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Ð•Ð¨Ð¬ AND DRUG AUVIINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
'IHERAPEUI'IC EUJIVALENCE EVALUATIONS
SUPPLEMENT'
I . PREFACE
This supplement is me of a series of periodic updates to the list of
Approved Prescription Drug Products
with Therapeutic Equivalence
Evaluations (the List) to oover revisions interim to the annual publica-
{Ñ†Ð°Ð¿ of the List in its entirety.
This supplement contains updates to
the Drug Product List and Appendix portions of the List, as well as
cumulative indiÅ“s for both.
1.
Drug Product List
The Drug Product List {ÑÑ…/151015 are intended to be pen and ink
changes to the annual publication of the List rather than page
replacements or cut`and`paste changes. The changes in this supple-
ment contain revisions made since the last publication or previous
supplement.
In general, information in this listing follows the format of the
Drug Product List. Information to be deleted from the Drug Product
List is indicated by reverse print. Information to be added to the
Drug Product List is indicated by the symbol > ÐÐ²Ñ â€º to the left of
the line on which new information exists. Any line containing
neither reverse print nor > Ann > is necessary to provide the context
information needed to assist in locating the proper place in the
Drug ProdÅ“t List for the revision.
Ð change of information concerning a given drug product covers only
enough context information to facilitate making the change. The
change itself is indicated by deleting the old information, direct-
ly followed by adding the new information.
The Ð°Ð´ÐµÐ¿Ñ‚Ñ‹ of a therapeutic equivalence code indicates that the
drug product has become multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single
source. Ð change in the therapeutic equivalence code is indicated
by a delete, inmediately followed by an add on the line below indi-
Cated by Ð°Ð¿â€º_Ð©â€º.



2. Appendix`Prescription Drug Products Deemed Approved Pending
Resolution of Safety or Effectiveness Issues
The listing of the Appendix contains only drug products which are the
subject of additions, removals, or classification changes within the
Appexdix. These revisions are indicated in the same manner as addition
and removal of drug products for the Drug Product List.
3. Cumulative Indices
Each supplement is accompanied by a cumulative index. These are intended
to provide a ready record of all revisions occurring from one annual List
publication to the next. Each index will be alphabetical, the Drug
Product List by ingredient and the Appendix by trade name.
II. SPEKIIAL Ð®Ð“Ð•Ð‘
Ð description or explanation of items requiring special attention or
clarification will appear in this section.
