Finorex

Finerenone INN

Composition
Finorex 10: Each film coated tablet contains Finerenone INN 10 mg.
Finorex 20: Each film coated tablet contains Finerenone INN 20 mg.

Description

Finerenone is a nonsteroidal mineralocorticoid receptor antagonist. The molecular formula is
C21H22N403 and the molecular weight is 378.43 g/mol. Finerenone is a white to yellow crystalline
powder. It is practically insoluble in water; and sparingly soluble in 0.1 M HCI, ethanol, and acetone.

Clinical Pharmacology

Mechanism of Action: Finerenone is a nonsteroidal, selective antagonist of the mineralocorticoid
receptor (MR), which is activated by aldosterone and cortisol and regulates gene transcription.
Finerenone blocks MR mediated sodium reabsorption and MR overactivation in both epithelial (e.g.,
kidney) and nonepithelial (e.g., heart, and blood vessels) tissues. MR overactivation is thought to
contribute to fibrosis and inflammation. Finerenone has a high potency and selectivity for the MR and
has no relevant affinity for androgen, progesterone, estrogen, and glucocorticoid receptors.
Pharmacodynamics: In FIDELIO-DKD, a randomized, double-blind, placebo-controlled, multicenter
study in adult patients with chronic kidney disease associated with type 2 diabetes, the placebo-corrected
relative reduction in urinary albumin-to-creatinine ratio (UACR) in patients randomized to finerenone was
31% at month 4 (95% CI 29-34%) and remained stable for the duration of the trial.

In patients treated with Finerenone, the mean systolic blood pressure decreased by 3 mmHg and the
mean diastolic blood pressure decreased by 1-2 mmHg at month 1, remaining stable thereafter.
Cardiac Electrophysiology: At a dose 4 times the maximum approved recommended dose, finerenone
does not prolong the QT interval to any clinically relevant extent.

Pharmacokinetics: Finerenone exposure increased proportionally over a dose range of 1.25 to 80 mg
(0.06 to 4 times the maximum approved recommended dosage). Steady state of finerenone was
achieved after 2 days of dosing. The estimated steady-state geometric mean Cmax was 160 pg/L and
steady-state geometric mean AUCT was 686 ug/h/L following administration of finerenone 20 mg to
patients.

Absorption: Finerenone is completely absorbed after oral administration but undergoes metabolism
resulting in absolute bioavailability of 44%. Finerenone Cmax was achieved between 0.5 and 1.25 hours
after dosing.

Distribution: The volume of distribution at steady-state (Vss) of finerenone is 52.6 L. Plasma protein
binding of finerenone is 92%, primarily to serum albumin, in vitro.

Elimination: The terminal half-life of finerenone is about 2 to 3 hours, and the systemic blood clearance
is about 25 L/h.

Metabolism: Finerenone is primarily metabolized by CYP3A4 (90%) and to a lesser extent by CYP2C8
(10%) to inactive metabolites.

Specific Populations: There are no clinically significant effects of age (18 to 79 years), sex, race/ethnicity
(White, Asian, Black, and Hispanic), or weight (58 to 121 kg) on the pharmacokinetics of finerenone.
Renal Impairment: There were no clinically relevant differences in finerenone AUC or Cmax values in
patients with eGFR 15 to < 90 mL/min/1.73 m2 compared to eGFR 2 90 mL/min/1.73 m2. For dosing
recommendations based on eGFR and serum potassium levels.

Hepatic Impairment: There was no clinically significant effect on finerenone exposure in cirrhotic patients
with mild hepatic impairment (Child Pugh A).

Finerenone mean AUC was increased by 38% and Cmax was unchanged in cirrhotic patients with
moderate hepatic impairment (Child Pugh B) compared to healthy control subjects.

The effect of severe hepatic impairment (Child Pugh C) on finerenone exposure was not studied.

Indications

It is indicated to reduce the risk of sustained eGFR decline, end stage kidney disease, cardiovascular
death, non-fatal myocardial infarction, and hospitalization for heart failure in adult patients with chronic
kidney disease (CKD) associated with type 2 diabetes (T2D).

Dosage & Administration

The recommended starting dosage is 10 mg or 20 mg orally once daily based on estimated glomerular
filtration rate (€GFR) and serum potassium thresholds. Increase dosage after 4 weeks to the target dose
of 20 mg once daily, based on eGFR and serum potassium thresholds. Tablets may be taken with or
without food.

Contraindications
Concomitant use with strong CYP3A4 inhibitors and patients with adrenal insufficiency.

Warnings and Precautions
Hyperkalemia and patients with decreased kidney function. Higher baseline potassium levels are at
increased risk. Monitor serum potassium levels and adjust dose as needed.

Adverse Reactions
Adverse reactions occurring in 2 1% of patients on finerenone and more frequently than placebo are
hyperkalemia, hypotension, and hyponatremia.

Overdosage

In the event of suspected overdose, immediately interrupt Finerenone treatment. The most likely
manifestation of overdose is hyperkalemia. If hyperkalemia develops, standard treatment should be
initiated. Finerenone is unlikely to be efficiently removed by hemodialysis given its fraction bound to
plasma proteins of about 90%.

Storage
Do not store above 25° C. Protect from light. Keep out of reach of children.

Packaging
Finorex 10: Each box contains 1x10’s tablets in blister pack.
Finorex 20: Each box contains 1x10’s tablets in blister pack.
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