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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS

WITH
THERAPEUTTIC EQUIVALENCE EVALUATTONS
SUPPLEMENT

I. PREFACE

This supplement is one of a series of periodic updates to the “_.“_.m.n of
.mm,mocmn -Prescription Drug Products with Therapeutic
Evaluations (the List) to cover revisions interim to the annual
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 farmat 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 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 information concerning a given drug product covers aonly
enough context infaormation 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 produst has become multisource; the deletion of a therapeutic
equivalence oode 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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ACETAMINCPHE!]; CODEY HOSPHATE
TABLET; ORAL
ACETAMINOFHEN W/ CODEINE PHOSPHATE

>_ADD > AR PARKE=DAVIS/W=L S00MG }E0HE

AMINOPHY L LTHE

INJECTABLE; INJECTION
AMINOPHYLLINE

>_ADD > ap ELKINS-SINN/AHROBINS 25MG/ML
>_ADD > PACAMPICILLIN HYOROCHLORYDE
3_ADD >  TABLET; ORAL
>_ADD > SPECTROBID
>_ADD > PFIZER LABS 400HG
BROMPHENIRAMINE MALEATE
INJECTABLE; INJECTION
BROHPHENTRAMINE MALEATE
>_ADD > CARTER-GLOGAU LABS  100HG/HL
CHLORDIAZEPOXINE HYOROCHLORIDE
CAPSULE; ORAL
CHLORDIAZEPOXIDE HCL
>_ADD > AR HH MAST oHg
>_ADD > 4B PREMO PHARM LABS 2548

Google

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG FRODUCT LIST
SUPPLEHENT WUMBER 7

CHLORPROMAZINE HYDROCHLORIDE

CONCEHTRATE; ORAL

HCL

CHLORFROMAZIHE
>_ADD > A& BAY LABS
CHLORTHAL IDONE
TABLET; ORAL
>_ADD > CHLORTHALIDONE
>_ADD > 4B HYLAN PHARHS
HYGPOTON
>_ADD > AB Usv LABS
CYCLOTHIAZIDE
TABLET; ORAL
ANHYDROM
>_ADD > BP ELI LILLY
>_ADD > FLUIDIL
7_ADD > BP ADRIA LABS

LO0MG/ML

3 B

LCYPROHEPTADINE HYDROCHLORIDE

TABLET; ORAL

CYPROHEPTADEHE HCl

>_ADD > A4 CORD LABS

DACARBAZINE

INJECTABLE; INJECTION

DTIC=DOHE

DOHE LABS/HMILES LABS

HILES PHARHMS

E
B



APPROVED PRESCRIPTION DRUG PRODUCTS

DRUG PRODUCT LIST

SUPPLEMENT NUMBER 7

HEPARIN soniun HvnRocoRTIsoNE soniun succINATE
INJECTABLE; INJECTION INJECTABLE: INJECTION
HEPARIN sonrun soLu-coRTEF

D/P PIP°PY%D°N... PHARns/Nosu A ;g uPJoHN N+ Toons BASE/2ML i
HEPARIN Locx FLUSH Ag Eg isa BASE/BML n

> Ann > A g INVENEx PHARns/Mosui Ioo UNITS/ML Ag gg A ;sans BASE/ani n
Ag 4€5-2€73€5-N<a€z. =.1 'u

>'A;_g > :gnous B sENALu

NYoRocHLoRoTH AzInE > Aon > Eg :sans BASE/VIAL B°

4€° Ann > E snows BASE/VIAL D,

TABLET; oRAL > Ano > Eg 1GB BASE/VIAL
gvnnocuLoRolulAzInE

> Agg > AB CHELSEA LABs icons

bo

N+iN,D%bD¥%ND¥%D;N,D'D-D%N¢ TABLET; ORAL

gurrnggznz wclL

LoTIoN; ToPIcAL > Ang > Ag CHELSEA LABs A ggg

> Ano > AcllcoRT

> AUD > A;I KEY PHARns Ig

IoTHALANATE ND;P%N...D ", I-1gA§

AYYnRogonTIsoNE sonlgn succINAIg INJECTABLE; INJECTION
sLoFIL-izs

INJEcTABLE; INJEcTIoN

Du-P%N.. . D%D PY%NDY%DN. .. 4€° Ago > Iso-TEX nlAsNosTIcs
Ag ABBOTT LABs

Ag

gg LInocAINE HYDRocHLoRInE

> Ajon > Eg 100MB BASE/VIAL D,

a€° Aon > Eg 250MB BASE/VIAL b, INJECTABLE; INJECTION
> 0 P0ae°bo * b

> Agn > EQ 16! BASE/VIAL > ADD > INT'L HEDICATION SYS 16H/VIAL * ZGH/VIAL



Aol A%ol
SHOOT
A%l

bl

SGVI VBSIQMS

SNOI3VIONOSIdA§

IVHD $131D DEI

ASNOI3VIOA“681dA§

VW <00V <

1V3VHHVHd NOHNQ!

