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FOOD AND DRUG ADMINISTRATTON
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH

THERAPEUTIC BQUIVALENCE EVALUATTONS
SUPPLEMENT

I. PREFACE

This supplement is cne of a series of periodic updates to the list of Approved
Prescription Drug Products with Therapeutic Bquivalence 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» awp > to the left of the line on
which new information exists. BAny line containing neither the overstruck
print nor>_amp > 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, immediately
followed by an add on the line below indicated by an >.400 > .
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 9

AMTHOPHYLLING

INJECTABLE; INJECTION
AMTHOPHYLLIHE
>_ADD > AR NATCON CHEHICAL 25HG/HL

TABLET; ORAL
BUTALBITAL W/ APQ

>_ADD > AA PREMO PHARM LABS 20015} S0MG340MG3 130MG

>_ADD > CAPTOPRIL

3_ADD >  TABLET; ORAL
>_ADD > CAPOTEN

>_ADD > ER SQUIBB AND SONS  25MG * 50MG * 100MG
-

>_ADD >  POWDER FOR RECOMSTITUTION; ORAL
>_ADD > ULTRACEF
>_ADD_> BRISTOL LABS/BM EQ 125M6 BASE/SHL *
>_ADD > EQ 250MG BASE/BML *
S_APD > EQ 500MG BASE/EML

CHLOROTHIAZIDE

TABLET; ORAL
CHLOROTHIAZIDE

> ADD > 4B FEDERAL PHARMACAL  250MG

Google

CHLORPHENIRAMENE MALEATE

IMJECTABLE; IMJECTION
CHLORPHEHIRAMIHE MALEATE

[EALTER BB KA/
> _ADD > CARTER-GLOGAU
CHLORTHALIDONE
TABLET; ORAL

CHLORTHALIDOHE
>_ADD > AB LEDERLE LABS/AM CYAN 25MG * EOMG

>_ADD > AB ZENITH LABS BOMG
DEXTROSE; LIDOCATNE HYDROCHLORIDE
INJECTABLE; INJECTION
>_ADD > LIDOCAINE HCL 0.1% AND DEXTROSE 5% IN PLASTIC CONTAINER
>_ADD > TRAVENOL LABS 5GM/100ML; 100MG/100ML
ABBOTT LABS /S}f,d"j.fjj

>_ADD > AP 5GM/100ML 3 200M8/100ML

>_ADD > LIDOCATHE HCL 0,27 AND DEXTROSE 52 YN PLASTIC CONTATHER
> ADD > AP TRAVENOL LABS 5GH/100HL 3 200M6/100HL

LIDOCATNE HCL 0.4% IN DEXTROSE 5% IN PLASTIC CONTAINER
ABBOTT LABS Vi M)

>_ADD > 5GM/100ML;400M5/100ML

IHYDROER RMINE MESYLATE: D i
IHYDROER! YPTINE MESYLA

TABLET; SUBLINGUAL
>_ADD > ERGOLOID MESYLATES

>_ADD > AR DANBURY PHARHACAL 1567 UBN3157 UBHS167 UGMS % 333 USH3

>_ADD > AR 333 ycH 1333 UeH
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 9

PHENTERMINE HYDROCHLORIDE ‘SULFISOXAZOLE

CAPSULE; ORAL TABLET: ORAL
>_app_> QBESTIN-30
>ADD > AA  FERNDALE LABS 2omg % m’?ﬁw
>_ADD > OHA-MAST >_ADD > PUREPAC PHARM
>ADD > A M MAST 304G

THEOPHYLLINE
PREONISOLONE
TABLET,; CONTROLLED RELEASE: ORAL
TABLET; ORAL >_ADD > LABID
PREDNISOLONE >_ADD > BAYLOR LABS 250H6

> ADD > BX  MARSHALL PHARMACAL  5HG

TRIAHCINOLONE ACETONIDE
EREDNISONE
CREAM; TOPICAL
TABLET; ORAL TRIAMCIHOLONE ACEVOHIDE
PREDNISONE >_ADD > AT CLAY=PARK LABS 0,028% » 9.1% ¥ 9.5%

