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FOOD AND DRUG ADMINISTRATION
APPROVED nmmunw#ﬂﬂ#mz DRUG PRODUCTS
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,

on, e L1s o 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 "71ist". The cumulative supplements
routinely provide updates to two of these Tists: 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
suppTement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumuTative 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 deTetion 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. ﬁmﬁqmsnujgmw 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 - amp > to the left of the line on which new
information exists. The =.aww >symbol is dropped in subsequent cumulative
supplements for that item.
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C. THEQPHYLLINE 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 1ist 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.
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Google




AL

*sajJa0ba3ed @say] wody s3onpoud sapnpIxa 1S3t 1SL7 32npodd Bnuag ayl

asNed23q pIpn|Ixa 3J@ SJUN0D SNOLJPA 3S3Y| °sS33Ls Bulunioeynuew 3jeudaj|e pue Ao[0d *(s)juaipaabulp aAijoeut
faz)s abejoed se yons swA3L A48 S3|3SL49300Jeyd Bupysinbupisip ALuo asoyMm juedl|dde uaAlb e 40 s3yonpoud
ajesi|dnp 85043 BJe SIUNOI BYJ Ul PIPNLIUL 30U OS|Y *SPO0S Jo $ILB0LOLg €SadiAap Ledlpaw se papaebaa

MOu sjoanpoJdd pue fpeouqe £| 2[0S pajaxNJew SOyl fS403NqlagsSLp Aq pajayJew sjonpoad Bnuap paaoadde asoyy

8J® OS[e papn[Iox3 *paplAodd J0u JJB MDLARA 1S30 2y3 ul Burpuad | L3S S3onpodd JO SIUNOY 30y JLIBWSO) pue
‘bndg ‘poo4 Le4apa4 SY3 40 f0S PUB GP§ SUOLIIIS JOPUN SSTUDALIDDJJD pue A394eS Yl0q 403 paroadde sjonpoud
Bnup pajajJeuw £||esi3sawop jo pasodwod 35)| 3yj wody salJobajes [edaAas up sjunod sapraodd juodaa spyj

JUN0Y 3onpoLq bnag
*uoLjeuLquod B j0 jJaed 40 juapadbul

albups e se 49y3y3 3onpoud BnJp ® up IsN 404 SIILIS PaILun Y3 ul (punodwod juaded By} JO IALJRALISP
J0 43353 fjles © Se JO punodwod juaded ayj se 43y3 ) parcddde usaq K| Snoiaaad Jou sey A33L0W BALIIC Y]

AILIU7 JeNJR Oy MeN

) *2WeU 3pedl J0 JLLduBb Jenop3ded B JIpUN wiLy

® £q p93ejJEW UOL3}BAIS|ULWPR 4O IN0J udAaLb v 404 yjbuauays pue waoj abesop 2p4Lo9ds © up papiaoud ‘jonpoud
UOLIRULqWOD B SB 40 £313ud 3LBuls e Se J9Y3Ld (SOALIRALJIP pUB S43]SE ‘SILES S| pue A3}jus Je|[noaLow
sapn|oup) £1aLow SAL300 UR 10 3S17 3onpodd Bnug ay3 ul uorjejuasaadad sy si 3onpodd Gnap e *juoded sLy} J0y4

UOL3IULJ3Q 39MPO.d BnJg

*530npodd 324n0s 3| buls pue 834nosLILNW 404 SIUN0D A|Jalaenb syl ul pajdsied si sabueyd

