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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
ITH
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,
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 l, T983. 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 >ADD>' to the left of the line on which new
information exists. The zim2_>symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol 2JMJ;> (DELETE) to the left of the
line containing the overstruck print. The ZJMJ_> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (Q) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUM: DESI Pending List
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS CONTAINING PHENACETIN
The October 5, l983, Federal Register (48FR45466) provides the following
Summary: "The Food and Drug Administration (FDA) is withdrawing approval
of new drug applications or parts of new drug applications that provide
for drug products containing phenacetin, except for those drug products
that are the subject of a hearing request. The basis of the withdrawal is
phenacetin's high potential for misuse and its unfavorable benefit-to-risk
ratio when incorporated in analgesic combinations which are then subject
to excessive chronic use." The effective date of this withdrawal order is
November 4, l983.
Because the subject products are no longer approved, the cumulative
supplement has identified them by deleting the applicable active
ingredient headers followed by a reference to this Special Note.
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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 lZ-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 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
The reader should consult the above cumulative list 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.



III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
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 threeâ€”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 8., users should be able to observe such things as (l) 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 quarter. 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.
iv



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES COUNTEO JULY '83 (BASELINE) OCT '83
DRUG PRODUCTS LISTED 6679 6783
SINGLE SOURCE 1908 (28.6%) |9|5 (28.2%)
MULTISOURCE<I> 4771 (7|.4$) 4868 (71.8%)
THERAPEUTICALLY EQUIVALENT 3804 (57.0%) 3891 (57.4%)
NOT THERAPEUTICALLY EQUIVALENT 957 (|4.3%) 967 ((4.3%)
EXCEPTIONS(2) 10 ( o.|$) 10 ( o.|z)
NEW MOLECULAR ENTITIES APPROVED - 2
NUMBER OF APPLICANTS 304 310
8. ACTIVITY FOR SUPPLEMENT NUMBER 4
NOV '83 DEC '83 CUMULATIVE
DRUG PRODUCTS ADDED: 43 39 82
NEWLY APPROVED 43 39 82
DESI EFFECTIVE O O 0
REMARKETED O O O
DRUG PRODUCTS REMOVED: 36 6 42
WITHDRAWN APPROVAL 27 0 27
RX TO OTC SWITCH O O O
DISCONTINUED MARKETING 9 6 15
NET GAIN IN DRUG PRODUCTS 7 33 4O
SINGLE SOURCE PRODUCTS APPROVED IO 9 19
MULTISOURCE DRUG PRODUCTS APPROVED 33 30 63
NEW MOLECULAR ENTITIES APPROVED: 3 2 5
AS THE ENTITY 3 ' I 4
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY O I I
(I) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (i.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE I-5 OF THE LIST)
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '83 - DECEMBER '83 2
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
CAPSULE; ORAL
PROPOXYPHENE COMPOUND 65
AA LEMMON 389MGÂ§32.6MG;65MG!
SK-65 COMPOUND
AA SK&F LABORATORIES 589MG;52.4MG$65NG!
ASPIRIN; CARISOPRODOL (PAGE 3-16)
TABLET; ORAL
SOMA COMPOUND
WALLACE PHARMS/C-W 325MG-200MG!
ASPIRIN; CARISOPRODOL; CODEINE PHOSPHATE (PAGE 3-16)
TABLET; ORAL
SOMA COMPOUND W/ CODEINE
WALLACE PHARMS/C-W 325MG-200MG316MGI
ASPIRIN; HYDROCODONE BITARTRATE (PAGE 3-16)
TABLET; ORAL
VICODIN
KNOLL PHARMACEUTICAL 500MG-5MG!
ATRACURIUM BESYLATE (PAGE 3-16)
INJECTABLE; INJECTION
TRACRIUM
BURROUGHS WELLCOME IOMG/ML!
/AiUÃ©EstN/(PAGE 3-18)
lÃ©ï¬ANULEi/dï¬ï¬i/
/Â¢IA-N-XZB-UÂ£/
/Â£Rf$QDiBÃ©fANd/$Â¢NS/ /ZÂ¢H/PAÂ¢KÂ£T/
BACAMPICILLIN HYDROCHLORIDE (PAGE 3-18)
TABLET; ORAL
SPECTROBID
PFIZER LABS-PFIZER eoonsu
> Ann > BENTIROMIDE (PAGE 3-19)
SOLUTION; ORAL
)
> ADD > CHYMEX
> ADRIA LABORATORIES 500MG/7.5ML!
