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Ð•Ð®!) AND DRIE ADMTNTSTRATI ON
APPROVED PRESCRIPTION DRH; PRODLIÃ‰TS
WITH
THERAPEUTTC EDUIVALELCE EVALUATIONS
SUPPLEMENT
I . PREFÃƒCE
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 Prodlct List and
Appendix portions of the List, as well as cumulative indices for both.
l.
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 repÃºacements or
cut-and-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>wgm_> to the left of the line on
which new information exists. Any line containing neither the overstruck
print nor> ÐœÐ»Ñ> 15 necessary to provide the context information needed to
assist in locating the proper place in the Drug Product List for the
revision.
Ð 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, hnmediately
followed by an add on the line below indicated by an >_Ð¨Ð”_> .
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Appendix--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.
Cumulative Indices
Each supplement is accompanied by a cumulative 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 NOTES
The 2nd Edition of this publication is scheduled to be available as a new
subscription from the Government Printing Office (GPO) in October, l98l.
It will contain data current through July, l98l. The first supplement to
that edition will contain updates covering both August and September,
198l, 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.
A subscription form has been provided at the end of this supplement to
assist in extending the subscription to this publication through the 2nd
Edition (l98l publication).



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 13
ACETAMINOPNEN;ICOOEINE PHOSPNATE >_AQQ_> ATENOLOL
ELIxIR; ORAL > AOO > TABLET; ORAL
ACETAHINOPHEN w/ COOEINE >__pg_> TENORMIN
> AOO > Â¿A PHARM ASSOCIATES IzoMO/5NL;12MG/5ML > AOO > STUART PHARMS/ICI SOMS * 1Ð¾Ð¾Ð½Ñ
ACETIC ACIO, GLACIAL ATROPINE SULFATE; OIPNENOxYLATE HYOROCHLORIOE
SOLUTION; OTIC TABLET; ORAL
> ADD > AcETAsoL nIPNENoxYLATE NCL H/ ATROPIHE SULPATE
> Ð´Ð¾Ð¿ â€º _I NATL PHARM MFG/BARRE gg > AOD > AA PREMO PHARM LABS 25 US ;g,SMs
ANIMO ACIDS CALCIUM CNLORIOE; OExTROSE; POTASSIUM CHLORIOET SOOIUM
CHLORIOE; SOOIUM LACTATE
INJECTABLE; INJECTION
Ã
ÃÃ‘Ã‰ÃšNPQÃšPPT/ INJECTABLE; INJECTION
> AOO > AMINOSYN-RF 5.2z OEXTROSE sz IN LAOTATEO RINOER'S IN PLASTIC CONTAINER
ABBOTT LABS /ÃŸÃŸ/ > AOO > Ag CUTTER LABS 20MB/IOOML;ESM/IOOML;SOMS/100ML;
> AOO > 5.22 > AOD > Ag SOONC/IOOHL;SIONS/IOONL
AMINOPNYLLINE CHLORTHALIOONE
INJECTABLE; INJECTION TABLET; ORAL
AMINOPNYLLINE ONLORTNALIOONE
>_App__> Â¿E LYPHo-MEO 25ms/ML > ADO > Â¿Ag CHELSEA LABS :SMG Ð  ̧sans
> AOO > AB OANBURY PHARNACAL Â¿ggg Ð  ̧Â¿ggg
ASPIRIN; BUTALBITAL; CAFFEINE; PHENACETIN
CORTISONE ACETATE
TABLET; ORAL
BUTALNITAL w/ APO INJECTABLE; INJECTION
> AOO > Â¿_ LEOERLE LABS/AN CYAN zoons;soNG;aoHO;IsoNs CORTISONE ACETATE
Ð¼Ñ‹.â€˜ÐºÐ½Ñ…ÑˆÑ‚Ñ‰Ñ‘/
> ADD > LENNON
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 13
ÐYOROCORTISONE ACETATE _EyOPROPOxYPHENE NAPSYLATE
INJECTABLE; INJECTION SUSPENSION; ORAL
HYOROCORTISONE ACETATE NOvRAO
Ã Ã Ã Ã Ã Ã Ã Ã
Ð›Ð˜â€˜, Å•II/IÅ•'rIÃlÃE'IIÃÃff/(AÃ‰/ /Ã‰LÃ HÃLAÃ/
> AOO > LEMMON > AOO_> ELI LILLY INOSTRS/PR
HYDROxYzINE NYOROCHLORIOE LIOOCAINE
INJECTABLE; INJECTION OINTMENT; TOPICAL
NYnRoxYzINE NOE LIOOOAINE
_Agg_ Ag LYPNO~MED zSNO/ML Ñ… 50MB/ML > AOD > _1 TNAMES PHARMACAL _3.
