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This supplement is one of a series of periodic updates to the list of Approved
FOOD AND DRUG ADMINISTRÃ„TION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
SUPPLEMENT
I. Ð Ð’Ð•Ð¨ÐªÐ¡Ð•
Prescription Drug Products with Therapeutic Equivalence Evaluations (the List)
to cover revisions interim to the annual publication of the List in its
entirety. This surplement contains updates to the Drug Product List and
Appendix portions of the List, as well as cumulative indices for both.
lo
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-and-paste changes. The changes in this supplement contain revisions
made since the last publication or previous suwlement.
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 >_Â¿\_gp_> to the left of the line on
which new information exists. Any line containing neither the overstruck
print Ð¿Ð¾Ñ€ ADD > 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 became 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, inmediately
followed by an add on the line below indicated by an >_A_Dl_> .
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APPPROVED PRESCRIPTION DRUG PRODUCTS
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ACETANINOPHENi CODEINE PHOSPHATE
ELIXIR; ORAL
BAYAPAP u/ ÑÐ¾Ð²ÐµÑ‚Ñ‹:
BAY LABs
QQ IZOMGÃSMLZIZMGÃSML
TABLET; ORAL
ÃŸÃ«Ã¼Å¯ÃŸÅ¯Ã¤ÃŸfÃ¤Ã¼Ã±fÃ¼
Ã„Ã‰WÃƒWÃœ LL
ACETAMINOPHEN Nl CODEINE
OÃ¤Å•Å„Ã¡Å•Ã©
H,
_A LEMNON Ð—ÐžÐžÐÐ—Ð—Ð—ÐžÐœÐ‘
AOETAMIHOPHEH Nl CODEINE 82
QA LENMON SOOHGÃ„ISHG
ACETAMINOPHEN Nl CODEINE #4
AQ LEHMON BUOMGÃˆSOMG
AMINO ACIDS
INJECTABLE; INJECTION
FREAMINE III 102
AM HOGAN/AM HOSP 102
ATROPINE SULFATES DIPHENOXYLATE HYDROCHLORIDE
TABLET; ORAL
DIPHENOXYLATE HCL AND ATROPIHE SULFATE
QA PARKE-DAVIS/N-L 25 UGMÂ§2.5HG
BETHANECHOL CHLORIDE
TABLET; ORAL
BETHAREOHOL cRLoRrnE
Â¿A BOLAR PHARM Â¿ggg
AA DANBURT PHARMAOAL 50MB
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 12
BROMPHENIRAMINE MALEATE
ELIXIR; ORAL
BROHPHEHIRAMINE MALEATE
> ADD > _A NATL PHARM MFG/BARRE 2MB/5ML
CHLORPHENIRAMINE MALEATE
TABLET; ORAL
OHLORPHENIRAMINE MALEATE
> ADD > Â¿_ Kv PHARMACEUTICAL ggg
QYPROHEPTADINE HYOROCHLORIQE
TABLET; ORAL
cYPRoHEPTAnINE HOL
> ADD > Â¿_ PAR PHARM g_Â§
> ADD > DEXCHLORPHENIRAMINE MALEATE
> ABD > TABLET; ORAL
> ADD > POLARAMINE
> ADD > scHERING 2MB
OOPAMINE HYDROCHLORIDE
INJECTABLE; INJECTION
> ADD > noPAMzNE
> ADD > _g ELKINs-SINN/AHROBINS Â«OMB/ML
ERYTHROMYCIN ETHYLsUccINATE
GRANULE; ORAL
> AOB > ERYPEO
> ADD > A ABBOTT LABS
EQ 400MB BASE/5ML
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APPPROVED PRESCRIPTION DRUG PRODUCTS 3
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 12
METHYLPREDNISOLONE PREDNISONE
TABLET; ORAL TABLET; ORAL
METHYLPREDNISOLONE > ADD > CORTAN
> ADD > BP PREMO PHARM LABS 4MB > ADD > Bx HALSEY Ð²Ð½Ð¸Ð· Ð³Ð¾Ð½Ðµ
NITROFURAZONE PSEUDOEPHEDRINE HYDROCHLORIDE
SOLUTION; TOPICAL CAPSULEÂ» CONTROLLED RELEASE; ORAL
NITRoPuRAzoHE /Ã„UOÃÃEÃ/
> ADO > Â¿_ CLAY-PARK LABS 9433 â€º ADD > SUDAFED S.A.