BENZTHIAZIDE (PAGE 3â€”20)
77353302)â€œ
my lï¬ï¬bÃ©râ€™ï¬‚dï¬‚dï¬‚ï¬‚iâ€˜LABSl/Sï¬ï¬‚Ã©/
BETAMETHASONE VALERATE (PAGE 3-21)
CREAM; TOPICAL
BETAMETHASONE VALERATE
Ag E FOUGERA/BYKâ€”GLDN EQ 0.12 BASE!
gg PHARMADERM/BYK-GLDN EQ 0.12 BASE!
BETATREX
AB SAVAGE LABS/BYK-GLDN EQ 0.12 BASE!
LOTION; TOPICAL
BETAMETHASONE VALERATE
QB E FOUGERA/BYK-GLDN EQ 0.12 BASE!
QB PHARMADERM/BYK-GLDN EQ 0.12 BASE!
BETATREX
AB SAVAGE LABS/BYK-GLDN EQ 0.12 BASE!
VALISONE
AB SCHERING EQ 0.12 BASE
OINTMENT; TOPICAL
BETAMETHASONE VALERATE
Ag E FOUGERA/BYK-GLDN :9 0.12 BASE!
Ag PHARMADERM/BYK-GLDN Eg 0.12 BASE!
BETATREX
Ag SAVAGE LABS/BYK-GLDN gg_g,;g_Â§aÂ§;u
VILASOM!
Ag SCHERING :9 0.12 BASE
BROMPHENIRAMINE MALEATE (PAGE 3-22)
TABLET; ORAL
BROHPHEHIRAMINE MALEATE
lÃ©Ã©/ 7BBÂ£AEIFHKEBZEEUFIEKL7EBE/
BUPIVACAINE,HYDROCHLORIDE; EPINEPHRINE BITARTRATE (PAGE 3-23)
INJECTABLE; INJECTION
MAROAIHE HCL NI EPINEPHRINE
Ag BREON LABS-STERLING 0.5230.0091HG/HL
Ag O.752;O.0091NS/NL
SENSORCAINE
Ag ASTRA HOSP PHARM g,Â§g;g,ggg;!Â§4gLu
Ag o.Tsz:o.oo91Ns/NLu
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '83 - DECEMBER '83
CHLORDIAZEPOXIDE HYDROCHLORIDE (PAGE 3-33)
CAPSULE; ORAL
CHLORDIAZEPOXIDE HCL
lÃ©a/ '7BPBI37PHZRBKEEUIIEA
/__/
CHLOROTHIAZIDE (PAGE 3-35)
TABLET; ORAL
CHLOROTHIAZIDE
ISIS
/ I
d /
5H6
i]?
CHELSEA LABORATORIES 250MB!
500MG!
CHLOROTHIAZIDE; RESERPINE (PAGE 3-35)
TABLET; ORAL
> CHLOROTHIAZIDE AND RESERPINE
> BP NEST-HARD 250MG;0.125MG!
> BP 500MG;0.125MGn
CHLORPHENIRAMINE MALEATE (PAGE 3â€”36)
TABLET; ORAL
CHLORPHENIRAMINE MALEATE
/Ã©Ã©/ . . L
CHLORTHALIDONE (PAGE 3â€”38]
TABLET; ORAL
CHLORTHALIDONE
Ag PUREPAC/KALIPHARMA 50MG!
CHLORZOXAZONE (PAGE 3-39)
TABLET; ORAL
CHLORZOXAZONE
Ag PAR PHARMACEUTICAL 250MB!
CIMETIDINE (PAGE 3-39)
TABLET; ORAL
TAGAMET
> SKDF LAB GOOMG!
CORTICOTROPIN (PAGE 3-43)
â€œRamaPsasaza'm/
/BÂ¢/ /NYÂ£FH?Â£XP$/ANHÂ¢/' /ï¬Â¢f NIIS/N'/
/BÂ¢/ lÃ©ï¬fUNIfS/ï¬‚i/
CYANOCOBALAMIN (PAGE 3-44)
INJECTABLE; INJECTION
DODEOAHIN
Ag MAURRY BIOLOGICAL INS-ML!
ggnzsol
lÃ©g/ MS-D-MERCK /D!LHD/NE/
SYTOBEX
/gg/ PARKE oAvIs/u-L /dJiHÃ©)HC/
CYCLOSPORINE (PAGE 3-46)
INJECTABLE; INJECTION
SANDIMMUNE
SANDOZ PHARMS-SANDOZ SONG-ML!
