IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

NEURELIS, INC.,
Plaintiff,
V. C.A. No. 24-562 (MN)
PADAGIS LLC, PADAGIS US LLC, AND (CONSOLIDATED)
PADAGIS ISRAEL PHARMACEUTICALS LTD.,
etal,
Defendants.

DEFENDANTS’ PROPOSED CLAIM TERMS AND PHRASES FOR CONSTRUCTION

Pursuant to the April 23, 2026 Second Consolidation Order and Modified Case Schedule
(D.I. 132), defendants Padagis LLC, Padagis US LLC, and Padagis Israel Pharmaceuticals Ltd.,
defendants Lupin Inc., Lupin Pharmaceuticals, Inc., and Lupin Limited, and defendants Amneal
Pharmaceuticals LLC and Amneal Pharmaceuticals, Inc. (collectively, “Defendants™) hereby
provide to Neurelis, Inc. (“Plaintiff” or “Neurelis”) the following initial list of claim terms and
phrases in need of construction as found in U.S. Patent Nos. 8,895,546 (“the ’546 Patent”);
11,241,414 (“the 414 Patent”); 11,793,786 (“the *786 patent”), 12,268,664 (“the 664 patent”),
12,324,852 (“the 852 patent”), 12,337,061 (“the 061 patent”), and 12,521,400 (“the 400
patent”), collectively the “Asserted Patents.”
L. Introductory Statement and Reservations

This preliminary list of claim terms and phrases and proposed constructions is based upon
Defendants’ present understanding of Plaintiff’s infringement contentions, which are broad,
vague, conclusory, and inadequate. Defendants reserve all rights to amend or supplement this list

in view of Plaintiff’s terms and proposed constructions, in view of Plaintiff supplementing,
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amending, or otherwise revising its contentions and Interrogatory Responses to comply with the
Federal and Local Rules, in view of positions taken in this case by Plaintiff or its experts, or in
view of subsequent disputes that become apparent at a later stage of the case. Defendants expressly
reserve the right to add, remove, or revise the proposed terms for construction, or revise or
supplement proposed constructions, or supplement Defendants’ future identification of intrinsic
evidence in light of further discovery, analysis, other disclosures, or developments in the case.
Defendants further reserve the right to refine terms or phrases for construction and future cited
intrinsic evidence in an effort to resolve any dispute that might arise as to the proper disposition
of the listed terms or phrases. Defendants reserve the right to proffer non-infringement and
invalidity bases which are alternative to any bases for non-infringement or invalidity based on
proposed claim constructions presented in this document.

With respect to the claim terms or phrases that Defendants contend are indefinite under 35
U.S.C. § 112, Defendants submit that they would be more appropriately addressed at a later stage
in the case when the parties and the Court have the benefit of full fact and expert discovery.
Accordingly, Defendants propose that the parties agree to defer indefiniteness issues so as not to
unnecessarily burden the Court, as well as the parties’ witnesses during the claim construction
phase. Should Plaintiff not agree to such a deferral, Defendants reserve all rights to present any

and all arguments and positions with respect to the indefinite terms or phrases set forth below.

IL. Claim Terms and Phrases to Construe as Present in Applicable Asserted Patents
Claim Term or Phrase Claims Reciting Proposed
Term or Phrase Construction/Indefinite
“vitamin E” ’546 Patent, claim 17 | “any of the natural or

synthetic tocopherols,
tocotrienols, any isomers
thereof, any esters thereof,
any analogs or derivatives

’414 Patent, claim 10




Claim Term or Phrase

Claims Reciting
Term or Phrase

Proposed
Construction/Indefinite

>786 Patent, claims
10, 26-27

’852 Patent, claims 1,
6, 10, 14

’061 Patent, claims 1,

thereof, or any
combinations thereof”

5,21,33,43,53
“treating bouts of intermittent and ’852 Patent, claims 1, | Indefinite.
stereotypic episodes of increased seizure | 6, 10, 14
activity in an epilepsy patient that is '061 Patent. claims 1
distinguishable from other seizures i ’
o : 5,21,33,43,53
suffered by the patient”/ “treating the
bouts of intermittent and stereotypic
episodes of increased seizure activity in
the patient”
“bioavailability of an equivalent dose of | ’852 Patent, claims 1, | Indefinite.
diazepam administered intravenously” 2,6,7,10,11, 14, 15,
18, 19
’061 Patent, claims 1,
5,21,33,43,53
“stable” ’852 Patent, claims 6, | Indefinite.
14
’061 Patent, claims 1,
2,5,6,21,22,33, 34,
43, 44,53, 54
“treatment selected from the group ’852 Patent, claims 1, | Indefinite.
consisting of a reduction in the severity | 6, 10, 14
of the seizure, a reducqon in Fhe *061 Patent, claims 1,
probability that the patient will 5 91.33.43. 53
experience a repeat seizure, an increase T
in the interval between a current seizure
and a next seizure in the patient, a
reduction in the frequency of seizure in
the patient and combinations thereof,”
“safe and effective” ’852 Patent, claims 1, | Indefinite.

6, 10, 14




Claim Term or Phrase

Claims Reciting
Term or Phrase

Proposed
Construction/Indefinite

’061 Patent, claims 1,
5,21, 33,43,53

“sufficient quantity of ethanol”

’852 Patent, claims 1,
6, 10, 14

’061 Patent, claims 1,
5,21, 33,43,53

Indefinite.
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