HHIGOS 1VLIEHVS00ASS

IVHO fA-A"nSdVD

NDI OS TVLIBUVQOD S
AUAVARIE<

AcARA®

SAAY JARASAY:

DY:D N.DD° BiP PYDYD® N2 €' ouy <
EA®AA-ARAJARAZA-AR® < nov <
DY:DNIPY:D, DD DYDY:D° oA < oov <
N, &' 00V <

IVHD S1BIS'1
DYDYDYiDY:DY:DYiDY-D D DDl
BNoualsoisail AHiau
IVHSNIIQDS/IVODDQ A§1BISVI
SNS

HHVHd NMOHQ < DDV <
S DIOHONV < 00V <

1VDDDG A§1D—1QV1
BNOHBLSOISBLAACHIBH

L HBQNDN INBHBI1ddA+$

1811 1D00083 SOHO

TvlA/asva wat |

D, DSPPDSTDDIN_DD™D-D* D+ D'D—

P ARARARARTARASARACAA§AL6A AGA®
*'IHVB SEBI B* o
ARARARARARARARA AY AUASA® AJA®
D, VIAisvn's 00
D vIAasv sus 1z

b° ARV
TA ARXTARASA A§AA-AS. ®
D, D§DDD¥TDDDDI SD™D D D€ D*
D° D§DSPPYTDDDEP_P:P™PPDIE DN
P, A ARARARTARASARA-EA§A-ARA®R' AJA®
ARi9AT3SVO HSI D42 | THGABSVH N'D'DDYN si

i IHE/SSW 71 B

* 1D/38D8 ACA%AD 53

NHOFdn

10803D-DY155

ANOIOSINO3SAIIA* AA§i

sBvliioeay

AVARARACAT ATARARIA®AT

NOILOBFNI A%:B1QVLOSFNI

D— VDD S Nn GOS BNO OSINA» A¢AVd D
1D%DD%N.D DD’ DDyl DYDYDYN/DVINES
i THOOVHSLB81HOOT/8HO55

NINI

SIA»nOOHd SnAYA» PYD¥N,IDN...D NP-D-D,D° OBAOHIV

TVHHLIHH 2N01 1n10§
'AjlAcl Acl Ao 'A 1AcI Agl
"A¢lAni Agl

B

AQIIQHOS AIOIINNVH
<ADAVIA A<
<ADaA™<



by * 2 WdvHd ¥vd dd
J0IZVIHLINHOTHITAL
TVHO f137avL

SOTZVIALIAG0 THOXEL

8007 Sav1 uuve w
FALAVING 0L
IvH0 fi379VL

FOINVINGI0L
SHOE % SWST SWHVHd ZOOGNYS
11401834
IVHO {3INSdVI
AV L
¥/H  2719HYS OGNV H3LD0Ud
dOH=NVJS03150
NOIL23rNI £37GVI23rNT
TIW SIVNOJ0IRD *WE6-3L TWNII1anNAIaL
¥/  sHOS anv 948InbS ¥3 aw
GaTNDE=40H
HOTL193FHI $318V193rNI
I E SELTTRETN
£ HIBWNN INIWITddNS

1817 12N00dd an#¥Q
£19N0044, 9N¥0 NOILAIHISIUd OIAOUdLY

Google

< aov <

<TaavY <

<OV <
< aﬁi <
<oy <

<AV <
< OGY <
<OV <
<Oav <
<700V <

<Oav <
<00V <



INGREDIENT(S]

ACETAMINOPHEN; CODEINE PHOSPHATE
ACETIC ACID, GLACIAL
ACETYLCHOLINE CHLORIDE
AMANTADINE HYDROCHLORIDE

AMINO ACIDS

APPROVED PRESCRIPTIONM DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE IMDEX

SUPPLEMENT: 1 | &

X | %

AMINOGLUTETHIMIDE
AMINOPHYLLINE

AMITRIPTYLINE HYDROCHLORIDE
AMOXAPINE

AMOXICILLIN TRIHYDRATE

AMPICILLIN/AMPICILLIN TRIHYDRATE

ASPIRIN; CAFFEINE; PHENACETIN; PROPOXYPHENE HYDROCHLORIDE

ATROPINE SULFATE; DIPHEMOXYLATE HYDROCHLORIDE X

BACAMPICILLIN HYDROCHLORIDE
BACLTRACIN

BISHYDROXYCOUMARIN
BROMPHENIRAMINE MALEATE
BUTABARBITAL SODIUM

CAFFEINE; ERGOTAMINE TARTRATE
CALCIFEDIOL

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

CALCIUM CHLORIDE; DEXTROSE; MAGNHESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE
CALCIUM CHLORIDE; DEXTROSE: MAGNESIUM CHLORIDE HEXAHYDRATE:

SODIUM ACETATE; SODIUM CHLORIDE
CARBINDXAMINE MALEATE
CEFADROXIL HOMOHYDRATE

CEPHALORIDINE

CHLORAHPHENICOL; DESOXYRIBOMUCLEASE;

FIBRINOLYSIN

CHLORAMPHENICOL; HYDROCORTISOME ACETATE X

CHLORDIAZEPOXIDE HYDROCHLORIDE
CHLOROQUINE PHOSPHATE

CHLORPHENIRAMINE MALEATE
CHLORPROMAZINE HYDROCHLORIDE
CHLORPROPANIDE
CHLORTHALIDOME

CHYMOTRYPSIN

b

CLCRAZEPATE DIPOTASSIUM

CORTISONE ACETATE; NEOMYCIN SULFATE

CYCLOTHIAZIDE
CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE

Google
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INGREDIENTI(S)

HYDROCORTISONE SODIUM SUCCINATE
HYDROXYZINE HYDROCHLORIDE
IMIPRAMINE HYDROCHLORIDE
IOTHALAHATE SODIUM, I-125
ISONIAZID

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE IMDEX

SUPBLEMENT: } | 2

-

X

ISOSORBIDE

LIDOCAINE HYDROCHLORIDE
LITHIUM CARBONATE
LITHIUM CITRATE
LORAZEPAN

HMAGNESIUH CHLORIDE; POTASSIUM CHLORIDE
CHLORIDE; SODIUM GLUCOHATE

HANNITOL

MANNITOL; SORBITOL

MAPROTILINE HYDROCHLORIDE

MAZINDOL

5 SODIUM ACETATE; SODIUM

x %

MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE
HEPROBAMATE

METAPROTERENOL SULFATE
METHAQUALONE

METHYLPREDNISOLONE ; NEOHYCIN SULFATE
METHYLPREDNISOLONE ACETATE
METHYLFREDNISOLONE SODIUM SUCCINATE
HETHYLTESTOSTERONE

METOCLOPRAMIDE HYDROCHLORIDE

xx

METOLAZONE

METRONIDAZOLE HYDROCHLORIDE
NADOLOL

NAPROXEN SODIUM

NEOMYCIN SULFATE; PREDMNISOLONE

NEOMYCIN SULFATE; PREDNISOLOME ACETATE
NEOMYCIN SULFATE; PREDNISOLONE SODIUM
NEOSTIGMINE BROMIDE

NORETHINDRONE

HOVOBIOCIN CALCIUM

KX | XX

PHOSPHATE

NOVOBIOCIN SODIUM
OXYTOCIN

PENICILLIN G POTASSIUM
PENICILLIN G PROCAINE
PENICILLIN 6 SODIUM

X

PENICILLIN ¥V POTASSIUM

Google
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY 0R EFFECTIVENESS ISSUES

DACTIL MERRELL-NATIONAL

PIPERIDOLATE HYDROCHLORIDE

DACTIL AND PHENOBARBITAL

PHENOBARBITAL”

MERRELL-NATIONAL

PIPERIDOLATE HYDROCHLORIDE

DARICON PBPFIZER LABS

OXYPHENCYCLIMINE HYDROCHLDRIDE: PHENOBARBITAL

LIBRAX HOFFMANN-LA
CHLORDIAZEPDXIDE HYDROCHLORIDE: CLIDINIUM BROMIDE
MEPROBAHATE N/ TRIDIHEXETHYL CHLORIDE
MEPROBAMATE; TRIDIHEXETHYL CHLORIDE
CHELSEA LABS
MILPATH.200 WALLACE PHARMSCN

BAMATE; TRIDIHEXETHYL CHLORIDE
MILPATH-400 NALLACE PHARMS(

\TES TRIDIHEXETHYL CHLORIDE

PATHIBAMATE-ZOO

LEDERLE LABYAH CYAN

DE
PATHILON N/ PHENOBARBITAL LEDERLE LABSAM CYAN

CURRENT STATUS - INEFFECTIVE
PRO-BANTHINE N/ PHENOBARBITAL SEARLE
PHENOBARBITALS PROPANTHELINE BROMIDE
ROBINUL-PH AH ROBINS

HEPROBAHATE;

ZENITHLABS

TRIDIHEXETHYL CHLORIDE
400

'MEPRDBAMATE:

ZENITH LABS

“TRIDIHEXETHYL CHLORIDE

"EXEMPT

'CURRENT STATUS

(COURT ORDER)