SOLUTION; ORAL
SANOIMMUNE
SANDOZ PHARMS-SANDOZ IOOMG/ML!
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)
TABLET; ORAL
CYPROHEPTADINE HCL
AA DURAMED PHARMS â€œMG!
DAPSONE (PAGE 3-47)
TABLET; ORAL
> OLT > /A9Â£Â¢SPÂ£FÂ¢N/
> OLT > /PP/ /AY-R-TJ-AB iAHHP/ 5 P
> DLT > /6p/ 5 IingaÃ©/
> > /5P/ DASIEUEUS PHARM zsns
> 3L; > /gp/ IOOMG
DESOXIMETASONE (PAGE 3-49)
OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.252!
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT
DOXYCYCLINE HYCLATE (PAGE 3-64)
INJECTABLE; INJECTION
DQIIQIQLIDE
A! ELKINS-SINN EQ IOOMG BASE-VIAL!
A! E 200MB BASE-VIAL!
VIBRAMYCIN
A! PFIZER LABS-PFIZER E ZOOMG BASE-VIAL
QQ HEATHER DRUG
TABLET; ORAL
DOXYCYCLINE HYCLATE
EQ 100MB BASE!
DROPERIDOL; FENTANYL CITRATE (PAGE 3-64)
INJECTABLE; INJECTION
INNOVAR
/JAN$$Â£NIPHAPNA/
JANSSEN PHARMA
/Ã©j$flÃ©iflijfljfi5flÂ¢ifli/
2.5MG/ML;EQ 0.05MG BASE-ML
ECHOTHIOPHATE IODIDE (PAGE 3-65)
PONDER FOR RECONSTITUTION; OPHTHALMIC
> DLT > ltdï¬‚ddidÃ©
> OLT >/Af I .iABPRAIPRIï¬S/ /61632/
> DLT >/Â§$Â¢ /t; 62/
1%) 1% H1352?
PHOSPHOLINE IODIDE
> DLT >/Ai AYERST LABS/AMHO 0.052
> DLT >/ 0.062
> DLT >/K?/ 0.125:
> DLT >/__/ 0.252
ISIE
Iï¬lï¬‚
EPINEPHRINE' LIDOCAINE HYDROCHLORIDE (PAGE 3-66)
INJECTABLE; INJECTION
LIDOOATON
PHARMATON-SZ 0.01MG/ML;QZ!
0.02MG/ML;Â§2I
ERGOLOID MESYLATES (PAGE 3-66)
CAPSULE; ORAL
lHYPiRPINE/
HYDERGINE LC
ERYTHROMYCIN (PAGE 3-67)
OINTMENT; OPHTHALMIC
ERYTHROMYCIN
E FOUGERA/BYK-GLDN gflggfln
PHARMADERM/BYK-GLDN sue-sun
V
NUMBER 4 / AUGUST '83 â€” DECEMBER '83
ERYTHROMYCIN (PAGE 3-67)
OINTMENT; OPHTHALMIC
ILOTYCIN
AI DISTA PRODS-LILLY SMGIGM
ETOPOSIDE (PAGE 3-74)
INJECTABLE; INJECTION
VEPESID
BRISTOL LABS/B-M ZOMG-ML!
FENTANYL CITRATE (PAGE 3-75)
INJECTABLE; INJECTION
SUBLIMAZE
/JANS$Â£LIPHAPHA/
JANSSEN PHARMA
/ï¬JÂ§5HÂ¢/Ni/
EQ o.osns EASE-NL
FLUOXYMESTERONE (PAGE 3-77)
TABLET; ORAL
FLUOXYMESTERONE
V
V
ADD > BP BOLAR PHARMACEUTICAL 2MG!
ADD > BF 5MG!
ADD > BP 10MG!
BP COLMEO LABORATORIES IOMG!
FUROSEMIDE (PAGE 3-79)
INJECTABLE; INJECTION
FUROSEMIDE
AP NATCON CHEMICAL IOMGIML!
TABLET; ORAL
FUROSEMIDE
gg ROXANE LABORATORIES 20MG!
Ag 40MB:
Ag ZENITH LABORATORIES 20MB!
59 40MG!
