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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 Product List and
Appendix portions of the List, as well as cumulative indices for both.
1.
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 repÅ„acements 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>gggL> to the left of the line on
which new information exists. Any line containing neither the overstruck
print nor> ÐœÐ›>> 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, Ã¹mnediately
followed by an add on the line below indicated by an >Lmm_> .
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Pppendix--Prescription Drug Products Deemed Approved Pending Resolution of
Safety or Effectiveness Issues
â€˜Ð Ð°Ðµ 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
Fad: supplement is acconpanied by a cumllative 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 ND'IES
â€˜Ð Ð°Ðµ 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. 'ÐŸÐ°Ðµ 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.
supplements to the 2nd Edition will be provided as part of the base
subscription price.
All
Subscribers to the current 1980 publication will continue to receive
supplements through September, 1981, to be provided updated data through
August, 1981.
A subscription form has been provided at the end of this supplement to
assist in extending the subscription to this publication through the 2nd
ErÃ¬ition (1981 publication). 'This form will appear again in each remaining
supplement to the 1980 publication.
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DRUG PRODUCT LIST
SUPPLEMENT NUMBER 11
CHLORPROPAMIDE
TABLET; ORAL
OHLOHPROFILE
AG ZENITH LABS :sons
CHLORTHALIOONE
TABLET; ORAL
OHLORTHALIOONE
Â¿_ Ñ€Ð°Ð²Ð½Ð¾ PHARM LABS sons
AB ZENITH LABS 25MB
QEXIEQÃ¤E
INJECTABLE; INJECTION
DEXTROSE 102 IN PLASTIC CONTAINER
e! CUTTER LABS IUGM-100ML
DEXTROSEÃ® SODIUM CHLORIDE
INJECTABLE; INJECTION
DEXTROSE 52 AND SODIUM CHLORIDE 0.52 IN PLASTIC CONTAINER
gg ABBOTT LABS sau/LOOMLzsoOHB/LOOHL
AG CUTTER LABS ssnxioonLzsooHsfiooHL
9EÃ«IEQÃ¢E_Ã¢Z_AE2_Â§29l!E_2EL2EILE_212Z_IE_ZLAÂ§IES_QQEIAIEEB
AG CUTTER LABS ssnfiooMLz9ooHs/10OHL
HYOROCORTISONE
CREAM; TOPICAL
SYNACORT
QI SYNTEX LABS
HYDROXYZINE HYDROCHLORIDE
INJECTABLE; INJECTION
HYDROXYZINE HCL
> ADD > P STERLING DRUG
ZSNGÃML l 50MB-ML
ISOETHARINE HYDROCHLORIDE
SOLUTION; INHALATION
ISOETHARINE HCL
> ADD > N NATL PHARM MFG-BARRE Â¿Ã«
> ADD > KETOCONAZOLE
> ADD > TABLET; ORAL
> ADD > NIZORAL
> ADD > JANSSEN PHARM 200MGÃ€
MECLIZINE HYDROCHLORIDE
TABLET; ORAL
MECLIZINE HCL
> ADD > _A PAR PHARM 12.5MG Ð¥ 25H6
MOLINDONE HYDROCHLORIDE
TABLET; ORAL
MOBAN
> ADD > ENDO LABS-DUPONT 50M@ * 100MG
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WATER â€š FOR INJECTION
INJECTABLE; INJECTION
STERILE WATER IN PLASTIC CONTAINER
A! ABBOTT LABS 1002
A! CUTTER LABS 1002
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 11



