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FMD ALERT* 
CLASS 2  

 Action Within 48 Hours  

Pharmacy / Patient Level Recall 

 
Dear Healthcare Professional 
 

B & S Healthcare  
 
Please see Appendix 1 for list of products and batch numbers  
 
Brief details of issue:  
It has recently come to our attention that medicines have been taken out of the regulated medicines’ 
supply chain during distribution and later re-introduced. This means that the correct transport and storage 
conditions cannot be guaranteed during this period and, while unlikely, could impact their effectiveness. 
The products have been parallel imported into the UK by B & S Healthcare from Italy and have been re-
labelled in B & S Healthcare livery. The same batches of products may have been parallel imported 
legitimately into the UK by other importers. Only those packs in B & S Healthcare livery are within the 
scope of this Alert. The products are believed to be legitimate. There is no evidence that they have been 
tampered with and these medicines are stable at room temperature.  

 
Advice for healthcare professionals:  

 Please check your stocks of all the listed products for the relevant batches in B & S Healthcare 
livery. If any relevant packs are identified, please quarantine and return it to your supplier using 
your supplier’s approved process.  

 The MHRA has undertaken a medical assessment to determine whether there is any risk to 
patients. As a precautionary measure, three medicines are being recalled to a patient level 
because in the very unlikely event that these medicines are not fully effective there is a potential 
risk to patient safety. For these three particular medicines, whilst the likelihood of their 
effectiveness being compromised is low (because they are stable legitimate medicines), the 
consequences of a lack of effectiveness could be serious which is why they are being treated 
differently. If patients have any of these affected products, you should advise that they should 
continue taking their medicines and contact their GP practice to arrange a new prescription. Once 
they have a new prescription, patients should return the affected batches to their pharmacist.  


 The three products that are being recalled to patient level are Clexane 8000iu Injection 0.8ml; 

Neupro 4mg/24 hr patches; and Vimpat 100mg tablets. MHRA will use media, social media 
and will contact patient groups and charities, to help draw the attention of patients to the affected 
batches of these products.  

 
 



MPS 2558 
                          MMS 1891 
 

 
 

         

 
 As a precaution, all other affected medicines are being recalled at pharmacy level. Again, you 

should advise patients to continue taking their medicines. If they have any of these affected 
products, they do not need to arrange a new prescription, but if they have any questions, they 
should speak to their GP or healthcare professional. The products being recalled at pharmacy 
level are: Dovobet Gel, Incruse Inhaler, Provisacor (Crestor) 10mg Tablets, Seebri 
Breezhaler, Spiriva Inhalation Powder.  

 
Contacts for further information:  
 
For general enquiries please contact B & S Healthcare customer services:  
Email customerservice@bnshealthcare.com  
For medical information enquiries please contact the B & S Healthcare medical information team:  
Email medinfo@bnshealthcare.com  

 
 
 
 
 
 
 
*Falsified Medicines Directive Alert  
 
Falsified Medicines Directive (FMD) 2011/62/EU introduced new requirements to enhance the security of the 
European supply chain. Where the MHRA has identified risks to the security of the supply chain, FMD Alerts 
will be issued.  
For further information about FMD and safety features, please see this link on GOV.UK. 
(https://www.gov.uk/guidance/implementing-the-falsified-medicines-directive-safety-features) 
 

 
 
 
 
 
 
 

 
  

TO ALL CHEMISTS, DOCTORS ON THE LISTS 
Pharmaceutical Services   Telephone No.  028 9536 3552 
2 Franklin Street    Fax No.  028 9536 3901 
BELFAST   
BT2 8DQ       28th June 2019 
 

Pharmaceutical website: http://www.hscbusiness.hscni.net 
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Appendix 1: Table of Products / batches 

 



 

 


