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Ð Ð¤!) AND DRIE ADMINISTRATIGQ
APPROVED PRESÃRIPTION ÐžÐ’Ð¦; Ð Ð®Ð¦Ð®Ð¢Ð—
WITH
THERAPEUTIC Ð¨Ñ‚ EVALUATIONS
SUPPLEMENT
I. PREEÃƒCE
This supplement is one of a series of periodic updates to the list of Amroved
Prescription Drug Products with Therapeutic Equivalence Evaluations (the List)
to cover revisions interim to the annual publication of the List in its
entirety. rI'nis supplement contains updates to the Drug Product List and
Amendix portions of the List, as well as cunulative 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 replacements 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 Ð´ÐµÐ´Ð°) to the left of the line on
which new information exists. Any line containing neither the overstruck
print nor> 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 becane multisource; the deletion of a therapeutic equivalence
code indicates that the drug product has become single source. Ð change
in the therapeutic equivalence code is indicated by a delete, inmediately
followed by an add on the line below indicated by an >_Ð©> .
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Appendix--Prescription Drug Products Deemed Approved Pending Resolution of
Safety or Effectiveness Issues
'Ihe listing for the Appendix contains only drug products which are the
subject of additions, removals, or classification changes within the
Amendix. â€˜Ð³Ð½ÐµÐ²Ðµ 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 cunulative index. 'Ihese are intended
to provide a ready record of all revisions occurring from one annual List
publication to the next. Each index will be alpnabetical, the Drug
Product List by ingredient and the Appendix by trade name.
II. SPECIAL Ð®Ð¢Ð•Ð—
Studies on chlorothiazide tablets have confirmed that the absorption of
the 500 mg. tablet is no greater than that of a 250 mg. tablet. Current
manufacturers of 500 mg. tablets have been requested by FDA to voluntarily
remove their products from the market and additional firns are requested
not to seek approval for such a product.
Studies also revealed bioequivalence among brands of currently approved
500 mg. tablets of chlorothiazide.
'I'ne 2nd Edition of this publication is scheduled to be available as a new
subscription from the Government Printing OffiÅ“ (GPO) in October, 1981.
It will contain data current through July, 1981. 'Ihe first supplement to
that edition will contain updates covering both August and Septenber,
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 Septenber, 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
> Ann > ALBuTERoL
> Aon > AEROSOL; INHALATION
> ADD > PROVENTIL
> ADD > BN scHERING 90 UGM/INH
> Aon > VENToLIN
> ADD > BN sLAxo INC 90 UGH/INR
