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ESTABLISHMENT EVALUATION REQUEST

 

DETAIL REPORT

Ilicatlon: NDA 204592/000 Action Goal:

mp Date: 20-DEC-2012 District Goal: 21 -AUG-2013

mi ,1: 20-OCT-2013

illcant: IROKO PHARMS LLC Brand Name: ZORVOLEX (DICLOFENAC ACID)

1 KEW PL 150 ROUSE BLVD Estab. Name:

PHILADELPHIA, PA 19112 Generic Name:

why: 3 Product Number; Dosage Form; Ingredient; Strengths

£0“: 170 001; CAPSULE; DICLOFENAC; 18MG
002; CAPSULE; DICLOFENAC; 35MG

illcatlon Comment:

\ Contacts: Y. WANG Prod Qual Reviewer 3017961479

S. DONALD Micro Reviewer (HFD-805) 3017960586

L. RIVERA Product Quality PM 3017964013

8. PATWARDHAN Regulatory Project Mgr (HF-01) 3017964085

J. PINTO Team Leader 3017961733

ran Recommendation: ACCEPTABLE on "M" by C. CAPACCI-DANIEL () 3017963532

PENDING on 31 -JAN-2013 by EES_PROD
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ESTABLISHMENT EVALUATION REQUEST

DETAIL REPORT

(II) (4) FEI: (b) (4)
(b) (4)

abllshment: CFN:

F No: AADA:

.ponoibilitles: DRUG SUBSTANCE RELEASE TESTER

FINISHED DOSAGE MANUFACTURER

11"“th TEST RAW MATERIALS, MANUFACTURE DRUG PRODUCT, TEST MmMATERIALS, RELEASE TESTING OF
"went: DRUG PRODUCT. STORE AND PERFORM. STABILITY TESTING. (on “Why L. RIVERA () 3017964013)
lilo: CAPSULES, PROMPT RELEASE OAI Status: NONE

:etone Name Milestone Date Rgues’t T123 Planned Completion Decision Creator

Comment __ Reason
sMITTED To CC 31 -JAN-201 3 RIVERAL

IMITTED To Do 31-JAN-2013 10-Day Letter SHARPT
CHG INITIAL

RECOMMENDATION m" @AgCEPTABLE SBERRYMAAN ABBREVIATED CGMP/PAI FOR THE SAME PROFILE CLASS (CHG) WAS CONDUCTED
(W) No FDA 483 WAS ISSUED. BASED ON FILE REVIEW, KAN-DO RECOMMENDS

APPROVABLE.

BASED ON FILE REVIEW

"M" ACCEPTABLE SHARPT
DISTRICT RECOMMENDATION

RECOMMENDATION
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ESTABLISHMENT EVALUATION REQUEST

  

DETAIL REPORT

mush-mm: CFN: W" FEI: “9‘"
(mo

: No: AADA:

.ponsIbImIes: FINISHED DOSAGE PACKAGER

abllohm PACKAGING AND LABELING OF DRUG PRODUCT, CONTROL OF PACKAGING CONTAINER CLOSURE COMPONENT (on
W: (Why L. RIVERA 0 3017964013)
illo: CAPSULES, PROMPT RELEASE OAI Status: NONE

mugmo Milestone Date Rgguest Tme Planned Completign Decision Creator

Comment Reason
IMITTED TO 00 31-JAN-2013 RIVERAL

RECOMMENDATION 0”“) ACCEPTABLE SHARPT
BASED ON PROFILE
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ablishrnent: CFN: FEI: W"
(m4)

F No: AADA:

ponslbllltlos: DRUG SUBSTANCE RELEASE TESTER

Ibllsh'ment DRUG SUBSTANCE LABORATORY TESTING (on (W) by L. RIVERA () 3017964013)nmen :

me: CONTROL TESTING LABORATORY OAI Status: NONE

gone Name Milestone Date Rguut TIE Planned Completion Decision Creator

km Reason
IMITTED TO 00 31—JAN-2013 RIVERAL

(m4)
RECOMMENDATION ACCEPTABLE SHARPT

BASED ON PROFILE

Ictoher 15, 2013 10:12 AM FDA Confidential - Internal Distribution Only Page 4 of 5

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  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 

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,  

opposing counsel or company faced cases similar to yours.

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

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

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

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.


