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

1. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
, to cover interim revisions to the annual pubTication
of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "1ist". The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the 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 >.ADD > to the left of the line on which new
information exists. The »_aoo > 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 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 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.
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCEC !
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTIoNS(2)

NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

DRUG PRODUCTS ADDED:
NEWLY APPROVED
DESI EFFECTIVE
REMARKETED
DRUG PRODUCTS REMOVED:
WITHDRAWN APPROVAL
RX TQO OTC SWITCH
DISCONTINUED MARKETING
NET GAIN IN DRUG PRODUCTS
SINGLE SOURCE PRODUCTS APPROVED
MULTISOURCE DRUG PRODUCTS APPROYED
NEW MOLECULAR ENTITIES APPROVED:
AS THE ENTITY
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY

(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (l.s.,

FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF YARYING COMPOSITION (SEE PAGE

JULY '"83 (BASELINE)

6679
1908 (28.6)
4771 (71.4)
3804 (57.0%)
957 (14,3%)
10 ¢ 0,1%)

304

QCT 'B3

6783
1915 (28.2%)
4868 (71.8%)

3891 (57.4%)

967 (14,3%)
10 ¢ 0,1%)
2

310

ACTIVITY FOR SUPPLEMENT NUMBER 6

FEB '84
28

28
]

21
24
[}

]

Google

CUMULATIVE

28

28

o

[+]
7

[\

0

9
21
4
24
[s]

0

Q

-

I=5 OF THE LIST)

JAN '84

(SEE SPECIAL NOTE A.)

6854
1925 (28.1%)
4929 (71.9%)
3947 (57.6%)

972 (14.2%)
10 ¢ 0,1%)
8

309

AVAILABLE
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APPROVED PRESCRIPTION DRUG PRODUCTS 1

DRUE PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 6 / AUSUST '83 - FEBRUARY '84

ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)
CAPSULE§ ORAL
LEMMON 300MG} Jowex
AL MCNEIL PHARM 3004653018

TABLET; ORAL

ETAMINOPHEN EIN PH
>_ADD_> AA DURAHED PHARMS 300HG31EHGN
>_ADD > AA 300MG ; 30MGH
>_ADD > AA J00MG360HGN

AGETAMINOPHEN; OXYGODONE HYDROCHLORIDE (PAGE 3-2)

TABLET; ORAL
CODACET
aa HALSEY DRUG
[ pededdes s/
PERCOCEY

B25MG35HGN

(ALL PRODUCTS - SEE SPECIAL MNOTE B.)

= (PAGE 3-4)

JECTABLE ;

/.Fﬁiﬂiﬂ%ﬂ #I!m Jﬁm{ Ml W'ﬁ.'ﬁ#l

AMINO ACIDS (PAGE 3-6)

INJECTABLE; INJECTION
NEOPHAM 6.5%
CUTTER-VITRUM 6.521

AMINOPHYLLINE (PAGE 3-8)
JLtduIns, oRkL/

SOLUTION; ORAL
AMIHOPHYLLINE

ap BAY LABORATORIES  105MG/EMLE

aA ROXANE LABORATORIES 105MG/SHLM

Google

AHTNOPHYLLTNE (PAGE 3-8)
TABLET; ORAL

AMINOPHYLLINE
BARR LABORATORIES  100MGN

: 200MGK
aB VANGARD LABS/MAM 100MBK
AB
/Advetdviie "dUCEATE/ (PacE 3-13)

/%, gy SELES. e LEASES. OfAL

“'?(E) X ATORIES)  /isPe/

Hjﬁ%ﬁﬂﬂﬁmfdﬂﬁﬂ / %’

ATE} (PAGE 3-13)

POKDER FOR RECONSTITUTION; ORAL

POLYCILLIN-FPRE
AB Bﬂla'rﬂ'l- LABS/B-H E9 3.5CH BASE/BOT:ICH/BOT
ANP
AB BIOCRAFT LABS E8_3,56M BASE/BOT]1EM/BOT
ASPIRIN; BUTALBITAL (PASE 3-15)
TABLET; ORAL
AXOTAL

ADRIA LABORATORIES  650M6;50MeM

ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-15)

