrasec 10 mg granulat SE/H/1342/002 11-8261 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 10 mg granulat SE/H/1342/002 11-8261 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 10 mg granulat SE/H/1342/002 11-8261 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 10 mg granulat SE/H/1342/002 11-8261 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 10 mg granulat SE/H/1342/002 11-8261 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 30 mg granulat SE/H/1342/001 11-8260 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 30 mg granulat SE/H/1342/001 11-8260 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon

Hidrasec 30 mg granulat SE/H/1342/001 11-8260 BIOPROJET EUROPE LTD NO

til mikstur, suspensjon
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Hidrasec 30 mg granulat SE/H/1342/001 11-8260 BIOPROJET EUROPE LTD NO
til mikstur, suspensjon

Hidrasec 30 mg granulat SE/H/1342/001 11-8260 BIOPROJET EUROPE LTD NO
til mikstur, suspensjon

Hidrasec 10 mg granulat SE/H/1342/002 11-8261 BIOPROJET EUROPE LTD NO
til mikstur, suspensjon

Hidrasec 30 mg granulat SE/H/1342/001 11-8260 BIOPROJET EUROPE LTD NO
til mikstur, suspensjon

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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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

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

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

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

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

twarde
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Hidrasec 30 mg, 30 mg, SE/H/1342/001 18917 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

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

twarde

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

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

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 LACTENTE 10 SE/H/1342/002 5109087 FERRER INTERNACIONAL, PT

mg granulado para
suspensao oral

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

suspensao oral

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

suspensao oral

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

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

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

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

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

till oral suspension

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

till oral suspension

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

till oral suspension

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

till oral suspension

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

till oral suspension

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

till oral suspension

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

till oral suspension

Hidrasec 100 mg hérda ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE

kapslar

Hidrasec 100 mg harda ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE

kapslar
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Hidrasec 100 mg harda ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
kapslar

Hidrasec 100 mg hérda ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
kapslar

Hidrasec 100 mg harda ES/H/0122/003 46035 BIOPROJET EUROPE LTD SE
kapslar

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

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

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

Hidrasec za dojencke 10 SE/H/1342/002 H/12/00735/006 BIOPROJET EUROPE LTD SI
mg zrnca za peroralno

suspenzijo

Hidrasec za dojencke 10 SE/H/1342/002 H/12/00735/008 BIOPROJET EUROPE LTD SI
mg zrnca za peroralno

suspenzijo

Hidrasec za dojencke 10 SE/H/1342/002 H/12/00735/009 BIOPROJET EUROPE LTD SI

mg zrnca za peroralno
suspenzijo
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Hidrasec za dojencke 10
mg zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/010

BIOPROJET EUROPE LTD

SI

Hidrasec za dojencke 10
mg zrnca za peroralno
suspenzijo

SE/H/1342/002

H/12/00735/011

BIOPROJET EUROPE LTD

SI

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/013

BIOPROJET EUROPE LTD

SI

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/014

BIOPROJET EUROPE LTD

SI

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/015

BIOPROJET EUROPE LTD

SI

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/016

BIOPROJET EUROPE LTD

SI

Hidrasec za otroke 30 mg
zrnca za peroralno
suspenzijo

SE/H/1342/001

H/12/00735/017

BIOPROJET EUROPE LTD

SI

Hidrasec 100 mg trde
kapsule

SE/H/1342/003

H/12/00735/003

BIOPROJET EUROPE LTD

SI

Hidrasec 100 mg trde
kapsule

SE/H/1342/003

H/12/00735/004

BIOPROJET EUROPE LTD

SI
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Hidrasec 100 mg trde SE/H/1342/003 H/12/00735/005 BIOPROJET EUROPE LTD SI
kapsule

Hidrasec 100 mg trde SE/H/1342/003 H/12/00735/002 BIOPROJET EUROPE LTD SI
kapsule

Hidrasec za otroke 30 mg | SE/H/1342/001 H/12/00735/012 BIOPROJET EUROPE LTD SI
zrnca za peroralno

suspenzijo

Hidrasec za dojencke 10 SE/H/1342/002 H/12/00735/007 BIOPROJET EUROPE LTD SI
mg zrnca za peroralno

suspenzijo

Hidrasec 100 mg trde SE/H/1342/003 H/12/00735/001 BIOPROJET EUROPE LTD SI
kapsule

