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FOOD AND DRUG ADMINISTRATION
APPRCWED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC BQUIVALENCE EVALUATIONS
SUPPLEMENT

I. PREFACE

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 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 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 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 symbols aop > to the left of the line on
vhich new information exists. Any line containing neither the overstruck
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, 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

ACETAMINOPHEN; CODET T

ELIXIR; ORAL
ACETAMIMOTHEN W/ CODEINE
>_ADD > AA PHARH ASSOCIATES 120MG/BML S LZHE/SHL

ACETIC ACID, GLACTAL
SOLUTION: OTIC
>_ADD > ACETASOL
>_ADD > AT NATL PHARM MFG/BARRE 2%
AHINO ACIDS

INJECTABLE; INJECTION

A
>_ADD > AMINOSYN-RF 5.2
ABBOTT LABS /&
>_ADD > 5.2%
AMTNOPHYLLIH

INJECTABLE; INJECTION

AHTHOPHYLLINE
>_ADD > AP LYFPHO-MED 2EHG/ML
ASPIRIN; TAL} FFEINE } ACET

TABLET; ORAL
BUTALBITAL W/ APC
>_ADD > AB LEDERLE LABS/AM CYAN ZOOMG3SOMGHGOHG ;150MG

s GOOGle

DRUG FRODUCT LIST
SUPPLEMENT NUMBER 13

>_ADD_> ATENOLOL
>_ADD > TABLET; ORAL

>_ADD > TEMORHIN
>_ADD_> STUART PHARMS/ICI 50MG * 100MG

ATROPIME SULFATE; DIFHENOXYLATE HYDROCHLORIDE

TABLET; ORAL
ENOXYL, TROPIHE SULFATE
>_ADD > AA PREMO PHARM LABS 25_USHM32.5MG
CALCIUM CHLORIDE; DEXTROSE; FOTA! ;

CHLORIDE; SODIUM LACTATE

INJECTABLE; INJECTION
DEXTROSE 5% IH LACTATED RINGER'S JH PLASTIC CONTAINER

>_ADD > AP CUTTER LABS 20MG/100ML ESH/LOCHL  JCMG/100ML S
>_ADD_> AP 00N/ 00HL 3 31015/100HL

CHLORTHALIDOMNE

TABLET; ORAL

CHLORTHALIDONE
>_ADD > AR CHELSEA LABS 28ME w poun
>_ADD_> AB DAMBURY PHARMACAL  2FHG w 50u%

CORTISOME ACETATE

INJECTABLE INJECTION
CORTISONE ACETATE
I8 ARSI A S/

>_ADD > LEHMON
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>_ADD_>

>_ADD_>
>_ABD >

HYDROC! T,

INJECTABLE; INJECTION
HYDRAQCORTISONE ACETATE

A AR e A/
LEMMON
HYDROXYZINE HYDROCHLORIDE

INJECTABLE; INJECTION
HYDRDXYZINE HCL

AP LYFHO-HNED 25MG/ML % SOMG/ML
ap HATCON CHEMICAL 2BMB/ML % SOMG/ML

HYDROXYZINE PAMOATE

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
‘SUPPLEMENT NUMBER 13

LEVOPROPOXYPHENE NAPSYLATE
SUSPENSION; ORAL
HOVRAD
RN RN
s aeiis/g
> _ADD > ELI LILLY INDSTRS/FR
LIDOCAINE
OINTHMENT; TOPICAL
LIDOCATHE
>_ADD > AT THAHES PHARMACAL B2