GENTAMICIN SULFATE (PAGE 3-79)
CREAM; TOPICAL
GENTAFAIR
A! PHARMAFAIR EQ 1MG BASE-GM!
GENTAMICIN SULFATE
AI NMC LABORATORIES EQ IMG BASE-GM!
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '83 - DECEMBER '83 7
GENTAMICIN SULFATE (PAGE 3-79)
INJECTABLE; INJECTION
GENTAMICIN SULFATE
ABBOTT LABORATORIES E9 sows BASEIIOOMLU
E9 70MG BASE/IOOHL!
E9 sous eAsE/100MLn
E9 9OMG EAsE/IoonLu
E9 100Ms AASE-100NLU
E9 1.2Hs BASE-ML!
E9 1.4Hs BASE-ML!
EQ_lEÃ©!Â§_Â§AÂ§Â§Â£DL"
E9 1.8H0 BASE-ML!
E9 2M8 aAsE/HLu
E9 10MB BASE-ML!
E9 (owe aAsE/HLu
LYPHO-MED EQ QOMG BASE-ML!
GENTAMICIN SULFATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ 60MG BASEIIOOMLI
EQ 70MG BASEIIOOML!
EQ BOMG BASEIOOML!
EQ 90MB BASEIOOML!
E 100MB BASE-100ML!
EQ 1.2MG BASE-ML!
EQ 1.6MG BASE-ML!
EQ_IEÃ©DÂ§_Â§AÂ§EÂ£!L"
EQ 1.8MG BASE-ML!
EQ ZMG BASE-ML!
RRRRRRRRRR RRRRRRRRGRBBR
OINTMENT; TOPICAL
GENTAMICIN SULFATE
THAMES PHARMACAL
v v
13
EQ 1MB BASE-GM!
GONADOTROPIN, CHORIONIC (PAGE 3-81)
INJECTABLE; INJECTION
/ANTUiTRiN"
lÃ©j/ 7PZRRE;BZVÃ©$/N}L/ lSiddd'UNifÃ©/VIAE/
GRISEOFULVIN. ULTRAMICROCRYSTALLINE (PAGE 3-82)
TABLET; ORAL
FULVICIN PIG 165
99 SCHERING 165MB
FULVICIN PIC :50
99 SCHERING axons
GRISACTIN ULTRA
AYERST LABS/AMHO 165MB
IBPâ€™
(II
(I
O
I
G,
HEPARIN SODIUM (PAGE 3-83)
INJECTABLE; INJECTION
HEPARIN SODIUM
A! NATCON CHEMICAL 12000 UNITS-ML!
HOMATROPINE METHYLBROMIDE (PAGE 3-86)
TABLET; ORAL
HOMAPIH-IO
/99/ MISSION PHARMACAL IOMG
lsÃ©dÃ©lfÃ©ï¬‚Ã©'st
AÃ©/ 7Â£EBHBP7 /idhd
HYDRALAZINE HYDROCHLORIDE (PAGE 3-86)
TABLET; ORAL
HYDRALAZINE HCL
PAR PHARMACEUTICAL 100MG!
PUREPAC/KALIPHARMA SONG!
DID
D
HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE
(PAGE 3-87)
TABLET; ORAL
lPrHÂ¢IZrHl
RESERPINE, HYDROCHLOROTHIAZIDE. ANO HYDRALAZINE HCL
RESERPINE, HYDRALAZINE HCL. AND HYDROCHLOROTHIAZIDE
BP REID-PROVIDENT LABS 25Ms;15ns;o.1nsu
HYDROCHLOROTHIAZIDE; SPIRONOLACTONE (PAGE 3-89)
TABLET; ORAL
SPIRONOLACTONE HI HYDROCHLOROTHIAZIDE
AB PUREPAC/KALIPHARMA 25MG-25MG!
HYDROCORTISONE (PAGE 3-90)
CREAM; TOPICAL
ELDECORT
/91/ ELDER PHARMS /0!$2/
DIDBQQQBIIEQBE
91 BAY LABORATORIES _ga
91 2.52:
LOTION; TOPICAL
/dECAddRf/' I
lÃ©i/ G{EEEÂ°R&N.iNDU$IR1Â£S/ /QIÂ§2/
91 HERAN PHARMACEUTICAL 920
HYDROCORTISOHE
MERICON INDUSTRIES 0.52
/IIj AIWNï¬/PADI'SEN/ M227
OINTMENT; TOPICAL
HYDROCORTISOHE
AI BAY LABORATORIES 12!
