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ÐÐ®!) AND DRUG ADMINISTRATION
APPHDVED HRESCRIPTION DRUG HKDDUCI'S
WITH
THEIRAPEUTIC EQJIVALENCE EVAIUATIONS
CIMJIATIVE SUPPLEMENT
I. PREFACE
'Ihis cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with 'Iherapeutic Equivalence Evaluations,
2nd Edition, (the List) to cover interim revisions to the annual publication
of the List in its entirety. 'Ihe List is comprised of several parts and some
by their nature are identified by the term "list". 'Ihe cumllative supplements
routinely provide updates to two of these lists: â€˜ÐŸÐ½Ðµ Drug Product List and
the Addendum: DESI Pending List.
rI'ne List cannot be used effectively without the current cunulative
supplement. Users may wiÃ¤i 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
sugplement. It is also suggested that earlier cunulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cunulative supplement need be referenced.
Ð. DRUG PRODUCT LIST
'Ihe Drug Product List cumilative supplements include the changes made
since August l, 1981. Eadi subsequent cumulative supplement replaces the
previous nonth's cunulative supplement.
Information in this cumulative supplement follows the format of the Drug
Product List. 'Ihe 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 inmediately by the addition of the revised one.)
Context informtion on drug products is provided in eadn cunulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. A page nunber in parentheses
referring to the Drug Product List is located to the right of the
ingredient (5) .
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 >_AD_D_> to the left of the line on which new
information exists. 'Ihe >_^_D_D_> symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol >_9_Ð¦.> (DELETE) to the left of the
line containing the overstruck print. 'Ihe >_D_LT_> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (Ð¸) to the right of
its strength. 'Ihis identifier remains throughout all cumulative
supplements for this edition. V
Addendum: DESI PENDING LIST
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOI'I'B
'Ihe INTRODUCTION to the 2nd Edition (1981 publication) of the Approved
Prescription Drug Products with Therapeutic Equivalence Evaluations
(Section II.F. 5.) stated that Ã¼Protein hydrolysate injections are omitted
because of safety problems." 'Ihe safety problems have been resolved.
Publication on this subject appeared in the FEDERAL REGISTER of July 14,
1981 (46 FR 36249). Therefore, a parenteral protein hydrolysate (see
Amigen) now is approved and marketed as well as the existing related
parenteral amino acid mixture solutions.
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.
LIST OF APPLICANT CHANGES
Ð¨ 29.
D-M PHARMACEUTICALS LEI/MDN
UNION CARBIDE CINTICHEM
â€˜Ñ‚Ðµ reader should consult this Qaecial list each month to become aware of
such transfers and changes. By referring to the Applicant Index in the
2nd Edition, the transferred products can be identified. 'Ihe reader might
wish to flag these products in the List as a reminder that the applicant
has been changed.
ii



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '81 Â NOVEMBER '81
ACETAMINOPHENE CODEINE PHOSPHATE (PAGE 1)
CAPSULE; ORAL
TYLENOL N/ CODEINE NO. 3
MCNEIL PHARM 300MGÂ§30MGI
TYLENOL N/ CODEINE NO. 4
MCNEIL PHARM 300M6360M6n
ELIXIR; ORAL
ACETAMINOPHEN Nl CODEINE
ÐµÐµ PHARMS ASSOC/BEACH IZOMGISMLZIZMG/SMLN
TABLET; ORAL
ACETAMINOPHEN Nl CODEINE PHOSPHATE"
/Ã‰Ã/ 2RÂ§,PHÃƒRÃ‘ÃƒEEÃœÃIEAL7 ÃÃ‰ZEREÃ‰IERGE?,Ã¤Ã¡Ã¤Å„Ã¡fÃ¡Ã³Å„Ã«'Å•fÃ¤Ã¡Ã¤Å„Ã¡fÃ¡Ã³Å„Ã¡
Ð›ÐÐÐ™ÐÐÐÐ¢â€˜Ð/
ÐµÐµ KV PHARMACEUTICAL ZZSMGÃˆISMG * SOOHGSSOMG * Ð—ÐžÐžÐÐÐÐ±ÐžÐÐ
325NGÂ§45MG
ÐµÐµ VITARINE/NEST CHEM Ð—ÐžÐžÐÐ’ÐÐ—ÐžÐÐ—Ð¦
ÐÐ¡Ð•Ð¢ÐÐ˜1Ð0Ð ÐÐ•Ðœ; OXYCODONE HYDROCHLORIDE (PAGE 2)
TABLET; ORAL
OXYCODOHE MCL AND ACETAMINOPHEN
> Ann > Ð¼ BARR LABORATORIES Ð²ÐµÐ·-â€šÐ¼Ñ‹ÑˆÑ†
ÐÐ¡Ð•Ð¢1Ð¡ ACID! GLACIAL (PAGE 2)
SOLUTION; OTIC
ACETASOL
AI NATL PHARM MFG/BARRE QZ!