AOO Ag NATCON CHEMICAL zsNO/NL Ðº SONO/ML
METHOxSALEN
HYOROxYzINE PAMOATE
> Ð´Ð¾Ð¿ â€º CAPSULE; ORAL
CAPSULE; ORAL > AOO > OxSORALEN
> AnD > NYORoxvzINE PAMOATE > AOb > ELOER PHARMS 10MB
> Ano > Ag BOLAR PHARN EQ :SNO MOL Ñ… EO sons HOL Ðº
>_Ð´99_â€º Ð°Ð  ́Eg Icons NcL LOTION; TOPICAL
yISTARIL OxsORALEN
> AOO > Ag PEIzER LABS En 25MB HcL Ðº EO SONO HOL Ðº /39@02313$3956/
â€º Abb > 9g Eg IOOMS NCL > AOO > ELOER PHARMS
> Ann > IOOOxAMATE MEGLUMINE Ð©
â€º Abb > INJECTABLE; INJECTION > AOO > SUSPENSION; ORAL
> ADO > CHOLovuE > AOO > ALOOMET
> Ð´Ð¾Ð¿ â€º ER SOUIBB ANO SONS 9.9x * 40.32 > ADD > MERCK SHARP A DOHME 250MB/5ML
LEvOPROPOxYPNENE NAPSYLATE PHENOIMETRAZINE TARTRATE
CAPSULE; ORAL TABLET; ORAL
NOvRAO NEIRA
/ Ã Ã Ã Ã f l Ã Ã Ã
/EÃLÃ AÃLH'/ HUI". â€š Ã„/SÃIIFIÃ–TIÃLAAY'/
> ADD > ELI LILLY INDSTRS/PR > ADD > ONEAL JONES&FELDMAN
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 13
TRIAMCINOLONE ACETONIDE
CREAM; TOPICAL
TRIANCINOLONE AOETONIOE
l l
Ð¼ÑÑ‚Ñ‹-ÐœÐ¼ ,LAAA/
> ADD > THAMES PHARMACAL
TRIAMCINOLONE DIACETATE
INJECTABLE; INJECTION
TRIAMCINOLONE DIACETATE
ÐœÐ³â€˜, â€™fiIÃ„RÃ±ÃÃ¶AIHP/iÃŸ/
> ADD > LEMMON
TRISULFAPYRIMIDINES
SUSPENSION; ORAL
SULFALOID
Ñ‚?â€˜ Å•AIRIIrI/IL'AAI/
> ADD > ONEAL JONES&FELDMAN
> ADD > VERAPAMIL HYDROCHLORIDE
> > INJECTABLE; INJECTION
> ADD > ISOPTIN
> KNOLL PHARM 2.5MG/ML
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APPROVED PRESCRIPTION DRUG PRODUCTS
INGREDIENTTS)
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT: 1 2
10
11
12
13
CHLORPROPAMIDE
CHLORTHALIDONE
CHYMOTRYPSIN
CLORAZEPATE DIPOTASSIUM X
CLORAZEPATE MONOPOTASSIUM
CORTISONE ACETATE
CORTISONE ACETATE; NEOMYCIN SULFATE X
CROTAMITON
CYCLACILLIN
CYCLOTHIAZIDE
CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE
DANAZOL 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
OEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SOOIUM CHLORIDE; SODIUM GLUCONATE X
DEXTROSE; POTASSIUM CHLORIDE; FOTASSIUM PHOSPHATE, DIBASIC;
SODIUM ACETATE; SODIUM CHLORIDE
DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE Â IN PLASTIC X
DEXTROSE; SOOIUM CHLORIDE
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM
DIATRIZOATE SODIUM
DIAZEPAM
DICUMAROL
DIETHYLSTILBESTROL
DIHYDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATE;
OIHYDROERGOCRYPTINE MESYLATE