> Aon > BETHANIDINE suLFATE
> ADD > TABLET; ORAL
> Ann > TENATHAN
> Ano > AH RoBINs lons * 25ms
BROMPHENIRAMINE MALEATE
TABLET; ORAL
Ð²Ð¿Ð¾Ð½Ñ€Ð½Ð²Ð½Ñ…Ð¿Ð´Ð¼Ñ…Ð½Ð² MALEATE
> Ann > Â¿A PAR PHARM Â¿_Q
CAFFEINE; ERGOTAMINE TARTRATE
TABLET; ORAL
/ÃºÅ•dÅ„Ã©Å•Å•Ã©Ã¤/
> ADD > RIGRAINE
cHLoRoTHIAzInE
TABLET; oRAL
DHLDRDTHIAZIDE
/HÃŸ/ LEDERLE LABS/An cYAN/#ÃƒÅ„Å„Ã©/
> Ann > Ag Ð²Ð¾Ð²Ð½Ðµ
/BÃŸ/ NYLAN PHARMs ÃÃ©Ã¡Å„Å„Ã©/
> Ann > Ag Ð²Ð¾Ð²Ð½Ðµ
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 10
> ADD >
> ADD >
CHLOROTHIAZIDE
TABLET; ORAL
DIURIL
/ÃŸÃŸ/ NERCK SHARP a ÑÐ¾Ð½Ð¼Ðµ /ÃŸÅ„Å„Å„Ã¡/
Ag 500MG
CHLORPHENIRAMINE MALEATE
SYRUP; ORAL
Ð¼Ñ‹ÑˆÐ°Ð¼
Ð¥Ð¹Ð³â€™Ð¹/Ñ‘Ð´Ð¹ÑŽÑ‘/Ñ‚ÐÑ‘/Ñˆ/
CHLORTHALIDONE
TABLET; ORAL
QHLQBIEALIQQEE
Ag coRn LABS
CROTAMITON
CREAM; TOPICAL
EURAX
ÐÐÐœ/ÐœÐšÐœ
Ð˜Ð•Ð—Ð¢Ð˜00D PHARMS
QIQLAQILLIB
POWDER FOR RECONSTITUTION; ORAL
/PÃÃŸi'Ã„Å•Å•N/
CYCLAPEN-N
TABLET; ORAL
MRA/Â¿PAW
CYCLAPEN-N
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DRUG PRODUCT LIST
SUPPLEMENT NUMBER 10
CYPROHEPTADINE HYDROCHLORIDE ESTROGENS, CONJUGATED
TABLET; ORAL TABLET; ORAL
OYPROHEPTAOIHE HOL CONJUGATED ESTROOENS
AA SUPERPHARM g_Â§ BS ZENITH LABS 625 Ð¸Ð²Ð¦ÐÐÐ—ÐÐ—Ñ‘ÐÐÐÐÐâ€™Ð”ÐÐÐ/
DExAMETHAsONE FUROSENIDE
TABLET; ORAL INJECTABLE; INJECTION
DExAHETHASONE FuRosEHInE
/Ã¡Å•/ /QQÃšLÃ‰ÃšLÃÃÃBS/ /QÃ«Ã iÃŸÃŸÃ¢i/ > ADD > Ag ELKINS-SINN/AHROBINS Ions/ML
OEXAMETHASONE SODIUN PHOSPHATE OENTANICIN SULFATE
INJECTABLE; INJECTION CREAM; TOPICAL
OEXAHETHASOHE sOOIuH PHOSPHATE OARAHYOIH
Ag BRISTOL LABS/BH EO Â«Hs pHusPHATE/HL > AOD > Â¿I SCHERINS EQ_IHE_BASEÂ¿EH
> ADD > OENTAMIOIH
> ADO > A1 CLAY-PARK LABS gg_igg;ggÂ§Â§Â¿Â§g
DOPAMINE HYDROCHLORIDE
INJECTABLE; INJECTION HEPARIN SOOIUH
OOPAHIHE HOL
Ag ABBOTT LABS Â«OHS/HL INJECTABLE; INJECTION
Ag INT'L MEDICATION SYS Â«OHS/HL HEPARIH ÑÐ¿Ð¾Ñ…Ð°Ð¼
OoPAsTAT > ADD > Ag SOLOPAk/HPL 1,000 UNITS/ML Ð¸ 5,000 UNITS/HL Ñ…
Ag PARKE-DAVIs/H-L Â«OMB/ML > AOD > Ag 10,000 uHITs/ML
IHTROPIN
Ag ANER CRIT CARE/AHSC Â«ONO/HL
HExAcHLOROPHENE
ESTRADIOL VALERATE; TESTOSTERONE ENANTHATE SPONGE; TOPICAL
> ADO > HExASORuB
INJECTABLE; INJECTION > ADD > AI PDI/NICE-PAK _g
OELAOUNOHE PHIso-SOROB
Â¿g ER SOUIBB ANO SONS Â«Hs/HLs9OHB/HL > ADD > Ã¨; HINTHROP L/STERLINS 52
TESTOSTEROHE EHANTHATE-ESTRAOIOL vALERATB
Ag CARTER-SLOOAU ausfuLzsoRB/NL Ñ… Ð²Ð½Ð²/Ð¼ÑŒÐ·1Ð²Ð¾Ð½Ð²Ð¸Ð¼ÑŒ
APPROVED PRESCRIPTION DRUG PRODUCTS 2



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 10
HYDRALAzINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE ISONIAzID
TABLET; ORAL TABLET; ORAL
> ADD > HYDRALAZINE HCL-HYDROCHLOROTHIAzIDE-RESERPINE ISOHIAzIO
> ADD > BP Ñ‚Ñ‹Ð½ PHARMS 25MB;15MG;IOO UGM gg ZENITH LABS Ñ‚Ð¾Ð¼Ðµ/{ÐÐÐœ
HYDROCORTISONE SOOIUM SUCCINATE LIDOCAINE HYDROCHLORIDE
INJECTABLE; INJECTION INJECTABLE; INJECTION
