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

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
to cover interim revisions to the annua ication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term "1ist". The cumulative supplements
routinely provide updates to two of these lists: The Drug Product List and
the Addendum: DESI Pending List.

The List cannot be wused effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to aveid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A. DRUG PRODUCT LIST

The Drug Product List cumulative supplements include the changes made

since August 1, 1981. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.

Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product 1is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)

Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for ,the revision. A page number in parentheses
referring to the Drug Product List is Tlocated to the right of the
ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol >.ADD > to the left of the line on which new
information exists. The >.400.> symbol is dropped in subsequent cumulative
supplements for that item.
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APPROYED PRESCRIPTION DRUG PRODUCTS 1

DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '81 & SEFTEMBER '81

ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 1)
CAPSULE; ORAL
>_ADD > oL W/
>_ADD > AR MCNEIL PHARM Z00MG : ZoMGR
>_ADD > TYLEHOL W/ CODETINE WO, &
>_ADD > A4 MCNEIL PHARM 30045 360MER
ELIXIR; ORAL
CETANTHOPH
>_ADD > A4 PHARM ASSOC/BEACH  L2OMG/EMLIIZMG/EHiLx
ACEVIC ACID, GLACTAL (PAGE 2)
SOLUTION; OTIC
>_ADD > ACETASOL
>_ADD_> AT NATL PHARM MFG/BARRE 271

AMINOPHYLLINE (PAGE &)

INJECTABLE; INJECTION
AMTNOPHYLLINE
LYPHO-MED

>_ADD > 4P LI

TABLET; ORAL
0

LIN
SEARLE PHARMS

>_oLT > /Bg/ /16806."%, ' 2ddrie/
>_ADD > 4B looMg w 200M3
>DLT > /EP/ ~ HEST-WARD Iiﬁﬁﬁ?s.'. , F’ﬂﬁﬂﬁf
>_ADD > AR
ASPIRIN; BUTALBITAL; CAFFEIME; PHENACETIN (PAGE 11)
TABLET; ORAL
LBIT P
>_ADD > 4B LEDERLE LABS/AM CYAN ZOOMG3BOMG;SONG;130NGH
>_ADD > E Al
>_ADD > AB PHOENIX LABORATORIES 200MG;E0MGIGOMB;130MEH

3_ADD > ATENOLOL (PAGE 12)

>_ADD > TABLET; ORAL
>_ADD_> TENORMIN
>_ADD > STUART PHARMS/ICI AM 50MGM % 100MGXH

Google

OPINE_SUl i HLORIDE (PAGE 13)
TABLET; ORAL
ra U
> ADD > Af  PREMO PHARN LABS 0.025MG;Z.BMGH
BECLOMETHASONE DIPROPTOMATE (PAGE 14)
>_ADD > AEROSOL; INHALATION/NASAL
>_ADD > BECONASE
>TADD > BN  GLAXO 0.042MG/INHE
>aDD > VANCENASE
>"ADD > BN  SCHERING 0., 042HG/TNHx=
CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE; $0DI
CHLORIDE; SODTUM LACTATE (PAGE 21)
INJECTABLE; INJECTION
EXTROSE B v
3_ADD > AP CUTTER LABORATORIES 20MG/100ML:EGH/100MLY30NT
>TADD > AP 600MG/1030L ; 310G 100MLT
CHLORAMPHENICOL {PAGE 25)
SOLUTION/DROPS ; OPHTHALMIC
>_ADD > CHLORAMPHENICOL
>_ADD > AT MAURRY BIOLOGICAL  0.5Zu
CHLORTHALIDONE (PAGE 30)
TABLET; ORAL
>_ADD > AB CHELSEA LABORATORIES 25MGN % SONGR
>_ADD > AB DAMBURY PHARMACAL  2EMBn % EONMGR

CORTISONE ACETATE (PAGE 33)
INJECTABLE. INJECTIW

>_DLT > [Bp/ /E ﬂ Pﬂﬁﬂﬂﬁﬁiﬂﬂp‘ﬁﬁﬂlﬂr\#}m’i "EAE LS

>_ADD > BP 25HG/HL % BOMG/ML
CYPROHEPTADINE HYDROCHLORIDE (PAGE 36)
TABLET; ORAL
CYPROKEP
>_ADD > AA DANBURY PHARFACAL  &HGH

