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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 Equivalepce Evaluations,
4th Edition (the List), to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list". The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DESI Addendum.

The List cannot be used 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 avoid 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, 1983. 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 is 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. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located 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 >80 > to the left of the line on which new
information exists. The >_sop > symbol is dropped in subsequent cumulative
supplements for that item.
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C. THEOPHYLLINE CONTROLLED RELEASE

Two controlled-released theophylline tablets are listed as therapeutically
equivalent (AB). Because one of these products was recently approved for
once-daily dosing, it is important to be aware that the therapeutic
equivalence rating was made on the basis of 12-hour dosing intervals. The
rating does not apply to once-daily dosing. To date, no data have been
submitted upon which the Agency can base a therapeutic equivalence
determination among any of the approved theophylline controlled-release
products when dosed once-daily.

D. APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. Where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.

APPLICANT (NAME) CHANGES

Former Applicant (Name) New Abbreviated Name

STERI-MED INC SUB KETCHUM QUANTUM PHARMICS LTD QUANTUM PHARMICS
LABORATORIES INC
KETCHUM LABORATORIES INC QUANTUM PHARMICS LTD QUANTUM PHARMICS
PROFESSIONAL PHARMACAL OPTOPICS LABORATORIES OPTOPICS LABS
DIV STERI-MED INC CORP
MPL INC SOLOPAK DIV SOLOPAK LABORATORIES SOLOPAK LABORATORIES

The reader should consult the above cumulative 1ist each month to become
aware of such transfers and changes. By referring to the Applicant Index
in the 4th Edition of the APDP, the transferred products can be
identified. The reader might wish to flag these products in the List as a
reminder that the applicant has been changed.

—
—n
—.
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DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '83. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as (1) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the gquarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination
product, provided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular generic or trade name.

New Molecular Entity

The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.

Drug Product Count

This report provides counts in several categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. Also not included in the counts are those duplicate
products of a given applicant whose only distinguishing characteristics are items such as package size,
inactive ingredient(s), color and alternate manufacturing sites. These various counts are excluded because
the Drug Product List itself excludes products from these categories.
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APPROVED PRESCRIFTION ORUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 11 / AUBUST ‘83 - JULY "84

ACEVAHINOPHEN; CODEINE PHOSPHATE (PAGE 3-1) AHINO ACIDS (PAGE 3-6)
CAPSULE; ORAL ' INJECTABLE; INJECTION
AMINESS 5.2% ESSENTIAL mmo ACIDS W/ HISTIDINE
A LEMMON 300HEIAEMGH CUTTER-VITRUM
AMINOSYN 3.5Z IN PI.ASTIC cou"rA:Nln
Ad LEMHON 300MG330HGH ABBOTT LABORATORIES 3.54M
MEQPHAM .52
A LEMMON Z00MG3£0MGH CUTTER=VITRUM 657K
TYLENQL W/ CODEINE HO. 3 >_ADD > TROPHAMINE 6%
A HCHEIL PHARM Z00ME3Z0HG >_ADD > AH HCEAW/AH HOSP 6t -
Y HCNEIL PHARM 300MG360HG
< :
TABLET; ORAL ACETATE; SODIUM CHLORIDE (PAGE 3-7)
¥y DURAHED PHARMS 300MG315MGR IMJECTABLE; INJECTION
A $30HEH AMINOSYN 3.5Z M IH PLASTIC CONTAINER
44 : FOOMG3E0MEN ABBOTT LABORATORIES 3.5X;21MG/100ML;40MG/100MLS
PaPA-DEINE 3 126H6/100ML; 23416/100HLR
Ad VANGARD LABS/MMM Z00ME 3 Z0MGH
A8 VANGARD LABS/SR!  ZOOMB3ISOMGH AMINOPHYLLINE C(PAGE 3-8)
FEXGOIBS ORALS
ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-2) SOLUTION; ORAL
AMIHOPHYLLINE
TABLET} ORAL 24 BAY LABORATORIES 105HG/EMLx
A A ROXANE LABORATORIES 10SMG/SMLM
TABLET; ORAL
(PAGE 3-2) BD  DARR LABORATORIES  100MGX
8D 200HGH
TABLET; ORAL AB VANGARD LABS/ MMM 100MGx
A HALSEY DRUS F250G s EMGu -
[EEfcdcEy-df
AMITRIPTYLINE HYDROCHLORIDE (PAGE 3-9)

TABLET; ORAL

AMITRIPTYLIHE HOL
DANBURY PHARMACAL  10Mox

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

= (PAGE 3=4)

=sBEBERE
:

COPLEY PHARM 10HGx
IMJECTABLE; INJECT.

L Y = ==
BP 150HGx
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DRUG PRODUCT LIST ~/ CURULATIVE SUPPLEMENT NUMBER 11 / AUGUST ‘&3 - JULY '&4 3

ASPIRIN; MEPROBAMATE (PAGE 3-16)

TABLET; ORAL
EQUAGESIC
AB WYETH LABS/AMHO 325MB3200M6
HEPROGESIC G
AB E!erun PHARMICS 325MG3 200861

aB mun:z PHARMS/C-W  325MG3Z00MG

ATENOLOL; CHLORTHALIDONE (PAGE 3-16)

TABLET; ORAL
TENORETIC 100
STUART PHARHS/ICI AM 100MG;25HGH
TENORETIC 50
STUART PHARMS/ICI AM 50MG;25MGM

ATRACURIUM BESYLATE (PAGE 3-16)

