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New Drug Approval
TYPE OF CLINICAL UPDATE

First Time GenericApproval
FDA APPROVAL DATE

January 15, 2021
LAUNCH DATE

FDB addition date:January 22, 2021
REVIEW DESIGNATION

Standard
TYPE OF REVIEW

New Drug Application (ANDA): 210473
DISPENSING RESTRICTIONS

N/A

INDICATION FOR USE

Epoprostenolsodium s a prostanoid vasodilator indicated for the treatment of pulmonary arterial hypertension
(PAH) (WHO Group 1) to improve exercise capacity. Studies establishing effectivenessincluded predominantly
(97%) patients with NYHA Functional Class IlI-IV symptoms and etiologies of idiopathic or heritable PAH (49%) or
PAH associated with connective tissue diseases (51%).

MECHANISMS OF ACTION

Epoprostenolhas 2 major pharmacological actions: (1) direct vasodilation of pulmonary and systemicarterial
vascular beds, and (2) inhibition of platelet aggregation.

DOSE FORM AND STRENGTH

Forinjection: 0.5 mg or 1.5 mg of epoprostenol powderin a single-dose vial

DOSE & ADMINISTRATION
Dosage

e Initiate intravenous infusion through a centralvenous catheterat 2 ng/kg/min.
e Changedosein 1to 2 ng/kg/minincrements at intervals of at least 15 minutes based on clinical response.
e Avoidsuddenlarge dose reductions.

This document is designed to be an informational resource to facilitate discussion and should be used neither as a basis for clinical decision-making or treatment
nor as a substitute for reading original literature. RxAdvance makes every effort to ensure thatthe information provided is up-to-date, accurate, and complete, but
no guarantee is made to that effect. If this information is provided to clients or vendors, it is subject to any contractual confidentiality provisions. Third-party
disclosures arein violation of confidentiality provisions.
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Administration

Epoprostenolforinjection is administered by continuous intravenous infusion via a central venous catheter using

an ambulatory infusion pump. Do not mix with any other parenteral medications or solutions prior to or during
administration.
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