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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,
ith 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, l983. 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 > mni> to the left of the line on which new
information exists. The >omm >symbol is dropped in subsequent cumulative
supplements for that item.
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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 >JMJL> (DELETE) to the left of the
line containing the overstruck print. The > Drr> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (I) 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.
-':'\|1 I. I" "r"
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, 1983. The subject product withdrawals are not reflected in
this issue of Cumulative Su lement, but will be reflecTEd in Cumulative
Supplement g: August-November, IDS?
Drug products which have been reformulated to exclude phenacetin will
appear as they are approved as additions under the appropriate ingredient
headings.
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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 '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.
iii



A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES COUNTED
DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCE(I)
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTIONS(2)
NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS
B.
DRUG PRODUCTS ADDEDr
NEWLY APPROVED
DESI EFFECTIVE
REMARKETED
DRUG PRODUCTS REMOVED:
WITHDRAWN APPROVAL
RX TO OTC SWITCH
DISCONTINUED MARKETING
NET GAIN IN DRUG PRODUCTS
SINGLE SOURCE PRODUCTS APPROVED
MULTISOURCE DRUG PRODUCTS APPROVED
NEW MOLECULAR ENTITIES APPROVED:
AS THE ENTITY
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY
(I)
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION
JULY '83 (BASELINE)
6679
I908 (28.6%)
(7|.4$)
477I
3804 (57.0%)
957 <|4.3%)
10 (o.|%)
304
AUG
7|
'83
Iv
SEPTâ€˜
6|
26
35
I9
42
THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e.,
(SEE PAGE
83 OCT '83
37
58 37
I O
2 O
22
O O
2 O
24 22
I5
7
30
I
O 0
AVAILABLE
I-5 OF THE LIST)
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
ACTIVITY FOR SUPPLEMENT NUMBER 2
w
I69
I65
I
3
58
O
2
56
III
34
I35
2
O
2



