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The marketing authorisation for Nodetrip has been withdrawn at the request of the marketing-authorisation holder.
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Latest procedure affecting product information: WITHDRAWAL
 12/05/2021

[image: Globe icon]This medicine’s product information is available in all official EU languages.

Select 'available languages' to access the language you need.
Product information documents contain:
	summary of product characteristics (annex I);
	manufacturing authorisation holder responsible for batch release (annex IIA);
	conditions of the marketing authorisation (annex IIB);
	labelling (annex IIIA);
	package leaflet (annex IIIB).
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Product details

	Name of medicine


	            Nodetrip (previously Xeristar)
          


	Active substance


	            duloxetine
          


	International non-proprietary name (INN) or common name


	            duloxetine
          


	Therapeutic area (MeSH)


		Anxiety Disorders
	Depressive Disorder, Major
	Diabetic Neuropathies




	Anatomical therapeutic chemical (ATC) code


	            N06AX21
          



Pharmacotherapeutic group
 Psychoanaleptics
          
Therapeutic indication
	Treatment of major depressive disorder;
	Treatment of diabetic peripheral neuropathic pain;
	Treatment of generalised anxiety disorder;
	Xeristar is indicated in adults.



Authorisation details

	EMA product number


	            EMEA/H/C/000573
          


	Marketing authorisation holder


	            Esteve Pharmaceuticals, S.A.Passeig de la Zona Franca, 109
08038 Barcelona
Spain



	Opinion adopted


	            16/09/2004
          


	Marketing authorisation issued


	            17/12/2004
          


	Revision


	            32
          




Assessment history
Changes since initial authorisation of medicine

Nodetrip (previously Xeristar) : EPAR - Procedural steps taken and scientific information after authorisation
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Xeristar-H-C-573-P46-P45-045.1 : EPAR - Assessment Report
AdoptedFirst published:  08/03/2013Last updated:  22/06/2021Reference Number:  EMA/121591/2013





                      English (EN)
                                 (2.66 MB - PDF)View



Xeristar-H-C-573-P46-0040 : EPAR - Assessment Report
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Questions and answers on the refusal of a change to the marketing authorisations for Ariclaim, Cymbalta and Xeristar (duloxetine) - Outcome of re-examination
AdoptedFirst published:  18/11/2011Last updated:  22/06/2021Reference Number:  EMA/901723/2011Summary:  The CHMP re examined the initial opinion, and confirmed the refusal of the change to the marketing authorisations on 17 November 2011.
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Questions and answers on the refusal of a change to the marketing authorisation for Ariclaim, Cymbalta and Xeristar
AdoptedFirst published:  22/07/2011Last updated:  07/08/2018Reference Number:  EMA/CHMP/580268/2011Summary:  On 21 July 2011, the Committee for Medicinal Products for Human Use (CHMP) adopted a negative opinion, recommending the refusal of a change to the marketing authorisations for the duloxetine-containing medicines Ariclaim, Cymbalta and Xeristar. The change concerned the addition of a new indication, the treatment of moderate to severe chronic somatic pain in patients not taking NSAIDs regularly.
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Questions and answers on recommendation for the refusal of a change to the marketing authorisation for Cymbalta / Xeristar
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CHMP post authorisation summary of positive opinion for Xeristar on 26 June 2008
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Initial marketing authorisation documents
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Public statement on Nodetrip (previously Xeristar) : Withdrawal of the marketing authorisation in the European Union
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Nodetrip (previously Xeristar)
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