NS Orenge Book: Approved Drug Prixiucis with Therspsullc Equivelencs Evelustiors

DA Home? Druy Databases* Oranye Book®

Dmngn Book: Approved Drug Products with Thera xﬁouﬁn Equivalence Evaluations
rasults frnm the "0B tabla for quary on "2035685."

Active Ingredient: FERRIC CARBOXYMALTOSE

Dosage Form;Route: INIJECTABLE;INTRAVENOLS

Prapristary Name: INJECTAFER

Applicant: LLUITPOLD

Strength: 750MG IRON/15ML (S50MG IRON/ML)

Application Number: N203565

Product Number: ogi

Approval Date: Jul 25, 2013

Referenca Listed Drug Yeas

RX/OTC/DISCN: RX

TE Code:

Patant and Bxxdusivity Info for this product ; View

Raturn to Electronlc Orange Book Home PageS

FDA/Center for Drug Evaluation and Rezearch

Offlce of Generic Drugs

Divislon of Labeling and Program Support

Update Frequency:

Orange Book Data - Honthiy

Generlc Drug Product Information & Patent Information - Dally
Orange Book Data Updated Through January 2015

Patent and Generic Drug Product Data Last Updated March 06, 2015

Links on this page:
1. http:/fwww. addthls.com/bookmark.phprusiB=truelv=1528usemame=fdamaln

2. hitp:/ffwww.addthis.com/bonkmark.php

3. http:ffwww.fda.gov/default.htm

4. htip:/fwww Tda.gov/Drugs/InformationOnDrugs/default. htm
Jdefault.cfm

6. ..fdefult.cfm

Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewars and Players.
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Policles

U.5. Feod and Drug Administraton
10803 New Hampshire Avenue

Sliver Spring, MD 20003

Ph. 1-B888-INFO-FDA {1-B88-463-6332)
Email FDA
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Orlngg Bool “‘w mved qu:rmm \Rﬂplglil'll;h BBI.IIIG I:.latlrznga Evalulﬂons
Patont Data
Patont Drug Substsnce  Drug Product Patant Use Deligt
AppiNo Prod NG Fiatmnt W Expination Claim Claim Code Raquastsd
N203555 001 E12108 Feh 5, 2024 Y Y
N203585 001 TTE4702 Feh 13, 2027 Y U - 1432
N203565 on 8895512 Jan 8, 2027 Y U - 182¢
Exclusivity Data
Appl No Prod No Ewduslvity Code Exslushvity Explration
N203585 oo NP Jul 25, 2018

Additional Information:

1. Patent= are published upon receipt by the Omange Book Staff and may not reflect the officlal ecelpt date as describad In 21 CFR 314.53(d)5).

2 Patents listed prior to Auguet 1B, 2003 are flagged with method of u=e claime only a8 applicable and submitted by the sponsor. These paterte may not be
flaggad with respect to other claims which may apghy.

View a list of all patent use codes
View a list of all exchushvity codes

Retum to Elactronic Orange Book Home Page®

FDA/Canter for Drug Evaluation and Research

OMee of Gorere Drgs

Diviglon of Labeling and Program Support

Update Frequency:

Orenge Book Daba - Monthly

Generic Dnag Product Irfanmation & Petent | nformetion - Dally
Orange Book Daba Updated Through Januay 2015
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