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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,
5th 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, l984. 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 >_MGL> to the left of the line on which new
information exists. The {Aggy 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 >Jul_> (DELETE) to the left of the
line containing the overstruck print. The Â§1u1_> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (P) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUM: DESI Pending List
Products
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 REQUIRING REVISED LABELING FOR FULL APPROVAL
Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, base on additional
information submitted by the applicant, the product will be included in
the Drug Product List.
Federal Register Reference
l984 (49 FR 2568l)
l984 (49 FR 3ll5l)
1983 (48 FR 32395)
JUN 22,
AUG 3,
JUL l5,
dicyclomine hydrochloride
isosorbide dinitrate
nandrolone decanoate
(continued)
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Register Reference
Products Federal
(continued)
neomycin sulfate with either: MAR 26, l984 (49 FR
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic use]
neomycin sulfate, polymyxin B sulfate, MAY 4, l984 (49 FR
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled release-oral) SEP 7, l984 (49 FR
nitroglycerin (tablet, controlled relase;oral) SEP 7, l984 (49 FR
parenteral multivitamin products SEP l7, l984 (49 FR
phenazopyridine hydrochloride and JUL 29, l983 (48 FR
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, l983 (48 FR
tranylcypromine sulfate MAR 22, l984 (49 FR
SUBSCRIPTION FORM
A subscription form for the publication has been provided at the end
this supplement for use in obtaining additional subscriptions.
iii
11888)
l9l47)
35428)
35428)
36446)
345l6)
38097)
10708)
of



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 three-month period following July '84. 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.
iv



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES COUNTED JULY '84 (BASELINE)
DRUG PRODUCTS LISTED 7415
SINGLE SOURCE 2005 (27.0%)
MuLT|souRcE(i) 54|o <72.9$)
THERAPEUTICALLY EQUIVALENT 4393 (59.21)
NOT THERAPEUTICALLY EQUIVALENT 999 (|3.4$)
EXCEPT|ONS(2) 18 ( 0.3%)
NEW MOLECULAR ENTITIES APPROVED -
NUMBER OF APPLICANTS 295
B. ACTIVITY FOR SUPPLEMENT NUMBER 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 l-5 OF THE LIST)
