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Ð•Ð®!) AND IIQUG ADIIDIISI'RATION
APPROVED PREHÃRIPTICN DRUG PRODUCTS
WITH
'THERAPEUTIC EUJIVAIENCE EVALUATIONS
SUPPLEMENT
I. PREFACE
This supplement is me 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 publica-
tim of the List in its entirety. This supplement contains updates to
the Drug Product List and AÅ“endix particles of the List, as well as
cumulative indiÅ“s for both.
l. Drug Product List
The Drug Product List revisions are intended to be pen and ink
changes to the annual publicatÃÅ“ of the List rather than page
replacements or cut-and-paste changes. The changes in this supple-
ment 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 reverse print. Information to be added to the
Drug ProdÅ“t List is indicated by the symbol >_Â¿;_Q_> to the left of
the line cn which new information exists. Any line containing
neither reverse 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 informatiÅ“, direct-
ly 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, inmediately followed by an add on the line below indi-
cated by an> ADD >.
For sale by the Superintendent of Documents, U.S. Government Printing OÃ±ice
Washington, D.C. 20402
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2. 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 sane manner as addition
and removal of drug products for the Drug Product List.
3. cumulative Indices
each supplement 15 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 . SPEZIAL NOTES
A description or explanation of items requiring special attention or
clarification will appear in this section.
None Â this supplement



APPROVED PRESCRIPTION DRUG PRODUCTS 1
ACETYLCHOLINE CHLORIDE
SOLUTION-DROPS; OPHTHALMIC
HIOCHOL
SMITH MILLER PATCH
> AOD > COOPERVISION PHARMA
AMPICILL N-AMP CILLIN TRIHYDRATE
PONDER FOR RECONSTITUTION; ORAL
AMPICILLIN TRIHYDRATE
LD Ñ‚ÐµÑ‚- @wml mmmm*
Â¿D Â§9_;Â§9rÂ§;Â§aÂ§Â§zÂ§ni
ÃˆACIIRÃ€CIN
INJECTABLE; INJECTION
BACITRACIN
.AE Iiilillliiliiil i91992_uux1Â§Â¿!;Â¢i f
52 501900 Ð¦Ð¦!!Ñ‘Ð³!;ÐÑŒ
BUTABARBITÃ€L SODIUM
TABLET; ORAL
SODIUM BUTABARBITAL
Â¿sus f gruÃŸ
ÑÐÐ¿Ñ‰Ð¼Ð¾Ñ…ÐÐ½ÑˆÐ• Ð¸Ð¼ÐµÐ»; '
ÑˆÑ‚: Ð¾Ñ‚.
CLISTIN
MCNEIL PHARM
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 6
CARBINOXAMINE MALEATE
TABLET; ORAL
CLISTIN
MCNEIL PHARM
CHLORPROMAZINE HYDROCHLORIDE
TABLET; ORAL
CHLORPROMAZINE HCL
lons Â«l 25H6 f sons u mons Ð² zoons
BP CORD LABS
10MG * 25H6 * SOMS * 100M@ * 200M@
SONAZINE
Ð¨
POWDER FOR RECONSTITUTION; OPHTHALMIC
CATARASE
SMITH MILLER PATCH
