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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

Imodium 2mg Kapseln

Imodium 2mg Kapseln

Imodium akut 2 mg
Schmelztabletten

Imodium akut 2 mg
Schmelztabletten

Imosec 0,2 mg/ml Lésung
zum Einnehmen

Imosec 0,2 mg/ml Lésung
zum Einnehmen

Loperamid Sandoz 2 mg -
Kapseln

Imodium 0,2 mg/ml drank

Imodium 0,2 mg/ml drank

Imodium 0,2 mg/ml
Lésung zum Einnehmen

Imodium 0,2 mg/ml
Lésung zum Einnehmen

not available

not available

not available

not available

not available

not available

not available

not available

not available

not available

not available

16.789

16.789

1-22679

1-22679

16.790

16.790

1-24708

BE099005

BE099005

BE099005

BE099005

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JANSSEN-CILAG PHARMA
GMBH

JANSSEN-CILAG PHARMA
GMBH

SANDOZ GMBH

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

AT

AT

AT

AT

AT

BE

BE

BE

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

product is authorised

authorisation country) Authorisation number member state

Imodium 0,2 mg/ml
solution buvable

Imodium 0,2 mg/ml
solution buvable

Imodium 2 mg gélules

Imodium 2 mg gélules

Imodium 2 mg gélules

Imodium 2 mg harde
capsules

Imodium 2 mg harde
capsules

Imodium 2 mg harde
capsules

Imodium 2 mg
Hartkapseln

Imodium 2 mg
Hartkapseln

Imodium 2 mg
Hartkapseln

not available

not available

not available

not available

not available

not available

not available

not available

not available

not available

not available

BE099005

BE099005

BE 001215

BE 001215

BE 001215

BE 001215

BE 001215

BE 001215

BE 001215

BE 001215

BE 001215

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

BE

BE

BE

BE

BE

BE

BE

BE

BE

BE

BE

List of nationally authorised medicinal products

EMA/148029/2022

Page 3/55



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

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

BE294341

BE294341

BE294341

BE294366

BE294341

BE294366

BE294366

BE294341

BE294341

BE294366

BE294341

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

BE

BE

BE

BE

BE

BE

BE

BE

BE

BE

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

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

BE294366

BE294366

BE294366

BE294366

BE294341

BE294341

BE294366

BE294341

BE294366

BE294366

BE294341

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

BE

BE

BE

BE

BE

BE

BE

BE

BE

BE

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

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg

Imodium Duo 2 mg/125
mg comprimeés

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

BE294366

BE294366

BE294366

BE294341

BE294366

BE294341

BE294366

BE294341

BE294341

BE294341

BE294341

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

BE

BE

BE

BE

BE

BE

BE

BE

BE

BE

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

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

BE294366

BE294366

BE294341

BE294366

BE294341

BE294366

BE294366

BE294366

BE294341

BE294341

BE294341

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

BE

BE

BE

BE

BE

BE

BE

BE

BE

BE

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

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Instant 2 mg
comprimés orodispersibles

Imodium Instant 2 mg
comprimés orodispersibles

Imodium Instant 2 mg
orodispergeerbare
tabletten

Imodium Instant 2 mg
orodispergeerbare
tabletten

Imodium Instant 2 mg
Schmelztabletten

Imodium Instant 2 mg
Schmelztabletten

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

not available

not available

not available

not available

not available

not available

BE294341

BE294341

BE294366

BE294366

BE 181422

BE 181422

BE 181422

BE 181422

BE 181422

BE 181422

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

BE

BE

BE

BE

BE

BE

BE

BE

BE

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

MMOAWNYM 2 mg kancynm

MMOAWNYM 2 mg kancynm

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTtku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

20010160

20010160

20180231

20180231

20180231

20180231

20180231

20180231

20180231

20180231

20180231

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

BG

BG

BG

BG

BG

BG

BG

BG

BG

BG

BG
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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

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125
mg TabneTku

Mmoauym lntoc 2 mg/125

mg TabneTku

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

20180231

20180231

20180231

20180231

20180231

20180231

20180231

022813

022813

022813

022813

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

BG

BG

BG

BG

BG

BG

BG

CY

CY

CY

CY
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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

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE

Imodium Plus DK/H/3047/001/MR 022813 JOHNSON & JOHNSON CY
HELLAS CONSUMER AE
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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

Imodium Plus

Imodium™ Capsules

Imodium™ Capsules

Imodium™ Capsules

IMODIUM 2 mg tvrdé
tobolky

IMODIUM 2 mg tvrdé
tobolky

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

DK/H/3047/001/MR

not available

not available

not available

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

022813

6139

6139

6139

49/071/92-S/C

49/071/92-S/C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JANSSEN-CILAG
INTERNATIONAL NV

