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September 2017

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the
Approved Drug Products with Therapeutic Equivalence Evaluations, 37th
Edition (the List). The List is composed of four parts: approved
prescription drug products with therapeutic equivalence evaluations;
approved over-the-counter (OTC) drug products for those drugs that may
not be marketed without NDAs or ANDAs because they are not covered under
existing OTC monographs; drug products with approval under Section 505 of
the Federal Food, Drug, and Cosmetic Act (FD&C Act) administered by the
Center for Biologics Evaluation and Research; and approved products that
have never been marketed, are for exportation, are for military use, have
been discontinued from marketing and we have not determined that they
were withdrawn for safety or effectiveness reasons, or that have had
their approvals withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on
newly approved drugs and, if necessary, revised therapeutic equivalence
evaluations and updated patent and exclusivity data. The Addendum
contains appropriate drug patent and exclusivity information required of
the Agency by the "Drug Price Competition and Patent Term Restoration Act
of 1984" for the Prescription, OTC, Discontinued Drug Product, and Drug
Products with Approval under Section 505 of the Act Administered by the
Center for Biologics Evaluation and Research Lists.

Because all parts of the publication are subject to changes, additions,
or deletions, the List must be used in conjunction with the most current
Cumullative Supplement. Users may wish to mark to the left of the
ingredient(s) in the List to indicate that changes to that entry appear
in the Cumulative Supplement. Drug product information is provided in
each Cumulative Supplement for completeness to assist in locating the
proper place in the List for the revision.

The presence of any therapeutic equivalence code indicates that the drug
product is multisource; the deletion of a therapeutic equivalence code
indicates that the drug product has become single source. (An infrequent
exception exists when a therapeutic equivalence code is revised. In that
case, the deletion of the therapeutic equivalence code is followed
immediately by the addition of the revised one.)

Products that have never been marketed, are for exportation, are for
military use, have been discontinued from marketing and we have not
determined that they were withdrawn for safety or effectiveness reasons
or that have had their approvals withdrawn for other than safety or
efficacy reasons, will be flagged in this Cumulative Supplement with the
"@" symbol to designate their non-marketed status. All products having a
"@" symbol in the 12th Cumulative Supplement of this Edition List will
then be added to the "Discontinued Drug Product List" appearing in the

\



1.2

next Edition. The current Annual Edition Section 2.1, How To Use The
Drug Product Lists, describes the layout and usage of the List.

New additions to the Prescription Drug Product List and OTC Drug Product
List are indicated by the symbol >A>. The Patent and Exclusivity List
new additions are indicated by the symbol >A> to the left of Patent
Number or Exclusivity Code. The >A> symbol is then dropped in subsequent
Cumulative Supplements for that item.

New deletions to the Prescription Drug Product List and OTC Drug Product
List are indicated by the symbol >D> (DELETE) to the left of the line.
The information line with the >D> symbol is dropped in subsequent
Cumulative Supplements for that item.

The Patent and Exclusivity List is arranged in alphabetical order by
active ingredient name(s) and trade name. The trade name will follow the
active ingredient name separated by a dash symbol. Also shown is the
application number and product number (FDA"s internal file number) for
reference purposes. All patents with their expiration dates are
displayed for each application number. Drug substance and drug product
patents are indicated as such with DS or DP in the Patent codes column.
Use patents are indicated with the symbol U followed by a number
representing a specific use. Exclusivity information for a specific drug
is indicated by an abbreviation followed by the date upon which the
exclusivity expires. Refer to the Exclusivity Terms, Section B, in the
Patent and Exclusivity Information Addendum for an explanation of all
codes and abbreviations. Refer to Section 1.3 for internet access to the
most current list of Patent and Exclusivity terms.

CUMULATIVE SUPPLEMENT CONTENT

Since February 2005, we have been providing daily Electronic Orange Book
(EOB) product information for new generic drug approvals. Daily generic
updates provide the consumer with the current list of approved generic
products which is important for substitution purposes. Previously, a
first-time-generic product approved early in the month would not be
published in the Cumulative Supplement (CS) for several weeks.

The CS monthly update publish goal is by the end of the following month’s
second work week (e.g., November’s supplement will be updated by the end
of the second full work week in December).

