?%{@ 'Display Date ) e d

Puhlication Dat;a //’7?’%

Certifier,
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
[Docket No. 98N-1000]
Danbury Pharmacal, Inc.; Withdrawal of Approval of 61 Abbreviated

New Drug Applications

AGENCY : Food and Drug Administration, HHS.

ACTION :  Noti ce.

SUMARY : The Food and Drug Admi nistration (FDA) is w thdraw ng
approval of &1 abbreviated new drug applications (ANDA'S)

Danbury Pharmacal, Inc., notified the agency in writing that the
drug products were no longer marketed and requested that the
approval of the applications be withdrawn.

EFFECTI VE DATE: (Inserc_Gdate 30 davs after date of publication

in the FEDERAL REQ STER.

FOR FURTHER | NFORMATI ON CONTACT:

Aivia A Pritzlaff,

Center for Drug Eval uation and Research (HFD-7) ,

Food and Drug Adm nistration,

5600 Fishers Lane,

Rockville, MD 20857,

301-594-2041.
SUPPLEMENTARY | NFORVATI ON Danbury pPharmacal, Inc., 131 West
St., Danbury, CT 16810, has infornmed FDA that the drug products

listed in the following table are no | onger marketed and has
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requested that ¥FDA withdraw gpprovai of

Danbury Pharmacal, Inc. ,

opportunity for

a hearing.

la

has also, by its reqguest,

“h e appiicaton s .

wai ved its



ANDA No. Drug

63- 082 Clindamycin Hydrochl ori de Capsul es US?,
75 mlligrams (ng)

71-098 Propranolol Hydrochloride Tablets USP, 60 mg

71-183 Propranolol Hydrochloride Tablets USSP, 90 mg

71- 494 Oxazepam ‘ Tabl ets USP, 15 ny

71-498 Propranolol Hydrochloride and Hydrochlorothiazide
Tabl ets USP, 40 mg/25 ng

71-501 Propranolol Hydrochl oride and Hydrochlorothiazide
Tabl ets USP, 80 mg./25 ng

71-905 | buprofen Tablets USP, 200 mg

72-113 Haloperidol Tablets USP, 10 ngy

72-134 Perphenazine and Amitriptyline Hydrochl oride
Tabl ets USP, 4 mg/25 mg

72-135 Perphenazine and Amictriptyline Hydrochl oride
Tablets USP, 4 mg/50 ny

72- 353 Haloperidol Tablets USP, 20 ngy

72-539 Perphenazine and amitriptyline Hydrochl oride
Tablets USP, 2 mg/10 ng

72-540 Per phenazi ne and Amitriptyline Hydrochl ori de
Tablets USP, 4 mg/10 ny

72-541 Per phenazi ne and amitriptyline Hydrochl oride
Tabl ets USP, 2 ngy/ 25 ny

72-981 Fenopr of en Cal ci um Capsul es USP

72-982 Fenopr of en Cal ci um Capsul es USP

72-996 I ndoret hacin Capsul es USP, 25 ngy

72-997 Indomethacin Capsul es USP, 50 ng



ANDA No. Drug

80- 393 Reserpine Tablets USP, 0.25 mg

80- 522 Isoniazid Tablets USP, 50 ng

80- 523 | soniazid Tablets USP, 100 mg

80-679 Reserpine Tablets USP, 0.1 ng

80- 696 Chl or pheni ram ne Mal eate Tablets USP, 4 ng
80-749 Reser pi ne Tablets USP, 1 ny

80- 905 Phenytoin Sodi um Capsul es USp, 100 ng

80- 907 Rauwolfia Serpentine Tablets UsP, 50 mg
80-908 Propoxyphene Hydrochl oride Capsules USP, 65 ng
80-914 Rauwolfia Serpentine Tablets USP, 100 ng

83- 029 Propantheline Brom de Tablets USP, 15 ng
83-123 Bronpheni ram ne Maleate Tablets USP, 4 ny
83-305 Ni acin Tablets USP, 500 ny

83-712 Pronet hazi ne Hydrochl oride Tablets USP, 12.5 ny
83- 847 Trichlormathiazide Tablets USP, 2 ng

83-855 Trichl ormet hi azi de Tablets USP, 4 ny

84- 274 Mepr obamate Tablets USP, 600 ngy

84- 347 Dicyclomine Hydrochl ori de Capsules USP, 10 ng
84- 362 G utethi mde Tablets USP, 500 ng

84- 402 Bethanechol Chloride Tablets USP, 5 ng

84-602 Dicyclomine Hydrochl oride Tablets USP, 20 ng

85- 094 Triprolidine Hydrochloride Tablets USP, 2.5 ng



ANDA No. Drug

85- 584 Quinidine Sulfate Tablets USP, 100 mg

86- 086 Pentaerythritol Tetranitrate Tablets USP, 20 mg

86- 580 Cypr ohept adi ne Hydrochl ori de Tablets USP, 4 ngy

86-900 Glycopyrrolate Tablets USP, 2 ng

86- 901 Chlorzoxazone Tablets USP, 250 ng

86-902 Glycopyrrolate Tablets USP, 1 ny

87-419 Dipyridamole Tablets USP, 25 ny

87-432 Dipyridamole Tablets USP, 75 ng

87-550 Butalbital and Acetaminophen, 50 mg/325 ng

87-667 Sulfinpyrazone Tablets USP, 100 ny

87-767 Hydroxyzine Pamoate Capsules USP (equivalent to
50 ngy Hydroxyzine Hydrochl ori de)

87-790 Hydr oxyzi ne pamoate Capsules USP (equiva_ent to
100 ng Hydroxyzi ne Hydrochl ori de)

87-874 Carisoprodol Conpound Tabl ets

88- 620 Amitriptyline Hydrochl oride Tablets USP, 10 ng

88-621 Amitriptyline Hydrochl oride Tablets USP, 25 ng

88-622 Amitriptyline Hydrochloride Tablets USP, 50 ng

88- 633 Amitriptyline Hydrochloride Tablets USP, 75 ng

88-634 Amitriptyline Hydrochl oride Tablets USP, 100 ng

88-635 Amitriptyline Hydrochl oride Tablets USP, 150 ny

88- 755 Thi ori dazi ne Hydrochl oride Tablets USP, 25 ny

88-800 Dipyridamole Tablets USP, 50 ng




Therefore, under section 505{(e) of the Federal Food, Prug,

and Cosnetic Act (21 U.S.C. 355(e)) and under authority delegated
to the Director, Center for Drug Evaluation and Research (21 CFR

5.82), approval of the applications listed in the table in this

docunent, and all anendnents and suppl enents thereto, i S hereby

wi thdrawn, effective (insert date 30 days after date of

publication in the FEDERAL REGISTER).

Dat ed: November 4, 1998

CERTIFIED TO BE A TRUE COPY OF THE ORIGINAL

e UWondesl

Janet Woodcock

Director
Center for Drug Evaluation and Research