> ADO > A; HENDT LABS QLg;
SECOBARBITAL SODIUM
ORPHENADRINE CITRATE
> ADD > SUPPOSITORY; RECTAL
INJECTABLE; INJECTION > AOB > `SECONAL SODIUM
NORPLEX > ADD > ELI LILLY Ð·Ð¾Ð½Ðµ * 60MB R 120MB * 200MB
> ADD > Ag RIKER LABS/3M Â§OMÂ§Â¿ML
> ADD > ORPHENADRIME OITRATE
> ADD > Â¿g cARTER-SLOSAU 50MB/ML SPIRONOLACTONE
TABLET; ORAL
> ADD > oxYTOCIN CITRATE ALnAcToHE
> ADD > SEARLE 100MB
> ADD > TABLET; BUCCAL
> ADD > PITOCIN
> ADD > PARKE-OAVIS/N-L zoo UNITS SULFISOxAzoLE
TABLET; ORAL
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM SuLFISOxAzOLE
> ADD > Â¿_ PREMO PHARM LABS Ð²Ð¾Ð²Ð½Ðµ
SUSPENSION/DROPS; OPHTHALMIC
> ADD > ISOPTO CETAPRED
> AnD > ALCON LABS o.25x;10z TESTOSTERONE CYPIONATE
INJECTABLE; INJECTION
TESTOSTERONE OYPIOHATE
>_Agg_> Ag CARTER-CLOBAU LABS Ð³Ñ€Ð¾Ð¼Ðµ/Ð½Ð¸
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APPROVED PRESCRIPTION DRUG PRODUCTS
.DEXTROSEÃ® SODIUM CHLORIDE
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENTIS) SUPPLEMENT: 1 2
10
11
12
CHYMOTRYPSIN
CLORAZEPATE DIPOTASSIUM X
CLORAZEPATE MONOPOTASSIUM
CORTISONE ACETATE; NEOMYCIN SULFATE X
CROTAMITON
CYCLACILLIN
CYCLOTHIAZIDE
CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE
DANAZOL X
X.
DEXAMETHASONE
DEXAMETHASONE SODIUM PHOSPHATE X
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE X
DEXCHLORPHENIRAMINE MALEATE
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 PHOSPHATEÂ» 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;
OIHYBROERGOCRYPTINE MESYLATE
DIHENHYDRINATE
DINOPROSTONE
DINOPROSTONE(PROSTAGLANDIN E-2)
DIPHENADIONE X
DIPHENHYDRAMINE HYDROCHLORIDE
DISULFIRAM
DOPAMINE HYDROCHLORIDE
DOXEPIN HYDROCHLORIDE
DOXYCYCLINE HYCLATE
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X
ERYTHROMYCIN
ERYTHROMYCIN ETHYLSUCCINATE
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APPROVED PRESCRIPTION DRUG PRODUCTS
INGREDIENT(S)
LORAZEPAM
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE; SODIUM GLUCONATE
MANNITOL
MANNITOL; SORBITOL
MAPROTILINE HYDROCHLORIDE
DRUG PRODUCT LIST
CUMULATIVEpINDEX
SUPPLEMENT: 1
10
11
12
ACETATE; SODIUM
MAZINDOL
MECLIZINE HYDROCHLORIDE
MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE
MEPROBAMATE
METAPROTERENOL SULFATE
METHADONE HYDROCHLORIDE
METHAQUALONE
METHDILAZINE HYDROCHLORIDE
METHYLPREDNISOLONE
METHYLPREDNISOLONE; NEOMYCIN SULFATE
METHYLPREDNISOLONE ACETATE
METHYLPREDNISOLONE SODIUM SUCCINATE
METHYLTESTOSTERONE
METOCLOPRAMIDE HYDROCHLORIDE
METOLAZONE
METRONIDAZOLE HYDROCHLORIDE
MICONAZOLE NITRATE
MOLINDONE HYDROCHLORIDE
NADOLOL
NAPROXEN SODIUM
NEOMYCIN SULFATE; PREDNISOLONE
NEOMYCIN SULFATE; PREDNISOLONE ACETATE
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE
NEOSTIGMINE BROMIDE
XX.
NITROFURAZONE
NORETHINDRONE
NOVOBIOCIN CALCIUM
NOVOBIOCIN SODIUM
ORPHENADRINE CITRATE
OXACILLIN SODIUM MONOHYDRATE
OXYTOCIN
OXYTOCIN CITRATE
PENICILLIN G POTASSIUM
PENICILLIN G PROCAINE
PENICILLIN G SODIUM



APPROVED PRESCRIPTION DRUG PRODUCTS
INGREDIENTIS)
PENICILLIN V POTASSIUM
PENTOBARBITAL SODIUM
PHENDIMETRAZINE TARTRATE
PHENTERMINE HYDROCHLORIDE
PHENYTOIN SODIUM
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENTz 1 2
10
11
12
Ñ….