AI gÃ©ggn



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '83 - DECEMBER '83
HYDROCORTISONE (PAGE 3-90)
SD' I DN A if THAI
/ lggjÃ©fl-pr PS AFN MIÂ¢THE
/UPJOHN/ [5Â»22/
HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN e SULFATE (PAGE 3-92)
SOLUTION-DROPS; OTIC
NEO-OTOSOL-HC
AI CARTER-GLOGAU LABS AZ-EQ 5.5MG BASE/ML;10,000 UNITS-ML!
HYDROCORTISONE ACETATE (PAGE 3-93)
CREAM; TOPICAL
HYDROCORTISONE ACETATE
/Ã©I/ 7I5NNE.PZUIÂ§EN7 liZ/
LOTION; TOPICAL
nRIcoRT
/9i/ INGRAM P .â€˜
HARM O 52
/HYUROÂ¢6RTIÂ§0NE'AÂ¢ETATE/
Ã©i/ . . . lÃ©iÃ©i/
SjIï¬PHIHAiNIÂ¢JfÂ¢IIÂ¢l
lÃ©jsfi/
HYDROCORTISONE VALERATE (PAGE 3â€”95)
OINTMENT; TOPICAL
HESTCORT
NESTNOOD PHARMS 0.22!
HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-95)
TABLET; ORAL
HYDROFLUMETHIAZIDE AND RESERPINE
BP COLMED LABORATORIES SOMG;0.125MG!
HYDROXYZINE HYDROCHLORIDE (PAGE 3-96)
TABLET; ORAL
HYDROXYZINE HCL
99 BARR LABORATORIES IOWAN
99 DANBURY PHARMACAL 10MG!
99 ZSHSN
99 Sousa
HYDROXYZINE PAMOATE (PAGE 3-96)
CAPSULE; ORAL
HYDROXYZINE PAMOATE
99 VANGARD LABS-MHM E9 2520 HCL!
99 E9 sons HCL!
IMIPRAMINE HYDROCHLORIDE (PAGE 3-97)
TABLET; ORAL
/ANTIPRE5$/
/BP/ /Â£Â£NMÂ¢N/ /25NÂ¢/
/Ad /iNAUATEBiNS/ /igï¬Ã©
/@ //
IMIPRAMINE HCL
99 PAR PHARMACEUTICAL 10MG!
99 zsusn
99 sousn
ISOETHARINE HYDROCHLORIDE (PAGE 3-100)
SOLUTION; INHALATION
ISOETHARINE HCL
INTL MEDICATION SYS 0.1672
ROXANE LABORATORIES 0.1672!
TRAVENOL LABS 0.252!
IEIE
ISONIAZID (PAGE 3-101)
SYRUP; ORAL
ISONIAZID
AA CAROLINA MED PRODS SOMGISML!
RIMIFON
AA HOFFMANN-LA ROCHE SONGISML
KANAMYCIN SULFATE (PAGE 3-102)
INJECTABLE; INJECTION
KANAMYCIN SULFATE
INTL MEDICATION SYS EQ BOOMG BASEIZML!
EQ 16M BASEML!
KAHTRE
x
_7BR3Â§IÂ¢Â£/iAB$/BÂ§ï¬‚/ liiï¬‚dliï¬ï¬/
/5 diÃ©HC/
/1 r IHC/
E9 75MG BASEZHL
Â§Q_Â§22ï¬‚Â§_Â§AÂ§Â§Â£Â£!L
E9 IGM EASE-AHL
BRISTOL LABS/Bâ€”M
PPPEC: Pl.
"U" â€ -̃ "I
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' DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '83 - DECEMBER '83 10
PENICILLIN v POTASSIUM (PAGE 3-135) PREDNISONE (PAGE 3-147)
PONDER FOR RECONSTITUTION; ORAL TABLET; ORAL
/UTIÂ¢ILLIN'VK PREDNISONE
7UPJBHR7 /Ed'12$NG'EAdE/ENL/ BX DURANED PHARNS 5M6!
/__/ lÃ©d'Ã©BdNG' A El NL/ BX IOMG!
BX ZOMG!
