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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 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 >.a00 > to the left of the line on which new
information exists. The >_app > 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 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 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
MULTISOURCE(!)
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTIONS ¢(2)

NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

DRUG PRODUCTS ADDED:
NEWLY APPROVED
DES| 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

JULY '83 (BASELINE)

6679
1908 (28.6)
4771 (71.4)
3804 (57.0%)
957 (14.3%)
10 ¢ 0.1%)

304

ocT 183

6783
1915 (28.2%)
4868 (71.8%)
3891 (57.4%)
967 (14.3%)
10 ¢ 0.1%)

2
310

B. ACTIVITY FOR SUPPLEMENT NUMBER 6

FEB '84

28

21
24
0

0

CUMULATIVE

28

28

0

0
7

0

0

9
21
4
24
0

0

[v]

v

JAN '84

(SEE SPECIAL NOTE A.)

6854
1925 (28.1%)
4929 (71.9%)
3947 (57.6%)
972 (14.2%)
10 ¢ 0.1%)

8
309

(1) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (i.e., AVAILABLE

FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION

Google

(SEE PAGE

I-5 OF THE LIST)
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ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)

CAPSULE; ORAL

APPROVED PRESCRIPTION DRUG PRODUCTS 1

DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 - FEBRUARY '8¢

ACETAMINOPHEN W/ CODEINE %3

AA LEMMON

300MG3 30MGx

TYLENOL N/ CODEINE NO. 3

AA MCNEIL PHARM

TABLET; ORAL

300MG $ 30MG

ACETAMINOPHEN AND CODEYNE PHOSPHATE

>_ADD > AA DURAMED PHARMS
>_ADD > AA
>_ADD_> AA

300MG 3 15MGx
300MG 3 30MGX
300MG 360MGH

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)

TABLET; ORAL
CODACET
A HALSEY DRUG
/Bekddcii-d/
PERCOCET

325HG 3 5HGx

/4¢¢ mmen 'BHENACETIN{ ‘PrENYLPRdBANGLA

(PAGE 3-2)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

ALBUMIN, TYODINATED, I-131, SERUM (PAGE 3-4)

INJECTABLE; INJEC

/#ﬂiﬂiﬁﬂiﬂﬁ TED, s;-:nm ALBOIN. CHIOMANS, XHSA "1, " 131/

/RALLINCRROBT/

AMINO ACIDS (PAGE 3-6)

INJECTABLE; INJECTION
NEOPHAM 6.57Z
CUTTER-VITRUM

AMINOPHYLLINE (PAGE 3-8)
11340183 "ORAL/

SOLUTION; ORAL

AMINOPHYLLINE
.Y BAY LABORATORIES

AA ROXANE LABORATORIES

Google

18.3:288. 0¢1 Mt/

6.5/

105MG/5MLX
105MG/5MLK

‘v

LR

AMINOPHYLLINE (PAGE 3-8)
TABLET; ORAL

AMINOPHYLLINE

BD  BARR LABORATORIES  100MGM
BD 200MGX
AB VANGARD LABS/MWM 100MGx
AB 200MGn

/AvBHEtAENE "dULELTE/ (PAGE 3-13)

/¢Af‘$ﬂ1-£ CONTROLLED, RECEASE S, ORAL
lsfgkﬁgnﬁ%#fﬂﬂ## /1sre/

/TABLEYS ORAL/
/BENZEBRINE/
’ ¥
/8147 " LABORATORLES/ ﬁt}% .
AMPICILLIN TRIHYDRATE; PROBENECID (PAGE 3-13)
POWDER FOR RECONSTITUTION; ORAL
POLYCILLIN-PRB
AB BRISTOL LABS/B-M EQ 3.5GM BASE/BOT16M/BOY
PROBAMPACIN
4B BIOCRAFT LABS EQ _3.56M BASE/ROT31GM/BOT
ASPIRIN; BUTALBITAL (PAGE 3-15)
TABLET; ORAL

AXOTAL
ADRIA LABORATORIES 650MG;50M6x

ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-15)

TABLET; ORAL
ASPIRIN AND CAFFEINE W/ BUTALBITVAL

AB PUREPAC/KALIPHARMA  325MG3$50MG360MGN
PUTALBITAL W/ ASPIRIN & CAFFEINE

AB BOOTS LABORATORIES  325MG350MG340MGN

JAseiding ‘BUTACBETALS ‘dAregtnE{ ‘PHENACETIN/ (PAGE 3-15)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)
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>_ADD >

