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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,
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 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 >_400 > to the left of the line on which new
information exists. The >_aop_> 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 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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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS
CATEGORIES COUNTED JULY '83 (BASELINE) OCT '83
DRUG PRODUCTS LISTED 6679 6783
SINGLE SOURCE 1908 (28.6) 1915 (28.2%)
MULT ISOURCE' ! 4771 (T1.4) 4868 (71.8%)
THERAPEUTICALLY EQUIVALENT 3804 (57.0%) 3891 (57.4%)
NOT THERAPEUTICALLY EQUIVALENT 957 (14.3%) 967 (14.3%)
EXCEPTIONS (<) 10 ( 0.1%) 10 ( 0.1%)
NEW MOLECULAR ENTITIES APPROVED - 2
NUMBER OF APPLICANTS 304 310

Be ACTIVITY FOR SUPPLEMENT NUMBER 7
FEB '84 MAR '84
DRUG PRODUCTS ADDED: 28 41
NEWLY APPROVED 28 38
DES| EFFECTIVE 0 3
REMARKETED 0 0
DRUG PRODUCTS REMOVED: 7 10
WITHDRAWN APPROVAL 0 0
RX TO OTC SWITCH 0 0
DISCONTINUED MARKETING 9 10
NET GAIN IN DRUG PRODUCTS 21 31
SINGLE SOURCE PRODUCTS APPROVED 4 5
MULTISOURCE DRUG PRODUCTS APPROVED 24 36
NEW MOLECULAR ENTITIES APPROVED: 0 0
AS THE ENTITY 0 0
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 0 0

(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (i.e.,
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE 1-5 OF THE LIST)

Google

JAN '84
6854
1933 (28.2%)
4921 (71.8%)
3939 (57.5%)
972 (14.2%)
10 ¢ 0.1%)
8
312
CUMULATIVE
69
66
3
0
17
0
0
19
52
9
60
0
0
0
AVAILABLE
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '83 - MARCH '84

ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)
CAPSULE; ORAL
ACETAMINOPHEN W/ CODEINE #3
4A  LEMMON 300MG3 30MGx
JYLENOL W/ CODEINE NO. 3
A MCNEIL PHARM 300MG330MG
TABLET; ORAL
CETAMINOPHEN EINE PHOSPH
Y DURAMED PHARMS 300MG315MGK
A 500MG3 30MGH
300MG360HGx
>_ADD > PAPA-DETNE # 3
>_ADD > A4 VANGARD LABS/MWM 300MG330MGN

>_ADD > PAPA-DEINE # 6

>_ADD > AA VANGARD LABS/MWM 300MG3EO0MGK
ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-2)
TABLET; ORAL
>_ADD > HYCODAPHEN
>_ADD_> A4 BF ASCHER S00MG$SMG
ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)
TABLET; ORAL
CODACET
AA HALSEY DRUG 325MG s 5MGx
/perdddef -4/
COoC
/ f

¢ Adéy sANd
mrmrcm:mx £ ﬂ' (Sf! (PAGE 3-2)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

ALBUMIN, JODINATED, I-131, SERUM (PAGE 3-4)
INJECTABLE; INJECTION

TRASISISBINATED, SEFRON. ACEIMIN -

j 2 [ '.
INRELINERROB/ UHANS, 21K "2, 131/

(
1634880t

Google

AMINO ACIDS (PAGE 3-6)

INJECTABLE; INJECTION
NEOPHAM 6.57

CUTTER-VITRUM 6.57n

AMINOPHYLLINE (PAGE 3-8)
2550 (AT

SOLUTION; ORAL
AMINOPHYLLIN

Y BAY LABORATORIES 105MG/5MLN

A ROXANE LABORATORIES 10SMG/SMLX

TABLET; ORAL

AMINOPHYLLINE
BD  BARR LABORATORIES  100MGX
BD 200MGN

AB VANGARD LABS/M 200MGn

48 200MGn

AMITRIPTYLINE HYOROCHLORIDE (PAGE 3-10)
TABLET; ORAL

>_ADD > AB DANBURY PHARMACAL 10MGx
>_ADD > AB 25M6n
>_ADD > AB BOMGX
>_ADD > AB 25M6n
>_ADD > AB A00MGx
> egn > n l!gﬁl

/Mﬂéﬂmt_'ﬂﬂﬂ/tms 3-13)