ALPRAZOLAM (PAGE 4)
TABLET; ORAL
xANAx
UPJOHN 0.25MGI Ã¤ 0.5MGI * 1MGB
ALPROSTADIL (PAGE 4)
INJECTABLE; INJECTION
PROSTIN VR PEDIATRIC
UPJOHN 0.5MG/MLI
AMCINONIDE (PAGE 5)
> ADD > OINTMENT; TOPICAL
> ADD > CYCLOCORT
> ADD > LEDERLE LABS/AM CYAN 0.12!
AMILORIDE HYDROCHLORIDE (PAGE 5)
TABLET; ORAL
MIDAMOR
MS&D/MERCK 5MG!
AMILORIDE HYDROCHLORIDEÃ¬ HYDROCHLOROTHIAZIDE (PAGE 5)
TABLET; ORAL
MODURETIC 5/50
MsaO/MERCK sns;sonsu
AMINOPHYLLINE (PAGE 6)
INJECTABLE; INJECTION
AMINOPHYLLIHE
> ADO > gg BRISTOL LABs/B-n :BMG/MLB
Ag LYPHo-MEO zsHB/MLu
TABLET; ORAL
AMINOPHYLLIN 'I'
/BÃ±/ ÃÃ«Ã‰ÃƒRLÃ‰~EÃ‘ÃƒRÃ‘S/ /Ã¯Å„Å„Ã±Â¢.?.Â¿ÃŸÃŸÅ„Â¢/
gg sEARLE PHARHS Icons Ðº Ð³Ð¾Ð²Ð½Ð°
AMIHOPHYLLIHE II'
/IÃ¤Å„/ / Ð Ð•Ð™-153337 /Ã¯Å„Å„Å„Ã¡ Ð·Ð° Å•Å„Å„Ã±sÃ¤/
9B WEST-WARD Ð© * Ð¨
AMITRIPTYLINE HYoROcHLORIuE (PAGE 7)
TABLET; ORAL
AMITRIRIYLIHE HOL
> AOD > BP HALsEY DRUG Ð²ÐµÐ½ÐµÑ†
Ag REST-HARD ggggn
ASPIRIN; BUTALBITAL; CAFFEINES PHENACETIN (PAGE 11)
TABLET; ORAL
BUTALBITAL Nl APC
QQ LEDERLE LABS/AM CYAN 200MGÂ§50MGÂ§40MGÂ§150MG!
PHENORIAL
QQ PHOENIX LABORATORIES 200MGÂ§50MGÂ§40MGÂ§150MGH
ATENOLOL (PAGE 12)
TABLET; ORAL
TENORMIN
STUART PHARMS/ICI AM Ð‘ÐžÐœÐ‘! * 100MG!
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST
CYPROHEPTADINE HYDRDCHLORIDE (PAGE 36)
Â¿A
Â¿A
TABLET; ORAL
OYPRONEPTADINE HOL
DANBURY PHARMACAL
PREMO PHARM LABS
Ð©!
Ð¨!
