1/32

FIG. 1



2/32

Seal C

52

—46

20

32

24

42a

48
Seal B

38

FIG. 2



3/32

52

—46

32

24

.

4—4%

48
38

)

34

2

40

FIG. 3



4/32

50

FIG. 4



5/32

46
48

42b

50

FIG.5



6/32

66 —




FIG. 7



8/32

84

96

98

FIG. 8



FIG.9



10/32

96L (78
%YN\

\

94 |

72 \/%f% 9% |
|

|

|

FIG. 10A

£~ 92 78

9%6L 82

/

72

9%




FIG. 11



12/32

102 108

202

205— ‘\\




13/32

110

112
112

FIG. 13






15/32

] / AT (7

100

‘\@

201

203

\
~FIG. 15B

FIG. 15A



FIG. 15B



17/32

240

200

207

260

100

FIG. 16






19/32

400

315

FIG. 18



20/32

400
305t 1314
304
312
M




21/32

w
o
O

314

308
O

L —305

300

304

305




22/32

Process Capability for Stability Vials over Design Life
30C/75% RH Shelf Life Conditions
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Process Capability for Stability Vials over Design Life
30C/75% RH Shelf Life Conditions
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Comparison of 17 ml Next Generation and Standard Vial Ingress
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Density

Ingress Comparison of 17 ml and 24 m| Next Generation Vials

0.020 -

0.015 -

0.010-

0.005 -

- Variable
SW 17ml Ingress
E=] SW 24ml Ingress

Mean StDev N

298.7 24.66 319
403.7 3291 233

=74

240

280 320 360 400 440 480 520
micrograms/day at 30C/80% RH

FIG. 27




27/32

Ingress Comparison of 24 ml and 17 ml Next Generation Vials

Normalized for Surface Area and Seal Length
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Vial to Calculated UCL
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Ingress of 17 ml Next Generation

Vial to Calculated UCL
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Ingress of Std. 24 m| CSP Vial to Proposed Next Gen UCL
30C/80% RH
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Ingress of Std. 17 ml Vial vs. the Proposed Next Gen. UCL
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Ingress of 17 ml Vial with PP Inner Lip Seal vs. the Next Gen UCL
30C/80% RH
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