Orange Book Data File Download Instructions

A step-by-step guide to download the latest Orange Book monthly data to Microsoft Excel on
Microsoft Windows*.
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1. Gotothe Orange
Book website’s

~ Home Development & Approval Process | Drugs / Drug Approvals and Datzbases / Agproved Divg. Products wih Therapeulic Equii \ations | Orange Book

.. Approved Drug Products with Therapeutic
additional Equivalence Evaluations | Orange Book

resources and
information page

Orug Approvals and Background Content current as of:
. patabases os0sn02e
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Resources for (commonly known as the Orange Book) identifies drug products approved on the basis of
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we b s | e more information on the Orange Book including its history, see the Orange Book Preface.
t
I Search the Orange Book Database
2. Clickonthelinkon |  Additional Orange Book Resources

this page titled,

« Frequently Asked Questions on The Orange Book

“Orange Book Data ‘ -

) « Orange Book Data Files (compressed .zip file)
Files (compressed For additional information, such as descriptions of data fields in the Orange Book
.zip file),” which Search, please see Orange Book Data Files.
appears halfway « Additions/Deletions for Prescription and OTC Drug Product Lists
down the page . Reference Listed Drugs by ANDA Reference Standard List (PDF - 115 KB)
under the heading .

Pre-Hatch-Waxman Abbreviated New Drug Applications (PANDA) in the Orange
“Additional Orange Book (PDF - 1.76MB)

Book Resources.”

3. A“zipped”
(compressed) file | EOBZIP_2024 07 (1).zip
will download to 1,022 KB - Done
your computer or
configured
download folder
with the latest
Orange Book
monthly data file
(the file name will
reflect the year and

month).

4. Locate the folder » ThisPC » Downloads
and double-click to Name
open. ~ Today (18)

i EOBZIP_2024 07 (1).zip

This PC > Downloads > EOBZIP_2024 07 (1).zip
5. Ifyou are

interested in e | P

=l exclusivity.txt Text Document
prOdUCt =l patentixt Text Document
information, such Text Document

as marketing



https://www.fda.gov/drugs/drug-approvals-and-databases/approved-drug-products-therapeutic-equivalence-evaluations-orange-book
https://www.fda.gov/drugs/drug-approvals-and-databases/approved-drug-products-therapeutic-equivalence-evaluations-orange-book

status, active
ingredient, dosage
form, route,
strength or
therapeutic
equivalence code,
locate the
products.txt file to
open. If you're
interested in
reviewing patent
and exclusivity
information, you
can open the other
two files.

The file will open
showing the
Orange Book data
in a text file
format. After
opening this, the
next step will be to
download and
import this
information into
Excel for analysis.

7] products it - Notepad - 1 X
Fle Edit Fomat View Felp
\Ingr‘edient~DF;Route~Trade_Name~Applicant~Strength~App1_Type~/-\pp1_No~Pr‘oduct_No~TE_Code~Approva1_Date~RLD~RS~Type~Applicant 2
BUDESONIDE~AEROSOL, FOAM;RECTAL~BUDESONIDE~PADAGIS ISRAEL~2MG/ACTUATION~A~215328~001~AB~Apr 12, 2023~No~Yes~RX~PADAGIS ISR
BUDESONIDE~AEROSOL, FOAM;RECTAL~UCERIS~SALIX~2MG/ACTUATION~N~205613~@01~AB~OCt 7, 2@14~Yes~No~RX~SALIX PHARMACEUTICALS INC
MINOCYCLINE HYDROCHLORIDE~AEROSOL, FOAM;TOPICAL~AMZEEQ~JOURNEY~EQ 4% BASE~N~212379~001~~Oct 18, 2019~Yes~Yes~RX~JOURNEY ME
AZELAIC ACID~AEROSOL, FOAM; TOPICAL~AZELAIC ACID~TEVA PHARMS USA~15%~A~21@928~001~~0ct 7, 2020~No~NOo~DISCN~TEVA PHARMACEUTI
BETAMETHASONE VALERATE~AEROSOL, FOAM;TOPICAL~BETAMETHASONE VALERATE~NOVAST LABS~@.12%~A~207144~001~~May 24, 2017~No~No~DIS
BETAMETHASONE VALERATE~AEROSOL, FOAM;TOPICAL~BETAMETHASONE VALERATE~PADAGIS ISRAEL~@.12%~A~@78337~@01~AB~Nov 26, 2012~No~N
BETAMETHASONE VALERATE~AEROSOL, FOAM;TOPICAL~BETAMETHASONE VALERATE~TARO~®.12%~A~208204~001~AB~May 24, 2017~No~Yes~RX~TARO
BETAMETHASONE VALERATE~AEROSOL, FOAM;TOPICAL~BETAMETHASONE VALERATE~XIROMED~@.12%~A~210639~@01~AB~Apr 18, 2023~No~NO~RX~XI
BETAMETHASONE DIPROPIONATE; CALCIPOTRIENE~AEROSOL, FOAM;TOPICAL~CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE~GLENMARK PHAR
CLINDAMYCIN PHOSPHATE~AEROSOL, FOAM;TOPICAL~CLINDAMYCIN PHOSPHATE~GLENMARK PHARMS LTD~1%~A~210778~Q01~AT~Sep 20, 2021~No~N