Currently, the monthly PDF CS includes:

e Generic product ANDA (Abbreviated New Drug Approval) approvals as of
the date of publication.

e All product changes received and processed as of the date of

publication.

o Refer to CS Section 1.8 Cumulative Supplement Legend for
types of changes

o Discontinued products will be processed as of the date of
publication. There will be circumstances where a product is
discontinued in one month, however, it will be reported in
a different month"s CS. For example, the Orange Book Staff
received a letter November 7 that the product has been
discontinued from manufacturing and marketing. The Orange
Book subsequently publishes the October CS on November 14.
The product will show in the October CS that it is
discontinued even though the date of discontinuance is the
day that the Orange Book Staff receives notification (November 7).

vi
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1.4

e New Drug Application (NDA) approvals appear in the CS month they
were approved.

e Patent information, also updated daily in the EOB, is current to
the date of publication.

e Exclusivity information is updated monthly and current to the date
of publication.

Every effort is made to ensure the Cumulative Supplement is current and
accurate. Applicant holders are requested to inform the FDA Orange Book
Staff (OBS) of any changes or corrections. The OBS can be contacted by
email at orangebook@fda.hhs.gov.

mail to: FDA/CDER Orange Book Staff
Office of Generic Drugs
7620 Standish Place
Rockville, MD 20855-2773

APPLICANT NAME CHANGES

It is not practical to identify in the Cumulative Supplement each and
every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name. Therefore, the cumulation of these transfers and name changes
will be identified in this section only. Where only partial lines of
approved products are transferred between applicants, each approved
product involved will appear as an applicant name change entry in the
Cumullative Supplement.

It is also not practical to identify each and every product involved when
an applicant name is changed to meet internal publication standards
(e.g., MSD or Zenith [Former Abbreviated Names] are changed, respectively
to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When this
occurs, each product involved (either currently in the Cumulative
Supplement or in the following year®"s edition) will reflect the new
abbreviated name. Consequently, it will not appear as an applicant name
change entry in the Cumulative Supplement nor will the cumulation of
these name changes appear in this section. The Electronic Orange Book
Query, updated monthly, will contain the most current applicant holder
name.

FORMER APPLICANT NAME NEW APPLICANT NAME
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)
JAl PHARMA LTD MYLAN LABORATORIES LTD
(JAl PHARMA LTD) (MYLAN LABS LTD)

LEVOTHYROXINE SODIUM

Because there are multiple reference listed drugs of levothyroxine sodium
tablets and some reference listed drugs®" sponsors have conducted studies
to establish their drugs®™ therapeutic equivalence to other reference
listed drugs, FDA has determined that its usual practice of assignhing two
or three character TE codes may be potentially confusing and inadequate
for these drug products. Accordingly, FDA provides the following
explanation and chart of therapeutic equivalence evaluations for
levothyroxine sodium drug products.

vii
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Levothyroxine Sodium (Mylan ANDA 076187), Levoxyl (King Pharmas NDA
021301), Synthroid (Abbvie NDA 021402), and Levo-T (Alara NDA 021342)
tablets have been determined to be therapeutically equivalent to
corresponding strengths of Unithroid (Jerome Stevens NDA 021210) tablets.

Levo-T (Alara NDA 021342), Levothyroxine Sodium (Mylan ANDA 076187), and
Unithroid (Jerome Stevens NDA 021210) tablets have been determined to be
therapeutically equivalent to corresponding strengths of Synthroid
(Abbvie NDA 021402) tablets.

Levo-T (Alara NDA 021342), Unithroid (Jerome Stevens NDA 021210), and
Levothyroxine Sodium (Mylan ANDA 076187) tablets have been determined to
be therapeutically equivalent to corresponding strengths of Levoxyl (King
Pharms NDA 021301) tablets.

Levothyroxine Sodium (Mylan ANDA 076187) tablets have been determined to
be therapeutically equivalent to corresponding strengths of Levothroid
(Lloyd NDA 021116) tablets.

The chart outlines TE codes for all 0.025mg products in the active
section of the Orange Book. Other product strengths may be similar.
Therapeutic equivalence has been established between products that have
the same AB+number TE code. More than one TE code may apply to some
products. One common TE code indicates therapeutic equivalence between

products.
[Trade Name [Applicant  [Strength [TE Code [Appl No [Product No |
UNITHROID STEVENS J 0.025MG AB1 021210 001
LEVOTHYROXINE MYLAN 0.025MG AB1 076187 001
SODIUM
LEVOXYL KING PHARMS 0.025MG AB1 021301 001
SYNTHROID ABBVIE 0.025MG AB1 021402 001
LEVO-T ALARA PHARM 0.025MG AB1 021342 001
SYNTHROID ABBVIE 0.025MG AB2 021402 001
LEVOTHYROXINE MYLAN 0.025MG AB2 076187 001
SODIUM
LEVO-T ALARA PHARM 0.025MG AB2 021342 001
UNITHROID STEVENS J |0.025MG AB2 021210 001
LEVOXYL KING PHARMS 0.025MG AB3 021301 001
LEVO-T ALARA PHARM 0.025MG AB3 021342 001
UNITHROID STEVENS J 0.025MG AB3 021210 001
LEVOTHYROXINE MYLAN 0.025MG AB3 076187 001
SODIUM
LEVOTHYROXINE MYLAN 0.025MG AB4 076187 001
SODIUM

