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Affidavit of Christopher Butler
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A. Hernandez-Sanchez et al., Aluminum in Parenteral Nutrition: A
Systematic Review, 67 Eur. J. Clinical Nutrition 230 (2013)

Exhibit 1007

Exela Pharma Sciences, LLC v. Eton Pharmaceuticals, Inc., 620
F.Supp.3d 108 (D. Del. 2022)

Exhibit 1008

D. Bohrer et al., Influence of the Glass Packing on the Contamination
of Pharmaceutical Products by Aluminum. Part Il: Amino Acids for
Parenteral Nutrition, 15 J. Trace Elements Med. & Biology 103 (2001)
(“Bohrer II”)

Exhibit 1009

P. Nasa, A Review on Pharmaceutical Packaging Material, World J. of
Pharm. Res., vol. 3, Issue 5, 344-368 (2015)

Exhibit 1010

Reserved

Exhibit 1011

D. Bohrer et al., lon-exchange and potentiometric characterization of
Al-cystine and Al-cysteine complexes, J. Biol Inorg. Chem. 11, 991-991
(2006)

Exhibit 1012

D. Bohrer et al., Influence of the Glass Packing on the Contamination
of Pharmaceutical Products by Aluminum. Part III: Interaction
Container-Chemicals During the Heating for Sterilisation, 17 J. Trace
Elements med. & Biology 107 (2003) (“Bohrer I11")
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Exhibit 1014 | Michael J Akers, Parenteral Preparations, in Remington the Science
and Practice of Pharmacy 810 (David B. Troy et al. eds., 21st ed. 2006)

Exhibit 1015 | United States Patent No. 10,583,155 (“the *155 patent™)

Exhibit 1016 | United States Patent No. 10,905,713 (“the *713 patent™)
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Exhibit 1018 | United States Patent No. 10,912,795 (“the *795 patent™)

Exhibit 1019 | United States Patent No. 10,478,453 (“the 453 patent™)

Exhibit 1020 | Loyd V. Allen, L-Cysteine Hydrochloride 50 mg/mL Injection, 36 U.S.
Pharmacist 41 (Sept. 20, 2011)

Exhibit 1021 | Essential of Pharmaceutical Chemistry (Donald Cairns ed., 4™ ed.
2012).

Exhibit 1022 | United States Patent No. 10,933,089 (“the 089 patent”)

Exhibit 1023 | 089 patent file history

Exhibit 1024 | ’453 patent file history

Exhibit 1025 | Drug Facts and Comparison (2015)

Exhibit 1026 | Copyright Registration Number for Drug Facts and Comparisons
(2015)

Exhibit 1027 | Kenneth C. Waterman et al., Stabilization of Pharmaceuticals to
Oxidative Degradation, 7 Pharmaceutical Dev. & Tech. 1 (2002)
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Exhibit 1029 | Alpaslan Yaman, Engineering Considerations in Sterile Powder
Processes, in Sterile Pharmaceutical Products: Process Engineering
Applications 297 (Kenneth E. Avis ed. 1995)
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Exhibit 1031 | Jalpa Patel et al., Stability Considerations for Biopharmaceuticals, Part
1: Overview of Protein and Peptide Degradation Pathways, 2011
BioProcess Int’l 20

Exhibit 1032 | R.C. Whiting et al., Effect of Headspace Oxygen Concentration on
Growth and Toxin Production by Proteolytic Strains of Clostridium
Botulinum, 55 J. Food Protection 23 (1992)

Exhibit 1033 | Gaozhong Zhu et al., Formulation of Protein- and Peptide-Based
Parental Products, in Pharmaceutical Dosage Forms (Sandeep Nema et
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