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* 7 - Please see.page titled “Old Counting System” for numbers represented by the old counting system as reported in prior months.
** _ Facsimile policy Went into effect in January of 1997
*+* . In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being tainted
by fraud. Review status figures reported since this date exclude suspended applications. As of August 31, 1997, 0 original applications and 17 supplements were
suspended. .
Upon completion of validity assessments, suspended applications may be returned to active pending status.
+ -Note: Tentative approvals are counted as approvals subsequently when approved. For example 28 of the 256 approvals for the year ending August 31, 1997
were previously reported as tentatively approved applications.
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- In September, 1951, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. Review status

figures reported since this date exclude suspended applications. As of August 31, 1997, 0 original applications and 17 supplements were suspended. Upon completion of validity assessments, suspended

applications may be returned to active pending status,



AMENDMENTS TO
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POST APPROVAL SUBMISSIONS TO APPLICATIONS (LABELING)

- In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. Review
atus figures reported since this date exclude suspended applications. As of August 31, 1997, 0 original applications and 17 supplements were suspended. Upon completion of validity assessments,

spended applications may be returned to active pending status.
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ORIGINAL APPLICATIONS - OLD COUNTING SYSTEM
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- Facsimile policy went into effect inJanuary of 1997

*

** - In September, 1991, the Office of Genesic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being tainted by fraud. Review status figures reported since this
dalcd exclude suspended applications. As of August 31, 1997, 0 original applications and 17 supplements were suspended. Upon completion of validity assessments, suspended applications may be returned to active
pending status.

+ , - Note: Tentative approvals are counted as approvals subscquently when approved. For example 28 of the 392 approvals for the year ending August 31, 1997 were previously reported as tentatively approved
applications .



Original ANDAs and AADAs Received
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Supplements and
Amendments (to Supplements) Received

1200

I 1 [E0nginal Supplements mAmends. to Supps. |
1000 S

800 |

600

400

200

Jom Apr b Out Jan Agr i Ot Jaw A S Out Jun Apr M Oot Jun Apr 28 Ont Jan Apr et Ot Jun Apr Sl Out Jam Apt M
[ | [ | [ t L) 1 - | - ! 1 L] [

These Sgures include global supplements. For axample one fim submitied 755 supplements in January 1892,
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These fAgures include global supplements. For axample one firm submitted 755 supplements in January 1992. These
ware approved in Aprl 1992,

Supplements Approved
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Supplements Awaiting OGD Action
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Median ANDA Review Cycle (Months)
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Office of Generic Drugs ANDAs Approvals
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September 16, 1997
CIMETIDINE HYDROCHLORIDE
ORAL SOLUTION 300 MG
(BASE) /5ML

HYDROCODONE BITARTRATE AND
ACETAMINOPHEN TABLETS, USP
10MG/500 MG

JESTAZOLAM TABLETS 1 MG, 2 MG

ALBUTEROL INHALATION AEROSOL

90 MCG/INHALATION

RANTIDINE TABLETS, USP 150
MG (AS HCL),

ACYCLOVIR CAPSULES 200 MG

DILTIAZEM HYDROCHLORIDE
INJECTION 5 MG/ML
FLUOCINONIDE OINTMENT, USP
0.05%

ACYCLOVIR SODIUM FOR
INJECTION 500 MG (BASE),
(BASE)

CLOMIPRAMINE HYDROCHLORIDE
CAPSULES 25 MG, 50 MG,

ACETAMINOPHEN,
DIHYDROCODEINE BITARTRATE
CAPSU 356/30/16 MG

PROMETHAZINE HYDROCHLORIDE
AND CODEINE PHOSPHATE SYRUP
6.25 MG/10 MG PER 5 ML

THIORIDAZINE HYDROCHLORIDE
ORAL SOLUTION, USP
(CONCENTRATE) 30 MG/ML

LOPERAMIDE HYDROCHLORIDE
ORAL SOLUTION 1 MG/5 ML

LEUCOVORIN CALCIUM TABLETS,
USP 5 MG (BASE), 25 MG
(BASE) -

METHYLPHENIDATE

HYDROCHLORIDE TABLETS, USP 5

MG, 10 MG, 20 MG
RANITIDINE TABLETS, USP 150

MG (BASE), 300 MG (BASE)

300 MG (AS HCL)

1G

75 MG

CAFFEINE, AND

ROXANE LABORATORIES, INC.

PEACHTREE PHARMACEUTICALS

ROYCE LABORATORIES, INC.

ALPHARMA, USPD

GENPHARM INC.

PUREPAC PHARMACEUTICAL CO.

GENSIA LABORATORIES, LTD.

ALTANA, INC.

GENSIA LABORATORIES, LTD.

LEMMON COMPANY

MIKART, INC.

HI TECH PHARMACAL COMPANY,
INC.

PHARMACEUTICAL ASSOCIATES,
INC.

MORTON GROVE
PHARMACEUTICALS, INC.

PAR PHARMACEUTICAL, INC.

INC.

DANBURY PHARMACAL,

BOEHRINGER LABORATORIES,
INC.

08/05/97
08/13/97
08/19/97
08/19/97
08/22/97

08/26/97

08/26/97
08/26/97

08/26/97

08/26/97

08/26/97
08/26/97

08/28/97

. 08/28/97

08/28/97

08/29/97

08/29/97



office of Generic Drugs ANDAs Approvals
Page: 2 September 16, 1997

18. 74-467 RANITIDINE TABLETS, USP 150
MG (BASE), 300 MG (BASE)

19. 74-979 CLONAZEPAM TABLETS, USP 0.5
MG, 1 MG, 2 MG

20. 74-840 ETODOLAC CAPSULES 200 MG,
300 MG

~n x

GENEVA PHARMACEUTICALS,
INC.

EON LABS MANUFACTURING,
INC.

GENEVA PHARMACEUTICALS,
INC.

08/29/97

08/29/97

08/29/97



Office of Generic Drugs AADAs Approvals

Page: 1

l. 64~-105

2. 64-156

September 16, 1997

CEFACLOR, USP NON-STERILE
BULK

CEFACLOR CAPSULES, USP 250
MG (BASE), 500 MG (BASE)

RANBAXY LABORATORIES,
LIMITED

RANBAXY LABORATORIES
LIMITED

Yy

08/05/97

08/28/97



Office of Generic Drugs ANDAsS Tentative Approvals
Page: 1 September 16, 1997

1. 74-704 PROPOFOL INJECTABLE EMULSION ABBOTT LABORATORIES 08/06/97
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