DIMENHYDRINATE
DINOFROSTONE
DINOPROSTONE(PROSTAGLANDIN EÂ2)
DIPHENADIONE X
DIPHENHYDRAMINE HYDROCHLORIDE
DISULFIRAM
DOPAMINE HYDROCHLORIDE
DOXEPIN HYDPOCHLORIDE
DOXYCYCLINE HYCLATE
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUHULATIVE INDEX
INGREDIENTÃS) SUPPLEMENTI 1 2 10 11 12 13
ISONIAZID Ð¥ Ð¥ Ð¥ Ð¥
ISOSORBIDE
ISOSULFAN BLUE X
KETOCONAZOLE X
LEVOPROPOXYPHENE NAPSYLATE X
LIDOCAINE Ð¥
LIDOCAINE HYDROCHLORIDE X X
LITHIUM CARBCNATE X
LITHIUM CITRATE X
LORAZEPAM X
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODIUM GLUCONATE X
MANNITOL X
MANNITOL; SORBITDL
MAPROTILINE HYDROCHLORIDE
MAZINDOL X
MECLIZINE HYDROCHLORIDE X
MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE X
MEPROBAMATE X
METAPROTERENOL SULFATE X
METHADONE HYDROCHLORIDE X
METHAQUALONE
METHDILAZINE HYDROCHLORIDE X
METHOXSALEN X
METHYLDOPA X
METHYLPREDNISOLONE Ñ…
METHYLPREDNISOLONE; NEOMYCIN SULFATE X
METHYLPREDNISOLONE ACETATE
METHYLPREDNISOLONE SODIUM SUCCINATE
METHYLTESTOSTERONE X X
METOCLOPRAMIDE HYDROCHLORIDE
METOLAZONE
METRONIDÃ€ZOLE HYDROCHLORIDE
MICONAZOLE NITRATE
MOLINDONE HYDROCHLORIDE X
NADOLDL
NAPROXEN SODIUM X
NEOMYCIN SULFATE; PREDNISOLONE X
NEOMYCIN SULFATE; PREDNISOLONE ACETATE X
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE X
NEOSTIGMINE BROMIDE



B01H0T8O "0100S
BLVTÃ€OITVSONINV NOIOOS
Ð1LB8O3S
Ð˜0100S TVLIOHVSOOBS
HOINOHQOHOÃ€H BNIHVTOHOOS
ENINVTOdODS
BLVLBOV NISVTVHVS
EOIHOTHDOHOÃ€H BNIHOOLIH
BOIZVIHIENHOTHOIHL ÃBÐ1dHBSBH
BÐœ1dHBSBH
VNIlNBdHTS VIdTDMOVH
BLVdTOS BNIOINIOO
B01H0TÐ308ÐžÐÐ Ð—Ðœ1Ð¥0018Ã€8
B01801ÐO080Ã€Ð BÐ180388B000B8d
301H0TÐ30801Ð BNBHdAXOdOHd
BNOLOVTOIdOHd
BOIHOTHDOHGÃ€H BNIZVHLBNOHd
BOIHOTHDOHOÃ€H BNIVOOHd
BOIHOTHOOHOÃH EOINVNIVOOHd
BNOSINGBHd
BLVHdSOHd NOI GOS BNOT OSINGH Hd
NOI0OS BOINVLBOVdTOS ÃBLVLBOV BNOTOSINOBHd
QLVLBOV ENOTOSINOBHd
BNDTOSINGBHd
NVdBZVHd
301801Ð3 HOISSVLOd
NOIOOS NIOLANBHd
B01H0TÐO080Ã€Ð BÐœ1Ð˜8B1ÐœBÐd
BLVHlHVL BNIZVHLSNIONBHH
HOIOOS TVLIGHVOOLNSd
NOISSVLGd A NITTIOINBd
NOIOGS S NITTIOINBd
BNIVOOHd S NITTIOINÃ¤d
HOISSVlOd S NITTIOINBd
BLVHLID Ð1O0LÃ€Ð¥0
NIOOLÃ€XO
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENTÃS) SUPPLEMENT: 1 2
SOYBEAN OIL
SPIRONOLACTONE
SULFAMETHIZOLE
SULFAMETHOXAZOLE X
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFASALAZINE
SULFISOXAZOLE X