JANSSEN-CILAG
INTERNATIONAL NV

JANSSEN-CILAG
INTERNATIONAL NV

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

CY

CY

CY

CY

cz

cz

cz

cz

cz

cz

cz
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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

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

49/432/17-C

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

cz

cz

cz

cz

cz

cz

cz

cz

cz

cz

cz
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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

IMODIUM RAPID 2 MG
tablety dispergovatelné v
Ustech

IMODIUM RAPID 2 MG
tablety dispergovatelné v
Ustech

IMODIUM RAPID 2 MG
tablety dispergovatelné v
Ustech

IMODIUM RAPID 2 MG
tablety dispergovatelné v
Ustech

IMODIUM 2 mg
Hartkapseln

IMODIUM 2 mg
Hartkapseln

IMODIUM LINGUAL 2 mg
Plattchen (Lyophilisat zum
Einnehmen)

IMODIUM N 0,2 mg/ml
Lésung zum Einnehmen

IMODIUM N 0,2 mg/ml
Lésung zum Einnehmen

Imodium® akut 2 mg
Hartkapseln

not available

not available

not available

not available

not available

not available

not available

not available

not available

not available

49/112/14-C

49/112/14-C

49/112/14-C

49/112/14-C

6761963.00.01

6761963.00.01

34563.00.00

6761963.00.00

6761963.00.00

14373.00.00

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

JANSSEN-CILAG GMBH

JANSSEN-CILAG GMBH

JANSSEN-CILAG GMBH

JANSSEN-CILAG GMBH

JANSSEN-CILAG GMBH

JOHNSON & JOHNSON GMBH

cz

cz

Ccz

Ccz

DE

DE

DE

DE

DE

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

Imodium® akut 2 mg
Hartkapseln

Imodium® akut Duo 2
mg/125 mg Tabletten

Imodium® akut Duo 2
mg/125 mg Tabletten

Imodium® akut Duo 2
mg/125 mg Tabletten

Imodium® akut Duo 2
mg/125 mg Tabletten

Imodium® akut lingual 2
mg Schmelztabletten

Imodium® akut lingual 2
mg Schmelztabletten

Imodium® akut lingual 2
mg Schmelztabletten
Imodium Plus, tabletter

Imodium Plus, tabletter

Imodium Plus, tabletter

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

not available

not available

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

14373.00.00

65706.00.00

65706.00.00

65706.00.00

65706.00.00

34564.00.00

34564.00.00

34564.00.00

39258

39258

39258

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

JOHNSON & JOHNSON GMBH

MCNEIL DENMARK APS

MCNEIL DENMARK APS

MCNEIL DENMARK APS

DE

DE

DE

DE

DE

DE

DE

DE

DK

DK

DK
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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
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
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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
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Plus, tabletter DK/H/3047/001 39258 MCNEIL DENMARK APS DK
Imodium Smelt, not available 48356 MCNEIL DENMARK APS DK

frysetgrrede tabletter

Imodium Smelt, not available 48356 MCNEIL DENMARK APS DK
frysetgrrede tabletter

Imodium Smelt, not available 48356 MCNEIL DENMARK APS DK
frysetgrrede tabletter

Imodium Smelt, not available 48356 MCNEIL DENMARK APS DK
frysetgrrede tabletter

Imodium Smelt, not available 48356 MCNEIL DENMARK APS DK
frysetgrrede tabletter

Imodium, tabletter not available 13970 MCNEIL DENMARK APS DK
Imodium, tabletter not available 13970 MCNEIL DENMARK APS DK
Imodium, tabletter not available 13970 MCNEIL DENMARK APS DK
Imodium instant, 2 mg not available 831013 MCNEIL HEALTHCARE EE
suus dispergeeruvad (IRELAND) LIMITED

tabletid
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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

Imodium instant, 2 mg
suus dispergeeruvad
tabletid

IMODIUM, 2 mg
kévakapslid

Loperamid-ratiopharm 2
mg, dhukese
polumeerikattega tabletid
Elissan 2 mg comprimidos

Fortasec 2 mg capsulas
duras

Fortasec 2 mg capsulas
duras

FORTASEC Flas 2 mg
liofilizado oral

FORTASEC Flas 2 mg
liofilizado oral

IMODIUM DUO 2 mg/ 125
mg comprimidos

IMODIUM DUO 2 mg/ 125
mg comprimidos

not available

not available

not available

not available

not available

not available

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

831013

120195

063894

55157

56523

56523

65349

65349

69.021

69.021

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

RATIOPHARM GMBH

LABORATORIOS SERRA
PAMIES S.A.