INJECTABLE; INJECTION
TRACRIUM
BURROUGHS MWELLCOME  10MG/MLR

FATE; (PAGE 3-17)
LIGUID: ORAL
144/ LABSRATEREES, /4. ddda anid . duid/driL/
[&ZUked1n/ (PaSE 3-18)
[erA
Mi éé!?ﬁg AN BONSS [ 2eRCPACRET!
ACA ILLIN HYDR (PAGE 3-18)
TABLET; ORAL
SPECTROBID

PFIZER LABS/PFIZER  800MGH

BACITRACIN (PAGE 3-18)
OINTMENT; OPHTHALMIC

BACITRACTH
AT PHARMAFAIR 00 UNITS/Gie

Google

N _ZINC; HYDR TISONEF NEOMYCIN ATE; YMY;
SULFATE (PAGE 3-18)

OINTMENT; OPHTHALMIC

CORTISPORIN
AT BURROUGHS WELLCOME 400 UNITS/GM31Z} .56M BASE/GH;
10,000 UNITS/GH

A ’
N RRRRAT IR, SIS SN AN
AT PHARMAFAIR ﬁn UNITS/GN33#3ER 3. 5GM BASE/GM}

10,000 UNITS/BM

BENTIROMIDE (PAGE 3-1%)

SOLUTION; ORAL
CHYMEX
ADRIA LABORATORIES  500MG/7.5MLE

BENZTHIAZIDE (PAGE 3-20)
TABI.E'I': URAL

1
8¢/ /ﬁﬁﬂl’ J-ﬁ!mi. ) J%%/

BP REID-PROVIDENT LABS SUT‘E

18¢/ ”ﬁﬂé? A-FHAVIENT "LABS/ [ 2drie/

(PAGE 3-20)

TABLET; ORAL
BENZTROPINE MESYLATE
BP QUANTUH PHARHICS 0.5MGx

BP 1MGR

BP 2HGR
COGENTIN

BP MSED/MERCK 0.5MG

BP 1HG

BP 2HMG

BETAMETHASONE DIPROPIONATE (PAGE 3-21)

CREAM; TOPICAL
ALPHATREX
SAVAGE LABS/BYK-GLON EQ_0.05% BASEM
BETAMETHASOHE B;'ED’IGH‘AT!
E FOUGERA/BYK-GLON
PHARMAOERM/BYK-GLON EE_!JE:LI&..P
DIPROSOME
SCHERING EQ 0,052 BASE

& BE B
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT WUMBER 11 / AUGUST '&3 - JULY '8&4 5

BUTABARBITAL SODIUH (PAGE 3-24) CALCTUM CHLORIDE; DEXTROSE; HAGMESTUM CHLORIDE; SODIUM
CHLORIDE; SODIUM LACTATE (PAGE 3-26)
ELIXIR; ORAL
/B0fABAREITAL " SOLUTION; INTRAPERITONEAL
1 [Edid e/ DIALYTE W/ DEXTROSE 2.5¥ IN PLASTIC CONTAINER
BUTALAN AM MCGAW/AM HOSP 26MG/100ML; 2 . 56M/100HL;
1440 [LRWERY/ 144 dd)gduf 15MG/100HL; 560HG/100HL ; 390HG./100MLE
LANNETT 33.3MG/BHL
>_ADD > CALCIUM CHLORIDE; MAGNESTUM CHLORIDE; POTASST H
JeAPPEtiE] ‘ddndadpddddil{ "Codetie ‘PHASPHATE] PrignAdEF i/ >_ADD > SODIUM ACETATE; SODIUM CHLORIDE {PAGE 3-27)
(PAGE 3-24)
>_ADD >  INJECTABLE; INJECTION
li}g&%{{_' pﬁAﬁ/ Yp— >_ADD > TPH ELECTROLYTES IN PLASTIC CONTAINER
PO, 1/, o . . . >_ADD > ABBOTT LABORATORIES 16.5HG/ML325.4HE/HLI76.6MG/ML3
THRLIACE, PRARSZCRS [ 32001200065 1608 16 6r6/ >_ADD > 121MG/ML; 16, IMG/MLE
JeAREESHES "dAnTooirdidL{ PHENACETIN/ (PAGE 3-25) CALCTUM CHLORIDE; MAGNESTUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE (PAGE 3-27)

INJECTABLE; INJECTION
ISOLYTE E IN PLASTIC CONTAINER

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

CAFFEINE; ERGOTAMINE TARTRATE (PAGE 3-25) AM HCGAM/AM HOSP 35MG/100HL; 3016/ 100HL;
74MG/100ML;650M6/100MLS
SUPPOSITORY: RECTAL S00MG/100ML; 74MG/100MLX
CAFERGOT
BR  SANDOZ PHARMS/SANDOZ 100MG;2MG
HIGRAINE ) CEFONICID SODTUM (PASE 3-30)
BR  ORGANON/AKZOMA 100MG; 2MER
INJECTABLE; INJECTION
HONOCID
ALCTUM CHLORIDE; DEXTROSE; MAGNEST ; SKLF LABORATORIES  EQ 500MG BASEVIALX
ACETATE; SODIUM CHLORIDE (PAGE 3=26) EQ 16M BASE/VIALK
EQ 2GM BASE/VIALK
SOLUTION; INTRAPERITOMEAL EQ L0GH BASE/VIALX
DIALYTE CONCENTRATE W/ DEXTROSE 30X IN PLASTIC CONTAINER
AM MCGAW/AM HOSP 510MG/100HL ; 306M/100ML}
200HC/100HL 9. 26H/100ML} CEEQRANTDE (PAGE 3-30)
9. 6GH/100MLE
510MG/100ML 5 306¢/100ML; INJECTABLE; INJECTION
200HG/100ML ;9. 46H/100HL; PRECEF
11GH/100MLE BRISTOL LAB3/B=M S500MG/VIALK
DIALYTE CONCENTRATE W/ DEXTROSE 50 IN PLASTIC CONTAINER 16H/VIALX
AM HCGAM/AM HOSP 510MG/100HL ; 506H/100HL 2EHAVIALY
200MG./100ML ;9. 26M/100ML; 10GM/VIALN
9, 661/100MLE 206M/VIALN
510MG/100ML;506H/100ML;
200MG/100ML; 9. 4GH/100MLS
116H/100MLE CEFTIZOXIME SODIUH (PAGE 3-30)
INJECTABLE; INJECTION
CEFIZOX