Ka0633eD> pue SuOL}3|9p ‘SUOLILppPe || WOAJ SIL NSS4 ey} ujeb 33U 3y} SJ3ASMOY "BSJIIA 3I|A pue 224nos 3|buls
07 3dunosLy|nu wouay sabueys Kuobajes 323 jad jou saop ja0dad ay] <Jajaenb Y3 uryjim yjuow yses bBurunp asunos
9LbuLs 40 20JnOSLIINW ABYFLI Se S3dNnpoud Jo |eAosdde uL spudag (g£) ‘pue $s3anpodd o Bul3dNJEW PINULIUOISLP

pue SN3E3S J43JUN0D-3Y]-4IA0 03 uoLjdidosaad wody sabueyd jeroddde jo [emedpyjLm JO 1| NSa4 By} SE 3SL7 BYJ Wwody
paaowsJ Buraq aue jeyy sijonpodd (2) £3SL7 8Yy3 03 pappe aJde ysLym s3onpoud Gnap pajaydewsd pue sAL3I8349 [S3Q
‘paacadde K| Mau (|) se sBulyl yons IA4ISQO 03 I|qe 3q PLNOYS SJIISN **g UOLJIIG JSpun pajuasaad ejep ay3 woay

1¥043¥ 40 3sn

*A3LAL30R ALyjuow S3apiAaodd *g uoL}o8S I Lym elep

AL4934enb pue dul|358Q 2PLAOAD [| LM B404343Y] ‘y UOLIDRS *£8, ALNP BULMO[10) pOLJad YIUOW-IB4Y} Yo®D ‘y UOLIDAS
up Jeadde ||LM ejep Jo uwn|[0d Mau y -juswe|ddns SALJERLAWND JUBLJLND BYJ ul SIonpodd 03 *g wOLIIIS pue 3SL]

ayy ut s3onpodd 3yl 03 SJ8j8J °y UO0L}IBG  *SUOLIDBS OM3 u} Jeadde sjunod ay) juswa|ddns BALIR[NWND JuUBLLND

SY] pue 357 39npodgd Bnag Y3 Ul WOpjRWAOJUL 3INpOoLd woAS pIALAIP SJuUNOd Auewwns SIPLAOAd jJodad Buimo|og Yy

1¥0d3¥ 40 NOIL4I¥IS3A

GJ.SI'I lﬂﬂﬂTld 9NY¥Q JHL ¥0d SINNOJ 40 1¥0d3y "Il

LS



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED

DRUG PRODUCTS L ISTED
SINGLE SOURCE
MULTISOURCE!!)
THERAPEUTICALLY EQUIYALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTI0oNS(2)

NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

B.

DRUG PRODUCTS ADDED:

NEWLY APPROVED

DES| EFFECTIVYE

REMARKETED
DRUG PRODUCTS REMOVED:

WITHDRAWN APPROVAL

RX TO OTC SWITCH

DI SCONTINUED MARKETING
NET GAIN IN DRUG PRODUCTS
SINGLE SOURCGE PRODUCTS APPROVED
MULTISOURCE DRUG PRODUCTS AFPROVED
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.e., AVAILABLE

FROM MORE THAN ONE APPLIGCANT)

JULY '83 (BASELINE) OCT '83
6679 6783
1908 (28.6%) 1915 (28.2%)
4771 (71,4%) 4868 (71.8%)
5804 (57.0%) 3891 (57.4%5)
957 (14.3%) 967 (14.3%)
10 ¢ 0.18%) 10 ¢ 0.15)
- 2
304 310

ACTIVITY FOR SUPPLEMENT NUMBER 5

NOY '83 DEC ' B3
43 39

43 39

] L]

0 0
36 6

27 V]

0 0

9 6
7 33
10 2
33 30
3 2

3 |

0 |

JAN

'84

32

30
8
14

(2) AMINO ACID-CONTAIMING PRODUCTS OF VARYING COMPOSITION (SEE PAGE I=5 OF THE LIST)

Google
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CUMULAT I VE
14

14

0

0
44

27

0

17
70
37
77
6
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APPROVED PRESCRIPTION DRUS PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY *84

ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1) /EHERETAiE SUCEATE/ (PAGE 3-13)
CAPSULE; ORAL JPARSOIE . LLEP. FELEASES, PRAL
ACETAMINOPHEN W/ CODETKE #a f B,
EHFMON B00MG; 30N T804, Kighiess  [is/
FIABLELS
/55 'i%gﬂﬁﬂiﬂﬂ /
(PAGE 3-2) : éﬁé[
TABLET; ORAL
CODACEY H (PAGE 3-13)
an HALSEY DRUG B25ME3EMER
[ ittdddid s/ POMDER FOR RECONSTITUTION; ORAL
POLYETLLYN-FRB
AB BRISTOL LABS/B-M EQ_3.56M BASE/BOT31GM/ROT
PROBAMPACTH
AB BIOCRAFT LABS EQ_3.EGH BASE/BOTIIGH/BOT
(ALL PRODUCTS - SEE SPECIAL NOTE B.) ASPIRIN; BUTALBITAL (PAGE 3-15)
TABLET; ORAL
= (PAGE 3-9) AXOTAL
ADRIA LABORATORIES  650HG;50HEM
TRASAABIAIED, PN AL CURMNT AR "L 143/
Ir!ﬁl-.{%léﬂﬂﬁﬂs /ﬂ.-'iﬂﬂ% h ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-15)
TABLET; ORAL
AHING ACIDS (PAGE 3-6) SPIRIN_AND CAF
2B PUREPAC/KALIPHARMA  325HE35OME} S OMEN
INJECTABLE: INJECTION >_ADD > BUTALBIVAL W/ ASPYRIN B CAFFEINE
>_ADD > NEOPHAM 6.57 >_ADD > AB BOOTS LABORATORIES  325HG35SQMG}%OMGN
>_ADD > CUTTER-VITRUM 6.5
/ ‘| A3 "CAFEEDIES " (PAGE 3-15)
AMINOPHYLLINE (PAGE 3-8)
i (ALL PRODUETS - SEE SPECTAL NOTE B.)
[ i, deAL/
SOLUTION; ORAL
AMTHOPHYLLINE ASPIRIN; CAFFEINE; DYHYDROCODEINE BITARTRATE (PAGE 3-15)
an BAY LABORATORIES 105ME/5HLE
T ROXANE LABORATORIES 3205MG/SMLM CAPSULE; ORAL
SYNALGOS-DC
TABLET; ORAL IVES LABS/AMHO 356 ..4MG 5 3016 16HGK
L
B0  BARR LABORATORIES  100MGHM ,
BD 200MGN /43 ddddeh
AB VAHGARD LABS/MM 200t (PAGE 3-15)
AB 200HGR
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
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DRUE PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST "83 - JANUARY '84 3

BROMPHENIRAMINE MALEATE (PAGE 3-22)

TABLET; ORAL
OMPH A
184/ i dridf
BUPLVACATNE KYDROCHLORIDE; EPTNEPHRINE BIVARTRATE {PAGE 3-23)

INJECTABLE; INJECTION

BREON LABS/STERLING 0.5#30.009IME/ML
0.75250. 009IMG/ML

SENSORCATNE
ASTRA HOSP PHARM  0.5#i0.009IMG/MLN
9.75250. 0091HG/HLM

R RR

BUTABARBITAL SODIUM (PAGE 3-24)

CAPSULE; ORAL
BUTICAPS
> DLy > JPeRERE LARPRASATES/ )
S DLT > /18 réf
>_ADD > MALLACE LABS/C-H 15MG
>_ADD > 30M6
>_ADD > 50MG
>_ADD_> lo00M6
ELIXIR;EMAL .
T84/ - L
BUTALAN
JRRM LARNETT 33.3H6/5HL

di{ "ddddid °

d A

AF] tARLSOPRO!
(PAGE 3-24)

/. Iﬁﬁ;g'% )
/! 2 e Z0dne 1enss 18 dne/

C(ALL PRODUCTS - SEE SPECIAL NOTE B.)

