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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
SUPPLEMENT

I. PREFACE

This supplement is one of a series of pericdic updates to the list of
Approved Prescription Drug Products with Therapeutic Bguivalence
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 Appendix portions of the List, as well as
cumilative 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 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 Product List is indicated by the symbol > app > to the left of
the line on which new information exists. BAny line containing
neither reverse print nor >_Amn > 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, 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, immediately followed by an add on the line below indi-
cated by an>_ap >.
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 1

ACETAMINOPHEN; CODEINE PHOSPHATE EXAMETHASONE SODIUM PHOSPHATE
TABLET; ORAL
AGETAMINOPH! PHATE INJECTABLE; IMJECTION
>_ADD > AA LEMMON PHARMACAL 300MGEIOME DEXAMETHASONE SODIUM PHOSPMATE
>_ADD > DEXACEN-%
I ROCHLORIDE >_ADD > AP CENTRAL PHARMACAL EQ MG PHOSPHATE/ML
INJECTABLE; INJECTION
ANITRIPTYLIHE HOL DEXTROAMPHETAMINE SULFATE
>_ADD > CARTER-GLOGAU >_ADD > CAPSULE; ORAL
>_ADD > DEXAMPEX
>_ADD > LEMHMON PHARMACAL 15M6
AMOXICILLIM TRIHYDRATE
CAPSULE; ORAL DEXTROSE
AMOXICILLIN TRIMYDRATE
>_ADD > AB MYLAM PHARMS EQ 250MB BASE EDOMG BASE INJECTABLE; IMJECTION
DERTHGSE 18-t WATER :2H PLASTIC
POWDER FOR RECONSTITUTION; ORAL >_ADD > DEKTROSE 107 IN PLASTIC CONTAINER
AMOXICTILLIN TRIHYDRATE
>_ADD > AB HYLAN PHARMS EQ 125MG BASE/BML M
>_ADD > AB EQ 250MG BASE/SML E i MA H i POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE
>_ADD > CALCIFEDIOL INJECTABLE; INJECTION
>_ADD > ISOLYTE 5 W/ 5% DEXTROSE IN PLASTIC CONTAINER
>_ADD > CAPSULE; ORAL >_ADD > AP AM MCGAW/AM HOSP 5GM/100ML $30MG/L00HL } 37MG/L00MG
>_ADD > CALDEROL >_ADD > AP 370MG/100ML 3 530M6/100ML 3 500M5/1 00ML
>_ADD > UPJOHN 20 UGM % 50 UGM PLASMA-LYTE 148 AND DEXTYROSE 57 TH PLASTIC CONTATHER
>_ADD > AP TRAVENOL LABS EGM/100HL }30HG/100HL /100ML §
>_ADD > AP 368MG/100HL 3526MG/100HL $502H6/1 00ML

CHLORPROMAZINE HYDROCHLORIDE

TABLET; ORAL
PROMAPAR
PARKE-DAVIS/H-L

>_ADD >
>_ADD > BP

10MG_% 25MG * 50MG * 100MG * 200MG
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PENICILLIN V POTASSIUM
PONDER FOR RECONSTITUTION; ORAL
PENICILLIN V POTASSIUM

g Bi-iiltjgzi—i'sa€™ v_

> ADD > PENICILLIH-VK

> ADD > 55 BIOCRAFT LABS

> ADD > 95

TABLET; ORAL
EAfi—,;A§:.LLINA¢!K

> A00 > PENICILLIN-VK
POTASSIUM CHLORIDE
INJECTABLE; INJECTION
POTASSIUM CHLORIDE

> ADD > AG LYPHO-MED

> ADD > RITODRINE HYDROCHLORIDE
> ADD > INJECTABLE; INJECTION
> ADD > YUTOPAR

> ADD > DUPHAR LABS

> ADD > TABLET; ORAL

> ADD > YUTOPAR

> ADD > DUPHAR LABS
SULFAMETHOXAZOLE

TABLET; ORAL

wowa€"OLE

) ADD > B HEATHER DRUG

125MB BASEISML

A9

59 zsons BASEISHL

ZME INL

IOMG/ML

IOMG

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 1
THEOPHYLLINE

> ADD > SUSPENSION; ORAL

> ADD > ELIXICON

> ADD > BERLEX LABS/S-AG
TABLET; ORAL

I SLO-PNYLLIN

> ADD > 00 DOONER LABS

> ADD > THEOCLEAR-I00

> ADD > 00 CENTRAL PHARMACAL
> ADD > THEOCLEAR-ZOO

> A00 > 00 CENTRAL PHARMACAL
IEIQELQEMEIEIAZIQE

TABLET; ORAL

> ADD > TRICHLOREX
TRISULFAPYRIMADINES
SUSPENSION; ORAL

eigii~lii—uL

TABLET; ORAL

ifiila-TAE

Mums

EASTTEXAS T mums

IOONG/SNL

YOUNG * ZOOMG

YOUNG

ZOONG







APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE IMDEX

SUPPLEMENT: 1

ACETAHINOPHEN; CODEINE PHOSPHATE X
AMITRIPTYLINE HYDROCHLORIDE X
AMOXICILLIN TRIHYDRATE X
CALCIFEDIOL X
CHLORPROMAZINE HYDROCHLORIDE X
DEXAMETHASONE SODIUH FHOSPHATE ®
DEXTROAMPHETAHINE SULFATE X
DEXTROSE X

DEXTROSE; MAGMESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM

ACETATE; SODIUM CHLORIDEF; SODIUM GLUCOMATE X
DIPHENADIONE X
ISONIAZID %

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM

CHLORIDE; SODIUM GLUCOMATE X
MAMNITOL X
MAZINDOL ‘7‘:
NOVOBIOCIN CALCIUAM X
INDVOBIDCIN sopIun %
PENICILLIN G POTASSIUM b3
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 1

CURRENT STATUS - 'EXEMPTa€™ (COURT ORDER)

ADD DIPYRIDAMOLE CORD LABS

)
>DD > DIPYRIDAMOLE

)
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DIPYRIDAMOLE

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

SUPPLEMENT! I
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