INGR DIENT(S)
ACETAMINOPHEN; CODEINE PHOSPHATE
ACETIC ACID, GLACIAL
ACETYLCHOLINE CHLORIDE
ALBUTEROL
AMANTADINE HYDROCHLORIDE
APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMU LATIVE INDEX
SUPPLEMENT: 1 2
10
AMINO ACIDS
AMINOGLUTETHIMIDE
AMINOPHYLLINE
AMITRIPTYLINE HYDROCHLORIDE
AMOXAPINE
AMOXICILLIN TRIHYDRATE
AMPICILLIN/AMPICILLIN TRIHYDRATE
ASPIRIN; BUTALBITAL; CAFFEINE; PHENACETIN
ASPIRIN; CAFFEINE; PHENACETIN; PROPOXYPHENE HYDROCHLORIDE
ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE X
BACAMPICILLIN HYDROCHLORIDE
BACITRACIN
BETHANIDINE SULFATE
BISHYDROXYCOUMARIN
BROMPHENIRAMINE MALEATE
BUTABARBITAL SODIUM
CAFFEINE; ERGOTAMINE TARTRATE
CALCIFEDIOL
CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE
CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE
CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE HEXAHYDRATE;
SODIUM ACETATE; SODIUM CHLORIDE
CAPTOPRIL
CARBINOXAMINE MALEATE
CEFADROXIL MONOHYDRATE
CEPHALORIDINE
CHLORAMPHENICOL; DESOXYRIBONUCLEASE;
FIBRINOLYSIN
CHLORAMPHENICOL; HYDROCORTISONE ACETATE X
CHLORDIAZEPOXIDE HYDROCHLORIDE
CHLOROQUINE PHOSPHATE
CHLOROTHIAZIDE
CHLORPHENIRAMINE MALEATE
CHLORPROMAZINE HYDROCHLORIDE
CHLORPROPAMIDE
CHLORTHALIDONE
CHYMOTRYPSIN
XXX



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENT(S) SUPPLEMENT! 1 2
CLORAZEPATE DIPOTASSIUM X
CLORAZEPATE MONOPOTASSIUM
CORTISONE ACETATES NEOMYCIN SULFATE X
CROTAMITON
CYCLACILLIN
CYCLOTHIAZIDE
CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE '
DANAZOL Ð¥
DEXAMETHASONE
><><Ð¥
DEXAMETHASONE SODIUM PHOSPHATE X
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE X
DEXTROAMPHETAMINE SULFATE X
DEXTROSE â€š Ð¥
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 â€” IN PLASTIC X
DEXTROSE; SODIUM CHLORIDE
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM
DIATRIZOATE SODIUM
DIAZEPAM
DICUMAROL
DIETHYLSTILBESTROL
DIHYDROERGOCORNINE MESYLATE?.DIHYDROERGOCRISTINE MESYLATE;
DIHYDROERGOCRYPTINE MESYLATE
DIMENHYDRINATE
DINOPROSTONE 
DINOPROSTONE(PROSTAGLANDIN EÂ2)
DIPHENADIONE â€š Ð¥
DIPHENHYDRAMINE HYDROCHLORIDE
DISULFIRAM
DOPAMINE HYDROCHLORIDE
DOXEPIN HYDROCHLORIDE
DOXYCYCLINE HYCLATE
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X
ERYTHROMYCIN
ERYTHROMYCIN ETHYLSUCCINATE
ESTRADIOL VALERATE
ESTRADIOL VALERATE; TESTOSTERONE ENANTHATE