Google

CAFFEINE; ERGOTAMWINE VARTRATE (PAGE 3-25)
SUPPOSITORY; RECTAL

CAFERGOT
SANDOZ PHARNMS/SANDOZ 1000GiZI6
WIGRAINE
BR ORGANON/AKZONA 100MG; 2MGR

DEXTROS

. HLORID

LM ROSE; MACHESTUM
ACETATE; SODIUM CHLORIDE (PAGE 3-26)

SOLUTION; INTRAPERITONEAL
DIALYTE CONCENTRATE W/ DEXTROSE 303 IN PLASTIC CONTAINER
A HCGAW/AM HOSP 510ME/100ML ; 306H/L00ML 3
200ME/100HL ;9. 26H/100HL;
9.6CH/100HLN
510M6/100ML ; 306M/100ML ;
200MG/100HL; 9.46M/71001L;
116M/100MLR
DIALYTE CONCENTRATE W/ DEXTROSE 50X IN PLASTIC CONTAINER
AN MCGAW/AN HOSP 510M6/100ML ;50601 100MHL
200MG/100HL ;9.26M/100ML;
9.66M/100MLN
510H6/100ML ; 506H/100HL;
200MG/100HL ;9. 46M/100ML ;
116M/100HLY

ALCTUM Ct DE; DEXTROSE; HMAGHESTUM
CHLORIDE; SOOTUM LACTATE (PASE 3-26)
SOLUTION; INTRAPERITOMEAL

DIALYTE W/ DEXTROSE 2.5% IN PLASTIC CONTAINER

AM MCGAW/AM HOSP 26M6/100ML ;2 .56M/100HL ;
15MG/100HL ; 56 0HG/100HL ; 390HG/L00HLR

INJECTADLE} INJECTION
ISOLYTE E IN PLASTIC CONTAINER
AM HCGAN/AM HOSP 35M6/100ML ; 30MG/100ML
T4ME/100ML ; 640ME/100NL ;
S00MG/100ML ; 74MG/100MLR

CEFTIZUNIME SODIUN (PAGE 3-30)

TNJECTABLE; INJECTION
CEFIZOX
SK&F LABORATORIES EQ 16M BASE/VIALM
EQ 26M BASE/VIALR
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CORTICOTROPIN (PAGE 3-43)
Ecmnz, :mJE::'rmN

Iﬁ TREPT)
) L
/ .EIH. .Lﬁﬁ.é'v’ﬁ o/ ; ﬂ.,m‘;ﬁ%

CYANOCOBALAMIN (PAGE 3-44)
INJECTABLE; INJECTION
ECA

AP MAURRY BIOLOGICAL AMG/MLY
REDYSOL

48/ ~ HSED/MERCK J 8 g Ay
g;;usn <

[48/ ~PARKE DAVIS/M-L  f@ciMdAi/

CYCLOSPORINE (PAGE 3~46)
INJECTABLE: IMJECTION

SANDIITHUNE
SANDOZ PHARMS/SANDOZ 50MG/TILE

SANDOZ PHARMS/SANDOZ LOOMS/MLM

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)
TABLET; ORAL

CYFROHEPTADINE HCL
Ad DURAHED PHARHS Mo

DAPSONE (PAGE 3-47)
TABLET;: ORAL

IBF/ l’)ﬁ.'fEJfLf fdﬂ’ LABS/ g/ IEFrW

JER/ 1ddrie/
P/ m:ignmws PHARM 25MG
fﬁﬁ 10016

DESOXTMETASONE (PAGE 3-49)
OINTMENT; TOPICAL

TOPICORT
HOECHST-ROUSSEL 0.257m

Go

gle

DEXAMETHASONE (PAGE 3-49)