PHENDIMETRAZINE TARTRATE (PAGE 3â€”138)
PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)
TABLET; ORAL
PHENDIMETRAZINE TARTRATE CAPSULE; ORAL
99 FERNDALE LABS ssNGn PROCAN
/gg/ PARKE-DAVIS/N-L lIEdNG/
/__/ /fifl Ã©/
PHENTERMINE HYOROCHLORIOE (PAGE 3-139)
CAPSULE; ORAL PROPANTHELINE BROMIDE (PAGE 3-153)
ADIPEX-P
99 LENNON 57.5MG! TABLET; ORAL
DAPEX-57.5 PROPANTHELINE BROMIDE
99 FERNDALE LABS 57.5MG! > ADD > 99 PAR PHARMACEUTICAL ISMGN
PHENTERMINE HCL '_-"
9_ cANALL 57.5MG!
PROPOXYPHENE HYDROCHLORIDE (PAGE 3-153)
POTASSIUM CHLORIDE (PAGE 3â€”143) CAPSULE; ORAL
PROPOXYPHENE HCL
INJECTABLE; INJECTION 99 RICHLYN LABORATORIES 65MB
POTASSIUM CHLORIDE â€œTâ€â€”
/9%/ TRAVENOL LABS liNEdiNg/
/ZB/ /! LO) L/ PROPYLTHIOURACIL (PAGE 3-154)
/__/ /0 Ed} E/
TABLET; ORAL
PROPYLTHIOURACIL
EEEDNIEQLQUE (PAGE 3-145) /BP/ /fliiANJPHARHS/ /5Â¢NÂ¢/
TABLET; ORAL
PREDNISOLON PSEUDOEPHEDRINE HYDROCHLORIDEâ€˜ TRIPROLIDINE HYDROCHLORIDE
lÃ©ï¬/ /REXAÂ£Â£/PR5Â¢/ /SHP/ (PAGE 3-155)
SYRUP; ORAL
PQEUUUUINE/
/99/ / L RATURIE5/ /$0NG)$NEÂ£I!2$NGI$NE/
PREDNISOLONE ACETATE (PAGE 3â€”146)
IIFEEIBBE'INIIJEUNN MY HMMPHARN 'NFG-BARRPHMMH ' '1 2mm '/
L .L. . L; - L
/PP/ /FÂ£RNPALÂ£XÂ£AB$/ lÃ©SHG/HL/ TRIPOSED
HALSEY DRUG 30MG/5ML;1.25MG/5MLI
PREDNISOLONE SOOIUN PuosPwATg (PAGE 3-147) TABLET; ORAL
/TRIPddRINE
SOLUTION-DROPS; OPHTHALNIC /99/ I ,,PHARNAÂ¢AL/ /66NG;215NG/
lï¬‚idELTRdÃ©dC TRIPROLIDINE AND PSEUPOEPNEDRINE
/E9'0!B2'RNOÂ§PNATE/ AA BOLAR PHARMACEUTICAL 60MG;2.5MG!
METRETON /ZZ/ /NESIRNARP/ /EEDEJZZEEE/
/91/ SCHERING EQ 0.52 PHOSPHATE



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT
PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE
(PAGE 3â€”155)
TABLET; ORAL
TRIPROLIDINE HCL AND PSEUDOEPHEDRINE HCL
AA CHELSEA LABORATORIES 60MG;2.5MG!
QUINIDINE SULFATE (PAGE 3-157)
TABLET; ORAL
QUINIDINE SULFATE
99 VITARINE-NEST CHEM 300MG!
RESERPINE (PAGE 3-158)
TABLET; ORAL
/RAURINÂ£/
lÃ©P/lv/AN
lg Sï¬FEidNAN/lï¬JÃ©SHP/
I i 2!
/BP/ pfla bï¬‚i slIbiÃ©gï¬Ã©l
SECOBARBITAL SODIUM (PAGE 3â€”160)
CAPSULE; ORAL
SECOBARBITAL SODIUM
99 LANNETT 50MB
SECONAL SODIUM
9_ ELI LILLY SOMA
99 100NGu
SELENIUM SULFIDE (PAGE 3-161)
LOTION-SHAMPOO; TOPICAL
SELENIUM SULFIDE
AI BAY LABORATORIES 2.52!
SILVER SULFADIAZINE (PAGE 3-161)
CREAN; TOPICAL
/GIEVER'BUCPAUIAIINE/
SEQ
/$IfdÂ§TERdLÂ§'ALPHA/(PAGE 3-161)
LSPSPE IDNIIDRAI/
/Â¢if (INA, ,
/Â£ 1.Â£11 Y/ /3-fl-15fl1/
NUMBER 4 / AUGUST '83 - DECEMBER '83 11
SODIUM CHLORIDE (PAGE 3-162)
INJECTABLE; INJECTION
SODIUM CHLORIDE 32 IN PLASTIC CONTAINER
TRAVENOL LABS 3GM/100ML!