/ﬁfﬂ(if ffﬁ;’mmts./ /15#/
/.ffﬂ LEYS, ORAL/
BENZEBRANE
\|
/5REF. LABORATORIES/ ; % m/; .
(PAGE 3-13)
POWDER rot RECONSTITUTION; ORAL
AB °asuston. TABS/B-H EQ_3.56M BASE/BOT3$1SM/BOT
PROBAMPACTH
AD BIOCRAFT LABS EQ 3.56H DASE/DOT3IIGN/ROT
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST °'83 - MARCH ‘84 3

BENZTHIAZIDE (PAGE 3-20)

TABLET; ORAL

AGQUATAG
>-our > /B [CORB. LABORATORIES/ [26ns/

/2s0s/

>_ADD > BP REID-PROVIDENT LABS 50MG

>

25M6

/PREALUA/

/BP/  [REX-PROVAPENS. LABS//56rs/

BEN PINE MESYLATE (PAGE 3-20)

BP
BP
BP

BP
BP
BP

TABLET; ORAL
BENZTROPINE MESYLATE
QUANTUM PHARMICS 0.5MGx

1MGX
2MGx
COGENTIN
MS&D/MERCK 0.5M6
1MG
2MG

BETAMETHASONE VALERATE (PAGE 3-21)

AB
AB
AB

B B BB

B

CREAM; TOPICAL
BETAMETHASONE VALERATE
E FOUGERA/BYK-GLDN EQ 0.17 BASEX
PHARMADERM/BYK-GLDN EQ 0.17 BASEX
BETATREX
SAVAGE LABS/BYK-GLDN EQ 0.17 BASEXN

LOTION; TOPICAL
BETAMETHASONE VALERATE
E FOUGERA/BYK-GLDN EQ 0.17 BASEX
PHARMADERM/BYK-GLDN EQ 0.17 BASEX
BETATREX
SAVAGE LABS/BYK-GLDN EQ 0.17 BASEX
VALISONE

SCHERING EQ 0.17 BASE

OINTMENT; TOPICAL
BETAMETHASONE VALERATE
E FOUGERA/BYK-GLDN 2
PHARMADERM/BYK-GLON EQ 0.17 BASEN
BETATREX
SAVAGE LABS/BYK-GLDN EQ 0.17 BASEM
VALISON

SCHERING 0.17 BAS

Google

ROMODIPHENHYDRAMINE HYDR IDE; T
(PAGE 3-22)

SYRUP; ORAL

AMBENYL
MARION LABORATORIES 12.5MG/5ML;:10MG/5ML

BROMPHENIRAMINE MALEATE (PAGE 3-22)
TABLET; ORAL

ROMPHENIRAMINE MALEA
188 “TRBTAR FRARAEETIERY) and/

>_ADD_> BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE:
>_ADD >  PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-23)

>_ADD > SYRUP; ORAL

>_ADD > DIMETANE-DC
>_ADD > AH ROBINS 2M6/5ML310MG/5ML312 . 5MG/5ML
>_ADD ROMPHENIRAMINE MALEATE; PHAN ROMIDE ;

>
>_ADD > EPHEDR Y| LO (PAGE 3-23)

>_ADD > SYRUP; ORAL
>_ADD > DIMETANE-DX
>_ADD > AH ROBINS 2MG/5ML 3 10MG/5ML ; 30M6/5ML

>_ADD > BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE

(PAGE 3-23)
>_ADD > ELIXIR; ORAL
>_ADD > ELIXIR DIMETAPP
>_ADD > AH ROBINS 4MG/5ML ; 25MG/5ML
BUPIVACAINE HYDROCHLORIDE; EPINEPHRINE BIVARTRATE (PAGE 3-23)

INJECTABLE; INJECTION
C! 7.
BREON LABS/STERLING 0.5%3

AP 0. 0091IMG/NL

AR 9.75%30,0091MG/ML
A

AP ASTRA HOSP PHARM 0.57%30.0091MG/ML)

AP 9.75730.0091MG/MLN
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '83 - MARCH '84

CEPHALOTHIN SODIUM (PAGE 3-31)
INJECTABLE; INJECTION
SEFFIN
AP GLAX0 EQ 1GM BASE/VIALXN
ae EQ_2GM BASE/VIALMN

EQ 10GM BASE/VIALX

CEPHALOTHIN SODIUM; DEXTROSE (PAGE 3-31)

