Chief Medical Officer Directorate Ivl ‘ Scottish Government

Pharmacy and Medicines Division Riaghaltas na h-Alba
. | gov.scot

T: 0131-244-2528
E: irene.fazakerley@gov.scot

IMMEDIATE MESSAGE TO:

1. Directors of Pharmacy
2. Medical Directors NHS Boards

3 February 2021

Dear Healthcare Professional,

DRUG ALERT CLASS 3 NO 1 2021 MEDICINES RECALL ACTION WITHIN 5 DAYS -
INTRAPHARM LABORATORIES LTD KOLANTICON GEL 500ML

Please see drug alert for onward transmission as below
Could all Directors of Pharmacy please forward this alert to:-

e Community Pharmacists
e Hospital Pharmacists
e 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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Medicines & Healthcare products )
Regulatory Agency .3

MEDICINES RECALL

CLASS 3 MEDICINES RECALL

Action Within 5 Days
Pharmacy/Wholesaler Level Recall

Date: 03 February 2021 EL (21)A/01 Our Ref: MDR 349-01/21

Dear Healthcare Professional,

Intrapharm Laboratories Ltd

Kolanticon Gel 500ml PL 17509/0084
Batch Number Expiry Date Pack Size First Distributed
AC0620 31/12/2021 1 x 500ml 23/11/2020

Active Pharmaceutical Ingredients: dicycloverine hydrochloride, aluminium hydroxide, light magnesium
oxide, simethicone

Brief description of the problem

Intrapharm Laboratories Ltd has received a number of complaints that the product consistency is lumpy.
The investigation has confirmed through review of the retained samples that the consistency of the
complaint samples are similar and the retained samples for this batch show the same homogeneity issue.

Advice for healthcare professionals

Stop supplying the above batch immediately. Quarantine all remaining stock and return it to your supplier
using your supplier’s approved process.

Further Information
For more information or medical information queries, please contact: medinfo@intrapharmlabs.com or
telephone +44 (0)330 1359 437.

Recipients of this Drug Alert 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
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