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This supplement is one of a series of periodic updates to the list of Approved
Prescription Drug Products with Therapeutic Equivalence evaluations (the List)
to cover revisions interim to the annual publication of the List.in its
entirety. This supplement contains updates to the Drug Product List and
Appendix portions of the List, as well as cumulative indices for both.
1.
FCDD AND DRLE ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
â€˜THERAPEUTIC EQUIVALENCE EVALUATIONS
SUPPLEMENT
I . PREFACE
Drug Product List
The Drug Product List revisions are intended to be pen and ink changes to
the annual publication of the List rather than page replacements or
cut-andâ€”paste changes. The changes in this supplement contain revisions
made since the last publication or previous supplement.
In general, information in this listing follows the format of the Drug
Product List. Information to be deleted from the Drug Product List is
indicated by an overstruck print. Information to be added to the Drug
Product List is indicated by the symbol> AMJ> to the left of the line on
whichnew information exists. Any line containing neither the overstruck
print nor> A00 > is necessary to provide the context information needed to
assist in locating the proper place in the Drug Product List for the
revision.
A change of information concerning a given drug product covers only enough
context information to facilitate making the change. The change itself is
indicated by deleting the old information, directly followed by adding the
new information.
The addition of a therapeutic equivalence code indicates that the drug
product has become multisource; the deletion of a therapeutic equivalence
code indicates that the drug product has become single source. A change
in the therapeutic equivalence code is indicated by a delete, immediately
followed by an add on the line below indicated by an 24m2_>.
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2. Appendix-â€”Prescription Drug Products Deemed Approved Pending Resolution of
Safety or Effectiveness Issues
The listing for the Appendix contains only drug products which are the
subject of additions, removals, or classification changes within the
Appendix. 'These revisions are indicated in the same manner as addition
and removal of drug products for the Drug Product List.
3 . Cumulative Indices
Each supplement is accompanied by a cunulative index. These are intended
to provide a ready record of all revisions occurring from one annual List
publication to the next. Each index will be alphabetical, the Drug
Product List by ingredient and the Appendix by trade name.
II. SPECIAL bD'IES
The 2nd Edition of this publication is scheduled to be available as a new
subscription from the Government Printing Office (GPO) in October, 1981. It
will contain data current through July, 1981. The first supplement to that
edition will contain updates covering both August and September, 1981, and is
intended to be distributed by GPO with the publication. All supplements to
the 2nd Edition will be provided as part of the base subscription price.
Subscribers to the current 1980 publication will continue to receive
supplements through September, 1981, to be provided updated data through
August, 1981.
A future supplement to the 1980 publication will contain subscription renewal
information for the 1981 publication (2nd Edition).



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 9
AMINOPHYLLINE CHLORPHENIRAMINE MALEATE
INJECTABLE; INJECTION INJECTABLE; INJECTION
AMINOPHYLLINE CHLORPHENIRAMINE MALEATE
> 500 > AG NATCON CHEMICAL 25MG-ML [Rdtï¬ï¬ï¬‚ï¬ï¬ï¬ï¬QQiï¬‚jï¬ï¬/
> ADD > CARTER-GLOGAU
ASPIRIN; BUTALBITAL; CAFFEINE; PHENACETIN
CHLORTHALIDONE
TABLET; ORAL
BUTALBITAL u/ 500 TABLET; ORAL
> A00 > 55 PREMO PHARM LABS zoous;ggnÂ§;gggÂ§;150mb OHLORTHALIDOHE
> A00 > A_ LEDERLE LABS-AM CYAN gggg * 5955
> A00 > g_ ZENITH LABS Eggg
> A00 > CAPTOPRIL
> ADD > TABLET; ORAL DEXTROSE; LIDOCAINE HYDROCHLORIDE
> A00 > CAPOTEN
> ADD > ER SQUIBB AND SONS ZSMG * SONG * lOOMG INJECTABLE; INJECTION
> ADD > LIDOCAINE HCL 0.12 AND DEXTROSE 52 IN PLASTIC CONTAINER
> ADD > TRAVENOL LABS SSM/100ML;100MS/100ML
CEFADROXIL MONOHYDR TE LIDOAIHE HOL 0.22 IN DEXTROSE 52 IN PLASTIC CONTAINER
ABBOTT LABS /Â§Â§{ï¬i4i2/
> ADO > POWDER FOR RECONSTITUTION; ORAL > A00 > AG SGM/100ML3200NB/100ML
> ADD > uLTRAcEF > ADD > LIDOCAINE HOL 0.22 AND DEXTROSE 52 IN PLASTIC CONTAINER
> ADD > BRISTOL LABS-BM EQ 125MG BASE-SML * > A00 > 53 TRAVENOL LABS 50N1100NL;200M0/100ML
> ADD > EQ 250MG BASE-SML * LIDOCAINE HCL 0.42 IN DEXTROSE 52 IN PLASTIC CONTAINER
>_AQQ_> EQ SOONG BASE-SML ABBOTT LABS /$Z{Â¢Â§42/
> A00 > 56M/100ML;400M6/100ML
CHLOROTHIAZIDE
DIHYDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATE;
TABLET; ORAL DIHYDROERGOCRYPTINE MESYLATE
CHLOROTHIAZIDE
> A00 > AB FEDERAL PHARMACAL 250mm TABLET; SUBLINGUAL
>500) W
> ADD > DANBURY PHARMACAL 167 00N;161 usuzev us"; a 555 00H;
55! UGMISS! UGN
V
I;
U
V
Ell;
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DIPHENHYDRAMINE HYDROCHLORIDE
CAPSULE; ORAL
I ï¬‚Ã©ï¬ï¬‚'Ã©iÃ©f â€˜
MÃ©/ 7%Â»555/ /Ã©4-Ã©/.