INJECTABLE; INJECTION
CEPHALOTHIN SODIUM IN PLASTIC CONTAINER
TRAVENOL LABS EQ 20MG BASE/ML;50MG/MLX
EQ 40MG BASE/ML;50MG/MLR

CEPHALOTHIN SODIUM; SODIUM CHLORIDE (PAGE 3-31)

INJECTABLE; INJECTION
CEPHALOTHIN SODIUM IN PLASTIC CONTAINER
TRAVENOL LABS EQ 20MG BASE/ML;9MG/MLX
EQ 40MG BASE/ML;9MG/MLX

H IAZEPOX (PAGE 3-33)
CAPSULE, CONTROLLED RELEASE; ORAL

LIBRELEASE
HOFFMANN-LA ROCHE 3oM6x

ORDIAZEP R OR (PAGE 3-33)

CAPSULE; ORAL

CHLORDIAZEPOXIDE HC A'/
NS, ) L

d

RN

B3

ROPROCA H (PAGE 3-34)

INJECTABLE; INJECTION

NESACAINE
JPENNRALY, PHARN/ ﬁ;;
ASTRA PHARM PRODS 1%
2z

ESACAINE-C

772%15 N 2
18 e

37

AP ASTRA PHARM PRODS

Google

CHLOROTHIAZIDE (PAGE 3-35)
TABLET; ORAL

HIA

AB CHELSEA LABORATORIES 250MGN

4B 5ooMgx
CHLOROTHIAZIDE; RESERPINE (PAGE 3-35)

TABLET; ORAL
CHLOROTHIAZIDE AND RESERPINE
BP WEST-WARD 250M630.125M6xn
BP 500MG;30.125MGXR

CHLORPHENIRAMINE MALEATE (PAGE 3-36)
TABLET; ORAL

H HE E_MALEA'
184/ 7.%.’%}%37 ﬁw

CHLORPROPAMIDE (PAGE 3-38)
TABLET; ORAL
CHLORPROPAMIDE
AB PAR PHARMACEUTICAL 100MGX
250MGx
IABINES

AB PFIZER LABS/PFIZER  100MG

CHLORTHALIDONE (PAGE 3-38)

TABLET; ORAL
HLORTHA
AB PUREPAC/KALIPHARMA  50MGXN

CHLORZOXAZONE (PAGE 3-39)
TABLET; ORAL

HLORZOXA
AA PAR PHARMACEUTICAL  250MGH

CHYMOPAPAIN (PAGE 3-39)

INJECTABLE; INJECTION
DISCASE

TRAVENOL LABS 12,500 UNITS/VIALXN
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '83 - MARCH '84

DEXCHLORPHENIRAMINE MALEATE (PAGE 3-51)

SYRUP; ORAL

>_ADD_> BAYLARAMINE

>_ADD > AA BAY LABORATORIES 24G/5MLx
POLARAMINE

>_ADD > AA SCHERING 2M6/8ML
DEXTROSE; OOPAMINE HYDROCHLORIDE (PAGE 3-53)
INJECTABLE;

JECTION
/BSPARENE, H¢ M'#XM’#.’S#/
DOPAMINE WCL

ABBOTT LABORATORIES SGM/100ML38OMG/100ML
5GM/100ML $160MG/100ML
DOPAMINE HCL IN PLASTIC CONTAINER
ABBOTT LABORATORIES GM/100ML 380MG/100

5GH/100ML $ 160MG/100MLX
5GM/100ML 3 320MG/100MLR

Rk R

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/100MLX
DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 3-53)

INJECTABLE; INJECTION
OCAINE H 27

0SE 57
>_ADD_> AP AM MCGAW/AM HOSP 5GM/100ML $ 200MG/100MLY
OCAINE HCL 0.6 AND DEXTROSE 57 IN PLASTIC CONTA

>_ADD > AP AM MCGAW/AM HOSP 5GM/100ML 3400HG/100ML
CAIN 0.87 AND DEXTROSE 57 IN PLASTI

>_ADD > AP AM MCGAW/AM HOSP 5GM/100ML 3 800MG/100MLN

DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM (PAGE 3-57)