TABLET; ORAL
ASPIRIH AND CAFFEINE W/ BUTALBITAL
AB Msnumumum B25HG} 50HE 4 0HGn

(ALL PRODUCTS - SEE SPECIAL HOTE B.)
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DRUG PRODUCT LIST ~/ CUMULATIVE SUPPLEMENT MUMBER & / AUGUST "83 - FEBRUARY '&84 3

BETAMETHASONE VALERATE (PAGE 3-21) BUTABARBITAL SODIUM (PAGE 3-26)
CREAM; TOPICAL CAPSULE; ORAL
BETATREX BUTICAPS
an SAVAGE LABS/BYK-GLON EG 0.1% BASEN IPereR CABOR KT O LES/
LOTION; TOPICAL Bﬁ/
mamuamx_mmn 116808/
AB E FOUGERA/BYK-GLDN HALLACE LABS/C-H 15H6
AR PHARMADERM/BYK -6LDN m__g_mp
BETATREX 50MG
AB SAVAGE LABS/BYK-GLOM EQ 0.1 BASEX 100MG
AB SCHERING EQ _0.1% BASE ELIXIR; ORAL
DINTHENT; TOPICAL 184/ %#j‘l'% .,—% i iic/
BETAMETHASONE VALERATE BUTALAN
AR E FOUGERA/BYK-GLDN EQ 0.3% BASEW /88 LARNETT 33.3M6/5ML
AR PHARMADERM/BYK-GLDN EQ 0.1 BASEM

BETATREX
AB SAVAGE LABS/BYK=GLDN EG 0.1¥ BASEM

L INE
(PAGE 3-24)

VALISONE
AB SCHERING 0. B s
ms 1” y
N—— mMM‘fi s somssoreinsnes
(PAGE 'suzz:
>_ADD > SYRUP; ORAL JEAPPEINE "dAdtgdpndddr] il (PacE 3-25)
>_ADD > AMBENYL
>_ADD > MARION LABORATORIES 12.5MG/5ML;10MG/SHL (ALL PRODUCTS = SEE SPECIAL NOTE B.)
BROMPHENIRAMINE MALEATE (PAGE 3-22) i
'I‘.IBI.ET, CI?AL SUPPOSITORY; RECTAL
B E CAFERGOT
BR SANDOZ PHARHS/SANDOZ 100MG;2H6
HIGRAINE
IDRGAMON/AKZONA 100MG; 2MGN

AT R N (PAGE 3-23)
IMJECTABLE; INJECTION

BREON LABS/STERLING 0.5%30.0091MG/HL
9, 75#30, 0091MG/HL

W t Plﬁﬁ 3‘26 )

SOLUTION; INTRAPERITOMEAL
SENSORCAIN IJLIL‘I"I'E CONCENTRATE W/ DEXTROSE 30X IN PL&STIE CONTAINER
ASTRA HOSP PHARM ©.5230. 00916 /HLu AH HCGAW/AH HOSP 510HMG/100ML ; 306H/100HL}

0, 75430. 0091MG/MLN 200MG/100ML;9.26M/7100ML
9.66M/100HLR
510HG/100HL ; 30GH/LOONHL ;
200MG/100ML;9.46M71L00ML;
116H/100MLN

Kk &R
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER & / AUGUST '83 - FEBRUARY '84

CHLOROTHIAZIDE (PAGE 3-35) CIMETIDINE (PAGE 3-39)
TABLET; ORAL TABLET; ORAL
CHLOROTHIAZIDE TAGAHET
AR CHELSEA LABORATORIES 250HGNH SK&F LAB 400MGK
4B a00HEN

CLOTRIMAZOLE (PAGE 3-41)
>_ADD >  LOTION; TOPICAL

CHLOROYHIAZIDE: RESERPINE (PAGE 3-35)

