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Executive Summary Section

Overall Manufacturing Inspection Recommendation 7 nettes»
MDA 206276-0rig 1-Hev MDAL)

{
Task Summary  Task Data 1 Task Updates | More~

& Update Status ~ © Log Time

Q/ Linda Mg marked this as Done and made 3 1
Testerday st 9131 am - Comment
¢ Updated Facility Inspection - Overall Application Recommendation to Approve.
¢ Updated Facility Inspection - Overall Application Re-evaluation Date to 3/16/16.
4;;;‘7\“ Changed the status to Complete,

(OIC)

= Parent: Profile Evaluation for ALCON RESEARCH, LTD. - | COMPLETE | (5)
Office of Process and Facilities Recommendation 28
(b) 4)
HDA 200276 Orig i MDA
Task Summary  Task Dafa : Task Updates | More~ K

l

& Update Status ~ © Log Time

Qf Linda Hg marked this as Cone and made 5 other updates.

1915 am - Comment
qﬁ Changed the status to Complete,
& Updated Office of Process and Facilities - Facility Recommendation Comments to Foung AC based on inspection of 9/8/2014,

¢ Updated Office of Process and Facilities - Facility Inspection Re-evaliation
Date to 9/8/16.

¢ Updated Dffice of Process and Facilities - Facility Recommendation Reasons -
Acceptable to Based on Inspection Review.

& Updated Office of Process and Facilities - Facility Inspection Recommendation to Approve Fadility,

DOC KET

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



https://www.docketalarm.com/
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Executive Summary Section

= Parent Profie Evalation for Y, ALCON-COUVREUR 6. - e

[ . (b) (4)
Office of Process and E)za(gliltzes Recommendation

HDA 236276-Orig1-HlenMDA{L)

Task Summary Task Data TaskUpdates © More~ Erj £

Update Status . © Log Time

£, tinda Mg volunteered to work on this.

Dec 15, 201420 5:57 am - Comment

& DARRTS Higration changad the status to Complete and made 4 other updates.

pin - Comment

& Updated Office of Process and Facilities - Facility Rec dation G tsto

& Updated Office of Process and Facilities - Facility Inspection Re-evaluation
Date to 3/26/16.

& Updated Office of Process and Facilities - Facility Recommendation Reasons -
Acceptable to District Recommendation.

& Updated Office of Pracess and Facilities - Facility Inspection Recommendation to Approve Facility.

iov 6, W4at
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 Paent; Profile Evaluation for - (51 NON-STERILE APY BY CHEMICAL SYNTHESIS | COMPLETE | ()

Office of Process and Facilities Recommendation CSN NON-STERILE API BY CHEMICAL SYNTHESIS

Ay
¥ Next task»
NDA 206276-Crig e NDALS

Task Summery  Task Datz % Task Updates | More ™ IR

Update Status = O Log Time

Qf Linda g marked this a3 Done and made § other updates.
O @ comment
4,‘9 Changed the status to Complete,

¢ Updated Office of Process and Facilities - Facility Inspection Re-evaluation
patety D@

& Updated Office of Process and Facilities - Facility Inspection Recommendation to Approve Facility.

. b) (4
¢ Updated Office of Process and Faciﬁties(l;)F(zigiﬁty Recommendation Comments to Decision basad on summary from investigator for inspection dated ® @

¢ Updated Office of Process and Facilities - Fadility Recommendation Reasons -
Acceptable to Based on File Review,
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MARY GRACE LUBAO
02/23/2015
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Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