> a!zn >
>_ADD >
>_ADD_>

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST ‘83 - FEBRUARY '84 3

JAMETHA (PAGE 3-21)
CREAM; TOPICAL

BETATREX
AB SAVAGE LABS/BYK-GLON EQ 0.1% BASEM

LOTION; TOPICAL
BETAMETHASONE VALERATE

AB E FOUGERA/BYK-GLON  EQ 0.1% BASEM

AR PHARMADERM/BYK-GLDN EQ 0.17 BASEM
BETATREX

AB SAVAGE LABS/BYK-GLDN EQ 0.17 BASEM
VALISONE

AB SCHERING EQ 0.17 BASE

OINTMENT; TOPICAL
BETAMETHASONE VALERATE

AB E FOUGERA/BYK-GLDN EQ 0.17 BASEN
AB PHARMADERM/BYK-GLDN EQ 0.17 BASEX
BETATREX
AB SAVAGE LABS/BYK-GLDN EQ 0.17 BASEN
VALISONE
AB SCHERING EQ 0.17 B,
R PHENHYDRAMINE HYDR ORIDE; CODEINE PH! A
(PAGE 3-22)
SYRUP; ORAL
AMBENYL

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

BROMPHENIRAMINE MALEATE (PAGE 3-22)

TABLET; ORAL
OMPH AMINE EAT

/88/ : TACAL/ G/
BUPIVACAINE HYDROCHLORIDE; EPINEPHRINE BIVARTRATE (PAGE 3-23)

INJECTABLE; INJECTION
MARCAINE HCL W/ EPINEPHRINE
BREON LABS/STERLING 0.5730.0091MG/ML
0.75%30.0091MG/ML

0.5730. 0091IMG/MLY
0.75730.0091MG/HLX

-4

ASTRA HOSP PHARM

Rk

Google

BUTABARBITAL SODIUM (PAGE 3-24)
CAPSULE; ORAL

/1s6/
o
/18906/
WALLACE LABS/C-W 15M6
30M6
504G
100MG
ELIXIR; ORAL
/8UtABARBEYAC * s
T /38%a2eil/
BUTALAN
/R4/  LANNETT 33.3MG/5ML

/¢Aeedine{ ‘¢Adidderdddl{ ‘dinAdétin/ (PAGE 3-25)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

CAFFEINE; ERGOTAMINE TARTRATE (PAGE 3-25)

SUPPOSITORY; RECTAL
CAFERGOT
BR SANDOZ PHARMS/SANDOZ 100MG;2MG
WIGRAINE

BR ORGANON/AKZONA 100M6; 216N

O 3 D 3 MA H
ACETATE; SODIUM CHLORIDE (PAGE 3-26)

SOLUTION; INTRAPERITONEAL
DIALYTE CONCENTRATE W/ DEXTROSE 30Z IN PLASTIC CONTAINER

AM MCGAW/AM HOSP 510MG/100ML ; 306M/100ML 5
200MG/100ML;9.26M/100ML 3
9.66M/100MLX
510M6/100ML ; 306M/100ML 3
200M6/100ML;9.46M/100ML 3
116M/100MLR
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 - FEBRUARY '86

CHLOROTHYAZIDE (PAGE 3-35)

TABLET; ORAL

CHLOROTHIA.
AB CHELSEA LABORATORIES 250MGKN
AB S00MGX

CHLOROTHIAZIDE; RESERPINE (PAGE 3-35)
TABLET; ORAL
CHLOROTHIAZIDE AND RESERPINE

BP WEST-WARD 250MG;0.125MGx
BP 500MG;0.125M6Gn

CHLORPHENIRAMINE MALEATE (PAGE 3-36)