>_ADD > A4 FREMO PHARM LABS, - §HGR

E2)
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST "8l & SEPTEMBER '81 3

A R "

(PAGE 68)

TABLET; ORAL
>_ADD > HYDRAP-ES
>_ADD > BP  PREMO PHARM LABS 25M6; 15M63 0. 1MGR
>_ADD > HYDROCHLOROTHIAZIDE/HYDRALAZINE HCL/RESERPINE
>_ADD > BP  DANBURY PHARMACAL  25MG;15HG30.1MGH

HYDROCHLOROTHIAZIDE (PAGE 68)
TABLET; ORAL
HYDROCHLOROTHIAZIDE
>_ADD > AR PREHO PHARM LABS 25mMEn *
3_ADD > AB PUREPAC/KALIPHARM  25MGH ¥
>DLT > 4B REID-PROVIDENT LABS 2EMG/¥, ﬁ
>_ADD ¥
>_ADD > AB REID-PROVIDENT LABS SOMG
H (PAGE 69)
TABLET; ORAL
PIRONOLACTONE W,
>_ADD > AB LEDERLE LABS/AM CYAN 25MGi25MGN
HYDROCORTISONE (PAGE 69)

OINTMENT; TOPICAL
> DLT > AT SHAFFER-DAVIS LABS  0.52/%'{d/
S_ADD > AT.  THAMES PHARMACAL

HYDROCORTISONE ACETATE (PAGE 71)

INJECTABLE; INJECTION

HYDROCORTISONE ACETATE
>.DLT > l#} I'ﬂ H PRARRACEITICALS/ /28RR 0. 3, BaRE N/
>_ADD > 25H6/HL * 5O0MG/ML

HYDROCORTISONE SODIUM SUCCINATE (PAGE 73)
INJECTABLE; INJECTION
YDROCORTISONE S00 IMAT
>_ADD > AP CARTER-GLOGAU LABS [EQ 100MG BASE/VIAL %
>_ADD > AP EG 250MG BASE/VIA
>_ADD > AP 00HE BASE/VYA|
>_ADD > AP SE/VIALN

Google

HYDROXYZINE HYDROCHLORIDE (PAGE 74)
INJECTABLE: INJECTION

HYDROXYZINE HoL
>_ADD > AP LYPHO-MED 25HG/HL® = BONG/Hin
>_ADD_> AP NATCOM CHEMICAL Z5MG/MLM % SOMC/MLM

HYDROXYZINE PAMOATE (PAGE 74)
CAPSULE; ORAL

>_ADD > HYDROXYZIHE PAHOATE
>_ADD_> AB BOLAR PHARMACEUTICAL EQ 25M3 HCLW »* EG 5OMB HCLX %
>_ADD > AB EG_100M5 HCLN

YISTARIL
>_ADD > AB PFIZER LABS/PFIZER [EQ 25MB HOL % EQ_SOMB HCL *
>_ADD > AR EQ_100MB_HeL

>_ADD > JODOXAMATE MEGLUMINE (PAGE 76)
> ADD > INJECTABLE; INJECTION
>_ADD > CHOLOVUE
>_ADD > ER SQUIBB AND SONS  9.9/x » 40.3/m
ISOPROTERENOL HYDROCHLORIDE (PAGE 78)
SOLUTION; INHALATION
]

>_ADD > AM INTL MEDICATION SYS 0,57

LEYOPROPOXYPHENE NAPSYLATE (PAGE 80)
CAPSULE; ORAL

NOVRAD
>ur> JELLEALEYS [EQEONE "BASE, N B 1000, HF#I
>_ADD > ELI LILLY INDSTRS/PR EQ 50MG BASE ¥ EQ 100MG B

SUSPENSION} ORAL

NOVRAD
>DLT > TELLEIEERS [E4 5008, BASEFERL/

>_ADD > ELT LILLY INDSTRS/PR EQ 50MG BASE/SHL

LIDOCAINE (PAGE 80)

