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Tank 1 - Polywmer Soluting
SOLUTION B

v

Collect about 60% of total batch
wedght of W and initiate mining
and maintain at 45°C + 5°C

v

Add Yigcosity Modifier siowly gnd
mix at 45°C £ 5°C until a clear
solution is obtained

v

1/1

Starifizs the Polymers Saiution via mimst
heat sterilization. Cool the solution to 20-
25°C and mix for NLT 120 minutes.

v

Sterite Polymer Sohuion B

A

4

Sterile Bulk Formulation of
Atropine Sulfate
Cphthalmic Solution
Mix the contents not less than 60
minutes

'

Transfer the sterile bulk formulation
i a stedie storags holding tank fer
filing

PARTICULATE REDUCTION
FILTRATION
Filter the contants iz 40 pm
Podyaropylerie (PP membeane filter

Transfer the filtersd Drug
Solution {A) in Tank 2 o
Falvmsr Solution {B}in Tank 1

STERILE FILTRATION
Twa 3.22 e PES membrane filter
connected in-series

PCT/US2018/032017

Tank 2 - Drug Scfgtion
SOLUTION A

v

Collect about 30% of batehr wesight
of WFI and cool to 20 — 25°C
and initiate mixing

v

Add Chelator and mix until a clear
solutionis obtained

v

Add First Butfar Compianent and mix
until a clear solution is obtained

v

Add second Buffer Componant and
mix until a clear solution is obtained

v

Add tonicity agent and mix until a
clear solution is obtained

}

Measure iniis! pH. Adjust pH to
§.140.2 using Hydrachloric Acid/
Sodium Hydroxide Solution

v

Add Afropirss Sulfste Monohydrate
and mix until a clear solution is
obtained

A A

FILLING
Targst Fill Volume: 5.38 g in
BFS ampuie

Figure 1

compountiing Tank 2 attar fiftraticn

Soflent additional quantity of W o
make ug the total batch weight n

of the Sohution &,
cool down to 20-25°C.