EPINEPHRINE' IDOCAINE HYDROCHLORIDE
INJECTABLE; INJECTION
LZDOOAIHE HOL NI EPINEPHRINE
'/#.-â€™TIâ€™Tâ€˜HARAK#AI###/
LEMMON
AG LEMMON IO 06M/ML;lEZÂ£IIU'UUH/HÃ©iÃ©Ã©/
ESTROGENS TERIFI D
TABLET; ORAL
ESTRATAB
BS REID-PROVIDENT LABS 300 UGM
MENEST
BS BEECHAM LABS 300 UGM
FOLLICLE STIMULATING HORMONE; LUTEINIZING HORMONE
INJECTABLE; INJECTION
PERSONAL
SERONO LABS 75 UNITS/AMP;75 UNITS-AMP
GLUTETHIMIDE
TABLET; ORAL
GLUTETHIMIDE
AA PREMO PHARM LABS 500MB
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 9
V V
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HYDROCHLOROTHIAZIDE; RESERPINE
TABLET; ORAL
HYDROâ€”SERP '25â€˜
BP PREMO PHARM LABS 25MG;125 UGM
HYDROâ€”SERP '50â€˜
BP PREMO PHARM LABS 50MG;125 UGM
HYDROCHLOROTHIAZIDE; SPIRONOLACTONE
TABLET; ORAL
SPIRONOLAOTONE u/ HYDROOHLOROTHIAZIDE
BARR LABS _2_5_rÂ§;gÂ§_gÂ§
CHELSEA LABS Mgmgmg
D
HYDROCORTISON
LOTION; TOPICAL
TEXACORT
Mï¬ï¬r-C-WiliÃ©/ï¬râ€™ï¬‚/
COOPERCARE
HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL
HYDROXYZINE HOL
AA ZENITH LABS 10MB I 2 G K 50MB
ISOETHARINE HYDROCHLORIDE
SOLUTION; INHALATION
ISOETHARINE HCL
M DEY mm 0.1__'.
0.172
L INT'L MEDICATION SYS M x 9_.z_2
L PHILIPS ROXANE LABS 05;. u L21
APPROVED PRESCRIPTION DRUG PRODUCTS



APPROVED PRESCRIPTION DRUG PRODUCTS
PHENTERMINE HYDROCHLORIDE
CAPSULE; ORAL
> ADD > OBESTIN-30
> ADD > 55 FERNDALE LABS SONG
> ADD > DNA-MAST
> ADD > AA MM MAST QOMG
PREDNISOLON
TABLET; ORAL
PREDNISOLONE
> ADD > BX MARSHALL PHARMACAL 5MG
PREDNISONE
TABLET; ORAL
PREDNISONE
> ADD > -BX MARSHALL PHARMACAL SMG
PROPOXYPHENE HYDROCHLORIDE
CAPSULE; ORAL
PROPOXYPHENE HOL
754/. MAIAâ€™Mâ€™ï¬‚/Ã©Ã©/ MÃ©ciÃ©/
SULFASALAZINE
TABLET; ORAL
Â§ULFASALAZIHE
> ADQ > BP DANBURY PHARMACAL SOOMG
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 9
Â§ULFISOXAZOLE
TABLET; ORAL
SULFISOXAZOLE
#J'AWAA/ï¬ï¬‚ï¬ï¬ï¬‚/
> ADD > PUREPAC PHARM
THEOPHYLLINE
TABLET; CONTROLLED RELEASE; ORAL
> A00 > LABID
> A00 > BAYLOR LABS 250MB
TRIAMCINOLONE ACETONIDE
CREAM; TOPICAL
TRIAMCINOLONE ACETONIDE
> ADQ > g_ cLAY-PARK LABS 0.0252 n 0.12 2 9:5;
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENTISI SUPPLEMENT; 1 2
CHLORTHALIDONE
CHYMOTRYPSIN
CLORAZEPATE DIPOTASSIUM X
CLORAZEPATE MONOPOTASSIUM
CORTISONE ACETATE; NEOMYCIN SULFATE X
CYCLOTHIAZIDE
CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE
DANAZOL X
DEXAMETHASONE
XXX
DEXAMETHASONE SODIUM PHOSPHATE X
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE X
DEXTROAMPHETAMINE SULFATE X
DEXTROSE X
DEXTROSE; LIDOCAINE HYDROCHLORIDE
DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE
DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE X
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE; DIBASIC;
SODIUM ACETATE; SODIUM CHLORIDE
DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE - IN PLASTIC X
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM
DIATRIZOATE SODIUM
DIAZEPAM