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

EE

EE

EE

ES

ES

ES

ES

ES

ES

ES
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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

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos

IMODIUM DUO 2 mg/ 125 DK/H/3047/001/MR 69.021 JOHNSON & JOHNSON S.A. ES
mg comprimidos
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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

IMODIUM DUO 2 mg/ 125
mg comprimidos

IMODIUM DUO 2 mg/ 125
mg comprimidos

IMODIUM DUO 2 mg/ 125
mg comprimidos

Loperan 2 mg capsulas
duras.

Salvacolina 0,2 mg/ml
solucién oral

Salvacolina 2 mg
comprimidos

Salvacolina Flas 2 mg
comprimidos
bucodispersables
Sindiar 2 mg cépsulas
duras

Imodium 2 mg kapsel,
hard

Imodium 2 mg kapsel,
mjuk

Imodium 2 mg kapsel,
mjuk

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

not available

not available

not available

not available

not available

not available

not available

69.021

69.021

69.021

55.317

36.747

32.202

82401

57915

8087

28359

28359

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

JOHNSON & JOHNSON S.A.

CHIESI ESPANA S.A.U.

LABORATORIOS SALVAT, S.A.

LABORATORIOS SALVAT, S.A.

LABORATORIOS SALVAT, S.A.

TEVA PHARMA S.L.U.,

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

ES

ES

ES

ES

ES

ES

ES

ES

Fl

Fl

Fl
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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

Imodium 2 mg kapsel,
mjuk

Imodium 2 mg kapseli,
kova

Imodium 2 mg kapseli,
pehmea

Imodium 2 mg kapseli,
pehmea

Imodium 2 mg kapseli,
pehmea

Imodium 2 mg tablett,
filmdragerad

Imodium 2 mg tablett,
filmdragerad

Imodium 2 mg tabletti,
kalvopaallysteinen

Imodium 2 mg tabletti,
kalvopaallysteinen

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

not available

not available

not available

not available

not available

not available

not available

not available

not available

DK/H/3047/001

DK/H/3047/001

28359

8087

28359

28359

28359

11114

11114

11114

11114

22042

22042

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl
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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

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

22042

22042

22042

22042

22042

22042

22042

22042

22042

22042

22042

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl
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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

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

22042

22042

22042

22042

22042

22042

22042

22042

22042

22042

22042

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl
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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

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

Imodium Plus 2 mg/125
mg tabletti

DIARETYL 2 mg, gélule

DIARETYL 2 mg, gélule

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

not available

not available

22042

22042

22042

22042

22042

22042

22042

22042

34009 358 421 4 5

34009 341 154 8 6

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

MCNEIL, A DIVISION OF
JANSSEN-CILAG OY

COOPERATION
PHARMACEUTIQUE
FRANCAISE
COOPERATION
PHARMACEUTIQUE
FRANCAISE

Fl

Fl

Fl

Fl

Fl

Fl

Fl

Fl

FR

FR
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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

DIASTROLIB 2 mg, not available NL 31999 TEVA SANTE FR
lyophilisat oral

IMODIUM 0,2 mg/ml not available 34009 300 798 4 3 JANSSEN-CILAG FR
ENFANTS, solution

buvable

IMODIUM 0,2 mg/ml not available 34009 318 865 9 4 JANSSEN-CILAG FR
ENFANTS, solution

buvable

IMODIUM 2 mg, gélule not available 34009 362 197 8 6 JANSSEN-CILAG FR
IMODIUM 2 mg, gélule not available 34009 318 860 7 5 JANSSEN-CILAG FR
IMODIUM 2 mg, gélule not available 34009 339 9304 7 JANSSEN-CILAG FR
IMODIUM 2 mg, gélule not available 34009 362 197 8 6 JANSSEN-CILAG FR
IMODIUM 2 mg, gélule not available 34009 318 860 7 5 JANSSEN-CILAG FR
IMODIUMCAPS 2 mg, not available 34009 385 718 4 4 JOHNSON & JOHNSON SANTE FR
gélule BEAUTE FRANCE

IMODIUMCAPS 2 mg, not available 34009 385 71905 JOHNSON & JOHNSON SANTE FR
gélule BEAUTE FRANCE
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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

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

IMODIUMDUO,

comprimé

comprimé

comprimé

comprimé

comprimé

comprimé

comprimé

comprimé

comprimé

comprimé

comprimé

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

34009 378 819 3 7

34009 378 822 4 8

34009 378 823 0 9

34009 378 819 3 7

34009 378 821 8 7

34009 378 822 4 8

34009 378 825 3 8

34009 378 823 0 9

34009 378 821 8 7

34009 378 824 7 7

34009 378 825 3 8

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

FR

FR

FR

FR

FR

FR

FR

FR

FR

FR

FR
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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