TABLET; ORAL
CHLORPHENIRAMINE HALIAT!“é

184/ JIORRE.PAUL,

CHLORPROPAMIDE (PAGE 3-38)
TABLET; ORAL

CHLORPROPAMID
>_ADD > AB PAR PHARMACEUTICAL  100MGM
>_ADD > AB 250MGx
IABINESE
>_ADD > AB PFIZER LABS/PFIZER  100MG

CHLORTHALIDONE (PAGE 3-38)
TABLET; ORAL

CHLORTHALTIDONE
AB PUREPAC/KALIPHARMA  SOMGX

CHLORZOXAZONE (PAGE 3-39)
TABLET; ORAL

CHLORZOXAZONE
AA PAR PHARMACEUTICAL  250MGx

CHYMOPAPAIN (PAGE 3-39)
INJECTABLE; INJECTION

DISCASE
TRAVENOL LABS 12,500 UNITS/VIALX

Google

CIMETIDINE (PAGE 3-39)
TABLET; ORAL

TAGAMET
SK&F LAB 400MGX

OTRIMAZ (PAGE 3-41)
>_ADD_> LOTION; TOPICAL

>_ADD > LOTRIMIN
>_ADD_> SCHERING 17Zn

CORTICOTROPIN (PAGE 3-43)

T REROSETaLY CARHERTROPIY
SER CRRAAD, 148 it
) AR ey

CYANOCOBALAMIN (PAGE 3-44)
INJECTABLE; INJECTION

CYANOCOBALAMIN
>_ADD > AP SOLOPAK/MPL 1MG/MLK
DODECAMIN
AP MAURRY BIOLOGICAL  1MG/MLX
REDISOL
/48/ MS&D/MERCK /8. 18d i/
SYTOBEX

148/ PARKE DAVIS/W-L /4. 1véAiL/

CYCLOSPORINE (PAGE 3-46)

INJECTABLE; INJECTION
SANDIMMUNE
SANDOZ PHARMS/SANDOZ 50MG/MLX

SOLUTION; ORAL
SANDIMMUNE
SANDOZ PHARMS/SANDOZ 100MG/MLX

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)

TABLET; ORAL
CYPROHEPTADINE HC

AA DURAMED PHARMS MGN

>_ADD > AA PIONEER PHARMS MBH
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 - FEBRUARY '84

M HY H (PAGE 3-61)
ELIXIR; ORAL
IPHENHYDRAMINE

HC
>_DLT >/A4 § 12.8nd/88L/
/84 / l{-'li:‘.é'lliﬂﬂ IRAMINE /1

§ S/ [12.888/80ML/

DISULFIRAM (PAGE 3-63)

TABLET; ORAL
DISULFIRAM
BX CHELSEA LABORATORIES 250MGx
BX 500MGX
BX SIDMAK LABORATORIES 250MGx
BX 500MGX

XY N TE (PAGE 3-64)