DEXAMETHASONE (PAGE 38)
BP
TABLET; ORAL
DEXAMETHASONE
UPSHER-SMITH LABS
0.75MGI i 1.5MGI
DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 41)
Ag
INJECTABLE;
INJECTION
LIDOOAINE NDL 0.42 AND DEXTROSE 52 IN PLASTIC CONTAINER
TRAVENDL LABS
SGM/100ML;400MG/100HLH
QEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLDRIDE Â IN PLASTIC
VV
P)
UU
V
VV
lÃ¤FÃ¤
VV
VV
VV
UU
VV
FSE;
INJECTABLE;
INJECTION (PAGE 43)
DEXTROSE 522 SODIUM DHLORIDE 0.22 AND POTASSIUN DNLORIDE
0.0752
AM "Ð¡Ð’ÐÐ˜/ÐÐ HOSP
TRAVENOL LABS
SGM/100ML;74Â55HG/100NL;ZODMG/IODMLI
SGM/100HL;75MG/100HL;ZODHG/1ODML
DEXTROSE 529 SODIUM OHLORIDE 0.452 AND PDTASSIUM OHLORIDE
0.0752
AM MCGAN/AM HOSP
TRAVENDL LABS
SGM/100NL;74.55NG/100NL;450NG/100MLI
5GM/100ML;75NG/100ML;450NG/100ML
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM (PAGE 44)
Â¿A
AA
SOLUTION; ORAL; RECTAL
GASTROGRAFIH
ER SQUIBB AND SONS Ð©Ð—Ð”
Ñˆ
MALLINCKRODT ÑˆÐ¸ÑˆÐ¸
DOXYCYCLINE HYCLATÂ§ (PAGE 50)
AB
CAPSULE;
ORAL
DOXYCYOLINE NYOLATE
CHELSEA LABORATORIES EQ 100MB BASE!
V
>
D
V
U
C
V
U
CJ
V
VV
'81 Â NOVEMBER '81 3
EDETATE CALCIUM DISDDIUM (PAGE 51)
INJECTABLE;
/Ã‘ERSÃ‰NÃ„ÃE/
CALCIUM DISDDIUM VERSENATE
INJECTION
TABLET; ORAL
/Ã‘ERSÃ‰Ã‘Ã„IÃ‰/
CALCIUM DISDDIUM VERSENATE
ERGDLOID MESYLATES (PAGE 52)
TABLET; SUBLINGUAL
oIHYnRoERBoToxINE HETRANEsuLroNATE
Â¿A Kv PHARMACEUTICAL . Ñƒ Â¿gg
BRBnLoIn MESYLATES
AA BARR LABORATORIES 0.5HBn Ðº Â¿Nga
b
KV PHARMACEUTICAL 0.5M@
ERYTHROMYCIN ETHYLSUCCINATE (PAGE 53)
SUSPENSION; ORAL
ERYTHROMYCIN ETHYLSUCCINATE
Q_ NATL PHARM MFG/BARRE EQ 200MB BASE/5ML Ã¤
AQ EQ 400MB BASE/5ML!
ERYTHROMYCIN STEARATE (PAGE 54)
TABLET; ORAL
ERYTHROMYCIN STEARATE
QQ CHELSEA LABORATORIES EQ 250MB BASE! Ðš 59 500MG BASE
ESTRADIOL CYPIONATE (PAGE 54)
INJECTABLE; INJECTION
DEPo-EsTRAnIoL
Ag URJOHN Â§gÂ§Â¿gL
1MG/ML i 3MG/ML
EsTRAoIoL CYRIONATE
Ag cARTER-GLOGAU LABS 5MG/ML!
ESTROGENS: CONJUGATED (PAGE 55)
TABLET; ORAL
CONJUGATED ESTROGENS
BS CHELSEA LABORATORIES 0.625MGI * 1.25MG * 2.5MGI
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '81 Â NOVEMBER â€˜81 5
HYDRDXYZINE HYDROCHLORIDE (PAGE 74)
INJECTABLE; INJECTION
HYDROXYZINE NCL
LYPHO-MED
NATCON CHEMICAL
ÑŒ
â€˜U
ZSHG/NLI R 50MB/NL!
