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IMMEDIATE MESSAGE TO: 
 
1. Directors of Pharmacy 
2. Medical Directors NHS Boards 
 
21 November 2022      
 
 
 
 

 

__           Dear Healthcare Professional, 
 
DRUG ALERT CLASS 4 DRUG ALERT 48 2022 – CLASS 4 MEDICINES RECALL – 
CAUTION IN USE – MORNINGSIDE HEALTHCARE LIMITED – HYOSCINE 
BUTYLBROMIDE 20MG FILM-COATED TABLETS 
 
Please see drug alert for onward transmission as below 
    
 Could all Directors of Pharmacy please forward this alert to:- 
                      
  ●    Community Pharmacists 
  ●    Hospital Pharmacists 
  ●    Primary Care Pharmacists 

 
 
Please could Medical Directors arrange to forward this alert on to:- 

 
●    General Practitioners 
●    Accident & Emergency Departments 
●    Directors of Public Health 
●    Relevant Clinics 
●    Chief Executives of NHS Board 

 
Thank you for your co-operation. 
 
 
Yours sincerely 
 
 
 
 
 
IRENE FAZAKERLEY 
Medicines Policy Team 
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M E D I C I N E S  N O T I F I C A T I O N 
CLASS 4 MEDICINES DEFECT INFORMATION  

 

Caution in Use 
Distribute to Pharmacy / Wholesaler Level  

 

Date: 21 November 2022 EL (22)A/48 Our Ref:  MDR 057-11/22 

___________________________________________________________________________________ 
 

Dear Healthcare Professional, 

 
Morningside Healthcare Limited 
 
 

Hyoscine Butylbromide 20 mg Film-coated Tablets PL 20117/0349 

Batch No Expiry Date Pack Size First Distributed 

22237001 04/2025 100 28/09/2022 

 
Active Pharmaceutical Ingredient: hyoscine butylbromide 
 
 
Brief description of the problem: 
Morningside Healthcare Limited has informed the MHRA of an error with the Patient Information Leaflet 
(PIL) packaged in batch 22237001 of Hyoscine Butylbromide 20 mg Film-coated Tablets. Some packs 
within the batch may contain a PIL for Midodrine Hydrochloride 2.5 mg & 5 mg Tablets. The issue was 
identified due to a market complaint, which noted that a Midodrine Hydrochloride 2.5 mg & 5 mg Tablets 
leaflet had been found in a pack of Hyoscine Butylbromide 20 mg Film-coated Tablets, batch 22237001, 
expiry date 04/2025. 

 
 
Advice for healthcare professionals: 
Healthcare professionals should note that there is no risk to product quality and efficacy, therefore the 
affected batch is not being recalled.  
 
Healthcare professionals are advised to exercise caution when dispensing the above batch and to check 
the PIL. If the pack contains the wrong PIL, it should be removed and destroyed and a copy of the correct 
PIL provided to the patient. This can be downloaded via the following link: 
www.medicines.org.uk/emc/files/pil.13314.pdf. Additionally, any patients who may present with the 
incorrect leaflet should be provided with a correct leaflet. 
 
Morningside Healthcare Limited has also confirmed that all remaining packs of the above batch will not 
be distributed and that all future batches will contain the updated PIL. Upon request, the manufacturer 
will post hard copies of the updated PIL to wholesalers and pharmacies so that any remaining stock in 
the dispensary can be supplemented with the correct PIL information. 
 
 
 
 
 

http://www.medicines.org.uk/emc/files/pil.13314.pdf
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Advice for patients: 
Patients should be aware that some packs of Hyoscine Butylbromide 20 mg Film-coated Tablets may 
contain a PIL for Midodrine Hydrochloride 2.5 mg & 5 mg Tablets.  
 

• If your pack contains the incorrect PIL, please speak to your local pharmacist to obtain the 
correct PIL, but you can also download a copy of the correct PIL via the following link: 
www.medicines.org.uk/emc/files/pil.13314.pdf. 

 
 

• Please see Appendix 1 of this notification for a full copy of the PIL for information.  

• If you have any questions about your medicine or are concerned about side effects, talk to your 
healthcare professional. 

• The medicine itself is not affected and any suspected adverse reactions should be reported via 
the MHRA Yellow Card scheme. 

Hyoscine Butylbromide tablets are used to relieve cramps in the muscles of your: stomach, gut (intestine) 
and/or, bladder and the tubes that lead to the outside of your body (urinary system). It can also be used 
to relieve the symptoms of Irritable Bowel Syndrome (IBS). Morningside Healthcare Limited has 
confirmed that the tablets in the pack of Hyoscine Butylbromide 20 mg Film-coated Tablets remain correct 
and contain hyoscine butylbromide. This issue only impacts the printed PIL included in the pack. 

 
For information, Midodrine tablets contain the active ingredient midodrine hydrochloride which belongs 
to a group of medicines called adrenergic and dopaminergic agents. It works by raising your blood 
pressure and is used to treat certain severe forms of low blood pressure in adults when other treatments 
have not worked. 
 
 
Further Information: 
For further information please contact:  Morningside Healthcare Ltd, Morningside House, Unit C Harcourt 
Way, Meridian Business Park, Leicester, LE19 1WP, Telephone: +44 (0)116 2045950 
 
For medical information enquiries, please contact: medicalenquiry@morningsidehealthcare.com or 
Telephone +44 (0)116 478 0322 and for all stock enquiries, please contact Telephone: +44 
(0)1162045950 
 
Recipients of this Medicines Notification should bring it to the attention of relevant contacts by copy of 
this notice. NHS regional teams are asked to forward this to community pharmacists and dispensing 
general practitioners for information. 

 

 
Yours faithfully 
 
Defective Medicines Report Centre 
10 South Colonnade 
Canary Wharf 
London 
E14 4PU 
Telephone +44 (0)20 3080 6574 
DMRC@mhra.gov.uk  
  

http://www.medicines.org.uk/emc/files/pil.13314.pdf
https://yellowcard.mhra.gov.uk/
mailto:medicalenquiry@morningsidehealthcare.com
mailto:DMRC@mhra.gov.uk
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Appendix 1 - Hyoscine Butylbromide 20 mg Film-coated Tablets, PL 20117/0349 – Patient 
Information Leaflet (PIL) Copy – Page 1 
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Appendix 1 - Hyoscine Butylbromide 20 mg Film-coated Tablets, PL 20117/0349 – Patient 
Information Leaflet (PIL) Copy – Page 2 
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