> ADD > HYOROCORTISONE sOOIuH succINATE LIOOOAIHE HOL
> ADD > Ag ELKINS-SINN Eg IOOMO BASE/VIAL Ðº â€º ADD > _g BRISTOL LABS/BM gg;
> ADD > Ag Eg 250MB BAsE/vIAL Ñ…
â€º ADD > gg Eg sOONO BASE/VIAL Ñ…
â€º ADD > Ag Eg IOM BASE/VIAL LITHIUM CARBONATE
TABLET, CONTROLLED RELEASE; ORAL
HYDROXOCOBALAMIN LITHOBID
ÐœÐœ! ','ÃÃ„PÃ‰/
INJECTABLE; INJECTION > Ð´Ð¾Ð¿ â€º Ð¡IÐ’Ð PHARM
> ADO > HYOROXOHIN
> ADD > Ag BEL-MAR LABS IHC/HL
Ð©
HYDROxYzINE HYOROCHLORIDE SYRUP; ORAL
/Ã‰ÃTHONÃTÃ‰IS/
TABLET; ORAL > ADD > OIBALITH-s
HYDRUXYIINE HCL
> Ð´Ð¾Ð¿ â€º gg CHELSEA LABS Â¿ggg
MEPROBAMATE
IBUPROFEN TABLET; ORAL
HEPROBAHATE
TABLET; ORAL Ag MYLAN PHARMS /ÃdÃ¡Å„Ã©
Ð©
â€º AOO > gg UPJOHN MFG Ð´Ð¾Ð¿Ð¸Ð²
â€º ADD > ggggg
> ADD > gg BOOTS PHARMS Â«nous
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APPROVED PRESCRIPTION DRUG PRODUCTS
> ADD > SARALASIN ACETATE
> ADD > INJECTABLE; INJECTION
> ADD > SARENIN
> ADD > NORNICH-EATON PHARM EQ 600 UGM BASE/ML
> ADD > SECRETIN
> ADD > INJECTABLE; INJECTION
> ADD > SECRETIN-KABI
> ADD > KABI GROUP INC 75 UNITS/VIAL
SULFAMETHOXAZOLE; TRIMETHOPRIM
TABLET; ORAL
> ÐÐ¾Ð¾ â€º Ñˆ
> AOD > Q_ BIOCRAFT LABS QDONGÃ‰SDMG Â¥ BDDMSÃˆIGDNG
SULFASALAZINE
TABLET$.ORAL
SULFASALAZINE
> ADD > BP PREMO PHARM LABS 500MG
TECHNETIUM, TC-99M, MEDRONATE KIT
INJECTABLE; INJECTION
AN-MPD
ÐœÐšÐ¤â€œ ,'NPÃL'EÃ„R/ 
> ADD > SYNCOR INTERNATIONAL
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 10
TECHNETIUMÂ» TC-99M, PENTETATE KIT
INJECTABLE; INJECTION
CINTICHEM TECHNETIUM 99M DTPA
/TÃrÃÃÅ„rÃ'ff/Â¿RÅ•ÃÅ•ff/
CINTICHEM
TECHNETIUM, TC-99MI PYROPHOSPHATE KIT
INJECTABLE; INJECTION
BONE SCANNERS KIT
/PERERÃLÃ'fÃ¯Å•ÃŸÃ¡Ã³Ã¤diÃ¶Å•rf/
> AOD > SYNCOR INTERNATIONAL
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APPROVED PRESCRIPTION DRUG PRODUCTS
INGREDIENTÃS)
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT: 1 2
10
CHLORPHENIRAMINE MALEATE
CHLORPROMAZINE HYDROCHLORIDE X
CHLORPROPAMIDE
CHLORTHALIDONE
CHYMOTRYPSIN
XIKX Ð´
CLORAZEPATE DIPOTASSIUM Ð¥
CLORAZEPATE MONOPOTASSIUM
CORTISONE ACETATE; NEOMYCIN SULFATE X
CROTAMITON
CYCLACILLIN
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 CHLORIDEÂ
DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ÐÐ¡Ð•Ð¢ÐÐ¢Ð•Ð‘ 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;
DIHYDROERGOCRYPTINE MESYLATE
X X X
DIMENHYDRINATE
DINOPROSTONE
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENT(S)
SUPPLEMENT:
1
10
HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN Ð’ SULFATE
HYDROCORTISOHE ACETATE; NEOMYCIN SULFATE
HYDROCORTISONE ACETATE; OXYTETRACYCLINE HYDROCHLORIDE
HYDROCORTISONE SODIUM SUCCINATE
HYDROXOCOBALAMIN
XXX
HYDROXYZINE HYDROCHLORIDE
IBUPROFEN
IMIPRAMINE HYDROCHLORIDE
IOTHALAMATE SODIUMÂ» I-125
IRON DEXTRAN COMPLEX
ISOETHARINE HYDROCHLORIDE
ISONIAZID
ISOSORBIDE
LIDOCAINE HYDROCHLORIDE
