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

I. PREFACE

This cumilative supplement is one of a series of monthly updates to the
roved Prescription Drug Products with Ther tic Byuivalence Evaluations,
?nd Bdition, (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 Addendum: DESI Pending List.

Te List cannot be used effectively without the current cumilative
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
Addendun 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 cumilative supplements include the changes made
since August 1, 1981, Each subsejuent 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 ejuivalence 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 infreguent exception exists vhen a therapeutic ejuivalence code is
reviced. 1In that case the deletion of the therapeutic ejuivalence code is
followed immediately by the addition of the revised one.)

Context information on drug products is provided in each cumilative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. 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 cunulative supplement
are indicated by the symbol ».am0> to the left of the line on which new
information exists. The >_2D0 > symbol is dropped in subseguent cumulative
supplements for that item.
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '81 - NOVEMBER "Bl

ACETAMINOPHEN; CODEINE FHOSPHATE {PAGE 1)

CAPSULE; ORAL
TYLENOL W/ CODEINE NO. 3
HMCNEIL PHARH 300MG; 30MGH
TYLENOL M/ CODEINE NO. &
MCNEIL PHARM 300MG; 6-0MGN

ELIXIR; ORAL

ACETAMINOPHEN W/ CODEINE
[Ty PHARMS ASSOC/BEACH  120MG/5MLj12MB/5HLE

TABLET: ORAL
ETAMINOPHEN W/

1d
184/ ; I #.'Bddid A ‘A "dddid 4 divd/
84 KV PHARMACEUTICAL  32SMGI1SMG “ JOOMDSSOMD * BOOMG:SoMD
325HG; 45H6
AA VITARINE/MEST CHEM  30OMG;3OMGR
ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 2)

TABLET; ORAL
OXYCODOME HCL _AND ACETAMINOPHEN

>_ADD > AA BARR LABORATORIES  325MGiSMG®
ACETIC ACID, SLACTAL (PAGE 2)

SOLUTION; OTXC

AT NATL PHARM MFG/BARRE Zm

ALPRAZOLAM (PAGE &)
TABLET; ORAL
HANAX

UPJOHN 0.Z5MGH ¥ 0.516H * 1MGX

ALPROSTADIL (PAGE 4)

INJECTABLE} INJECTION
PROSTIN VR PEDIATRIC

UPJOHN 0.5MG/MLE

AMCINONIDE (PAGE 5)

>_ADD >  OINTHENT; TOPICAL
>_ADD > CYCLOCORT
>_ADD >

LEDERLE LABS/AM CTINCIO 818

ANILORIDE HYDROCHLORIDE (PAGE 5}

TABLET; ORAL
MIDAMOR
HS&D/HERCK EMGu
AMILORIDE HYDROCHLORIDE; HYDROCHLORQTHIAZIDE (PAGE 5)
TABLET; ORAL
HODURETIC 5/50
HS&D/HERCK 5HMG; S0HGH
AMENOPHYLLINE (PAGE 6)
INJECTABLE; INJECTION
>_ADD > AP BRISTOL LABS/B-M 25MG/HULE
AP LYPHO-HED 285HB/HLx
TABLET; ORAL
AMINOPHYL -
IBB/ FSERRLE. %ﬁ#ﬂﬁf JI8806" % 2688/
AB SEARLE PHARMS 100MG ¥ 200MC
HOPHYLLIN -
188/ f ﬁﬁ? ~HARD/ 116806 °% "2 6dng/
AR WEST-WARD 100G ¥ 200MG
AMITRIPTYLINE HYDROCHLORIDE (PAGE 7)
TABLET; ORAL
>_ADD > BP  HALSEY DRUG S0HGN
AB WEST-WARD 25MBn
ASPIRYN; BUTALBITAL; CAFFEINE; PHENACETIN (PAGE 11)

TABLET; ORAL
BUTALBITAL K/ APQ

I} LEDERLE LABS/AM CYAN 200MG;50!6}%0MG3130MG
PHEMORTAL

4B PHOENIX LABORATORIES 20OHGSEOMGS4OMGS10MGH

ATENOLOL (PAGE 12)

TABLET; ORAL
TENORMIN
STUART PHARMS/ICI AN 50HGM #® 100HGM
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 3 / AUGUST '81 - NOVEMBER

CYPROHEPTADINE WYDROCHLORTDE (PASE 36)

I-]
44

TABLET} ORAL

CYPROHEPTADINE HOL
DANBURY PHARHACAL

Abig
PREMO PHARM LABS

SHER

DEXAMETHASONE {PAGE 38)

BP UPSHER-SHITH LABS

TABLET; ORAL
DEXAMETHASONE
0.75HGH * 1,5MGH

REXTROSE: LIDOCAINE HYDROCHLORIDE (PAGE 41)

