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Active Ingredient: FERUMCIXYTOL

Dosage Form ;Route; SOLUTION;INTRAVENOUS

Proprietary Name: FERAHEME

Applicant: AMAL PHARMS INC

Strength: EQ 510MG IRDN/17ML (EQ 30MG IRON/ML)

Application Number: ND22180

Product Number: ogi

Approval Date: Jun 30, 2009

Referenca Listed Drug Yeas

RX/OTC/DISCN: R

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:
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4. htip:/fwww Tda.gov/Drugs/InformationOnDrugs/default. htm
Jdefault.cfm
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Note: If you need help accessing information in different file formats, see Instructions for Downloading
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Ph. 1-B888-INFO-FDA {1-B88-463-6332)
Email FDA

Tsaoor  ~ BN 60 ) s

DOCKET

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

|ﬂ=



https://www.docketalarm.com/

NS Orange Book: Approved Drug Prixiucis with Therspsullc Equivelence Evelustiors

For Government For Press

Combination Products Advisory Commilttees Sclence & Research Regulatory Information Safety
Emergency Preparedness Internatdonal Programs News B Events Tralning and Continulng Educatdon
Inspectons/Compllance State & Local Officlals Consumers Industry Health Professlonals FDA Archive

cﬁ 5. Department of Health & Human Services

Linka on this pege:
1. hitp:/fvwww.addthis.comy/bookmark.phptuSiB=truafiv=1528usemame=fdamailn

2. hitp:/fwww.addthls.comy/bookmark.php

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

4. hitp://www.fda.gov/Drugs/InformationOnDrugs/default.him
..Jdefault.cfm

6. ..fdefault.cfm

DOCKET

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



https://www.docketalarm.com/

8205 Oranges Bool: Approvad Drug Products with Therapsulic Equivalenca Evalustions
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Orlngg Boo “‘w mved Druqnl:roduch with Tharag'eutll: ulvalancoe Evalulﬂons
m query on Appl No 0221 In the OB_Rx list.
Patont Data
Patont Drug Substsnce  Drug Product Patant Use Daligt
ApptNo Prod NG Fiatmnt W Expintion Claim Claim Code Raquastsd
NO22180 001 8569458 Jun 30, 2023 Y Y
NO22180 001 7553479 Mar 8, 2020 Y Y
NOZ2180 001 7871587 Mar 8, 2020 Y Y
NOZ2180 o0l 8501158 Mar 8, 2020 U-1422
NO22180 o 8501854 Mer 8, 2020 Y
NOZ2180 001 BR2BO4T Mer 8, Y Y
Exclusivity Data

There Is no unexpired exchm vty for this product.
Additional Information:

1. Patent= are published upon recelpt by the Omange Book Staff and may not reflect the officlal recelpt date as descrbad In 21 CFR 314.63(d)B).

2 Patents listed prior to August 18, 2003 sre flaggad with method of uze clalms only as applicables and submitted by the spormor. These paterts may not be
flagged with reapect to other clalms which may apply.

View a liat of all patent use codes
View a liat of all exciushvity codes
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Divialon of Labeling and Program Suppert
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