AUG '84 SEPT '84 CUMULATIVE
DRUG PRODUCTS ADDED: 54 66 I20
NEWLY APPROVED 54 66 I20
DESI EFFECTIVE O O O
REMARKETED O O 0
DRUG PRODUCTS REMOVED: 0 I2 I2
WITHDRAWN APPROVAL 0 O O
RX TO OTC SWITCH O O O
DISCONTINUED MARKETING 0 I2 I2
NET GAIN IN DRUG PRODUCTS 54 54 I08
SINGLE SOURCE PRODUCTS APPROVED I7 I6 33
MULTISOURCE DRUG PRODUCTS APPROVED 37 50 87
NEW MOLECULAR ENTITIES APPROVED: 3 0 3
AS THE ENTITY l O I
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 O 2
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 1 SEPTEMBER '64
ACETAMINOPHEN; DXYCDINE HYDROCHLORIDE (PAGE 3-2) AMITRIEIYLINE HYQRQQBLQBIQE (PAGE 3-10)
TABLET; ORAL TABLET; ORAL
> DLT > /dddaudit/ AMITRIPTYLINE HCL
> ADD > OXYCET > ADD > BP PAR PHARMAGEUTIGAL long
AA HALSEY DRUG 325MG35MGN N 87463 > ADD > DP 25MGN
> ADD > BP soMGu
> ADD > BP 75M6n
ACETIC ACID, GLACIAL (PAGE 3-3) > ADD > BP Long
> ADD > BP IsoMGn
SOLUTION-DROPS; OTIC > ADD > SF SIDMAK LABORATORIES long
ACETIC ACID > ADD > BP 25NGU
> ADD > 91 THAMES PHARMACAL ggn M 88638 > ADD > BP SIGN
> ADD > BP 75MG:
> ADD > BP long
ALLOPURINOL (PAGE 3-5) > ADD > BP IsoMGn
TABLET; ORAL
ALLDPURIHDL > ADD > AMOXICILLIN; POTASSIUM CLAVULANATE (PAGE 3-13)
> ADD > AG CHELSEA LABORATORIES Ioan N 18785
> ADD > Â£5 SOOHOO N 18785 > ADD > POWDER FOR RECONSTITUTION; ORAL
> ADD > AG DANBURY PHARMACAL IgoHgn N 18832 > ADD > AUGMENTIN â€˜125'
> ADD > AG scone: N 18877 '> ADD > BEECHAM LABS-BEECHAM 125MG-5ML;
> ADD > Â£0 31.25MG ACIO-SMLN
> ADD > AUGMENTIN '250'
AMIKACIN SULFATE (PAGE 3-6) > ADD > BEECHAM LABS-BEECHAM 250MG/5ML;EQ 62.5MG AcID/5MLn
INJECTABLE; INJECTION > ADD > TABLET; ORAL
ANIKIN > ADD > AUGMENTIN â€˜250'
> ADD > BRISTOL LABs/B-M EQ soMG BASE/ML! N 62562 > ADD > BEECHAM LABS-BEECHAM 250MG;EQ 125MG ACIDIC
> ADD > Â£0 250MG BAsE/MLN N 62562 > ADD > AUGMENTIN '500'
> ADD > BEECHAM LABS-BEECHAM 500MG;EQ 125MG ACIDIC
AMINO ACIDS (PAGE 3-6)
â€˜ AMPHETAMINE SULFATE (PAGE 3-13)
1 INJECTABLE; INJECTION
T > ADD > BRANCHAMIN 4x TABLET; ORAL
>_ADD_> TRAVENOL LABS 42a N 16676 > ADD > AMPHETAMINE SULFATE
> ADD > BRANCHAMIN 42 IN PLASTIC CONTAINER > ADD > LANNETT smou
> ADD > TRAVENOL LABS 42: N 16664 > ADD > IoMGn
> ADD > TRAVASOL 102 u/o ELECTROLYTES IN PLASTIC CONTAINER
> ADD > TRAVENOL LABS 10x: N 16931
> ADD > TRAVASOL 5.52 N/o ELECTROLYTES IN PLASTIC CONTAINER ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
> ADD > TRAVENOL LABS 5.52m N 16931