SK&F LABORATORIES EQ 16M BASE/VIALX
EQ 26M BASE/VIALX

Google
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST ‘83 - JULY '84 7

CHLORPROPAMIDE (PAGE 3-38) CODEINE PHOSPHATE: PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE (PAGE 3-42)
TABLET; ORAL

SYRUP; ORAL

4B BOLAR PHARMACEUTICAL 100MGHM PHEMERGAN VC W/ CODEINE
AB 250MEH WYETH LABS/AHHO 10MG/5HL; SHG/EML3 6. 25M6/5HL
2B MYLAN PHARMS 200458
2B 250MGH
AB  PAR PHARMACEUTICAL  1ooMGM CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-42)
48 250HEH
SYRUP; ORAL

8B PFIZER LABS/FFIZER 10048 PHENERGAN W/ CODEINE

: KYETH LABS/AMHO 10MG/5HL} 6, 25HG/5HL

CHLORTHALIDOME (PAGE 3-38)
NE_PHOSPHATE; PSEUDOEPHEDRINI H

TABLET; ORAL HYDROCHLORIDE (PAGE 3-42)
CHLORTHALTDONE
aB PUREPAC/KALIPHARMA  SOMEM SYRUP; ORAL

ACTIFED W/ CODEIHE
BURROUGHS WELLCOME  10MG/5ML;30MG/5ML;1.2Z5M6/5ML

CHLORTHALIDOME; CLOMWIDIME HYDROCHLORIDE (PAGE 3-39)
TABLET; ORAL CORTICOTROPIN (PAGE 3=43)
CO{BIFRES
BOEHRINGER INGELHEIM 15HG;0.3HGu THJECTABLE; INJECTI

o P

GYANOCOBALAMIN (PAGE 3-44)
INJECTABLE; IMJECTION.

GHLORZOXAZONE (PASE 3-39)
TABLET; ORAL

CHLORZOMAZOHE
Af PAR PHARMACEUTICAL  ZEO0NGm

CYANOCCBALAMTH
CHYMOPAPAIN (PAGE 3-39) AP SOLOPAK/MPL LHG/HLw
DCDECAMIN
INJECTABLE; INJECTION ap MAURRY BIOLOGICAL  1MG/MLN
DISCASE REDISOL .
TRAVENOL LABS 12,500 UNITS/VIALX /48/ ~ mseD/MERCK [ i8d ML/

f&Bf ~ PARKE DAVIS/H-L [d: igAics

TABLET; ORAL

CIMETIDINE (PACE 3-38)

e S ey 18:8081
SKAF LAB G00MGX

CYCLOSPORTHE (PAGE 3-46)
INJECTABLE; INJECTION

CLOTRIMAZOLE (PAGE 3-41)

LOTION; TOPICAL SANDIMHMUNE
LOTRIMIN SANDOZ PHARMS/SANDOZ S0MG/MLM
SCHERING 1m

SOLUTION; ORAL
SANDIMMUNE
SANDOZ PHARMS/SANDOZ 100HG/HLM

Google
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DEXTROSE; HEPARIN SODIUM (PAGE 3-53)

INJECTABLE; IMJECTION
HEPARIN SODIUM 20,000 UNITS AND DEXTROSE 5X IN PLASTIC
CONTAINER

TRAVENOL LABS 5GM/100ML; 4,000 UNITS/LOOMLN

DEXTROSE; LIDOCATNE HYDROCHLORIDE (PAGE 3-53)

INJEGTABLE; INJECTION

OCATHE HCL O, 27 AND
- AH NCG!W’-H HOSP 3200MG/100MLH
s A DEXTROSE 5? tH PLASTIO
M ntsnwf'm HOSP
OCATNE WL .87 AND DEXTROSE & PLA
4P AN HCGAW/AH HOSP 561/ 100HL $500HG/ 100HLK

s

DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM (PAGE 3-57)
:t;uecrute. INJECTION

DIETHYLPROPION HYDROCHLORIOE (PAGE 3-59)
TABLET; ORAL

DIETHYLBROPION HCL

A4 CAMALL 25mGn

DIMENHYDRINATE (PAGE 3-60)
INJECTABLE; INJECTION

T iia e

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-61)

CAPSULE; ORAL

Yy HALSEY DRUG
SK-DIPHENHYDRAMTNE
J4&4/ ~ SKAF LABORATORIES

BotGu
[ids/
ELIXIR; ORAL

BELIX
24 HALSEY DRUG 12, IMG/BHLx

12, SHG/SHLX

DIBENTL
A4 HR CENCI LABS
PEPHE!