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
AM1H0PH1LL;NÂ§ (PAGE 3-0) SP RIN' CAFF N - A Nâ€  ̃N R H
' " , (PAGE 3-15) '
MAMA). DRAI-l
SOLUTION; ORAL CAPSULE; ORAL
AHIHGPH1LLIHE PROPOXYPHENE COHPO 65
AA ROXANE LABORATORIEG 10Â§Â§G/SMLI lÃ©Ã©/ â€œ7iï¬‚ï¬‚ï¬‚if33ï¬igiï¬7 iZÃ©iHGiigÂ§Â§ï¬‚diidiï¬‚Â§iÃ©Â§ï¬dl
/REPR6 'Ã©dHPduHd â€˜AIMS/â€œHM â€˜mug-ï¬lm
TABLET; ORAL r , ,, ; ; ;
AHIHGPHYLLIHE /GKÂ¢6$'ddHPduHd
BO BARR LABORATORIES lOOMGI lÃ©A/ , ,GRIESI lgiiï¬‚gjiiiï¬ï¬‚ï¬jiï¬gï¬‚gjï¬‚EHG/
BD ZOONGU
> Ann > Ag VAHGARO LABS/"NH 1Hgn
> Aug > A; goons: ASPIRIN; CAFF INE' RO ox PHEN Y RO H ORID (PAGE 3-16)
CAPSULE: ORAL
> QLI > lAHPHEIÃ©HINE'SUEEATE/(PAGE 3-13) gARvoH coHPouHo-65
AA ELI LILLY INDSTRS-PR 332553334555395nÂ§
> DLT > lpÃ©gÃ©ï¬ji'Ã©Ã©'ggï¬‚jï¬‚Ã©piï¬‚ï¬‚p,'Rï¬‚IEASEjfdIIAL > Ann > PROPOXYPHENE coHPoUHD 65
> OLT > â€˜I > Aug > 99 LENNON Â§a9HÂ§;Â§z.aHG:Â§Â§gÂ§u
) T > /$Kï¬F'Lï¬BÂ¢RAjÂ¢Â¢1Â£$/ /isflg/ AA SKSREFCENESNWTORIES Â§89MÂ§ 4H gsmg
3 3 I
>_QLI_> lifiÃ©iflfi-prai/
>_QLI_> IBENZEPEINFI/
>_Q_.LT > MW. .LAPPRMPRIES/ /5)IÂ¢/ M P R Nâ€  ̃AR 50 R (PAGE 3-16)
>_QLI_> liï¬ï¬‚ï¬/
TABLET; ORAL
SOMA COMPOUND
> Ago > Agpgnzg; QUTALQIIAL (PAGE 3-15) WALLACE PHARms/c-w 325mG:200nGu
> Ann > TABLET: ORAL
> Ann > AXOTAL ASPIRIN; ggRlsopRoogLg ggoglug Â£floÂ§Â£flaiÂ§ (PAGE 3-16)
> AQQ > AGRIA LABORATORIES 650ng;50mgn
TABLET; ORAL
SOMA COMPOUND w/ CODEINE
AÂ§PIR;N; BuTALB11AL; CAFFÂ§INÂ§ (PAGE 3-15) WALLACE PHARns/c-w 325HG;200M6;16HGI
TABLET; ORAL
ASPIRIN AHO CAFFEINE w/ BUTALBITAL ASPIRIN; Hvpnogoooug QIIARTBATE (PAGE 3-16)
PUREPAC-KALIPHARHA 325MGÂ§50HG;40MGI
TABLET; ORAL
VICOPRIN
Asggnxu; BUTALBITAL; GAPPETNE; EgguAceTlg (PAGE 3-15) KNOLL PHARmAcEuTIcAL 500NG;5HGI
TABLET; ORAL
.P.c. w/ BUTALBITAL BAEAHPIETLLIN HYnRocHLoR;oÂ§ (PAGE 3-18)
/g/ Wwmmwxm/ /zaons;'saaai4anasmaa/
TABLET; ORAL
SPECTROBID
AÂ§P;RIH; CAP5E;GÂ§; DIHYDROCQQEINE BITARTRATÂ§ (PAGE 3-15) -- PFIZER LABS-PFIZER GOONS:
CAPSULE: ORAL
SYNALGOS-DC BEHZTHIAZTGE (PAGE 3-20)
IVES LABSIAHHO 356.4H6;30MG;16MGI
. mam)â€œ
> U > .
>_9_L._T_> /BP/ NPIIILPMVIIIENJâ€ .̃TAPS/HOW



ITVIA-HSVB H92 03
ITVIA/HSVQ "SI 03 SHIUOIVBOBVT 5728
XOZIDHD
NOILOHFNI Â£319V133FNI
(OE-E 39Vd) Nflioos QHIXOZILDHO
ITHOOI/Dï¬‚blfTHOOT/SHOOS < DOV <
ETNOOI/SNODQITHOOI/SHDL < DOV <
S1HOOI/9N0221NO0I/SNSE DSOH HV-MVSON HV < DOV <
HHNIVINDD OILSVTD NI 3 HIATOSI < DOV <