TABLET; ORAL >_ADD > LOTRIMIN
CHLOROTHIAZIDE AND RESERPINE >_ADD > SCHERING 1
BP  WEST-HARD 250MG;0.125MGK
BP 500H6;0.125HGK
CORTICOTROPIN (PAGE 3-43)
CHLORPHENTRAMINE MALEATE (PAGE 3-36) /ggﬂ?‘ﬁé INJE ﬁﬂlﬁﬂj‘ﬂdﬁiﬁ
TABLET; ORAL lﬂgj m\'ﬁ{‘ﬂ. mﬁ’fﬁmw Mfggﬁl
CHLORPHENIRAMIN EATE 188, ONIXSAL
1847 FYOMNE. Hﬂi’iﬁﬁ [ans/
CYAMOCOBALAMIN (PAGE 3-44)
CHLORPROPAMIDE (PAGE 3-38)
THJECTABLE; INJECTION
TABLET; ORAL CYANOCOBALAMTN
CHLORPROPAMIDE >_ADD > AP SOLOPAK/HPL 1MB/HLX
> ADD > AB PAR PHARMACEUTICAL  LOOMGH
>_ADD > AB 2504Gn AP MAURRY BIOLOGICAL  1ME/MLm
DIABINESE REDISOL ,
>_ADD_> AB PFIZER LABS/PFIZER  L00MG /48/  nssD/MERCK /6.1vd
SYTOBEX
J48/ PARKE DAVIS/W-L /6. 1 hit/
CHLORTHALIDONE (PAGE 3-38)
TABLET; ORAL CYCLOSPORINE (PAGE 3-46)
CHLORTHALTDONE
AB PUREPAC/KALIPHARMA S0MGn INJECTABLE; INJECTION

SANDIMMUME

SANDOZ PHARMS/SANDOZ S50MG/MLM
CHLORZOXAZONE (PAGE 3-39)

SOLUTION; ORAL

TABLET; ORAL SAND IMMUNE
CHLORZOXAZONE $ANDOZ PHARHS/SAHDOZ 100HG/HLE®

A8 PAR PHARMACEUTICAL  250MGX

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)
CHYMOPAPAIN (PAGE 3-39)

TABLET; ORAL

INJECTABLE; IMJECTION PROMEPTADINE HO
DISCASE AA DURAMED PHARMS aHgn
TRAVENOL LABS 12,500 UNITS/VIALN >_ADD > AR PIONEER PHARNS n

Google
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 6 / AUGUST "83 - FEBRUARY '84

DIFHEMHYDRAMINE HYDROCHLORIDE (FAGE 3-61) DYCLONINE HYDROCHLORIDE (PAGE 3-66)
eLnaR; oL SOLUTION; TOPICAL
RS KANRIBAIEY /14 i/ s> °}ﬁéﬁ'ﬁ'§m'ﬁmm*¢nﬁﬁﬁﬁ#
[1d 8ndjedc/ >_ADD > ASTRA PHARM PRODS 0.5
>_ADD > 1%

DISULEIRAM (PAGE 3-43)

OTH ATE TODIDE (PAGE 3-65)
TABLET; ORAL
DISULFIRAM POUDER FOR RECONSTITUTION; OPHTHALMIC
CHELSEA LABORATORIES 250MeM

BX I%ﬁr/
BX 500HGH Iﬂ/ LABOHATCREES! !.Hg:y
BX  SIDMAK LABORATORIES 250MCR / i!
BX 500MEM / / w}
/
PHOSPHOLINE IODIDE
DOXYCYCLINE HYCLATE (PAGE 3-64) /& AYERST LABS/AMHO 0.03%
0.06%
CAPSULE ; ORAL / 0.125%
/ 0.257
4B cnnsen u.aoarroales EQ_5OMB BASE
48 HEATHER DRUG EQ SOMC BASEx
A EQ 100ME BASEX P RINE; (PAGE 3-66)
AR PAR PHARMACEUTICAL ] i
4B PUREPAC/KALIPHARMA  EG 50MG BASER INJECTABLE; INJECTION
EQ 100HE BASEx
- 1 PHARMATON/SZ 9. 0IMB /ML 3 2¥m
IMJECTABLE; IMJECTION &P 0,02MG/HLS 24n
Doxy 109
AP LYPHO-MED EQ_100MB BASE/VIALM
poxy zog ERGOLOID MESYLATES (PAGE 3-66)
4P LYPHO-MED ER_200MG DASE/VIALM
¥ APSULE; ORAL
AP ELKINS-SINN EG_100MG BASE/VIALM I}im!ﬂﬂiﬂil
4P EQ_200MG BDASE/VIALRW HYDERGINE LC

VEBRAMYETH
PFIZER LABS/PFIZER EQ 200MG BASE/VIAL

TABLET; ORAL

-5

ERYTHROMYCIN (PAGE 3-67)