SOLUTION; ORAL
DEXAMETHASONE
ROXANE LABORATORIES 0.5MG/5MLX
DEXAMETHASONE INTEMSOL
ROXANE LABORATORIES 0.5M6/0.5HL%

TABLET; ORAL
DECADRON
BP MS&D/MERCK 616
DEXAMETHASONE
BP PAR PHARMACEUTICAL  éMGH
BP ROXANE LABORATORIES 6MGR
1MGH

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)
INJECTABLE; INJECTION

DBEXAMETHASONE
5400 > AP INVENEX LABS/DEXTER EG GMG PHOSPHAYE/MLX

> !"! >

AR EG 10MG PHOSPHATE/MLM
[dbtddddr ‘id<ddhidie/
Al

HEXROROL
AP ORGANDH/AKZONA ED_GME_PHOSPHATE/ML
ER 20MG PHOSPHATE/HL

SOLUTION/DROPS: OPHTHALMIC
DEXATR
AT PHARMAFAIR N
ATOHI | i

DEXAHETHASONE SODTUM FHOSFHATE
[ BARNES-HIND PHARMS  EQ_0.17 PHOSPHATE

DEXTROSE; DOPAMINE HYDROCHLORIDE (PAGE 3=53)

INJECTABLE; INJECT
JPOPARLRE HEf N, ﬁim#ﬁ. sH
DOBAMINE HOL

AP ABBOTT LABORATORIES 5GM/LOOML}BOMG/100ML
AP EGM/100ML §160MG/100ML

DOPAMIHE HOL IH PLASTIC CONTAIHER
ABBOTT LABORATORIES 5_;[111&0!4 T8OMG/100HL.

AP
ap 316CME/100MLX
sen/lu nnL i 320MG/100HLN
DEXTROSE; HEPARIN SODIUM {PAGE 3-53)

INJECTABLE; INJECTION
HEPARIN SODIUM 20,000 UNITS AND DEXTROSE 5% IN PLASTIC
CONTAINER
TRAVENOL LABS 56M/100ML;4,000 UNITS/100MLE
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST "83 - JANUARY '84
EURGSENIDE (PAGE 3-79)

ERYTHROMYCIN (PAGE 3-67)

OINTMENT; OPHTHALMIC
AT E FOUGERA/BYK-GLON  SMB/BMm
AT PHARMADERM/BYK-GLON  EMG/GMR

ILOTYCIH
AT DISTA PRODS/LILLY SMG/GH

ETOPOSIDE (PAGE 3-74)
INJECTABLE; INJECTION

VEPESID
BRISTOL LABS/B-H 20HG/ LS

EENTANYL CITRATE (PAGE 3-75)
INJECTABLE; INJECTION
SUBLIMAZE o . .
FURSSECIAAY 19 05N/
JANSSEN PHARMA EQ 0.05MG BASE/ML
ELUDCTHOLONE ACETONTDE (PASE 3-76)
CREAM; TOPICAL
F

¥

>_ADD > AT 0.0257m

SOLUTION: TOPICAL
CIHOLOHE A

>_ADD > AT BAY LABORATORIES 0,007m

ELUOXYMESTERONE (PAGE 3-77)

TABLET; ORAL
F LUDXYHESTERONE
BP BOLAR PHARMACEUTICAL 2MGM
BP EMGH
BP 1oMGH

BP COLMED LABORATORIES 10MGH

FUROSEMIDE (PAGE 3-79)
INJECTABLE; INJECTION
FURCSEMIDE
AP T NATCON CHEMICAL 1oMB/MLN

Google

> A >

TABLET; ORAL

EUROSEMIDE
BARR LABORATORIES
ROXANE LABORATORIES

ZENITH LABORATORIES

Sovgn
20MEu

SOMEN
20MGH
Soten

SENTAHICTN SULFATE (PAGE 3-79)