CAPSULE; ORAL
DOXYCYCLINE A

AB CHELSEA LABORATORIES EQ S50MG BASE

AB HEATHER DRUG EQ_50MG_BASEM

AB EQ_100MG BASEM

AB PAR PHARMACEUTICAL EQ 100MG BASEM

AB PUREPAC/KALIPHARMA  EQ 50MG BASEN

AB EQ 100MG BASEX

INJECTABLE; INJECTION

DOXY 100

AP LYPHO-MED EQ 100MG BASE/VIALM
DOXY 200

AP LYPHO-MED EQ_200MG BASE/VIALM
DOXYCYCLINE

AP ELKINS-SINN EQ 100MG BASE/VIALN

AP EQ_200MG BASE/VIALM
VIBRAMYCIN

AP PFIZER LABS/PFIZER EQ 200MG BASE/VIAL

TABLET; ORAL
DOXYCYCLINE WYCLATE

AR HEATHER DRUG EQ_100MG BASEM

DROPERIDOL; FENTANYL CITRATE (PAGE 3-64)
INJECTABLE; INJECTION

INNOVAR
[SARSSENPRARRAY - /2,818 L34 dohs L/

JANSSEN PHARMA 2.5MG/ML;EQ 0.05M6 BASE/ML

Google

DYCLONINE HYDROCHLORIDE (PAGE 3-64)
SOLUTION; TOPICAL

DYCLONE
>bLT > /PERRELLBOR/BOR CHEN/ 8872/

> DLT > 117/
>_ADD > ASTRA PHARM PRODS 0.5%Z
> _ADD > 17

ECHOTHIOPHATE IODIDE (PAGE 3-65)
POWDER FOR RECONSTITUTION; OPHTHALMIC

/EdHdrtde
/ LCON, LABORATOREES/ /4,432
Ay Theat 1t
i e
PHOSPHOLINE IODIDE =
/ﬁ/ AYERST LABS/AMHO 0.03%
/ 0.06%
/g 0.125%
/ 0.25%
PINEPHRINE; LYDOCAIN R (PAGE 3-66)
INJECTABLE; INJECTION
LIDOCATON
AP PHARMATON/SZ 0. 01IMG/ML 3 27%
ap 0. 02MG/HL $27n
ERGOLOID MESYLATES (PAGE 3-66)
CAPSULE; ORAL
/RYBERSINE/
HYDERGINE LC
ERYTHROMYCIN (PAGE 3-67)
OINTMENT; OPHTHALMIC
ERYTHROMYCIN
AT E FOUGERA/BYK-GLDN
AT PHARMADERM/BYK-GLDN
ZLOTYCIN

AT DISTA PRODS/LILLY  SMG/GM

ESTRADIOL (PAGE 3-69)

>_ADD > CREAM; VAGINAL
>_ADD > ESTRACE - ,
>_ADD > MEAD JOHNSON/B-M 0.01/:
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT

SEOF! N AM LINE (PAGE 3-82)
TABLET; ORAL
FULVICIN P/G 330
SCHERING 330MG

BRISACTIN ULTRA
AYERST LABS/AMHO 265MGn

330MGx

HEPARIN SODIUM (PAGE 3-83)

INJECTABLE; INJECTION
HEPARIN SODIUM
NATCON CHEMICAL 1,000 UNITS/MLX

HEPARIN SODIUM; SODIUM CHLORIDE - IN PLASTIC (PAGE 3-85)

INJECTABLE; INJECTION

HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.45%
ABBOTT LABORATORIES 100 UNITS/ML;4.5MG/MLM

HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.45%Z
ABBOTT LABORATORIES 10,000 UNITS/100ML;450MG/100MLx

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

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

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

HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.9%
ABBOTT LABORATORIES 1,000 UNITS/100ML;900MG/100MLX

HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.9Z
ABBOTT LABORATORIES 10,000 UNITS/100ML;900MG/100MLX

HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.9%Z
ABBOTT LABORATORIES 5,000 UNITS/100ML;900MG/100MLX

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.9Z
ABBOTT LABORATORIES 5,000 UNITS/100ML;900MG/100MLK

HOMATROPINE METHYLBROMIDE (PAGE 3-86)

TABLET; ORAL
HOMAPIN-10
MISSION PHARMACAL 10M6

/stus-feus 4
/1dvd/

HYDRALAZINE HYDROCHLORIDE (PAGE 3-86)

TABLET; ORAL
HYDRALAZINE HC
PAR PHARMACEUTICAL  100MG:
PUREPAC/KALIPHARMA  50MGN

Google

NUMBER 6 / AUGUST ‘83 - FEBRUARY '84

YDRALAZI 3 3
(PAGE 3-87)

TABLET; ORAL
IRZPERZR/

RESERPINE, HYDROCHLOROTHIAZIDE, AND HYDRALAZINE HCL
RESERPINE, HYDRALAZINE HCL, AND HYDROCHLOROTHIAZIDE

BP REID-PROVIDENT LABS 25MG;15MG;0.1MGX

HYDROCHLOROTHIAZIDE; RESERPINE (PAGE 3-89)

TABLET; ORAL
RESERPINE AND HYDROCHLOROTHIAZIDE
BP CORD LABORATORIES 50MG;0.125M6x

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE (PAGE 3-89)

TABLET; ORAL
SPIRONOLACTONE W/ ROCHLORO
AB PUREPAC/KALIPHARMA  25MG325MGX

HYDROCORTISONE (PAGE 3-90)

CREAM; TOPICAL

ELDECORT
/84/ ELDER PHARMS /68.8%/
HYDROCORTISONE
AT BAY LABORATORIES im
AT 2.5/n
LOTION; TOPICAL
/BECAddRY,
/&Y SR N "INUSIRAES/ /8.82/
AT HERAN PHARMACEUTICAL 1m
HYDROCORTISONE

MERICON INDUSTRIES 0.5%Z

/31/ JYSE. PAOLSEN/ /8:8%/

OINTMENT; TOPICAL

HYDROCORTISONE
AT BAY LABORATORIES zn
AT 2.57n
/Sm-ﬂfidﬁ/ﬁi!ﬂ#" ‘BPHTHALNLC/
/‘i}/’ﬂf‘%ﬂﬂ/ 1822
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST °'83 - FEBRUARY °'84

KANAMYCIN SULFATE (PAGE 3-102)

INJECTABLE; INJECTION
KANAMYCIN SULFATE
INTL MEDICATION SYS EQ 500MG BASE/2MLX

EQ 1GM BASE/3MLX
Al EX
ERRTEIOL LARS BN s
/ I

BRISTOL LABS/B-M EQ 75MG BASE/2ML
EQ S500MG _BASE/2M!

