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Information for Healthcare Professionals, Non-Healthcare Professionals and End users

RE: Prenoxad 1mg/ml Solution for Injection in a pre-filled syringe; PL 12064/0125 — MAH letter
on difference in flange shape

Dear Healthcare Professional, Non-Healthcare Professionals and End user.
Summary:

The Marketing Authorisation Holder, in agreement with the MHRA, would like to inform you
of the following:

e Due to increase demand of this critical care product during this COVID-19 crisis, we
increased the production to meet the demand.

e |n order to meet this increased demand we have manufactured a batch 0125555 where
the appearance of the pre-filled syringe may be different to other batches that you have
received previously.

e The difference is in the shape of the flange of the pre-filled syringe. When viewing it is
seen that the flange is not circular and that 2 sides are partly flattened. Diagrams of both
flanges are provided below.
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e The way the product is intended to be used remain unchanged.
e There are no additional safety concerns due to this change.

Prenoxad Injection is intended for emergency use in the home or other non-medical setting by
appropriate individuals or in a health facility setting for the complete or partial reversal of
respiratory depression induced by natural and synthetic opioids, including methadone,
diamorphine (diacetylmorphine (INN)) and certain other opioids such as dextropropoxyphene
and certain mixed agonist/antagonist analgesics: nalbuphine and pentazocine.

For this reason Prenoxad Injection should be carried by persons at risk of such events.

It may also be used for the diagnosis of suspected acute opioid overdose.!

The Prenoxad PFS SmPC/PIL can be accessed via the following links:
SmPC:https://www.medicines.org.uk/emc/product/3054/smpc
PIL: https://www.medicines.org.uk/emc/product/3054/pil

Call for reporting:

Report suspected adverse reactions to the MHRA via the Yellow Card Scheme. It is easiest and
quickest to report online via the Yellow Cards website https://yellowcard.mhra.gov.uk/ or
search for MHRA Yellow Card in the Google Play or Apple App Store.

Pharmacovigilance department in Aurum Pharmaceuticals Ltd (an entity of Ethypharm):

Email: drugsafety.uk@ethypharm.com

Please contact Ethypharm Medical Information at medinfo@ethypharm.com should you require
anything further.

Yours sincerely
ETHYPHARM UK LTD
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