LITHIUM CARBONATE
XXX
LITHIUM CITRATE
LORAZEPAM
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODIUM GLUCONATE
MANNITOL
MANNITOL; SORBITOL
MAPROTILINE HYDROCHLORIDE
MAZINDOL
MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE
MEPROBAMATE
METAPROTERENOL SULFATE
METHADONE HYDROCHLORIDE
METHAQUALONE
METHYLPREDNISOLONE; NEOMYCIN SULFATE
METHYLPREDNISOLONE ACETATE
METHYLPREDNISOLONE SODIUM SUCCINATE
METHYLTESTOSTERONE
METOCLOPRAMIDE HYDROCHLORIDE
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APPROVED PRESCRIPTION DRUG PRODUCTS
11
INGREDIENT(S)
SARALASIN ACETATE
SCOPOLAMINE
SCOPOLAMINE HYDROBROMIDE
SECOBARBITAL SODIUM
SECRETIN
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT: 1 2
10
SODIUM AMINOSALICYLATE
SOYBEAN OIL
SPIRONOLACTONE
SULFAMETHOXAZOLE
SULFAMETHOXAZOLE; TRIMETHOPRIM
SULFASALAZINE
SULFISOXAZOLE
TECHNETIUMÂ» TC-99M, MEDRONATE KIT
TECHNETIUMÂ» TC-99MÂ» OXIDRONATE KIT
TECHNETIUM, TC-99MÂ» PENTETATE KIT
X XX
TECHNETIUM, TC-99M, PYROPHOSPHATE KIT
TEMAZEPAM
TESTOSTERONE ENANTHATE
TETRACYCLINE HYDROCHLORIDE
THEOPHYLLINE
TOLBUTAMIDE
TRIAMCINOLONE ACETONIDE
TRIAMCINOLONE DIACETATE
TRICHLORMETHIAZIDE
TRISULFAPYRIMIDINES
VITAMIN A
XYLOSEÂ» D-
ZOMEPIRAC SODIUM
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>
ADD
ADD
ADD
ADD
ADD
>
>
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>
>
CURRENT
BARBIDONNA
STATUS - 'EXEMPT'
NALLACE LABS/C-N
PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 10
(COURT ORDER)
ATROPINE SULFATE; HYOSCAMINE SULFATE; PHENOBARBITAL;
SCOPOLAMINE H
NITROGLYCERIN
NITROGLYCERIN
YDROBROMIDE
BYK-GULDEN
12



PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION 0F SAFETY OR EFFECTIVENESS ISSUES
TRADE NAME
ACHROMYCIN
CUMULATIVE INDEX
SUPPLEMENT: 1
10
BACITRACIN; NEOMYCIN; POLYMYXIN; HYDROCORTISONE ACETATE
BARBIDONNA
BENTYL N/ PHENOBARBITAL
BIOZYME
CANTIL N/ PHENOBARBITAL
CHLOROMYCETIN HYDROCORTISONE
CLISTIN EXPECTORANT
COR-OTICIN
CORTISPORIN
DACTIL
DACTIL AND PHENOBARBITAL
DARICON PB
DICYCLOMINE HCL
DIPYRIDAMOLE
XXX
DONNATAL
DYSPAS
FLORINEF-S
LEVSIN PB
LEVSIN N/ PHENOBARBITAL
XX
LIBRAX
MEPROBAMATE N/ TRIDIHEXETHYL CHLORIDE
METI-DERM N/ NEOMYCIN
METIMYD
MILPATH-ZOO
XX
MILPATH-400
NEO-ARISTOCORT ACETONIDE
NEO-DELTA-CORTEF
NEOtDELTEF
NEO-MEDROL
XXXX
NEOQUESS
NEOSONE
NITROGLYCERIN
NYSTATIN, NEOMYCIN SULFATEÂ» GRAMICIDIN, TRIAMCINOLONE ACETONIDE
13



TRADE NAME
OPHTHOCORT
ORTHOXINE
PARAFON FORTE
PATHIBAMATE-200
PATHIBAMATE-QOO
PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX
SUPPLEMENT: 1 2 3 4 5
10
X
PATHILON N/ PHENOBARBITAL
POLY-PRED
PREDMYCIN-P
PRO-BANTHINE N/ PHENOBARBITAL
ROBINUL-PH
X
ROBINUL-PH FORTE
SULFATHALIDINE
T.C.M. 200
T.C.M. 400
TERRA-CORTRIL
XX X XX
TRAL GRADUMET
14
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