OINTHENT; TOPICAL
IDOC

>_ADD > AT THAMES PHARMACAL Bzn
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST *81 & SEPTEMBER ‘ol

>_ADD > PROTEIN HYDROLYSATE (PAGE 122)

>_ADD > INJECTABLE; INJEGTION

>_ADD > AMIGEN

>_ADD > MEAD JOHNSON/B-M 5im
SUINIDINE SULFATE (PASE 124)

TABLET; ORAL
>_OLY >/4d/ %ﬁﬁ' Hﬁf /ddddd/
>_ADD > AB REXALL £2o0Mg
SODIUM MITROPRUSSIDE (PAGE 130)
INJECTABLE; INJECTION
HIPRIDE
>_ADD > AP HOFFHANN-LA ROCHE  EQHG/VIAL
3, >
>_ADD > AP ABBOTT LABORATORIES BOMG/VIALM

SPIRONOLACTONE (PAGE 131)
TABLET; ORAL

>_ADD > AR LEDERLE LABS/AM CYAN 25MG

SULFAMETHIZOLE (PAGE 133)
SUSFENSIDN- ORAL

2 QLY > / ﬁJ&f “HELSHREAALLGN, / Sﬂﬂlﬁt‘.‘.‘*ﬂﬂ

>_ADD > ONEAL JOMESAFELOMAN 500MG/SH
TABLET; ORAL
HICROIUL
30T > [OJEF. 2 )CHRONACLAY/ [1e/
>_ADD > ONEAL JONESZFELDMAN 16M

2o s/ ETOE wa emenkiiay/ s

ONEAL JONESZFELDMAN

= (PAGE 138)
INJECTABLE; INJECTION

> LY >/46/

>_ADD_> AP CINTICHEM/HEDI-PHYSC H/A

Google

IESTOSTERONE CYPIQNATE (PAGE 137)
INJECTABLE; INJECTION

>_OLT >/48/

/186Hd ML "% "2ddnid L/
SADD> 0 LEWMON 100MG/ML W 200MG/ML

THEOPHYLLINE (PAGE 139)
>_ADD > CAPSULE, COMTROLLED RELEASE; ORAL

>_ADD > SOMOPHYLLINE-CRT

>_ADD > FISONS LOOMGH * 250MGH
ELIXIR; ORAL

>_ADD > AA PHILIPS ROXANE LABS BOMG/15MLE

JRIAMCINOLONE ACETONIDE (PAGE 143)
CREAM; TOPICAL

-

> DL >/4Y/ S%i#ﬁjﬁﬂﬁlﬁ 5&1_#; EACN N NN )

>_ADD > AT THAMES PHARMACAL 0.025% ) 0.1% % 0.5%
JRIAMCINOLONE DYACETATE (PAGE 143)

INJECTABLE; IMJECTION
AMCINOLOME D
> DLT > /BRf /li }1 fﬂﬁﬂm&ﬂ#ﬁﬁﬁ‘ﬂﬂﬁﬂﬂ
2_ADD > BP

JRISULFAPYRIMIDINES (PAGE 146)
SUSPENSIOM; ORAL

FALOTI
>_oLr >/4d/ %’7&#}4 SALLIY/ l_@iﬂi#_/
>_ADD > AB ONEAL JONESZFELDMAN

>_ADD > VERAPAMIL HYDROCHLORIDE (PAGE 148)

>_ADD > INJECTABLE; INJECTION
>_ADD > ISOPTIN
>_ADD > KNOLL PHARMACEUTICAL 2.5MG/MLn
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SUBSCRIPTION FORM

APPROVED PRESCRIPTION DRUG PRODUCTS ~'.
WITH

THERAPEUTIC EQUIVALENCE EVALUATIONS
2ND EDITION (T981)

MAIL TO: I 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)
METHOD OF PAYMENT

[ ] Charge my GPO Account No.

[ ] Purchase Order Number

[ ] Check enclosed for

(Make check payable to Superintendent of Documents)
AUTHORIZING ' 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 $

FOREIGN @ $56.25 §

ENTER TOTAL A§zA§AA«A§A;A/ASA $
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