>.DLT >
>pLT >
> LT >

DISULFIRAN (PAGE 3-63)

TABLET; ORAL
DISULFIRAM
BX CHELSEA LABORATORIES 250MGa
BX 500MGx
BX SIDMAK LABORATORIES 250MGu
BX 500MGx
(PAGE 3-64)
CAPSULE; ORAL
AR LEMHON EQ_100H0 BASEx
DOXYCYCLINE HYCLATE
AB CHELSEA LABORATORIES EQ 50MG BASE
AB HEATHER DRUG
Iﬁ/ 100HE BA
TLEREN
AB DRUMMER/PHOENIX EQ 100MG BASE
AB PAR FHARMACEUTICAL  EQ _1.00MG BASEW
AR PUREPAC/KALIPHARMA EQ 5OMG BASEW
AR E9 30006 BASEM
AR HEST-HARD E8 100MG BASEW
INJECTABLE; INJECTION
RoXY 300
AP LYPHO-MED ES_300MG PASE/VEALN
AP LYPHO-MED EQ Z0OMG BASE/VIALN
AP ELKINS~SINM EQ _100M0 BASE/VIALM
AP EG_Z00MG BASE/VIALN
AP PFIZER LABS/PFIZER EQ 20000 BASE/VIAL
TABLET; ORAL
0!
AR HEATHER DRUG E8_100M0 BASEX

AL, CAAESLES RALENSES SUAS)
o Eﬂgﬁ“ ORI EHEN A1
H (PABGE 3-64)

INJECTABLE; INJECTION

IR P TECERIS Sl
JANSSEN PHARMA 2.5MG/MLIEQ 0.05M6 BASE/ML
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EPAR IUM; SODIUM Ci - (PAGE 3-85)

THJECTABLE: INJECTION
. HEPARTH SODIUM 10,000 UNITS IN SODIUM CHLORTDE 0.45%
AP ABBOTT LABORATORIES 10,000 UNITS/100ML}450MG/1D0MLY

HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.5%
ABBOTT LABORATORIES 10,000 UNITS/L00ML;S00MG/100MLY
HEPARTH SODIUM 12,500 UNITS IH SODIUM CHLORIDE 0.G57
ABBOTT LABORATORIES 5,000 UHITS/100ML};&50H5/7100HLx
HEPARIH SODIUM 12,500 UNITS TH SODIUM CHLORIDE 0.9
ABBOTT LABORATORIES 55000 UNITS/100ML;00HG/100HLE
SoDIUH 25,800 k3 +] 121 R
ABBOTT LABORATORIES E,000 UNITS/100ML;450MG/100HLY -
ABBOTT LABORATORIES UNITS/100ML%50M6/1004LK
HEPARTN SODIUH 25,000 UNITS IN SCDIUM CHLORIDE 0.9%
ABBOTT LABORATORIES 5,000 UNTYS/106ML:966
HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 0.9x%
ABBOTT LABORATORIES 1,000 UNITS/100ML;900HMG/100MLE
HEPARTH SODIUM 5,000 UNITS ¥H SODIUM CHLORTDE !:&EZ{
AP ABBOTT LABORATORIES 100 UNITS/ML}%.SMG/MLK

[

B Rk &

HOMATROPINE METHYLBROMIDE (PAGE 3-86)
TABLET; ORAL

HOMAPIN-10

[£4/ ~ HMISSION PHARMACAL  10MG
[Seds-1ens *

144/

/ddds/
HYDRALAZY DE (PAGE 3-85)
INJECTABLE; INJECTION
ap CIBA/CIBA-GEIGY 2oMp/ML
HYDRALAZINE HCL
AP SOLOPAK LABORATORIES 20MG/HLW
TABLET; ORAL
A8 PAR PHARMACEUTICAL  looMGm
aA PUREPAC/KALIPHARMA  5OMGR
Al QUANTUM PHARMICS 20HG=
A4 25HGm
24 SoMGx
A7 loovige
AA SIDMAK LABORATORIES 2EMO®
23 EoHgn

Google

>_ADD_>
>_ADD_>
>_ADD >
>0 >
>2ap0 >

HYDRALAZINE HYDROCHLORIOE; HYDROCHLOROTHIAZIDE (PAGE 3-87)
CAPSULE; ORAL

AR ZENITH LABORATORIES 25HG325MGH

DRALAZIHE Hei

2B ZENITH LABORATORIES SOMG;E0MGH

HE _HGL W, ROCHLORD'

AL
A8 ZENITH LABORATORIES ZOOHG;SOHGH

HYDRALAZIN
(PAGE 3-87)

TABLET; ORAL
TRZREIZ-R1
RESERPINE; HYDROCHLOROTHIAZIDE; AND HYDRALAZINE HCL
RESERPINE» HYDRALAZINE HCL, AND HYDROCHLOROTHIAZIDE
BP BARR LABORATORIES 25HG; 15HG5 0. 1MGK
BP REID-PROVIDENT LABS 25MG;15MG;0.1MGN

HYDROCHLOROTHIAZIDE (PAGE 3-88)

SOLUTION; ORAL
HYDROCHLOROTHIAZIDE
ROXANE LABORATORIES S50MG/5MLM
HYDROCHLOROTHIAZIDE INTENSOL
ROXANE LABORATORIES 100MG/MLE

HYDROCHLOROTHTAZIDE; RESERPINE (PAGE 3-89)

