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FÅ“D AND DRUG ADVIINI STRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
'IHERAPEUI'IC EQÃƒJIVALENCE 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 cover revisions interim to the annual publica-
tion 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.
l.
Drug Product List
The Drug Product List revisions 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. InformatiÅ“ to be deleted from the Drug Product
List is indicated by reverse print. InformatiÅ“ to be added to the
Drug Product List is indicated by the symbol >_Ñ‰_> 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 Product 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 addition of a therapeutic equivalence code indicates that the
drug product has become multisource; the deletion of a therapeutic
equivalence pode indicates that the drug product has become single
source. A change in the therapeutic equivalence code is indicated
by a delete, inmediately followed by an add on the line below indi-
cated by an> ADD â€º.
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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 Appendix. 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 alpha-
betical, the Drug ProdÅ“t List by ingredient and the Appendix by
trade name.
II. SPEIIIAL Ð®â€™Ð¨Ð‘
Ð descriptiÅ“ or explanation of items requiring special attention or
clarificatiÅ“ will appear in this section.
None Â this supplement



APPROVED PRESCRIPTION DRUG PRODUCTS 1
â€˜DRUG PRODUCT LIST
SUPPLEMENT NUMBER 2
TA ' N Ð  0
TABLET; ORAL
Acglggguggngg Ð²/ Ñ†Ñ†Ð¾Ð¿Ñ…Ñ†: PUQPHAT;
Ñˆ _
>_Â¿gg_> AOITAHTNOPHIN AngÅ•conlxn: PHOSPHATE
ÐšÐÐŸÐž.) Ðœ CORD LABS Ð¨Ð—Ð¨ * Ð¨Ð¨Ð—Ð©Ð•
595119 5519. GLACIAL
SOLUTION; OTIC
â€º_ÑˆÑ€_â€º Â¿Onge ACIO
â€º_Ñˆ;_â€º Ð  ́HEUN-NORHOOO LABS gg
oglx _
HEUN-Nonuooo LABS
Ð¨
Ð½Ð¾ÑˆÐ°; ORAL
Ð´ÑÐ½Ð¼Ñ†Ñ‚Ñ†Ñˆ
â€º_Ð©â€º Ð¼ FISONS Ð©
ÐšÐÐ Ð›.) Ð¨
â€º_Ñˆ_Ñ€_â€º Ð¼ Fxsons s O/
Ð¡ÐÐ¨Ð•.) Ð¨
â€º AGN > TABLET; ORAL
>_Ñˆ_Ñ€_â€º ASENDIN
>_Ann_> LEDERLE LABS-AH CYAN 25H6 i Ð‘ÐžÐœÐ‘ Ã¬ 100M@ l 150NG
TABLET; ORAL
D N0 ND Ð R0 IN UL A
Ð¨ HALSEY Ð¾Ñ‚ _
ÐŸÐžÐ  F ' OXY Ð¢ R H
TABLET; ORAL
â€º____ÐÐ²Ð¿ > Lamm
> agg > Ð¼ HALSEY DRUG EMILIE