> ADD > TRAVASOL 8.5% N/o ELECTROLYTES IN PLASTIC CONTAINER CAPSULE; DRAL
> ADD > TRAVENOL LABS 8.5%! N 18931 > ADD > PROPOXYPHENE HCL N/ ASPIRIN AND GAFFEIHE
> ADD ) AA CHELSEA LABORATORIES 58935352.4H8365M38
ZZZZZZZZZZZZ
N
88697
88698
88699
88700
88701
88702
88883
88884
88885
88886
88887
88888
50575
50575
50564
50564
83901
83901
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 & SEPTEMBER '84 3
DISULFIRAM (PAGE 3-66) FLUOCINOLONE ACETONIDE (PAGE 3-62)
TABLET; ORAL OINTMENT; TOPICAL
DISULFIRAM Epggggg
> ADD > BX PAR PHARMACEUTICAL ZSOMGN N 88792 >_AQQ_> AT HERBERT LABS/ALLERGN 0.0252! N 87157
>_ADD_> BX 500M611 N 88793 > MT #5 MAPiPN'A'APPPATPPiï¬l/m /N.')$.d.433/
SOLUTION; TOPICAL
DOXYCYCLINE HYCLATE (PAGE 3-70) FLUSHED Iâ€™ ' '
>_DLI_>/Ã©I/ 7DZRIBN.IABPRATPRIPSIIQIQIZ/ IN Ã©ï¬‚ï¬iÃ©/
CAPSULE; ORAL
DOXYCYCLINE HYCLATE
> ADD > 95 ZENITH LABORATORIES :9 sons DASEU N 62500 > DLT > /PdÂ£Â£tdÂ£Ã©â€˜GTIHDIATING'NDRHDNE?'EUTEINIIIND'NdDNdNE/(PAGE 3-65)
> ADD > AB EQ 100MB BASE! N 62500 > ADD > MENOTROPINS; LUTEINIZING HORMONE (PAGE 3-122)
TABLET; ORAL
MINOCYCLINE HYDRATE FUROSEMIDE (PAGE 3-66)
> ADD > AB ZENITH LABORATORIES EQ 100MB BASE! N 62505
TABLET; ORAL
FUROSEMIDE
DOXYLAMINE SUCCINATE (PAGE 3-70) > ADD > 55 CORD LABORATORIES eoNDu N 18569
LASIX
TABLET; ORAL > ADD > QB HOECHST-ROUSSEL 80MB N 16275
DECAPRYN
> ADD > 55 MERRELL DON-DON CHEM 25MB N 06612
> ADD > @XYLAâ€˜IIHE S'JCOINATE HYDRALAZINE HYDROCHLORIDE (PAGE 3â€”95)
> ADD > _A QUANTUM PHARMICS 25MB! N 88605
TABLET; DRAL
ï¬lmâ€”M
ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3-76) > ADD > Â£5 SUPERPHARM 10MB! N 88787
> ADD ) 55 25MB! N 88788
TABLET; ORAL-21 > ADD > 55 SONS! N 88789
> DLT > /PEPUL1N/
> ADD > DENULIN 1/50â€”21
HYDROFLUMETHIAZIDE (PAGE 3-104)
TABLET; ORAL-28
> DLT > /DEN,LIL'IN,-'Â¢_Ã©,/ TABLET; ORAL
> ADD > DENULIN 1/50-28 HYDRDFLUHETHIAZIDE
> ADD > AG CHELSEA LABORATORIES some: N 66526
FLUNISOLIDE (PAGE 3-62)
DIDBDBIEIBE_DIDEDEBIDEIDE (PAGE 3-105)
> ADD > AEROSOL; INHALATION
> ADD > DPCNALIDE TABLET; ORAL
> ADD > SYNTEX LABS-SYNTEX 0.25MG/INHI N 18340 HYDROXYZINE HCL
> ADD > AD PUREPAC/KALIPHARMA 10MB! N 88120
> ADD > AB ZSHGU N 88121
FLUOCINOLONE ACETONIDE (PAGE 3-82) > ADD > AB 50MB! N 88122
CREAM; TOPICAL Â»
ELDDTN2LDTE ACETONIDE INDOMETHACIN (PAGE 3-106)
>_A_D_D_> A_T PHARMAFAIR 0.012): N 68499
> ADD > 51 0.0252! N 66566 CAPSULE; ORAL
FLUCRID INDOMETHACIN
> ADD > AT HERBERT LABS/ALLERGN 0.6252! N 87156 > ADD > 59 PAR PHARMACEUTICAL asNGD N 18829