TECHNETIUMâ€™ TCÂ99MÂ¢ ETIDRONATE KIT
TECHNETIUM, TC-99M, MEDRONATE KIT
TECHNETIUM, TC~99M, OXIORONATE KIT
TECHNETIUM, TC-99Ma PENTETATE KIT
TECHNETIUM, TC-99M, PYROPHOSPHATE KIT
TEMAZEPAM
TESTOSTERONE CYPIONATE
TESTOSTEROHE ENANTHATE
TETRACYCLINE HYDROCHLORIDE
THEOFHYLLINE X
TOLBUTAMIDE
TRIAMCINOLONE ACETONIDE
TRIAHCINOLONE DIACETATE
TRICHLORMETHIAZIDE X
TRISULFAPYRIMIDINES X
VERAPAMIL HYDRCCHLORIDE
VITAMIN A
MATER, FOR INJECTION
XYLOSE, 0â€”
ZOMEPIRAC SODIUM



> ADD
> AD
PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 13
CURRENT STATUS Â INEFFECTIVE
OxSORALEN
L
il :Ãlll
CURRENT STATUS Â
ELDER PHARMS
__ MÃ±Ã¯ÃÃ¤/iâ€™ ',Ã„/.L'RA'A'AI/(Å•rlÃ«/
'EXEMPT' (COURT ORDER)
NEOQUESS /AIÅ•/Â¿IIAÃ–IIÃL'J-'Å„Å•/
> ONEAL JONES&FELDMAN
12



PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX
Ð©
SUPPLEMENT: 1
10
11
12
13
ACHROMYCIN
BACITRACIN; NEOMYCIN; POLYMYXIN; HYDROCORTISONE ACETATE
BARBIDONNA
BARBIOONNA NO.2
BENTYL N/ PHENOBARBITAL
BIOZYME
BUTIBEL
CANTIL N/ PHENOBARBITAL
CHLOROMYCETIN HYDROCORTISONE
CLISTIN EXPECTORANT
COR-OTICIN
CORTISPORIN
DACTIL
DACTIL AND PHENOBARBITAL
DARICON PB
XA
DICYCLOMINE HCL
DIPYRIDANOLE
DONNATAL
DYSPAS
FLORINEF-S
ISOSORBIDE DINITRATE
LEVSIN PB
LEVSIN N/ PHENOBARBITAL
LIBRAX
MEPROBAMATE N/ TRIDIHEXETHYL CHLORIDE
XAX
METI-DERM N/ NEOMYCIN
METIMYD
MILPATH-200
MILPATH-400 _
NEO-ARISTOCORT ACETONIDE
A
NEO'DELTA-CORTEF
NEO-DELTEF
NEO-MEDROL
NEOQUESS
NEOSONE
X XXX X
NITROGLYCERIN
NTSTATIN, NEOMYCIN SULFATE, GRAMICIDIN, TRIAMCINOLONE ACETONIDE
OPHTHOCORT
ORTHOXINE
OXSGRALEN
PARAFON FORTE
PATHIBAMATE-200
13
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SUBSCRIPTION FORM
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
2ND EDITION (1981)
MAIL TO: DATE:
Superintendent of Documents
Government Printing Office
washington, DC 20402
(202) 783-3238
PURCHASER: SHIP TO:
(If different than purchaser)
CONTACT: I TELEPHONE (Include Area 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 i
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE
Ã®
The 2nd Edition will be published in I
October, 1981. Subscription includes
the Approved Prescription Drug
Products List and monthly Supplements
DOMESTIC @ $45.00 $
FOREIGN @ $56.25 $
ENTER TOTAL ÃÃ«;ÃŸyÃŸx/Ã/ÃÃn $
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