NOILOHFNI 5319V133FNI < GOV <
(
(LZ-E HSVD) HIVUIID NFIIOOS IBOIHOTHD Hï¬‚IDOS EBLVLBOV NDIOOS < GOV
IHOIHOTHD Hï¬‚ISSVlOd EHUIBOTHD HDISHNSVH IBGIHOTHD NDIOTVO < GOV <
RTNOOI-NSII
21HO0I/N99â€˜621H001/9H003
51u00t/u90551uoot/suots
I1HO0I/N99'6
21HO0I/NSZ'621HO0I/9H003
TNOOI/NSOSSTHOOTISNOIS DSOH NV-MVSDH NV
HBNIVLNOO 3118V1d NI ZOS BSOHlXBG LM BLVHANHONOO HIATVIO
I1H0DI-H9II
51HO0I/H99â€˜651H001/9N002
S1HO0I/H90251HOOI/9HOIS
NTNOOI/N99'6
QTNOOT/NSZ'651HOOI/9NOOZ
STNOOI/HSOEITHOOI/SHOIS DSDH NV-MVSON NV
HHNIVLNOD QILSVID NI ZOE ZSOMIXQD /M HLVHLNHONOO HLATVIO
TVHNDLIUHDVULNI iNOIlï¬‚TDS
(92-2 39Vd) HOIECTHD-NHIOOS TBLVL3OV
HOIOOS IJOIHOTHO HDISHNQVN IHSOHLXHO ZSDIBOTHO Hï¬‚IOTVD
ISNZZSHOOI VNOZXV/NONVSHO 89 < DOV (
HNIVHSIM ( GOV (
SNZFQNOOI ZODNVS/SHHVHD ZOONVS 88 < DOV <
LOSHHiVO
1V1338 5AHOlISOddï¬S
(SB-E HSVD) BLVBAHVL BNINVLOSHH .BNIBSAVJ
PPPPFSPPPPPFPPPP! LUFP-PHP ' T
PNPPPWPP.PHP5/
ivao SLBTHVL
f f " f f I .1
aâ€ W â€œmm mm ammo
____ (oz-E aeva)
llâ€˜H-PPYIIPIIF. IHPIFPPM. PIIâ€˜FIIIIPP. A'IIPPPWPPTIIYP. A'PIIIPPPYP/
Aï¬hlswtcoo'otzsl'o EV
ntfi755i8667622Â§76 uavua ason Vdlsv 5F
anxvaaosnas
1nlsmtsoo'otzsz'o 3V
1HIDHI600â€˜0225â€˜0 swliaals-savt M0389 i?
ZHIHHdZHIdZ IM 10" SHIVOHVH
NOILOHFNI SHTBVLDZFNI
(EZ-E 39Vd) QLVMLHVLIB HNIHHdENIdH IQOIHOTHDOUOAH ZNIVDVAIDDB
â€™ G 1 i I
31V31VH SHIHVUINHHDROUB
TVHO FLHTBVL
/W/< m <
(ZZ-E 39Vd) HLVBTVH BNIHVHINHHDHOHB
asva ZIâ€˜O 65 surnames â€˜V
EHEEETVZ
nasva zt'o 63 N019-xAe/sevT asvAvs i?
EEEIVIEE
nasva"zf'6'6Â§ wuTs-xAa/waauvwavua Ei
nisva ZI'O 65 wuiaâ€”xAe/vaaonoa 3 av
31VA31VA HNOSVHIBHVIHD
TVJIDOL FLNQHLNIO
EEFETZETE'EE owruauos i9
EEEEETEK
AEEEETETTE'BE No1s-xAa/sav1 ASVABS EV
" REEIVIGE
nasva ZI'O 6: Noisâ€”xAe/waaovuavma EV
niSTiFï¬iâ€˜Eâ€˜Ei NOTS-XAD/VHHDï¬‚Dd a 6?
21VA31VA auasvuiamviaa
TVOIDOL :N01101
AEEEE'ETTETEE NuTsâ€”xAe/sevT asvAvs 6?
P5315156
AEEEE'ETTE'EE NuTsâ€”xAe/uaauvuavua EV
nasva ZTâ€˜G'EE NuTs-xAe/vaasnoa 3 EV
P1-321VA HNDSVHAZHVABB
TVOIDOL IHVHHD
(Ia-E 39Vd) Â§1VU31VA HNOSYHAHHVLBB
(SZ'E HSVD) NILHOVNHHD ITODOHDOSIHVO IHNIHdiVO
2 29. 8380130 - E9. Asfflv / Z HBHHDN 1N3h31ddfi$ 3AIlV1ï¬‚Nn3 / 1511 AODDOUd SOHO



DRUG PRODUCT LIST / CUMULATIVE
> ADD > CEFURDXIME SODIUM (PAGE 3â€”30)
> ADD > INJECTABLE; INJECTION
> ADD > ZINACEF
> ADD > GLAXO EQ 750MG BASE/VIALI
> ADD > EQ 1.56M BASE-VIAL!