IMODIUMDUO, comprimé

IMODIUMDUO, comprimé

IMODIUMDUO, comprimé

IMODIUMDUO, comprimé

IMODIUMDUO, comprimé

IMODIUMLIQUICAPS 2
mg, capsule molle

IMODIUMLIQUICAPS 2
mg, capsule molle

IMODIUMLIQUICAPS 2
mg, capsule molle

LOPERAMIDE LYOC 2 mg,
lyophilisat oral

Lopéramide Mylan 2 mg,
gélule

Imodium Plus

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

not available

not available

not available

not available

DK/H/3047/001

34009 378 820 1 9

34009 378 824 7 7

34009 378 827 6 7

34009 378 820 1 9

34009 378 827 6 7

34009 218 008 7 6

34009 218 0101 9

34009 218 009 3 7

NL22126

NL 21216

92817/17/12-02-2019

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

JOHNSON & JOHNSON SANTE
BEAUTE FRANCE

TEVA SANTE

MYLAN S.A.S

JOHNSON & JOHNSON
HELLAS CONSUMER AE

FR

FR

FR

FR

FR

FR

FR

FR

FR

FR

GR

List of nationally authorised medicinal products

EMA/148029/2022

Page 27/55



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

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

GR

GR

GR

GR

GR

GR

GR

GR

GR

GR

GR

List of nationally authorised medicinal products

EMA/148029/2022

Page 28/55



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

Imodium Plus

Imodium Plus

Imodium Plus

Imodium Plus

IMODIUM® INSTANT

IMODIUM® ORIGINAL

Imodium 2 mg raspadljive
tablete za usta

Imodium COMBO 2
mg/125 mg tablete

Imodium 2 mg kemény
kapszula

Imodium 2 mg kemény
kapszula

Imodium Instant 2 mg
szajban diszpergaldédoé
tabletta

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

not available

not available

not available

not available

not available

not available

not available

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

92817/17/12-02-2019

70410/18/18-12-2019

72014/17/25-1-2018

HR-H-493726499

HR-H-849757099

OGYI-T-2221/01

OGYI-T-2221/02

OGYI-T-02221/03-04-05-06

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
HELLAS CONSUMER AE

JOHNSON & JOHNSON
S.E.D.O.O.

JOHNSON & JOHNSON

S.E.D.O.O.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

GR

GR

GR

GR

GR

GR

HR

HR

HU

HU

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
Imodium Instant 2 mg not available OGYI-T-02221/03-04-05-06 JOHNSON & JOHNSON KFT. HU
szajban diszpergaldédé

tabletta

Imodium Instant 2 mg not available OGYI-T-02221/03-04-05-06 JOHNSON & JOHNSON KFT. HU
szajban diszpergaldédoé

tabletta

Imodium Instant 2 mg not available OGYI-T-02221/03-04-05-06 JOHNSON & JOHNSON KFT. HU
szajban diszpergal6do

tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta

Imodium Plus 2 mg/125 DK/H/3047/001/MR OGYI-T-23360/01-16 JOHNSON & JOHNSON KFT. HU
mg tabletta
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Product Name (in

authorisation country)

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imodium Plus 2 mg/125
mg tabletta

Imorevin 2 mg/125 mg
tabletta

Imorevin 2 mg/125 mg
tabletta

MRP/DCP

Authorisation number

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

NL/H/2663/001

NL/H/2663/001

National Authorisation Number

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-23360/01-16

OGYI-T-22515/01

OGYI-T-22515/02

MAH of product in the
member state

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

JOHNSON & JOHNSON KFT.

SAGER PHARMA KFT.

SAGER PHARMA KFT.

Member State where
product is authorised

HU

HU

HU

HU

HU

HU

HU

HU

HU

HU

HU

List of nationally authorised medicinal products

EMA/148029/2022



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
Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/03 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/04 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/05 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/06 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/07 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/08 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/09 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/10 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/11 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/12 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/13 SAGER PHARMA KFT. HU
tabletta
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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
Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/14 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/15 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/16 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/17 SAGER PHARMA KFT. HU
tabletta

Imorevin 2 mg/125 mg NL/H/2663/001 OGYI-T-22515/18 SAGER PHARMA KFT. HU
tabletta

Arret 2mg Hard Capsules not available PA 330/42/1 JOHNSON & JOHNSON IE

(IRELAND) LTD.

Arret 2mg Hard Capsules not available PA 330/42/1 JOHNSON & JOHNSON IE
(IRELAND) LTD.

Arret 2mg Hard Capsules not available PA 330/42/1 JOHNSON & JOHNSON IE
(IRELAND) LTD.

