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DESCRIPTIONOFREPORT

ThefollowingreportprovidessummarycountsderivedfromproductinformationintheDrugProductListandthe
currentcumulativesupplement.Thecountsappearintwosections.SectionA.referstotheproductsinthe
ListandSectionB.toproductsinthecurrentcumulativesupplement.Anewcolumnofdatawillappearin
SectionA.eachthree-monthperiodfollowingJuly‘84.SectionA.thereforewillprovidebaselineandquarterly
datawhileSectionB.providesmonthlyactivity.

USEOFREPORT

FromthedatapresentedunderSectionB.,usersshouldbeabletoobservesuchthingsas(l)newlyapproved,
DESIeffectiveandremarketeddrugproductswhichareaddedtotheList;(2)productsthatarebeingremoved
fromtheListastheresultofwithdrawalofapproval,changesfromprescriptiontoover-the-counterstatusand

discontinuedmarketingofproducts;and,(3)trendsinapprovalofproductsaseithermultisourceorsingle
sourceduringeachmonthwithinthequarter.Thereportdoesnotreflectcategorychangesfrommultisourceto
singlesourceandviceversa.However,thenetgainthatresultsfromalladditions,deletionsandcategory
changesisreflectedinthequarterlycountsformultisourceandsinglesourceproducts.

DrugProductDefinition

Forthisreport,adrugproductistherepresentationintheDrugProductListofanactivemoiety(includes
molecularentityanditssalts,estersandderivatives)eitherasasingleentityorasacombination
product,providedinaspecificdosageformandstrengthforagivenrouteofadministrationmarketedbya
firmunderaparticulargenericortradename.

NewMolecularEntity

Theactivemoietyhasnotpreviouslybeenapproved(eitherastheparentcompoundorasasalt,esteror
derivativeoftheparentcompound)intheUnitedStatesforuseinadrugproducteitherasasingle
ingredientorpartofacombination.

DrugProductCount

Thisreportprovidescountsinseveralcategoriesfromthelistcomposedofdomesticallymarketeddrug
productsapprovedforbothsafetyandeffectivenessundersections505and507oftheFederalFood,Drug,

andCosmeticAct.CountsofproductsstillpendingintheDESIreviewarenotprovided.Excludedalsoare
thoseapproveddrugproductsmarketedbydistributors;thosemarketedsolelyabroad;andproductsnow

regardedasmedicaldevices,biologicsorfoods.

III.REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES coUNTEo JULY ‘84 (BASELINE) ост ‘84

DRUG PRooUcTs LISTED 7415 7609

SINGLE soURcE 2005 (27.01) 2045 (26.91)
MULT1soURCE<I> 541o (72.91) 5564 (73.»1)
THERAPEUTICALLY EoulvALENT 4393 (59.21) 4497 (59.11)
мот THERAPEUTlcALLY EoUlvALENT 999 (13.41) 1032 ((3.51)
ExcEPTloNs<2> 18 ‹ 0.3%› 26 ‹ 0.3%)

мни MOLECULAR ENTITIES APPRovEo ­ 4

NUMBER 0F APPLICANTS 295 300

B. ACTIVITY FOR SUPPLEMENT NUMBER 5

NOV ‘84 DEC ' 84 JAN ‘85 CUMULATIVE

DRUG PRODUCTS ADDED: 65 68 54 187

NEWLY APPROVED 65 68 54 187

DESI EFFECTIVE O O O O

REMARKETED O O O 0

DRUG PRODUCTS REMOVED: I 0 8 9

WITHDRAWN APPROVAL O 0 O O

RX TO OTC SWITCH O O 2 2

DISCONTINUED MARKETING I O 6 7

NET GAIN IN DRUG PRODUCTS 64 68 46 178

SINGLE SOURCE PRODUCTS APPROVED I6 26 I2 54

MULTISOURCE DRUG PRODUCTS APPROVED 49 42 42 133

NEW MOLECULAR ENTITIES APPROVED: 2 7 O 9

AS THE ENTITY O 2 O 2

AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 5 O 7

(I) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE I­5 OF THE LIST)

`





APPROVED PRESCRIPTION DRUG PRODUCTS
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DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST ‘84 ­ JANUARY ‘85

ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)

CAPSULE; ORAL TABLET; ORAL
SECTRAL /dńńióéi/
IvES LABS/AMHO EO zooHG BASEn N 18917 ORYOET

EQ 400MG BASEn N 18917 AA HALSEY DRUG Szsnszgggn

ACETAMINOPHEN; BUTALBITAL (PAGE 3-1) ACETIC ACID, GLACIAL (PAGE 3-3)