Save this file
(products.txt)
under “File” to
your computer or
OneDrive. You will
need to remember
where you saved
this file.
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8. Next, open a new
Blank workbook in
Excel.

9. After Excel opens a
new workbook,
locate the “Data”
tab at the top of
the ribbon, and
select “Get Data”
from option on the
left.
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10. Select “From File”
and “From
Text/CSV”
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12. When the window
opens, change the
settings under
“Delimiter” to “—
Custom—" from
the dropdown.
When the second
dropdown appears,
enter in ~ or the
tilde special
character from
your keyboard and
press the “tab”
button. You will
now see a preview
of the Orange Book
data underneath
the dropdowns.
Click on “Load” in
the bottom right
corner of the
screen.

products.txt

File Origin
1252: Western European (Windows) ~

Delimiter

—-Custom—

BUDESONIDE

BUDESONIDE

MINOCYCLINE HYDROCHLORIDE
AZELAIC ACID
BETAMETHASONE VALERATE
BETAMETHASONE VALERATE
BETAMETHASONE VALERATE
BETAMETHASONE VALERATE
BETAMETHASONE DIPROPIONATE; CALCIPOTRIENE
CLINDAMYCIN PHOSPHATE
CLINDAMYCIN PHOSPHATE
CLINDAMYCIN PHOSPHATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE

F1ORFTASAI DRODINMATE

AEROSOL, FOAM;RECTAL
AEROSOL, FOAM;RECTAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
AEROSOL, FOAM;TOPICAL
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BETAMETHASONE VALERATE
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CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE

CLINDAMYCIN PHOSPHATE
CLINDAMYCIN PHOSPHATE
CLINDAMYCIN PHOSPHATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE
CLOBETASOL PROPIONATE

FINRFTASAI DDNDINMATE

Applicant|
PADAGIS ISRAEL

SALIX
JOURMEY

TEVA PHARMS U

NOWAST LABS

PADAGIS ISRAEL

TARO
XIROMED

TARO
ALEMBIC

GLENMARK PHA
GLENMARK PHA

NOWAST LABS

PADAGIS ISRAEL
PADAGIS ISRAEL

TARO

TaRn

Transform Data

GLENMARK PHAI
GLENMARK PHAI
PADAGIS ISRAEL

G

The Orange Book data will
now display in a structured
excel workbook. The user
may now filter any of the
columns as needed to
generate the specific
information they are
interested in.

*To filter the approval date
column, you will need to
change a certain setting,
which is not covered in this
guide.
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*Microsoft Excel for Microsoft 365 MSO (Version 2302) is displayed above as an example for
demonstration purposes only. To import data using a different spreadsheet software or other versions

of Microsoft Excel, please consult the software’s technical documentation or contact your technical
support for more information.