EQ 1GM BASE/3ML

RREERE RR

LIDOCAINE HYDROCHLORIDE (PAGE 3-104)

INJECTABLE; INJECTION

LIDOCATON
PHARMATON/SZ 2/7n

=

METHOCARBAMOL (PAGE 3-117)
TABLET; ORAL

METHOCARBAMOL
>_ADD > AA ROXANE LABORATORIES SOOMGR
>_ADD_> AA 750MGn
METHYLPREDNISOLONE (PAGE 3-120)
TABLET; ORAL
METHYLPREDNISOLONE
> ADD > BP  DURAMED PHARMS 4MGX

METHYLTESTOSTERONE (PAGE 3-121)

TABLET 3 BUCCAL/SUBLINGUAL
METHYLTESTOSTERONE

/BB /TIOME PAOLSEN/ /18v¢/

METRONIDAZOLE (PAGE 3-122)

INJECTABLE; INJECTION
METRONIDAZOLE
ABBOTT LABORATORIES SO0OMG/100MLM
METRONIDAZOLE IN PLASTIC CONTAIN
ABBOTT LABORATORIES S500MG/100MLM
RO _X.V PLASTIC CONTAINER
AM MCGAW/AM HOSP 500MG/100MLY

kB

(5

Google

METRONIDAZOLE (PAGE 3-122)
TABLET; ORAL

METRONIDAZOLE
AB PAR PHARMACEUTICAL 250MGK
4B 500MGH
NANDROLONE DECANOATE (PAGE 3-125)
INJECTABLE; INJECTION
HANDROLONE DECANOATE
A CARTER-GLOGAU 200MG/MLX
40 LEMMON 100M5/ML
50MG/ML
A9 LYPHO-MED 100MG/MLN

Ao £00MG/MLN
A0 MAURRY BIOLOGICAL  10OMG/MLN

PHAZOLIN! R DE (PAGE 3-125)
SOLUTION/DROPS; OPHTHALMIC

> OUT >/At/ " TEREROPRICOPERVISN /8.1
>_ADD > AT COOPERVISION PHARMS 0.17
NICOTINE RESIN COMPLEX (PAGE 3-127)
6UM, CHEWING; ORAL

NICORETTE
MERRELL DOW/DOW CHEM EQ 2MG BASEX

NITROGLYCERIN (PAGE 3-128)
INJECTABLE; INJECTION

NITRONAL
AP 6 POHL-BOSKAMP EMB/MLK
1IMG/MLK
JRIDIL

AM CRITICAL CARE/AHS 0.5M6/Mlx

NYSTATIN (PAGE 3-129)

