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Table 1 Buased on Label Claim for 0.05

Estradiol %
Product Patch size content depletion
Vivelle-Dot 5.0 cm® 0.8mg 224
Vivelle 14.5 cm? 4.3mg 4.0
Climara® 12.5 cm? 3.9mg 9.0
Estraderm 18.0 cm™ 4.0mg 44
Mylan® 23.7 ecm™ 1.9mg 18.0
Alora 18.0 cm® 1.5mg 11.6
Esclim 22.0 cm’ 10.0mg 1.8

"Active area is cm®,

bActive area is 15.5cm>.
¢7-day patch; others are 3.5-day.
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Example 1 Example 2 Example 3

Acrylic-based polymer (70% soft
monomers/30% hard monomers)
Acrylic-based polymer (50% soft
monomers/50% hard monomers)
Acrylic-based polymer (20% soft
monomers/80% hard monomers)
Silicone-based polymer
(BIO-PSA 4503)

Oleyl Alcohol

PVP (Kollidon 30)

17 p Estradiol

20
20
20
62 62 62
6 6 6
10 10 10
2 2 2
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CERTIFICATION

184. 1 declare that all statements made herein of my own knowledge are
true and that all statements made herein on information and belief are believed to
be true, and that these statements were made with the knowledge that willful false
statements and the like so made are punishable by fine or imprisonment, or both,
under Section 1001 of Title 18 of the United States Code.

185. 1declare under penalty of perjury under the laws of the United States

of America that the foregoing is true and correct.

® _ - |
Executed on: 13 Monv-eh Ton g By: _/ < U“UW%

Dr. Adrian C. Williams
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