TABLET; ORAL SOLUTION/OROPS; OTIC
BUTALBITAL ANO ACETAMINOPHEN AcETIc Anzo
DANBURY PHARNACAL 325NG;50HGn N 87550 AI THAHES PHARHACAL 22n

ACETAHINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1) ACYCLOVIR (PAGE 3-4)

CAPSULE; ORAL > AOU > CAPSULE; ORAL
ESGIC > ADO > zOvIRAx
GILBERT LABORATORIES 325NG;SONG;40MGB N 88825 > ADO > BURROUGHS NELLCOHE zooNGn

TABLET; ORAL
ggggg ALLOPURINOL (PAGE 3-5)

A@ GILBERT LABORATORIES sasHGzsoHGzeONSn N 87629
FIORIOET TABLET; ORAL

AB SANDOZ PHARNS/SANOOZ Szsvsäscrszßousn и 88618 ALLOPURINOL
REPAN Ag BOLAR PHARMACEUTICAL Iconen

¿_ ON GRAHAM LABS SRSNGzsONSsßcHSn H 87804 AB SOoHSn

AB CHELSEA LABORATORIES 180998

AB Boomen
ACETAMINOPHEN; COOEINE PHOSPHATE (PAGE 3-1) AB OANBURY PHARMACAL 10:83n

gg 508888
TABLET; ORAL
/Aééfáńińdóáéá'Nl'óŕńéŕńé'ŕńdéŕńáié'dí/
ACETAHINBEHTN Avn OOOEINE PHBPEPATE AHOINOCILLIN (PAGE 3-6)

AA ZENITH LABORATORIES sccuszscws N 87085
INJECTABLE; INJECTION
COACTIN

ACETANINOPHEN; HYUROCOOONE BITARTRATE (PAGE 3-2) HoFFNANN-LA ROCHE asoNG/vIALn
sooNG/vIALn

TABLET; ORAL 16H/VIAL!
HYOROCPBOHE BITARTRATE N/ AOETAMINOPHEH

AA BARR LABORATORIES soeuesgggn и 88577
АН1КАС1Н SULFATE (PAGE 3-8)

ACETANINOPHEN; OxYCoooNE HYOROCHLORIOE (PAGE 3-2) INJECTABLE; INJECTION
AHIKIN

CAPSULE; ORAL BRISTOL LABS/B-N EQ SONG BASE/MLN
TYLox EQ asoNG BASE/MLN

NCNEIL PHARM 500MG;5MGn N 88790
TYLOx-325
NCNEIL PHARM 325MG$5MGN N 88246

Z
l`
V

87465

88638

18828

18241
18241
18785
18785

18852
18877

50565
50565
50565

62562
62562



15959

10629
10629

99505

99505

SLSOS

SLSOS

L5999
95999
55999
95999
25999
99999
L9999
99999
59999
99999
29999
20199
10499
00499
66999

L6999

N

V
IV
IZ
IZ
II
Z
Z
Z
IV
E
IZ
IZ
IZ
II
Z
IV
Z
V
IZ

NSHOÈSSNOSÍSHSZQ 831H011H0911 Н11Н32
106900 111191Ч1Л9

11H0 5131911

(9T-2 3516) 3NI3J3VD 51111911109 fNIöIdSV

I9NOI
I9HS 113NNV1

3116108 3N1И11ЭН6Н1
11H0 5131911

ä?

(21-2 3916) 3113108 ЭН1И113Н6И1

п0131 9И521 Ь359И005 Н1Н3339/8911 И1Н3Э39
.005. N11N3И901

ЯОЕ3V 9NSZI D359NOSZ И1Н3339/8911 И1Н3339
‚052. Н11Н3Н9П1

11HD 51319V1

l1HS/GIDV SHS'29 DBÍTHS/9HOSZ HVHSHBE/Sûvî NVHQBBE
|052. NIlN3N9HV

l1N5/013V 9N§2`12 DE
51NS/9NSZI NVH3339/SQV1 И1НD339

.521. N11Н3И9П1
1VHD 5NOIlDlIlSNOOBH 603 H30М06

(21-2 3916) 311N11ПА113 NnISSVlOd 5N111131Х0И1

I9ИООТ 69
п9И54 6g
I9NOS 69
I9HS? 69
I9NOI HHVHdHEdOS 69
I9ИОЕТ 69
I9NOOI 69
N9NSL 69
Ц9Н05 69
I9HS? 69
Ж9ИОТ 531H011H0911 Я1Н01$ 69
Я9Н051 69
“9HOOT 69
К9И54 69
K9NOS 69
I9HS? 69
N9NOI 11311П331ИH1Н6 Bv6 69