ZENO/NL! i 50MB/NL!
lÃ¢
HYDROXYZINE PAMOATE (PAGE 74)
CAPSULE; ORAL
NYDROXYZINE PAMOATE
gg BOLAR PHARMACEUTICAL EO 25M@ HcLn Ðº EQ 50M@ HCLu u
AB Eg IOOHO HOL:
vIsTARIL
QQ PFIZER LABS/PFIZER EQ 25MB HOL i EQ SONG NGL N
AB Eg 100MB HOL
IODOXAMATE MEGLUMINE (PAGE 76)
INJECTABLE; INJECTION
CHOLOVUE
ER SOUIBB ANO SONS 9.92! * 40.32!
ISOPROTERENDL HYDRDCHLORIDE (PAGE 78)
SOLUTION; INHALATION
ISDPROTERENOL HOL
A! INTL MEDICATION SYS 0.52!
KANAMYCIN SULFATE (PAGE 79)
INJECTABLE; INJECTION
> ADD > KANAMYOIN
> AOD > Ðµ! ELKINS-SINN/AHROBINS EQ 75MB BASE/2ML! l
> ADD â€º Ð! 59 500MG BASE/2ML! i EQ IGN BASE/SNL!
LEVOPROPOXYPHENE NAPSYLATE (PAGE 80)
CAPSULE; ORAL
Ð¼Ð¾Ñ‡Ð°Ð»Ð¾
/Ã‰LIÃA'IL'JIY/ / EA â€˜515146. 'BASI-f. '25. 'Â£31 'IMM 'BÃ„SÃ‰/
ELI LILLY INOSTRS/PR EQ Ð‘ÐžÐœÐ‘ BASE * EQ 100MG BASE
SUSPENSION; ORAL
NovRAO
/Ã‰Ã¯Ã¯ÃiÃ¯ÃŸii/ /Ã‰RÃSÅ„HSÃÃ‰Ã„SÅ•/SÅ„i/
ELI LILLY INDSTRS/PR EQ Ð‘ÐžÐœÐ‘ BASE/5ML
LIDOCAINE (PAGE 80)
OINTMENT; TOPICAL
LIDOOAINE
AI THAMES PHARMACAL QZ!
LINDANE (PAGE 82)
LOTION; TOPICAL
/Ã‰SOABIOL/
SOABEHE
MAGNESIUM SULF T â€™ POTASSIUM H RID â€  ̃TASSIUM PN
MDNOBASIC; SDDIUM CHLORIDE; SDDIUM PHOSPHATE (PAGE 84)
SOLUTION; IRRIGATION
TIS-U-SOL IN PLASTIC CONTAINER
TRAVENOL LABS
MECLIZINE HYDROCHLORIDE (PAGE 85)
TABLET; ORAL
!Â§Â§L!ZI!!_!Â§L
Â¿A CHELSEA LABORATORIES :Susu
METHOCARBAMOL (PAGE 91)
TABLET; ORAL
NETHOOARBAMOL
PREMO PHARM LABS
UPSHER-SMITH LABS
500MG! l 750MB!
500MG! Ðº 750MB!
VV
D
METHDXSALEN (PAGE 92)
CAPSULE; ORAL
OxsORALEN
/PÃDLIBXÃ‰LÃšÃ‰R/ /Ã¯Å„Å„ÃŸ/
ELOER PHARMS 10MB
LOTION; TOPICAL
OxsORALEN
/PÃ„ÃšÃ‰ÃÃ‰ÃÃ‰Ã„ÃšÃ‰R/ /Ã¯Ã¤l
ELDER PHARMS
METHYLDOPA (PAGE 94)
SUSPENSION; ORAL
ALDOMET
MS&D/HERCK 250MG/5MLH
A
20MG/100ML;40MG/100ML;6.25MG/100ML;
800MG/100ML;8.75MG/100MLI
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DRUG PRODUCT LIST / CUMULATIVE
PREDNISONE (PAGE 116)
ÃœÃIÃˆÃ‰T'TRÃÃˆÃ‰Ãˆ
/Ax/ mbiIA'IABIIAAIAIIIAs/ Ñ‚Ñ‹
PREONISONE
UPSHER-SMITH LABS
BX 5MG! * Ð³Ð¾Ð½ÐµÑ†
PROCAINAMIDE HYDROCHLORIDE (PAGE 118)
INJECTABLE; INJECTION
> ADD > PROCAINAMIDE HOL
> AOD > _E CARTER-GLOGÃ€U LABS 100MB/NL! Ð˜ 500MG/NL!