> DLT #3? /)t-<RXDN.'1'ADDPAJâ€˜DP1Â£S// 112/ /N.' .d.4.$.4/ > 400 > 62 LNG" N 18829
> DLT >/A_/ / 3 252/ /Nf-fi-3Â§/
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 & SEPTEMBER '84 5
OXYPHENBUTAZONE (PAGE 3-143)
TABLET; ORAL
> Ann > oxYRusRnuTAzeRE
> AOO > AB BOLAR PHARMACEUTICAL 100MB! a 88599
TANDEARIL
> AOO > _g GEIGY/CIBAâ€”GEIGY 100MB N 12502
> AOO > PENTOXIFYLLINE (PAGE 3-149)
> AOO > TABLET, CONTROLLED RELEASE; ORAL
> ADD > TRENTAL
> AOO > HOEcHST-ROussEL AOONGU N 16631
PROTAMINE SULFATE (PAGE 3-168)
INJECTABLE; INJECTION
PROTAMINE SULFATE
> AOO > UPJOHN zsoMG/vIALa N 07413
PSEUOOEPHEORINE RYOROOHLORIOE; TRIPROLIDINE HYDROCHLORIDE
(PAGE 3â€”169)
SYRUP; ORAL
> AOO > TRIPROLIDINE HCL AND PSEUDOEPHEDRINE HOL
> AOO > _5 PHARMAFAIR 5OHS/5HL;1.25HS/5HLI N aasa1
guINIOINE SULFATE (PAGE 3-1701
TABLET; ORAL
cIN-cuTN
.â€”â€˜â€” I
> DLT >/Â§Â§/ RORELL LABORATORIES lÃ©dÃ©ï¬‚Ã©/ /N,Â¢j25$/
RITOORINE HYOROORLORIOE (PAGE 3-173)
INJECTABLE; INJECTION
YuTovAR
> AOO > ASTRA PHARM PRODS LSMG-HLI N 18580
> AOO > SAFFLOWER OIL: SOYBEAN OIL (PAGE 3-174)
> AOO > INJECTABLE; INJECTION
> ADD > LIPOSYN II 10x
> Ann > ABBOTT LABORATORIES sx;szu N 16997
> AOO > LIPOSYN II 202
> AOO > ABBOTT LABORATORIES Ioz;loxn N 18991
SODIUM LACTATE (PAGE 3-176)
INJECTABLE; INJECTION
> ADD > SODIUM LACTATE IN PLASTIC CONTAINER
> ADD > ABBOTT LABORATORIES SMEQ/HLI N 16997
SODIUM POLYSTYRENE SULFONATE (PAGE 3-179]
POWDER; ORAL, RECTAL
KAYEXALATE
) ADD ) AA BREDN LABS-STERLING â€œ55.6GM/BOT N 11287
) ADD ) SODIUM POLYSTYRENE SULFONATE
> ADD > Â£5 BAY LABORATORIES 953-GGH/BOTU N 88786
SUSPENSION; ORAL, RECTAL
SODIUM POLYSTYRENE SULFONATE
> ADD > AA BAY LABORATORIES IEGN/6OHLI N 88117
SOYBEAN OIL (PAGE 3-160)
INJECTABLE; INJECTION
> ADD > LIPOSYN III 192
> Ann > 53 ABBOTT LABORATORIES 193: n 18969
> ADD > LIPOSYN III 292
> ADD > A! ABBOTT LABORATORIES Â£23! N 18979
SULFAHETHOXAZOLE; TRIHETHDPRIM (PAGE 3-183)
TABLET; ORAL
> ADD ) SULFAHETHOXAZOLE B TRIHETHOPRIH
) ADD ) AG HEATHER DRUG 40633-80N6U N 18946
) ADD > AG SOCHÂ§Â§16CHGU N 18946
SUCCINYLCHOLINE CHLORIDE (PAGE 3â€”181)
INJECTABLE; INJECTION
14' GOOOINYLOHOLINE ONLORIOE â€˜J)Â¢iâ€  ̃/ IN 6525â€™,
> DLT > QB/ 7IRZÂ§E â€˜L, 51 n; E :
>____0'-T >/l\_./ /IC NIAL/ /N. 5.625.3/
TERBUTALINE SULFATE (PAGE 3-167)
> ADD > AEROSOL; INHALATION
> ADD > BRETHAIRE
> ADD ) GEIGY/CIBA-GEIGY Â°.2MO/INHI N 18762
THIORIDAZINE HYDROCHLORIDE (PAGE 3â€”192)
TABLET; ORAL
THIORIDAZINE "CL