1.5 AVAILABILITY OF THE EDITION

Since 1997, the Electronic Orange Book Query (EOBQ)
http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm, has been
available on the internet and has become the updated-every-month Orange
Book. The Query provides searching of the approved drug list by active
ingredient, proprietary name, applicant holder, applicant number or
patent number. Product search categories are: prescription, over-the-
counter, discontinued drugs. There are links to patent and exclusivity
information that may be applicable to each product.
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Commencing with the 25th edition, the Annual Edition and monthly
Cumulative Supplements have been provided in downloadable Portable
Document Format (PDF) at the EOB home page by clicking on Publications.
The PDF annual and cumulative supplements duplicate previous paper
versions. Over time, there will be an archive for the annuals and each
year®"s December Cumulative Supplement.

The downloaded Annual Edition and Cumulative Supplements are also
available in a paper version (Approved Drug Products with Therapeutic
Equivalence Evaluations, ADP) from the U.S. Government Printing Office:
http://bookstore.gpo.gov; toll free 866-512-1800.

There are historical lists of Orange Book cumulative supplement product
monthly changes at
http://www.fda.gov/Drugs/InformationOnDrugs/ucm086229._htm. There are
ASCI1 text files of the Orange Book drug product, patent, and exclusivity
data at http://www.Ffda.gov/Drugs/InformationOnDrugs/ucm129689.htm. The
drug product text files are provided in eobzip.zip format. The files are
updated concurrently with the monthly cumulative supplements. The annual
Orange Book Edition Appendices A, B, and C in PDF format are updated
quarterly.

Effective August 18, 2003, patent submissions for publication in the
Orange Book and Docket *95S-0117 need to be submitted on form FDA-3542
which may be downloaded from the FDA Forms List,

http://www. fda.gov/opacom/morechoices/fdaforms/default._html.

The current listing of the Orphan Product Designations and Approvals is
available at http://www.fda.gov/orphan/designat/list.htm.

1.6 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

This report provides summary counts derived from the product information
in the Prescription Drug Product List and the current Cumulative
Supplement. Products included in the counts are domestically marketed
drug products approved for both safety and effectiveness under section
505 of the Federal Food, Drug, and Cosmetic Act. Excluded are approved
drug products marketed by distributors; those marketed solely abroad; and
those now regarded as medical devices, biologics or foods.

The baseline column (December of the previous Annual Edition) refers to
the products in the Prescription Drug Product List. For each three-month
period, a column of quarterly data is added which incorporates counts of
product activity from the previous quarter(s) with those in the baseline
count.

DEFINITIONS

Drug Product

For this report, a drug product is the representation in the Prescription
Drug Product List of an active moiety (molecular entity and its salts,
esters and derivatives) either as a single ingredient or as a combination
product provided in a specific dosage form and strength for a given route
of administration with approval for marketing by a firm under a
particular generic or trade name.


http://bookstore.gpo.gov/
http://www.fda.gov/Drugs/InformationOnDrugs/ucm086229.htm
http://www.fda.gov/Drugs/InformationOnDrugs/ucm129689.htm
http://www.fda.gov/opacom/morechoices/fdaforms/default.html
http://www.fda.gov/orphan/designat/list.htm.

New Molecular Entity

A new molecular entity is considered an active moiety that has not
previously been approved (either as the parent compound or as a salt,
ester or derivative of the parent compound) in the United States for use
in a drug product either as a single ingredient or as part of a
combination.

REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST
COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 2016 MAR 2017 JUN 2017 SEP 2017 DEC 2017
DRUG PRODUCTS 18130 18391 18711 19012
LISTED SINGLE 2646 2688 2708 2721
SOURCE (14.6%) (14.6%) (14.5%) (14.3%)
MULT I SOURCE 15484 15703 16003 16291
(85.4%) (85.4%) (85.5%) (85.7%)
THERAPEUTICALLY 15335 15581 15882 16180
EQUIVALENT (84.7%) (84.7%) (84.9%) (85.1%)
NOT THERAPEUTICALLY 129 122 121 111
EQUIVALENT (0.7%) (0.7%) (0.6%) (0.6%)
EXCEPTIONS? 73 73 73 73
(0.4%) (0.4%) (0.4%) (0.4%)

NEW MOLECULAR

ENTITIES APPROVED 7 14 17 14
NUMBER OF
APPLICANTS 1051 1053 1050 1054

*Amino acid-containing products of varying composition (see Introduction, page xx of the
List).