Sulfisoxazole Â Generic Pharmaceuticals
Generic Pharmaceuticals' sulfisoxazole tableted product was inadvertently
coded as being therapeutically equivalent (code AB) in Supplement No. 4. The
code change to "BP" is to reflect that the finn has not provided satisfactory
evidence as required by the Agency to demonstrate that their product is
therapeutically equivalent.



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 5
P N AT ' Ð Ð Y T 0Y CH D Ð¥ O â€™ D A N R
TABLETÃ® ORAL INJECTABLE; INJECTION
DIEHENOXILAII H2L Nl ATRQPINE ELPAI! > ADQ > LIDOCAINE 0CL 0.2% IN DEXTROSE 52 IN PLASTIC CCNTAINER
â€º_Ñ‰_â€º Ð¼ RIKER LABS/3H 25 ÐžÐ‘ÐÐ—Ð© â€º ADQ > ABBOTT LABS SZSDJZ
> AD > LIDOCAINE 0CL 0.42 IN DEXTROSE SZ IN PLASTIC CONTAINER
> ADQ > ABBOTT LABS 5Z30.42
ADR X mNOHY RAT
CAPSULE; ORAL OxY Y N A
gungcgr
>_Agg_> gg HEAO JOHNSON/BH soo As CAPSULE; ORAL
> AOD > ULIgAogr > Aou > ooxÃ¯cÃ¯cLrME nveLglg
> Ago > Ñˆ BRISTOL LAes/EIH soo A > ADo > Ñ† FEDERAL PHARMACAL E o As
cEggALoPIoINg R R Y NAT
INJECTABLE; INJECTION
LÅ“IDINE
ELI LILLY
SUSPENSION; ORAL
ERYTHRDHYOIN ITNYLSUOOINATI
500m/VIAL i 19H/VIAL > AQQ > Ð© NATL PHARM MFG/BARRE EQ 200MB BASI/5ML
TABLET; ORAL
Ð¨ Ð© â€˜Ð¨
â€º_Ñˆ_â€º ÐµÐ  ́ABBOTT LABS Ð©
INJECTAOLE; INJECTION > Avg > Ð´Ð²Ñ‚Ñ‚Ð½Ð¿Ð¾Ñ†Ñ…ÑÑ…Ð½ glgvLsuocruATg
Lun NE > Aon > Â¿g BARR LAes E ÑŒÐ¾Ð¾Ð½Ð² As
lli. cAnrzn-OLoeAu Ð¸Ð»Ð :̧ IÃ‰ÃˆEÃˆIHLI
QULORPPOHAZÃNE HCL
> ADQ > Â¿L cARTER-GLOGAU Ð´Ð²Ð½Ð²/Ð½ÑŒ Ð•Ð½Ð½Ð¾Ñ€Ð¿Ð¾Ð³Ð²Ñ† Ð•Ð´ÑŒÑÑ…ÑƒÑ†.Ð¾Ñ…Ð½Ñ‚Ð¿Ð´ÑŒÑ‚Ð²
â€º AOD > FENOPROFEN CALCIUM
TABLET: ORAL
c0LORPRoMAzINE 0cL
>_Agg_> BP C0ELSEA LABS Ions Ð  ̧Icons Ð  ̧Ð³Ð¾Ð²Ð½Ðµ Â§ENTAMICIN sULFATE
INJEcTAaLE; INJEcTIoN
QARAMYOIH
> Â¿gg > A! scRERINs gg_;g!Â§_gÂ¿pgÂ¿gÂ¿ Ð  ̧gg Â«ons QAsEÂ¢nL
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APPROVED PRESCRIPTION DRUG PRODUCTS
AS L
TABLETÂ» CONTROLLEO RELEASE; ORAL
K-TAB
Ð²Ñ ABBOTT LABS
>_AQQ_>
KAON-CL
HARREN-TEED/ADRIA
>_Â¿gg_>
KAON.CL-lO
BC NARREN-TEEO/ADRIA
>_Agg_>
KLOTRIX
BC MEAD JO0NSON/BH
>_Â¿QQ_>
SLON-K
CIBA P0ARH
>_Â¿gg_>
T R R
INJECTABLES INJECTION
YUTOPAR
DUPHAR LABS
>_Agg_> Â¿g MERRELL-NATIONAL
>_Â¿QQ_> Ð²Ð´Ñ‚Ð¾Ð²Ð¿Ñ…Ð¿; NCL
>_Agg_> gg OUPNAR LABS
TABLET; ORAL
IUTOPAR
OUPHAR LABS
> AQO > AQ MERRELL-NATIONAL
> Agg > ggTODRIgE HOL
> Â¿QQ > Â¿ÃŸ DUPHAR LABS
IOMEQ
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 5
AR A
CAPSULE; ORAL
QECOBARBITAL SODIUU
> AOQ > Â¿A Ñ‚ÐµÑ‚Ð¸ LABS/ANNO Ð¨
SQLEASALAgIN:
> ADD > SUSPENSION; ORAL
> AQD > AZULFIDINE
> Aon > P0ARHACIA LAOS Psone/SNL
Ã¢ULElÃªQÃ„AZQLE
TABLET; ORAL
Â§ULFISOXAZÂ°LE
Ñ‰ GENERIC Ñ€Ñ‚Ð°Ð¼/I11 Ñˆ
â€º Â¿QQ > BP soon@
T R N NANT A
INJECTABLE; INJECTION
STOS IRON! N N
> ADQ > AQ CARTER-GLOSAU {ÐžÐžÐ¦Ð‘Ð”Ð¦Ð¬ l QQDMOgEL
> Â¿QQ > Ag D-H P0ARMACEUTICALS IODMQÂ£HL * ZDQMQZHL