CHLORDIAZEPOXIDE (PAGE 3-33)
CAPSULE; CONTROLLED RELEASE; ORAL
LIBRELEASE
HOFFMANN-LA ROCHE 30MB!
CHLORDIAZEPOXIDE HYDROCHLORIDE (PAGE 3-33)
CAPSULE; ORAL
CHLORDIAZEPOXIDE HOL '
>DLT #ï¬/ I , Al-sm:
> DLT >/ZB/ / G
> BLT >/__/ /_. /
CHLOROTHIAZIDE (PAGE 3-35)
TABLET; ORAL
CHLOROTHIAZIDE
CHELSEA LABORATORIES 250MB!
500MB!
D
15
CHLORPHENIRAMINE MALEATE (PAGE 3â€”36)
TABLET; ORAL
CHLORPHENIRAMINE MALEATE
lÃ©Ã©/ . I . A L
CHLORTHALIDONE (PAGE 3â€”38)
TABLET; ORAL
my;
PUREPAC/KALIPHARMA
Â£9 EEEEI
CHLORZOXAZONE (PAGE 3â€”39)
TABLET; ORAL
OHLORZOXAZOHE
PAR PHARMACEUTICAL
Ag zsoMGu
SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
CORTICOTROPIN (PAGE 3-43)
I7JECIABLE; INJECTION /
> D T > RC HYETHJEABS AMHO Â§U-UNITS-M'
> DLLI ) / l / Iâ€˜U-IL/
CYANOCOBALAMIN (PAGE 3â€”44)
INJECTABLE; INJECTION
REDISOL
lÃ©i/ MS-D-MERCK Idliï¬‚Ã©lï¬'
EIIQQEX
/4g/ PARKE DAVIS/H-L [dliAG/HL/
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)
TABLET; ORAL
CYPROHEPTADINE HOL
> ADD > A_ DURAMED PHARMS gggi
DESOXIMETASONE (PAGE 3-49)
OINTMENT; TOPICAL
TOPICORT
HOECHSTâ€”ROUSSEL 0.252!
DEXAMETHASONE (PAGE 3-49)
SOLUTION; ORAL
DEXAMETHASONE
ROXANE LABORATORIES 0.5MG/5MLI
DEXAMETHASONE INTENSOL
ROXANE LABORATORIES 0.5MG/O.5MLI
TABLET; ORAL
DECADRON
BP HS-D-MERCK 6H6
DEXAMETHASONE
BP ROXANE LABORATORIES 6M6!
IMGI
DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)
INJECTABLE; INJECTION
/HExÃ©dRdL'PAdsPHAfE
LLEXAQL
Q! ORGANON-AKZONA EQ 6M6 PHOSPHATE-ML
EQ ZOMG PHOSPHATE-ML
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER
FENTANYL CITRATE (PAGE 3â€”75)
INJECTABLE;
SUBLIMA
umssï¬i'mm/
JANSSEN PHARMA
INJECTION
/Â¢Jï¬‚$ï¬‚Â¢/Mi/
EO 0.05MG BASE-ML
FLUOXYMESTERONE (PAGE 3-77)
TABLET; ORAL
FLUOXYMESTERONE
BP COLMED LABORATORIES IOMGI
GENTAMICIN SULFATE (PAGE 3-79)
CREAM; TOPICAL
GENTAFAIR
AI PHARMAFAIR EQ 1MB BASE-GM!
GENTAMICIN SULFATE
NMC LABORATORIES 99 1MB BASE-GUN
INJECTABLE; INJECTION
GENTAMICIN SULFATE
ABBOTT LABORATORIES E9 60MB BASEIIOOMLI
E9 70MB BASE/JOOMLA
E9 DONG BASEIIOOMLN
E9 90MB BASE-INONLI
E9 IOONG BASE-IOOULU
E9 1.2mm BASE-NLA
E9 1.0MG BASE-ML!
