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WITH
THERAPEUTIC BQUIVALENCE EVALUATTONS
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 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> apn > to the left of the line on
which new information exists. Any line containing neither the overstruck
print nor>_aob > 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 >_am >
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APPROVED PRESCRIPTIOM DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT MUMBER 11

CHLORPROPAMIDE H YZIN
TABLET; ORAL INJECTABLE; INJECTION
CHLORPROPAWIDE HYDROKYZINE HCL
>_ADD_> AB ZEMITH LABS 250M8 >_ADD > AP STERLING DRUG 2EMG/ML * BOMG/ML
THALIDON ISOETHARINE HYDROCHLORIDE
TABLET ORAL SOLUTION; INHALATION
CHLORTHALTNONE ISOETHARINE HEL
>_ADD_> AB PREHO PHARM LABS soMe >_ADD > &H NATL PHARM MFG/BARRE 1%
>_ADD > AB ZENITH LABS 2545

>_ADD > KETOCONAZOLE

DEXTROSE
>_ADD > TABLET; ORAL
INJECTABLE; INJECTION >_ADD > NIZORAL
DE E 10% IH PLA! [+ A >_ADD > JANSSEN PHARM 200MG -
>_ADD > AP CUTTER LABS 0 100M
HE _HYI D
DEXTROSE; SODIUM CHLORIDE
TABLET; ORAL
INJECTABLE: IMNJECTION MECLIZINE MOL
DEXTROSE 57 AND SODIUM CHLORTDE 0.37 TN PLASTIO CONYAINER > ADD > AA  PAR PHARM 32,540 ¥ 2549
>.ADD > AP ABBOTT LABS SGH/100ML; 300M5/100ML
>_ADD > AP CUTTER LABS EGMZ100ML 3 3004G/100ML
0S| £ S| CHLOR: 9% PLA! (] AIN MOLINDONE HYDROCHLORIDE
50D > AP CUTTER LABS EGHZ100HL$ 90015/100ML
TABLET; ORAL
HOBAN
HYDROCORTESONE >_ADD > ENDO LABS/DUFONT  50MG % 100MG

CREAM; TOPICAL
>_ADD > SYNACORT
>0 > AT SYNTEX LaBS 0.5 % 12 % 252
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APPROVED PRESCRIPTION DRUG PRODUCTS
X

X

b

Dz
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<O g<

WATER a€s FOR INJECTION

INJECTABLE; INJECTION

STERILE WATER IN PLASTIC CONTAINER
Al ABBOTT LABS 1002

A! CUTTER LABS 1002

DRUG PRODUCT LIST

SUPPLEMENT NUMBER 11
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

INGREDIENT(S) SUPPLEMENT: 1 | 2 | 3 1 & | 6 | 61 7 1819 110 |11

CLORAZEPATE DIPOTASSIUM X
CLORAZEPATE MHONOPOTASSIUM x
CORTISONE ACETATE; NEOMYCIN SULFATE X
CROTAMITON
CYCLACILLIN

xx

CYCLOTHIAZIDE X

CYPROHEPTADINE HYDROCHLORIDE X X X
DACARBAZINE X
DANAZOL X
DEXAMETHASONE b ®

DEXAMETHASONE SODIUM PHOSPHATE X X X
DEXAMETHASONE SODIUM PHOSPHATES MEOMYCIN SULFATE X
DEXTROAMPHETAMINE SULFATE
DEXTROSE

DEXTROSE; LIDOCAINE HYDROCHLORIDE X X

o x
b

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE X
DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE: SODIUM GLUCONATE X X
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC;
SODIUM AGETATE; SODIUM CHLORIDE x
DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE - IN PLASTIC ¥
DEXTROSE; SODIUM CHLORIDE | X

DIATRIZOATE HMEGLUMINE; DIATRIZOATE S0DIUM L
DIATRIZOATE SODIUM X
DIAZEPAM X
DICUMAROL X
DIETHYLSTILBESTROL X

DIHYDROERGOCORNINE MESYLATE; DIHYDROERGOCRISTINE MESYLATE;
DIHYDROERGOCRYPTINE MESYLATE b4 X X | X
DIMENHYDRIMATE X
DINOPROSTONE .
DINOPROSTONE ( PROSTAGLANDIN E-2) X
DIPHENADIONE : x

DIPHENHYDRAMINE HYDROCHLORIDE XX
DISULFIRAM X
DOPAMINE HYDROCHLORIDE X
DOXEPIN HYDROCHLORIDE X
DOXYCYCLINE HYCLATE X

EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X X
ERYTHROMYCIN X X
ERYTHROMYCIN ETHYLSUCCINATE X |
ESTRADIOL VALERATE X

ESTRADIOL VALERATE; @TEROHE EHAHTATE e T ®
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INGREDIENT(S)

HAPROTILINE HYDROCHLORIDE
MAZINDOL

MECLIZINE HYDROCHLORIDE
MECLOCYCLINE SULFOSALICYLATE
MEPERIDINE HYDROCHLORIDE

APPROVED PRESCRIPTIOM DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

SUPPLEMENT: 1 | 2

10

11

MEPROBAMATE

METAPROTERENOL SULFATE

METHADONE HYDROCHLORIDE
METHAQUALONE

METHYLPREDNISOLONE ; NEOMYCIN SULFATE

HMETHYLPREDNISOLONE ACETATE
METHYLPREDNISOLONE SODIUM SUCCIMNATE
METHYLTESTOSTERONE

METOCLOPRAMIDE HYDROCHLORIDE
METOLAZONE

3K

METRONIDAZOLE HYDROCHLORIDE
MICONAZOLE NITRATE
MOLINDONE HYDROCHLORIDE
NADOLOL

NAPROXEN SODIUM

NEOMYCIN SULFATE; PREDNISOLONE

NEOHYCIN SULFATE; PREDNISOLONE ACETATE
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE

NEOSTIGMINE BROMIDE
NITROFURAZONE

XXX | X

NORETHINDRONE

HOVOBIOCIN CALCIUM
HNOVOBIOCIN SODIUM
ORFHEMADRIME CITRATE
OXACILLIN SODIUM MONOHYDRATE

ORYTOCIN

PENICILLIN 6 POTASSIUM
PENICILLIN G PROCAINE
PENICILLIN G SODIUM
PENMICILLIN V POTASSIUM

b

PENTOBARBITAL SODIUM
PHENDIMETRAZIME TARTRATE
PHENTERMINE HYDROCHLORIDE
PHENYTOIN SODIUM
POTASSIUM CHLORIDE

b

xx

PRAZEPAM
PREDNISOLONE

Go

gle
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>_4DD_>
>_ADD >
>_ADD >

>_ADD >

> a!t! >
> a !! >
>_ADD >

PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 11

BARBIDONNA MO, 2 WALLACE LABS/C-W
ATROPINE SULFATE; HYOSCYAMINE SULFATE; PHENOBARBITAL;
‘SCOPOLAMINE HYDROBROMIDE

BUTIBEL MCNEIL PHARM
BELLADONNA EXTRACT; BUTABARBITAL SODIUM

ISOSORBIDE DINLTRATE DM GRAHAM LABS
ISOSORBIDE DINITRATE

PHENOBARBITAL & BELLADOMNMA PHARM ASSOCIATES
ATROPINE SULFATE; HYOSCYAMINE HYDROBROMIDE; PHENOBARBITAL:
SCOPOLAMINE HYDROBROMIDE

SPALIX REID-PROVIDENT LABS
ATROPINE SULFATE; HYOSCYAMINE SULFATE; PHENOBARBITAL;
SCOPOLAMINE HYDROBROMIDE

Google



o1

00%=3LVHVEIHLYd
002-3LVUYAIHLYd

31804 NO4vivd

INLXOHLEO

LHO0J0HLHKJO

J0INOLIDVY INOTONIDWUIHL ‘NIQIDIWWHSD ‘3LV4INS NIJAKWOIN *MILVLISAN
NI¥3OATI0HLIN

3NaSO3N

$53IND03IN
T0803H-03N
431130-03N
431¥00-¥17130-03N

> x

> > X 4

A0INOLIDV LUOIOLSTHY-0IN
009=HLYA1IH
002-HLVd1IH

OAMILIN
NIJAMO3N /M WM30-I13W

AKX XX

F0I™OTHI TAHLIXIHIATHL /M ILVHVEQUdIH
Kvdarn

AVAIGHYEONIHA /M NISAI1

9d NISATT

2LVHLINIG 20XITHOSOSI

S-43NIN0N4
Svderd

AVLVNNOQ
70WVAIHADIO
TIH 3NIHOTJIAJIA

XK X

B

84 MOJIdva
IVAIGHVEONIRd ONY TILIVA
ALLVD

NIHOdSILH0D

NIJILO=-H0D

ANVH0L33dX3 NILSITD
3ANOSILH0J0HAAH NILIDJAHONOTHI
IV1IGHVEONIHd /M TILNYD
73arina

JHAZOIG

]

TIfoT] & | % | £ LR EBE]

TIV1IGHVEONIHd /M TALNIE

2°0N VHNOoOIguve

YNNOOIGHVE

JLVLIIIV ANOSTLIH0IOHOAH SNIXAMATOD {NIJAWO3IN !NIDVHLIOVE
NIJAHOHHIY

ddil IWVN 3aval

XIONI FATLVINKND

S3ANSST SSINAILIILET d0 AL3JVS 40 NOILNIOS3¥ INIOGNId

aiized by (GOOG

l;muav 03K330 S13N008d SN¥A NOILldINOSIdd




PRESCRIPTION DRUG PRODUCTS DEEMED APROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVNESS ISSUES
CUMULATIVE INDEX

DE_NAH| SUPPLEMENT: 1 | 2 | 3 1 4

PATHILON W/ PHENOBARBITAL
PHENOBARBITAL & BELLADONNA
POLY-PRED

PREDMYCIN-P

PRO-BANTHINE W/ PHENMOBARBITAL

o x

ROBINUL-PH
RCBINUL-PH FORTE
SPALIX

SULFATHALIDINE X
T.C.M. 200

x X

T.C.H. 400
TERRA-CORTRIL X
TRAL GRADUMET

vy (GOOGle
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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 Office
Washington, DC 20402

(202) 783-3238

PURCHASER: SHIP TO:
(If different than purchaser)

CONTACT: TELEPHONE (Include Area Code)

WMETHOD OF PAYMENT

[ ] Charge my GPO Account No.
[ ] Purchase Order Number

[ 1 Check enclosed for 3
(Make check payable to Superintendent of Documents)

AUTHORTZING DATE:
SIGNATURE

DESCRIPTION QUANTITY |UNIT PRICE [TOTAL PRICE

The 2nd Edition will be published in
October, 1981. Subscription includes
the Approved Prescription Drug

Products List and monthly Supplements

DOMESTIC @ $45.00 $

FORETGN @ §$56.25 [

ENTER TOTAL nmwwxmAvwwuw 3
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