1.7 CUMULATIVE SUPPLEMENT LEGEND

The List is sorted by Ingredient(s) and, within each grouping, by the
Dosage Form; Route of Administration and then by trade name (or
established name of the active ingredient, if no trade name exists).

The individual product record contains the Therapeutic Equivalence Code,
Reference Listed Drug symbol, Reference Standard symbol, applicant
holder, strength(s), New Drug Application number, product number, and
approval date. The application number preceded by “N” is a New Drug
Application (NDA or innovator). The application number preceded by an
“A” is an Abbreviated New Drug

Application (ANDA or generic). The last two columns describe the action.
The Action Month is the CS month the action occurred. The OB Action is
the type of change that has occurred.

New ingredient(s), new dosage form, new route(s) of administration, new
trade names, and new product additions are preceded by >A> during the
action month. The change month is the current CS month; the change code
for new approvals is NEWA. Following months will display the same
information without the >A>.



Changes to currently listed products will list two records. The

deleted product record will be proceeded by >D>. The product record
change addition being made will be preceded by >A>. Following months
will display only the >A> record without the >A>. All changes that occur
to the product through the Annual year will be listed. The change month
and change code will document the change.

The change code and description:

NEWA

CAHN**
CAIN

CDFR
CFTG

CMFD

CMS1
CMS2
CPOT
CRLD
CHRS
CTEC
CTNA
DISC

**Note:

New drug product approval usually in the supplement

month.

Applicant holder firm name has changed.

Change. There has been a change in the Ingredient(s) name.
All products will be deleted under the old name and all
products will be added under the changed ingredient(s) name.
Change. Dosage Form; Route of Administration.

Change. A first time generic for the innovator product. A
TE Code i1s added.

Change. The product is moved from the Discontinued Section
due to a change in marketing status.

Change. Miscellaneous addition to list.

Change. Miscellaneous deletion from list.

Change. Potency amount/unit.

Change. Reference Listed Drug.

Change. Reference Standard.

Change. Therapeutic Equivalence Code.

Change. Trade Name.

Discontinued. The Rx or OTC listed product is not

being marketed and will be moved to the discontinued
section in the next edition.

The Cumulative Supplement (CS) currently displays a condensed 20
character collapsed applicant holder firm name and the Electronic
Orange Book (EOB) query may display up to a 240 character full
applicant holder firm name. An applicant holder firm name change
usually changes both the collapsed name and long name. On occasion,
only the long name is changed resulting in the CS displaying only the
collapsed name for the >D> and >A> action. The new Ffirm long name will
display in the EOB query.

xi
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ABACAVIR SULFATE; TLAMIVUDINE

TABLET; ORAL
ABACAVIR SULFATE AND LAMIVUDINE

AB AUROBINDO PHARMA LTD EQ 600MG BASE;300MG A206151 001 Mar 28, 2017 Mar NEWA
AB CIPLA LTD EQ 600MG BASE;300MG A091144 001 Mar 28, 2017 Mar NEWA
AB LUPIN LTD EQ 600MG BASE;300MG A204990 001 Mar 28, 2017 Mar NEWA
ABALOPARATIDE
SOLUTION; SUBCUTANEOUS
TYMLOS
+1 RADIUS HEALTH INC 3.12MG/1.56ML (2MG/ML) N208743 001 Apr 28, 2017 Apr NEWA
ABEMACICLIB
>A> TABLET; ORAL
>A> VERZENIO
>A> + ELI LILLY AND CO 50MG N208716 001 Sep 28, 2017 Sep NEWA
>A> + 100MG N208716 002 Sep 28, 2017 Sep NEWA
>A> + 150MG N208716 003 Sep 28, 2017 Sep NEWA
>A> +! 200MG N208716 004 Sep 28, 2017 Sep NEWA

ABIRATERONE ACETATE
TABLET; ORAL
ZYTIGA
+ JANSSEN BIOTECH 500MG N202379 002 Apr 14, 2017 May NEWA

ACAMPROSATE CALCIUM

TABLET, DELAYED RELEASE;ORAL
ACAMPROSATE CALCIUM

AB ZYDUS PHARMS USA INC 333MG A205995 001 May 26, 2017 May NEWA
ACETAMINOPHEN
SOLUTION; IV (INFUSION)
ACETAMINOPHEN
AP CUSTOPHARM INC 1GM/100ML (10MG/ML) A202605 001 Jun 13, 2016 Jan CAHN

