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FOOD AND DRUG ADMINLSTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS

WITH
THERAPEUTIC BEQUIVALENCE EVALUATIONS
SUPPLEMENT
T. PREFACE

This supplement is one of a series of periodic updates to the list of Approved
Prescription Drug Products with Therapeutic Fguivalence 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 cumlative 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 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» apd > to the left of the line on
which new information exists. Any line containing neither the owverstruck
print nor>_#00_> 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 became 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 indicated by an >_ADO.> ,
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APPROVED PRESCRIPTION DRUG PRODUCTS 1

ATROPINE SULFATE: DIPHEMOXYLATE HYDROCHLORIDE

LIGUID; ORAL
r 1 ! r | §

>_ADD > COLONATD
TABLET; ORAL
I ,ﬁ' £ [A A & l:' ’#u £
881 WARRCE RN A4 A
>_ADD > COLOHAID
>_ADD > AA WALLACE LABS/C-H 25 UcH;Z. 548

CHLORTHALIDONE
TABLET; ORAL
CHLORTHALTDONE
>_ADD > AB ABBOTT LABS 25M5 * SO0MG
>_ADD > AB BARR LABS 2EMG ¥ BOHG
>_ADD > AB BOLAR PHARM 25MG % EOMG
>_ADD > AB HEUN-NORHOQD/KY 25MG »* SOMG

P T CRE A EE U

[ekpsse s i/
7%{ PR 1340008 0008 A,

DIAZEPAN
> ADD >  CAPSULE, CONTROLLED RELEASE; ORAL
>_ADD > YALRELEASE
>_ADD > HOFFMANN-LA ROCHE  15HMG

Google

DRUG PRODUCT LIST
SUPPLEMENT NUMBER 8

DIHYDROERGOCORNINE MESYLATE; DIHYDROERCOCRISTINE MESYLATE]
DIHYDROER! YPTINI

TABLET; SUBLINGUAL

>_ADD > ALKERGOT
>_ADD > AA PREMO PHARM LABS 167 UBHI167 UGHIZ6Y UGH ¥ 333 USH:
>_ADD > AR 333 UGHIFEE VoY
DINMENHYDRINATE
INJECTABLE; INJECTION
DINSHHYDRIMATE
01 PHAARREESTARACS/
>_ADD > LEMMON
PHENHYDRAMIN| ROCH

INJECTABLE; INJECTION

DIPHENHYDRAMINE HOL
>_ADD > AP BRISTOL LABS/BMN 3

TEARER-ALBEA, LAY

>_ADD > C.A‘RT'ER-GLDEAU

A AR EASTACA LS,
>_ADD > LEHMON

DISULEIRAH
TABLET; ORAL

ANTABUSE
>_ADD > BX AYERST LABS/AMHO 250HB6 * 5G0HE
>_ADD > DISULFIRAM

>_ADD > BX DANBURY PHARMACAL 250MG ®* 500MG
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HICONAZOLE HITRATE
CREAM; TOPICAL

Ittty

>_ADD > HONISTAT-DERM

“LOTION: TOPICAL

Ity

>_ADD > HONISTAT-DERM

PHENTERMINE HYDROCHLORIDE
CAPSULE: ORAL
PHENTERNTNE Hel,
>_ADD > AH PREMD PHARM LABS 30MG

TABLET; ORAL
EHENTERMINE HCL

> _ADD > AA LEMMON BHG
PROMETHAZINE HYDROCHLORIDE

:NJEI;?AELE; INJECTION
N
>_ADD > LEHMON
SULFAMETHOXAZOLE
TABLETS ORAL

>_ADD > URORAK
>_ADD > AB SHIOMOGI USA E00MG

Go

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
‘SUPPLEMENT NUMBER 8

TOSTERONE EN

INJECTABLE; INJECTION

01 FRAAREASTAC A

>_ADD > LEHMON
JOLBUTAMIDE
TABLET; ORAL

TOLBUTAMIDE
>_ADD > AB DANBURY PHARMACAL S00MG

IRIAMCINOLONE DIACETATE
INJECTABLE; IMJECTION

TRIAMCINOLONE DIACETATE
>_ADD > BP MAURRY BIOLOGIGAL 40HG/ML

gle
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APPROVED PRESCRIPTION DRUS PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

INGREDIENT(S) SUPPLEMENT: 1 | 2

CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE

DANAZOL X
DEXAMETHASONE

DEXAMETHASONE SODIUM PHOSPHATE X

DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIM SULFATE X
DEXTROAMPHETAMINE SULFATE X
DEXTROSE X
DEXTROSE; LIDOCAINE HYDROCHLORIDE -