> ADD > A BARR LABORATORIES 159MB! N 88731



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 & SEPTEMBER '84
TRIAMCINOLONE ACETONIDE (PAGE 3-195)
OINTMENT; TOPICAL
TRIAHGINOLOHE ACETONIDE
> Ann > 51 PHARMADERH/BYK-GLDN 0.02529 N 88692
> AOO > 5; 0.12m N 88690
> AOO > TRYNEX
> Ann > 51 SAVAGE LABS/BYK-GLDN 0.0252! N 88695
> AOO > 51 0.12: N 88691
TRISULFAPYRIMIDINES (PAGE 3â€”200)
SUSPENSION; ORAL
> on > /Tâ€˜RIÂ¢LE'Â§OL'Â¢OÂ§_O/
>m>mij . 7.\â€˜A.Lâ‚¬.â€˜;ï¬Eri1 AL/
/$daNGl$Hfl/ lï¬‚fï¬ï¬iï¬j/
VERAPAMIL HYDROCHLORIDE (PAGE 3-202)
TABLET; ORAL
> AOO > OALAN
> AOO > AB SEARLE-SEARLE PHARMS 80MB: N 18811
> AOO > A; 12095! N 18811
:SEPTIN
> ADD > 59 KNOLL PHARMACEUTICAL BOMB N 18595
> ADD > AB 126MB N 18593



DESI PENDING LIST
ADDENDUM 7
- â€˜EXEMPTâ€™ (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 & SEPTEMBER '64
> DLT > . I didfiï¬‚"Â¢9Â£ï¬‚dÂ§dï¬iiÃ©ï¬‚iÃ©"dÃ©ï¬Pdï¬Tï¬Ã©RÃ©Lâ€˜
> OLT > /F\Â§ MAL ER L;â€˜EOLZO'ZEZB;â€™E_AOIAATI-EÂ§ RTTL-AO. ï¬Ã©f/
> DLT > /PYRÂ§50Â§Â£REâ€˜RTOREEREOREOEfâ€˜NilOEEAÂ¢IH'PNOREQKTE'EEOIDï¬i/
> DLT > /THIAHÂ§AE'ETOROOREERIOEiIgifï¬hiï¬‚rgfâ€™VifÃ©ï¬iï¬‚'E/IPAGE A 2)
Â»  DLT > /1R)Â¢Â¢TAALEÂ§JÂ¢NJEÂ¢TIÂ¢A/
) DLT ) /fi7Â§Â§â‚¬5?55525Â§Â§5$Â§Â¢a'/ /Ã©dHÃ©/ViA"dâ€˜dÃ©PÃ©/viA"d'ddiNÃ©/VIA"/
> DLT > a)â€™. NA NA. 7 L . . . 1-5. l. . .L.3..-.. . . 1-}
:0: : GENERALâ€™;ATM/MAâ€
. g I . â€˜T .r. .- )â€™ ,.I , .5 , I
> DLT > /Â£9ulï¬5.BASE/giï¬AsiqÃ©nÃ©/Viï¬Lsl,
> DLT > /ER.1,Ã©M$.Ã©AS;/yi L;Â¢,/AS/VÂ¢AL;/,
> OLT > LIFLS-YIAL/ /R.1Â¢92A/
> DLT > /dÂ§Â¢dÂ§Ã©id'$Ã©idÂ§'Bidfiï¬‚j'OYEROOEQSEAEIN;'EÃ©iï¬iï¬‚fï¬‚Ã©ï¬dï¬‚f/
> DLT > /EiÂ§f5Â§Â£63Â§Â§Â§5tÂ§'FdiiÃ©'Ã©ï¬iï¬fâ€™N$iÂ§f?Â§ï¬iï¬â€"PTREOOX NE;
> DLT > /rTï¬‚iÃ©ï¬fLORIBEifRiBÃ©FCZTIN'Ã©ï¬‚i :53 Eâ€™_cfis'z; TTIANANE
> OLT > /: â€œ355311167320EZYâ€˜TETZAETZM 'lf'Ã©iTE-ETTZN'Ã©/(PAGE A02)
(SEE SPECIAL NOTE B.)
> OLT > /1NJEÂ¢IAOÂ£EÂ§XINJEÂ¢TION/
> DLT ) /ï¬‚7Â§Â§5*?Â§%4AAÂ¢Â¢n(xÂ¢A'/ /iddHÂ¢/ViA"d'dÃ©ï¬Ã©/ViA"d'ddÃ©fÃ©iviï¬"/
> DLT > .. ) â€˜ . ,L .. . .LJ. . . 1-.;..-.. I. . 1-3
>MT> * / MTOOAORROOOBONOO/
> at; > 5Â§ï¬Â§Â§Ã©Â§Â§Â§1Â§Â§Â§55Â§iÂ§153,AAA/TIAL;/
> > . j . 5,â€˜. . 3/ ,
> DLT > /LA.XU/V:AL/ /N.IÂ¢Â§33/
> OLT > fiÃ©ï¬diï¬iÃ©'Ã©didf'Ã©idfiï¬;â€˜OTÃ©ï¬diï¬ï¬Ã©iÃ©ï¬iR;'FÃ©iï¬Ã©ï¬‚fï¬‚Ã©ï¬dif/
> DLT > /ï¬Â§Â§ iï¬‚dfFEiï¬ii'Fdï¬iÃ©'Ã©Ã©Edi'ï¬ï¬ï¬Ã©iï¬ï¬ï¬fdt;'Â§9Â§Â§ï¬6Â£1ï¬=Â§/
> DLT > /H-fi iffÃ©ï¬iï¬‚Ã©i'ï¬iÃ©dï¬ï¬iEiï¬‚'ï¬ï¬‚Ã©iiilfÃ©'Ã©ï¬tidï¬f'Tï¬‚iiï¬iiÃ©f'vifï¬‚ï¬iï¬‚/
> OLT > /Ã©/(PAGE A02)
(SEE SPECIAL NOTE B.)
