
DificlirTM 

Abbreviated Prescribing Information 

Presentation: DIFICLIR tablets contain 200 mg fidaxomicin.   

Indications/Uses: The treatment of Clostridoides difficile infections (CDI). 

Consideration should be given to official guidelines on the appropriate use of antibacterial 

agents.  

Dosage/Administration: 

Adults 

The recommended dose for adults ≥18 years of age is one 200 mg DIFICLIR tablet orally 

twice daily for 10 days with or without food. 

No dose adjustment in adults is necessary based on age, gender, race or weight. No dose 

adjustment in adults is recommended based on renal function or hepatic impairment. 

Pediatrics 

The recommended dose for pediatric patients weighing at least 12.5 kg (and able to 

swallow tablets) is one 200 mg DIFICLIR tablet administered orally twice daily for 10 

days with or without food. 

Contraindications: Hypersensitivity to the active substance or to any of the excipients. 

Warnings and Precautions: History of allergy to macrolides. DIFICLIR should not be 

used in these patients. 

Interactions: P-gp inhibitors: In vitro, fidaxomicin and its main metabolite, OP-1118, 

are substrates and inhibitors of the efflux transporter, P-glycoprotein (P-gp), which is 

expressed in the gastrointestinal tract. Co-administration of single doses of the P-gp 

inhibitor cyclosporine A and DIFICLIR in healthy adult volunteers resulted in a 4- and 2-

fold increase in fidaxomicin Cmax and AUC, respectively, and a 9.5- and 4-fold increase 

in Cmax and AUC, respectively, of the main active metabolite OP-1118. P-gp substrates: 

When digoxin, a P-gp substrate, was co-administered with DIFICLIR (200 mg twice daily) 

in healthy adult volunteers, digoxin Cmax increased by 14% and AUC by 12%. This effect 

of fidaxomicin on digoxin exposure is not considered clinically relevant and no dose 

adjustment is necessary. However, a larger effect on P-gp substrates with lower 

bioavailability more sensitive to intestinal P-gp inhibition, such as dabigatran etexilate, 

cannot be excluded. 

Fidaxomicin and OP-1118 are also inhibitors, but not substrates, of intestinal efflux 

transporters BCRP and MRP-2 and uptake transporter OATP2B1. 

Pregnancy and lactation: DIFICLIR should be used during pregnancy only if the 

potential benefit justifies the potential risk to the foetus. It is not known whether 

DIFICLIR and/or its metabolites are excreted in human milk. 

Adverse reactions:  

In Adults: 

Common:  Vomiting, nausea, constipation.  



Uncommon:  Abdominal distension, flatulence, dry mouth, headache, dizziness, 

dysgeusia, anorexia, increased alanine aminotransferase, rash, pruritus.. 

Frequency unknown: Hypersensitivity 

In paediatrics: 

The frequency and type of adverse reactions were comparable to those observed in 

adults. 

Licence holder and supplier: Tillotts Pharma AG, 4310 Rheinfelden, Switzerland. 

This information is based on DIFICLIR EU SmPC (03/2021). Trade name, formulations, 

pack sizes, indications and dosages may vary from country to country. Before 

prescribing, please consult your local Summary of Product Characteristics. The rights to 

DIFICLIR™ are owned in various countries in Europe, Middle East and Africa respectively, 

by Tillotts Pharma, Trademark registrations have been filed. The Trademark covers 

tablets and granules. 
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