METHOXSALEN

>_ADD > CAPSULE; ORAL

CAPSULE; ORAL >_ADD > OXSORALEN
HYDROXYZINE PAMOATE >_ADD > ELDER PHARMS 10MG
AB  BOLAR PHARH EG _25MB WOL % EQ EOHS Kol w
a8 EQ_100MG Hol LOTION; TOPICAL
VISTARIL OXSORALEN
an PFIZER LABS EQ 2EMG HCL * EQ SOMG HCL % JRA0E R B/
AB EQ 100MG HAEL >_ADD > ELDER PHARMS
JIODOYAMATE MEGLUMTME HETHYLDORA
INJECTABLE; IMJECTION >_ADD >  SUSPENSION; ORAL
CHOLOVUE >_ADD > ALDCHET
ER SQUIEB AND SONS  9.9% % G0.3% >_ADD > MERCK SHARP L DOHME 250MG/SML
EVOFEOPOXYPHENE HAPSYLATE PHENDIMETRAZINE TARTRATE
CAPSULE; ORAL TABLET: ORAL
NOVRAD METRA
INENNER ) r ar
JECL KA (837, $4)eridifiidy/

ELT LILL
101t

\] IM!I.SIRS/G O 8[ e >_ADD > OHEAL-JOlESEFELDMAN
ized by -_— SITY OF M|




NOWHIT < 0av <

[ENIAEHARAN G, V5
1IVRGIdAD 3H0GE:

HOGIIS0IS3L -
NOILJ3CNI £37GYLID3rNI

IdAD 3 1501

HIHITLINID <aov <

(AR AR/

INHO3L W3HOT.IHIO
NOILJ3rNL $378V133rNI

-JL A 3HH:

au00s dd < 0av <

[FPRE/  SEV1 WYHA OM3dd
PR/ /55/

Ivad fl3nevl

TI0ZVXOSIIING

HYROMISTSINOC TVINO <@V <

oL Ny
s

HYH@134283HOr 1Y3IND <O0v <
ARSI
Ivdo fiFN@vL

NYHO134353M0 TVaNO <Taav <
/}Wﬂ#ﬂ;‘#ﬂ!ﬂd
IVHO ENOISNIISNS

0ZIHL3IHVAINS

£T ¥3BHNN LN3UI4dNS
1SI7 10N00¥d 9NEa
S$10000Hd 9Nda HOILDINISIdd QIADHddY

Googlé

1V < aav <
/908, TN
J1VIInS SHIGI]

Ivu0 f1374vl

FIVANG INIOININD

o HOHM3 <7aav <
/F#?FH‘?’?’Y!EV!;‘&I%

JOTE0THIOAAAH INIVI0Bd

OW00S  SNOS ONY 99INBS ¥33 28 <OV <

4E-1ALS3HOEd <aav <
SHOOS I-N/SIAVO-3Advd 28 <aav <
Nv20dd

VN0 {3SVIT13IW 0311041N0D fLINAVL

S0Ta0THI0GAAH JAIAVNLYJ0ad

NORHIT < aay <

IR IFFIEANE

31¥130v INOTOSIHOIEL
KROTLJAMNID 1316VLIICNT

JIVIIIV INO10SINGIad
R/TIRT NOWHA dv¥ <70av <
TATEI TS WNIsSVIOd

NOZLDACNI {31GVLIDACNT

QL401HD HNISSYLOd



>_ADD >

>_ADD >

>_ADD >

>_ADD >

APPROVED PRESCRIPTION DRUG PRODUCTS

T 1D

CREAM; TOPICAL
TRIANCINOLONE ACETOMIDE
[HAF PRV LAY
THAMES PHARMACAL
TRIAMCINOLONE DIACETATE

INJECTABLES IMJECTION
TRIAMCINOLOMNE DIACETATE

THR A REESTIEALSY

LEMHON

JRISULFAPYRIMIDINES

SUSPENSION; ORAL
SuLFALOTD
R T
ONEAL JOMES&FELDMAN

AP, ROCH

IMJECTABLE; IMJECTION
ISOPTIN
KNOLL PHARM 2,BHE/ML

Digitized by GO gle

DRUG PRODUCT LIST
SUPPLEMENT MUMBER 13

Original from

UNIVERSITY OF MICHIGAN
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE IMDEX