COOPERVISION PHARMA
DEXAMETHASONE
TABLETS ORAL
DEXAMETHASONE
BP ÑˆÐ»Ð°Ð¼Ð° LABS-AM CYAN 250 UGH 1.5m;
DIETHYLSTILBESTROL
TABLET, ENTERIC COATED; ORAL
DIETHYLSTILBESTROL
ICN PHARMA



DRUG PRODUCT LIST
SUPPLEMENT NUMBER ÑŒ
OIHTDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATE; HEPARIN SODIUN
QINXDRQERGOCBIPTINE MESYLATE
INJECTABLE; INJECTION
>_Â¿gg_> LIQUID: ORAL SODIUM HEPARIN
>_Â¿gg_> RYDEROINE Â¿g LYPNO-HED 1Â¿ggg_gu;1Â§Â¿nÂ¿ a Â§Â¿Ggg_Ge;LÂ§Â¿Nl a
â€º_Ñ‰_â€º SANDOZ PHARMS 333 UGN/NL;333 UGN-NL-333 USN-NL 10 Ð¸ Ð¼Ñ‹ 1 D Ð½ Ñ‹
Ñ†Ð²Ñ€Ð´Ð¿Ñ…Ð½ sonrug
TABLET: SUBLINGUAL > ADD > _g LYPNO-NEO gozooo UNITS-NL
grHYDRDERGoToxINE MEINANESULEDNATE
>_Â¿gg_> Â¿A KV PHARMACEUTICAL 161 usnzier UGMIS? uan Ñ… 333 UOM:
>_Â¿gg_> _A 333 Ð¸ÐµÐ½Ð·Ð·Ð·Ð· USN HEXACNLOROPRENÃˆ
AEROSOL; TOPICAL
D IPR GLANDIN E- x > ADD > Ñ‚Ñ‹ÐºÐ²Ð°Ñ…
â€º ADD > DINOPROSTONE > ADD > XTTRIUM LABS Ð·Ð¸
DOXEPIN HYDROCNLORIDE NYDROXYZINE HYDROCNLORIDE
CAPSULE; ORAL INJECTABLE; INJECTION
SINE Ð¸Ð´Ð¸ Ñ†Ñ…Ð¾Ð¿Ð¾Ñ…ÑƒÐ³Ñ…Ð½Ð² Ð½ÑÑŒ
â€º ADD > PFIZER LABS EQ Isons BASE > ADD > _g SOLOPAK-NPL GÂ§GÂ§Â¿GL Ðº Ð•Ð´Ñ†Ñ‘Ð´Ñ†ÑŒ
Ñ
ERYTHROMYCIN LITHIUM CARBONATE
> ADD > SOLUTION; TOPICAL TABLET: ORAL
> ADO > STATICIN LINNANE
> AOD > RESTNOOO PNARNS 1.52
â€º ADD > MILES PHARMS
FLUORESCEIN SOGIUN
NEPERIDINE HYDROCH ORIDE
INJECTABLE: INJECTION
FUNDUSCEIN-as INJECTABLE; INJECTION
Ð¿ÐµÑ€ÐµÐ¿Ð¸ÑˆÐ¸: HOL .
â€™_Q-f* D > Ð¡ÐžÐžÐ Ð•ÐœÐ—Ð®Ð . Ð¨ _
APPROVED PRESCRIPTION DRUG PRODUCTS 2



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 6
METHYLPREDNISOLONE ACETATE PENTOBARBITAL SODIUM
INJECTABLE; INJECTION CAPSULE; ORAL
H-PREOROL SODIUM PENTOBARBITAL
> ADO > BP BEL-NAR LABS SONE-NL Ñˆ REST-HARD
NADOLOL PHENDIMETRAZINE TARTRATE
TABLET; ORAL CAPSULE; ORAL
CORGARD PHENDIMETRAZINE TARTRATE
> ADD > ER SQUIBB AND SONS 160MG > ADD > Â¿A LEMMON PHARMACAL 55MÂ§
PHENYTOIN SODIUM
SOLUTIÅ“/DROPS; OHH'NALHIC
INJECTABLE; INJECTION
EQ 3.5"8 BASE/HLSO.2X PHENYTOIN SODIUM
Ñ‡Ð¸Ð½Ð½Ñ‹Ðµ-Ñ†ÐµÐ¿ CHEN sons/n
NORE HENDRON
PYRIDOXINE HYDROCHLORIDE
TABLET; ORAL
NORLUTIN INJECTABLE; INJECTION
PYRIDOXINE HCL
> ADD > PARKE-DAVIS/R-L PR Ð¿Ð¸ÐºÑˆÐ°-Ð°Ð³Ð°Ñ‚ CNT-:r1 DONS-HL
PENICILLIN Q SODIUM SOYBEAN OIL
INJECTABLE; INJECTION INJECTABLE; INJECTION
PENICILLIN G SODIUM > ADD > INTRALIPID 20%
> ADD > A! JOHN D COPANOS 520001000 UNITS-VIAL > ADO > CUTTER-VITRUM 202
> ADQ > A! SQUIBB-ITALY 520092000 UNITS/VIAL
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENT(S) SUPPLEMENT: 1 Ð³ 3 4
ACETAMINOPHEN; CODEINE PHOSPHATE X X
ACETIC ACIDÂ» GLACIAL X
ACETYLCHOLINE CHLORIDE
