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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH

THERAPEUTIC EQUIVALENCE EVALUATTIONS
SUPPLEMENT

I. PREFACE

This supplement is cne of a series of periodic updates to the list of

roved Prescription Dr Products with ‘Therapeutic ivalerce

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 indices for both.

1.

Drug Product List

The Drug Product List revisions are intended to be pen and ink
changes to the arnnual 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 > amp > to the left of
the line on which new information exists. Any lime containing
neither reverse print nor >_app > is necessary to provide the context
information needed to assist in locating the proper place in the
Drug Product List for the revision.

A change of information concerning a given drug product covers only
enough context infarmation 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 code indicates that the drug product has become single
source. A change in the therapeutic equivalence code is indicated
by a delete, immediately followed by an add on the line below indi-
cated by ans_aop >.
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APPROVED PRESCRIPTION DRUG PRODUCTS 1

DRUG PRODUCT LIST

SUPPLEMENT NUMBER 5

PNAT'DPDYTOYCHDD¥O4€™DANR

TABLETA® ORAL INJECTABLE; INJECTION

DIEHENOXILAII H2L N1 ATRQPINE ELPAI! > ADQ > LIDOCAINE 0CL 0.2% IN DEXTROSE 52 IN PLASTIC CCNTAINER
4€° N%o_a€° D% RIKER LABS/3H 25 D7D‘DP—P© 4€° ADQ > ABBOTT LABS SZSDJZ
> AD > LIDOCAINE 0CL 0.42 IN DEXTROSE SZ IN PLASTIC CONTAINER

> ADQ > ABBOTT LABS 5730.42

ADR X mNOHY RAT

CAPSULE; ORAL OXY YN A

gungegr

> Agg > gg HEAO JOHNSON/BH soo As CAPSULE; ORAL

> AOD > ULIgAogr > Aou > 0oxA cA™ cLrME nveLglg

> Ago > N" BRISTOL LAes/EIH soo A > ADo > Nt FEDERAL PHARMACAL E o As
cEggALoPIoINg R R Y NAT

INJECTABLE; INJECTION

LA“IDINE

ELI LILLY

SUSPENSION; ORAL

ERYTHRDHYOIN ITNYLSUOOINATI

500m/VIAL i 19H/VIAL > AQQ > P© NATL PHARM MFG/BARRE EQ 200MB BASI/5SML
TABLET; ORAL

b PO aeP”

4€° N* a€° Pub’ ABBOTT LABS DO

INJECTAOLE; INJECTION > Avg > D 'D2N,N,D%D;D%NfN...NN...D% glgvLsuocruATg
Lun NE > Aon > A;g BARR LAes E NED%D¥:DY:D? As

1li. cAnrzn-OLoeAu D D»D : IA% A EATHLI

QULORPPOHAZANE HCL

> ADQ > A;L cARTER-GLOGAU D'D*D%:D¥DNE DD %D :D%Neb D%D*P2N+ DD 'NENN.. NfN+.D¥%N.. D%N, DD 'NEN, D>
4€° AOD > FENOPROFEN CALCIUM

TABLET: ORAL

cOLORPROMAZINE 0cL

> Agg > BP COELSEA LABS Ions D, Icons D, D*P¥%D*D 4Py A§ENTAMICIN sULFATE
INJEcTAaLE; INJEcTIoN

QARAMYOIH

> Ajgg> A! scRERINSs gg ;g!A§ gA;pgA;gA; D, gg Acons QASEA¢nL



3sva SHOT b3 SNIBOH HY <OV ¢
Nv193d < aav <
IVEO fi318VL <"aav <

TOTEOTHIOEOIH JAIHVEA0 100130

san awoisanay

HOdOS
SHOOE * SHOST TYIVHUYHd NOWH3T
F0NTvvnb
vao f1anavi

IROTVIBVALIH

$AYT ANYX0Y SJITIHd w

SIVAVGoEdER
Va0 f131avL
IIVAVaoETH
SHOS W G2 H¥YHd ¥aId <00V <
JIkoIaN < aav <

TvE0 fiaavl < aov ¢

JOTEGTHI0EUAH NITII08VA < 0av <

TREZAIVISTIVS GHObE o $av1 173H0Y W <V <
=44V
TREZELVRGUIVS BHOOE BN 5OV INYX0¥ SdITIHd W <OV <
FIVEITS RNEALET <hav <
AVEO SdNUAS

JIVaITs WAnTHITT

S MISNNN 1N3W3NddNS
ASIT 1IN0O0dd 9nHa
S10N008d 9NY¥a NOILdIHNOSIHd GIAOUdLDY

Google

HO22/HS00T 5GV1 ROV <THAV <
JTLOMST <00V «
VMO fNOIINTOS < OOV <

THE79590 CHOEY o1 d¥ <00V <
n TRZ/73EVa GRoOT B3 NY9S019-43LHYI d¥ <OV <
FIVNTONE WNTU0E INOBIIS0I0STIH <0V «
NOILI3FNI *318VLIIFNT
JIVNIOINE WNIG0S SNOSIL80J080kH

BHROTE NYAD MY/)N239 3 SIAVE N CTV <«
I a-18d < aav «

BHOES NWAD HY/3J3S ¥ SIAVE IV <700V «
5-78d
VITHOL ¢ IONOAS
SHIAJOEGTHIVYEA
TH/SLINN 000°62 SAY1 AYOHD <OV «
ANTHVIINIYI < aav <

