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Dear Healthcare Professional, 

 

Pfizer Healthcare Ireland would like to inform you of the following: 

 

Following recommendations by the Pharmacovigilance Risk Assessment Committee (PRAC) of the 

European Medicine Agency, revisions have been made to product information for Solu-Medrone 

40mg.  

 

The PRAC considers that, in patients allergic to cow’s milk, a risk of serious allergic reactions, including 

anaphylactic reactions, is associated with IV/IM treatment of acute allergic conditions with 

methylprednisolone-containing products formulated with lactose of bovine origin.  

 

Solu-Medrone 40 mg is formulated with lactose of bovine origin and so the Summary of Product 

Information; the Patient Information Leaflet and product labelling have been revised to include the 

additional warnings recommended by PRAC. These revisions are summarised below. 

 

SmPC 

The SmPC sections affected are: 

 

4.3 Contraindications 

The following paragraph has been revised and now reads: 

 

 in patients with known hypersensitivity to methylprednisolone or any of the excipients listed in 

section 6.1. The 40 mg vial of Solu-Medrone includes lactose monohydrate produced from cow’s 

milk. This presentation is therefore contraindicated in patients with a known or suspected allergy  

to cow’s milk or its components or other dairy products because they may contain trace amounts 

of milk ingredients (see section 4.4). 

 

4.4 Special warnings and precautions for use 

The following paragraph has been added to this section: 

 

Cow’s milk allergy Solu-Medrone 40mg 

Solu-Medrone 40mg contains lactose monohydrate produced from bovine origin as an excipient and 

may therefore contain trace amounts of cow’s milk proteins (the allergens of cow’s milk). Serious 

allergic reactions, including bronchospasm and anaphylaxis, were reported in patients allergic to cow’s 



 

milk proteins who were treated for acute allergic conditions. Patients with known or suspected allergy 

to cow’s milk must not be administered Solu-Medrone 40mg (see section 4.3). 

Allergic reactions to cow’s milk proteins should be considered in patients receiving Solu-Medrone 

40mg for the treatment of acute allergic conditions in whom symptoms worsen or who are presenting 

new allergic symptoms (see section 4.3). Administration of Solu-Medrone 40mg should be stopped, 

and the patient’s condition should be treated accordingly. 

Patient Information Leaflet 

The patient information leaflet has been revised and the section of the patient information leaflet 

affected is: 

 

2. What you need to know before you are given Solu-Medrone 

 

The following paragraph has been revised, and now reads: 

 

Do not use Solu-Medrone if: 

 You think you have ever suffered an allergic reaction, or any other type of reaction after being 

given Solu-Medrone, or any other medicine containing a corticosteroid or any of the other 

ingredients of this medicine (listed in section 6). An allergic reaction may cause a skin rash or 

reddening, swollen face or lips or shortness of breath. The 40 mg vial of Solu-Medrone includes 

lactose monohydrate produced from cow’s milk. If you have any known or suspected allergy to 

cow’s milk or its components or other dairy products, tell your doctor before taking this medicine 

as it may contain trace amounts of milk ingredients. 

 

The following paragraph has been added: 

 

Solu-Medrone 40mg contains cow’s milk proteins 

If you are allergic or suspected to be allergic to cow’s milk, you must not be given this medicine as it 

may contain trace amounts of cow’s milk proteins. Serious allergic reactions have occurred in patients 

allergic to cow’s milk. 

 

Carton and vial label 

The following text has been added to both the carton and the vial label: 

 

Must not be administered to patients with known or suspected allergy to cow’s milk. 

 

 

HCPs should refer to 

the SmPC and PIL for full prescribing information, which are available at: 

www.hpra.ie and  

www.medicines.ie 

 

 

Please disseminate to internal stakeholders as appropriate and ensure that all relevant staff are made 

aware of the content of this letter. 

 

The communication of this information has been agreed with the Health Products Regulatory 

Authority (HPRA).  

 

http://www.hpra.ie/
http://www.medicines.ie/


 

Reporting of suspected adverse reactions 

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It 

allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare 

professionals are asked to report any suspected adverse reactions to HPRA Pharmacovigilance, 

Earlsfort Terrace, IRL - Dublin 2; Tel: +353 1 6764971; Fax: +353 1 6762517. Website: www.hpra.ie; E-

mail: medsafety@hpra.ie. 

 

Adverse events should also be reported to Pfizer Healthcare Ireland, 9 Riverwalk, National Digital Park, 

Citywest Business Campus, Dublin 24, Ireland.  Telephone 1800 633 363 

 

 

If you have any questions, please contact Pfizer Healthcare Ireland, 9 Riverwalk, National Digital Park, 

Citywest Business Campus, Dublin 24, Ireland.  Telephone 1800 633 363 

 

 

Yours sincerely, 

 

 

Emma Lynch 

Medical Lead, Pfizer Essential Health, Pfizer Healthcare Ireland 

 

 