>_ADD > -BX MARSHALL PHARMACAL 5M6

PROPOXYPHENE HYDROCHLORIDE
CAPSULE; ORAL

v

SULFASALAZINE
TABLET; ORAL

SULFASALAZINE
>_ADD > BP DANBURY PHARMACAL E00MG
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

INSREDIENT(S) SUPPLEMENT: 1 | »

CHLORTHALIDONE

CHYHOTRYPSIN

CLORAZEPATE DIPOTASSIUM
CLORAZEPATE MONOPOTASSIUM
CORTISONE ACETATE; MEOMYCIN SULFATE

CYCLOTHIAZIDE

CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE

DANAZOL

DEXAMETHASONE

L

DEXAMETHASONE SODIUM PHOSPHATE

DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE
DEXTROAMPHETAMINE SULFATE

DEXTROSE

DEXTROSE: LIDOCAINE HYDROCHLORIDE

X

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATES SODIUM CHLORIDE; SODIUM GLUCONATE

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC;
SODIUM ACETATE; SODIUM CHLORIDE

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE = IN PLASTIC
DIATRIZOATE MEGLUMINES DIATRIZOATE SODIUM

DIATRIZOATE SODIUM

DIAZEPAN

DICUMAROL

DIETHYLSTILBESTROL

DIHYDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATES
DIHYDROERGOCRYPTINE MESYLATE

®OxRIX

DINENHYDRIMATE

DINOFROSTONE

DINOPROSTONE( PROSTAGLANDIN E~2)
DIPHENADIONE

DIPHENHYDRAMINE HYOROCHLORIDE

%

DISULFIRAM

DOXEPIN HYDROCHLORIDE

DOXYCYCLINE HYCLATE

EPINEPHRINE; LIDOCAINE HYDROCHLORIDE
ERYTHROHYCIN
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APPROVED PRESCRIFTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

EDIENT(S)

MANNITOL

MANNITOL; SORBITOL
MAPROTILINE HYDROCHLORIDE
MAZINDOL

MECLOCYCLINE SULFOSALICYLATE

SUPPLEMENT: 1

X

MEPERIDINE HYDROCHLORIDE

MEPROBAMATE

HETAPROTERENOL SULFATE

METHAQUALONE

METHYLPREDNISOLONE; NEOMYCIN SULFATE

METHYLPREDNISOLOME ACETATE
METHYLPREDNISOLONE SODIUM SUCCIMATE
METHYLTESTOSTERONE

METOCLOPRAMIDE HYDROCHLORIDE
METOLAZONE

X

METRONIDAZOLE HYDROCHLORIDE
HICONAZOLE NITRATE

NADOLOL

NAPROXEN SODIUM

NEOMYCIN SULFATE; PREDNISOLONE

NEOMYCIN SULFATE; PREDNISOLOME ACETATE
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE
NEOSTIGHINE BROMIDE

NORETHIMDRONE

NOVOBIOCIN CALCIUM

EE R E T

NOVDBIOCIN SODIUM
0XYTOCIN

PENICILLIN 6 POTASSIUM
PENICILLIN 6 PROCAIME
PENICILLIN G SODIUM

KX X | x

PENICILLIN V POTASSIUM
PENTOBARBITAL SODIUM
PHENDIMETRAZINE TARTRATE
PHENTERMINE HYDROCHLORIDE
PHENYTOIN SODIUM

x

XK

o X

POTASSIUM CHLORIDE

PRAZEPAM

PREDNISOLONE

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM
PREDNISOLONE SODIUM PHOSPHATE

v Google
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 9

NO CHANGE
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
11

TRADE NAME

PREDMYCIN-P

PROAE’BANTHINE N/ PHENOBARBITAL

ROBINUL-PH

ROBINULa€”PH FORTE

SULFATHALIDINE

PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX

SUPPLEMENT; 1236

XXX

T.C.M. 200

T.C.M. 400

TERRA-CORTRIL

TRAL GRADUMET
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