10H BNI1ÀLdIHLIHV
11H0 5131911

(OI-2 39Vd) äGIöOîHSOHGÀH 3NI1AldIHlINV

SL999 N пэиоот de
bL999 N пеи54 69
24999 N K9NOS dQ
24999 N !9NSZ DIln3dVdBHl NV0IHENV 69

13H знх111ахи11и1
11H0 f131911

(01-2 3916) 301H01Н30H0AН 3N11A161911Н1

Шт. N/
тай‘ geg? imm: L â(Pî;âgé/äìïggigëpgïgäáàgdgëáy/ Esi/ggg;‚ ‚ : ‚' $59.1- к :‚.гц.;г.‚„‚5г ‹ <

“mi”
mit???ääâäëiwâfäêîi a a* ¿ala @a v/ “ifi-*i122. . :ì Í :. Ё) п‚‚а5 Д‘до „Ё Ã „‚"лц..Ё $`дошт. N/ limi/,$19572M1QîäffwQSA/Sälmîäßäyi, врёт <_119_<шт. наката. worm. NI. 1459:?. #Nr.iíwdpdïw/ < 1 <

92691 N NîNOOI/9HOSbf1N001/9H00§
92691 N NîNOOI/9HOSbfîHOOI/QNOO»
»aser н armour/amaai'maat/saw: E?
ъзвет н n1waut/swoâbâîwaot/eacut 531H011H0911 110991 E?
aanzvlhuu oïisvid н: zsb'o зьхъэтнз unidos н: энхтчжнавнзнч
Lotse н ninoot/smosbt1waot/1naoz 31 ‹ Gov <

:vree н nîñîüîîäìîîîzïnîîîîäñîöï saruolvuoav1 110991 г? ‹ ouv <
25b‘0 iûïäûîHO ннхсьз NI BHI11ANJGNIHV < 001 ‹

N01133ГН1 53191133ГН1

(6-2 3916) зохао1нo ИП1005 53N111lHd^NINV

61161 N 1N001/H95252§2‘b S3IBOlVBOQV1 110991
Н3Н111N03 3115116 NI ияг 350H1ХЭО /M 252'b NASONINV

91161 N 1H001/N992f2S'S Säïöolvüeevî 110991
HENIVlNO0 3115116 NI 252 350H1Х30 /N 2S`£ NASONINV

02161 N 1moet/uasfzs's salaolvüoevi 110991
H3NIVlNO0 3115116 N1 2S 3SOülX3G /M из‘: NASONINV

Н01133ГN1 53191133ГN1

(4-2 3916) 3SOBlX3O SSOIOV ONINV

12691 N I2S'Q 5911 10Н3А1H1
H3NIVlNO0 3115116 NI S31A10313313 O/M 2S'Q 1OSVAVHl

12691 N IKS'S 5911 10N3А1Н1
H3NIVlNO0 DIlSV1d NI 531A10H13313 O/M 2S'S 1051А1а1

12691 N N201 5911 10N3A1Ы1
H3NIVlNO0 3115116 NI S31A10H13313 O/M X01 1051А1а1

Ь9991 N nxt 5911 1ON3А1Н1
H3NIVlNOD 0IlSV1d NI 2b NINVHDNVHQ

94991 N их» 5911 10НЗА1Н1
2b NIHVHDNVHQ

NOIl33FNI 53191133ГН1

(9-2 3916) 80131 ONINV

59. AHVDNVF ­ 99. 150901 / 5 H39ИПN 1Н3И3166ПБ 3А1111ПИП3 / 1811 13000H6 90H0



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST ‘84 ­ JANUARY '85 3

ASPIRINS CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
PROTOXYPHEHE COMPOUHD 65

AQ ZENITH LABORATORIES 539MB§52.¢MG§65§G§
PROYOXYFHFME HCL Nl ASPIRIN AHB OAFFEIHE

Q_ CHELSEA LABORATORIES 589MG§52.0MG§65MG!

ASPIRINi METHOCARBAMOL (PAGE 3-17)

TABLET; ORAL
> OLT > /Néfńödddáńńdú'HI'ASPIRIN/
> Ano > NETNOOARBANOL ANO ASPIRIN

BENZOYL PEROXIDE; ERYTHROMYCIN (PAGE 3-21)

GEL; TOPICAL
BENZAMYCIN
DERNIK/RORER-AMCHEM 52;32!