Arret 2mg Hard Capsules not available PA 330/42/1 JOHNSON & JOHNSON IE
(IRELAND) LTD.

Boots Pharmaceuticals not available PA 23081/002/001 TAW PHARMA (IRELAND) LTD IE

Diarrhoea Relief 2 mg

Hard Capsules

Imodium 2 mg Capsules not available PA 330/45/2 JOHNSON & JOHNSON IE
(IRELAND) LTD.
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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

Imodium Instants 2 mg
Orodispersible Tablets

Imodium Instants 2 mg
Orodispersible Tablets

Imodium Instants 2 mg
Orodispersible Tablets

Imodium Instants 2 mg
Orodispersible Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

not available

not available

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

PA 330/45/1

PA 330/45/1

PA 330/45/1

PA 330/45/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.
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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

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium Plus 2mg/125mg
Tablets

Imodium® LiquiRelief
2mg Soft Capsules

Imodium 2 mg toflur

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

not available

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/50/1

PA 330/45/3

MTNR 900168 (1S)

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

JOHNSON & JOHNSON
(IRELAND) LTD.

MCNEIL SWEDEN AB
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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
Imodium 2 mg toflur not available MTNR 900168 (IS) MCNEIL SWEDEN AB 1S
Imodium 2 mg toflur not available MTNR 900168 (IS) MCNEIL SWEDEN AB 1S
Imodium 2 mg toflur not available MTNR 900168 (IS) MCNEIL SWEDEN AB 1S
DISSENTEN 2 mg not available 023694021 SPA — SOCIETA PRODOTTI IT
compresse ANTIBIOTICI S.P.A.

DISSENTEN 2 mg not available 023694058 SPA — SOCIETA PRODOTTI IT
compresse ANTIBIOTICI S.P.A.

DISSENTEN ANTIDIARREA not available 043905013 SPA — SOCIETA PRODOTTI IT
2 mg compresse ANTIBIOTICI S.P.A.

ENTEROG not available 026112033 SANOFI S.R.L. IT

ANTIDIARROICO

IMODIUM 2 mg capsule not available 023673104 JOHNSON & JOHNSON S.P.A. IT
molli

IMODIUM 2 mg capsule not available 023673066 JOHNSON & JOHNSON S.P.A. IT
rigide

Imodium 2 mg compresse not available 023673092 JOHNSON & JOHNSON S.P.A. IT
orosolubili

Lopemid 2mg capsule not available 023691013 VISUFARMA SPA IT
rigide
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Product Name (in

authorisation country)

Losipaco 2 mg/125 mg
compresse

Losipaco 2 mg/125 mg
compresse

Losipaco 2 mg/125 mg
compresse

Losipaco 2 mg/125 mg
compresse

Losipaco 2 mg/125 mg
compresse

Losipaco 2 mg/125 mg
compresse

Aloper 2 mg/125 mg
tabletés

Aloper 2 mg/125 mg
tabletés

Imodium 2 mg kietosios
kapsulés

Imodium instant 2 mg
burnoje disperguojamos
tabletes

MRP/DCP
Authorisation number

NL/H/2666/001

NL/H/2666/001

NL/H/2666/001

NL/H/2666/001

NL/H/2666/001

NL/H/2666/001

not available

not available

not available

not available

National Authorisation Number

042141034

042141046

042141010

042141022

042141059

042141061

LT/1/16/3919/001

LT/1/16/3919/002

LT/1/93/0292/001

LT/1/01/1997/001-002

MAH of product in the
member state

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

SIA INGEN PHARMA

SIA INGEN PHARMA

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

Member State where
product is authorised

IT

LT

LT

LT

LT
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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

Imodium instant 2 mg
burnoje disperguojamos
tabletes

Imodium 0,2 mg/ml
solution buvable

Imodium 2 mg gélules

Imodium 2 mg gélules

Imodium 2 mg gélules

Imodium Duo 2 mg/125
mg comprimés

Imodium Duo 2 mg/125
mg comprimés

Imodium Duo 2 mg/125
mg comprimés

Imodium Duo 2 mg/125
mg comprimés

Imodium Duo 2 mg/125
mg comprimés

Imodium Duo 2 mg/125
mg comprimés

not available

not available

not available

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

LT/1/01/1997/001-002

2008069794

2008069795

2008069795

2008069795

2008010024

2008010024

2008010024

2008010024

2008010024

2008010024

MCNEIL HEALTHCARE
(IRELAND) LIMITED

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

LT

LU

LU

LU

LU

LU

LU

LU

LU

LU

LU
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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