E9 1.6HG BASE/"LI
E9 1.8MG BASE-NLI
E9 2N8 BASE-NLU
E IOMG BASE/"LU
E9 onus BASE-NLI
LYPHO-MED E9 GONG BASE-BLU
Â§ENTANIOIN4-ULFATÂ§ IN PLASTIC CONTAINER
ABBOTT LABORATORIES 59_9999_99Â§gÂ¢99999I
E9 70MB BASE/IN
EQ SONG BASE/JOOMLA
EQ 90MB BASE/IDDMLI
EQ IOOMG BASE/JOOMLA
E9_9,2MG BASE-ULI
E9 1.Â¢NG BASE-NLI
E9 1.6NG BASE-NLI
EQ 1.8MG BASE-ML!
EQ ZMG BASE-ML!
ISOTONIC GENTAMICIN Â§ULFATE IN PLASTIC CONTAINER
TRAVENOL LABS EQ 0.8MG BASE-ML!
EQ GONG BASE/IOOMLI
'83 5
GONADOTROPIN CHORIONIC (PAGE 3-81)
INJECTABLE; INJECTION
ldNTdifRiN'S
; ,I$/N$Â£/ lÃ©â€˜ddd'dï¬‚ifÃ©lvtd'
HEPARIN SODIUM (PAGE 3â€”63)
INJECTABLE; INJECTION
HEPARIN sonxuu
> ADD > 99 NATCON 1,000 UNITS-ML:
lÃ©Ã©/
HOMATROPINE METHYLBROMIDE (PAGE 3-86)
A
AA PUREPAC/KALIPHARMA
TABLET; ORAL
HDMAPIN-IO
MISSION PHARMACAL 10MG
ISEDSJTENS'SE
L lidNG/
HYDRALAZINE HYDROCHLORIDE (PAGE 3-86)
TABLET; ORAL
HYDRALAZIHE HOL
PAR PHARMACEUTICAL IOOMGI
50MB!
HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE
(PAGE 3â€”87)
TABLET; ORAL
> OLT > lREH-Tl-Hl
> ADD > RESERPINE; HYDROCHLOROTHIAZIDE, AND HYDRALAZINE HCL
> ADD > RESERPINE, HYDRALAZINE HCL, AND HYDROCHLOROTHIAZIDE
> ADD > SF REID-PROVIDENT LABS 25MG;15MG;O.1MGI
HYDROCHLOROTHIAZIDE; SPIRONOLACTONE (PAGE 3-89)
TABLET; ORAL
SPIRONOLACTONE NI HYDROCHLOROTHIAZIDE
99 PUREPAC/KALIPHARMA gggÂ§Â§gÂ§ggu
HYDROCORTISONE (PAGE 3-90)
CREAM; TOPICAL
ELDEOORT I
>_DL1;>/Ã©I/ ELDER PHARMS IQEEZ/
mm
A! BAY LABORATORIES lg!
51 EEEZP
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> 500 >
> ADD >
> ADD >
> ADD >
DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST â€˜83 - OCTOBER '83
KANAMYCIN SULFATE (PAGE 3â€”102)
INJECTABLE; INJECTION
KANTREX
BRISTOL LABS/Bâ€”M EQ 75MB BASEIZML
EQ 500MB BASE-ZML
E IGM BASEML
12%|:
LIDOCAINE umnocumnmg (PAGE sâ€”loln
INJECTABLE; INJECTION
unocnou
93 PHARMATON-SZ La:
METHYLTESTOSTERONE (PAGE 3-121)
TABLET; BUCCAL-SUBLINGUAL
METHYLTESTOSTERONE
LBP/ lMWfPADiSiN/ liï¬ï¬ï¬/
METRONIDAZOLE (PAGE 3-122)
INJECTABLE; INJECTION
METRO I.V. IN PLASTIC CONTAINER
A! AM MEGAN-AM HOSP SDOMGIIOOMLI
TABLET; ORAL
METRONIDAZOLE
PAR PHARMACEUTICAL ZSOMBI
15 15
500MB!
