C?fn';nl/" Dma

/V/f ~

MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEZLTH SERVICE
FCOL AND DRUS ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH
OFFICE OF GENERIC DRUGS

DATE : April 5, 2000

— — PO ll‘ﬂ“AAA_,

: Peter Rickman mmre—
Acting Director, Division of Labeling and Program
Support

T
5]
:3!

SUBJECT: Statistical Report - Month of March 2000

TO: See Below

This memorandum represents the Office of Generic Drugs'
statistical report for March 2000.

Tables I through III detail qguantitative information about OGD's
receipts, actions, and pending review status for both original
and supplemental (CMC and labeling) applications for the past
month and for the 11 preceding months. Following the tables,
graphic presentations of selective quantitative data are
provided. These graphs allow comparisons to similar data dating
back to 1991. Where appropriate, the graphs have been modified
to reflect the change of AADAs to ANDAs as a result of the
elimination of Section 507 of the FD&C Act under FDAMA.

Separate lists of March’s 21 new generic approvals, and 9
tentative approvals follow the graphic presentations. First time
generic approvals or tentative approvals are indicated by an
asterisk (*). These approvals include generic equivalents for
*Levo-Dromoran Tablets 2 mg, indicated for the management of
moderate to severe pain marketed by ICN Pharmaceuticals; Adalat
CC Extended-release Tablets 30 mg, indicated for the treatment of
hypertension marketed by Bayer; Nix Créme Rinse 1%, used in the
treatment of infestation with scabies marketed by Warner Lambert;
Tapazole Tablets 5 mg and 10 mg, indicated for the treatment of
hyperthyroidism marketed by Lilly; Talacen Tablets 25 mg

(base) /650 mg, indicated for the relief of mild to moderate pain
marketed by Sanofi Synthelabo; and Actigall Capsules 300 mg,
indicated for the prevention of gallstone formation marketed by
Novartis.
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* Please see last page of this report for numbers represented by the old counting system as reported in prior months.
** Facsimile policy went into effect in January of 1997
*** In Septernber, 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 March 31, 2000, 1 original application and 12 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status.

+ Nole: Tentative approvals are counted as approvals subsequently when approved. For example, 1 of the 207 approvals for the year ending March 31, 2000,
were previously reported as tentatively approved applications. The 2 tentative approvals reported in April 1999, are actually approvable actions.
One of the tentative approvals reported in May 1999 is actually an approvable action.
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* In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of

by fraud. Review status figures reported since this date exclude suspended applications. As of March 31, 2000, 1 original application and 12 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status.
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* 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 March 31, 2000, 1 original application and 12 supplements were suspended.
Upon completion of validity assessments, suspended applications may be returned to active pending status.
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Chemistry, Manufacturing & Controls Supplements
Awaiting OGD Action
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Percent of Original Submissions - ]
with Refuse to Receive Action Median ANDA Review Cycle (Months)

By Month of Receipt ® (Original Applications & Major Amendments)
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Mean and Median ANDA Review Cycle (Months)
6 (Original Applications & Major Amendments)
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Office Of Generic Drugs ANDAs Approvals
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Thursday, April 06, 2000

CYCLOSPORINE ORAL
SOLUTION USP (MODIFIED)
100 mg/mL

NALTREXONE
HYDROCHLORIDE TABLETS
USP 50 MG

BLEOMYCIN FOR INJECTION
USP 15 UNITS (BASE)/VIAL
30 UNITS (BASE)/VIAL

NIFEDIPINE EXTENDED-
RELEASE TABLETS 30 MG

CHLORHEXIDINE
GLUCONATE TOPICAL
SCRUB 4% (WITH
BRUSH/SPONGE
APPLICATOR)

URSODIOL CAPSULES, USP
300 MG '

CIMETIDINE
HYDROCHLORIDE ORAL
SOLUTION 300 MG (BASE)/S
ML

PROPARACAINE
HYDROCHLORIDE
OPHTHALMIC SOLUTION,
USP 0.5%

LORAZEPAM INJECTION,
USP 2 MG/ML (VIALS) 4
MG/ML (VIALS)

ISOSORBIDE MONONITRATE
EXTENDED-RELEASE
TABLETS 30 MG 60 MG 120
MG

ABBOTT LABORATORIES

EON LABS MANUFACTURING
INC.

FAULDING
PHARMACEUTICAL CO.