INJECTABLE; INJECTION
Wh il 5 A

9.075%
AM MCGAH/AM HOSP

>_ADD > AP SGM/100ML} 76 . SENG/100ML § 200MG/100MLE
>_ADD > AP TRAVENOL LABS BGH/100ML; 75ME/100HL } 200G/ 100HL
0SE 7 A
+ 07!
>_ADD > AP AM MCGAW/AM HOSP SCM/100ML 74, SSME/L00ML } 650ME/100MLx
>_ADD > AP TRAVENOL LABS SE6M/100ML § 75HE/100ML § $501G/100ML
DIATRIZOATE MEGLUMINE; DYATRIZOAVE SODIUM {PAGE 44)

1]
A4

SOLUTION; ORAL, RECTAL
GASTROGRAETN
ER SQUIBB AND SONS  66%310%

HALLINCKRODT ££22100m

DOXYCYCLINE HYCLATE (PAGE 50)

CAPSULE; CORAL

CHELSEA LABORATORIES EQ ]100MG BASEM

Google

81 3
EDETATE CALCTUM DISODIUM (PAGE 51)
INJECTABLE: TNJECTION
FVERSENATE/
CALCIUM DISODIUM VERSENATE
TABLET; ORAL

IVERSENATE/

CALCIUM DISODIUM VERSENATE

ERGOLOID HESYLATES (PAGE 52)
TABLET; SUBLINGUAL
0

F
F¥y KV PHARMACEUTICAL .BNE A/
GLO:! AT
A4 BARR LABORATORIES  0.5MGHM ® 1MGM
AA KY PHARMACEUTICAL  0.5M3
IN CINATE (PAGE 53)

SUSPENSION; ORAL

ERYTHROMYOIN ETHYLSUCCINATE
A8 NATL PHARM HFG/BARRE EQ Z00MG BASE/SML ®
] £ G00MG BASE/EMLM

R N _STEARATE (PAGE 54)
TABLET: ORAL

ERYTHRONYCTH STEARATE
AR~ CHELSEA LABORATORIES E 25OMG BASEX % EQ SOOMS BASE

ESTRADIOL CYPIONATE (PAGE 54)
INJECTABLE; INJECTION

UPJOHN

>_ADD > AQ BHE/ML

IMG/ML % 3MG/ML
>_ADD >
>_ADD > AD CARTER-GLOGAU LABS  SMG/MLM

ESTROGENS, CONJUGATED (PAGE 55)

TABLET; ORAL
CONJUGATED ESTROGENS
BS CHELSEA LABORATORIES 0.625MGH ¥ 1.25MG % 2_5HGH
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST 'S81 - NOVEMBER '8l 5

LIDOCAINE (PASE 80)

HYDROXYZINE HYDROCHLORIDE (PAGE 74)
INJECTABLE: IMJECTION
HYDROXYZINE HCL

LYPHO-HED

25U5/HLR ® SOMG/HLN
NATCON CHEMICAL 25U5/HLn » SOHB/HLx

4

HYDROXYZINE PAMOATE (PAGE 74)
CAPSULE; ORAL

HYDROXYZINE PAMOATE
88  BOLAR PHARMACEUTICAL EQ 25HG MCLx » EG SOMS HOL =
&8 E3 100MG HoLm

VISTARIL
#B  PFIZER LABS/PFIZER EQ Z5UG Mol ™ EQ 50MG HOL W
28 E3_100WD Wcl,
TODOKAMATE HEGLLMINE (PAGE 76}

IMJECTABLE; IMJECTION
CHOLOYUE
ER SQUIBE AND SONS 9.9t # 40.37u

ISOPROTERENOL HYDROCHLORIDE (PAGE 78)
SOLUTION; INHALATION
ISOPROTEREHOL HCL
o INTL HEDICATION SYS 0.5

KAHAMYCIN SULFATE (PAGE 79)
INJECTABLE; INJECTION
>_ADD > KANAMYCIN
>_ADD > AP ELKINS-SINM/AHROBINS [EQ 75MG BASE/2HLYN %
>_ADD > AP

NE_MA ATE (PAGE 80)
l:lPSLILE. ORAL

i ﬁ LAY JEQ "B, BASE. " 'Ed "L 9dne. 'BASES

ELI LILLY INDSTRS/PR EQ 50MG BASE »* EQ 100ME BASE
SUSPENSION; ORAL

HOVRAD
TECL LAY Q" BaE BASE B/

ELI LILLY INDSTRS/PR EQ 50HG BASE/SML

Google

EG _S500ME BASE/ZMLN ® EQ_1GH BASE/IMLW

OINTMENT; TOPICAL
LIDOCAINE
THANES PHARMACAL B

LINDANE (PAGE 82)