-

RRERRERRRERE RREREEREEREER

B

CREAN; TOPICAL

S PHARMAFATR
T3 ummrmil-:s
INJECTABLE; INJECTION

SULFA’
ABBOTT LABORATORIES

LYPHO-MED
ABBOTT LABORATORIES

OINTMENT; TOPICAL
SENTAMICIN SULFATE
THAHES PHARMACAL

BASE/10
EG B0MG RASE/100MLN
4 _0MG_BASE/100MLN
EQ 10048 BASE/IooMiu
E0 1.2V8 RASE/MLn
3.5 BAS L
EQ 1.5MG B EEIH!,H

EQ_1.BMG BASE/MLM
2NG BAS

EQ 10MG BASE/HLM
GOHMG _BASE,

EQ_SOHG _BASE/MLE
EQ_GONG BASE/MLM
EQ 60MG_BASE/100MLM
EQ _JOHG BASE/100MLN
EQ_80MG RASE/100MLN
EQ 90MG _BASE/100MLE

E9Q 1.2MG BASE/MLu
EQ 1.6MG BASE/DLM
5 1.6M RASE/MLN
EQ 1.BM5 BASE/HLX
EQ M5 BASE/MLM
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JROCORTISONE (PAGE 3-90)

/4 Ropss. SAitHAE/

W 1824
3 _HEOMYC!
SOLUTION/DROPS; OTIC
—-0T0SOL-HC
CARTER-GLOGAU LABS  12iFD §.5MS BASE/WLI10,000 UNETS/MLM
HYDROCORTISONE ACETATE (PAGE 3-93)

CREAH; TOPICAL

Al
187 “TIRE PROVSEN 113/

LOTION; TOPICAL
R,

&1/ ~TINGRAM PHARM 0.5%

16t/

/&;gi&édﬂfﬁd»ﬂ'&dtﬂiﬂ
¥ Fd:82
/30sPERSH HL T i T
/ /Jrjlgi L‘g 18

HYDROCORTISONE VALERATE (PAGE 3-95)
OINTMENT; TOPICAL

WESTCORT
HESTHOOD PHARMS 0.27m
HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-95)
TABLET; ORAL

HYDROF LUMETHIAZIDE AND RESERPINE
BP COLMED LABORATORIES 50MG;0.125M6n

HYDROMORPHONE HYDROCHLORIDE (PAGE 3-95)
INJECTABLE; INJECTION

DILAUDID-HP
KNOLL PHARMACEUTICAL 10MG/MLx

Google

HYDROXYZINE HYDROCHLORIDE (PAGE 3-961

TABLET; ORAL
28 BARR LABORATORIES  1OMG®
28 DANBURY PHARMACAL  10MBx
25HEn
2B BoMER

a8 VANGARD LABS/EM  EQ 25ME Mew

28 EQ _50ME HCLM

INIPRAMINE HYDROCHLORIDE {PAGE 3-97)
TABLET; ORAL

/HP/,‘W résre/

/) BINS/ /

7 fiie
DMIPRAMINE HOL

88 FAR PHARMACEUTICAL  1OMGH

£8 2EMEN

a8 50MGH

ZISOETHARINE HYDROCHLORIDE (PAGE 3-100)
SOLUTION; INHALATION
ISOETHARTHE HoL
AN INTL MEDICATION SYS 0.167%

N ROXANE LABORATORIES 8.16773
an TRAVENOL LABS 0.25%n

ISONIAZID (PAGE 3-101)

FON
24 HOFFMANN-LA ROCHE SOME/5HL

KAMAMYCIN SULFATE (PAGE 3-102)
IMJECTABLE; INJECTION

KANAMYCTN SULFATE
ap INTL MEDICATION SYS EQ S00MG BASE/2HLx
AP EQ _16Y BASE/MLE
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY 84 11
OXTRIPHYLLINE (PAGE 36€"131]
TABLET, ENTERIC COATED; ORAL

OHOLEDYL

Ag PARKEZ€DAVIS/H-L Loans

95 z00us

omIPm'LLnLE

BOLAR PHARMACEUTICAL I00MGI

1GIS

ZOOHG

OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)

CAPSULE; ORAL

didi-i-AO

JAAY /36 TKASREASAGAVIS/; 1/ /: 'AdsmA¢udA§
PENICILLIN V POTASSIUM (PAGE 33”135
PONDER FOR RECONSTITUTION; ORAL

A0 SHL

/11 -1 66

PHENDIMETRAZINE TARTRATE (PAGE 33€7138)
TABLET; ORAL

EEEEQEEEIBAZEHE_IABIBAIE

Ag FERNDALE [ABS SSMB!