DOXYCYCLIHE HYCLATE OINTHENT; OPHTHALMIC
4B HEATHER DRUG EQ 100MG BASE® ERYTHROMYCIH
AT E FOUGERA/BYK-GLDN  SMB/BMm
AT PHARMADERM/BYK-GLON SMG/GMm
ANYL CITRATE (PAGE 3-64)

ZLOTYCIN
AT DISTA PRODS/LILLY  SMB/EM
IMJECTABLE; IMJECTION

TSN sy 48000018 S3ME) ESTRADTOL (PAGE 3-69)
JANSSEN PHARMA EMG/ML;EQ 0.05MG BASE/ML
>_ADD > CREAM; YAGINAL

>_ADD > ESTRACE
>_ADD > MEAD JOHNSON/B-M 0.01:m

Google
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DRUE PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 6 / AUGUST '83 = FEBRUARY "84 9

SRISEOFULVIN, ULTRAMICROCRYSTALLINE (PAGE 3-82)
TABLET; ORAL
SCHERING a30M5
an  TAvERST Liss/Amo e
AB 330MGx
HEPARIH SODIUM (PAGE 3-43)
INJECTABLE; INJECTION

HEPARIH S0DIUM
AP NATCON CHEMICAL 1,000 UNITS/MLR
PARIN i H = (PAGE 3-85)

TNJECTABLE; INJECTION

HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.45%
ABBOTT LABORATORIES 100 UNITS/ML;G.5MG/MLR

HEPARIN SODIUH 10,000 UNITS IN SODIUM CHLORIDE 0.45%
ABBOTT LABORATORIES 10,000 UNITS/100HL;450MG/100HLN

HEPARIN S0DIUM 12,500 UNITS IN SODIUM CHLORIDE 0.45/%
ABBOTT LABORATORIES 5,000 UNITS/100ML;450MG/100MLYN

HEPARIN S0DIUM 25,000 UNITS IN SODIUM CHLORIDE 0.45%
ABBOTT LABORATORIES 5,000 UNITS/100ML;450MG/100MLX

10,000 UNITS/100ML;450MG/100HLN

HEPARIN S0DIUM 5000 UNITS IN SODIUM CHLORIDE 0.9
ABBOTT LABORATORIES 1,000 UNITS/100ML;S00MG/100MLE

HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.9%
ABBOTT LABORATORIES 10,000 UNITS/100ML;900MG/100HL:

HEPARIN SODIUH 12,500 UNITS IN SODIUH CHLORIDE 0.9
ABBOTT LABORATORIES 5,000 UNITS/100ML;:900MG/100MLX

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.9%
ABBOTT LABORATORIES 5,000 UNITS/100ML; 200HG/100MLE

HOMATROPINE HETHYLBROWIDE (PAGE 3-86)

TABLET; ORAL
HOMAPIN-10
TA4/ MISSION PHARMACAL 10MG
Jdéns=tiNd ‘4
44/ fiddd/
HYDRALAZINE HYDROCHLORIDE (PAGE 3~86)
TABLET; ORAL
HYDRALAZINE HOL
A PAR PHARMACEUTICAL  100MGx
AA PUREPAC/KALIPHARMA  5OMGM

Google

YORALAZINE HY]
(PAGE 3-87)
TABLET: ORAL

JRHEREN

RESERPINE, HYDROCHLOROTHIAZIDE, AND HYDRALAZINE HCL

RESERPINE, HYDRALAZINE HCL, AND HYDROCHLOROTHIAZIDE
BP  REID-PROVIDENT LABS 25MG;15MHG;0.1HGN

HYDROCHLOROTHIAZIDE: RESERPINE (PAGE 3-89)
TABLET: ORAL

RESERPINE AND HYDROCHLOROTHIAZIDE
BP CORD LABORATORIES 50MG;0.125M6n

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

SPYROHOLACTONE !{ !Ewmlmnl
AB PUREPAC/KALIPHARMA 254G} Z5HGX

HYDROCORTISONE (PAGE 3-90)
CREAM; TOPICAL

T4t/ ELDER PHARMS 16.82/
AT BAY LABORATORIES pE]
AT 2.5/

LOTION: TOPICAL

14t/ ‘INdUsIREES) [d.58/
GLY-CORT

AT HERAN PHARMACEUTICAL 12m

HYDROCORTISONE
MERICON INDUSTRIES 0.5

BY JIORNE PAONSEN

OINTHENT; TOPICAL
ROCOI

AT BAY LABORATORIES m
AT 2.50m
SO SROPSS, CPATHALLEY
yrrs
iy R
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DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT NUMBER & / AUGUST "83 - FEBRUARY '&4 11

KANAMYCIN SULFATE (PAGE 3-102)
INJECTABLE; INJECTION

KANAMYCIN SULEATE
INTL MEDICATION SYS EG S0OMG BASE/2M|

ap Lx

ap EQ 36H BASE/3HLE

ﬂgf %ﬁm’mm-w ﬁ

i !