ACETAMINOPHEN; BUTALBITAL
TABLET; ORAL
BUTALBITAL AND ACETAMINOPHEN
AA TEDOR PHARMA INC 300MG; 50MG A207635 001 Jun 05, 2017 May NEWA

ACETAMINOPHEN; BUTALBITAL:; CAFFEINE
CAPSULE; ORAL
BUTALBITAL, ACETAMINOPHEN AND CAFFEINE
AB TEDOR PHARMA INC 300MG; 50MG; 40MG A206615 001 Aug 04, 2017 Jul NEWA
TABLET; ORAL
BUTALBITAL, ACETAMINOPHEN AND CAFFEINE

AA ACTAVIS LABS UT INC 325MG; 50MG; 40MG A088616 001 Nov 09, 1984 Apr CTNA
>D> @ INGENUS PHARMS NJ 325MG; 50MG; 40MG A040864 001 Dec 01, 2008 Sep CAHN
AA MALLINCKRODT INC 325MG; 50MG; 40MG A087804 001 Jan 24, 1985 Mar CAHN
>A> @ NOVAST LABS LTD 325MG; 50MG; 40MG A040864 001 Dec 01, 2008 Sep CAHN

ACETAMINOPHEN; CODEINE PHOSPHATE

SOLUTION; ORAL

ACETAMINOPHEN AND CODEINE PHOSPHATE

@ ALLIED PHARMA INC 120MG/5ML; 12MG/5ML A086366 001 Jul CAHN
SUSPENSION; ORAL

CAPITAL AND CODEINE

@ VALEANT PHARMS LLC 120MG/5ML; 12MG/5ML A086024 001 Aug DISC
TABLET; ORAL

ACETAMINOPHEN AND CODEINE PHOSPHATE

>A> @ ANDA REPOSITORY 300MG; 15MG A089671 001 Feb 10, 1988 Sep CAHN
>A> @ 300MG; 30MG A089672 001 Feb 10, 1988 Sep CAHN
>A> Q 300MG; 60MG A089673 001 Feb 10, 1988 Sep CAHN
>D> @ FRONTIDA BIOPHARM 300MG; 15MG A089671 001 Feb 10, 1988 Sep CAHN
>D> @ 300MG; 30MG A089672 001 Feb 10, 1988 Sep CAHN
>D> Q 300MG; 60MG A089673 001 Feb 10, 1988 Sep CAHN



>A>
>A>

>A>
>D>

AB
AB
AB
AB

AB

AP
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ACETAMINOPHEN; HYDROCODONE BITARTRATE

TABLET; ORAL
HYDROCODONE BITARTRATE AND ACETAMINOPHEN
ABHAI LLC 300MG; 5MG
300MG; 7.5MG
300MG; 10MG
325MG; 5MG
325MG; 7.5MG
325MG; 10MG
AMNEAL PHARMS NY 300MG; 5MG
LANNETT HOLDINGS INC  300MG; 5MG
300MG; 7.5MG
300MG; 10MG
325MG; 5SMG
325MG; 7.5MG
325MG; 10MG
300MG; 5SMG
300MG; 7.5MG
300MG; 10MG
300MG; 7.5MG
300MG; 7.5MG
! 300MG; 10MG
300MG; 10MG
325MG; 5MG
325MG; 5MG
325MG; 7.5MG
325MG; 7.5MG
325MG; 10MG
325MG; 10MG

MALLINCKRODT INC

! MIKART

UPSHER-SMITH LABS

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE

TABLET; ORAL
OXYCODONE AND ACETAMINOPHEN
AMNEAL PHARMS 325MG; 5MG
ASCENT PHARMS INC 325MG; 2.5MG
325MG; 5MG
325MG; 7.5MG
325MG; 10MG
LANNETT HOLDINGS INC 325MG; 5MG
325MG; 10MG
325MG; 2. 5MG
325MG; 5MG
325MG; 7.5MG
325MG; 10MG

NOVEL LABS INC

PERCOCET
! VINTAGE PHARMS LLC 325MG; 7.5MG
! 325MG; 10MG
TABLET, EXTENDED RELEASE;ORAL
XARTEMIS XR

+ @ MALLINCKRODT INC 325MG; 7.5MG

ACETAMINOPHEN; TRAMADOL HYDROCHLORIDE

TABLET; ORAL
TRAMADOL HYDROCHLORIDE AND ACETAMINOPHEN
APOGEE PHARMA 325MG; 37.5MG
ATLAS PHARMS LLC 325MG; 37.5MG
AUROBINDO PHARMA LTD 325MG; 37.5MG
MACLEODS PHARMS LTD 325MG; 37.5MG