NANDROLONE DECANOATE (PAGE 3-125)
INJECTABLE; INJECTION
NANDROLONE DEOAHOAIE
AD LENNON IDDMGIML
SONG-ML
Ag LYPHO-MED IDDMGIMLI
ZOOMG/MLI
_Q MAURRY BIOLOGICAL IDOMGIMLI
NITROGLYCERIN (PAGE 3â€”126)
INJECTABLE; INJECTION
NITROHAL
A! G POHL-BOSKAMP SMGIMLI
lMG/MLI
TRIDIL
AM CRITICAL CARE-AHS O.5MG/MLI
OXTRIPHYLLINE (PAGE 3-131)
TABLET; ENTERIC COATED; ORAL
OHOLEDYL
AB PARKEâ€”DAVIS/N-L 100MB
Ag 200MB
OXTRIPHYLLINE
g_ BOLAR PHARMACEUTICAL 100MB!
Ag 200MB:
OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)
CAPSULE; ORAL
6i (â€œAR
lï¬/ / 7W1?â€  ̃.lnms/n-w /: â€˜mm: â€˜m
PENICILLIN V POTASSIUM (PAGE 3-135)
POWDER FOR RECONSTITUTION; ORAL
ldï¬dillllï¬‚ '\h(/
5%
PHENDIMETRAZINE TARTRATE (PAGE 3â€”138)
TABLET; ORAL
PHENDIMETRAZINE TARTRATE
AA FERNDALE LABS 55MB!
PHENTERMINE HYDROCHLORIDE (PAGE 3-139)
CAPSULE; ORAL
ADIPEX-P
AA LENNON 57.5M6I
> ADD > DAPEXâ€”57.5
> ADO > Â£5 FERNDALE LABS 57.5MGI
PHENTERMINE HCL
> ADD > M CAHALL 87.5"6!
POTASSIUM CHLORIDE (PAGE 3â€”143)
INJECTABLE; INJECTION
POTASSIUM CHLORIDE â€˜
ï¬g] _ , L 'In: m.
L
lllj / L
E â€˜MM 'ddÃ©Ã©iÃ©ï¬ll
Â§&__J
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
Â§OMATROPIN (PAGE 3â€”165)
INJECTABLE; INJECTION
ASELLACRIN 2
SERONO LABS
MSEL'JIMRiN/
ASELLACRIN 10
2 IU/VIALI
SPIRONOLACTONE (PAGE 3-166)
TABLET; ORAL
SPIRONOLACTONE
5Q PUREPAC/KALIPHARMA 25MB!
Â§ULFACETAMIDE SODIUM (PAGE 3â€”167)
SOLUTION-DROPS; OPHTHALMIC
> A00 > SULFAIR FORTE
> A00 > A! PHARMAFAIR 502
TESTOSTERONE (PAGE 3-173)
INJECTABLE; INJECTION
TESTOSTERONE
CARTER-GLOGAU LABS SONS/"LU
TETRACYCLINE HYOROOHLORIOE (PAGE 3-174)
CAPSULE; ORAL
TETRACYCLINE HOL
> OLT >/gg/ 7LEHBR7 lÃ©Ã©dï¬‚Ã©/
TABLET; ORAL
PANMYCIN
/4g/ UPJOHN lisdflÃ©/
SUMYCIN
/4g/ ER SQUIBB AND SONS 25000
THEOPHYLLINE (PAGE 3-176)
CAPSULE, CONTROLLED RELEASE; ORAL
SOMOPHYLLIN-CRT
BC FISONS IOOMG
THEO-24
BC SEARLE-SEARLE PHARMS IOOMGI
ZOOMGI
300MGI
SOLUTION; ORAL
THEOLAIR
AA RIKER LABS-3M 80MG-15ML
THEOPHYLLINE
D
ROXANE LABORATORIES BOMGIISMLI
THEOPHYLLINE (PAGE 3â€”176)
TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN
BC PURDUE FREDERICK ZOOMGI
THEOâ€”DUR
BC KEY PHARMACEUTICALS ZOOMG
THIORIDAZINE HYDROCHLORIDE (PAGE 3â€”178)
CONCENTRATE; ORAL
THIORIDAZINE HOL
AA NATL PHARM MFG-BARRE IOOMGIMLI
TABLET; ORAL
MELLARIL
AB SANDOZ PHARMS-SANDOZ 10000
THIORIDAZINE HOL
QQ BOLAR PHARMACEUTICAL lglgn
AB 100MB!
