FDA Approved Epinephrine Auto-Injectors*®

*On June 15, 2017, FDA approved Adamis Pharmaceuticals’ Symjepi (epinephrine) 0.3MG/0.3ML injection, NDA 207534

Proprietary Application Marketing
Name Applicant Strength number Approval Date  Status
EPIPEN JR MYLAN SPECIALTY LP EQ 0.15MG/DELIVERY N019430 Dec 22, 1987 RX

EPIPEN MYLAN SPECIALTY LP EQ 0.3MG/DELIVERY N019430 Dec 22, 1987 RX

EPIPEN EZPEN MYLAN SPECIALTY LP EQ 0.15MG/DELIVERY N019430 Dec 22, 1987 DISCN

JR

EPIPEN EZPEN MYLAN SPECIALTY LP EQ 0.3MG/DELIVERY N019430 Dec 22, 1987 DISCN
TWINJECT 0.3 AMEDRA EQ 0.3MG/DELIVERY N020800 May 30, 2003 DISCN

PHARMACEUTICALS LLC

TWINJECT 0.15 AMEDRA EQ 0.15MG/DELIVERY N020800 May 28, 2004 DISCN
PHARMACEUTICALS LLC

(ADRENACLICK) AMEDRA EQ 0.15MG/DELIVERY N020800 Nov 25, 2009 RX
(also has an PHARMACEUTICALS LLC

_authorized generic)
(ADRENACLICK) AMEDRA EQ 0.3MG/DELIVERY N020800 Nov 25, 2009 RX
(also has an PHARMACEUTICALS LLC

_authorized generic)
AUVI-Q KALEO INC EQ 0.15MG/DELIVERY N201739 Aug 10, 2012 RX
AUVI-Q KALEO INC EQ 0.3MG/DELIVERY N201739 Aug 10, 2012 RX

Source: FDA Orange Book