TABLET; ORAL
RESERPINE AND HYDROCHLOROTHIAZIDE
BP CORD LABORATORIES 50MG; 0.125MeH
RESERPINE AND HYDROCHLOROTHIAZIDE-50
BP HEST-HARD 50M6;0.125M6H

HYDROCHLOROTHIAZIDE: SPIRONOLACTONE (PAGE 3-89)
TABLET; ORAL

AR PUREPAC/KALIPHARMA  2EMGI2EMGN

HYDROCORTISONE (PASE 3-90)
CREAM; TOPICAL

/&1/ T ELDER PHARMS f4:8%/
0
A BAY LABORATORIES  1um
AT 2.5
PEHEGORT
AT  HERBERT LABS/ALLERGH 1xx
o 2.5
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HYDROCORTISONE VALERATE (PAGE 3-95)

OINTHMENT; TOPICAL
: WESTCORT
HESTWOOD PHARHS 0.2m

MYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-95)

TABLET; ORAL
HYDROFLUMETHIAZIDE AND RESERPINE
Bp COLHED LABORATORIES 50HG;0.125HGH

HYDRONMORPHONE HYDROCHLORIDE (PAGE 3-95)

INJECTABLE; INJECTION
DILAUDID-HP
KHOLL PHARHACEUTICAL 10MG/HLx

HYDROXYZINE HYDROCHLORIDE (PASE 3-96)
TABLET; ORAL

HYDROXYZINE HCL

BARR LABORATORIES  1oMGw

DANBURY PHARMACAL  10MEm
25MGn
BoMGH

HYDROXYZINE PAMOATE (PAGE 3-96 )

CAPSULE; ORAL
AMOA
BARR LABORATORIES  EQ 25MG HCLX

DURAMED PHARMS EQ_25MG HCLm

VANGARD LABS/MHM EMG HC!|

BBEREEBEE

IBUPROFEN (PAGE 3-97)
TABLET; ORAL
HMOTRIH
AB UPJOHN HANUFACTURING ¢00MG
AB BOOTS PHARMACEUTICAL §0OMGM

Google

JHIPRAMINE HYDROCHLORIDE (PAGE 3-97)
leli;'l;ﬁ?;ll.
nwi ﬁggxy JEEe!
i
"y il Vi i
IMIPRAMINE HCL
AR  GEIGY/CIBA-GEISY  1OMGm
48 25HGe
A8 BoMGn
2B PAR PHARMACEUTICAL  1OMGH
AB 254Gn
AR " SoHEH
19/ TERIETIctehceener)  Jpsves
4B GEIGI/CIBA-GEIGY  g5M8

INDOMETHACIN (PAGE 3-98)
CAPSULE; ORAL

HS&D/HERCK 2548

EoMG

>_app > CHELSEA LABORATORIES ZEMGH
k4 ann >

SoHgn
LEDERLE LABS/AH CYAN 25MBH
BOMGH
MYLAN PHARMS 254G
Sovg=
ZENITH LABORATORIES 25HMGR
SovGe

EEREEEEE BB

ISOETHARTME WYOROCHLORIDE (PAGE 3-100)
SOLUTION; INHALATION

1} ARMOUR' PHARM 0. 1677
aN 9.2¢8
AN 9.25:m
AN INTL HEDICATION SYS 0.167%
&N ROXANE LABORATORIES 9.1674%
TRAVENOL LABS 0.14xm
AN : 9.254%

ISONIAZID (PAGE 3-101)
SYRUP; ORAL
ISONTAZID
Y CAROLINA MED PRODS  SOMG/SML
RIMIFON
AA HOFFHANN-LA ROCHE  BOMG/BML

15
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HEPROBAMATE (PAGE 3-112)
TABLET; CRAL

m% CTRRLAR, PRRRNACEATAEAL 04
> DLT > /
/ MYLAN PHARMS

HETHAQUALONE (PAGE 3-116)
TABLET; ORAL

S%#Niﬂ "STONE/ A HOSP/ /7 8nc)

HETHOCARBAMOL, (PAGE 3-117)
TABLET; CRAL

AR
an ROXANE LABORATORIES 500MGH
8a 2s0oMGH
HMETHYLDOPA (PAGE 3-119)
TABLET; ORAL

ALDOMET
a8 MS&D/MERCK 25015
28 Eo0ME

METHYLDOPA
a8 CORD LABORATORIES  250MGM
AB 1L

HETHYLPREDNISOLONE {PAGE 3-120)
TABLET; ORAL

HETHYLPREDNISOLONE
BP DURAMED PHARMS 4MGR

>_ADD > METHYLPREDNESOLONE ACETATE: NEOMYCIN SULFATE (PAGE 3-120)
»_ADD >  CREAM; TOPICAL

>_ADD > NEO-MEDROL
> _ADD > UPJOHN 0.25%;EQ 3.5MG BASE/GM
>_ADD > 143EQ 3.5MG BASE/GM

Google

HETHYLPREDNISOLONE SODIUM SUCCTNATE (PAGE 3-120)
TNJECTABLE; INJECTION
METHYLPREDHIEOLONE_EODTUM SUCCTHATE
>_ADD > AP CARTER-GLOGAU LABS [EG 500MG BASE/VIALN
EQ 3G BASE/VIALK