INJECTABLE; INJECTION
/otAtriZdATe Mecy ‘ANg * dA1E ‘Sd

DIATRIZOATE=60

DIETHYLPROPTON HYDROCHLORIDE (PAGE 3-59)

TABLET; ORAL
DIETHYLPROPION HCL
AA CAMALL 25men

Google

DIMENHYDRINATE (PAGE 3-60)
INJECTABLE; INJECTION

1887 T RERIRKHON 414/ / desdme)

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-61)

CAPSULE; ORAL
=DIPH

SK-DIPHENHYDRAMINE
/84/  SK&F LABORATORIES /Zswd/

ELIXIR; ORAL

BELIX

A4 HALSEY DRUG 12, 5MG/5¥LX
DIBENIL

A4  HR CENCI LABS 12.5MG6/5MLx

DISULFIRAM (PAGE 3-63)
TABLET; ORAL

DISULFIRAM
BX CHELSEA LABORATORIES 250MGM
BX 500MGX
BX SIDMAK LABORATORIES 250MGx
BX 500M6x

DOXYCYCLINE HYCLATE (PAGE 3-64)
CAPSULE; ORAL

CYCLINE Cl
aB CHELSEA LABORATORIES EQ SOMG BASE
AB HEATHER DRUG EQ SOMG BASEX
aB EQ_100MG BASEM
AB PAR PHARMACEUTICAL  EQ 100MG BASEX
AB PUREPAC/KALIPHARMA
AB 00H
INJECTABLE; INJECTION
DOXY 100
AP LYPHO-MED £Q_100M5 BASE/VIALXN
DOXY 200
AP LYPHO-MED EQ_200MG BASE/VIALX
AP ELKINS-SINN 00MG_BA
AP £Q_200MG BASE/VIALX
VIBRAMYCIN
AP PFIZER LABS/PFIZER [EQ _200MG BASE/VIAL



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



45°0 WYVHd WYHONI ¥/
Id0o1Tyd
IvIIdOoL ¢NOILO1

A NI gl
V133V ANOSILA0D0UAA
IVIIdOL ¢WV3ND
(£6-€ 39vd) JIVI3IIV 3INOSILUOJOUAAH
HTR/SIINN 000°0T$TH/3SVE OHS & BASZT  SAV1 NVO019-d3LAVI v
OH-105010-03N
J9I10 $¢SdO¥G/NOILNI0S

(26-€ 39vd) ALV4INS G NIXAWA HETLF] N $3NOSIL

ROWOT S3ITAOLYNOSY] 3INVXOY da < 0oy <

3ANOSILH0J0HAAH
Ivd0 ¢131avi
12278/ JNHSdd/
[3RRTYHENS, § wwﬁéiﬁ"éw
75 ¢ v
n7ZT S3TY0LVHOGVT AVE v
SNOSILJ0I0UAAH

TYIIdOL $ANIWINIO

/’@/ INFSTCYd, oL/ /E'/

S3ITYULSNANI NOIIYIMW
INOSILUCICITAH
RZT 1VIILNIIVHAVHL Nvuau v

a-
G500/ [83R3Lsidiy, N
PPy I8/
1VOId01 ¢NOILOY
w782 v
nZt S$3T30LVN0GYVT AVE v
ANOSILU0J0UAAN
[i5°9 dVHd 33013
759/ SW 85937 5/

IVIIdOL SWVID
(06-€ 39vd) INOSILHOIOUAAH
nsusz SHSZ  VWYVHAITY)I/2vdIand v
0THA0Y 74 aNO13VIONOYId
IVH0 £43718VL

(68-£ 39vd) INOLIVIONOBIAS f3IAIZVIALOUOIHIOUGAH

Google

HONG2T " 0¢9H0S S3I30LVH0AYT Q0D dg
30IZVIHLOYOTHOONAAH ONV 3INILY3IS3Y
IVAH0 f1374vVL

(68-€ 39vd) 3INIdH3S3¥ !3AIZVIHLOBOTHIOUAAH

RONT 0SOWNSTEOWSe SAVT IN3IAIAONA-QI3Y dg
30IZVIHLOYOTHOOHAAH OGNV “TDOH 3INIZVIVHOAH ¢3INId¥ISIY
TOH 3INIZVIVHGAH OGNV ¢30I2VIHIONOTHIONGAH ¢3INIdH3SIY