EBQEESIIL
> ADD > A! ER SQUIBB ANO SONS 100HG/NL l 500MG/NL
TABLETÂ»  CONTROLLED RELEASE; ORAL
/PRÃ“IÃAN/
PROCAN SR
BC PARKE-DAVIS/N-L 500MG
250MG
PRONESTYL-SR
BC ER SQUIBB AND SONS 500MG!
PROMETHAZINE HYDROCHLORIDE (PAGE 120)
SUPPOSITDRY; RECTAL
PHENERGAN
BR NYETH LABS/ANNO 25H6 * 50MG
12.5MG
PROMETHACON
BR ALCDN LABORATORIES 25H6! * Ð‘ÐžÐœÐ‘!
SYRUP; ORAL
PROHETHAZINE NCL
AQ PHARMS ASSOC/BEACH 6.25MG/5NL!
PROTEIN HYDROLYSATE (PAGE 122)
INJECTABLE i
AMIGEN
MEAD JOHNSON/B-M
INJECTION
SZ
EYRIMETHAMINE; SULFADDXINE (PAGE 123)
TABLET; ORAL
FANSIDAR
HOFFMANN-LA ROCHE 25MGÃ¬500MG!
SUPPLEMENT NUMBER 3 / AUGUST '81 Â NOVEMBER '81
QUINIDINE GLUCONATE (PAGE 124)
TABLETÂ»  CONTROLLED RELEASE; ORAL
QUINAGLUTE
BERLEX/SCHERING AG
QUINIDINE GLUOONATE
BOLAR PHARMACEUTICAL 524MB!
V
>
Ðž
U
AB Ð·Ð°Ð²Ð¸Ñ
VV
V
VV
UU
VVV
V
QUINIDINE SULFATE (PAGE 124)
TABLET; ORAL
QUINIDINE SULFATE
LA
REXALL
/Ã©Ã¡/
Ñ†
/Ã¡dÃ³Å„Ã©/
200MB
SAFFLONER OIL (PAGE 126)
INJECTABLE; INJECTION
LIPOSYN 202
ABBOTT LABORATORIES 202! (â€š
SELENIUM SULFIDE (PAGE 127)
LOTION/SHAMPOO; TOPICAL
SELENIUM SULFIDE
> ADD > A THAMES PHARMACAL
2.52!
SDDIUM NITROPRUSSIDE (PAGE 130)
INJECTABLE;
NIPRIDE
HOFFMANN-LA ROCHE
NITROPRESS
ABBOTT LABORATORIES 50MB/VIAL!
INJECTION
Ð Ñ‚?
SONG/VIAL
Ð Ðµ
SPIRONOLACTONE (PAGE 131)
TABLET; ORAL
Â§EEBQEQLAÂ§IÂ§EÂ§
LEDERLE LABS/AM CYAN 25MB!
UPSHER~SMITH LABS 25H6!
_Ag
>AOO>M
SUCRALFATE (PAGE 132)
TABLET; ORAL
CARAFATE
MARION LABORATORIES IGH!
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '81 Â NOVEMBER '81
TRISULFAPYRIMIDINES (PAGE 146)
SUSPENSION; ORAL
SULFALOIO
/Ã¡Ã¢/ ÃPJÃˆF.AÃÃÂ¢HRAHÃ„Ã„ÃAÃ‘/ /Ã‰Ã‰Ã‰Ã‰Ã‰ÃƒÃ‰Ã‰Ã‰/
ONEAL JONESAF E LDMAN 500MG/5ML
VERAPAMIL HYDROCHLORIDE (PAGE 14B)
INJECTABLE; INJECTION
ISOPTIN
KNOLL PHARMACEUTICAL 2.5MG/ML!
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NIHBOATSOHIIN
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â€™ ' Ñ‚ â€¹ Ð¿Ð¾ â€¹
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ÐÐœâ€˜; ' WR
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