57400 "> 4P
A! LYPHOMED EG 40MB BASE/VIALMW
P EQ_125MG_BASE/VIALM
AP EG 500G BASE/VIALH
ap EG_1GH BASE/VIALM

METHYLTESTOSTERONE (PAGE 3-121)
TABLET; BUCCAL/SUBLINGUAL
HETHYLTESTOSTERONE
JBRS JIOMNE PAILSEN/ /1dng/
METOPROLOL TARTRATE (PAGE 3-122)
INJECTABLE; INJECTION

LOPRESSOR
GEIEY/CIBA-GEIGY 1MG/MLE

HMETRONIDAZOLE (PAGE 3-122)
INJECTABLE; INJECTION
ABBOTT LABORATORIES /10
ELKINS-SINN/AHROBINS 500HG/I00MLR
DAZGLE PLAS
ABBOTT LABORATORIES 500HG/200MLMN

METRO _I.V. IN PLASTIO COHTATHER
AN HCGAM/AM HOSP S00MG/300HLA
TABLET; ORAL

B & K&

a8 CHELSEA LABORATORIES S00MEM

2B LNK INTERMATIONAL  2EOMGN

AR PAR PHARMACEUTICAL  gZ50MGM

-] FITR g

HAMDROLONE DECANOATE (PAGE 3-125)

INJECTABLE; INJECTION

20 CARTER-GLOGAU

A0 LEHMON [
S0MG/HL

20 LYPHOMED 100MG/MLY

40

20 MAURRY BIOLOGICAL  LOOMG/MAM
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CAPSULE; ORAL
JoxCdEAR

148/ SBAVESAACLS

/

>_aon_>

>_ADD >
>_ADD >
22apD >
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OXYTETRACYCLINE HYOROCHLORIDE (PAGE 3-132)

/Ed "28dnd "Bise/

PENICILLIN V POTASSIUM (PAGE 3-135)
POWDER FOR RECOMSTITUTIOM; ORAL

Juttdfrrin *

:{’ ‘fidnd ‘dade /AL

PHENDTHETRAZINE TARTRATE (PAGE 3-138)

TABLET; ORAL
[}

AA FERNDALE LABS 35MGH
[EHENTERMINE HYDROCHLORIDE (PAGE 3-139)
CAPSULE; ORAL
ADIPEX-P
AR LEMMON 37.5MGu
DAPEX=37.5
AA FERNDALE LABS 37.5MGn
PHI
CAMALL 37. 516w
18.75H6n
/it AdiNg ‘HidddCACRIgES (PacE 3-139)
e
TEXBAICIBA-BEASY]  [BerE/
ROCH! H AZ HY|
(PAGE 3-140)
SYRUP; ORAL
PHENERGAN VC
WYETH LABS/AMHOD SMG/5ML 6. 25M6/5ML
PIMOZIDE (PAGE 3-141)
TABLET; ORAL
ORAP
MCHEIL PHARH 2nGm

Google

>_ADD > OLYETHYLENE GLYCO i HLO| E; SODIUM
>_ADD > BICARSONATE; SODIUM CHLORIDE; SODIUM SULFATE
(PAGE 3-142)
>_ADD > POKDER FOR RECONSTITUTION; ORAL
>_ADD > GOLYTELY
>_ADD > BRAINTREE LABS 236GM/BOT ;2. 97GM/BOT 6 . 74GM/BOT;
>_ADD > 5.86GH/BOTi22. T4GM/BOTH

>_ADD > POTASSIUH ACETATE (PAGE 3-143)
>_ADD > IMJECTABLE; INJECTION
>

_ADD > POTASSIUM ACETATE IN PLASTIC CONTAINER
>_ADD > . ABBOTT LABORATORIES 2MEQ/HLM

POTASSIUM CHLORIDE (PAGE 3-143)
CAPSULE, CONTROLLED RELEASE; ORAL
MICRO-K 10
AH ROBINWS 10MEQH
INJECTABLE; INJECTION

POTASSIUN CHLORIDE
j%_:j TRAVENOL LABS

%Y
Pﬂng!ﬂLﬂNg (PAGE 3-145)
TABLET; ORAL

o TN B/
8% R 1%

B

PREDNISOLONE ACETATE (PAGE 3-146)

INJECTABLE; IMJECTION

/B8 Fﬁgﬁﬁﬁ%ﬁﬁ/ /et
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SEUDOEPHEDRIN RO i IPROLID:
(PAGE 3-155)

TABLET; OSAL

[ 1t -sur
1687 "R seantschy)  Ietssiaiang'y
[ THIPLIRENE
148/ VEAREAL/ [Gia it oy
PROLIDINE AND PS| 0 ElE
o Tt v
ROI E_HCL AND EUDDEPHEDRINE

-1 CHELSEA LABORATORIES 60MG32.5MGH

BUINIDINE GLUCONATE (PAGE 3=157)

TABLET, CONTROLLED RELEASE; ORAL
QUINTDINE GLUCONATE
AB ROXANE LABORATORIES F24MGx

QUINIDINE SULFATE (PAGE 3-157)
TABLET; ORAL

>_DLT >/48/ aﬁﬁuﬁ [44dud/
o) VITARINE/MEST CHEM  300MGH
RAUMOLFIA SERPENTINA (PAGE 3-158)

TABLET; ORAL
RAUWOLFIA SERPENTINA

; ]
ﬁ# TEIRKHAN, ﬁﬁﬁﬂﬁ.ﬂ!ﬁﬁ; Iﬁﬂ“ﬂé Y
RESERPINE (PAGE 3-158)
TABLET; ORAL

/#ﬁ":ﬁﬁéﬁhﬂﬁsﬁ ELPHAN/ 8. i/
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DROCHLOR