LOTION; TOPICAL
/ESCABYELS
'SCABENE

SOLUTION; IRRIGATION
TIS-U-SOL IN PLASTIC CONTAINER

TRAVENOL LABS 20HG/100HL; 40HG/100HL ;6. 25H6/100ML;
B800MG/100ML;8. T5MG./100MLR
HECLIZINE HYDROCHLORIDE (PAGE 85)
TABLET; ORAL

24

CHELSEA LABORATORIES REMBN

HETHOCARBAMOL (PAGE 91)

1)
28

TABLET; ORAL

PREMD PHARM LABS B00Mgx x
UPSHER-SMITH LABS  50OMGN ™ J5QMGN

METHOXSALEN (PAGE 92)

CAPSULE; ORAL

OXSORALEN
TPAOL B ELOERS Fidrst
ELDER PHARMS 10MG
LOTION; TOPICAL
OXSORALEN
[BAL'E. iiﬁﬁﬂf 11
ELDER PH 12

HETHYLDOPA (PAGE %)

SUSPENSTON; ORAL
ALDOMET

MS&D/MERCK 250M6/5MLe
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'DRUG PRODUCT LIST/ CUMULATIVE

PREDNISONE (PAGE 116)

AcAIA A%l TRAA At

JAX mbILATABIIAAIATIIAS K. Ne

PREONISONE

UPSHER-SVITH LABS

BXSMG! * DBYDYPyNt

PROCAINAMIDE HYDROCHLORIDE (PAGE 118)

INJECTABLE; INIECTION

> ADD > PROCAINAMIDE HOL

> AOD>_E CARTER-GLOGAEU LABS 100MBNLI B SOOMGL!
ESIiL

> ADD > Al ER SQUIBB ANO SONS 100HG/NL 1 SUOMGNL.

TABLETA» CONTROLLED RELEASE: ORAL

/PRATAAN

PROCAN SR
BCPARKE-DAVISN-L S00MG
250MG

PRONESTYL-SR
BC ER SQUIBB AND SONS S00MG!
PROMETHAZINE HYDI RIDE (PAGE 120)

SUPPOSITDRY; RECTAL

PHENERGAN
BRNYETH LABSANNO 25H6 * SOMG.

125MG

PROMETHACON

BR ALCDN LABORATORIES 25H6! * D'DZDab!
SYRUP; ORAL

PROHETHAZINE NCL

AQPHARMS ASSOCBEACH 6.25MG/SNL!
PROTEIN HYDROLYSATE (PAGE 122)
INJECTABLE i

MEAD JOHNSONB-M
INIECTION
EYRIMETHAMINE; SULFADDXINE (PAGE 123)
‘TABLET; ORAL
FANSIDAR
'HOFFMANN-LA ROCHE 25MGA-S00MG!
SUPPLEMENT NUMBER 3/ AUGUST'81 A NOVEMBER '$1
QUINIDINE GLUCONATE (PAGE 124)
TABLETA» CONTROLLED RELEASE; ORAL
QUINAGLUTE
GAG
QUINIDINE GLUOONATE
'BOLAR PHARMACEUTICAL 524MB!
v

v
QUINIDINE SULFATE (PAGE 124)
‘TABLET; ORAL

QUINIDINE SULFATE
LA

REXALL

JAcAy/

AdRAA

200MB

SAFFLONER OIL (PAGE 126)
INJECTABLE; INJECTION
LIPOSYN 202

ABBOTT LABORATORIES 202! 365
SELENIUM SULFIDE (PAGE 127)
LOTION'SHAMPOO; TOPICAL.
SELENIUM SULFIDE

> ADD > A THAMES PHARMACAL

2521
SDDIUM NITROPRUSSIDE (PAGE 130)
E;

BBOTT LABORATORIES SOMBVIAL!
INJECTION
PN.?

Dby
SPIRONOLACTONE (PAGE 131)
TABLET,ORAL
ASEEBQEQLAASIASEAS
LEDERLE LABS'AM CYAN 25MB!
'UPSHER-SMITH LABS 25H6!
A

ZA00M

SUCRALFATE (PAGE 132)
TABLET; ORAL

(CARAFATE

'MARION LABORATORIES IGH!
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '81 - NOVEMBER '8l
TJRISULFAPYRIMIDIMES (PAGE 146)

SUSPENSION; ORAL

ULFAL!
148/ Tﬁlﬁ’. ﬁr‘#ﬂﬂﬁﬂmﬁﬂl {3dghdihit/
il ONEAL JOMESAFELOMAN BOOMG/BML
VERAPAMIL HYDROCHLORIDE (PAGE 148)
INJECTABLE; INJECTION

ISOPTIN
KNOLL PHARMACEUTICAL 2.5MG/TLu

Original from

Digitized by GO 81(). UNIVERSITY OF MICHIGAN
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