Hidrasec pre dojcata 10 SE/H/1342/002 49/0581/11-S BIOPROJET EUROPE LTD SK
mg, granulat na peroralnu

suspenziu

Hidrasec pre dojcata 10 SE/H/1342/002 49/0581/11-S BIOPROJET EUROPE LTD SK
mg, granulat na peroralnu

suspenziu

Hidrasec pre dojcata 10 SE/H/1342/002 49/0581/11-S BIOPROJET EUROPE LTD SK
mg, granulat na peroralnu

suspenziu

Hidrasec pre dojcata 10 SE/H/1342/002 49/0581/11-S BIOPROJET EUROPE LTD SK

mg, granulat na peroralnu
suspenziu
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Hidrasec pre dojcata 10
mg, granulat na peroralnu
suspenziu

SE/H/1342/002

49/0581/11-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 100 mg tvrdé
kapsuly

SE/H/1342/003

49/0582/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec 100 mg tvrdé
kapsuly

SE/H/1342/003

49/0582/11-S

BIOPROJET EUROPE LTD

SK

Hidrasec 100 mg tvrdé
kapsuly

SE/H/1342/003

49/0582/11-S

BIOPROJET EUROPE LTD

SK
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Hidrasec 100 mg tvrdé SE/H/1342/003 49/0582/11-S BIOPROJET EUROPE LTD SK
kapsuly

Hidrasec pre dojcata 10 SE/H/1342/002 49/0581/11-S BIOPROJET EUROPE LTD SK
mg, granulat na peroralnu

suspenziu

Hidrasec pre deti 30 mg, SE/H/1342/001 49/0580/11-S BIOPROJET EUROPE LTD SK
granulat na peroralnu

suspenziu

Hidrasec 100 mg tvrdé SE/H/1342/003 49/0582/11-S BIOPROJET EUROPE LTD SK
kapsuly

Vaprino 100 mg capsules, | UK/H/6676/001 PL 04425/0729 AVENTIS PHARMA LTD UK
hard

Vaprino 100 mg capsules, | UK/H/6676/001 PL 04425/0729 AVENTIS PHARMA LTD UK
hard

HIDRASEC INFANTS 10 SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK
mg, Granules for oral

suspension

HIDRASEC INFANTS 10 SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK
mg, Granules for oral

suspension

HIDRASEC INFANTS 10 SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

mg, Granules for oral
suspension
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HIDRASEC INFANTS 10
mg, Granules for oral
suspension

SE/H/1342/002

PL 39418/0001

BIOPROJET EUROPE LTD

UK

HIDRASEC INFANTS 10
mg, Granules for oral
suspension

SE/H/1342/002

PL 39418/0001

BIOPROJET EUROPE LTD

UK

HIDRASEC CHILDREN 30
mg, Granules for oral
suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

HIDRASEC CHILDREN 30
mg, Granules for oral
suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

HIDRASEC CHILDREN 30
mg, Granules for oral
suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

HIDRASEC CHILDREN 30
mg, Granules for oral
suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

HIDRASEC CHILDREN 30
mg, Granules for oral
suspension

SE/H/1342/001

PL 39418/0002

BIOPROJET EUROPE LTD

UK

HIDRASEC 100 mg Hard
Capsules

SE/H/1342/003

PL 39418/0003

BIOPROJET EUROPE LTD

UK

HIDRASEC 100 mg Hard
Capsules

SE/H/1342/003

PL 39418/0003

BIOPROJET EUROPE LTD

UK
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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

Vaprino 100 mg capsules, | UK/H/6676/001 PL 04425/0729 AVENTIS PHARMA LTD UK

hard

Vaprino 100 mg capsules, | UK/H/6676/001 PL 04425/0729 AVENTIS PHARMA LTD UK

hard

HIDRASEC INFANTS 10 SE/H/1342/002 PL 39418/0001 BIOPROJET EUROPE LTD UK

mg, Granules for oral

suspension

HIDRASEC CHILDREN 30 SE/H/1342/001 PL 39418/0002 BIOPROJET EUROPE LTD UK

mg, Granules for oral

suspension

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

Capsules
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