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To: Head of Paediatric Medicines European Medicines Agency 30 Churchill Place London E14 5EU United Kingdom [email protected] Notification of discontinuation of a paediatric development which is covered by an agreed PIP Decision Actives substances(s): vorapaxar sulphate Invented name:



Zontivity



Latest Decision number(s):



1) P/0131/2016



2) P/



Corresponding PIP number(s): 1) EMEA-000778-PIP02-12-M01



3) P/



4) P/



2) EMEA-



3) EMEA-



4) EMEAPlease note that development of the medicinal product above in the [condition(s)/indication(s)]: Prevention of arterial thromboembolism has been discontinued has been suspended/put on long-term hold (with possible re-start at a later time) for the following reason(s): (tick all that apply) (possible) lack of efficacy in adults (possible) lack of efficacy in children (possible) unsatisfactory safety profile in adults (possible) unsatisfactory safety profile in children commercial reasons (please specify: Zontivity has never been marketed in the European Union Member States or any countries in the European Economic Area and the Marketing Authorisation of Zontivity has been withdrawn in the European Union as well as Iceland, Norway and Liechtenstein.) manufacturing / quality problems other regulatory action



(please specify:



) (e.g. suspension, revocation of M.A.)



other reason



(please specify:



)



Please add a brief description (max 2000 characters) of the reason(s) for the discontinuation / suspension: Discontinuation of PIP EMEA-000778-PIP02-12 M01 founded in the notification to EMA (dated 17-May2017) and to the Commission (dated 18-May-2017) declaring its intention to withdraw the MA of Zontivity. The MA withdrawal has been approved on 23 June 2017. Name and signature of the PIP contact point:



Ann Debbaudt



Date:



1st August 2017



Contact for inquiries from interested parties:



Merck Sharp & Dohme Europe



Telephone:



+33 180 464 738



Email:



[email protected]
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Actives substances(s): vorapaxar sulphate. Invented name: Zontivity. Latest Decision number(s):. 1) P/0131/2016. 2) P/. 3) P/. 4) P/. Corresponding PIP number(s): 1) EMEA-000778-PIP02-12-M01. 2) EMEA- 3) EMEA-. 4) EMEA- ... manufacturing / quality problems other regulatory action. (please specify: ) (e.g. suspension, ... 






 Download PDF 



















 21KB Sizes
 0 Downloads
 223 Views








 Report























Recommend Documents







[image: alt]





Notification of discontinuation of a paediatric development which is ... 

Reasanz. Latest Decision number(s):. 1) P/0292/2016. 2) P/. 3) P/. 4) P/. Corresponding PIP number(s): 1) EMEA-001168-PIP01-11-M03. 2) EMEA- 3) EMEA-. 4) EMEA-. Please note that development of the medicinal product ... manufacturing / quality problem














[image: alt]





Eritoran - Notification of discontinuation of a paediatric development ... 

Notification of discontinuation of a paediatric development which is covered by an agreed. PIP Decision. Actives substances(s): eritoran. Invented name: N/A.














[image: alt]





Volasertib - Notification of discontinuation of a paediatric development ... 

Name and signature of the PIP contact point: Signature available on file. Date: 30 Jan 2018. Contact for inquiries from interested parties: Boehringer Ingelheim International GmbH. Telephone: +49 6132 77-8271. Email: paediatrics@boehringer-ingelheim.














[image: alt]





Eritoran - Notification of discontinuation of a paediatric development ... 

Notification of discontinuation of a paediatric development which is covered by an agreed. PIP Decision. Actives substances(s): eritoran. Invented ... Email: N/A.














[image: alt]





Notification of discontinuation of a paediatric dev - European ... 

oseltamivir arm compared with oseltamivlr alone. The nature and pattern of SAEs was consistent with what might expected in this population, and did not suggest a clear drug-related cause. Name and signature of the PIP contact point: Date: 16/02/18. C














[image: alt]





Human normal immunoglobulin - Notification of discontinuation of a ... 

Invented name: Not Applicable. Latest Decision number(s):. 1) P/120/2010 2) ... Contact for inquiries from interested parties: Louise Pedreschi. Telephone:.














[image: alt]





Human normal immunoglobulin - Notification of discontinuation of a ... 

Notification of discontinuation of a paediatric development which is covered by an agreed ... for the following reason(s): (tick all that apply). (possible) lack of ...