>AOO> ÐÐ¡: ÑÐ½ÑÐ²â€˜ xTRs-AN ÑÐ½ xv
> AO > O Ñ ' I
> ADD > INJECTABLE; INJECTION
>_Ag_O_> TNPEPSOL Ð½/ uExTnose 1.5z IN PLASTIC CONTAINER
> AO > ABBOTT LABS 25.TMs/IoonuLsGn/mom;
>M> 15.2ns/ioonu271ns/ioom;
>_Â¿OO_> same/room
LAQ) INPERSOL Ð /̧ DEXTROSE 4.252 IN PLASTIC CONTAINER
>M> ABBOTT LABS 25.mns/iconlm.zssn/ioonu
>Ñ‰> 15.Ð³Ð½ÐµÐ´Ð¾Ð¾Ð¿Ñ†Ð³Ð¿Ð½ÑÐ´Ð¾Ð¾Ð½ÑŒ;
â€º_Ð©Ñ€_â€º seams-loom
>_AQO_> Ð½ ANP o Â n s c AT
> ADD > SUSPENSION-DROPS; OPHTHALMIC
> A D > CHLOROMYCETIN HYDROCORTISONE
> AD > PARKE-DAVIS/H-L 2.5HG/HLÃ¬5HG/HL
Ð¨
TABLET; ORAL
ÐÐ•ÐžÐ UI Ð
)__-LAD > M "D PHAR" Ð¨
Ð Ð  A
TABLET; ORAL
> ADQ > TRANXENE
> ADD > ABBOTT LABS 3.75N6 l 7.5H6 * 15H6
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APPROVED PRESCRIPTION DRUG PRODUCTS
>_AQQ_> HIDROQORTISONE ACETATEÃ¬ NEONIQIN SULFATE
> AQD > SUSPENSION/DROPSÃ® OPHTHALMIC
> AQD > â€žEQ-CORTIE
> ADD > AI UPJOHN L-5K-EQ 5.5Ð¦Ð BASE-HL
> AQQ > 0.52;EQ 3.5MG BASE-ML
> Ang > R ORT Ð—ÐžÐ ÐÐ¡ AT ' Ðž Ð¢ TRA YCL N CH D
> ADO > SUSPENSION/DROPSÃ¬ OPHTHALMIC
> AD > TERRA-CORTRIL
> Ð°Ð¸Ð´ > PFIZER LABS 15NG/HLiEQ 5MG BASE-HL
N A I
TABLET; ORAL
Â§QEEB-IQIN Ã¬
Ð¿Ð½Ð¸Ñ‚Ðµ-Ð½Ð¸Ñ‚ cuen TOUS
Ð¨
>_Ann_> AB VITARINE-HEST CHEM LQMQ l Ð•Ð”Ð”Ð¦Ð
LIQQQAINE NIQROCHLORIQE
INJECTABLES INJECTION
ÑˆÑ‚Ð¾Ð¿ÐºÐ¸ Ð½Ðµ;
â€º_Ñˆ_Ñ€_â€º Ñ† ABBOTT LABS Ñˆ
Ð¨
TABLET; ORAL
ATIVAN
mim LABS-AMO soo uen Ð¸ Inc Ñ† zum
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 2
PER I HY RO
TABLET; ORAL
MEQERIDIB: Ð¦ L
C
HALSâ€œ DRUG
>.__QD_^ â€º Ð©
â€º ADQ > Â¿A HALSEY DRUG IM " Ð¨
Ð˜ Ð¢ F
> AD > SOLUTION; INHALATION
> AD > ALUPENT
> ÐÐ¦ÐŸ â€º BOEHRINGER INGELHEIH SZ
> ADQ > PRED S ON â€˜ Y N
> ADQ > OINTMENT; OPHTHALHIC
> AOD > NEO-HEUROL
> AD > UPJOHN 0.12;E0 3.5"8 BASE-GH
EEIHILTEÃ¢TOSTERQNE
TABLET; ORAL
NEOSHOBREOL H
Ñˆ Ð¨
Ð Ð¥ N
> ADD > TABLET; ORAL
> ADQ > ANAPROX
> ADQ > SYNTEX F R 275H6



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 2
> agg > E MY ULFAT ' PREONISOLON gglÂ¿Â§Â§ggg_gglgglgÂ§
> ADQ > SOLUTION; OPHTHALMIC > Aug â€º CAPSULE. CONTROLLED RELEASE; ORAL
> Agn > NEO-DELTEF > Â¿DQ > TIHKAP
>_AQQ_> UPJOHN EQ 3.5n6 BASE/HL;0.22 > agg > BERLEX LABS/s-AG ÑŒÐ¾Ð¾Ð¿Ð²
TABLET. CONTROLLED RELEASE; ORAL