ACETAZOLAMIDE

TABLET; ORAL
ACETAZOLAMIDE
SUN PHARM INDS 125MG

ACETAZOLAMIDE SODIUM

INJECTABLE; INJECTION
ACETAZOLAMIDE SODIUM
PAR STERILE PRODUCTS EQ 500MG BASE/VIAL

09

September

A209036
A209036
A209036
A209037
A209037
A209037
A206869
A207171
A207171
A207171
A207172
A207172
A207172
A206718
A206718
A206718
A040658
A 040658
A040658
A040658
A206484
A206484
A206484
A206484
A206484
A206484

A 040777
A207419
A207419
A207419
A207419
A207333
A207333
A204407
A204407
A204407
A204407

A040330
A040330

N204031

A202076
A202076
A207152
A206885

A089753

A205358

2017

001
002
003
001
002
003
001
001
002
003
001
002
003
001
002
003
002
002
003
003
001
001
002
002
003
003

001
001
002
003
004
001
002
001
002
003
004

003
004

001

001
001
001
001

002

001

Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Mar
Mar
Mar
Mar
Mar
Jun
Jun
Mar
Mar
Mar
Mar
Mar
Mar

Nov
Mar
Mar
Mar
Mar
Sep
Sep
Feb
Feb
Feb
Feb

Nov
Nov

Mar

Mar
Mar
Mar
May

Jun

Jun

21,
21,
21,
21,
21,
21,
23,
20,
20,
20,
22,
22,
22,
31,
31,
31,
24,
24,
23,
23,
24,
24,
24,
24,
24,
24,

27,
22,
22,
22,
22,
25,
25,
24,
24,
24,
24,

23,
23,

11,

30,
30,
22,
02,

22,

20,

2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2006
2006
2004
2004
2017
2017
2017
2017
2017
2017

2007
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017

2001
2001

2014

2012
2012
2017
2017

1988

2017

Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Mar
Mar
Mar
May
Apr
May
Apr
Jun
Mar
Jun
Mar
Jun
Mar

May
Mar
Mar
Mar
Mar
Sep
Sep
Feb
Feb
Feb
Feb

Jan
Jan

Aug

Sep
Sep
Mar
Apr

Jul

Jun

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
CHRS
CMS1
CHRS
CMS1
CAHN
NEWA
CAHN
NEWA
CAHN
NEWA

CAHN
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CMS1
CMS1

DISC

CAHN
CAHN
NEWA
NEWA

CMS1

NEWA
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AB
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AB
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AP
AP
AP

AP
AP
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ACETIC ACID, GLACIAL

SOLUTION; IRRIGATION, URETHRAL
ACETIC ACID 0.25% IN PLASTIC CONTAINER

ACYCLOVIR SODIUM

INJECTABLE; INJECTION
ACYCLOVIR SODIUM
@ ATHENEX INC
@
! HIKMA PHARMS
MYLAN LABS LTD

ZYDUS PHARMS USA INC

ADENOSINE

INJECTABLE; INJECTION
ADENOSINE
WEST-WARD PHARMS INT

ICU MEDICAL INC 250MG/100ML
ACETOHEXAMIDE
TABLET; ORAL
ACETOHEXAMIDE
@ WATSON LABS TEVA 250MG
e 500MG
ACRIVASTINE: PSEUDOEPHEDRINE HYDROCHLORIDE
CAPSULE; ORAL
SEMPREX-D
+!  AUXILIUM PHARMS LLC 8MG; 60MG
ACYCLOVIR
CAPSULE; ORAL
ACYCLOVIR
BOSCOGEN 200MG
CARLSBAD TECHNOLOGY  200MG
@ CHARTWELL MOLECULES 200MG
@ MYLAN 200MG
ZOVIRAX
+! MYLAN PHARMS INC 200MG
OINTMENT ; TOPTCAL
ACYCLOVIR
GLENMARK PHARMS LTD 5%
TOLMAR 5%
SUSPENSION; ORAL
ZOVIRAX
+! MYLAN PHARMS INC 200MG/5ML
TABLET; BUCCAL
SITAVIG
+! EPI HLTH 50MG
TABLET; ORAL
ACYCLOVIR
@ CHARTWELL MOLECULES 400MG
@ 800MG
HERITAGE PHARMS INC  400MG
800MG
MYLAN PHARMS INC 400MG
800MG
ZOVIRAX
+  MYLAN PHARMS INC 400MG
+1 800MG