/áéńifńtáiŕdéf'RESéRPINE/(PAGE 3-21)

/ÍÄBgŕïi/PRÁL/II Г
ÉYANXNÉBINS/ /Sńńßjßßiŕßńá/

BETAMETHASONE DIPROPIONATE (PAGE 3-22)

O1НТИЕНТЗ TOPICAL
ALEEAIEEI

AQ SAVAGE LABS/BYK-GLDN EQ 0.052 BASE!
BETAHETHESGME DIPPOPIPHATE

AQ E FOUGERA/BYK-GLDN EQ 0.052 BASE!
Ag PHARMADERM/BYK-GLDN EQ 0.052 BASE!

OIPROLENE
BX SCHERING EQ 0.05%
DIPROFOHE

QB SCHERING EQ 0.052

BETAMETHASONE VALERATE (PAGE 3-22)

CREAM; TOPICAL
BETATREx

/ég/ _YSANÃEÉfßÃÉS/ÉYKÉGIÚN/ÉQIÉÁIZIÉÁÉÉ/SAVAGE LABS/BYK-GLDN EQ 0.12 BASE
VALNAO

Q_ NMC LABORATORIES EQ 0.12 BASE!

OINTMENT; TOPICAL
VALIIAC

AQ NMC LABORATORIES EQ 0.12 BASE!

N 85077

M 85752

N 50557

т. 'ïäßsíï/

N 19145

N 19141
Н 19140

N 18741

N 17691

/Nfißéŕé/
N 18862

N 70050

N 70051

BITOLTEROL MESYLATE (PAGE 5-24)

AEROSOL; INHALATION
TORNALATE
NINTHROP-BREON/STERL 0.37MG/INHI

BROHODIPHENHYDRAMINE HYDROCHLORIDEE CODEINE PHOSPHATE
(PAGE 3-24)

SYRUP; ORAL
AHBAY

£5 BAY LABORATORIES 12.5MG/5ML310MG/5ML!
AMBENYL

AQ MARION LABORATORIES 12.5MG/5MLS10MG/5ML
BBIBIBIL

Q_ МАТЬ PHARM MFG/BARRE 12.5MG/5ML310MG/5MLI

BROMPHENIRAMINE MALEATEj PHENYLPROPANOLAMINE
HYDROCHLORIDE (PAGE 3-25)

ELIXIR; ORAL
BIPHETAP
BAY LABORATORIES
/É,IXIŕ,ñIî£ŕÁPŕ/

4MG/5ML;25MG/5MLn

L . I .
/ÄHÍRPPINS/ /ÄNG/SNLÄZSNG/Sńi/

/ÍŕßiŕÍ;f¢¢NÍR¢L££PÉRÉLÉÁSÉÃÍPRÁK/ŕ
“IIIII'ÉÉÈINS/ штатным

/BURRÉNORPNINE'NYdńdáNLdRIUE/(PAGE 3-26)

/INJÉ¢ÍÁBLÉÃÍINJÉ¢ÍIPN/
/ APRE ЕХ/
É/)URNIIÍHÍÉÄJ'PN/PAP/ /Éá'lífßńâ'PÁSE/AL'/

BUTABARBITAL SOOIUM (PAGE 3-26)

ELIxIR;
ORAL ‚

/áddIUN BUTABARBITAL/
BUTABARBITAL SOOIUN

CALCITONIN (PAGE 3-27)