[/

IVH0 f1374vl

(L8-€ 39vd)
NIdH3S3d $30I2VIHLOH0THIONGAH $3QINOTHOOHGAH 3INIZVIVYAA

NOR0S  VHAVHAITVI/Ivd3dnd w
RSHO0T  1VOILN3IVWAVHA dvd w
VIV
Va0 ¢1318vL

(98-€ 39vd) JAI8OTHIOUUAH 3NIZVIVHOAH

/PW%/ M
5. Nk 5075/
SHOT IVIVHAVHd NOISSIN v/
OT-NIdVHOH

V0 1376Vl
(98-€ 39vd) JOINOHGTAHLIIN INIdOULVWOH

NIH79RS 9 TH/SLIINA 00T S3ITHOLVAOSV 11088V av
75%°0 30Id0THO WNIAOS NN 000 IG0S NIdvd3
HIHO0T/9W006 ¢ THOOT/SLINN 000¢T S3ITHOLVHOGV] Liogav
76°0 3AI¥OTHI WNIA0S NI SLINN 000¢S WNIGOS NINVA3IA
RTHO0T/9H006¢ THOOT/SIINAN 000°S S3INOLVHOSY1 11089V
76°0 30I401HO WNIG0S NI SLINN 000°SZ WNIGOS NIavd3l
nIK001/9H059 ¢ THOOT/S1INN 000°0T S3I¥0LVHOGYT L1108QV
nTHO0T/SHOSH ¢ THOOT/SLINN 000°S S3Iy0LYN0GV1 1108QY
75%°0 30IY01HO WNIG0S NI SLINN 000°SZ WNIG0S NIdVA3IH
®IH00T/79H006 ¢ THOOT/SLIIKN 000°S S3ITAOLVHOGVT 11089V
76°0 301¥01H0 WNIG0S NI SIINN 00S°ZT WNIA0S NIYVAIH
®TH00T/9H0SH$ THO0T/SLINN 000°S S3IAOLVHOSVY 11098V av
75%9°0 3AIU0THO WNIA0S NI SLINN 00S°2T WNLIG0S NIUVAaIN
XIH00T/9H006 ¢ THO0T/SLINN 000¢0T S3THOLYNOGYY LiogaY
%6°0 30IYOTHD WNIAOS NI SLINN 000¢0T WNIGOS NINVDIH
NOILO3MNI ¢31GVLI3IrNI

(8- 39vd) JTISVId NI - 30I50THI WNIG0S THNI005 NIuvdan

<

<

<%

|

8, HOUVYHN - €8, 1SN9NY / £ HIGHNN INIHIATddNS IAILYINKND / ASIT 10N00Hd 9NNAa



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '83 - MARCH '84 11

HYDROCORTISONE ACETATE (PAGE 3-93)

LOTION; TOPICAL
/ﬂ%#dédr&ﬁédﬂé ACETATE
L /6.82

/ SﬂSPfNSIﬁgéﬁﬂm/’Sj COPHIHAGLE, Ot/
THSEB/NERER/ 12571

HYDROCORTISONE VALERATE (PAGE 3-95)
OINTMENT; TOPICAL

WESTCORT
WESTWOOD PHARMS 0.27%

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-95)

TABLET; ORAL
HYDROFLUMETHIAZIDE AND RESERPINE
BP COLMED LABORATORIES 50MG;0.125MGK

HYDROMORPHONE HYDROCHLORIDE (PAGE 3-95)

INJECTABLE; INJECTION
DILAUDID-HP
KNOLL PHARMACEUTICAL 10MG/MLx

HYDROXYZINE HYDROCHLORIDE (PAGE 3-96)

TABLET; ORAL
HYDROXYZINE HCL

AB BARR LABORATORIES 10MGx
AB DANBURY PHARMACAL 10MGx
AB 25MGx
AB 50MGHK

HYDROXYZINE PAMOATE (PAGE 3-96)

CAPSULE; ORAL
HYDROXYZINE PAMOATE
DURAMED PHARMS EQ 25MG _HCLX
EQ_50MG_HCLx
EQ _100M5 HCLX
VANGARD LABS/MWM EQ 25MG HCLXM
EQ_50MG_HOLX