SECOBARBITAL SODIUM (PAGE 3-160)

CAPSULE; ORAL
SECCBARBITAL SODIUN

AL LANNETT E0MG
SECCHAL S0DIUN

Al ELI LILLY EoHGH

AA 100MEH

SELENTUM SULFIDE {PAGE 3-1561)
LOTION/SHAMPOO; TOPICAL

SELENTUM SULFIDE
AT BAY LABORATORIES 2.54m

SILVER SULFADIAZINE (PAGE 3-161)

CREAM; TOPICAL
741k LA d}]
0

[eitdsTERdLs "ALEHA/ (PAGE 3-161)

SUSPERSAN " SRALY
1 138818007

/ ‘CELLUCSE “Frdsi

JPONBRR:, BHAL
’ﬁf’ﬂfég%mmm [ AIPACRER]

SO00IUM CHLORIDE (PAGE 3-162)

INJECTABLE; INJECTION
DIUM_CHLOR IN
>_ADD_ > ABBOTT LABORATORIES 2.5MEQ/HLR
SODIUM CHLORIDE 3% IM PLASTIC COMTAINER
TRAVEMOL LABS 36M/100HLE
SODIUM CHLORIDE 54 IN PLASTIC CONTAINER
TRAVEMOL LABS 5GM/100MLE

(PAGE 3-162)

S0DIUM POLYSTYRENE SULFOMATE (PAGE 3-165)
SUSPENSION; ORAL, RECTAL
SODIUM POLYSTYREHE SULFONATE
an ROXANE LABORATORIES 1BGM/6OMLN
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST 'B3 - JULY '84

THEOPHYLLINE (PAGE 3-176) ORIDAZIN (PAGE 3-178)
(FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.) TABLET; ORAL
AB CHELSEA LABORATORIES 10MGx
CAPSULE, CONTROLLED RELEASE; ORAL AB 255
SOMOPHY LLIN=CRT 2B 25MGn
BC FISONS 100MG 4B 50MGR
THED-24 A8 100MGH
BC  SEARLE/SEARLE PHARMS 100MGH AB CORD LABORATORIES  1CMGX
zooMGn AB i5HGx
300HG6H A8 25M6u
AB 50MGH
ELIXIR; ORAL 4B DANBURY PHARMACAL  10MGX
ELTXOMIN AB EMER
L) HR CENCI LABS 8OMG/1EMLY A8 25tign
4B SoMGn
SOLUTION; ORAL >_ADD_> AB 200MGR
EQLAT A8 MYLAN PHARMS FTTT
Y RIKER LABS/3H BOMB/15ML 48 PAR PHARMACEUTICAL  1OMGX
THEOPHYLLINE 28 X
A4 ROXANE LABORATORIES BOMG/1SMLM A8 25HEn
AB SoHG
TABLET, CONTROLLED RELEASE; ORAL 4B 100MGR
THEOCONTIN A8 ROMANE LABORATORIES 1OMGX
BC PURDUE FREDERICK 200MGH A8 25MGX
148616/ I Sonsx
THEO-DUR A8 HEST-HARD 20HGK
BC  KEY PHARMACEUTICALS 200MG 2B 5
UNIPHYL AB 25MGR
PURDUE FREDERICK 400HG 4B 50Uk
AB ZENITH LABORATORIES 100MGR
THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)
JTIHOLOL HALEATE (PAGE 3-179)
CONCENTRATE; ORAL
THIORIDAZINE HCL TABLET: ORAL
Ad CORD LABORATORIES  BOMG/MLn BLOCADREN
AL 100MG/MLY MSED/MERCK MG
Ad NATL PHARM MFG/BARRE 100MG/HLX
TABLET: ORAL IRIAMCIMOLONE (PAGE 3-180)
MELLARTL
AB SANDOZ PHARMS/SANDOZ LOOMG TABLET: ORAL
AB TRIAMCINOLONE
4B 2005 (88 [BALAR. PHARNACENTICAL/ ana/
THIORTDAZINE WCL JBP/  MYLAN PHARMS . AR/
AB BARR LABORATORIES  LOMGX V74 /8re/
4B 154G
AB 5o
AB 5OMGR IRIAMCINOLONE ACETOMIDE (PAGE 3-180)
AB 100HGK
AB BOLAR PHARHACEUTICAL 10M5x AEROSOL; INHALATION
a8 100ice L
a8 1soiGx JLEAERLE. LABSAAN CYAN 4. 2300/ il
A8 200MGx AZMACORT )
WILLIAM H RORER 0.25M6/INH
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ADDENDUM
DESI PENDINS LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT MWIBER 11 / AUGUST '83 - JULY '84

[ &tidiVCChief prigidaLdtTALf "HACE A Enptue Vet ddiidetde/
(PAGE AD2)
IHigigt
e )
FSERRLE, PRARSS [180r;i e Zerie/

SCORBIC ACID; IO"IN YAl A H N: H
RGOCALCIFERD 0l 3 RIDOXINI
HYDROCHLORTDE ; RIBOFLAVIN mnspm‘ra 500 ;uu, THTAHTHE
HYDROCHIORIDE; VETAMIN A; VITAMIN : (PAGE AD2)

INJECTABLE; INJECTION
MVC PLUS

ASCOT HOSP FHARMS 10MG/ML; 0.006MG/ML;0.5 USHML;
1.5H6/ML; 20 IUAML; 0. C4HE/ML;
4HEML; 0. 4MG/HML; 0. 36HG/HL;
0.3MG/ML; 330 IUAML;1 IU/ML