OINTMENT; TOPICAL
NYSTATIN

>_ADD > AT CLAY-PARK LABS 100,000 UNITS/64x

POWDER; ORAL
NILSTAT
LEDERLE LABS/AM CYAN 100/x

11
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 - FEBRUARY '84 15

SULFINPYRAZONE (PAGE 3-169) THEOPHYLLINE (PAGE 3-176)
CAPSULE; ORAL (FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.)
SULFINPYRAZONE
>_ADD > AB VANGARD LABS/MWM 200MGX CAPSULE, CONTROLLED RELEASE; ORAL
SOMOPHYLLIN-CRT
BC FISONS 100M6
SULFISOXAZOLE (PAGE 3-170) THEO-24
P BC SEARLE/SEARLE PHARMS 100MGX
>_DLY > Ha L 200MGK
> _OLT > /GANTRISIN/ 300MGN
> DLT >/&t/ FRANN-LA 'ROCHE/  /162/
> DLT > /RORO-SULF ELIXIR; ORAL
>_DLY >/&t/ LLAND-RANTdS/ /16%/ ELIXOMIN
AA HR CENCI LABS 80MG/15M
TERBUTALINE SULFATE (PAGE 3-173) SOLUTION; ORAL
THEOLAIR
TABLET; ORAL AA RIKER LABS/3M 8OMB/15ML
BRICANYL , , THEOPHYLLINE
> OLY > /BP/ /ASTRA PHARN,PROBS/ /2.8M6/ .Y ROXANE LABORATORIES 8OMG/1SMLN
>_OLY > /Bp/ /516/
>_ADD > BP  MERRELL DOW/DOW CHEM 2.5MG TABLET, CONTROLLED RELEASE; ORAL
>_ADD > BP 5MG THEOCONTIN
BC PURDUE FREDERICK 200MGM
1488n6/
JESTOSTERONE (PAGE 3-173) THEO-DUR
BC  KEY PHARMACEUTICALS 200M6
INJECTABLE; INJECTION UNIPHYL
TESTOSTERONE PURDUE FREDERICK 400M6
CARTER-GLOGAU LABS  50MG/MLM
THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)
JETRACYCLINE HYDROCHLORIDE (PAGE 3-174)
CONCENTRATE; ORAL
CAPSULE; ORAL TJHIORIDAZINE HCL
TETRACYCLINE HCL AA CORD LABORATORIES 30MG/MLX
788/ TTLERNGN/ /286Md/ AA 100MG/MLX
AA NATL PHARM MFG/BARRE 100MG/MLM
TABLET; ORAL
PANMYCIN TABLET; ORAL
/48/ UPJOHN /256Md MELLARIL
SUMYCIN aB SANDOZ PHARMS/SANDOZ 100MG
/48/ ER SQUIBB AND SONS  250MG THIORIDAZINE HCL
AB BARR LABORATORIES  10MGM
AB 15MGx
JHALLOUS CHLORIDE, TL-201 (PAGE 3-175) AB 2546x
AB 50MGx
INJECTABLE; INJECTION AB 0
HALLOUS CHLORIDE TL 201 AB BOLAR PHARMACEUTICAL 10MGM
MEDI-PHYSICS 2MCIML AB 100MGx
AB CORD LABORATORIES  10MGX
AB 15H6n
AB 25MGx
AB 5oMGR
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ADDENDUM
DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 - FEBRUARY ‘84

>_DLY > /AdEddsr¥LL ! 4 AL { ‘RACESH NE ‘WYdHdEHLdR DIPYRIDAMOLE (PAGE AD&)
(PAGE AD2)

>DLT > [HARLELS ‘ORAL/ T D IFYRIDAMOLE

> DLY > /ﬁﬂﬁ#ﬁiﬂﬁ/ , ASCOT HOSP PHARMS  50MG

>_DLT > /SEARLE. PHARNS/ 11881638163 25rie/ DURAMED PHARMS g::g
: 7516
CORBIC ACID; BIOVIN; CYANOCOBALAMIN; DEXPANTHENOL; HALSEY DRUG 50MG
RGOCALCIFEROL; F ACID; NIACINAMIDE; PYRIDOXIN SUPERPHARM 50MG

HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDE; VITAMIN A; VITAMIN E (PAGE AD2)

INJECTABLE; INJECTION

JSOSORBIDE DINITRATE (PAGE AD5)

MVC PLUS TABLET; ORAL
ASCOT HOSP PHARMS 10MG/ML;0.006MG/ML;0.5 UGM/ML; ISOSORBIDE DINITRATE
1.5MG/ML320 IU/ML;30.04MG/ML; >_ADD > BARR LABORATORIES 30M6

4MG/ML;30.4MG/ML30.36MG/ML 3
0.3MG/ML;330 IU/ML;1 IU/ML

/HétAndRdSTENSLENE/ (PAGE AD6)

T JHABLER: ORAL/
W&mfﬂml 1] 3y '
; (PaGE A03) Qg Ay

JCAPSOLE . CONTROLLES, 'RELEASE S, ORAL/
X
z %ﬁﬁgﬂﬂ%ﬁfﬁﬂﬂ /28038632 o6 806/

/381011003 ORAL/
/f?#-gﬂ fﬁg%ﬂdﬂ#ﬂ 1808/ N6/ BNL3 8. 75/ 0N T8N /ons/

DICYCLOMINE HYDROCHLORIDE (PAGE AD3)
SYRUP; ORAL

BAYCYCLOMINE
BAY LABORATORIES 10MG6/5ML
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