NOILI3rNI {31GV.LO3rNI < 0V <

RITIVY NIGVdIR < 00V <

TR7IEVT OHOS B1 = TH7IEVD DROT 81 NHOrdn a¥ TV <

mFi‘ < ﬁuv <

TH7IEVY GWbe BF » TH/35va OWOT oF OHUY/68Y1 HLIAN W TV <
TH73EV0 OWO® OF w TH7AEVA OHOT B1  M-H-V/NNIS-GNDN3 @ TV <

FIVIThe WasTivias «HaV <
NOLLIICNI #3TEYLIICNI

TIVIThS NISTWVINTS



POTASSIUN EHLORIDE

TABLET, CONTROLLED RELEASE; ORAL

K-TAB
BC  ABBOTT LABS
>_ADD > 10HEQ
KAON-CL
waRRen-TEED/ADRIA  [ETd
>_ADD > 6.7THEQ
KAON CL-10
BC  WARREN-TEED/ADRIA
>_ADD > 10HEQ
KLOTRIX
sc  heap sownsonsen  [EIEEY
>_ADD > 10MEQ
SLOM-K
CIBA PHARM
>_ADD > BMEQ
RITODRINE WYDRQCHLORIDE
INJECTABLE; INJECTION
YUTOPAR
> ADD > AP MERRELL-NATIONAL  20MG/ML
>_ADD > RITODRINE HCL
> ADD > AP DUPHAR LABS 10HG/ML
TABLET; ORAL
YUTOPAR
>_ADD > AB MERRELL-NATIONAL 104G
>_ADD > RITODRINE WCY
>_ADD > AD  DUPHAR LABS 10t9

Go

APPROVED PRESCRIPTION DRUG PRODUCTS
DRUE PRODUCT LIST
SUPPLEMENT NUMBER 5

SECOBARBITAL SODIUN

CAPSULE; ORAL
JECOBARDITAL SODIUN

>_ADD > AR WYETH LABS/AMHO
SULFASALAZINE
>_ADD > SUSPENSION; ORAL
>_ADD > AZULFIDINE
>_ADD > PHARMACIA LABS
SULFISOXAZOLE
TABLET; ORAL
SULFISOXAZOLE
Y GEnerIc PHARM/IVY
>_ADD > BR
IESTOSTERQNE ENANTHATE
INJECTABLE; INJECTION
JESTOSTEROHE EHANTHATE
>_ADD > AD CARTER=-GLOGAU
>_ADD > AD  D-M PHARHACEUTICALS

816

250M6/5ML

S500MG
500H6

J100MG/ML * Z0OMB/ML
100HO/HML ® 200MG/ML
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APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST
CUMULATIVE INDEX

SUPPLEMENT: 1 2
CLORAZEPATE DIPOTASSIUM X

CORTISONE ACETATE; NECMYCIN SULFATE X
CYPROHEPTADINE HYDROCHLORIDE

DANAZOL X
DEXAMETHASOME SODIUM PHOSPHATE X
DEXAHETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE X
DEXTROAMPHETAMINE SULFATE X
DEXTROSE ®

DEXTROSE; LIDOCAINE HYDROCHLORIDE

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE

DEXTROSE; HAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE X

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC;
SODIUM ACETATE; SODIUM CHLORIDE

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE = IN PLASTIC X
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM

DIATRIZOATE SODIUM

DICUMAROL

DIHYDROERGOCORMINE MESYLATE; DIHYDROERGOCRISTIMNE MESYLATE;
DIHYDROERGOCRYPTINE MESYLATE

DIPHENADIONE X
DOXYCYCLINE HYCLATE

EPINEPHRINE; LIDOCAINE HYDROCHLORIDE X
ERYTHROMYCIN ETHYLSUCCINATE

FENMOPROFEN CALCIUM

FEMOPROFEN CALCIUM DIHYDRATE

GENTAMICIN SULFATE
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DRUG PRODUCT LIST
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HMETHAQUALDNE X
METHYLPREDNISOLONE ; NEOHYCIN SULFATE X
METHYLTESTOSTERONE X

HMETOCLOFRAMIDE HYDROCHLORIDE X
METRONIDAZOLE HYDROCHLORIDE X
MAPROXEN SODIUM X

MEOMYCIN SULFATE; PREDNISOLONE X

MNEOMYCIN SULFATE; PREDNISOLOME ACETATE X

HEOMYCIN SULFATE; PREDNISOLONE SODIUM PHOSPHATE X

NEOSTIGHMINE BROMIDE X
MNOVOBIOCIN CALCIUN X

MOVOSIOCIN SODIUM X

OXYTOCIN X
PENICILLIN G POTASSIUM X

PENICILLIN G PROCAINE x

PENICILLIN V POTASSIUM 4

PHENDIMETRAZINE TARTRATE X
PHENTERHINE HYDROCHLORIDE

POTASSIUNM CHLCRIDE x

¥ X X
<
»

PRAZEPAH
PREONISOLONE ACETATE; SULFACETAMIDE SODIUM X
PREDNISOLONE SODIUM PHOSPHATE X
PREONISONE X
PROMETHAZINE HYDROCHLORIDE X
PYRIDOXINE HYDROCHLORIDE X

RESERPINE; TRICHLORMETHIAZIDE X L
Qriginal from

ereae s by (5O Sle “ UNIVERSITY OF MICHIGAN
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PRESCRIPTION DRUG PRODUCTS DEEMED APPROVED
PENDING RESOLUTION OF SAFETY OR EFFECTIVENESS ISSUES
SUPPLEMENT NUMBER 5

URRAAFT

P¢b«DybDes GDADUMET ABBOTT LABS

REXDCYCLIUM METHYLSULFATE

RETSTATU-4€"XMP'IUR RR)

ADD > DDNNATAL A0 ROBINS

ADD > ATRDPINE SULFATEi 0YDSCYAMINE SULFATES PHENOBARBITAL;
> Agn > SCOPDLAMINE HYDRDBROMIDE
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