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Duo 2 mg/125
mg comprimeés

Imodium Instant 2 mg
comprimés orodispersibles

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

2008010024

2008010024

2008010024

2008010024

2008010024

2008010024

2008010024

2008010024

2008010024

2008010024

2008069796

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

LU

LU

LU

LU

LU

LU

LU

LU

LU

LU

LU
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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

Imodium Instant 2 mg
comprimés orodispersibles

IMODIUM 2 mg cietas
kapsulas N6

IMODIUM INSTANT 2 mg
muté dispergéjamas
tabletes

IMODIUM INSTANT 2 mg
muté dispergéjamas
tabletes

Imodium™ Capsules

Imodium™ Capsules

Imodium 0,2 mg/ml drank

Imodium 0,2 mg/ml drank

Imodium 2 mg harde

capsules

Imodium 2 mg harde
capsules

not available

not available

not available

not available

not available

not available

not available

not available

not available

not available

2008069796

98-0799

02-0131

02-0131

018/01401

018/01401

RVG 08423

RVG 08423

RVG 06945

RVG 06945

JOHNSON & JOHNSON
CONSUMER N.V./S.A.

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

JANSSEN-CILAG
INTERNATIONAL NV

JANSSEN-CILAG
INTERNATIONAL NV

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

LU

LV

LV

LV

MT

MT

NL

NL

NL

NL
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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

Imodium 2 mg harde
capsules

Imodium 2 mg harde
capsules

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

RVG 06945

RVG 06945

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

NL

NL

NL

NL

NL

NL

NL

NL

NL

NL

NL
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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

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Duo 2 mg/125
mg, tabletten

Imodium Instant
smelttablet 2 mg
orodispergeerbare
tabletten

Imodium Instant
smelttablet 2 mg
orodispergeerbare
tabletten

Kruidvat diarreeremmer
loperamide HCI 2 mg

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

not available

not available

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33869

RVG 33724

RVG 33724

RVG 125673

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

JOHNSON & JOHNSON
CONSUMER B.V.

MAREL B.V.

NL

NL

NL

NL

NL

NL

NL

NL

NL

NL
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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

smelttablet,
orodispergeerbare
tabletten

Loperamide HCI Disphar 2
mg orodispergeerbare
tabletten

Loperamide HCI RXT 2 mg
diarreeremmende
capsules, capsules
Losibere 2 mg / 125 mg,
tabletten

Losidaru 2 mg / 125 mg,
tabletten

LOSIMED DUO 2 mg / 125
mg, tabletten

Losimido 2 mg / 125 mg
tabletten

Losipaco 2 mg/125 mg,
tabletten

Imodium

Imodium

not available

not available

NL/H/2730/001

NL/H/2907/001

NL/H/2665/001

NL/H/2663/001

NL/H/2666/001

not available

not available

RVG 119415

RVG 56839

RVG 111976

RVG 113191

RVG 111984

RVG 111982

RVG 111985

7633

7633

DISPHAR INTERNATIONAL
B.V.

RXT

DISPHAR INTERNATIONAL
B.V.

DISPHAR INTERNATIONAL
B.V.

DAVANTIS HEALTH B.V.

DISPHAR INTERNATIONAL
B.V.

RECORDATI INDUSTRIA
CHIMICA E FARMACEUTICA
S.P.A.

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

NL

NL

NL

NL

NL

NL

NL

NO

NO
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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
Imodium not available 7633 MCNEIL SWEDEN AB NO
Imodium not available 7253 MCNEIL SWEDEN AB NO
Imodium Comp 2 mg / DK/H/3047/001/MR 06-4059 MCNEIL SWEDEN AB NO

125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter

Imodium Comp 2 mg / DK/H/3047/001 06-4059 MCNEIL SWEDEN AB NO
125 mg tabletter
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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

Imodium Comp 2 mg /
125 mg tabletter

Imodium Comp 2 mg /
125 mg tabletter

Imodium Comp 2 mg /
125 mg tabletter

Imodium Comp 2 mg /
125 mg tabletter

Imodium Comp 2 mg /
125 mg tabletter

Imodium Comp 2 mg /
125 mg tabletter

Imodium Comp 2 mg /
125 mg tabletter

Dissenten, 2 mg, tabletki

Imodium Instant, 2 mg,
tabletka ulegajaca
rozpadowi w jamie ustnej
Imodium Instant, 2 mg,
tabletka ulegajaca
rozpadowi w jamie ustnej

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

not available

not available

not available

06-4059

06-4059

06-4059

06-4059

06-4059

06-4059

06-4059

R/0207

9091

9091

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

SPA — SOCIETA PRODOTTI

ANTIBIOTICI S.P.A.