AMANTADINE HYDROCHLORIDE X
AMINO ACIDS X
AMINOGLUTETHIMIDE X
AMINOPHYLLINE X
AMITRIPTYLINE HYDROCHLORIDE X X
AMOXAPINE X
AMOXICILLIN TRIHYDRATE X
AMPICILLIN/AMPICILLIN TRIHYDRATE
ASPIRINB CAFFEINE; PHENACETIN; PROPOXYPHENE HYDROCHLORIDE X
ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE X
BACITRACIN
BISHYDROXYCOUMARIN X
BUTABARBITAL SODIUM
CAFFEINE; ERGOTAMINE TARTRATE X
CALCIFEDIOL X
CALCIUM CHLORIDE; DEXTROSE; HAGNESIUH CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE: SODIUM CHLORIDE X
CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE X
CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE HEXAHYDRATE;
SODIUM ACETATE; SODIUM CHLORIDE X
CARBINOXAMINE MALEATE
CEFADROXIL MONOHYDRATE
CEPHALORIDINE
CHLORAMPHENICOL; DESOXYRIBONUCLEASE; FIBRINOLYSIN X
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUNULATIVE INDEX
INGREDIENTlS) SUPPLEMENT: 1 2 3 Q 5
DIHYDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATE;
DIHYDROERGOCRYPTINE MESYLATE X
DINOPROSTONE
DINOPROSTONE(PROSTAGLANDIN EÂ2) '
DIPHENADIONE - Ð¥
DOXEPIN HYDROCHLORIDE
DOXYCYCLINE HYCLATE X
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X
ERYTHROMYCIN
ERYTHROMYCIN ETHYLSUCCINATE _ X
FENOPROFEN CALCIUM X
FENOPROFEN CALCIUM DIHYDRATE X X
FLUORESCEIN SODIUM
GENTAMICIN SULFATE X X
GRISEOFULVIN, ULTRAMICROCRYSTALLINE X
HALOTHANE X
HEPARIN CALCIUM X
HEPARIN SODIUM A X
HEXACHLOROPHENE X
HEXOCYCLIUM METHYLSULFATE X
HYDROCHLOROTHIAZIOE X
HYOROCORTISONE y X
HYDROCORTISONE? NEOMYCIN SULFATE; POLYMYXIN B SULFATE X
HYDROCORTISONE ACETATE; NEOMYCIN SULFATE X
HYDROCORTISONE ACETATE; OXYTETRACYCLINE HYDROCHLORIDE X
HYDROCORTISONE SODIUM SUCCINATE X
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
INGREDIENTlS) SUPPLEMENT:
Ð½
N
NEOSTIGMINE BROMIDE
NORETHINDRONE
NOVOBIOCIN CALCIUM X
NOVOBIOCIN SODIUM X
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 Ð¥
PRAZEPAM X
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM Ð¥
PREDNISOLONE SODIUM PHOSPHATE
PREDNISONE
PROMETHAZINE HYDROCH LOR IDE
PYRIDOXINE HYDROCHLORIDE X
RESERPINE; TRICHLORMETHIAZIDE X
RITODRINE HYDROCHLORIDE X
SCOPOLAMINE
SCOPOLAMINE HYDROBROMIDE
SECOBARBITAL SODIUM
SODIUM AMINOSALICYLATE X
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 6
CURRENT STATUS Â PROBABLY EFFECTIVE
PARAFON FORTE MCNEIL LABS
> ADD > MCNEIL PHARM
CURRENT STATUS â€” INEFFECTIVE
Neuman mamme; Ð¼Ð¸ÑˆÑƒÑ€Ñ‹
Å“moxme i ummm
nEnmxmmmmÅ•mDRomLDRmE
CURRENT STATUS Â 'EXEMPT' (COURT ORDER)
CLISTIN EXPECTORANT MCNEIL LABS
> ADD > MCNEIL PHARM
DvsPA'sr
Ð½Ð¸Ñ‡ÑŒÐ¸Ñ…-Ð±Ð°Ð½Ñ‚Ñ‹.



PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX
TRADE NAME SUPPLEMENT: 1 2 3
ACHROMYCIN X
BACITRACIN; NEOMYCIN; POLYMYXIN; HYDROCORTISONE ACETATE X
BIOZYME
CHLOROMYCETIN HYDROCORTISONE X
CLISTIN EXPECTORANT
COR-OTICIN X
CORTISPORIN X
DIPYRIDAMOLE X X
DONNATAL
DYSPAS
FLORINEF-S X
METI-DERM N/ NEOMYCIN X
METIHYD Ð¥
NEO-ARISTOCORT ACETONIDE X
NEO-DELTA-CORTEF X
NEO-DELTEF X
NEO-MEDROL X
NEOSONE X
NITROGLYCERIN
OPHTHOCORT X
ORTHOKINE
PARAFON FORTE
POLY-PRED X
PREDMYCIN-P X
SULFATHALIDINE X
TERRA-CORTRIL X
TRAL sRhADUnET
12



DEPARTMENT OF HEALTH 81 HUMAN SERVICES
Public Health Service
Food and Drug Administration
Rockville MD 20857
DRUG PRODUCT PROBLEM REPORTING PROGRAM
The Food and Drug Administration (FDA) encourages physicians,
pharmacists, nurses and other health professionals to report drug related
problems encountered during their professional practice. The Drug
Product Problem Reporting Program was designed to provide a1 quick and
easy Method of reporting problems such as questionable bioavailability
and stability, inadequate package insert information, poor packaging and
closures, mislabeling, defect in drug product themselves and defects in
manufacturing processes and the like. Since its inception it has been a
voluntary program and to date we have received in excess of 46,000
reports dealing with both prescription and over-the-counter drug products.
The Drug Product Problem Reporting Program is a practitioner-oriented
system that communicates drug product problems to industry and government.
Whenever you encounter a problmn with any of the drug products, please
use either the toll-free number 800â€”638â€”6725 or state your observations
on the form and return it to the United States Pharmacopeia (USP).
If you are not sure about the significance of a problem, please report
it; problems that appear insignificant may be also observed by others and
your report could be the additional information that initiates a
corrective action.
Whenever you use this program, please note the following:
This program is product oriented.
A copy of your report will be forwarded by the United States
Pharmacopeia (USP) to the Food and Drug Administration (FDA) and
to the manufacturer associated with your report.
It is important that you provide your address or phone number so
that any subsequent follow-up information can be requested
and-or forwarded to you. However, if you prefer that your
identity be withheld from FDA, and-or the Manufacturer, please
indicate your preference on the form. USP will then act as an
intermediary if any further contact with FDA or the manufacturer
is necessary.
All drug product problem information received through this program is
entered into a computerized data base which allows one to look for
trends, to chart product and company profiles and to flag problem drugs.
If you have any questions about the program, please call FDA's Product
Surveillance Branch at (301) 443-2263 or the United States Pharmacopeia
at (301) 881-0666.



Form approved.' OMB No. 57-R0059
DO NOT USE THIS SPACE
Dru i@ DATE RECEIVED
A
Produc
Probl-em\Â§.,Â
Reporting Progran1 REFERENCE NO.
1. PRODUCT NAME, DOSAGE FORM, STRENGTH, NDC NUMBER DATE: â€™
2. LOT NUMBER(S) AND EXPIRATION DATE(S)
3. DATE PURCHASED (If known;Â
4. SOURCE OF PRODUCT (Where purchased, if known)
5. NAME AND ADDRESS OF THE MANUFACTURER, PACKAGER AND/OR DISTRIBUTOR ON THE LABEL
6. REPORTERâ€™S NAME (Please print 0r type)
7. NAME AND ADDRESS OF PRACTICE LOCATION (Include Zip Code)
8. PHONE NUMBER AT PRACTICE LOCATION (Include area ÑÐ¾Ð°'Ðµ)
9. PROBLEMS NOTED OR SUSPECTED
RETURN TO OR CALL TOLL FREE ANYTIME
United States' Pharmacopeia 800-638-6725*
12601 Twinbrook Parkway IN THE CONTINENTAL UNITED STATES
Rockville, Maryland 20852
Attention: Dr. Joseph G. Valentino .In Ð¨Ð—ÐÐÐÐÐ—Ð–Ð'ÐÐÐ¬(Ð—Ð°Ð²ÑÐ·ÑŒâ€”0256
â€šÑŒ
FORM FDA 2519 (7./79) AUSGOVERNMENTPRIN'I'ING OFFICE: 1981-338-321/8057
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