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FDA CDER EES
ESTABLISHMENT EVALUATION REQUEST
SUMMARY REPORT

Application: NDA 203565/000 Sponsor: LUITPOLD PHARMS

Org. Code: 161 800 ADAMS AVE STE 100
Priority: 5 NORRISTOWN, PA 19403

Stamp Date: 03-OCT-2011 Brand Name: Injectafer

PDUFA Date: 30-JUL-2013 Estab. Name: Ferric Carboxymaltose

Action Goal: Generic Name:

District Goal: 31-MAY-2013 Product Number; Dosage Form; Ingredient; Strengths

001; INJECTION; FERRIC CARBOXYMALTOSE; 50MG

FDA Contacts: S.LIN Prod Qual Reviewer 3017961403
S. LANGILLE Micro Reviewer (HFD-805) 3017961557
J. MARTIN Product Quality PM (HFV-530) 3017962072
A. BAIRD Regulatory Project Mgr 3017964969
J. BROWN Team Leader 3017961652
Overall Recommendation: ACCEPTABLE on O@ by 3 wiLLIAMS 0 3017964196
PENDING on by EES_PROD
ACCEPTABLE on by J. WILLIAMS 0 3017964196
PENDING on by EES_PROD
WITHHOLD on by D. SMITH (HFD-620) 2402769592
Establishment: CFN: (b) (4) FEI: (b) (4)
(b) (4
DMF No: AADA:
Responsibilities: DRUG SUBSTANCE OTHER TESTER

FINISHED DOSAGE OTHER TESTER

Profile: CONTROL TESTING LABORATORY OAI Status: NONE
Last Milestone: OC RECOMMENDATION

Milestone Date: 05-JUL-2013

Decision: ACCEPTABLE

Reason: DISTRICT RECOMMENDATION
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Establishment: CFN: (b) (4) FEI: (b) (4)
(b) (@)
DMF No: AADA:
Responsibilities: FINISHED DOSAGE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE
Last Milestone: OC RECOMMENDATION
Milestone Date: 16-APR-2013
Decision: ACCEPTABLE
Reason: BASED ON PROFILE
Establishment: CFN: (b) (4) FELI (b) (4)
(b) (4)
DMF No: AADA:
Responsibilities: FINISHED DOSAGE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE
Last Milestone: OC RECOMMENDATION
Milestone Date: 02-MAY-2013
Decision: ACCEPTABLE
Reason: DISTRICT RECOMMENDATION
Establishment: CFN: (b) (4) FEI: (b) (4)
(b) (4)
DMF No: AADA:
Responsibilities: DRUG SUBSTANCE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE

Last Milestone:

Milestone Date:

Decision:

Reason:

OC RECOMMENDATION

20-MAR-2013

ACCEPTABLE

BASED ON PROFILE
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Establishment:

FDA CDER EES

ESTABLISHMENT EVALUATION REQUEST

SUMMARY REPORT

CFN: (b) (4) FEI: (b) (4)
(b) (4)

DMF No: AADA:
Responsibilities: FINISHED DOSAGE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE
Last Milestone: OC RECOMMENDATION
Milestone Date: 17-APR-2013
Decision: ACCEPTABLE
Reason: BASED ON PROFILE
Establishment: CFN: FEI: (b) (4)
(b) (@)
DMF No: AADA:
Responsibilities: FINISHED DOSAGE MANUFACTURER
FINISHED DOSAGE PACKAGER
Profile: (b) (4) OAI Status: NONE
Last Milestone: OC RECOMMENDATION
Milestone Date: 26-APR-2013
Decision: ACCEPTABLE
Reason: DISTRICT RECOMMENDATION
Establishment: CFN: FEI: (b) (4)
(b) (@)
DMF No: AADA:
Responsibilities: FINISHED DOSAGE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE

Last Milestone:

Milestone Date:

Decision:

Reason:

OC RECOMMENDATION

04-FEB-2013

ACCEPTABLE

BASED ON PROFILE
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Establishment: CFN: (b) (4) FEI: (b) (4)
(b) (4)
DMF No: AADA:
Responsibilities: DRUG SUBSTANCE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE
Last Milestone: OC RECOMMENDATION
Milestone Date: 27-JUN-2013
Decision: ACCEPTABLE
Reason: BASED ON PROFILE
Establishment: CFN: (b) (4) (b) (4)
(b) (@)
DMF No: AADA:
Responsibilities: FINISHED DOSAGE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAI Status: NONE
Last Milestone: OC RECOMMENDATION
Milestone Date: 16-APR-2013
Decision: ACCEPTABLE
Reason: BASED ON PROFILE
Establishment: CFN: (b) (4) (b) (4)
(b) (4)
DMF No: AADA:
Responsibilities: FINISHED DOSAGE OTHER TESTER
Profile: CONTROL TESTING LABORATORY OAl Status: NONE

Last Milestone:

OC RECOMMENDATION

Milestone Date: 16-APR-2013
Decision: ACCEPTABLE
Reason: BASED ON PROFILE
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