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Additional Information about Patents

» Patent information is published on or after the submission date as defined in 21 CFR 314.53(d)(5).

« Patent listings published prior to August 18, 2003, only identify method-of-use claims. The listed patents may
include drug substance and/or drug product claims that are not indicated in the listing.

» As of December 5, 2016, an NDA holder submitting information on a patent that claims both the drug substance
and the drug product (and is eligible for listing on either basis) is required only to specify that it claims either the
drug substance or the drug product. Orange Book users should not rely on an Orange Book patent listing,
regardless of when first published, to determine the range of patent claims that may be asserted by an NDA
holder or patent owner.

Patent and Exclusivity for: N050790

Product 001
CYCLOSPORINE (RESTASIS) EMULSION 0.05%

Patent Data

Drug Drug
Product Patent Patent Substance Product Delist
No No Expiration Claim Claim Patent Use Code Requested

MYLAN - EXHIBIT 1069

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.accessdata.fda.gov/scripts/cder/ob/default.cfm?resetfields=1
javascript:history.go(-1)
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/scripts/cder/ob/patent_info.cfm?Product_No=001&Appl_No=050790&Appl_type=N
https://twitter.com/intent/tweet/?text=Orange%20Book:%20Approved%20Drug%20Products%20with%20Therapeutic%20Equivalence%20Evaluations&url=https://www.accessdata.fda.gov/scripts/cder/ob/patent_info.cfm?Product_No=001&Appl_No=050790&Appl_type=N
mailto:?subject=Orange%20Book:%20Approved%20Drug%20Products%20with%20Therapeutic%20Equivalence%20Evaluations&body=https://www.accessdata.fda.gov/scripts/cder/ob/patent_info.cfm?Product_No=001&Appl_No=050790&Appl_type=N
https://www.docketalarm.com/

6/21/2017

001 8629111
001 8633162
001 8642556
001 8648048
001 8685930
001 9248191

Exclusivity Data

Product No

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

Aug 27,

2024

Aug 27,

2024

Aug 27,

2024

Aug 27,

2024

Aug 27,

2024

Aug 27,

2024

Exclusivity Code

DP show_code.cfm?

DP

id=15958&type=0)

DP

show_code.cfm?

id=1549&type=0)

Exclusivity Expiration

There is no unexpired exclusivity for this product in the Orange Book database.
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