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FOOD AND DRUG ADMINISTRATION

This supplement is one of a series of periodic updates to the .Hp.mn of

Approved Prescription Drug Products with Therapeutic ivalence
Evaluations (the List) to cover revisions interim to the annual publica-

tion 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 far 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
replacements or cut-and-paste changes. The changes in this supple-
nent contain revisions made since the last publication or previous
supplement .

In general, information in this listing follows the format of the
Drug Product List. Infarmation to be deleted from the Drug Product
List is indicated by reverse print. Information to be added to the
Drug Product List is indicated by the symbol >_app > to the left of
the line on 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 informaticn concerning a given drug product covers anly
enough context information to facilitate making the change. The
change itself is indicated by deleting the old information, direct-
1y 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, immediately followed by an add on the line below indi-
cated by an>_app >.
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AHANTADINE HYDROCHLORIDE

APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
SUPPLEMENT WUMBER 4

CHLORPROMAZINE HYOROCHLORIDE

>_ADD > TABLET; ORAL COMCENTRATE; ORAL
>_ADD > SYHHETREL GHLORPROMAZIME HCL
>_a0p > ENDO LABS/DUPONT 10016
>_ADD > AA NATL PHARM MFG/BARRE LO0MB/ML
ANMIND ACIDS SYRUP; ORAL
>_ADD > CHLORPROMAZINE HOL
INJECTABLE; INJECTION >_ADD > pA NATL PHARM MFG/BARRE 10MG/SHL
>_ADD > AMINOSYN-RF
>_AQD > ABBOTT LABS 5%
HLORPROPAN:
AMITRIPTYLINE HYDROCHLORIDE TABLET; ORAL
>_ADD > DYHALASE
TABLET; ORAL >_ADD > AR PHARMADYNE LABS 280HG
AMETID
B &R sautes ano sows
>_ADD > AB A0HG » 25MG ™ SOMG % 75MG ® L00MG i MA RIDE: A i
CETATE; SO| i
F ; ERGOTA INJECTABLE; INJECTION

TABLET: ORAL

>_ADD > MIGRETTES
>_AD0 > AA ORGANON INC 200MG: 145
ORPHENIRAMINE MALEAT

IHJECTABLE; INJECTION
EHLORFHEHIRAMINE MALEATE

o Ml vitarmiesest ot | 1omean |

SYRUP; ORAL

CHLDRPHENIRANINE MALEATR
HATCON CREMICAL 2. 5HG/ 5L

Go

SOLYTE W/ EBZ DE 0S| H
AP AN MCGAW/AM HOSP  BGHM/200MLIZOMGAAOOMLIETILYATTTL
>_ADD > 37MG/L00ML}
PIHYDROERGOCORNINE MESYLATE; DIHYODRDERGOCRISTINE MESYLATE;
DIHYDROER YPTI E
TABLET; SUBLIHGUAL
HYDROGENATED ER! KALOXID!
>_ADD > a4 ZENITH LABS 167 UGHi167 UGMi167 UGM ¥ 333 UGH;
>_ADD_> A4 353 !EH'.!!! usH
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APPROVED PRESCRIPTION DRUG PRODUCTS
TH EOPHY L LINE

TABLET; ORAL

THEOPHYL-225

KNOLL PHARM

225MG

DRUG PRODUCT LIST

SUPPLEMENT NUMBER 4
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

SUPPLEMENT: 1 2

CHLORAMPHENICOL; DESOXYRIBONUCLEASE; FIBRINOLYSIN

CHLORAMPHENICOL; HYDROCORTISONE ACETATE X

CHLOROQUINE PHOSPHATE X

CHLORPHENIRAMINE MALEATE

CHLORPROMAZINE HYDROCHLORIDE X
CHLORPROPAMIDE

CLORAZEPATE DIPOTASSIUM X
CORTISONE ACETATE; NEOHMYCIM SULFATE b

CYPROHEPTADIME HYDROCHLORIDE

DANAZOL X
DEXAMETHASONE SODIUM PHOSPHATE X
DEXAMETHASONE SODIUM FPHOSPHATE; MNEOMYCIN SULFATE X
DEXTROAMPHETAMINE SULFATE X
DEXTROSE . X

DEXTROSE; MAGHESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE

DEXTROSE; MAGMESIUM CHLORIDE; POTASSIUHM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCOMATE X

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE. DIBASIC;
SODIUM ACETATE; SODIUM CHLORIDE
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

SUPPLEMENT: L 2
ISONIAZID X X
LIDOCAINE HYDROCHLORIDE X
LITHIUM CARBONATE
LORAZEPAH X

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SO0DIUM

CHLORIDE: SODIUM GLUCOMATE X
MANNITOL X
HAZINDOL X

MECLOCYCLINE SULFOSALICYLATE

MEPERIDINE HYDROCHLCRIDE X
METAPROTERENOL SULFATE X
METHYLPREDNISOLONE; NEOMYCIN SULFATE X
METHYLTESTOSTERONE X

METRONIDAZOLE HYDROCHLORIDE

MAPROXEN SODIUM X
HEOMYCIN SULFATE; PREDNISOLONE ®
MEOMYCIN SULFATE; PREDNISOLOME ACETATE X
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE X

NEOSTIGMINE BROMIDE
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT; 1 2

SODIUM AMINOSALICYLATE X
SULFAMETHOXAZOLE X
SULFISOXAZOLE X
THEOPHYLLINE X
TRICHLORMETHIAZIDE X
TRISULFAPYRIMADINES X
ZOMEPIRAC SODIUM
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NITROGLYCERIN

NITROGLYCERIN

CORD LABS

PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 4

CURRENT STATUS - 'EXEMPTa€™ (COURT ORDER)

10



PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES

PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED

CUMULATIVE INDEX

SUPPLEMENT: 1 2 3

ACHROMYCIN X
BACLTRACIN; MEOHMYCIN; POLYMYXIN; HYDROCORTISONE ACETATE X
CHLOROHYCETIN HYDROCORTISONE X
COR-OTICIN 4
CORTISPORIN X
DIPYRIDAMOLE X X
FLORINEF-5 X
METI-DERH W/ NEQHYCIN X
METIMYD X
NEO-ARISTOCORT ACETONIDE X
HEQ-DELTA-CORTEF X
NEO-DELTEF X
NEO-MEDROL X
NEODSONE X
NITROGLYCERIN

OPHTHOCORT X
POLY-PRED X
PREDHMYGIN-P X
SULFATHALIDINE X

Google
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TERRA&E”CORTRIL

PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX

SUPPLEMENT: 1234

12
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DEPARTMENT OF HEALTH & 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 a quick and
easy method of reporting problems such as questionable biocavailability
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 problem with any of the drug products, please
use either the toll-free number B800-638-6725 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 informatien 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.
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