TOLICHOS ÃTOIINNVN
X TOIINNVN
X BLVNOOOTS NDIOOS SBGIHOTHD
NDIOOS SBIVLBOV NOIOOS ÃBOIHOTHD NOISSVIOD ÃBOIHOTHD NDISBNSVN
X NVdBZVÃ¶OT
BIVHIIO HDIHIIT
BLVNOQHVD NOIHIIT
X BOIHOTHOOHOAH BNIVOOOIT
BTOZVNOOOIBN
BOIBHOSOSI
X X OIZVINOSI
BOIHOTHDOHOÃ€H BNINVHIBOSI
XXXX
XBTdnoo NVHIXBO NONI
SEI-I â€˜NDIOOS BLVNVTVHIOI
SOIHOTHOOHOÃ€H BANDINI
NÃ¬Ã¤OÃ¶dnGI
BOIHOTHOOHOÃ€H BNIZAXOHOÃ€H
XX XX
NINVÃ®VQOOOXOHGAH
BIVNIODHS NOIOOS BNOSIIHOOOBOAH
HOIHO'IHQOHUAH BNITOASVEIIBIAXO 2311113311 BNOSIIHODOEGAH
aiva'ms NIOANOBN Ð°Ð»Ð¼Ð°Ð·Ñƒ BNOSILHOOOBOAH
BlvdÃ®ns 8 NIXANAÃ®Od sÃ¤lvdlns NIQANOBN EBNOSIIHODOHGAH
XXX
XXX
BNOSIIHOOOHOAH
BNOIOVTONOHIDS ÃBOIZVIHIOHOTHDOHOÃH
BNIDHHSBH SBOIZVIHIOHOTHOOHGÃ€H
BOIZVIHIOHOTHOOBOAH
BNIDHBSBH ÃBOIZVIHIOHOTHOOBOAH ÃBOIBOTHOOHOAH BNIZVTVBOAH
BIVDTOSTAHIBN HHITOAOOXSH
BNBHDOBOTHOVXBH
NOIOOS NIBVDBH
NOIDTVO NIHVDSH
HNVHIOTVH
BNITTVISAHOOHOINVHLTO â€˜NIATndOBSIÃ¶S
BOINIHIBIOTS
SlVdÃ¯nS NIOINVINBS
BOINBSOÃ¼nÃ¡
BNONBOH ONIZINBIOT SBNONHOH 9NIlVTnNIlS-BTOITTOJ
NDIOOS NIBOSEHOOTÃ
SLVHOAHIO HOIOTVO NBÃOHdONSÃ¡
HOIOTVO NBdOBdONBÃ¤
OBIdIÃ¶BlSB â€˜SNESOBLSB
OSLVSOFNOD â€˜SNBSONLSB
11
01
2 1 ZINBNBTddOS (SllNÃ¤IOiÃ¶SNI
XBONI BAIIVTONOO
1811 lOOOOHd SOHO
SLDnOOBd SOHO NOIldIBOSBÃ¶d OBAOHddV



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENT(S) SUPPLEMENT: 1 2
10
11
MAPROTILINE HYDROCHLORIDE
MAZINDOL X
MECLIZINE HYDROCHLORIDE
MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE X
MEPROBAMATE
METAPROTERENOL SULFATE X
METHADONE HYDROCHLORIDE
METHAQUALONE
METHYLPREDNISOLONE; NEOMYCIN SULFATE X
METHYLPREDNISOLONE ACETATE
METHYLPREDNISOLONE SODIUM SUCCINATE
METHYLTESTOSTERONE X
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
NITROFURAZONE
X><>< X
NORETHINDRONE
NOVOBIOCIN CALCIUM X
NOVOBIOCIN SODIUM X
ORPHENADRINE CITRATE
OXACILLIN SODIUM MONOHYDRATE
OXYTOCIN
PENICILLIN G POTASSIUM X
PENICILLIN G PROCAINE X
PENICILLIN G SODIUM
PENICILLIN V POTASSIUM X
PENTOBARBITAL SODIUM
PHENDIMETRAZINE TARTRATE
PHENTERMINE HYDROCHLORIDE X
PHENYTOIN SODIUM
POTASSIUM CHLORIDE X X
PRAZEPAM X
PREDNISOLONE