PHENTERMINE HYDROCHLORIDE (PAGE 3-139)
CAPSULE; ORAL

ADIPEX-P

Ag LENNON 51.5mm:

DAPEXi"57.5

Ag FERNDALE (Ass 51.5nsu

PHENTERMINE 555

ACAMALL 51.5"5!

POTASSIUM culonxgg (PAGE 3-1431
INJECTABLE; INJECTION

POTASSIUM CHLORIDE

dil TRAVENOL LABS

I’REDN'ISOLDN'E (PAGE 3-145)

TABLET: ORAL

PREDNISOLONE

ACH~/ /REXALL ACRUAG/ /Si-

PREDNISOLONE ACETATE (PAGE 3-146)

INJECTABLE; INNECTION o

/5p/AE™AERSASASSIIKALASSALASS/ /AdsnAgin(/

PREDNISOLONE SODIUM PHOSPHATE (PAGE 3-147)

SOLUTION-DROPS; OPHTHALMIC

/i-dACIACAdi

1AC)/ 1K/ /ACAYdB2i-i~dACA¢4A0/

> DLT > /In-14nde

> BLT >/ACY /A¢A¢A¢PE-YIN/ IACACIACIiil ACI-ACAC/

> ADD > INFLAMASE MILD

> ADD > AL COOPERVISION PHARMS EQ 0.112 PHOSPHATE

INFLAMASE roar:

> QLI : >/Aol 7A§53F7FF7333FEHV'[SN'I /EACIAC OAC), A§A¢,

>ADD > 2! COOPERVISION PHARMS EQ 0.92 PHOSPHATE

HETRETON

1A©i/ senenxus EQ 0.52 PHOSPHATE

PREDAIR FORTE

> ADD ) Al PHARMAFAIR EQ 0.92 PHOSPHATE
: SODIUM Pi

*A57 Tg 1/

"HIND PHARMS 0-112 PHOSPHATE
RY'SIACACAGIACAAL/ /3€°3"3€32"335T" ATE

LLE(za
=>OLT >]'Kl /1d(|A€i AACI/
>ADD > 51 MAURRY BIOLOGICAL :9 0.112 pnosvnarz
)ADD > Al 5g 0.92 PHOSPHATE
PREDNISONE (PAGE 33€7147)
TABLET; ORAL
PREDNISONE

BX
PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)
CAPSULE; ORAL

PROPAN

146 PARKE-nAvIs/u-L IACA©ACI-,AC

@@
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUBUST "83 = JANUARY ‘84

SOMATROBTN (PAGE 3-165)

INJECTABLE; INJECTION
ASELLACRIN 2

SERONO LABS
TRSELKACHIY

ASELLACRIN 10

2 TU/VIALM

SPIRONOLACTONE (PAGE 3-166)
TABLET; ORAL

SPIRONOLAGTONE
2B PUREPAC/KALIPHARMA  ZEMGN

FACETAMIDI (PAGE 3-167)

SOLUTION/DROPS; OPHTHALMIC

Iﬁ; SonIUM SILFM!'TIIHIBE sf@;

AT OFTOPICS LABS

m

188 TERERE TR AERNY ey
AT OPTOPICS LABS
SULFAIR FORTE

AT PHARMAFATR 502

JESTOSTERONE (PAGE 3-173)
INJECTABLE; INJECTION

L 'OCHLORIDE (PAGE 3-174)
CAPSULE; ORAL

[4df 5&% [ 250,

TABLETS ORAL
/48f  upJoHN [2sdve/

J&8/  ER SQUIBB AND SONS  250MG

THALLOUS CHLORTIDE, TL-201 (PABE 3-175)

INJE(:T ABLE; INJECTION

HEJI-HIYSIES

cQ,
~

> _ADD >
>_ADD >

)EII >

>_4DD >
>Tapp >

THEOPHYLLINE (PASE 3-176)

(FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.)