> DLT > liNJEtIARAEiJiNJEtIIRN/
) m ) "See'TfÃ©'T/Oswmxs/ mi): 1"A'ddmÃ©/wd's'uww/
> OLT > A .. .. r- .r ri;.,.. . LL.-. 3 15
> DLT > /i5SNS/ï¬‚gitRS1ï¬‚/ï¬iiÃ©JÃ©ï¬ï¬S/HÃ©iï¬‚ï¬R/Hii/
> MI > [65.40. /)â€™TJ~.3,.d.-35N$Â§/NJ-3XL-PIAE/m-J/ ,
/$Â» R.iR/ï¬‚A/ /N.iÂ¢4$9/
> OLT > /Â£Â§OORBIO'Ã©Ã©idi'BIOTINâ‚¬'OTANOOO*AEAHINâ‚¬'OERRANTEENOLf'EOE
16/
> OLT > /AOIOÂ§'Ã©iidiÃ©Ã©ï¬tï¬Ã©i'PERIOORINEâ€™TTï¬iÃ©tï¬ï¬dÃ©fï¬‚Ã©i'ï¬‚iÃ©dï¬idï¬i:
> DLT ) /TRIZRTEE REJROOREORIOEf'UiTEï¬EN'Ai'ï¬ifiï¬‚iï¬‚'ï¬f Uifdï¬‚iï¬â€™i/
> DLT > (PAGE ADZ)
(SEE SPECIAL NOTE B.)
> DLT > liNJEtIAELEjIiNJERIIï¬N/
) DLT > /ï¬‚TY;FROâ‚¬Â§3Â§ /Ã©dnÃ©-fl d d'Ã©flg/n A ddiiÃ©iï¬
>RLT> 1)â€˜ i=0 .. L's'H-i, _ iii.) Aâ€™; ,
> DLT > /SOS/Ni;9QÃ©Ã©NG/NifÃ©ï¬S/HÃ©idJÃ©RR/Hi;/
> (M > /.d.-#:4521159,-61150313559. IR-NAJ/
> DLT > /Â§9.iD/ï¬‚A$2.iD/NL/
/ (315.44.â€
> DLT > [AGOORBIOâ€˜AOIOXâ€˜BIOTIAiâ€™OYANOOdBALANIT '
> OLT > /TÂ§AOIRABT5EÂ§â€™Â¥AYTT9:9L5â€™6iR15621NEâ€™T
> DLT > /;Niiï¬‚%dÃ©â€™RÃ©ï¬Â§Ã©Ã©LLcdIdÃ©ij0Â£TANÂ¥Nâ€˜Ai'0
(PAGE A02)
(SEE SPECIAL NOTE B.)
(
_ I LOREOET'RIBOREAOINF/
TA: Aâ€™Bi'JlfXEÃ©N'Ã©/
HA -<~Â» .
:1.â€˜
Al.
(â€˜1
> DLT > /1R)E;IAALE;J:N4EÂ¢T1Â¢R/
> OLT > /NUAIIVifÃ©NiN,ARRifIVE/ ,, , ,, , ,
> DLT > lAÃ©BOII.LABORATORIES/liÃ©RNR/Sï¬‚ggd,RANR/SNAJA,RRSNQ/SNL;
> DLT > /Â¢Â¢4fiÂ§/5fil3Â§Â¢fiÂ¢/5fil5 Sï¬‚Â¢Z5ï¬L5 ,,
> 33 â€™ Aâ€˜???ï¬ï¬igï¬iÃ©Ã©Â§Â§â€™Â§Â§5Â§Â§f%i37mm"/
> > ; ) . . 5
>Mr> lMJWWH /Rm#y
> OLT > lAÃ©ddRBIÃ©'Adidj'BidTINfâ€˜OENRANTHENOLiâ€˜AIAOINANIOEf'PYRIOOXINE/
> DLT > /NTOREONÂ£OREBÂ§Â§â€˜RIBOPLAOITfâ€™Tï¬IAT.NETPTOROONEOTIOEIIPAGE A02)
(SEE SPECIAL NOTE B.)