>_AQQ_> Y U FAT â€™ EDNI ON A TA > ADD > KAON CL10
> AD > BC NARREN-TEED/ADRIA 750MG
> ADQ > OINTMENT; OPHTHALMIC
â€º__Ñˆ1_â€º NEO-OELTA-COPTEF
> AGN > UPJOHN EO 3.5m; Ð¸Ð·Ð²-Ð²Ð¸Ñ‚ÑÐ·Ð¸ Ñ Ð¨
â€º_ÑˆÑ€_â€º Ð²Ð¾ Ð·.5Ð½Ñ BASE/slumsx
TABLET; ORAL
â€º_Ñˆ;_â€º SUSPENSION: OPNTuALnIc
>_AQQ_> NEO-DELTA-CORTEF > ADQ > CENTRAX
>_ÃŸnn_> UPJOHN EQ 3.5"3 BASE/HL;O.2Â§Z
> AQQ > NI AC A ' Ð¢
â€º_Ñˆ_Ñ€_â€º su AT Â N un PH PHA
>_AOO_> SUSPENSION-AMPS; OPNTNALnIc
>_Agn_> OINTMENT; OPHTHALMIC >_Â¿gg_> NETIHTO
â€º_Ñ†Ñˆ_â€º NEO-NTOELTPASOL > agp > SCULPINS Ð²Ð½Ðµ-Ð¿Ð¸Ñ‚Ð¾Ð½Ð°Ð¼Ð¸.
â€º_ÑˆÑ€_â€º Ð¿Ð²Ð¿ÑÐº SHARP a BONNE EN 3.5m; BASE-omnes?.
>_Â¿g_p_> SOLUTION; CENTRALNIC n Ñ… Ð¾Ð¿
â€º Â¿Op > ÐºÐ²Ð¾-Ñ‚Ð¾Ð¿Ñ‚Ð°Ð»Ð°ÑÑŒ
>_Ann_> HERCK SHARP A DONNE EQ 3.5"6 Ð‘ÐÐ—Ð•/"150.52 INJECTABLE; INJECTION
ZYRIDQÃ„INI â€žQL
EEENIEBDINE_UIQBQQHLQBIQÂ§ â€™_AQQ.) CARTER'GLOGÃƒU
CAPSULE; ORAL
EUSHIIBEIHIÂE9L EE5EBElÃŸiiÂIBIQHLQBUÂ£IHIAZIQÃ
â€™_AQR.) AA Ð¡ÐÐÐâ€œ IEEE
>_Am_> 15m; TABLET: OPAL
>_Agg_> METATENSIN I2
HETATENSIN Ñ‡
>_AQQ_> METATENSIN Â»4



APPROVED PRESCRIPTION DRUG PRÅ“UCTS
DRUG PRODUCT LIST
SUPPLEMENT NUMBER 2
SQQILM AMINOSALICYLATE
TABLET; ORAL
Ð·Ð¾Ð¾ÑˆÐ½ P.A.S.
Ð½Ð° Ñ‰Ð¸Ñ‚
> AD > logggg r.g.g.
> Â¿QQ > Â¿g LANNETT Ð·Ð²Ð¾Ð½Ð°
SXO
TABLET; ORAL
_
gggrrsoxgzggg
>_Â¿Qn_> Â¿g STANLABS PHAPH Ð¾Ð¾Ð½
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APPROVED PRESCRIPTION DRUG PRÅ“lXITS
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT: 1 2
ACETAMIM'JPHENS CODEINE PHOSPHATE X Ð¥
ACETIC ACID, GLACIAL X
AMINOPHYLLINE X
AMITRIPTYLINE HYDROCHLORIDE X
AmXAPINE Ð¥
ÐÐ®Ð¥1Ð¡1Ð¦.1Ðœ TRIHYDRATE X
ATROPINE SULFATE; DIPHENOXYLATE HYOROCHLORIDE X
CALCIFEDIOL X
CALCIUM CHLUIIDEB DEXTROSE; MAGNESIUM CNLORIDE NEXANYDRATEB
SMIL!! ACETATES SODIUM CHLORIDE X
CHLÅ“AMPHENICOL; HYDROCÅ“TISONE ACETATE X
CHLWOWINE PHOSPHATE X
CHLORPROMAZINE HYDROCHLORIDE X
CLÅ“AZEPATE DIPOTASSIUM X
CÅ“TISINE ACETATE; NEOMYCIN SULFATE X
DANAZOL X
DEXAMETHASONE SMIL" MOSPHATE X
OEXAMETHAM SWILI'T PHOSPMATES NEMYCIN SULFATE X
DEXTROAMPHETAMINE SULFATE X
DEXTROSE X



X
X
X
X
X
X
X
X
X
X X
X
X
X
X
X
X
X
3 I
:1Ðœ3Ð318805
NDI 005 N3XOBD'N
BNOHBISOISBI'IAHIBH
31'3105 NIOANOBN Ã‰BNO'IOSINOBIH'IANIBH
BIVIUS 'IWBUQIOIHVIBN
301801Ð3080ÐÐ 381018383â€˜!
