Medicine Temporary Marketing Cessation Communication
17 December 2025

INSULINA LISPRO SANOFI 100 U/ml solution for injection in prefilled
pen - cartridge in prefilled pen (solostar) - 3 ml (3.5 mg/ml) -5
prefilled pens - MA n. 045481052

INSULINA LISPRO SANOFI 100 U/ml solution for injection in cartrige-
- cartrige (glass) - 3 ml (3.5 mg/ml) - 5 cartriges - MA n. 045481013

Dear Healthcare Professional,

Sanofi S.r.l., legal representative of Sanofi Winthrop Industrie, is notifying healthcare
professionals about the temporary marketing cessation of:

e INSULINA LISPRO SANOFI 100 units/ml solution for injection in pre-filled pen,
and
e INSULINA LISPRO SANOFI 100 units/ml solution for injection in cartridges.

Insulina Lispro Sanofi (100 units/ml) solution for injection in vial is at the moment not
impacted.

Overview of situation:

¢ The temporary marketing cessation date is currently scheduled for:
o 28/02/2026 for the pre-filled pen presentation,
o 30/09/2026 for the cartridge presentation.

e It is not currently possible to define a date for the resumption of
marketing.

¢ The temporary marketing cessation is not due to any safety, efficacy or
quality concerns and it stems from an unprecedented surge in demand for
Sanofi insulin products.

Mitigation measures

In order to manage the lack of the product from the market, Sanofi is engaging with
the European Medicines Agency and the Italian Medicines Agency on mitigation
measures.



Regulatory authorities, physicians and healthcare providers are being informed to help
ensure patients transition safely to alternative options for continuity of care.

Patients need to be switched to an alternative treatment in time to avoid the risk of
missing doses, which may lead to serious clinical consequences.

Healthcare professionals (HCPs) should consider the following mitigation
measures:

e During the temporary marketing cessation, no new patients should be started on
the affected presentations of Insulina lispro Sanofi.

e Patients who are currently receiving treatment with the affected presentations of
Insulina Lispro Sanofi should be switched to alternative insulin lispro-containing
products or to products containing other rapid-acting insulin analogues (e.g.,
insulin aspart or insulin glulisine).

e Insulina lispro Sanofi is a ‘biosimilar medicine’; the following insulin lispro
containing medicines are available in Italy and can be considered interchangeable
with Insulina lispro Sanofi: Humalog 100 U/ml solution for injection.

e If you switch patients to another rapid-acting insulin, take the following into
consideration:

o Alternative rapid-acting insulins provide comparable glycemic control but
may require individualised dose adjustments due to differences in insulin
pharmacokinetics, specifically onset, peak, and duration of action.

o Provide clear instructions on the use of any new insulin delivery system.
This includes a potential need for change in dose and additional glucose
monitoring.

o Close glucose monitoring is recommended during the switch to alternative
fast-acting insulin analogues and in the first week or at the discretion of the
healthcare provider thereafter, especially in pregnant women and children
who may need closer monitoring than the general population. The risk of
hypoglycaemia may be higher in these populations.

o Follow dosing recommendations in the relevant summary of product
characteristics while switching patients to alternative fast-acting insulin
analogs.

Background on temporary marketing cessation of the medicinal product

There has been an unprecedented increase in demand on all Sanofi Insulins. Sanofi
will be unable to immediately adapt and increase its supply for Insulina lispro sanofi
100 units/ml solution for injection in cartridge and Insulina lispro sanofi 100 units/ml
solution for injection in pre-filled pen.

Insulina lispro sanofi is indicated for the treatment of adults and children with diabetes
mellitus who require insulin for the maintenance of normal glucose homeostasis.
Insulina lispro sanofi is also indicated for the initial stabilisation of diabetes mellitus. It
contains the active substance insulin lispro. Insulina lispro sanofi is a ‘biosimilar
medicine’ which means that it is highly similar to a biological medicine (also known as



the ‘reference medicine’) that is already authorised in the European Union (EU). The
reference medicine for Insulina lispro sanofi is Humalog 100 U/ml solution.

Insulina lispro sanofi is a fast-acting insulin analog; it is usually given shortly before a
meal and, when necessary, soon after a meal. The dose of Insulina lispro sanofi is
worked out for each patient and depends on the patient’'s blood glucose level.
Healthcare professionals should instruct the patient on how to use the medicine
properly.

For up-to-date information on the availability of Insulina lispro sanofi consult the
National Competent Authority, at the following link:
https://www.aifa.gov.it/web/guest/farmaci-carenti.

Reporting of side effects

Adverse events including medication errors related to Insulina lispro sanofi should be
reported to the [Italian Medicines Agency via the following link
https://www.aifa.gov.it/web/guest/content/segnalazioni-reazioni-avverse and
farmacovigilanza.italia@sanofi.com.

AIFA takes this opportunity to remind all Healthcare Professionals of the importance of
reporting suspected adverse drug reactions, as an essential tool to confirm a favorable
benefit-risk ratio under real-world conditions of use.

Reports of Suspected Adverse Drug Reactions must be sent to the Pharmacovigilance
Responsible Person of the Healthcare Professional's own organization

This  Information Notice is also published on the AIFA  website
(https://www.aifa.gov.it/web/guest), whose regular consultation is recommended for
the best professional information and service to citizens.

Company contact point
Further information can be obtained by contacting:
Sanofi Medical Information

Tel. 800536389 - email: informazioni.medicoscientifiche@sanofi.com.

Yours sincerely,
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