INGREDIENT(S)
APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT: 1 2
10 11
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM X
PREDNISOLONE SODIUM PHOSPHATE
PREDNISONE
PROMETHAZINE HYDROCHLORIDE
PROPIOLACTONE
XXX
PROPOXYPHENE HYDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
QUINIDINE SULFATE
RAUWOLFIA SERPENTINA
RESERPINE
RESERPINE; TRICHLORMETHIAZIDE
RITODRINE HYDROCHLORIDE
SARALASIN ACETATE
SCOPOLAMINE
SCOPOLAMINE HYDROBROMIDE
SECOBARBITAL SODIUM
SECRETIN
SODIUM AMINOSALICYLATE
SODIUM CHLORIDE
SOYBEAN OIL
SPIRONOLACTONE
SULFAMETHOXAZOLE
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFASALAZINE
SULFISOXAZOLE
TECHNETIUMÂ» TC-99M, MEDRONATE KIT
TECHNETIUMÂ» TC-99MÂ» OXIDRONATE KIT
TECHNETIUMÂ» TC-99M, PENTETATE KIT
TECHNETIUMÂ» TC-99MÂ» PYROPHOSPHATE KIT
TEMAZEPAM
TESTOSTERONE ENANTHATE
TETRACYCLINE_HYDROCHLORIDE
THEOPHYLLINE
TOLBUTAMIDE
TRIAMCINOLONE ACETONIDE
TRIAMCINOLONE DIACETATE
TRICHLORMETHIAZIDE
TRISULFAPYRIMIDINES
VITAMIN A
HATERÂ» FOR INJECTION
XYLOSE, D-
ZOMEPIRAC SODIUM
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 11
CURRENT STATUS Â 'EXEMPT' (COURT ORDER)
BARBIDONNA NO. 2 WALLACE LABS/C-N
ATROPINE SULFATE; HYOSCYAMINE SULFATE; PHENOBARBITAL;
SCOPOLAMINE HYDROBROMIDE
BUTISOL MCNEIL PHARM
BELLADONNA EXTRACT; BUTABARBITAL SODIUM
ISOSORBIDE DINITRATE DM GRAHAM LABS
ISOSORBIDE DINITRATE
PHENOBARBITAL & BELLADONNA PHARM ASSOCIATES
ATROPINE SULFATE; HYOSCYAMINE HYDROBROMIDE; PHENOBARBITAL;
SCOPOLAMINE HYDROBROMIDE
SPALIX REID-PROVIDENT LABS
ATROPINE SULFATE; HYOSCYAMINE SULFATE; PHENOBARBITAL;
SCOPOLAMINE HYDROBROMIDE



PRESCRIPTION DRUG PRODUCTS DEEMED APROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVNESS ISSUES
Ð©
ACHROMYCIN
CUMULATIVE INDEX
SUPPLEMENT:
1
10
11
BACITRACIN; NEOMYCIN; POLYMYXIN; HYDROCORTISONF ACETATE
BARBIDONNA
BARBIDONNA NO.2
BENTYL N/ PHENOBARBITAL
BIOZYME
BUTISOL
CANTIL N/ PHENOBARBITAL
CHLOROMYCETIN HYDROCORTISONE
CLISTIN EXPECTORANT
COR-OTICIN
CORTISPORIN
DACTIL
DACTIL AND PHENOBARBITAL
DARICON PB
XXX
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
MILPATH200
MILPATH-400
NEO-ARISTOCORT ACETONIDE
XX
NEO-DELTA-CORTEF
NEO-DELTEF
NEO-MEDROL
NEOQUESS
NEOSONE
X XXX X
NITROGLYCERIN
NYSTATINÂ» NEOMYCIN SULFATE, GRAMICIDIN, TRIAMCINOLONE ACETONIDE
OPHTHOCORT
ORTHOXINE
PARAFON FORTE
PATHIBAMATE200
PATHIBAMATE-400
10



PRESCRIPTION DRUG PRODUCTS DEEMED APROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVNESS ISSUES
CUMULATIVE INDEX
TRADE NAME SUPPLEMENT: 1 2 3 4 5 6 7 8 9 10 11
PATHILON N/ PHENOBARBITAL Ð¥
PHENOBARBITAL & BELLADONNA Ñ…
POLY-PRED X
PREDMYCIN-P X
PRO-BANTHINE N/ PHENOBARBITAL X
ROBINUL-PH X
ROBINUL-PH FORTE X
SPALIX Ñ…
SULFATHALIDINE X
T.C.M. 200 X
T.C.M. 400 X
TERRA-CORTRIL X
TRAL GRADUMET X
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SUBSCRIPTION FORM
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE 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)
CONTACT: TELEPHONE (Include Area Code)
METHOD 0F PAYMENT
[ ] Charge Ñ‚Ñƒ 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 Ã2;Ã(;<;Ã)/ $
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