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

NO

NO

NO

NO

NO

NO

NO

PL

PL

PL
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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

Stoperan S, 2 mg + 125
mg, tabletki

IMODIUM 2 mg céapsulas

IMODIUM 2 mg céapsulas

Imodium Plus 2 mg /125
mg comprimidos

Imodium Plus 2 mg /125
mg comprimidos

Imodium Plus 2 mg /125
mg comprimidos

Imodium Plus 2 mg /125
mg comprimidos

Imodium Rapid 2 mg
comprimido orodispersivel

Imodium, 0.2 mg/ml,
solucédo oral

Enterium 2 mg capsule

IMODIUM 2 mg capsule

PL/H/0483/001

not available

not available

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

DK/H/3047/001

not available

not available

not available

not available

21502

9385104

9385112

5045877, 5047261, 5037346,
5037353

5045877, 5047261, 5037346,
5037353

5045877, 5047261, 5037346,
5037353

5045877, 5047261, 5037346,

5037353

2438489

9385211

6467/2014/01

11594/2019/01-02

US PHARMACIA SP. Z O.0O.

JOHNSON & JOHNSON LDA

JOHNSON & JOHNSON LDA

JOHNSON & JOHNSON, LDA.

JOHNSON & JOHNSON, LDA.

JOHNSON & JOHNSON, LDA.

JOHNSON & JOHNSON, LDA.

JOHNSON & JOHNSON LDA

JOHNSON & JOHNSON LDA

SANIENCE S.R.L.

MCNEIL HEALTHCARE
(IRELAND) LIMITED

PL

PT

PT

PT

PT

PT

PT

PT

PT

RO

RO
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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

IMODIUM 2 mg capsule not available 11594/2019/01-02 MCNEIL HEALTHCARE RO
(IRELAND) LIMITED

Imodium 2 mg not available 12758/2019/01-02-03-04 MCNEIL HEALTHCARE RO
comprimate (IRELAND) LIMITED

orodispersabile

Imodium 2 mg not available 12758/2019/01-02-03-04 MCNEIL HEALTHCARE RO
comprimate (IRELAND) LIMITED

orodispersabile

Imodium 2 mg not available 12758/2019/01-02-03-04 MCNEIL HEALTHCARE RO
comprimate (IRELAND) LIMITED

orodispersabile

Imodium 2 mg not available 12758/2019/01-02-03-04 MCNEIL HEALTHCARE RO
comprimate (IRELAND) LIMITED

orodispersabile

Imodium Plus 2 mg/125 DK/H/3047/001/MR 10809/2018/01 MCNEIL HEALTHCARE RO
mg comprimate (IRELAND) LIMITED

Imodium Plus 2 mg/125 DK/H/3047/001/MR 10809/2018/03 MCNEIL HEALTHCARE RO
mg comprimate (IRELAND) LIMITED

Imodium Plus 2 mg/125 DK/H/3047/001/MR 10809/2018/02 MCNEIL HEALTHCARE RO
mg comprimate (IRELAND) LIMITED

Imodium Plus 2 mg/125 DK/H/3047/001/MR 10809/2018/04 MCNEIL HEALTHCARE RO
mg comprimate (IRELAND) LIMITED

Loperamid Solacium 2 mg not available 12577/2019/01 S.C. SOLACIUM PHARMA RO
capsule S.R.L.
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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

Loperamid Solacium 2 mg
capsule

Loperamid Terapia 2 mg
capsule

Loprex 2 mg capsule

Dimor Comp 2 mg/125
mg tabletter

Imodium 2 mg
munsodnderfallande tablett

Imodium 2 mg
munsodnderfallande tablett

Imodium 2 mg
munsodnderfallande tablett

Imodium 2 mg
munsonderfallande tablett

Imodium 2 mg
munsodnderfallande tablett

Imodium 2 mg
munsodnderfallande tablett

Imodium 2 mg
munsodnderfallande tablett

not available

not available

not available

NL/H/2730/001

not available

not available

not available

not available

not available

not available

not available

12577/2019/01

12294/2019/01

13558/2020/01

48046

23069

23069

23069

23069

23069

23069

23069

S.C. SOLACIUM PHARMA

S.R.L.

TERAPIA S.A.

