ublic

om the Chief Medical Officer for Wales

Distribution: As Appendix 2

From: Chief Pharmaceutical Officer, Andrew Evans
Date: 31 October 2019

Reference: CEM/CPhA/2019/31

Category: Class 2: Action With 48 Hours

Title: Drug Alert Class 2, Action Within 48 Hours, B.

Braun Medical Limited, Nutriflex Omega Plus,
Nutriflex Omega Special, Supplemented
Nutriflex Omega Plus And Supplemented
Nutriflex Omega Special

For Action by:

Hospital pharmacies

Chief Pharmacists

For Information: See Annex 2 — Distribution List

What is this about: Full details are set out below.

Why has it been sent: For your information, action and to pass on to
colleagues.

Issue:

Recall of certain batches of the above products as a precautionary measure because
ongoing product monitoring has identified that some bags may not comply with the
required specification throughout the product shelf-life.

Full details of the drug alert are included in the attached PDF file. Please forward to listed
recipients. This information is also published on the MHRA
website https://www.gov.uk/drug-device-alerts




To:

To:

To:

To:

To:

To:

Appendix 1

Chief Executives of Health Boards and NHS Trusts
Medical Directors of Health Boards
Nurse Directors Health Boards

Directors of Public Health

Hospital Principals and Chief Pharmacists to action as per alert

NHS Wales Shared Services Partnership to forward to:

Deputising services
HB Prescribing Advisers

Independent/Private clinics and Hospitals and Hospices throughout Wales
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DRUG ALERT

CLASS 2 MEDICINES RECALL

Action Within 48 Hours

Hospital Pharmacy, Home Care Provider and Wholesaler Level Recall

Date: 30 October 2019 EL (19)A/31

Our Ref: MDR 109-10/19

Dear Healthcare Professional,

B. Braun Medical Limited

Nutriflex Omega Plus 1250ml, 1875ml and
2500ml

Nutriflex Omega Special 625ml, 1250ml, 1875ml
and 2500mil

See Appendix 1 for tables showing potentially affected
batches.

Supplemented Product codes ASNSPOMCA,
ASNSPOMSVA, ASNPLOMCA, ASNPLOMSVA
(625ml, 1250ml, 1875ml 2500ml)

See Appendix 2 for a table showing potentially affected
batches

Brief description of the problem

PL 03551/0119

PL 03551/0118

B Braun is initiating a recall of certain batches of the above products as a precautionary measure. This
is because ongoing product monitoring has identified that some bags may not comply with the required

specification throughout the product shelf-life.

Some unlicensed products have been manufactured by adding supplements to potentially affected
Nutriflex Omega Plus and Nutriflex Omega Special bags, therefore certain batches of supplemented

products are also being recalled.

EL (19)A/31
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Advice for healthcare professionals

Please check your inventory for the listed batches of both licensed and unlicensed products and
quarantine and discontinue use of any affected stock immediately. Please return affected stock to your
supplier using your suppliers approved process.

Company contacts for further information

For licensed stock returns please contact Catherine Clulow on 0114 225 9155, email
productcomplaints.bbmuk@bbraun.com

For further information on licensed stock please contact Niki Bench, Product Manager, Clinical Nutrition
on 07808 716064, email niki.bench@bbraun.com

For unlicensed specials stock control and unlicensed specials stock returns enquires please contact
Adam Rose, BBCAPS Quality Manager on 011422598130, email adam.rose@bbraun.com

Recipients of this Drug Alert should bring it to the attention of relevant contacts by copy of this letter.

Yours faithfully

Defective Medicines Report Centre
10 South Colonnade

Canary Wharf

London

E14 4PU

Telephone +44 (0)20 3080 6574

EL (19)A/31 Page 2 of 5
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Appendix 1: Tables of affected batches, licensed products

Nutriflex Omega Plus

Date of Expiry First

Material Number Batch Manuf. Date Distributed
3628191 (1250ml) 181448051 | 05/04/2018 31/03/2020 | 05/11/2018
3636003 (1875ml) 174648051 | 16/11/2017 31/10/2019 | 04/05/2018
3636003 (1875ml) 180618052 | 05/02/2018 31/01/2020 | 21/06/2018
3636003 (1875mi) 182128051 | 22/05/2018 30/04/2020 | 20/09/2018
3636003 (1875ml) 183248051 | 09/08/2018 31/07/2020 | 26/10/2018
3636003 (1875ml) 183838052 | 19/09/2018 | 31/08/2020 | 11/12/2018
3636003 (1875mi) 184358051 | 26/10/2018 30/09/2020 | 21/12/2018
3636003 (1875ml) 190448051 | 24/01/2019 31/12/2020 | 29/07/2019
3636003 (1875mil) 191158051 | 15/03/2019 28/02/2021 | 04/09/2019
3636011 (2500ml) 174648052 | 16/11/2017 | 31/10/2019 | 15/05/2018
3636011 (2500ml) 181348051 | 29/03/2018 | 29/02/2020 | 15/08/2018
3636011 (2500ml) 182138052 | 23/05/2018 30/04/2020 | 10/09/2018
3636011 (2500ml) 190428052 | 22/01/2019 31/12/2020 | 02/07/2019

