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Pursuant to 37 C.F.R. § 42.64, Patent Owner Almirall, LLC (“Almirall”) 

hereby objects to the admissibility of evidence Petitioners Amneal Pharmaceuticals 

LLC and Amneal Pharmaceuticals of New York, LLC (collectively, “Amneal”) 

submitted with their Reply to Patent Owner’s Response (Paper 28): 

Exhibit 1045:  Almirall objects to Exhibit 1045 as lacking authentication 

under FRE 901.  Exhibit 1045 appears to be a portion of a printout of a webpage.  

There is no evidence establishing that it contains true and correct content.  

Accordingly, Amneal has not provided evidence sufficient to support a finding that 

Exhibit 1045 “is what [Amneal] claims it is. See FRE 901.  Almirall further objects 

to Exhibit 1045 as irrelevant under FRE 401 and 402.  If the content is taken as 

true, the information on the printout relates to 2019.  Petitioner has not established 

that Exhibit 1045 is a prior art publication that was available to the public.  Exhibit 

1045 has no tendency to make any fact of consequence in determining this action 

more or less probable than it would be without this exhibit.  Therefore, Exhibit 

1045 is inadmissible as not relevant. 

Exhibit 1046:  Almirall objects to Exhibit 1046 as lacking authentication 

under FRE 901.  Exhibit 1046 appears to be a proprietary technical data sheet from 

Lubrizol.  There is no evidence establishing that it contains true and correct 

content.  Accordingly, Amneal has not provided evidence sufficient to support a 
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finding that Exhibit 1045 “is what [Amneal] claims it is.”  See FRE 901.  Almirall 

further objects to Exhibit 1046 as inadmissible hearsay under FRE 801 and 802.  

Amneal relies on Exhibit 1046 for the truth of the matter asserted, but has provided 

no evidence of the truth of the assertions in Exhibit 1046.  To the contrary, the 

exhibit states on its face that “no representations… of any kind are made as to [the] 

accuracy” of the information contained therein.  Ex. 1046 at 1.  Further, Petitioner 

has not established that Exhibit 1046 is a prior art publication that was available to 

the public.  Exhibit 1046 has no tendency to make any fact of consequence in 

determining this action more or less probable than it would be without this exhibit.  

Therefore, Exhibit 1046 is further inadmissible under FRE 401 and 402 as not 

relevant. 

Exhibit 1047:  Almirall objects to Exhibit 1047 as irrelevant under FRE 401 

and 402.  Exhibit 1047 purports to have a publication date of February 2016, and is 

therefore not a prior art publication, and has no tendency to make any fact of 

consequence in determining this action more or less probable than it would be 

without this exhibit.   

Exhibit 1048:  Almirall objects to Exhibit 1048 as irrelevant under FRE 401 

and 402.  Exhibit 1048 purports to have a publication date of December 2012, and 

is therefore not a prior art publication, and has no tendency to make any fact of 
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consequence in determining this action more or less probable than it would be 

without this exhibit. 

Exhibit 1050:  Almirall objects to Exhibit 1050 as irrelevant under FRE 401 

and 402 because Amneal did not rely upon or discuss this exhibit in its Reply.  The 

only citation in its Reply to Exhibit 1050 is clearly an error: the pincite is to “¶36”, 

but Exhibit 1050 has no paragraph numbers (nor is there any way to count the 

handful of paragraphs in the document to arrive at thirty-six); nor does the content 

of the document correspond in any way to the content of the paragraph in which it 

is cited.  Paper 28 at 15–16.  The only other citation to this exhibit is in the Second 

Declaration of Dr. Michniak-Kohn.  Ex. 1043 ¶ 63.  Any use of this exhibit would 

be improper incorporation by reference under 37 C.F.R. § 42.6(a)(3). 

Almirall also objects to Exhibit 1050 as lacking authentication under 

FRE 901.  Exhibit 1050 appears to be a proprietary technical data sheet from 

Noveon.  There is no evidence establishing that it contains true and correct content.  

Accordingly, Amneal has not provided evidence sufficient to support a finding that 

Exhibit 1050 “is what [Amneal] claims it is.”  See FRE 901.  Almirall further 

objects to Exhibit 1046 as inadmissible hearsay under FRE 801 and 802.  Amneal 

relies on Exhibit 1046 for the truth of the matter asserted, but has provided no 

evidence of the truth of the assertions in Exhibit 1050.  To the contrary, the exhibit 
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states on its face that “no representations… of any kind are made as to [the] 

accuracy” of the information contained therein.  Ex. 1050 at 1.  Further, Petitioner 

has not established that Exhibit 1050 is a prior art publication that was available to 

the public.  Exhibit 1050 has no tendency to make any fact of consequence in 

determining this action more or less probable than it would be without this exhibit 

Therefore, Exhibit 1050 is further inadmissible under FRE 401 and 402 as not 

relevant. 

Exhibit 1052:  Almirall objects to Exhibit 1052 as irrelevant under FRE 401 

and 402 because Amneal did not substantively discuss this exhibit in its Reply.  

Any use of this exhibit would be improper incorporation by reference under 37 

C.F.R. § 42.6(a)(3).  Almirall further objects to Exhibit 1052 as lacking 

authentication under FRE 901.  Exhibit 1052 appears to be a printout of a portion 

of a spreadsheet titled “3Q2018EXCEL,” and Amneal’s expert Dr. Michniak-Kohn 

describes it as “the FDA DMF database that [she] downloaded” from a particular 

weblink.  See Ex. 1043 ¶ 66 n.6.  There is no evidence establishing that it contains 

true and correct content, nor does the content at the provided web address match 

that of Exhibit 1052.  Accordingly, Amneal has not provided evidence sufficient to 

support a finding that Exhibit 1052 “is what [Amneal] claims it is.”  See FRE 901.  

Almirall further objects to Exhibit 1052 as inadmissible hearsay under FRE 801 
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