Annex |

List of medicinal products and presentations



Member State
EU/EEA

Applicant

(Invented) Name

INN + Strength

Pharmaceutical
form*

Route of
administration®

Austria

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Ibucomb

500mg/150mg

film
coated tablet

oral

Belgium

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Combogesic

500 mg/150 mg

film
coated tablet

oral

Croatia

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Combogesic

500 mg/150 mg

film
coated tablet

oral

France

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Paracetamol/lIbuprofen
Vale

500 mg/150 mg

film
coated tablet

oral

Germany

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Paracetamol/lIbuprofen
Vale

500 mg/150 mg

film
coated tablet

oral
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INN + Strength

Pharmaceutical
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Route of

administration®

Ireland

Clonmel Healthcare
Waterford Road
Clonmel

Co. Tipperary

E91 D768

Ireland

Easolief Duo

500 mg/150 mg

film
coated tablet

oral

Luxembourg

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Paracomb

500 mg/150 mg

film
coated tablet

oral

The Netherlands

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Paraprofen

500 mg/150 mg

film
coated tablet

oral

Portugal

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Maxigesic

500 mg/150 mg

film
coated tablet

oral

Spain

Vale Pharmaceuticals
Limited, Unit 1B
Gurtnafleur Business Park,
Gurtnafleur Clonmel, Co.
Tipperary, Ireland

Dolostop Plus
500 mg/150 mg
comprimidos
recubiertos con
pelicula

500 mg/150 mg

film
coated tablet

oral
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Member State

Applicant

(Invented) Name

INN + Strength

Pharmaceutical

Route of

EU/EEA form? administration®
United Kingdom Vale Pharmaceuticals Paracetamol/lbuprofen | 500 mg/150 mg film oral
(UK/H/6034/001/DC) | Limited, Unit 1B 500 mg/150mg film coated tablet
Gurtnafleur Business Park, coated tablets
Gurtnafleur Clonmel, Co.
Tipperary, Ireland
United Kingdom Vale Pharmaceuticals Paracetamol/Ibuprofen | 500 mg/150 mg film oral
(UK/H/6035/001/DC) | Limited, Unit 1B 500 mg/150mg film coated tablet
Gurtnafleur Business Park, coated tablets
Gurtnafleur Clonmel, Co.
Tipperary, Ireland
United Kingdom Vale Pharmaceuticals Novogesic 500 mg/150 mg film oral

(UK/H/6176/001/DC) | Limited, Unit 1B 500mg/150mg film coated tablet
Gurtnafleur Business Park, coated tablets
Gurtnafleur Clonmel, Co.
Tipperary, Ireland
EMA/399277/2017 Page 4



	Annex I
	Annex II
	Scientific conclusions
	Grounds for the CHMP opinion
	Annex III
	Amendments to the relevant sections of the product information
	Amendments to the relevant sections of the product information

	A. Summary of Product Characteristics
	USection 4.2 Posology and method of administration
	USection 4.4 Special warnings and precautions for use
	Hepatic Impairment
	Renal Impairment

	USection 4.5 Interaction with other medicinal products and other forms of interaction
	USection 4.8 Undesirable effects
	USection 5.1  Pharmacodynamic properties
	USection 5.3 Preclinical data
	USection 6.1 List of excipients
	B. Labelling
	Carton
	5. METHOD AND ROUTE(S) OF ADMINISTRATION
	7. OTHER SPECIAL WARNING(S), IF NECESSARY
	15. INSTRUCTIONS ON USE
	C. Package Leaflet
	Read all of this leaflet carefully before you start taking this medicine because it contains important information for you.
	How to take {Paracetamol/Ibuprofen 500 mg/150mg film coated tablets}{Novogesic 500 mg/150 mg film coated tablets}
	What {Paracetamol/Ibuprofen 500 mg/150mg film coated tablets}{Novogesic 500 mg/150 mg film coated tablets}contain