EL (19)A/31
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Appendix 1: Tables of affected batches, licensed products cont.
Nutriflex Omega Special
Date of Expiry First

Material Number Batch Manuf. Date Distributed
3636038 (625ml) 180638052 | 07/02/2018 | 31/01/2020 | 27/03/2018
3636038 (625ml) 181338051 | 28/03/2018 | 29/02/2020 | 22/06/2018
3636038 (625ml) 182148051 | 24/05/2018 | 30/04/2020 | 05/09/2018
3636038 (625ml) 183528051 | 28/08/2018 31/07/2020 | 29/11/2018
3636038 (625ml) 184748051 | 22/11/2018 31/10/2020 | 21/02/2019
3636038 (625ml) 190638052 | 06/02/2019 | 31/01/2021 | 26/04/2019
3636038 (625ml) 191438051 | 03/04/2019 | 31/03/2021 | 15/07/2019
3636054 (1250ml) 180148051 | 04/01/2018 31/12/2019 | 29/03/2018
3636054 (1250ml) 180638051 | 07/02/2018 31/01/2020 | 04/05/2018
3636054 (1250ml) 182148051 | 24/05/2018 30/04/2020 | 16/11/2018
3636054 (1250ml) 183538051 | 29/08/2018 | 31/07/2020 | 22/01/2019
3636054 (1250ml) 190538051 | 30/01/2019 | 31/12/2020 | 18/07/2019
3636070 (1875ml) 174638051 | 15/11/2017 31/10/2019 | 27/02/2018
3636070 (1875ml) 174938051 | 06/12/2017 30/11/2019 | 29/05/2018
3636070 (1875ml) 175148051 | 21/12/2017 30/11/2019 | 20/03/2018
3636070 (1875ml) 180638052 | 07/02/2018 31/01/2020 | 08/05/2018
3636070 (1875ml) 181528051 | 10/04/2018 31/03/2020 | 24/08/2018
3636070 (1875ml) 182358051 | 08/06/2018 31/05/2020 | 19/09/2018
3636070 (1875ml) 183628051 | 04/09/2018 31/08/2020 | 23/10/2018
3636070 (1875mi) 184648051 | 15/11/2018 31/10/2020 | 10/12/2018
3636070 (1875ml) 190228051 | 08/01/2019 31/12/2020 | 11/02/2019
3636070 (1875mil) 190238051 | 09/01/2019 | 31/12/2020 | 19/03/2019
3636070 (1875ml) 190538051 | 30/01/2019 31/12/2020 | 15/04/2019
3636070 (1875ml) 191038051 | 06/03/2019 28/02/2021 | 29/04/2019
3636070 (1875ml) 191348052 | 28/03/2019 | 28/02/2021 | 28/06/2019
3636097 (2500ml) 180858051 | 23/02/2018 31/01/2020 | 03/07/2018
3636097 (2500ml) 182448051 | 14/06/2018 31/05/2020 | 16/08/2018

EL (19)A/31
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Appendix 2 Table of affected batches, unlicensed supplemented products manufactured from
Nutriflex Omega products.

Material Batch i aﬁ:}::;m Expiry
ASNSPOM18758VA 19401F0451 30/09/2019 30/10/2019
ASNSPOM1875CA 19401F 0452 30/09/2019 30/10/2019
ASNSPOM1875CA 19401F0453 30/09/2019 30/10/2019
ASNSPOM1875CA 19401F0457 30/09/2019 30/10/2019
ASNSPOME6258VA 19401F0458 30/09/2019 30/10/2019
ASNSPOM1875CA 19402F0010 01/10/2019 31/10/2019
ASNSPOM1875CA 19403F 0025 02/10/2019 01/11/2019
ASNSPOM1875CA 19403F0026 02/10/2019 01/11/2019
ASNSPOM1875SVA 19403F 0031 02/10/2019 01/11/2019
ASNSPOM1875SVA 19403F0032 02/10/2019 01/11/2019
ASNPLOM1875CA 19404F0057 03/10/2019 02/11/2019
ASNSPOM1250CA 19405F 0062 04/10/2019 03/11/2019
ASNSPOM1875CA 19405F0070 04/10/2019 03/11/2019
ASNSPOM1875CA 19411F0085 07/10/2019 06/11/2019
ASNSPOM1875CA 19411F0086 07/10/2019 06/11/2019
ASNPLOM1875CA 19411F0087 07/10/2019 06/11/2019
ASNSPOM1875CA 19411F0088 07/10/2019 06/11/2019
ASNSPOM1875SVA 19411F0089 07/10/2019 06/11/2019
ASNPLOM2500SVA 19411F0103 07/10/2019 06/11/2019
ASNSPOM1875CA 19411F0106 07/10/2019 06/11/2019
EL (19)A/31 Page 5 of 5