SODIUM CHLORIDE 52 IN PLASTIC CONTAINER
TRAVENOL LABS SGM/IOOML!
SODIUM POLYSTYRENE SULFONATE (PAGE 3-165)
SUSPENSION; ORAL. RECTAL
SODIUM POLYSTYRENE SULFONATE
AA ROXANE LABORATORIES 15GM-60ML!
SPS
AA CAROLINA MED PRODS ISGM-60ML
SOMATROPIN (PAGE 3-165)
INJECTABLE; INJECTION
ASELLACRIN 2
SERONO LABS 2 IU-VIAL!
/A$Â¢Â£Â£#Â¢PIN/
ASELLACRIN 10
SPIRONOLACTONE (PAGE 3-166)
TABLET; ORAL
SPIRONOLACTONE ,
99 PUREPAC/KALIPHARMA 25MG!
SULFACETAMIDE SODIUM (PAGE 3-167)
SOLUTION-DROPS; OPHTHALMIC
SODIUM SULFACETAMIDE
> DLT >/Af ,L , ES/idz
> DLT >/Â§1; /3324
> ADO > 91 OPTOPICS LABS 999
> ADD > Â£1 .3_Â°Z
SULFACELâ€”IS
>_QLI_>/Ã©i/ 7Â§IEÂ§3rNEB2KEIÂ¢HUHl /iÂ§2/
> ADD > AL OPTOPICS LABS 152
SULFAIR FORTE
91 PHARMAFAIR
TESTOSTERONE (PAGE 3-173)
INJECTABLE; INJECTION
TESTOSTERONE
CARTER-GLOGAU LABS SONG-ML!



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '83 - DECEMBER '83
TETRACYCLINE HYDROCHLORIDE (PAGE 3-174)
CAPSULE; ORAL
TETRACYCLINE HCL
lÃ©Ã©/ 7Â£EBBBN7 /250NG
TABLET; ORAL
EEHDIQIN
/99/ UPJOHN /250NG/
SUMYCIN
/99/ ER SQUIBB AND SONS 250NG
THALLOUS CHLORIDE, TL-201 (PAGE 3-175)
INJECTABLE; INJECTION
THALLOUS CHLORIDE TL 201
> ADD > MEDIâ€”PHYSICS 2MCI-ML
THEOPHYLLINE (PAGE 3-176)
(FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.)
CAPSULE; CONTROLLED RELEASE; ORAL
SOMOPHYLLIN-CRT
BC FISONS IOOMG
THEOâ€”24
BC SEARLE-SEARLE PHARMS IOOMG!
ZOOMG!
300MB!
SOLUTION; ORAL
THEOLAIR
AA RIKER LABS-3M 80MG-15ML
THEOPHYLLINE
AA ROXANE LABORATORIES 80MG-15ML!
TABLET; CONTROLLED RELEASE; ORAL
THEOCONTIN
BC PURDUE FREDERICK 200MG!
THEO-DUR
BC KEY PHARMACEUTICALS 200MG
THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)
CONCENTRATE; ORAL
THIORIDAZINE HCL
CORD LABORATORIES SONG-ML!
IOOMGML!
NATL PHARM MFG-BARRE 100MG-ML!
IEHEJ?
TABLET; ORAL
MELLARIL
99 SANDOZ PHARMS-SANDOZ 100MG
THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)
TABLET; ORAL
THIORIDAZINE HCL
BARR LABORATORIES
p
O
2
G,
H
(II
I!
G!
UIN
OUI
V
OS,
(2867:!!! .
l____
BOLAR PHARMACEUTICAL 10M
1
O
O
3633
99
99
99
99
99
99
99
A9 CORD LABORATORIES 10MB!
AD 1520â€œ
99 25NGN
99 50MGU
99 DANBURY PHARMACAL 10MG!
99 15HGU
99 25Mgu
A9 SOHGu
99 MYLAN PHARMS 100MG!
> ADD > 99 PAR PHARMACEUTICAL 10MG!
> ADD > 99 15NGU
> ADD > 99 25MGU
> ADD > 99 50Ngn
> ADD > 99 100MG!