EQ 500MG BASE/VIAL
EQ 1GM BASE/VIAL
EQ 1GM BASE/VIAL
EQ 500MG BASE/VIAL
EQ 1GM BASE/VIAL
EQ 500MG BASE/VIAL
EQ 1GM BASE/VIAL

3MG/ML
3MG/ML
3MG/ML

September

N017656

A071893
A071894

N019806

A075090
A206261
A074872
A074727

N018828

A205510
A206437

N019909

N203791

A074834
A074834
A074891
A074891
A075211
A075211

N020089
N020089

A074596
A074596
A205771
A203927
A203927
A206606
A206606

A076404
A076500
A076501

2017

001
001

001

001
001
001
001

001

001
001

001

001

001
002
001
002
001
002

001
002

002
001
002
001
002
001
002

001
001
001

Nov
Nov

Mar

Jan
Aug
Apr
Apr

Jan

Jul
Jul

Dec

Apr

Apr
Apr
Oct
Oct
Sep
Sep

Apr
Apr

Apr
Apr
Feb
Mar
Mar
Jun
Jun

Jun
Jun
Jun

25,
25,

25,

26,
16,
22,
22,

25,

31,
31,

22,

12,

24,
24,
31,
31,
28,
28,

30,
30,

22,
22,
29,
29,
29,
13,
13,

16,
16,
16,

1987
1987

1994

1999
2017
1997
1997

1985

2017
2017

1989

2013

1997
1997
1997
1997
1998
1998

1991
1991

1997
1997
2016
2017
2017
2017
2017

2004
2004
2004

Feb

May
May

May

May
Aug
Jan
Jun

Jan

Jul
Jul

Jan

Jun

Jan
Jan
Apr
Apr
Mar
Mar

Jan
Jan

Mar
Mar
Mar
Mar
Mar
May
May

Jan
Jan
Jan

CAHN

CAHN
CAHN

CAHN

CAHN
NEWA
CAHN
DISC

CAHN

NEWA
NEWA

CAHN

CAHN

CAHN
CAHN
CMFD
CMFD
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CTEC
NEWA
NEWA
NEWA
NEWA

CAHN
CAHN
CAHN
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ALBENDAZOLE

TABLET; ORAL
ALBENZA

+! IMPAX LABS INC 200MG N020666 001 Jun 11, 1996 Jun CAHN

ALBUTEROL SULFATE

AEROSOL, METERED; INHALATION
PROVENTIL-HFA
+! 3M DRUG DELIVERY EQ 0.09MG BASE/INH N020503 001 Aug 15, 1996 May CAHN
SOLUTION; INHALATION
ALBUTEROL SULFATE
SUN PHARMA GLOBAL EQ 0.083% BASE A207857 001 Jul 21, 2017 Jul NEWA

ALBUTEROL SULFATE; TPRATROPIUM BROMIDE

SOLUTION; INHALATION
ALBUTEROL SULFATE AND IPRATROPIUM BROMIDE
SUN PHARMA GLOBAL EQ 0.083% BASE;0.17% A207875 001 Aug 07, 2017 Jul NEWA
WATSON LABS TEVA EQ 0.083% BASE;0.017% A077063 001 Dec 31, 2007 Feb CAHN

ALENDRONATE SODIUM

SOLUTION; ORAL

FOSAMAX
@ MERCK EQ 70MG BASE/75ML N021575 001 Sep 17, 2003 Sep CRLD
+ @ EQ 70MG BASE/75ML N021575 001 Sep 17, 2003 Sep CRLD

TABLET; ORAL
ALENDRONATE SODIUM

@ UPSHER-SMITH LABS EQ 5MG BASE A075871 001 Apr 22, 2009 Jun CAHN
@ EQ 10MG BASE A075871 002 Apr 22, 2009 Jun CAHN
@ EQ 35MG BASE A075871 004 Apr 22, 2009 Jun CAHN
@ EQ 40MG BASE A075871 003 Apr 22, 2009 Jun CAHN
@ EQ 70MG BASE A075871 005 Apr 22, 2009 Jun CAHN
ALLOPURINOL

TABLET; ORAL
ZYLOPRIM

+ CASPER PHARMA LLC 100MG N016084 001 Jul CAHN

+! 300MG N016084 002 Jul CAHN

ALLOPURINOL; LESINURAD

TABLET; ORAL

DUZALLO
+ ARDEA BIOSCIENCES 200MG; 200MG N209203 001 Aug 18, 2017 Sep CAHN
+ 200MG; 200MG N209203 001 Aug 18, 2017 Aug NEWA
+! 300MG; 200MG N209203 002 Aug 18, 2017 Sep CAHN
+! 300MG; 200MG N209203 002 Aug 18, 2017 Aug NEWA
+ IRONWOOD PHARMS INC 200MG; 200MG N209203 001 Aug 18, 2017 Sep CAHN
+! 300MG; 200MG N209203 002 Aug 18, 2017 Sep CAHN

