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Fillset1and filiset 2

Fil Set| .,
Fifl Set Description/Filling Needle ;Z;?f; PP
& tschnology/Needis OD on in fubing ID
wm
b1l
Fill Set Paristaltic Pump Filling
1 Assembly, 2.0 mm Neeadle 20 1.6 | Lemm
Fill Set Paristaltic Pump Filling
2 Assembly, 3.0 mm Needle 30 2.6 | 1L.emm
FIG.3A
In process conirol {IPC) parameters
No Adjustment
10 Ti T2
Fill Target {80% of T1}
{Target} {+/- 0.02g} {+{- 0.03g} {+/- 0.05g}
Volume {mb) 1.3
Mass {g} 1.365 1.345 | 1.385 1.335 | 1.385 1.315 1 1.415
- 0.08gm - 3.03gm + 8.83gm  +0.0885gm
T2~ Ti- T0 Ti+ T2+
- 3.82gm +8.02gm
e No adiustment el
FiG.3B
Density DPq DP2
5C 1.0585 1.054
25C 1.08 1.048
Viscosity
50 4.857 4.07
25C 2.804 2.18
Surface tension
25¢ | 4163 | 43.716

FIG.3C
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Pump tavel | Distance run
Start pump | Pump dosing | Pump dosing | Endpump | Enddrp f;dﬂ’ - dose
dosing” | sirtramp’ | slopramp® | dwsing® | rebachon’ d - ,
(pump 1)
40 90 210 260 290 766
FiG. BA
1.440
1.420
= T2+
g 1.400 e
g 1380 R GET .
5 1 Y .. A
E M0
13201
1306 T ! f 1 T 1 f i i
13:03 1306 13:08 13142 1344 1317 1320 13:23 1326 1329 1332
TIME hrmm
FIG. 6B
Number of Fills 103
Minimum (g) 1.348
Maximum (g) 1.384
Average {g) 1.366
Standard Deviation {g) 0.006
CplK against T2 2.69

FIG. 6C
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Meedie parameters

PCT/US2022/030014

. Parameters Parameters
Fill Recipe in Bench Seale | in NSVL
Needle Setting Dimension {mm} 134.5 3%.8
Basic Needle Position (mm) 7 7
Start Needle Down (%) 25 25
Needle at dosing Start (tom}) 10 10
Needle Down (%) 60 60
Needle Down (mmy) 23 23
Start needle up (%} 125 125
Needle at end of dosing (om) 13 13
Needle at end of dosing (%) 310 310
Start needle to cui-off position (%) 313 315
Cut-Off Position Reached (mm) 13 13
Cut-off position reached (°) 318 315
Start Needle to Basic Position (%) 315 315
Basic needle position reached(®) 359 359
FIG. 7A
Pump parameters
. . Parameters Parameters
Fill Recipe in Bench Scale |  in NSVL
Start pump dosing® 40 40
Pump dosing start ramp® 90 90
Pump dosing stop ramp® 210 210
End pump dosing® 260 260
End drip retraction® 290 290
Pump distance run for dry
D dish P 20 20
retraciion
Distance run per dose
P 766 766

{(pump 1)°

FIG. 7B
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1811 °C

PCT/US2022/030014

T2+

Ti+

TARGET

T1-

T2-

14:02

t I
14:09 14:16

l
14:24

TIME hrimm

FIG. BA
Number of Fills| 103
Minimum (g} 1.340
Maximum (g} 1.393
Average (g} 1.362
Standard
Deviation {g) 0.608
CpK against T2| |1.95)

FIG. 8B

14:31
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18 °C

1.446

1426

T2+
1.400

Ti+
1.380

TARGET

1.360

FILLING WEIGHT (g)

1.340

Ti-

1.320

T2-
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13:03 1308

b 1} I i li 1 i L
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TIME hrmm

FIG. 9A

Number of Fills| 103
Minimum (g} 1.348
Maximum (g) 1.384
Average {g) 1.366
Standard

Deviation {g) 0.006
CpK against T2) 2.69)

FIG. 98
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T2+

Ti+

TARGET

T1-

T2-

16:12

16:19

1 ¥ I
16:26 16:33 16:40

TIME hrmm

FIG. 10A

Number of Fills| 100
Minimum (g} 1.354
Maximum (g} 1.380
Average (g} 1.3685
Standard

Deviation {g) 0.0605
CpK against T2| [3.16)

FIG. 10B
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18 °C
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= 1400
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u 1.380 oime
% \ 360 Mt e
= 1.340
w0 T1-
1.320
T2-
13{}{3 I 1 l H ¥ 1) 1 H t b
15:41 1544 1547 1550 15:53 1556 1558 16:01 16:04 18:07 1610 18613
TIME hromm
FIG. 11A

Number of Fills| 120

Minimum (g} 1.352
Maximum (g} 1.373
Average (g} 1.362

Standard
Deviation {g) 0.004

\CpK against T2| {3.61]

FiIG. 118
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FIG. 12
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FIG. 13A
(2 of 2)
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