BENTYL D/ PHENDBARBITAL HERRELL-NATIWAL

DICYCLDHINE HYDRDCHLORIDE; PHENOBARBITAL
H/PHENOBARBITAL

HEPENZOLATE BROMIDEA¢

MERRELL-NATIONAL

PHENOBARBITAL

"DACTIL N.D"DViDy-N D DD

B 1D D-DID DADDED-DI0DDDI0S10D-

DACTIL AND PHENOBARBITAL

DXYPHENCYCLIMINE HYDROCHLDRIDE; PHENOBARBITAL
VSIN PB
HYOSCYAHINE SULFATE;
SURBAN

PHENOBARBITAL



PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED

PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES

SUPPLEMENT NUMBER 7

D; R NT STAT S 'EX MPT' (C T ORDE ) CURRENT SIATUS 'EXEMPT' (COURT QRDER)
> ADD > LEVSIN H/ PHENOBARBITAL KREMERS-URBAN T.C.M. 200 ZENITH LABS
> ADQ > HYOSCYAMINE SULFATE; PHENOBARBITAL MEPRIBAHATE: TRIDIHEXETHYL CHLORIDE
HOFFMAN-LA ROCHE A—

CHURDIAZEPDXIDE HYDRIEHLIRIDES CLIDINILH P’P-DODD7D-

D¢NED;.D. 400

Pb+b b bzD’PDPDb¢be:

ZENITH LABS

TRIDIHEXETHYL CHLCRIDE

HEPROBAHATE H/ TRIDIHEXETHYL CHLORIDE CHELSEA LABS

HENDBAHATES TRIDIHEXETHYL CHLA“IDE

"D¥PDDYDPYD~4€7200 HALLACE PHARHS/C-il

HEPRDBAHATEA %, TRIDIHEXETHYL CHLORIDE

HILPATH-AQDD HALLACE PHARHS/C-H

HEPRDBAHATEA¢ TRIDIHEXETHYL CHLORIDE

>PP'PY > NYSTATIN, NEOMY CIN SULFATE, GRAMICIDINA» TRIAHCINDLONE ACETONIDE
> ADQ > CLAY-PARK LABS

> AQQ > GRAHICIDIN; NEOMYCIN SULFATE; NYSTATIN; TRIAHCINDLONE ACETONIDE
PATHIBAMATE-ZDD LEDERLE LABS/AH CYAN

HEPRA“AMATEA® TRIDIHEXETHYL CHLORIDE

PATHIBAHATE-QDD LEDERLE LABS/AH CYAN

HEPIIOBAHATE: TRIDIHEXETHYL CHLORIDE

PATHILM B/ HIEMBARBITAL LEDERLE LABS/AH CYAN

PHEMBARBITAL! 'IRIDIHEXETHYL CHLORIDE

H20-MINE N1 mEPmARBITAL SEARLE

PHENOBARBITAL; FRDPANTHELINE D’D+-DODDzD

RDBINUL-PH AH D"P®D)D-

SLYCOPYRROLATES PHEMBARBITAL

RIBIMJL-PH FORTE AH RA“INS

BLYCOPYRROLATER HiEA®nBARBITAL



PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED 11
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX

TRADE NAME SUPPLEMENT: 1234567
ACHROMYCIN X

BACITRACINS NEOMYCIN; POLYMYXINA® HYDROCORTISONE ACETATE X
BENTYLN/ PHENOBARBITAL X

BIOZYME X

CANTIL N/ PHENOBARBITAL x
CHLOROMYCETIN HYDROCORTISONE X
CLISTIN EXPECTORANT X

COR-OTICIN X

CORTISPDRIN X

DACTILX

DACTILAND PHENOBARBITAL X

DARICON PB X

DIPYRIDAMOLE X X

DONNATAL X

DYSPAS X

FLORINEF-S X

LEVSIN PB

LEVSIN N/ PHENOBARBITAL

LIBRAX

MEPROBAMATE N/ TRIDIHEXETHYL CHLORIDE
XXXX

METI-DERM N/ NEOMYCIN X

METIMYD X

MILPATH-200

MILPATH-400

NEO-ARISTOCORT ACETONIDE

XX

NEO-DELTA-CORTEF

NEO-DELTEF

NEO-MEDROL

NEOSONE

NITROGLYCERIN X

XXXX X

NYSTATIN, NEOMYCIN SULFATE, GRAMICIDINA» TRIAHCINDLONE ACETONIDE X
OPHTHOCORT X

ORTHOXINE X

PARAFON FORTE X

PATHIBAMATE-ZOO X

PATHIBAMATE-400 X

PATHILON N/ PHENOBARBITAL X

POLY-PRED X

PREDMYCIN-P X

PRO-BANTHINE H/ PHENOBARBITAL X
ROBINUL-PH X



TRADE NAME
ROBINUL~PH FORTE

SULFATHALIDINE

T.C.M. 200

T.C.M. 400

TERRA-CORTRIL

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

SUPPLEMENT: 1234
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