A9 ZENITH LABORATORIES 100MG!
TIMOLOL MALEATE (PAGE 3-179)
TABLET; ORAL
BLOCADREN .
HS-D-MERCK SMG
TRIAMCINOLONE ACETONIDE (PAGE 3-180)
(72222952?)
> > ' ' I '0 I I I
> DLT > /1Â£DÂ£RLÂ£.IABS/AN.Â¢YAN/Â¢.25NÂ¢/1NH/
> ADD > AZMACORT
> ADD > WILLIAM H RORER 0.25MG/INH
CREAM; TOPICAL
TRIAMCINOLONE ACETONIDE
91 BAY LABORATORIES 0.02525
91 0.125
91 0.52!
OINTMENT; TOPICAL
TRIAMCINOLONE ACETONIDE
91 BAY LABORATORIES 0.02529
AI 0.125
Al 0.52!
12
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DESI PENDING LIST - 'E
CUMULATIVE SUPPLEMENT NUM
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDE; VITAMIN A; VITAMIN E (PAGE A02)
INJECTABLE;
MVC PLUS
ASCOT HOSP PHARMS
INJECTION
10MG/ML;0.006MG/ML;0.5 UGM/ML;
1.5MG/ML;20 IU/ML;0.04MG/ML;
4MG/ML;0.4MG/ML;O.36MG/ML;
0.3MG/ML;330 IU/ML;1 IU-ML
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OICYCLOMINE HYDROCHLORIDE (PAGE A03)
SYRUP; ORAL
> ADO ) DICYCLOMINE
> AND > BAY LABORATORIES IOMG-SML
ADDENDUM
XEMPT' (COURT ORDER) CATEGORY
BER 4 / AUGUST '83 - DECEMBER â€˜83
DIPYRIDAMOLE (PAGE A04)
TABLET; ORAL
DIPYRIDAMOLE
ASCOT HOSP PHARMS SOMG
> ADD > DURAMED PHARMS 25MG
> ADD > SOMG
> ADD > 75MG
HALSEY DRUG 50MG
SUPERPHARM SOMG
/HETHANUROSTENOEONE/(PAGE A06)
â€œREIT-79553242919.)
/Iâ€˜AR.'PHAPIIAÂ¢BJIIÂ¢AL'/
14



51
QOZILZG-IZ'I -'/B6I 5331.150 DNIINIEID INI-IWNHEIAOD â€˜8'11 4
EOIHO1HDOHOAH 3NINV1ONVdOUd1AN3Hd $3OIOOI HOINVdOHdOSI
$31V31VN 3NINVHIN3HDUO1HO $31V1ASIOS NHHDINVUVO
SQIHO1VHOBV1 D2HS HOVNHO-SSO1
3NO1ON31$OMONVH13N
1VOI1033VNMVHD NVD 3NO1ON31$OHONVH13N
' T .' HNIÂ¢/
#2152515IgYgIPINiâ€˜ï¬‚IIIâ€˜ISTHPW/
BOIHO1HOOUOAH 3NINV1ONVdOHd1AN3Hd < GOV <
iQOIHO1HOOMOAH 3NIMHd31AN3Hd $31V31VN QNINVMINHHDNOUB ( DOV <
SNIGOH HV ddV13NIO NIXI13 < OOV <
QOIHO1HOOHOAH 3NINV1ONVdOUd1AN3Hd ( GOV <
SHOIBO1HOOUOAH 3NIHHd31AN3Hd $31V31VN BNINVUINSHDNOHQ < OOV <
SNIBON HV ddV13NIO < OOV <
. 1 .
WRITTEN?â€œâ€˜*â€˜IIIIIIIIIG
/
5.7 Iâ€™ ' II NPPYII
â€™*â€˜â€œâ€™Ifâ€™.-wÂ§Â¢IIIÂ¥Â§IIIII HIT-994;)
3AI1335-3NI - SO1V15 1N38803
29. MBBNBOHO - 29. 1SOSï¬‚V / 9 HEBNON 1N3n31ddfls 3AI1V1ï¬‚Nï¬‚O
AH0931V3 (H3080 1Hï¬‚03) .1DN3X3.
NVHL H3HIO - 1SI1 SNION3D ISEO



C2_<m_Â»m3.< 01 Z-OI-Q-2
2 ; ___ :z:
w mod m owmow mmmm
=2;




