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Drug description                                                                                                

Category

Indications

Contraindication

Breast feeding/Pregnancy

Warning and Precaution

Drug Interaction:

Dosage and Administrations

Side /Adverse effects:

Storage:

Ledevoni
 Ledipasvir/Sofosbuvir 90 mg/400 mg F.C tablet                                        

contains 90 mg ledipasvir and 400 mg sofosbuvir.

       Hepatitis C Antiviral Agent

Treatment of chronic (long-term) hepatitis C virus genotype 1, 4, 5, or 6 infection in adults of 18 
years and older,with or without ribavirin. 

If Ledevoni  is administered with ribavirin, the contraindications to ribavirin also apply to this 
combination regimen that  including women who are pregnant or who may become pregnant 
and use by male partners of pregnant women.
Ledevoni is contraindicated in patients with hypersensitivity to any components of the product.

FDA Pregnancy: Category B 
No adequate human data are available to establish whether or not ledipasvir / sofosbuvir, 
poses a risk to pregnancy outcomes. If Ledevoni  is administered with ribavirin, the combination 
regimen is contraindicated in pregnant women and in men whose female partners are 
pregnant,therefore use is contraindicated in pregnancy. 
Breast feeding: It is not known whether ledipasvir / sofosbuvir, or their metabolites are present 
in human breast milk, affect human milk production or have effects on the breastfed infant. The 

► Bradycardia with coadministration of amiodarone: Serious symptomatic bradycardia may 
occur in patients taking amiodarone,particularly in patients also recieving beta blockers, or 
those with underlying cardiac comorbidities and/or advanced liver disease.Coadministration of 
amiodarone with ledipasvir / sofosbuvir  is not recommended.
► Risk of reduced therapeutic effect due to use with p-gp inducers 
The concomitant use of ledipasvir / sofosbuvir and P-gp inducers (e.g., rifampin, St. John’s 

lead to a reduced therapeutic effect. Therefore, the use of ledipasvir / sofosbuvir with P-gp 
inducers  is not recommended 
►The use of ledipasvir / sofosbuvir combination  with other products containing sofosbuvir is 
not recommended
►Risks associated with ribavirin combination treatment :If ledipasvir / sofosbuvir is 
administered with ribavirin, the warnings and precautions for ribavirin, in particular the 
pregnancy avoidance warning, apply to this combination regimen.

•Amiodarone: ledipasvir / sofosbuvir may enhance the bradycardic effect of Amiodarone. 
Coadministration is not recommended.
• Acid Reducing Agents: Ledipasvir solubility decreases as pH increases. Drugs that increase 
gastric pH are expected to decrease concentration of ledipasvir. 
Antacids (e.g., aluminum and magnesium hydroxide) It is recommended to separate antacid 
and ledipasvir / sofosbuvir administration by 4 hours. 
H2-receptor antagonists (e.g., famotidine) may be administered simultaneously with or 12 
hours apart from ledipasvir / sofosbuvir 
Proton-pump inhibitorsc (e.g., omeprazole) doses comparable to omeprazole 20 mg or lower 
can be administered simultaneously with ledipasvir / sofosbuvir under fasted conditions.
•Digoxin: Coadministration of ledipasvir / sofosbuvir with digoxin may increase the 
concentration of digoxin. Therapeutic concentration monitoring of digoxin is recommended 
when coadministered with ledipasvir / sofosbuvir
•Anticonvulsants: Coadministration of ledipasvir / sofosbuvir with carbamazepine phenytoin 
,Phenobarbital, oxcarbazepine is expected to decrease the concentration of ledipasvir and 
sofosbuvir, leading to reduced therapeutic effect of ledipasvir / sofosbuvir. Coadministration 
is not recommended. 
•Antimycobacterials: Coadministration of ledipasvir / sofosbuvir with rifabutin rifampinc, 
rifapentine is expected to decrease the concentration of ledipasvir and sofosbuvir, leading to 
reduced therapeutic effect of ledipasvir / sofosbuvir. Coadministration is not recommended. 
•St. John’s wort (Hypericum perforatum): Coadministration of ledipasvir / sofosbuvir with St. 
John’s wort, a P-gp inducer, is not recommended 
• HMG-CoA Reductase Inhibitors: Coadministration of ledipasvir / sofosbuvir with rosuvastatin 

risk of myopathy, including rhabdomyolysis. Coadministration is not recommended.
•HIV Antiretrovirals: Monitor for tenofovir-associated adverse reactions in patients receiving 
concomitantly ledipasvir / sofosbuvir with a regimen containing tenofovir DF without an HIV 
protease inhibitor/ritonavir or cobicistat. 

The recommended dosage of ledipasvir / sofosbuvir is one tablet taken orally once daily with 
or without food.
►No dosage recommendation can be given for patients with severe renal impairment or with 
end stage renal disease.
► No dosage adjustment is required for patients with mild,moderate,or severe hepatic 

cirrhosis.

The most common adverse reactions >10%  
Fatigue, headache 
Insidence ≥5% 
Insomnia, nausea, diarrhea 
Less Common Adverse Reactions≤ 5%
Psychiatric disorders( depression) ,Elevations in bilirubin, lipase and creatine kinase

 
Store below 30° C ;Keep away from light and moisture.
Keep out of reach of children.
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