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From the Chief Medical Officer for Wales

Distribution: As Appendix 1

From: Andrew Evans, Directorate of Health Policy
Date: 22 February 2018

Reference: CEM/CPhA/2018/3 & 4

Category: Class 2: Action within 48 hours

Title: Drug Alerts Class 2, Glaxo Wellcome Uk Ltd,

Ventolin Accuhaler 200mcg And Seretide
Accuhaler 50 Microgram / 250 Microgram

What is this about:

Full details are set out below.

Why has it been sent: For your information and to pass on to
Colleagues

Issue:

Glaxo Wellcome UK Ltd is recalling two batches of Ventolin Accuhaler and
one batch of Seretide 50 microgram / 250 microgram because a
manufacturing issue has been identified which has resulted in a small number
of units not delivering the full number of doses.Full details of the drug alerts
are included in the attached PDF files. Please forward to listed recipients. This
information is also published on the MHRA website https://www.gov.uk/drug-
device-alerts




Appendix 1

To: NHS Wales Shared Services Partnership to forward to:

To:
To:
To:

To:

To:

CC:

All General practitioners - please ensure this message is seen by all
practice nurses and non-principals working in your practice and
retain a copy in your ‘locum information pack'.

All Community Pharmacists

Deputising services

HB Chief Pharmacists

HB Prescribing Advisers

Independent/Private clinics and Hospitals and Hospices throughout
Wales

Chief Executives of Health Boards
Medical Directors of Health Boards
Nurse Directors Health Boards

Directors of Public Health

Hospital Principals and Chief Pharmacists to action as per alert

Public Health Wales

Consultants in Pharmaceutical Public Health

Chief Executives, NHS Trusts

Principal Pharmacist Welsh Quality Control

Principal Pharmacist Continuing Care Services

Principal Pharmacist Welsh Medicines Information Centre
CSSIw

NHS Direct
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DRUG ALERT

CLASS 2 MEDICINES RECALL

Action Within 48 Hours
Patient, Pharmacy and Wholesaler Level Recall

Date: 21 Feb 2018 EL (18) A/03 Our Ref: MDR 59-02/18
Dear Healthcare Professional,
Glaxo Wellcome UK Ltd
Ventolin Accuhaler 200mcg PL 10949/0252
(Salbutamol Sulfate)
Lot Number Expiry Date Pack Size ] First Distributed
786G 05-2019 1 x 60 doses 02-Oct-2017
754P 05-2019 1 x 60 doses 31-Aug-2017

Brief description of the problem

Glaxo Welicome UK Limited is recalling the above Lots of Ventolin Accuhaler 200mcg because a
manufacturing issue with these Lots has been identified which has resulted in a small number of units
not delivering the full number of doses.

Advice for healthcare professionals

Please take the following actions:

Quarantine any remaining stock of these Lots and return to the original supplier for credit
Identify patients or carers who have received Ventolin Accuhaler since 31 August 2017

Contact these patients or carers to notify them of this issue and ask them to check whether their

Ventolin Accuhalers have Lot numbers 786G or 754P printed on the device and packaging
e The location of Lot number and Expiry is as shown in the images below
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* If the patient or carer has any Ventolin Accuhalers 200mcg from these Lots, they should be
asked to return them to their pharmacy or their dispensing practice for replacement with a
different Lot number. Please provide replacement packs to patients at point of return, to
ensure that affected patients are not left without a supply of their medicine.

Wholesalers
* Quarantine any remaining stock of these Lots and return to the original supplier for credit.

Patients

¢ If you have received any Ventolin Accuhalers 200mcg since 31 August 2017, check whether
either of the Lot numbers 786G or 754P are printed on the device or any of the packaging.

e The lot number appears on the bottom of the Ventolin Accuhaler cardboard package (four
characters after the word ‘Lot) or in the centre of the device (similarly four characters after the
word ‘Lot’)

» If you have any Ventolin Accuhalers from these Lots, take them to your pharmacy or your
dispensing practice and speak to a pharmacist who will provide a replacement.

Medical Information enquiries:
For medical information enquiries, please contact customercontactuk@gsk.com, via our Live Chat
facility on hitps://hcp.gsk.co.uk/contact-us/live-chat.htm! or on 0800 221 441 (option 4).

Stock enquiries: For stock enquiries, please refer to www.hcp.ask.co.uk/supply.htm! or contact
0800 221441 (option 1).

Recipients of this Drug Alert should bring it to the attention of relevant contacts by copy of this letter.
NHS Regional teams are asked to forward this to relevant clinics, General Practitioners and Community

Pharmacists.

Yours faithfully

Alison Bunce

Pharmaceutical Assessor

Defective Medicines Report Centre

151 Buckingham Palace Road, London, SW1W 9SZ
Telephone +44 (0)20 3080 6574
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DRUG ALERT
CLASS 2 MEDICINES RECALL
Action Within 48 Hours
Pharmacy Level Recall
Date: 21 February 2018 EL (18) A/04 Our Ref: MDR 61-02/18
Dear Healthcare Professional,
Glaxo Wellcome UK Ltd
Seretide Accuhaler 50 microgram/250 microgram/dose PL 10949/0315
inhalation powder, pre-dispensed
(Salmeterol/Fluticasone Propionate)
Lot Number Expiry Date Pack Size First Distributed
S5K8W 04-2019 1 x 60 doses 29-Aug-2017

Brief description of the problem

Glaxo Wellcome UK Limited is recalling the above Lot of Seretide Accuhaler 50/250mcg because a
manufacturing issue with this Lot has been identified which has resulted in a small number of units not
delivering the full number of doses.

Please note, this is not a patient level recall.
Advice for healthcare professionals
Please take the following actions:

e Quarantine any remaining stock of this Lot and return to the original supplier for credit.
» The location of Lot number and expiry is as shown in the images below.

2retide” 25¢

5kau
Os 2019

L)
ST
1000018755

Wholesalers
* Quarantine any remaining stock of this Lot and return to the original supplier for credit
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Medical Information enquiries: For medical information enquiries, please contact GSK via
customercontactuk@gsk.com, Live Chat facility on https://hcp gsk.co.uk/contact-us/live-chat.html or by
calling 0800 221 441 (option 4).

Stock enquiries: For stock enquiries please refer to www.hcp.gsk.co.uk/supply.htm! or contact
0800 221 441 (option 1).

Recipients of this Drug Alert should bring it to the attention of relevant contacts by copy of this letter.
NHS regional teams are asked to forward this to relevant clinics, General Practitioners and Community

Pharmacists.
Yours faithfully
Alison Bunce

Pharmaceutical Assessor
Defective Medicines Report Centre
151 Buckingham Palace Road
London

SW1W 9sZ

Telephone +44 (0)20 3080 657
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