100112â€œ!
1011101â€œ!
31'Ð®3019 Ð¨Ð›Ð®Ð— 230180183
Ð01005 531'133' â€œ11005 $301Ð®1Ð3 HOISSVIOd 330180183 581153049?"
Ð'832'Ð®1
30I8011130801Ð 3Ðœ1'30011
012'1Ð®51
301Ð®1Ð3080ÐÐ 381131318131ÐÐ¥0 3311133â€˜ 3805I1803080AÐ
31'3105 "131103" 531'133' 3Ð®511Ð®3080ÐÐ
3173105 D NIXAHA'IOD 23IVJ1OS NIOANOBN 23Ð®511Ð®Ð®80ÐÐ
30I801113080AÐ 3Ðœ1'Ð®011 3301180838183
BNOIOVNBIHIO
OIISVTTI NI Â BOIBOTHD HTIOOS 230180183 501551108 $35081Ð¥30
311003019 â€œ01005 2301Ð®1Ð3 Ð¨Ð›Ð®Ð— 2311133â€˜
"01005 230180110 "111551108 230180183 â€œ115389â€! 235081Ð¥30
Ð¥30Ð1 3Ð11'1Ð©03
1511 1300088 9080
51300088 9080 "01181835388 03Ð0888'



APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX
SUPPLEMENT: 1 2
NEOMYCIN SULFATE; PREDNISOLONE X
NEOMYCIN SULFATEB PREDNISOLONE ACETATE X
NEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE X
NOVOBIOCIN CALCIUM X
NOVOBIOCIN SODIUM X
PENICILLIN G POTASSIUM X
PENICILLIN G PROCAINE X
PENICILLIN V POTASSIUM X
PHENTERMINE NYDROCHLORIDE X
POTASSILM CHLDRIDE X X
PRAZEPAM X
PREDNISOLONE ACETATE; SULFACETAMIDE SOOILM X
PYRIDOXINE NYDROCHLORIDE X
RESERPINES TRICNLORMETHIAZIDE X
RITÅ“RINE HYDROCHLORIDE X
SMILâ€ AMINOSALICYLATE X
SULFAMETHOXAZOLE X
SULFISOXAZOLE X
THEOPHYLLINE X



:1Ðœ3Ð˜318805
Ð¥30Ðœ1 3Ð11'10Ð˜03
1511 1300088 9080
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51300088
9080 "01181835388 OBAOBddV



>_Ann_>
>_Ñˆ_>
â€º_Ñˆ_â€º
â€º_Ñˆ_â€º
â€º_Ð¨_â€º
â€º_Ð©_â€º
â€º_Ñˆ_â€º
>_Ñˆ_â€º
â€º_Ñˆ_â€º
â€º Ann )
>_Ann_>
â€º_Ñˆ_â€º
â€º_Ñ‰_â€º
PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED 1
Ð Ð•Ð–Ð˜ÐœÐ• RESOLUTION 0F SAFETY 0R EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 2
R ATU Â ÐœÐ“? V
BACITRACIN; NEMYCIN; POLYMYXIN; HYDROCORTISWE ACETATE
Ð‘Ð£Ðš-5010!"