BiEEEE

Google

IBUPROFEN (PAGE 3-97)
TABLET; ORAL

MOTRIN

>_ADD_> AB UPJOHN MANUFACTURING 600MG
RUFEN

>_ADD > AB BOOTS PHARMACEUTICAL 600MGX:

IMIPRAMINE HYDROCHLORIDE (PAGE 3-97)
TABLET; ORAL

/ANTEPRESS/

/B8/ / fﬂﬂﬁﬂ/ /2518/
18y Wms/ o

Vit

IMIPRAMINE HCL

AB PAR PHARMACEUTICAL 10MGx
4B 25MGxR
4B 50MGN

ISOETHARINE HYDROCHLORIDE (PAGE 3-100)

SOLUTION; INHALATION
ISOETHARINE HCL

>_ADD > AN ARMOUR PHARM 0.167n
>_ADD_> AN 0.27n
>_ADD_> AN 0.257x
AN INTL MEDICATION SYS 0.167%
AN ROXANE LABORATORIES ©.16771
>_ADD_> TRAVENOL LABS 0.147n
AN 0.2571
ISONIAZID (PAGE 3-101)
SYRUP; ORAL
ISONTAZID
AA CAROLINA MED PRODS  SOMG/SMLMN

RIMIFOM
AA HOFFMANN-LA ROCHE  SOMG/SML

ISOPROTERENOL HYDROCHLORIDE (PAGE 3-102)

SOLUTION; INHALATION
ISOPROTERENOL HCL

TINTLREPICATION 88/ /8.:8%/
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NITROGLYCERIN (PAGE 3-128)
INJECTABLE; INJECTION

ONA!
AP G POHL-BOSKAMP SHMG/MLX
1MG/ML2
JRIDIL

AM CRITICAL CARE/AHS 0.5MG/MLx

NYSTATIN (PAGE 3-129)

OINTMENT; TOPICAL
STA
AT CLAY-PARK LABS 00,00

POWDER; ORAL
NILSTAT
LEDERLE LABS/AM CYAN 10073

NYSTATIN (PAGE 3-129)

TABLET; ORAL
STA

NYSTATIN
AA PAR PHARMACEUTICAL 500,000 UNITSH

TABLET; VAGINAL
NYSTATIN
AT E FOUGERA/BYK-GLDN 0
AT PHARMADERM/BYK-GLDN 100,000 UNITSX

OXPRENOLOL _HYDROCHLORIDE (PAGE 3-131)
CAPSULE; ORAL
TRASICOR
CIBA/CIBA-GEIGY 20MGX
40MGX
80MGx
160MGx

OXTRIPHYLLINE (PAGE 3-131)
ELIXIR; ORAL

OXTRIPHYLLINE
BAY LABORATORIES 100MG/5MLn

Google

OXTRIFHYLLINE (PAGE 3-131)

SYRUP; ORAL
OLED
AA PARKE-DAVIS/W-L SOMG/SML
OXTRI LLINE PEDIA
BAY LABORATORIES 50MB/5MLX

B

TABLET, ENTERIC COATED; ORAL
oL
PARKE-DAVIS/N-L 100M58

200MG
IPHYL

BOLAR PHARMACEUTICAL 100MGN
200MGx

B BB

OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)

CAPSULE; ORAL
/dRdpAd

/48/ SBAVIS/RCL/ /84 440N "dAse/

BENICILLIN V POTASSIUM (PAGE 3-135)

POWDER FOR RECONSTITUTION; ORAL
oy "I P )
i /

PHENDIMETRAZINE TARTRATE (PAGE 3-138)

TABLET; ORAL
PHENDIMETRAZINE TARTRATE

AA FERNDALE LABS 35MGN
PHENTERMINE HYDROCHLORIDE (PAGE 3-139)
CAPSULE; ORAL

ADIPEX~-P

FY) LEMMON 37.5MG%
DAPEX-37.5

AA FERNDALE LABS 37.5MG)
HENTERMINE HC

LY CAMALL 37.5M6n
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '83 - MARCH '84

OEPHEDRINE HYDR 3 TRIPROLIDINE HYDROCH

(PAGE 3-155)

SYRUP; ORAL
ACTAHISY

Al s sgﬁ dgE Giie LABS 30MG/5ML 3. 26MG/EMLN
; AIORIES/  /36ud/8ni i 2nd/snL/
7ﬂ7ﬁ Pﬁﬁﬂﬂ. ‘WFe/BARRE/ $6Ma 8NL 1. denG/HL/