>mi> Hmï¬ï¬‚ï¬ï¬ï¬mï¬ï¬ml
3 3t; 3 /575Â§Â§FAAÂ§Â£LA'RAÂ¢HE/ lsdï¬ciï¬‚ï¬‚â€™d'iï¬‚Ã©/Niâ€˜idï¬Ã©/HLâ€˜4dHÂ¢/ï¬iâ€™/
> DLT > ' ' /1AAÂ¢/AIEÂ§EÂ¢2NI:AEÂ¢7NI/ "' /N:$Â¢A?1/
>nu> /fimfikfflfl
>nu> lMï¬MWMJWM/ ##GNOOONOOWMOOOMO
>MT> /OMMOAQROMMD /NMM#
> OLT > lÃ©Ã©ddÃ©Ã©iÃ©'Ã©Ã©idiâ€˜OÃ©iPANTHENdE;'NiÃ©Ã©ihiÃ©iÃ©Ã©i'PTRIOOXINE/
> DLT > [NEBROifZCRIOEi'RI OPEABEï¬f'TzIANI:E'HTBREONCORIOE?'VITAHIN'Ai/
> OLT > Nï¬Ã©ï¬‚zai'df 'GITAâ€™ï¬iA â€˜(Ã©/(PAGE A03)
(SEE SPECIAL NOTE B.)
>fiiÂ§ OR%OOBJMOOM/
) . . .
DLT 7UÂ§VYPHARNAÂ¢EUIÂ¢Â¢AIL /sÂ¢nÂ¢/AI;Â¢;sAÂ¢/AI;1AAÂ¢/AL;1;sAÂ¢/N1;
ZMTZ /mwmï¬mmmymdmmmmmmnm/
> OLT > /R,SHG/NL/ , /N.RBB 9/
>03 > 4,);9559R954999995997â€œ
> 0 > hp 3 ."p .5 1.... 3
> DLT > /2Â¢Â¢JiÂ¢/RIEIEE/AI/ /AJAÂ¢Â¢AÂ§/
> OLT > /IGOEORBIOE'OINITRATE/(PAGE A05)
(ALL PRODUCTS â€” SEE SPECIAL NOTE B.)
>on> lï¬‚ï¬ï¬fï¬ï¬/
w > USRSORBIRE'RINIJâ€˜RAJâ€˜EI
3m1> NMMMMRï¬‚ï¬ï¬l/MM/ lwï¬ï¬ï¬‚



DESI PENDING LIST -
CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST
> OLT > /:tsÂ»â€˜.((.Â¢f'$,=fBTOE'dINITRATE/(RAGE A05)
(ALL PRODUCTS - SEE SPECIAL NOTE 8.)
> > *T'ARORRRA
)OLT> > w > /B.A'RR?LARRRIIÂ¢RLÂ£S/ /isirtd/ /Nâ€˜67$.45/
> > TA {515.6011 " .' â€™ '
> > /. gig-MM; ROLLER RELEASE ISRAL/
> w > KARL-â€˜ST.â€˜LABORATORIES/HARM /N'Ã©sÃ©Ã©Ã©/
NITROGYLCERIN (PAGE A07)
> w > /Â¢A'RS.UL'E.J.â€˜tRNJâ€˜RRLLER.'RELEAPEL'RRAL/
(ALL PRODUCTS â€” SEE SPECIAL NOTE B.)
> DLT > /.1â€˜ARL'E)â€˜.;.â€˜tRNJâ€˜RRLLER.RELEASE).'ORAL/
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
'EXEMPTâ€˜ (COURT ORDER) CATEGORY
'64 & SEPTEMBER
'84
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DESI PENDING LIST â€” OTHER THAN
CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST
CURRENT STATUS â€” INEFFECTIVE
BEROCCA C HOFFMANN-LA ROCHE
ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE;
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE
PYRIDOXINE
BEROCCA C 500 HOFFMANN-LA ROCHE
ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE;
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE
PYRIDOXINE
DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
ELIXIR DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
TUSS-ORNADE SK&F LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE
CURRENT STATUS - EFFECTIVENESS TO BE DETERMINED
H.V.I. PEDIATRIC USV PHARMACEUTICAL
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PHYTONADIONE;
PYRIDOXINE HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM;
THIAMINE HYDROCHLORIDE; VITAMIN A; VITAMIN E
'EXEMPT'
(COURT ORDER) CATEGORY
'84 & SEPTEMBER
'64
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SUBSCRIPTION FORM
15-1" 1" Iâ€œ APPROVED PRESCRIPTION DRUG PRODUCTS ' "If";
WITH LUCLATE
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 $
(Make check payable to Superintendent of Documents)
AUTHORIZING 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 $
FOREIGN _ @ $82.50 $
ENTER TOTAL
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