DICUMAROL
DIETHYLSTILBESTROL
DIHYDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATE;
DIHYDROERGOCRYPTINE MESYLATE
XXXX
DIMENHYDRINATE
DINOPROSTONE
DINOPROSTONEI PROSTAGLANDIN E-Z)
DIPHENADIONE X
DIPHENHYDRAMINE HYDROCHLORIDE
DISULFIRAM
DOXEPIN HYDROCHLORIDE
DOXYCYCLINE HYCLATE
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X
ERYTHROMYCIN



DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENTIS) SUPPLEMENT; 1 7 B 9
ERYTHROMYCIN ETHYLSUCCINATE
ESTRADIOL VALERATE X
ESTROGENS; ESTERIFIED X
FENOPROFEN CALCIUM
FENOPROFEN CALCIUM DIHYDRATE
FLUORESCEIN SODIUM
FOLLICLE STIMULATING HORMONE; LUTEINIZING HORMONE X
GENTAMICIN SULFATE X
GLUTETHIMIDE X
GRISEOFULVIN; ULTRAMICROCRYSTALLINE
HALOTHANE
HEPARIN CALCIUM
HEPARIN SODIUM X
HEXACHLOROPHENE
HEXOCYCLIUM METHYLSULFATE
HYDROCHLOROTHIAZIDE X
HYDROCHLOROTHIAZIDE; RESERPINE X
HYDROCHLOROTHIAZIDE; SPIRONOLACTONE X
HYDROCORTISONE X X
HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE
HYDROCORTISONE ACETATE; NEOMYCIN SULFATE
HYDROCORTISONE ACETATE; OXYTETRACYCLINE HYDROCHLORIDE
HYDROCORTISONE SODIUM SUCCINATE X
HYDROXYZINE HYDROCHLORIDE X X
IMIPRAMINE HYDROCHLORIDE X X
IOTHALAMATE SODIUM; I-125 X
IRON DEXTRAN COMPLEX X
ISOETHARINE HYDROCHLORIDE X X
ISONIAZID X
ISOSORBIDE
LIDOCAINE HYDROCHLORIDE X
LITHIUM CARBONATE
LITHIUM CITRATE X
LORAZEPAM
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODIUM GLUCONATE X
APPROVED PRESCRIPTION DRUG PRODUCTS



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENTIS) SUPPLEMENT; 1 Z
MANNITOL X
MANNITOL; SORBITOL
MAPROTILINE HYDROCHLORIDE
MAZINDOL X
MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE X
MEPROBAMATE
METAPROTERENOL SULFATE X
METHAQUALONE
METHYLPREDNISOLONE; NEOMYCIN SULFATE X
METHYLPREDNISOLONE ACETATE
METHYLPREDNISOLONE SODIUM SUCCINATE
METHYLTESTOSTERONE X
METOCLOPRAMIDE HYDROCHLORIDE
METOLAZONE
METRONIDAZOLE HYDROCHLORIDE
MICONAZOLE NITRATE
NADOLOL
NAPROXEN SODIUM
NEOMYCIN SULFATE; PREDNISOLONE
NEOMYCIN SULFATE; PREDNISOLONE ACETATE
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE
NEOSTIGMINE BROMIDE
NORETHINDRONE
NOVOBIOCIN CALCIUM
XIX ><><
NOVOBIOCIN SODIUM
OXYTOCIN
PENICILLIN G POTASSIUM
PENICILLIN G PROCAINE
PENICILLIN G SODIUM
><>< >( >(
PENICILLIN V POTASSIUM X
PENTOBARBITAL SODIUM
PHENDIMETRAZINE TARTRATE
PHENTERMINE HYDROCHLORIDE X
PHENYTOIN SODIUM
POTASSIUM CHLORIDE X X
PRAZEPAM X
PREDNISOLONE
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM X
PREDNISOLONE SODIUM PHOSPHATE
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 9
NO CHANGE
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
11
TRADE NAME
PREDMYCIN-P
PROâ€”BANTHINE N/ PHENOBARBITAL
ROBINUL-PH
ROBINULâ€”PH FORTE
SULFATHALIDINE
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX
SUPPLEMENT; I 2 3 6
xxx
T.C.M. 200
T.C.M. 400
TERRA-CORTRIL
TRAL GRADUMET
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