A4 HA'-SEY DRUG 30MG/5ML3 1. 25MG/5HLR

TABLET; ORAL

Wﬁﬁ#ﬁﬂ#ﬂ /é4vg;d. g’/

/
/ 1é18dd
PHARIWAL/ /40464 eud/

IRIFROLIDI'I! AND PSEUDOEFHEDRINE
BOLAR PHARHACEUTICAL 60MGS2.5MGX
/A IRt Jreiriescich
IPROLIDIN! HCL AND PSEUDOEFHEDRIN
AA CHELSEA LABORATORIES 60MG32.5MGX

QUINIDINE GLUCONATE (PAGE 3-157)

TABLET, CONTROLLED RELEASE; ORAL

QUINIDINE GLUCONATE
AB ROXANE LABORATORIES 326MGX

QUINIDINE SULFATE (PAGE 3-157)
TABLET; ORAL
GUINIDINE SULFATE
AB VITARINE/WEST CHEM  300MGH
RESERPINE (PAGE 3-158)
UBLE;. o;u.
/ﬂl’/ /ﬂNf:'A.L JﬁNﬁ#FEJ-ﬂﬁAN// d.2s06/
/8p/ /¢¢#¢ Mﬁﬁﬂﬁﬁ##/ /8.1ng/

7875508
A
RESERPINE (PAGE 3-158)
T IVig s aBtNe/
\f
1881 TRORGLL XABRKORAESI 081

Google

ECOBARBITA (PAGE 3-160)

CAPSULE; ORAL
SECOBARBITAL SODIUM

AA LANNETT 50M8
SECONAL SODIUM

A4 ELI LILLY 50MGx

Y. 100M6x

SELENIUM SULFIDE (PAGE 3-161)

LOTION/SHAMPOO; TOPICAL
SELENIUM SULFIDE
AT BAY LABORATORIES 2.572u

SILVER SULFADIAZINE (PAGE 3-161)
CREAM; TOPICAL

/$2LVeER "SUCPADEAZINE/
Ss0

[SttdgtERdL s ‘ALPHA/ (PAGE 3-161)

ISﬂS?ENSIdN‘ "ORAL/
TEL
M/Efi ﬁfﬂ/ 13617180e/

SODIUM CHLORIDE (PAGE 3-162)

INJECTABLE; INJECTION
SODIUM CHLORIDE 3Z IN PLASTIC CONTAINER
TRAVENOL LABS 36M/7100MLR
SODIUM CHLORIDE 57 IN PLASTIC CONTAINER
TRAVENOL LABS 5G1/100MLx

SODIUM POLYSTYRENE SULFONATE (PAGE 3-165)

SUSPENSION; ORAL, RECTAL
SODIUM POLYSTYRENE SULFONATE
AL ROXANE LABORATORIES 15GM/60MLM

SPS
Al CAROLINA MED PRODS  1SGM/60ML

SOMATROPIN (PAGE 3-165)

INJECTABLE; INJECTION
ASELLACRIN 2
SERONO LABS
RSELLACRAN/

ASELLACRIN 10

2 IU/VIALX

15
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 /7 AUGUST '83 - MARCH '84

JHJORIDAZINE HYOROCHLORIDE (PAGE 3-178)
CONCENTRATE; ORAL
JHIORIDAZINE HCL
Ad CORD LABORATORIES 30MG/MLY
Yy 100MG/MLY
AA NATL PHARM MFG/BARRE 100MG/MLM
TABLET; ORAL
MELLARIL
AB SANDOZ PHARMS/SANDOZ 100MG
>_ADD > AB 150MG
>_ADD > AB 200MG
THIORTDAZINE HCL
AB BARR LABORATORIES 10MGH
AB 15HGX
AB 25HGX
AB OMGH
AB 100MGX
AB BOLAR PHARMACEUTICAL 10MGx
AB 100MGx
>_ADD > AB 150MGX
>_ADD_> AB \ 200MGH
AB CORD LABORATORIES 10MG)
AB 15MGx
AB 25HGR
AB 50MGH
AB DANBURY PHARMACAL 10MGX
AB 15MGn
AB 25MGX
AB 50MGX
AB MYLAN PHARMS 100MGX
AB PAR PHARMACEUTICAL  10MGX
AB 15MGK
4B 25MGx
AB 50MGX
AB 100MGx
>_ADD > AB ROXANE LABORATORIES 10MGX
>_ADD > AB 256X
>_ADD > AB 50HGx
>_ADD > AB WEST-WARD 10MGX
>_ADD > AB 15MGX
>_ADD > AB 25MGx
>_ADD > AB 50MGX

