
 
Cyclosol LA, 200 mg/ml solution for injection 

NL/V/0281/001/MR 
Post Authorisation Assessments 

 
Procedure number Variation Date of approval 
NL/V/0281/001/A/009/G QRD template update 9.0;  

Update text regarding Signal 
recommendation;  
Update text regarding Referral 
N-methyl pyrrolidone 

30 November 2023 

NL/V/0281/001/IA/008 Submission of a new Ph. Eur. 
certificate of suitability for an 
active substance. 

12 March 2020 

NL/V/xxxx/IA/033/G 
(NL/V/0281/001/IA/007/G) 

Change in name and address of 
QPPV. 

11 January 2019 

UK 179 => NL 281 Change in RMS from UK to NL .  30 August 2018 
UK/V/0177/001/IA/006 Submission of an updated Ph. 

Eur. certificate of suitability for 
an active substance from an 
already approved manufacturer. 

12 July 2018 

UK/V/0177/001/IA/005/G Submission of a new Ph. Eur. 
certificate of suitability for an 
active substance. 
Deletion of a Ph. Eur. certificate 
of suitability for an active 
substance. 

3 March 2017 

UK/V/0177/001/IA/004 Changes in the composition 
(excipients) of the finished 
product 

17 September 2015 

UK/V/xxxx/IA/040/G 
(UK/V/0177/001/IA/003/G) 

Change in name and address of 
QPPV. 

26 April 2013 

UK/V/0177/001/IA/002 New/updated Ph. Eur. Certificate 
of Suitability for an active 
substance. 

03 April 2009 

UK/V/0177/001/R/001 Renewal. 23 September 2008 
 New/updated Ph. Eur. Certificate 

of Suitability for an active 
substance. 

21 April 2006 

UK/V/0177/001/MR Mutual Recognition procedure. 2 July 2003 
 
 