ALOSETRON HYDROCHLORIDE

TABLET; ORAL
ALOSETRON HYDROCHLORIDE
AMNEAL PHARMS EQ 0.5MG BASE A206647 001 Dec 22, 2016 May CAHN
EQ 1MG BASE A206647 002 Dec 22, 2016 May CAHN

ALPHA-TOCOPHEROL ACETATE; ASCORBIC ACID; BIOTIN; CHOLECALCIFEROL; CYANOCOBALAMIN; DEXPANTHENOL; FOLIC

ACID; NIACINAMIDE; PYRIDOXINE HYDROCHLORIDE; RIBOFLAVIN 5'-PHOSPHATE SODIUM; THIAMINE HYDROCHLORIDE;

VITAMIN A PAIMITATE; VITAMIN K

INJECTABLE; INJECTION
INFUVITE ADULT
+!  SANDOZ INC 2 IU/ML;40MG/ML; 12MCG/ML; 40 N021163 001 May 18, 2000 May CAHN
IU/ML; 1MCG/ML; 3MG/ML; 120MCG/ML; 8MG
/ML;1.2MG/ML;0.72MG/ML; 1.2MG/ML; 66
0 IU/ML;0.03MG/ML
INJECTABLE; IV (INFUSION)
INFUVITE ADULT

+! SANDOZ INC 2 IU/ML;40MG/ML; 12MCG/ML; 40 N021559 001 Jun 16, 2003 May CAHN
IU/ML; IMCG/ML; 3MG/ML; 120MCG/ML; 8MG
/ML;1.2MG/ML; 0.72MG/ML; 1.2MG/ML; 66
0 IU/ML;30MCG/ML
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ALPRAZOLAM
TABLET; ORAL
ALPRAZOLAM
AB ACTAVIS ELIZABETH 0.25MG A074342 001 Oct 31, 1993 Apr CAHN
AB 0.5MG A074342 002 Oct 31, 1993 Apr CAHN
AB 1MG A074342 003 Oct 31, 1993 Apr CAHN
AB 2MG A074342 004 Oct 31, 1993 Apr CAHN
TABLET, EXTENDED RELEASE;ORAL
ALPRAZOLAM
AB AUROBINDO PHARMA LTD  0.5MG A090871 001 Jun 07, 2011 Jan CAHN
AB 1MG A090871 002 Jun 07, 2011 Jan CAHN
AB 2MG A090871 003 Jun 07, 2011 Jan CAHN
AB 3MG A090871 004 Jun 07, 2011 Jan CAHN
TABLET, ORALLY DISINTEGRATING;ORAL
ALPRAZOLAM
>D> AB ACTAVIS ELIZABETH 0.25MG A078561 001 Mar 16, 2010 Sep CAHN
>A> AB 0.25MG A078561 001 Mar 16, 2010 Sep CAHN
>D> AB 0.5MG A078561 002 Mar 16, 2010 Sep CAHN
>A> AB 0.5MG A078561 002 Mar 16, 2010 Sep CAHN
>D> AB 1MG A078561 003 Mar 16, 2010 Sep CAHN
>A> AB 1MG A078561 003 Mar 16, 2010 Sep CAHN
>D> AB 2MG A078561 004 Mar 16, 2010 Sep CAHN
>A> AB 2MG A078561 004 Mar 16, 2010 Sep CAHN
ALPROSTADIL
INJECTABLE; INJECTION
EDEX
@ AUXILIUM PHARMS LLC  0.005MG/VIAL N020649 001 Jun 12, 1997 May CAHN
AP+ 0.01MG/VIAL N020649 002 Jun 12, 1997 May CAHN
+1 0.01MG/VIAL N020649 005 Jul 30, 1998 May CAHN
AP+ 0.02MG/VIAL N020649 003 Jun 12, 1997 May CAHN
+1 0.02MG/VIAL N020649 006 Jul 30, 1998 May CAHN
AP 4! 0.04MG/VIAL N020649 004 Jun 12, 1997 May CAHN
+! 0.04MG/VIAL N020649 007 Jul 30, 1998 May CAHN
SUPPOSITORY; URETHRAL
MUSE
+!  MYLAN SPECIALITY LP