- fESdNENENEdAMINE ‘NACEATES PV Eddd e ‘YR de dritdE s
PHENYLPROPAL LANTHE HYDRCCHLORTOE/ ( PAGE AD3)

H
oy

JAROBINS/ PRV TR eI U
F1RBLELS, ﬁﬁtWﬂIl-Eﬁ RELERSE:, ORALS
2iEx
Jﬂ éﬁﬁmﬂ J13gitensiiens/

/! &H'H!ll'ﬁs‘ﬂ.ﬂ&‘ 'Mmﬂﬂiﬁdﬁiﬂt 'Hp!l.ijE “edrddd

Ef(PAGE AD3)
f#%;ﬂé AL LI K
SR LAAATORIES) [0SR B e

f#%-bi L, # K/
S}s(# #5 KAGREES]  Jere e eniid. o/ BRI LENS ENTY

> _pLT > [fhid; “indiddiidetd e/ cPaGE AD3)

(ALL PRODUCTS - SEE SPECIAL NOTE E.)
>0LT > [RRURS

\f
i ’“ﬁiﬂéﬂmmﬂ#ﬁ/ A8
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>_DLT > fofévérdriiie ‘Rvdiddriidddtie/ (PaGE AD3)

(ALL PRODUCTS - SEE SPECIAL NOTE E.)

> DT> l:f.‘.!.i!:f ﬂHAL!

TRl /5, 5,

DIPYRIDAMOLE (PAGE AD4)

TABLET3 ORAL
DIPYRIDAMOLE
ASCOT HOSP PHARHS 5O0HG
DURAHED FHARMS 25MG
50HG
751G
HALSEY DRUG 50M6
SUPERPHARM 50MG
HEST-HARD 25MG
50MG
T5MG

ISOSORBIDE DINITRATE (PAGE ADS)

TABLETS ORAL
ISOSORBIDE DINITRATE
BARR LABORATORIES 30MG

TABLET: SUBLINGUAL
ISOSORBIDE DINITRATE
BARR LABORATORIES 10HG
TABLET, CONTROLLED RELEASE; ORAL

ISOCHRON
FOREST LABORATORIES 20MG

lﬂMﬁM]tPﬁE ADS)

Jﬁf dﬁi
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DESI PENDING LIST - OTHER THAN 'EXEMPT' (COURT ORDER) CATEGORY 27
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST *83 - JULY ‘84

NT_STA ROBABLY EFFECTIVI

_DLT > [AVG/  /HERRELL ‘oN/dou ‘CHE
S FALLANTOING. ARENACRY N£ ‘HYg Hﬂﬁﬁmﬂiﬂs "SULFANELARESES

(SEE SPEI:IAI. NOTE E.)

CURRENT STATUS - IMEFFECTIVE

JREYRFER-C "EXPECTOR NTI /BURROUGHS ‘RELLCONES
AT)
ﬁggfﬁﬁﬁﬁﬂgﬁ;ﬁ j HYRRE ﬁﬁfﬁgﬂé’j 4?!#!’1—1.51}‘.! ‘HYSROCHLBRXBES

ey
/sﬁmm e R e
JEOOENE “SUIFATE B PHENHYDH AN HYPRpC] B H
SRR ALyt IPRSEHLERS 2oL

AMODRINE SEARLE PHARMS
AMINOPHYLLINE: PHENOBARBITAL; RACEPHEDRINE HYDROCHLORIDE
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(SEE SPECIAL NOTE
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JEQUAREIRATE, T8/ [HIETH LASS/ ARG,
JHERRBBARATE S PENTARRITHIETOL, TETRANETRATE/

TEARLTHATE ("g:' / Hffy LABS AT

MEPROBANAYES, PENT AERYTHRETOL TEXRANEIRATE/
S
lﬂigﬂffgi .,:E?Fr' HANLA, RierE/
mjﬁggf‘%ﬂﬂfﬂéé ¢g§ﬁ IONE, BXTARTAATE/

ASgRBIC N/, PHENABARBATAL/ LABS/ Aring/
/ lis'gi ORBIVE, BANEIRATES, l*ﬂﬁﬂl% #ﬁl

M

METHAMDROSTENOLONE
METHANDROSTENOLONE

DLT > fRES-CORT-pdn
: TDLT % Jrl'fﬁﬁﬂfdfi‘fi“é !ﬁ,

PAR PHARMACEUTICAL
{SEE SPECIAL NO

N LI
DLT > SRED-CORTEr S

s e ""?Eti:s* RESEIN L PRAE/

SEE SPECTIAL MWOTE
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(SEE SPECIAL MNOTE E

a7 ﬂﬁﬂ?ﬁﬁmu@f % ﬁ%m "SpATE/
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SUBSCRIPTION FORM

APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
5TH EDITION (1984)

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)

METHOD OF PAYMENT
[ ] Charge my GPO Account No. __ .
[ ] Purchase Order Number

[ ] Check enclosed for 5

(Make check payable to Superintendent of Documents)

AUTHORTZING DATE:
SIGNATURE

DESCRIPTION QUANTITY | UNIT PRICE | TOTAL PRICE

The 5th Edition will be published in
October, 1984. Subscription includes
the Approved Prescription Drug
Products List and monthly Cumulative

Supplements.
DOMESTIC @ §$66.00 3
FOREIGN e $82.50 3

\\

ENTER TOTAL
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