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUHULATIVE INDEX
SUPPLEMENT: 1 2
CLORAZEPATE DIPOTASSIUM . X
CORTISONE ACETATE; NEONYCIN SULFATE X
CYPROHEPTADINE 0YDROC0LORIDE
DANAZOL X
DEXAMET0ASONE SODIUM P0OSP0ATE X
DEXANET0ASONE SODIUM P0OSP0ATE; NEONYCIN SULFATE X
OEXTROANP0ETAMINE SULFATE X
DEXTROSE X
DEXTROSE; LIDOCAINE 0YDROC0LORIDE
DEXTROSE; HAGNESIUM C0LORIDE; POTASSIUN C0LORIDE; SODIUN
ACETATE; SODIUN C0LORIDE
DEXTROSE; HAGNESIUM C0LORIDE; POTASSIUN C0LORIDE; SODIUM
ACETATE; SODIUN C0LORIDE; SODIUH GLUCONATE X
DEXTROSE; POTASSIUM C0LORIDE; POTASSIUN P0OSP0ATE, DIBASIC;
SODIUN ACETATE; SODIUN C0LORIDE
DEXTROSE; POTASSIUH C0LORIDE; SODIUN C0LORIDE Â IN PLASTIC X
DIATRIZOATE NEGLUNINE; DIATRIZOATE SODIUN
DIATRIZOATE SODIUN
DICUMAROL
DI0YDROERGOCORNINE NESYLATE; DI0YDROERGOCRISTINE NESYLATE;
OIHYDROERGOCRYPTINE HESYLATE
DIP0ENADIONE Ñ…
DOXYCYCLINE 0YCLATE
EPINEP0RINE; LIDOCAINE 0YDROC0LORIDE X
ERYTHROHYCIN ET0YLSUCCINATE
FENOPROFEN CALCIUM
FENOPROFEN CALCIUN DI0YDRATE
GENTANICIN SULFATE
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APPROVED PRESCRIPTION DRUG PRODUCTS
METHAQUALONE
MET0YLPREDNISOLONE; NEOMYCIN SULFATE
METHYLTESTOSTERONE
METOCLOPRAMIDE 0YDROCHLORIDE
METRONIDAZOLE 0YDROC0LORIDE
NAPROXEN SODIUM
NEOMYCIN SULFATEZ PREDNISOLONE
NEOMYCIN SULFATE; PREDNISOLONE ÐÐ¡Ð•Ð¢ÐÐ¢Ð•
NEOMYCIN SULFATE; PREDNISOLDNE SODIUM PHOSPHATE
NEOSTIGMINE BROMIDE
NOVOBIOCIN CALCIUM
NOVOBIOCIN SODIUM
OXYTOCIN
PENICILLIN G POTASSIUM
PENICILLIN G PRDCAINE
PENICILLIN V POTASSIUM
PHENDIMETRAZINE TARTRATE
P0ENTERMINE 0YDROC0LORIDE
POTASSIUM CHLORIDE
PRAZEPAM
PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM
PREONISOLONE SODIUM P0OSP0ATE
PREDNISONE
PROMETHAZINE 0YDROCHLORIDE
PYRIDOXINE HYDROCHLORIDE
RESERPINE; TRICHLORMETHIAZIDE
RITODRINE 0YDROCHLORIDE
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENTI 1 2
X
X
X
X
X
X
X
X
X
X
X
X
X X
X
X
X
X
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 5
URR A Â F T
Ð¢Ð•Ð›Ð• GDADUMET ABBOTT LABS
REXDCYCLIUM METHYLSULFATE
RETSTATU-â€˜XMP'IUR RR)
ADD > DDNNATAL A0 ROBINS
ADD > ATRDPINE SULFATEi 0YDSCYAMINE SULFATES PHENOBARBITAL;
> Agn > SCOPDLAMINE HYDRDBROMIDE
.



PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY DR EFFECTIVENESS ISSUES
CUMULATIVE INDEX
SUPPLEMENT: 1 2 3 4
AC0RONYCIN X
SACITRACIN; NEOMYCIN; PoLYNYXIN; NYoRoCoRTISoNE ACETATE X
C0LoRonYCETIN 0YOROCORTISONE X
COR-OTICIN X
CORTISPORIN X
DIPYRIDANOLE X X
DONNATAL
FLORINEF~S X
NETI-OERN u/ NEONYCIN X
NETIMYD X
NEO-ARISTOCORT ACETONIOE X
NEO-OELTA-CORTEF Ð¥
NEo-OELTEF X
NEO-nEoRoL X
NEOSONE X
NITROGLYCERIN X
OP0T0OCORT x
POLY-PRED x
PREonYCIN-P X
SULFAT0ALIDINE X
TERRA-CORTRIL X
TRAL GRADUMET
10
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