BACITRACIN; NYDROCORTISONE ACETATE; NEOMYCIN SULFATE;
POLYMYXIN B SULFATE
CORTISPORIN BURROUGHS WELLCOME
BACITRACIN ZINC; HYDROCORTISONE; NEOMYCIN SULFATE;
POLYMYXIN B SULFATE
OPHTHOCORT PARKE-DAVIS/H-L
CNLORAMPHENICOLR HYDROCORTISCNE ACETATE; POLYMYXIN B SULFATE
POLY-PRED ALLERGAN PMARMS
NEOMYCIN SULFATE; POLYMYXIN B SULFATE; PREDNISOLONE ACETATE
Â¿ACHROMYCIN LEDERLE LABS-AH CYAN
HYDRÅ“Å“TISmEÃ® TETRACYCLINE HYDRÅ“MLÅ“IDE
.CHLIRMYCETIN HYDRIXÃˆORTISONE PARKE-DAVIS/H-L
CHLNAMHTENICOL; MYDRIXIMTISME ACETATE
ÑÐ¾Ñ-Ð°Ð¸ÑÑ‚ MALRRY BIOLOGICAL
HYDRLXILRTISME ACETATE; NEWCIN SULFATE
CIRTISPÅ“IN BURROUGHS WELLCOME
HYDRTXIRTISCNE; NECHYCIN SULFATE; POLYMYXIN B SULFATE
DIPYRIDAMOLE
OIPYRIDAMLE
BARR LABS
> >
CURRENT STATUS Â 'EXEMPT' (COURT ORDER)
FLORINEF-S ER SQUIBB ÐÐ® SMS
FLLDRIXIORTISONEJIEMISUCCINATEB ÐœÐ•Ð¨ÐšÐ˜?! SULFATE
METIMYD SCHERING
PREDNISOLONE ACETATE; SULFACETAMIDE SÅ“IUM
NED-ARISTCKIORT ACETONIDE LEDERLE LABS-AM CYAN
ÐÐ•ÐœÐ•Ð¦" SULFATE; TRIAHIINOLME 'ACETONIDE
NEO-OELTA-CORTEF UPJOHN
BIYOIN SULFATE; PREDNISOLONE ACETATE
NEO-neuss ÑˆÐ¸ÑˆÐ¸
NEOmcIN SULFATE: PREDNISOLONE
EO-MEDROL Ð¨ÐŸÐžÐ"
METMYLPREDNISDLMEB NECHYCIN SULFATE
NEOSINE UPJNIN
CÅ“TISONE ACETATE; NEMYCIN SULFATE
OPHTT'ILXIORT PARKE-DAVIS/H-L
CHLÅ“AMPHENICOLÃ¬ HYDRÅ“ORTISWE ACETATE; POLYMYXIN B SULFATE
PREDMYCIN-P
POLY-PRED
POLY-PRED ALLERGAN PHARMS
NEmYCIN SULFATE; POLYMYXIN B SULFATE; PREDNISOLONE ACETATE
TERRA-CORTRIL PFIZER LABS
HYDRÅ“ORTISmE ACETATE; DXYTETRACYCLINE HYDRÅ“HLÅ“IDE
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ACHROMYCIN
BACITRACIN; NEOMYCINS POLYMYXIN;
CHLOROMYCETIN HYDROCORTISONE
COR-OTICIN
CORTISPORIN
DIPYRIDAMOLE
FLORINEF-S
METIMYD
NEO-ARISTOCORT ACETONIDE
NEO-DELTA-CORTEF
NEO-OELTEF
NEO-MEDROL
NEOSOL
OPHTHOCORT
POLY-PRED
PREDMYCIN-P
TERRA-CORTRIL
PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION 0F SAFETY OR EFFECTIVENESS ISSUES
CUMULATIVE INDEX
SUPPLEMENT: 1 2
HYDROCORTISONE ACETATE Ð¥
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