AP BRISTOL LABS/B=M

ap EQ_500MG_BASE/20iL
ap EG 1CH BASE/3ML
LIDOCAINE HYDROCHLORIDE (PAGE 3-104)

INJECTABLE; INJECTION

LIDOCATOH
AP PHARHATON/SZ 2

HETHOCARBAMOL (PAGE 3-117)

TABLET: ORAL
METHODA
>_ADD > A ROXANE LABORATORIES S0OMGH
>_ADD > AA 750MGH

HETHYLPREDNISOLONE (PAGE 3-120)
TABLET; ORAL

HETHYLPREDNISOLONE
>_ADD > BP  DURAMED PHARMS 4mMew

HETHYLTESTOSTERONE (PASE 3-121)
TABLET; BUCCAL/SUBLINGUAL
METHYLTESTOS
1881 JI0E, M-TI#N." PAL
METROMIDAZOLE (PAGE 3-122)
INJECTABLE; INJECTION
HETRONTDAZOLE
ap ABBOTT LABORATORIES SOOMG/100MLN

METRONIDAZOLE IN PLASTIC CONTAINER
AP ABBOTT LABORATORIES SO00MG/100MLX
¥ PLASTIC COI ER

AP AN MCGAW/AM HOSF  BOOMG/ROOMLN

Google

METRONIDAZOLE (PAGE 3-122)
TABLET; ORAL

PAR PHARMACEUTICAL  Z3OMGK
SootEx

HAHDROLONE DECANOATE (PAGE 3-125)

IMJECTABLE; INJECTION
HANDROLONE DECANOATE

AD CARTER-GLOGAU ZOOMG /ML
2D LEMMON

BOMG/ML
AD LYPHO-MED
ap
20 MAURRY BIOLOGICAL  LOOMG/MLM
HAPHAZOLINE HYDROCHLORIDE (PAGE 3-125)

SOLUTION/DROPS; OPHTHALHIC

> QLT S/ TSRERIIRIESOPERIISY 1y
>_ADD > AY COOPERVISION PHARMS
NICOTINE RESIN COMPLEX (PAGE 3-127)
EUM; CHEWING; ORAL

NICORETTE
MERRELL DOM/DOW CHEH EQ 2MG BASEM

MNITROGLYCERIN (PAGE 3-128)
INJECTABLE; INJECTION

NITRONAL
ar & POHL=BOSKAMP BNG/HLN
1HG/MLN

AM CRITICAL CARE/AHS 0.5M6./MLx

NYSTATIN (PAGE 3-129)

OINTMENT; TOPICAL
>_ADD > AT CLAY-PARK LABS 200,000 UNITS/Gi

POWDER; ORAL
NILSTAT
LEDERLE LABS/AM CYAN 100/M
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DRUG PRA“UCT LIST/ CUIRJLATIVE SUPPLEMENT MER 6 / AUGUST 4€™B3 A FEBRUARY '84 13
EgEDNISOLONE SODIUM PHOSPHATE (PAGE 3-197) PROPANTHELIN; BROMIDg (PAGE 3-1531
SOLUTION/OROPS; OPHTHALMIC TABLET; ORAL

/INPLAHAA%0A%0 PROPANTHELINE BROMIDE

/AY TgA+ABAY?) [COOPERVISN/ /A%0g A°iA['A, ASE/ 99 PAR PHARMACEUTICAL IsMGu
A;NPLAMASE MILD

Al COOPERVISION PHARMS Eg0.112 PHosPMATE

INFLAMASE FORTE PROPOXYPHENE HYDROCHLORIDE (PAGE 3-1531

/ifl D-D'DDDOP+-3€ DD DD«/ A%:2 '6.~' L'B_A,SA%. /

Al COOPERVISION PHARMS 59 0.92 PHOSPHATE CAPSULE; ORAL

METRETOA PRoPoxvPHENE HCL

/Aj/ SCHERING EO 0.52 PHOSPHATE AA RICHLYN LABORATORIES 65MB

>ADO > PREOAIR

>ADD >Al PHARMAFAIR 59 0.112 PHOSPHATE!