POTASSIUM CHLORIDE
PRAZEPAM
PREDNISOLONE
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM
PREDNISOLONE SODIUM PHOSPHATE
PREDNISONE
PROMETHAZINE HYDROCHLORIDE
PROPIOLACTONE
PROPOXYPHENE HYDROCHLORIDE
PSEUDOEPHEDRINE HYDROCHLORIDE
><><X
PYRIDOXINE HYDROCHLORIDE
QUINIDINE SULFATE
RAUNOLFIA SERPENTINA
RESERPINE
RESERPINE; TRICHLORMETHIAZIDE
RITODRINE HYDROCHLORIDE
SÃ€RALASIN ÐÐ¡Ð•Ð¢ÐÐ¢Ð•
SCOPOLAMINE
SCOPOLAMINE HYDROBROMIDE
SECOBARBITAL SODIUM
SECRETIN
SODIUM AMINOSALICYLATE
SODIUM CHLORIDE
SOYBEAN OIL
SPIRONOLACTONE
SULFAMETHOXAZOLE
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFASALAZINE
SULFISOXAZOLE
TECHNETIUMÂ» TC-99MÂ» MEDRONATE KIT
TECHNETIUMÂ» TC-99MÂ» OXIDRONATE KIT
TECHNETIUMÂ» TC~99M, PENTETATE KIT
TECHNETIUMÂ» TC-99MÂ» PYROPHOSPHATE KIT
TEMAZEPAM
TESTOSTERONE CYPIONATE
TESTOSTERONE ENANTHATE
TETRACYCLINE HYDROCHLORIDE



APPROVED PRESCRIPTION DRUG PRODUCTS
INGREDIENTÃS)
THEOPHYLLINE
TOLBUTAMIDE
TRIAMCINOLONE ACETONIDE
TRIAMCINOLONE DIACETATE
TRICHLORMETHIAZIDE
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT:
1
10
11
12
TRISULFAPYRIMIDINES
VITAMIN A
WATER, FOR INJECTION
XYLOSEÂ» D-
ZOMEPIRAC SODIUM
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TRADE NAME
ACHROMYCIN
BACITRACIN; NEOMYCIN; POLYMY.IN? HYDR
BARBIDONNA
BARBIDONNA No.2
BENTYL N/ PHENOBARBITAL
PRESCRIPTION DRUG PRODUCTS DEEMEDPROVED
PENDING RESOLUTION 0F SAFETY OR EFFECTINESS ISSUES
CUMULATIVE INDEX
SUPPLEMENTI 1
10
OCORTISONE ACETATE
BIOZYME
BUTIBEL
CANTIL N/ PHENOBARBITAL
CHLOROMYCETIN HYDROCORTISONE
CLISTIN EXPECTORANT
Ð¡ÐžÐ•â€”0T1018
CORTISPORIN
DACTIL
DACTIL AND PHENOBARBITAL
DARICON PB .
.X
DICYCLOMINE HCL
DIPYRIDAMOLE
DONNATAL
DYSPAS
FLORINEF-S
ISOSORBIDE DINITRATE
LEVSIN PB
LEVSIN N/ PHENOBARBITAL
LIBRAX
MEPROBAMATE N/ TRIDIHEXETHYL CHLORIDE
XXXX
METI-DERM N/ NEOMYCIN
METIMYD
MILPATH-200
MILPATH-QOO
NEO-ARISTOCORT ACETONIDE
X
XX
NEO-DELTA-CORTEF
NEO-DELTEF
NEO-MEDROL
NEOQUESS
NEOSONE
X XXX
NITROGLYCERIN
NYSTATINÂ» NEOMYCIN SULFATE, GRAMICIDINÂ» TRIAMCINOLONE ACETONIDE
OPHTHOCORT
ORTHOXINE
PARAFON FORTE
PATHIBAMATE-ZOO
11



TRADE NAME
PATHIBAMATE-400
PATHILON N/ PHENOBARBITAL
PHENOBARBITAL & BELLADONNA
PITOCIN CITRATE
POLY-PRED
PRESCRIPTION DRUG PRODUCTS DEEMEDPROVED
PENDING RESOLUTION 0F SAFETY 0R EFFECTINESS ISSUES
CUMULATIVE INDEX
SUPPLEMENT:
1
10
11
12
PREDMYCIN-P
PRO-BANTHINE N/ DARTAL
PRO-BANTHINE N/ PHENOBARBITAL
ROBINUL-PH
ROBINUL-PH FORTE
XXX
SPALIX
SULFATHALIDINE
T.C.M. 200
T.C.M. 400
Ð¢Ð•Ð ÐÐ-000T011
TRAL GRADUMET
12



SUBSCRIPTION FORM
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EOUIVALENCE EVALUATIONS
2ND EDITION (1981)
MAIL Ð¢Ðž: DATE:
Superintendent of Documents
Government Printing Office
washington, DC 20402
(202) 783-3238
PURCHASER: SHIP Ð¢Ðž:
(If different than purchaser)
coNTAcTÂ¿ . TELEPHONE (Inciude ÐÐ³ÐµÐ° code)
METHOD OF PAYMENT
[ ] Charge my GPO Account No.
[ ] Purchase Order Number
[ ] Check enclosed for
(Make check payable to Superintendent of Documents)
AUTHORIZING . DATE:
SIGNATURE
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE
The 2nd Edition will be published in
October, l98l. Subscription includes
the Approved Prescription Drug
Products List and monthly Supplements
DOMESTIC @ $45.00 $
FOREIGN @ $56.25 $
ENTER TOTAL ; /Z/ÃÃ©Ã§Ã¬kÃ/f s
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