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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Grounds of Unpatentability

2

Pet. 3

Ground 1: Claims 1-15 of the ’833 patent are anticipated by Flink 
(Ex. 1004)

Ground 2: Claims 1-15 of the ’833 patent are obvious over Flink 
(Ex. 1004)

Ground 3: Claims 1-31 of the ’833 patent are obvious over Flink 
(Ex. 1004) in view Betz (Ex. 1005)
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Claim 1 of the ’833 Patent
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‘833 patent (Ex.1001), claim 1 (annotated)

1. A pharmaceutical formulation comprising at least one GLP-1
agonist, a disodium phosphate dihydrate buffer and propylene
glycol, wherein said propylene glycol is present in said
formulation in a final concentration of from about 1 mg/ml to
about 100 mg/ml and wherein said formulation has a pH of
from about 7.0 to about 10.0.

1. GLP-1 agonist
2. Disodium phosphate dihydrate buffer
3. Propylene glycol at a concentration of 1-100 

mg/ml
4. pH of 7-10

Pet. 7-8, 28
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwigutXOyp3MAhUCcD4KHYfaDZAQjRwIBw&url=http://www.sec.gov/Archives/edgar/data/69499/000119312514267202/d757997d425.htm&psig=AFQjCNEFx1ysGixQA64ug77NKqdJv-aAUA&ust=1461253691833492
https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwifleyKnqDMAhWGFT4KHfPRC1cQjRwIBw&url=https://commons.wikimedia.org/wiki/File:Mylan_Logo.svg&psig=AFQjCNE5zXn4yfYs26eACwyeMrVEM3czXQ&ust=1461345421564002
https://www.docketalarm.com/


DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Claim 16 of the ’833 Patent
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16. A method of preparing a GLP-1 agonist formulation suitable for use in
an injection device, said method comprising preparing a formulation
containing a GLP-1 agonist, propylene glycol, a disodium phosphate
dihydrate buffer, and a preservative, wherein said propylene glycol is
present in a concentration from about 1 mg/ml to about 100 mg/ml, and
wherein said formulation has a pH from about 7.0 to about 10.0, and
wherein said GLP-1 agonist, said propylene glycol and said buffer and
preservative are mixed together to produce said formulation as follows:

a) preparing a first solution by dissolving preservative, propylene
glycol and buffer in water;

b) preparing a second solution by dissolving the GLP-1 agonist
in water;

c) mixing the first and second solutions; and adjusting the pH of
the mixture in c) to a pH of from about 7.0 to about 10.0.

‘833 patent (Ex.1001), claim 16 (annotated)

Pet. 7-8, 53-54
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