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM

ACETATE; SODIUM CHLORIDE

DEXTROSE; MAGHNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM

ACETATE; SODIUM CHLORIDE; SODIUM GLUCOMNATE X
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE», DIBASIC3

SODIUM ACETATE; SODIUNM CHLORIDE

DEXTROSE; POTASSIUM CHLORIDE: SODIUM CHLORIDE - IN PLASTIC X
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM
DIATRIZOATE SODIUM

o

DIAZEPAM

DICUMAROL

DIETHYLSTILBESTROL

DIHYDROERGOCORNINE MESYLATE: DIHYOROERGOCRISTINE MESYLATE:
DIHYDROERGOCRYPTINE MESYLATE

DIMENHYDRINATE

DINOPROSTONE

DINOPROSTONE (PROSTAGLANDIN E-2)

DIPHEHNADLONE X
DIPHENHYDRAMINE HYDROCHLORIDE

DISULFIRAM

5

DOXEPIN HYDROCHLORIDE
DOXYCYCLINE HYCLATE
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X
ERYTHROMYCIN

ERYTHROMYCIN ETHYLSUCCINATE

ESTRADIOL VALERATE
FENOPROFEN CALCIUM
FENOPROFEN CALCIUM DIHYDRATE
FLUDRESCEIN SCDIUM
GENTAMICIN SULFATE

o

GRISEOFULVIN, ULTRAMICROCRYSTALLINE

vy GOOGle
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

INGREDIENT(S) SUPPLEMENT: 1 1 2z | 3 | & | 5 | 6

METRONIDAZOLE HYDROCHLORIDE X
MICONAZOLE NITRATE
NADOLOL X
NAPROXEN SODILM

NEOMYCIN SULFATE; PREDNISOLONE

NEOHYCIN SULFATE; PREDNISOLONE ACETATE

NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE
NEOSTISMINE, BROMIDE X
NORETHIMORONE X
NOVOBIOCIN CALCIUM

xx “x

NOVOBIQCIN SODIUM
OXYTOCIN

PENICILLIN G POTASSIUM
PENICILLIN 6 FROCAINE
PENICILLIN G SODIUH X

KX X (X
>

PENICILLIN V POTASSIUH X
PENTOSARBITAL SODIUM

PHENDIMETRAZINE TARTRATE X
PHENTERMINE HYDROCHLORIDE X | X
PHENYTOIN SODIUH X

b

POTASSIUH CHLORIDE o
PRAZEPAM

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM

PREDNISOLONE SODIUM PHOSFHATE

FREDNISONE

o

> >

PROMETHAZINE HYDROCHLORIDE X
PYRIDOXINE HYDROCHLORIDE X X
RESERPIME; TRICHLORMETHIAZIDE X
RITODRIME HYDROCHLORIDE X X
SCOPOLAMLINE X

SCOPOLAHINE HYDRCEROMIDE X
SECOBARBLTAL SO0DIUM X
SODIUM AMINOSALICYLATE X
SOYEEAN OIL

SFIRONOLACTONE

34

SULFAMETHOXAZOLE ®
SULFASALAZINE X
SULFISOXAZOLE X X[ X
TECHNETIUM, TC-99M, MEDRONATE KIT -

TECHNETIUM, TC-99M, OXIDROMATE KIT

s oy GOOGIe
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUFPLEMENT NUMBER 8

>_ADD > DICYCLOMINE HCL CARTER-GLOGAU
>_ADD > DICYCLOMINE HYDROCHLORIDE

S_ADD > NEDGUESS O.JF /CHROMALLOY
> ADD > - ATROPINE SULFATE; HYOSCYAMINE SULFATE; PHENOBARBITAL:
> ADD >  SCOPOLAMINE HYDROBROMIDE

3_ADD > NITROGLYCERIN LEDERLE LABS/AM CYAN
>_ADD > NITROGLYCERIN

1w Google
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PRESCRIPTION DRUE PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES

CUMULATIVE INDEX

TRADE NAME SUPPLEMENT: 1 | 2 | 3|4 |56 )78
PREDHYCIN-P X
PRO-BANTHINE W/ PHEMOBARBITAL X
ROBINUL-PH X
ROBINUL-PH FORTE X
SULFATHALTOINE X
T.C.H. 200 X
T.C.H. 400 H
TERRA-CORTRIL X
TRAL GRADUNET X

Original from

Digitized by GO 81(),

UNIVERSITY OF MICHIGAN
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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Hrerera Food and Drug Administration

Rackville 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 bicavailability
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 800-638-6725 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 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.

Google

All drug product problem information received through this program is
entered into a computerized data base which allows onme to 1look 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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