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Figure 10
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Bufg‘rqp‘i‘ola‘@iﬁ‘,nﬂXL 174me.core, Lot# Bup-HBr-X1-004-5 core

Tests it Open-Closed bottle stability (40C/75% RH)
10 Days-Open 10Days ~Closed 20 Days-Open 20Days-Closed
% Assay 100.1 98.7 98.2 99.2 97.6
%Impurities '
3-CBZ 0.010 0.179 0.184 0.276 0.465
852U77 0.019 0.209 0.268 0.248 0.416
20078/dilu 0.054 0.055 0.060 0.058 . 0.063
827076 0.026 0.131 0.308 0.102 0.497
Total unknown 0.054 0.043 0.075 - 0.042 0.038
Total 016 ’ 0.62 0.89 0.73 1.48
Bupropion HBr XL 348mg core , Lot# Bup-HBr-X1.-009-5 core
Tests Initial Open-Closed bottle stability (40C/75% RH)
10 Days-Open 10Days -Closed 20 Days-Open 20Days-Closed
% Assay 98.3 97.8 95.6 96.9 98.0
Yolmpurities
3-CBZ 0.016 0.106 0.121 0.146 0.166
§52U77 0.091 0.391 0411 0414 0.483
20U78/dilu 0.054 0.051 0.055 0.056 0.055
§27U76 0.020 0.077 0.102 0.059 0.119
Total unknown 0.053 0.126 0.156 0.124 0.142
Total 0.234 0.74 0.84 0.80 0.97

Bupropion HCI XL 150mg core , Lot# 05SE0S6

Tests Initial Open-Closed bottle stability (40C/75% RH)

' 10 Days-Open 10Days -Closed 20 Days-Open 20Days-Closed
DoAssay 97.5 98.4 97.5 98.1 . 97.6
%Impurities
3-CBZ 0.006 0.079 0.052 0.185 0.238
852077 0.043 0.406 0.342 0.520 0.685
20U78/dilu 0.044 0.046 0.046 0.059 0.052
827U76 0.028 0.050 0.074 0.069 0.127
Total unknown 0.058 0.051 0.066 0.044 0.040
Total 0.18 0.63 0.58 0.88 . 1.14.

Bupropion HCI XL 300mg core , Lot# 05D380
Tests ‘ Initial Open-Closed bottle stability (40C/75% RH)

4 10 Days-Open 10Days -Closed 20 Days-Open 20Days-Closed
JoAssay 99.2 99.1 98.4 96.8 97.1
%lmpurities
3-CBZ 0.006 0.100 0.016 0.245 0.171
852077 0.037 0.409 0.274 0.564 0.515

1.20U78/dilu 0.044 0.045 0.046 0.051 0.050
827076 0.015 0.058 0.039 0.099 0.105
Total unknown | 0.044 0.038 0.045 0.032 0.052
Total 0.15 0.65 0.42 0.99 0.90

Bup-Stab-HBr-XLi174 -150- 300-348 core-study-2b
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SP-3 Different media (SGF pH 1.2+0.5%SLS, Acetate buffer pH 4.5 & Phosphate buffer pH 6.8)

upmp;m;}erxMﬂmeﬂffa% N

e gge1- Vessel-2 Vessel-3 Vessel-4 Vessel-5 Vessel-6 Mean
14.5 14.6 12.5 14.8 13.3 16.3 14.3
23.2 21.7 19.6 23.1 22.2 26.0 22.6
26.1 25.1 23.9 24.7 25.3 23.6 24.8
16.1 20.7 16.5 14.3 16.7 16.3 16.8
12.9 15.2 9.4 10.2 10.4 10.6 11.4
2.5 1.1 2.6 14.4 11.3 6.8 6.4
95.3 98.2 84.5 101.6 99.1 99.5 96.4

| Bup.300XLTarg|

Time  |SP3(0.5%SL i et(01L238)-

hrs) 1 USP3 (0.5%5LS)
0 0.0 0.0
2 14.3 18.5
4 36.9 48.8
6 81.7 83.4
8 78.5 08.9
10 84.9 101.5
16 91.3 101.9

110.0
100.0 /’
90.0 / /// —y
70.0
° / !{
£ 600
: S~ '
5 s00 —e—USP3(0.5%5LS)
* -
40.0 / /y Bup.300 XLTarget (01L.238)- in vivo
30.0 ——Bup.300XLTarget (01L.238)- USP3
/// (0.5%SLS)
20.0 //://
10.0
D-O ‘ T T Ll T T T T
0 2 4 8 10 i2 14 16 18
Time (hr)
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