INGREDIENT(S) SUPPLEMENT: 1 | 2

10

11

1z

13

CHLORPROPAMIDE
CHLORTHALIDOME
CHYMOTRYPSIN

CLORAZEPATE DIPOTASSIUM X
CLORAZEPATE MONOPOTASSIUM

CORTISONE ACETATE
CORTISONE ACETATE; NEOMYCIN SULFATE X
CROTAMITOMN
CYCLACILLIN
CYCLOTHIAZIDE

]

CYPROHEPTADINE HYDROCHLORIDE
DACARBAZINE

DAMAZOL b
DEXAHMETHASONE

DEXAMETHASONE SODIUM PHOSFHATE X

KX

o

DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIM SULFATE X
DEXCHLORPHENIRAMINE HALEATE
DEXTROAMPHETAMINE SULFATE
DEXTROSE

DEXTROSE; LIDOCAINE HYDROCHLORIDE

xx

DEXTROSE; MAGHESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM

ACETATE; SODIUM CHLORIDE

DEXTROSE; MAGNESIUHM CHLORIDE; POTASSIUM CHLORIDE; SODIUH

ACETATE; SODIUH CHLORIDE; SODIUM GLUCOMATE %
DEXTROSE; FOTASSIUM CHLORIDE; FOTASSIUM PHOSPHATE, DIBASIC;

SODIUM ACETATES SODIUM CHLORIDE

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE - IN PLASTIC X
DEXTROSE; SODIUM CHLORIDE

DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM
DIATRIZOATE SODIUM

DIAZEPAM

DICUMAROL

DIETHYLSTILBESTROL

xx

DIHYDROERGOCORNINE MESYLATE: DIHYDROERGOCRISTINE MESYLATE:
DIHYDROERGOCRYPTINE MESYLATE

DIMEHHYDRINATE

DINODFROSTONE

DINOPROSTOHE { PROSTAGLANDIN E-2)

DIPHEMADIONE X

xX x

b4

DIPHEMHYDRAMINE HYDROCHLORIDE
DISULFIRAM

DOPAMIME HYDROCHLORIDE
DOXEPIN HYDROCHLORIDE
DOXYCYCLINE HYCLATE

b
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APPROVED PRESCRIPTION DRUG PRODUCTS

DRUG FRODUCT LIST
CUMULATIVE INDEX

REDIENTI SUPPLEMENT: 1

11

12 113

ISONIAZID

IS0SORBIDE

ISOSULFAN BLUE
KETOCONAZOLE
LEVOPROPOXYPHEME NAPSYLATE

X

LIDOCAINE

LIDOCAINE HYDROCHLORIDE
LITHIUM CARBCMATE
LITHIUM CITRATE
LORAZEPAN

b

MAGMESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODIUM GLUCONATE

HANNITOL

MANNITOL; SORBITOL

MAFROTILINE HYDROCHLORIDE

MAZINDOL

XX

MECLIZINE HYDROCHLORIDE
MECLOCYCLINE SULFOSALICYLATE
HEFERIDINE HYDROCHLORIDE
MEFROBAMATE

METAFROTERENOL SULFATE

HETHADONE HYDROCHLORIDE
HETHAQUALONE

HETHDILAZINE HYDROCHLORIDE
METHOXSALEN

METHYLDOPA

b

HETHYLPREDNISOLONE
METHYLPREDNISOLONE; NEOMYCIN SULFATE
METHYLPREDNISOLONE ACETATE
METHYLFREDHISOLONE SO0DIUM SUCCINATE
METHYLTESTOSTERONE

NN

METOCLOPRAMIDE HYDROCHLORIDE
METOLAZONE

METRONIDAZOLE HYDROCHLORIDE
HICONAZOLE NITRATE

HOLINDONE HYDROCHLORIDE

NADOLOL

NAFROXEN SODIUH

NEOMYCIN SULFATE; PREDNISOLONE

NEOMYCIN SULFATE; PREDNISOLONE ACETAYTE
NEOMYCIN SULFATE; PREODNISOLONE S0DIUH PHOSPHATE

XK XX

NEOSTIGMINE BROMIDE

s, Google
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NGREDIENTIS)

