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3.2.P.3.4. PROCESS STEPS HOLD TIMES – LNP PRODUCTION AND DRUG 
PRODUCT FORMULATION - TRIS/SUCROSE [PUURS]

3.2.P.3.4.1. Process Hold Times 

During process development, studies were performed to determine acceptable hold times for 
drug substance and bulk drug product during the drug product manufacturing process. The 
hold times were confirmed during process validation studies. 

Table 3.2.P.3.4-1 lists the hold times of the drug product in-process materials and steps
during LNP production and bulk drug product formulation.

09
01

77
e1

9b
63

36
36

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 2
6-

S
ep

-2
02

2 
09

:0
7 

(G
M

T
)