]

ZENITH LABORATORIES 100MGX

JIMOLOL MALEATE (PAGE 3-179)

TABLET; ORAL
BLOCADREN
MS&D/MERCK

MG

Google

TRIAMCINOLONE (PAGE 3-180)

TABLET; ORAL
TRIAMCINOLONE

4|
>_3_L¥_; /S!‘/ MYLAN PHARMS ;ﬁﬁf
JRIAMCINOLONE ACETONIDE (PAGE 3-180)
RIS theot]
/.L.EHI:'#JJ "LABS AN CXAN/S. ZSHS/IIW
unum H RORER 0.25MG/INH
CREAM; TOPICAL
JRIAMCINOLONE ACETONIDE
AT BAY LABORATORIES 0.0257%
ar 0.17m

AT 0.5/
>_ADD > TRIDERY
>_ADD > AY DEL-RAY LABORATORIES 0,17

OINTMENT; TOPICAL
JRIAMCINOLONE ACETONIDE

AT BAY LABORATORIES 0,025
AT 0.17n
AT 9.54n

TRIFLUOPERAZINE HYDROCHLORIDE (PAGE 3-183)

TABLET; ORAL
/1814Zdne/
IEP
JRIPELENNAMINE HYDROCHLORIDE (PAGE 3-185)

TABLET; ORAL

188 TTRERFEAARRT /86td/

TRISULFAPYRIMIDINES (PAGE 3-185)
SUSPENSION. ORAL

/ 04 “g4NdLd
44/ P /800ud s
/A_/ HAH ‘LABS/BEECHAN/ SdddgnL/

/
m\mﬁﬁﬂf "LABS// 5668 6HL/

17
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ADDENDUM

DESI PENDING LIST - °‘EXEMPT®

(COURT ORDER) CATEGORY

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

1188163803280/

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; XPANTHENOL 3
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDE; VITAMIN A; VITAMIN E (PAGE AD2)

INJECTABLE; INJECTION
MVC PLUS
ASCOT HOSP PHARMS 10MG/ML3;0.006MG/ML30.5 UGM/ML;
1.5M6/ML;20 IU/ML;30.04MG/ML;
4MG/ML30.4MG/ML;0.36MG/ML;
0.3MG/ML;330 IU/ML;1 IU/ML

/mnpngﬁmmg ACEATES "BrENYCESHRTINE "HYdRdCHdRIdES

L (PAGE AD3)
JELIRIRS ORAL/

/ﬁlil’g §¢g§£§/ﬁﬂ/ /4P6/snLiBne/BALI o6/ oL/
JTRBLEY ) CONTROLLED, 'RELEASE S, 'ORAL/

/AH.'MHI}*S/ 112063 8nei 1806/

[CARANTBHEN ‘EdISYLATES cmmng»&mm ‘MACEATES “fodprdBAMNIGE
L L (PAGE AD3)

. CONTROLLED, RELEASE S, 'ORAL/
Hdd?
;Jéﬁ gﬂfﬁgél{lﬁfﬂﬂ#ﬂ /29163803 2. Brie oons/

B
TSR47. LRBORATORIES/ /3P BLidne onLi0. 787 8P 3 1 ety

\
‘C»
.*

DICYCLOMINE HYDROCHLORIDE (PAGE AD3)
SYRUP; ORAL

BAYCYCLOMINE
BAY LABORATORIES 10MG/5ML

Google

DIPYRIDAMOLE (PAGE AD4)
TABLET; ORAL

DIPYRIDAMOLE
ASCOT HOSP PHARMS 50MG
DURAMED PHARMS 25M6
50MG
75M6
HALSEY DRUG 50MG
SUPERPHARM 50M6

ISOSORBIDE DINITRATE (PAGE AD5)

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

JuEtdnddSTENdLONE/ (PAGE AD6)

/IABLEY S ORAL/
Rt o

19
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