[image: alt]





Paediatric strategy forum for medicinal product development of 

Apr 17, 2018 - Paediatric Strategy Forum for Medicinal Product Development of Checkpoint inhibitors for use in combination therapy in paediatric patients. EMA/242738/2018. Page 3/4. List of speakers and moderators. To be announced ...














[image: alt]





1.SCSI stands for: 2.Which of the following is a logical extension of ... 

The GSM network is divided into the following three major systems: Ans:SS .... congestion: ... AJAX is based on internet standards,and uses a combination of:.














[image: alt]





UNIT V Macros A macro is a fragment of code which ... 

UNIT V. Macros. A macro is a fragment of code which has been given a name. Whenever the name is used, it is replaced by the contents of the macro. Example. #define max(x,y) (a>b)?:a:b;. File Handling in C. We frequently use files for storing informat














[image: alt]





Early dialogue for paediatric development plans - European ... 

Apr 25, 2017 - To discuss potential paediatric needs and scope of development for ... Not intended for evaluation of data to support a PIP application.














[image: alt]





HYDERABAD NOTIFICATION It is hereby informed that the list of ... 

Jun 17, 2013 - It is hereby informed that the list of candidates provisionally selected for appointment to the post of Forest Range Officers (Notification No.














[image: alt]





1.Which command is used to remove a file? 2.Which ... 

WISHYOUONLINE.BLOGSPOT.COM. A.Text Editor. B.Assembler. C.Linker. D.Loader*. Ans:D. 6.When was Apple Macintosh II micro computer introduced in the.














[image: alt]





List of centrally authorised products requiring a notification of a ... 

Oct 16, 2017 - All presentations 15/09/2017 ... dasabuvir based on the company's core data sheet. ... data from the HZC113782 (SUMMIT) study (designed.














[image: alt]





2.In which district is 'Ponmudi Dam'situated? 

MORE FILES DOWNLOAD VISIT â€‹WWW.WISHYOUONLINE. ... 3.Which Road is the first Rubberised Road in Kerala? A.Kottayam-Kumali*. B.Kottayam-Erumelly.














[image: alt]





1.Yakshagana is an art form of which state? 2.Where is KTM held? 3 ... 

THANKS FOR YOUR SUPPORT.MORE FILES DOWNLOAD VISIT â€‹WWW.WISHYOUONLINE ... 14.Where is the JFK Airport? A.New York*. B.Chicago. C.Florida.














[image: alt]





1.The buffer overflow attack is caused by 2.Which of the following is ... 

D.Vulnerability in software*. Ans:D ..... 67.----is the most widely used strategy for statistical quality .... Which movie won the best picture award for the 2016. Oscar ...














[image: alt]





Notification-Office-of-the-Development-Commissioner-Raipur-Driver ... 

Notification-Office-of-the-Development-Commissioner-Raipur-Driver-Posts-1.pdf. Notification-Office-of-the-Development-Commissioner-Raipur-Driver-Posts-1.














[image: alt]





"Knowledge is that which ..." "Knowledge is that ... - 

what the Messenger [. Ù‰Ù„Øµ. Ù…Ù„Ø³ Ùˆ Ù‡ÙŠÙ„Ø¹ Ø§Ù„Ù„Ù‡. , may Allah exalt his mention and render him and his message safe from every derogatory thing ] came with".














[image: alt]





Notification-Office-of-the-Development-Commissioner-Naya-Raipur ... 

Page 1. Whoops! There was a problem loading more pages. Retrying... Notification-Office-of-the-Development-Commissioner-Naya-Raipur-Specialist-Posts.pdf.














[image: alt]





HYDERABAD NOTIFICATION In continuation of Press Notification of ... 

Aug 3, 2013 - ANDHRA PRADESH PUBLIC SERVICE COMMISSION :: HYDERABAD. NOTIFICATION. In continuation of Press Notification of the ...


























×
Report Notification of discontinuation of a paediatric development which is ...





Your name




Email




Reason
-Select Reason-
Pornographic
Defamatory
Illegal/Unlawful
Spam
Other Terms Of Service Violation
File a copyright complaint





Description















Close
Save changes















×
Sign In






Email




Password







 Remember Password 
Forgot Password?




Sign In



















Information

	About Us
	Privacy Policy
	Terms and Service
	Copyright
	Contact Us





Follow us

	

 Facebook


	

 Twitter


	

 Google Plus







Newsletter























Copyright © 2024 P.PDFKUL.COM. All rights reserved.
