LAROPHARM SRL

NORDIC DRUGS AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

RO

RO

SE

SE

SE

SE

SE

SE

SE

SE
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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

Imodium 2 mg tablett

Imodium 2 mg tablett

Imodium 2 mg tablett

Imodium 2 mg tablett

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

not available

not available

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

11165

11165

11165

11165

23601

23601

23601

23601

23601

23601

23601

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

SE

SE

SE

SE

SE

SE

SE

SE

SE

SE

SE
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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

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imodium Plus 2 mg/125
mg tabletter

Imolopesim 2 mg/125 mg

tabletter

IMODIUM 2 mg tvrdé
kapsuly

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

NL/H/2907/001

not available

23601

23601

23601

23601

23601

23601

23601

23601

23601

48971

49/0071/92-S

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

MCNEIL SWEDEN AB

ORIFARM GENERICS A/S

MCNEIL HEALTHCARE
(IRELAND) LIMITED

SE

SE

SE

SE

SE

SE

SE

SE

SE

SK
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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

IMODIUM 2 mg tvrdé
kapsuly

Imodium Instant 2 mg
orodispergovatelné tablety

Imodium Instant 2 mg
orodispergovatelné tablety

Imodium Instant 2 mg
orodispergovatelné tablety

Imodium Instant 2 mg
orodispergovatelné tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

not available

not available

not available

not available

not available

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

49/0071/92-S

49/0401/12-S

49/0401/12-S

49/0401/12-S

49/0401/12-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

SK

SK

SK

SK

SK

SK

SK

SK

SK

SK

SK
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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

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Imodium Plus 2 mg/125
mg tablety

Boots Diarrhoea Relief
2mg Capsules

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

49/0283/18-S

PL 00014/0611

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

MCNEIL HEALTHCARE
(IRELAND) LIMITED

THE BOOTS COMPANY PLC

SK

SK

SK

SK

SK

SK

SK

SK

SK

SK

Xl
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MRP/DCP Member State where

Authorisation number

Product Name (in National Authorisation Number MAH of product in the

member state

authorisation country)

product is authorised

Imodium 1 mg/5 ml oral not available PL 00242/0040 JANSSEN-CILAG LIMITED Xl
solution

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl
Relief Tablets (HIGH WYCOMBE)

Imodium Dual Action DK/H/3047/001/MR PL 15513/0342 MCNEIL PRODUCTS LIMITED Xl

Relief Tablets

(HIGH WYCOMBE)
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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

Imodium Dual Action
Relief Tablets

Imodium Dual Action
Relief Tablets

Imodium Dual Action
Relief Tablets

Imodium Dual Action
Relief Tablets

Imodium Dual Action
Relief Tablets

Imodium Dual Action
Relief Tablets

Loperamide 2 mg
Capsules

Loperamide 2 mg
Capsules
Loperamide 2 mg Tablets

Loperamide 2 mg Tablets

Loperamide 2 mg Tablets

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001/MR

DK/H/3047/001

DK/H/3047/001/MR

DK/H/3047/001/MR

not available

not available

not available

not available

not available

PL 15513/0342

PL 15513/0342

PL 15513/0342

PL 15513/0342

PL 15513/0342

PL 15513/0342

PL 00289/1980

PL 00289/1979

PL 36687/0311

PL 36687/0312

PL 36687/0313

MCNEIL PRODUCTS LIMITED
(HIGH WYCOMBE)

MCNEIL PRODUCTS LIMITED
(HIGH WYCOMBE)

MCNEIL PRODUCTS LIMITED
(HIGH WYCOMBE)

MCNEIL PRODUCTS LIMITED
(HIGH WYCOMBE)

MCNEIL PRODUCTS LIMITED
(HIGH WYCOMBE)

MCNEIL PRODUCTS LIMITED
(HIGH WYCOMBE)

TEVA UK LIMITED

TEVA UK LIMITED

TORRENT PHARMA (UK) LTD.

TORRENT PHARMA (UK) LTD.

TORRENT PHARMA (UK) LTD.

Xl

Xl

Xl

Xl

Xl

Xl

Xl

Xl

Xl

Xl
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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

Loperamide 2mg Tablets

Loperamide 2mg Tablets

Loperamide Hydrochloride
2mg Capsules

Teva Diarrhoea Relief 2
mg Capsules

Tillomed Diarrhoea Relief
(Loperamide
Hydrochloride) 2mg
Capsules

Value Health Diarrhoea
Relief 2mg Capsules

Waitrose Acute Diarrhoea
Relief 2mg Capsules

not available

not available

not available

not available

not available

not available

not available

PL 20117/0304

PL 20117/0315

PL 11311/0516

PL 00289/1979

PL 11311/0515

PL 00014/0611

PL 31308/0001

MORNINGSIDE HEALTHCARE

LTD

MORNINGSIDE HEALTHCARE

LTD

TILLOMED LABORATORIES
LTD

TEVA UK LIMITED

TILLOMED LABORATORIES
LTD

THE BOOTS COMPANY PLC

BRUNEL HEALTHCARE
MANUFACTURING LIMITED

Xl

Xl

Xl

Xl

Xl

Xl

Xl

List of nationally authorised medicinal products

EMA/148029/2022

Page 55/55