CAPSULE, CONTROLLED RELEASE: ORAL

SOMOPHYLLIN-CRT
BC FISONS 10016
THEO-24
BC  SEARLE/SEARLE PHARMS 100MGX
20016
Z00MEH
ELIXIR; ORAL
ELINOMIH
AA HR CENCI LABS B0MB/15HLR
SOLUTION; ORAL
BOME/ISHL

THECLAIR

A RIKER LABS/3M
JHECPHYLLINE

an ROXANE LABORATORIES BOMG/15MLN

TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN

BC  PURDUE FREDERICK 200MGR
F4880¢/
IHEQ-DUR
BC  KEY PHARMACEUTICALS 200M6
UNTIPHYL
PURDUE FREDERICK 400MG
THIORIDAZYHE HYDROCHLORIDE (PAGE 3-178)
CONCENTRATE; ORAL
TDAZINE HE
AR CORD LABORATORIES
Al 100MG/MLX
Al NATL PHARM MFG/BARRE 1USMG/HLM
TABLET: ORAL
MELLARIL
AB SANDOZ PHARMS/SANDOZ 100MG
THIORYDAZINE HCL
AB BARR LABORATORIES  10MGX
AR 1EHEN
AB 25MGH
AB SoMGR
Ab 100HGw
A8 BOLAR PHARMACEUTICAL 1EMEM
AR 00NN
an CORD LABORATORIES  10MGN
AB ASHEM
AR 25MEn
AB Soien
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INJECTABLE; INJECTION
MVC PLUS

ASCOTHOSP PHARMS

ADDENDUM

DESI PENDING LIST 4€”'EXEMPT (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 5/AUGUST'83 - JANUARY '64
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;
ERGOCALCIFEROLIAFOLIC ACID; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDE; VITAMIN A; VITAMIN E (PAGE ADZ)
/HETHANDAJA§TEHdA£dNE/(PAGE AD6I

MmisXmu

T

mi-iii~ACggginiggi-geeu gigw

10MG/ML;0.006MG/ML;0.5 UGM/ML;

1.5SMG/ML:20 TUML:0.04MG/ML;

QMGIML:0.4MG/ML;0.36MG/ML;

0.3MG/ML;330 IUML;1 TU-ML
IDRONPHENIRANINE'NdGACIA©AC PHEN YLEPHRINEA€'N YDROCHLCRIDEY
LL(PAGE AD3]

\

IEJIIXIRITWIIL

,. La

m-iii-pl HTTP/PHIAE™.iSi-G/Si~, iSi~,P/Si-i/

mum. mmssxnmrmxsfimm

E.

Ni-i~, fACgeACi-, i, / 12%3€™ 15M! 15i-,A¢l
6&54€TACIHi-li-ACACIACACAEACIACH :1:1:21222:PEPAE" ELBOW
Hip HEP;3€ #i-i, fi, i, =i, i, iIEASi-ifi-Ri,

/.13€” SS'SLRNN/K PEI

£,

a€™$2A§3A§A§?A§RASA§ACTAET™

SYRUP; ORAL

DICYCLOMINE

BAY LABORATORIES

DIPYRIDAMOLE (PAGE A04)

TABLET; ORAL

DIPYRIDAMOLE

ASCOTHOSP PHARMS

DURAMED PHARMS

HALSEY DRU;

SUPERPHARM

DICYCLOMINE HYDRCEHLORIDE (PAGE AD!)

IDMG-SML

SOMG

ZSMG

SOMG

75MG

SOMG

SONG

#EUBQNMPNIES/ 1ACi-i~,A¢.idi~A¢ iA©.-'5i-A¢A§$A i, A¢l

15
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