ELAN PHARMACEUTICAL
RESEARCH CORPORATION

BECKTON, DICKENSON
SURGICAL SYSTEM

AMIDE PHARMACEUTICAL ,
INC

NOVEX PHARMA

TAYLOR PHARMACEUTICALS

MOVA PHARMACEUTICAL
CORPORATION

KV PHARMACEUTICAL
COMPANY

3/3/00
3/8/00

3/10/00

3/10/00

3/14/00

3/14/00

3/15/00

3/16/00

3/16/00

3/16/00



Office of Generic Drugs ANDAs Tentative Approvals
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75-579

75-409

75-628

75-416

75-650

75-347

75-583

75-685

75-527

06-Apr-00

BISOPROLOL FUMARATE
AND
HYDROCHLOROTHIAZIDE
TABLETS 2.5 MG/6.25 MG 5
MG/6.25 MG 10 MG/6.25 MG

MIDAZOLAM
HYDROCHLORIDE INJECTION
1 MG (BASE)/ML (SYRINGE) 5
MG (BASE)/ML (SYRINGE)

FAMOTIDINE TABLETS, USP
20 MG 40 MG

NAPROXEN SODIUM
EXTENDED-RELEASE
TABLETS 500 MG ( BASE)

FAMOTIDINE TABLETS, USP
20 MG 40 MG

OMEPRAZOLE DELAYED-
RELEASE CAPSULES 10 MG
20 MG 40 MG

ENALAPRIL MALEATE
TABLETS, USP 2.5 MG 5 MG
10 MG 20 MG

CIPROFLOXACIN TABLETS,
USP 750 MG

BISOPROLOL FUMARATE
AND
HYDROCHLOROTHIAZIDE 2.5
MG/6.25 MG 5 MG/6.25 MG 10
MG/6.25 MG

EON LABS
MANUFACTURING, INC.

ABBOTT LABORATORIES

APOTHECON, INC.

ANDRX PHARMACEUTICALS,
INC

PUREPAC
PHARMACEUTICAL CO.

ANDRX PHARMACEUTICALS,
INC.

APOTHECON, INC.

MYLAN PHARMACEUTICALS,
INC.

INVAMED INC.

3/2/00

3/15/00

3/16/00

3/17/00

3/17/00

3/23/00

3/25/00

3/30/00

3/31/00
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75-523

75-559

64-200

64-201

74-699

75-014

75-294

40-350

75-358

40-320

74-278

PENTAZOCINE AND
NALOXONE
HYDROCHLORIDES
TABLETS, USP 50 MG
(BASE)/0.5 MG (BASE)

BUTORPHANOL TARTRATE
INJECTION, USP 1 MG/ML
(SYRINGE) 2 MG/ML
(SYRINGE)

CEFOTAXIME FOR
INJECTION 500 MG /10 ML
VIAL 1 G /10 ML VIAL 2 G/10
ML VIAL 1 G /100 ML VIAL 2
G /100 ML VIAL

CEFOTAXIME FOR
INJECTION 10 G/VIAL (
PHARMACY BULK
PACKAGE) 20 G/VIAL
(PHARMACY BULK
PACKAGE)

PENTAZOCINE
HYDROCHLORIDE AND

ACETAMINOPHEN TABLETS

25 MG (BASE)/650 MG
PERMETHRIN LOTION 1%

RANITIDINE TABLETS, USP
(OTC) 75 MG

METHIMAZOLE TABLETS,
USP 5 MG 10 MG

ALBUTEROL SULFATE
INHALATION SOLUTION
0.083% (BASE)

METHIMAZOLE TABLETS,
USP 5 MG 10 MG

LEVORPHANOL TARTRATE
TABLETS, USP 2 MG

RANBAXY LABORATORIES
LIMITED

ABBOTT LABORATORIES

AMERICAN
PHARMACEUTICAL
PARTNERS, INC.

AMERICAN
PHARMACEUTICAL
PARTNERS, INC,

WATSON LABORATORIES,
INC.

ALPHARMA

CHEMINOR DRUGS LTD.

GENPHARM INC,

BAUSCH & LOMB
PHARMACEUTICALS, INC.

APPLIED ANALYTICAL
INDUSTRIES

ROXANE LABORATORIES,
INC.

3/17/00

3/20/00

3/24/00

3/24/00

3/24/00

3/28/00

3/28/00

3/29/00

3/29/00

3/31/00

3/31/00