Ag CORD LABORATORIES 10000
Ag Isuzu
Ag 25MB:
A; 50000
> A00 > AB ZENITH LABORATORIES goons:
TIMOLOL MALEATE (PAGE 3-179)
TABLET; ORAL
BLOCADREN
MS-D-MERCK 5M6
TRIAMCINOLONE ACETONIDE (PAGE 3-100)
CREAM; TOPICAL
IRIAMOINOLOHE AOETOHIOE
A; BAY LABORATORIES 0.0252:
A; 9.120
A; 0.520
OINTMENT; TOPICAL
TRIAMCINOLONE ACETONIDE
51 BAY LABORATORIES 0.02520
51 0.120
51 0.520
TRISULFAPYRIMIDINES (PAGE 3-105)
- SUSPENSION; ORAL
> OLT > / UAUJRAHOIU
> 0L1 >/gg/ lsdoflÃ©lsfil/
J- .
lfRiSÃ©M
lÃ©Ã©/ _753E34Aï¬‚fiï¬ï¬Ã©lÂ¢Â£Â£Â¢ï¬‚ï¬ï¬‚lÃ©Ã©Ã©ï¬‚Ã©lÂ§ï¬i/
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ADDENDUM
DESI PENDING LIST â€” 'EXEMPT' (COURT ORDER] CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 â€” OCTOBER '83
NARWHEMEN 'EIIISTâ€˜IIATâ€˜E!â€™ 'EHIIORIâ€™HEPUERAFHHEE 'IMLEIHH â€˜IÃ©dï¬ROM-ItdÃ©/
lidni IJ'Iâ€˜TTELWC NIL'ZLHLâ€˜E'MHMLâ€˜T ED. E (PAGE A03)
/ #1551511},YMSAHEA'PHHSH.WWII
.1â€˜ S .â€”' N
/ jlqgsi/ififdfliif'l /iflflfifdflflfÃ©jsflgisfiflfi/
ISMWIML'RMU
.1â€™ S .-' 15 A If
I ySï¬ï¬ï¬fÃ©ï¬‚Eï¬‚Ã©Hï¬ï¬‚iiS/ lSHÃ©/Sï¬iï¬iM/Srhliï¬JJS/SHJSISM/SHU
DIPYRIDAMOLE (PAGE A04)
TABLET; ORAL
DIPYRIDAMOLE
ASCOT HOSP PHARMS SOMG
> ADD > SUPERPHARM SONG
11



DESI PENDING LIST â€” OTHER THAN 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
URR TAT - N FF
.1â€˜ ' .-' .vxsml'
â€œmâ€ Lij/'gÃ©g'Ã©Ã©figÃ©fifii.'sjfiÃ©mfll
â€˜ â€˜f " .'/ â€˜Iâ€™ Iâ€˜
QRRLBMBRBAEA" â€™
mm '/ mm an; .#
â€%xnÂ¢xnÂ§w:nÂ¢.mÂ§m/ gm I
TUSS-ORNADE SK&F LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE
â€˜I U.S. GOVERNMENT PRINTING OFFICE: 1984â€” 421'9272204
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