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

This supplement is one of a series of periodic updates to the list of
Approved Prescription Drug Products with Therapeutic Bguivalence
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 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., Any line oontaining
neither reverse print nor > Amb > 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>_aop >.
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
4€"DRUG PRODUCT LIST

SUPPLEMENT NUMBER 2
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUS PRODUCT LIST
CUHULATIVE INDEX

SUPPLEMENT: 1 2

ACETAMINOPHEN; CODEINE PHOSPHATE X X
ACETIC ACID, GLACIAL X
AMINOPHYLLINE X
ARITRIPTYLINE HYDROCHLORIDE X
AMOXAPINE X
AMOXICILLIN TRINYDRATE X
ATROPINE SULFATE: DIPHENOXYLATE HYDROCHLORIDE X
CALCIFEDIOL : X

CALCIUM CHLORIDE; DEXTROSE: MAGNESIUM CHLORIDE HEXAHYDRATE:

SODIUH ACETATE; SODIUM CHLORIDE X
CHLORAMPHENICOL; HYDROCORTISONE ACETATE X
CHLOROQUINE PHOSPHATE X
CHLORPROMAZINE HYDROCHLORIDE X
CLORAZEPATE DIPOTASSIUM X
CORTISONE ACETATE; HEOMYCIN SULFATE X
DANAZOL X
DEXAMETHASONE ‘SODILM PHOSPHATE X
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYTCIN SULFATE x

DEXTROAHPHETANINE SULFATE

oo Google ,(



Google

1LNIHITddNS

HNI00S NIXOddYN

INOHILEOLSALTANLIN

ALY4INS HIDAHOIN ! 3NOTOSINOIUITAHLIM
AUVAINS TONIHILONIVLIH

JOIN0THIONOAH INIAINILIM

T0GNIZVH

TOLIHNVH

31YNOONTS HNIOCS ?30IN0THD
HNIN0S {31VIIIV WNIGOS {30THOTHI WNISEYIOd IATHOTHI HNIGIHOVH

HYdaTVa0

J0LH0THIOHAAH SNIVI0OI

OIZVINOSI

SOINOTHIONOAH ANITIAIVHLILAXO 231VL3IV INOSILNOIONAAN
AUVAING NIJAHOIN {31VLAIV INOSILUCIOWAAH

J1VAING G NINAHATOM *3LVIING NIDJAHOIN ¢ INOSILNOIONOAN
S0TH0THIONGAH 3NIVIOOIT :3SNINHAINIA3

INOTAVNINIIO

JILSVId NI - 30IH0THD HNICOS {30TH0THD HNISSYLIOd ¢3S0MLXI0

ALYNODMTS WNIOOS :30INOTHD WNIGOS f31ViAIV
WNI0DS f30IMOTHI HNISSVIOd !20IN0THD HNISINGYH f3SONLXIQ

NAGNI IATLVINKND
1SI7 13n00Ed 9nda
£12N008d 9NH0 HOILJIHISIE AN



APPROVED PRESCRIPTION DRUEG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE IMDEX

SUPPLEMENT: 1 2

NEOMYCIN SULFATE; PREDNISOLONE X
NEOMYCIM SULFATE! PREDMISOLONE ACETATE X
NEOHYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE X
NOVOBIOCIN CALCIUM b4
NOVOBIOCIN SO00IUM X
PENICILLIN 6 POTASSIUM X
PENICILLIN & PROCAINE X
PENICILLIN V POTASSIUM X
PHENTERHINE HYDROCHLORIDE X
POTASSIUM CHLORIDE X X
PRAZEPAH X
PREDNISOLOME ACETATE; SULFACETAMIDE SODIUM X
PYRIDOXINE HYDROCHLORIDE X
RESERPINE: TRICHLORHETHIAZIDE X
RITODRINE WYDROCHLORIDE X
SODIUM AMINOSALICYLATE X
SULFANE THOXAZOLE X
SULFISOMAZOLE X
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A€ N ae°

4€° N%o_a€°

PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED |

D D-D-B PP RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 2

RATU A PeD*? V

BACITRACIN; NEMYCIN; POLYMYXIN; HYDROCORTISWE ACETATE
D DEDs-50101"

BACITRACIN; NYDROCORTISONE ACETATE; NEOMYCIN SULFATE;
POLYMYXIN B SULFATE

CORTISPORIN BURROUGHS WELLCOME

BACITRACIN ZINC; HYDROCORTISONE; NEOMYCIN SULFATE;
POLYMYXIN B SULFATE

OPHTHOCORT PARKE-DAVIS/H-L

CNLORAMPHENICOLR HYDROCORTISCNE ACETATE; POLYMYXIN B SULFATE
POLY-PRED ALLERGAN PMARMS

NEOMYCIN SULFATE; POLYMYXIN B SULFATE; PREDNISOLONE ACETATE
A;ACHROMYCIN LEDERLE LABS-AH CYAN

HYDRA“A“TISmEA® TETRACYCLINE HYDRA“MLA“IDE
.CHLIRMYCETIN HYDRIXA"ORTISONE PARKE-DAVIS/H-L
CHLNAMHTENICOL; MYDRIXIMTISME ACETATE

NDP%N-B°D NN, MALRRY BIOLOGICAL

HYDRLXILRTISME ACETATE; NEWCIN SULFATE

CIRTISPA“IN BURROUGHS WELLCOME

HYDRTXIRTISCNE; NECHYCIN SULFATE; POLYMYXIN B SULFATE
DIPYRIDAMOLE

OIPYRIDAMLE

BARR LABS

>>

CURRENT STATUS A 'EXEMPT' (COURT ORDER)

FLORINEF-S ER SQUIBB BD® SMS
FLLDRIXIORTISONEJIEMISUCCINATEB DD+ "D3D™?! SULFATE
METIMYD SCHERING

PREDNISOLONE ACETATE; SULFACETAMIDE SA“IUM
NED-ARISTCKIORT ACETONIDE LEDERLE LABS-AM CYAN
PD-Deb+D)" SULFATE; TRIAHIINOLME 'ACETONIDE
NEO-OELTA-CORTEF UPJOHN

BIYOIN SULFATE; PREDNISOLONE ACETATE

NEO-neuss N'D,N"D,

NEOmcIN SULFATE: PREDNISOLONE

EO-MEDROL D"PYDzD"

METMYLPREDNISDLMEB NECHYCIN SULFATE

NEOSINE UPJNIN

CA“TISONE ACETATE; NEMYCIN SULFATE

OPHTT'ILXIORT PARKE-DAVIS/H-L

CHLA“AMPHENICOLA~ HYDRA“ORTISWE ACETATE; POLYMYXIN B SULFATE
PREDMYCIN-P

POLY-PRED

POLY-PRED ALLERGAN PHARMS

NEmYCIN SULFATE; POLYMYXIN B SULFATE; PREDNISOLONE ACETATE
TERRA-CORTRIL PFIZER LABS

HYDRA“ORTISmE ACETATE; DXYTETRACYCLINE HYDRA“HLA“IDE
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ACHROMYCIN

BACITRACIN; NEOMYCINS POLYMY XIN;
CHLOROMYCETIN HYDROCORTISONE
COR-OTICIN

CORTISPORIN

DIPYRIDAMOLE

FLORINEF-S

METIMYD

NEO-ARISTOCORT ACETONIDE
NEO-DELTA-CORTEF

NEO-OELTEF

NEO-MEDROL

NEOSOL

OPHTHOCORT

POLY-PRED

PREDMY CIN-P

TERRA-CORTRIL

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

SUPPLEMENT: 1 2

HYDROCORTISONE ACETATE D¥
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