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Step 1
Stock solution
preparation
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Step 1.1

—>{ Drug Substance solvents and

4%PVA preparation

PCT/US2024/021269

Step 1.2
6-peptide (see below)
solution preparation in 0.5N
acetic acid
AChRa(43-58)
AChRa(68-113)

-

Step 2.1
Filtration of 6-peptide

AChRa(121-158) solution
AChRa isoform a(324-357)
AChRg(201-250)
AChRag(414-435)
Step 1.3 Step 2.2
| »{ 1-peptide [AChRe(1 16'1302] > Filtration of 1-peptide
solution preparation in 0.1% solution
ammonium hydroxide
Step 1.4 Step 2.3
5% PLGA/EtOAc > Filtration of 5%
preparation PLGA/EtOAc preparation
Step 2.4
Step 1.5 o Eieos 21ep 22
- Filtration of PVA/PAA/EtOAC
PVA/Paa/EtOAc preparation preparation

Step 1.6
Cryoprotectant and
buffering solution
preparation

Fig. 6
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Step 4
Homogenization

Y

Step 5
Evaporation

Step3
. Mixing of 6-peptide )
solution and 1-peptide Step 6

solution at 4:1 ratio Washing and Tangential
Flow Filtration (TFF)

Y
Step 7
Filtration and addition of
cryoprotectant and
butfering solution to
nanoparticle formulation

Y

Step 8
Vial filling and partial
stoppering

Y
Step 9
Lyophilization

Y
Step 10

Vial capping and sealing

¥
Step 11
Inspection, labeling, and
packaging
Y

Step 12
Terminal sterilization by
gamma irradiation

Fig. 6 (Continued)
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