PREDAIR FORTE PROPYLTHIOURACIL (PAGE 3-1541

91 PHARMAFAIR 59 0.92 PHOSPHATE

/AT PREONTsgeA A" A+A+SgA AvA«ws7THA®sPA A¢A«A¢/ TABLET; ORAL

P’ 465 1. NS PROPVLTHIOURACIL

/12/ /P1I/ MYI-AN. PIIAIIIIS/ N*D.N"

Al BARNES-MIND PHARMS 5 0.112 PHOSPHATE

AT

/AuAr/ JHAASRRY ABIPLPGIAYAA™// PSEUDOEPHEDRINE HYDROCHLORIDE- TRIPROLIOINE HYDROCHLORID
/_//(PAGE 3-155|

91 MAURRY BIOLOGICALE 0.112 PHOSPHATE

Al E 0.92 PHOSPHATE SYRUP; ORAL

>ADD >ACTAHIST

>ADD >AA HR CENCI LABS 50H815ML;1.25MG/5ML!

PREONISOLONE TEBUTATE (PAGE 3-147) /PSEUOOOINE

/AA/ TBAfYAAXEORATORIES/ /AjdA,dA-AjA, AAIAAA;A, AjlAA, AW

INJECTABLE; INJECTION /TRIACIN

HVDELTRA-TBA /AA/ 7A*XALAPHARM;A, A« AY/BARRE/BOMB/SMLAIA;A; A, ACIAA, 4/
>ADO > BP MSOD/MERCK B*B¥D":Dw91 TRIPOSEO

>AOD > PREDNISOLONE TEBUTATE > Agg >AA HALSEY DRUG gggegoeeA§goeA §eggose!
>ADD > BP ND»D N,D°P°-010910 LABS B*P¥%DY:Dp919

TABLET; ORAL

TRIJSUDO

PREDNISONE (PAGE 3-1471 /AA// TROfPHA fRMACEUTICAL/ /ACdA, AjAACIA A, A/
P!a€™ /TRIPOORIHE

.. PIIA,JITHAIAA,JI/ /A;_ILI2;{L'SHO/

TABLET; ORAL

PREDNISONE TRIPROLIOINE AND PSEUDOEPHEDRINE

BX BYD BDsPDYD-!) PHARMS 5MG*I B°? BOLAR PHARMACEUTICAL 60MG;.2.5MG!!
BX B—D7DP+)! TRIPROLIOINE MCL AMD PSEUDCEPHEORINE HCL

AA CHELSEA LABORATORIES gegg;

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)

QQINIDINE GLUCONATE (PAGE 3-157)

CAPSULE; ORAL

PROCAN TABLET. CONTROLLED RELEASE; ORAL

/A;A¢/ PARKE-DAVIS/H-L /A;SOMG guINIDIHE OLUCONATE

1/ / AgROXANE LABORATORIES gggge!
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DRUG PRODUCT

SULFINPYRAZONE (PAGE 3-169)

CAPSULE; ORAL
SULFINPYRAZONE

>_ADD > AB VANGARD LABS/ M Z00HGH
SULFISOXAZOLE (PAGE 3-170)

R S

>BLT >/d¥/ LA ROCHES  [182/

> ]m! >

>_DLY >/4t/ SRANTEE  /idd/
TERBUTALINE SULFATE (PAGE 3-173)

TABLET; ORAL

LT > B8 TASTRA PHARR PRGBS/ /8.0
s> B é" /

>_ADD > BP  MERRELL DOW/DOW CHEM 2.5MG
>_ADD > BP 5HG
JESTOSTERONE (PAGE 3-173)
INJECTABLE; INJECTION
TESTOSTERONE
CARTER-GLOGAU LABS  50MG/MLX
TETRACY (PAGE 3-174)
CAPSULE; ORAL
ETRACYCLTNE HOL
J48/ i JFITT T
TABLET; ORAL
Jé8/ " uPJOHN /2d6nid
SUHYCTH
148/ ER SQUIBB AND SONS  250MG
THALLOUS CHLORIDE, TL-201 (PAGE 3-175)
THJECTABLE; INJECTION
ALLOUS
HEDI-PHYSICS 2HCIML

LIST / CUHULATIVE SUPPLEHENT NUMBER & / AUGUST "83 - FEBRUARY '84 15
THEQPHYLLINE (PAGE 3-176)
(FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.)