SOYBEAN 0IL
SPIRONOLACTONE
SULFAHETHIZOLE
SULFAMETHOXAZOLE

SULFAHETHOXAZOLE; TRIMETHORRIM

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE IMDEX

SUPPLEMENT: 1 2

SULFASALAZINE
SULFISOXAZOLE
TECHMETIUM, TC-99H,
TECHNETIUN, TC-99MH,
TECHNETIUM, TC-9%H,

ETIDRONATE KIT
HEDROMATE KIT
OXIDROMATE KIT

TECHNETIUM, TC-99H,
TECHNETIUM, TC-9%H,
TEMAZEPAM

PENTETATE KIT
PYROPHOSPHATE KIT

TESTOSTERONE CYPIONATE
TESTOSTEROHE EMANTHATE

xR

TETRACYCLINE HYDROCHLORIDE

THEOFHYLLINE
TOLBUTAMIDE

TRIAMCIHOLCHE ACETONIDE
TRIAMCIMOLOME DIACETATE

TRICHLORHETHIAZIDE

TRISULFAPYRIMIDINES

VERAPAHIL HYDRCCHLORIDE

VITAMIMN A

HATER, FOR IHJECTICN

X

XYLOSE. 0-
ZOMEPIRAC SODIUM
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PRESCRIPTION DRUG PRODUCTS DEEMED AFPROVED
PENDIMNG RESOLUTIOM OF SAFETY OR EFFECTIVEMESS ISSUES

CUMULATIVE INDEX

TRADE NAME SUPPLEMENT: 1

10

11

12 {313

ACHROMYCIH

BACITRACIN; MEOMYCIN; POLYMYXIN; HYDROCORTISOME ACETATE
BARBIDONNA

BARBIDONNA HOD.2

BEMTYL W/ PHEMOBARBITAL

BIOZYHE

BUTIBEL

CANTIL W/ PHENOBARBITAL
CHLOROHYCETIN HYDROCORTISONE
CLISTL EXPECTORANT

COR=-0TICIN

CORTISPORIN

DACTIL

DACTIL AND PHEMOBARBITAL
DARICON PB

b4

>

DICYCLOMINE HCL

DIPYRIDAHOLE X

DONMATAL
DYSPAS
FLORINEF=S

ISOSORBIDE DIMITRATE

LEVSIN PB

LEVSIN W/ FHENOBARBITAL

LIBRAX

MEPROBAMATE W/ TRIDIHEXETHYL CHLORIDE

L

METI-DERM W/ NEQMYCIN
HETIMYD

HILPATH=200

MILPATH-400
HEO-ARISTOCORT ACETOMIDE

R

NEO=-DELTA-CORTEF
HEO-DELTEF
HEO=MEDROL
HNEDQUESS

HEDSONE

®OMANX | X

NITROGLYCERIN

HYSTATIN, HEOMYCIM SULFATE, GRAMICIDIM, TRIAMCINOLOME ACETONIDE
OPHTHOCORT

DRTHOXINE

DXSORALEN

PARAFON FORTE
PATHIBAHATE-200

CH

IGAN
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SUBSCRIPTION FORM

APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
2ND EDITION (1981)

MAIL TO: DATE:

Superintendent of Documents
Government Printing O0ffice
Washington, DC 20402

(202) 783-3238

PURCHASER : SHIP TO:
(If different than purchaser)

CONTACT: _ TELEPHONE ({IncTude Area Code)

_

METHOD OF PAYMENT

[ ] Charge my GPO Account No.

[ ] Purchase Order Number

[ ] Check enclosed for T
(Make check payable to Superintendent of Documents)

AUTHORTZING DATE :
SIGNATURE

DESCRIPTION QUANTITY |UNIT PRICE (TOTAL PRICE

The Znd Edition will be published in
October, 1981. Subscription includes
the Approved Prescription Drug
Products List and monthly Supplements

DOMESTIC @ $45.00 b

FOREIGN 0 $56.25 $

ENTER TOTAL WNWW&U\%A\““ $
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