CAPSULE, CONTROLLED RELEASE; ORAL
SOMOPHYLLIN-CRT

BC FISONS 100M5
THEO-24
BC SEARLE/SEARLE PHARMS l00MGM
200mHex
J00MGe
ELIXIRG ORAL
ELIXOMIH
#8  HR CENCT LuBS SoME/1EMLx
SOLUTION; ORAL
THEOLATR
AA RIKER LABS/3M BOMG/1L5ML
THEOPHYLLINE
A ROXANE LABORATORIES SOMG/1SMLX
TABLET; CONTROLLED RELEASE; ORAL
THEOCONTIN
BC PURDUE FREDERICK 200MGN
1488re!
THEQ-DUR
BC KEY PHARMACEUTICALS 200MG
UNIPHYL
PURDUE FREDERICK 400MG

THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)

COMCENTRATE; ORAL
AA CORD LABORATORIES  3OMO/MLM
AR 1
rm NATL PHARM HFG/BARRE 100ME/MLM
TABLET: ORAL
HELLARTL
AB SANDOZ PHARHS/SANDOZ 100MB
THIORIDAZINE HCL
a8 BARR LABORATORIES  1OMG
AR A5HE=
AB 25MGM
AB 50MGN
AB J1ooHER
2B BOLAR PHARMACEUTICAL 10MGH
an 100HGR
AB CORD LABORATORIES  10MEx
AB 1EMGH
A8 25HGu
AR Boticn

Google
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ADDENDUM
DESI PENDING LIST - "EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT WUMBER & / AUGUST '83 - FEBRUARY '84

> DLt > [AddidihCCiid
(PAGE ADZ)
> pLT > /:Uﬁ i '??J
DLT it
;.D.LL; / SEI%LE. "FHARSS 110085816 1288/

A i N; CY. i bdad i
RGOCAL H H H
YDR! LORIDE; RIBOFLAVIN PHOSPHATE SODIUM; AN,
i WITAM i TAMIN E (PAGE ADZ)

INJECTABLE; INJECTION
MVC PLUS
ASCOT HOSP PHARMS 10MG/HL;0.006MG/ML; 0.5 UGH/HL;
1.5MG/ML;20 IU/ML;0.04HG/ML;
4HG/ML; 0. 4MG/ML; 0. 36MG/HL;
0.3MG/HL;330 IU/ML;1 TU/ML

I; HALRA LEPr e |
JHEIVY PR ANGLINE "HY GRS GAITE/ (PASE AD3)
fﬁiix:tﬂ-"

JEL /3?! dﬂ,ﬁ:}#ﬂ

JARe7BALISNE/BALI S8

lﬂg.}fﬁf” Hdﬂ!ﬂ ‘RELERSEL, BRAL/
/1Zrgitsng i dae/

03

1001581 PR (PROPANDUATINE WYOROGALORITE/ | PAGE

f e el dﬂ-ﬁﬂ "RELEASES. ORAL/
f CLABPRAYORIES)  JAOP0 g 2 Srdrisne/

j /;éi?’{ L&ﬁ%fﬂﬂiﬁ/ 18067 SRl A0e BN T8, F8 /800 1 ne o/

(PAGE AD3)

SYRUP; ORAL
BAYCYCLOMINE
BAY LABORATORIES 10MG/5HL

Google

DIPYRIDAMOLE (PAGE AD4)
TABLET; ORAL

DIPYRIDAMOLE
ASCOT HOSP PHARNS 5016
DURAHED PHARMS 25MG
50M6
75HG
HALSEY DRUS EOHG
SUPERPHARM 5oM6

LSOSORBIDE DINITRATE (PAGE ADS)

TABLET; ORAL
ISOSORBIDE DINITRATE
>_ADD > BARR LABORATORIES 30M6

/HEtiANTROSTENGLONE/ ( PAGE AD6 )

JTRBLEL] 'Aﬁ
Rt

17
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