INJECTABLE; INJECTION
CALCIMAR

/ÁRNÓÚRÍPHÄRM/ /ÉPAÍNR¢ÍÚNÍÍS '/
/ÄRMOÚRÍPHÄRN/ /É¢AfMR¢fÚNïÍS;NïÁi/
ARMOUR PHARM 200 IU/ML

400 IU/VIAL

N 18770

Н 88626

Н 09519

N 88545

N 88687

/Nfïßńßŕ/

/Nfïŕéßó/

/11'1624151/

f 77 9
715574577
N 17769
N 17497



59505
59505
59505
59505
59505

69505
69505

19505
19505

19505
19505

64529
64529
64529
64529
64529

V
l-
V
IV
IV

V
lZ
IV
IV

l1VIA/38V9 N901 03
п111А/3819 N93 03
й111А/3519 "901 03
п111А/3519 9И005 D3
I111А/3519 9NOSZ 03 3Н30H 11-NН1И330Н

Н1Н6330H
N01133ГN1 53191133ГN1

(Sí-2 3916) Н01005 3Н0Х11H1333

п1И/ЭИ0551И/3519 9NO» 03
п1И/9И0551Н/3519 9NO? 03 531H01160911 ЗЁЯЭ
H3Н111N03 3118116 NI 2S 350H1Х30 NI Х021633

Н01133ГН1 S3191133ГN1

(iS-2 3916) 35061Х30 $И01005 3И1Х0211333

п1И/ЭИ621И/3519 9NO? 03
п1Н/9Н651И/3519 9NO? 03 63H3Ц/095И

H3М111Н03 3115116 NI 26'0 301H0193 Н01005 NI NIXO33N
NOII03FNI 53191133ГН1

(22-2 3916) 301H01Н3 НП1008 ÍHDIGOS N111Х0333

п1И/9И0551И/3519 9ИОЬ 03
п1Н/3И0551Н/3519 9HO? 03 63H3Н/025Н
H3Н111N03 3115116 NI 2S 380H1Х30 NI HIXOáBN

NOIl33FNI 53191133ГН1

(ii-2 3916) 350H1Х30 ÍNHIGOS N111Х0333

I1VIA/N902
п111А/И901
п111А/И92
п111А/И91
п111А/9И005 Н-9/5911 10151H9

333366
Н01133ГН1 53191133ГН1

(E2-2 3916) 301Н1H0633

Н01133ГN1 53191133ГN1

/ííINWHI'NdSî'Í'ádiíiïál/Nïîïíñl'ifî/

(12-2 3916) 10Н319ö13

60491 N пэызг:эиоэ SNOS CNV 991005 H3
52/05 30120613

60491 N пэизтгеиоя SNOS GNV 991005 H3
51/05 30120613

60491 N пзивгэеизг SNOS GNV 991008 H3
52/52 30120613

60491 N n9NSIS9NSZ SNOS GNV 991008 H3
51/52 30120613
11ö0 5131911

(Ii-2 3916) 301211Н10601Н30H0AН 511H601613

2Ь291N иэиз‘гт SNOS GNV 991005 H3
Н310613

11H0 f131911

(12-2 3916) 11H601613

/sa'mfN/ lave/mms». er». ea//Sa'á'wgrrgdgdäw'1ML /sïî/
3111633019 Е010110
NOIlUEFNI $3191133ГН1

(Oi-î 3916) 3111633015 НП1311Э

29991 N n1H001/9H999
f1HOOI/9N9SSS1NOOI/SH90'S
21H001/HSSÉ‘bi1HOOI/SHL`SZ 03N130

HBNÍVlNOO 0115116 NI NñISâNâVH M01 252'9 35061Х30 [M Х316130
29991 N N1N001/9Hûbb

f1NCOI/SH9SS51HGOI/SN90‘S
21H;JIINSS'ZÍ1NJOI/3HL'SZ 03Н130

HENIVLHOO 0215116 NI KnïSäNáiN M91 25‘? 35061Х30 /M Х316130
29991 N K1N001/9NQbb

f1N001/9N925f1N001/9N90‘S
f1NûOI/NÜS'IÍ1NOOIISNL‘SZ 03И130

63Н111НОО 0115116 NI HDISZNäVN M31 2S'I 35061Х30 /M Х316130
29991 N E1NOOI/9N262

f1NOOI/9NL9S51H001/SHZ’SI
21N001/M558’b21HûDI/9NL‘§Z 03N130
HSNIVLNÜO 0115116 HI ZSZ'b 35061Х30 /M ХЗ16130

п1Н001/9И262
510001/9И49551П001/5И2‘51
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‘V ‘ О
‘ OO
V‘

CELLULOSE SODIUM PHOSPHATE (PAGE 3-34)

POWDER; ORAL

CALCIBIND
MISSION PHARMACAL 300GM/BOTN

CHLORDIAZEPOXIDE HYOROCHLORIDE (PAGE 3-57)

CAPSULES ORAL
CHLORDIAZEPOXIDE HCL

5_ LEMMON ¿Nga
её задач
59 зёцди

CHLORPROPAMIOE (PAGE 3-42)

TABLET; ORAL
OMLORPROPAMIUE

55 BARR LABORATORIES IOONBB

55 :BONOS

55 CHELSEA LABORATORIES ICONOS

55 COLMEO LABORATORIES ICONS:

55 550538
AB CORO LABORATORIES 10088:
AB 25000:

AB OANBURY PHARNACAL 109288

Ag 350 Sn

A5 OURAMEO PHARMS 100 e:
AB 250981

55 LEMNON 100005

AB SUPERPHARM leuven

55 гзочпп
Ag ZENITH LABORATORIES Inova:

gpygANxnE

55 LEMMON :seven

CHYMOPAPAIN (PAGE 3-43)

INJECTABLE; INJECTION
CNYHOOIACTIN
SMITH LABORATORIES 4,000 UNITS/VIALK

_ISPLATIN (PAGE 3-44)

INJECTABLES INJECTION
/PLÁÍINdL/

т ‘3’ ŕ 19 G/NL//PRïS 9A LABS/R ń/
¿SńgÉ/ÑÍÄ‚/

PLATINOL-AQ
BRISTOL LABS/B-M o.5MG/ML

z‘

z
2
2
2
2
2
1
2
2
2
2
2
2
2
3
2

18757

88705
88706
88707

88812
88815
86865
88708
88709
88725
88726
88252
88326
88918
88919
88768
88694
88695
88840

88641

18663

‘ l) U
‘V Ъ C

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE;
CATAPRES-TTS-l

PERCUTANEOUS

BOEHRINGER INGELHEIM 2.5MG! N 18891
CATAFRES-TTS-Z
BOEHRINGER INGELHEIM 5MG! N 18891
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MG! N 18891

CODEINE PHOSPHATE; PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
PHEHECGAN V0 Ml OODEIHE

AA NYETH LABS/AMHO 10MG/5ML§5MG/5ML§6.ZENO/SML Н 08506
FRCMETH VC Hl CCUEINE

55 NATL PHARM MFG/BARRE IOHS/5ML:5MG/sML;6.25NG/5NLn N 88764
PRONETNAZTNE vc N/ OOOEINE

55 BAY LABORATORIES IOHG/SMLzsMG/EML:6.25MG/sMLn N 88896

COOEINE PHOSPHATE; PROMETNAZINE HYOROCHLORIOE (PAGE 3-46)

SYRUP; ORAL
PNENPRGAN N/ OOOEINE

55 HYETH LABS/ANNO 10MB/5ML36.zsNB/SML N 08306
PROHRTH P/ OQQEIRE

55 NATL PHARM MFG/BARRE 10MB/5uL:6.2=wS/5NLn N 88765
PROBETMAPINE N/ OOOEINE

55 BAY LABORATORIES 1096/5ML:6.zENG/EMLN N 88875

COOEINE PHOSPHATE: PSEUDOEPHEORINE HYDROCHLORIDE; TRIPROLIOINE
NYOROCNLORIOE (PAGE 3-46)

SYRUP; ORAL
ACTIFEO N/ OOOEINE

55 BURROUGNS NELLCOME IOMS/ENL:30NS/5ML;1.:BNS/BNL N 1257s
PSEHOOBINE c

5_ BAY LABORATORIES 10MB/5ML350MG/SHL31.:SNS/EHLN N 88835

QQEIISQIBQEIN (PAGE 3-47)

INJECTABLE; INJECTION
CORTICOTROPIN

55 CARTER-GLOGAU LABS 40 UNITS/vIALn N 88772

CROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 42n N 18155



DESERPIDINE;METHYCLOTHIAZIDE(PAGE3-52)

TABLET;ORAL
ENDURCNYL

BPABBOTTLABORATORIESo.2sNG;5NGN12775
ENOURONYLFORTE

BPABBOTTLABORATORIES0.SHG;5NGN12775
METHYCLOTHIAZIDEANDDESERPIDINE

BPBOLARPHARMACEUTICALo.25NG;5NGnN88486

BPo.SNG;5NGnN88452

OESONIDE(PAGE3-53)

CREAM;TOPICAL
0520053

AgONEMLABS/BERNPRODS0.0525N19048
TRIBBSILOH

AQNILESPHARMS/MILES0.052N17010

OEsOxIMETASONE(PAGE3-53)

OINTMENT;TOPICAL
TOPICORT

>AOD>HOECHST-ROUSSEL0.05znN18594

OEXAMETHASONE;NEOMYCINSULFATE;POLYNYXINBSULFATE(PAGE5-55)

suspemsrou/onops;opHTHALMIc

AICOOPERVISIONPHARMS0.123505.558BASE/NL;
¿I10,000URITs/MLnN62544

OEXANETHASONESODIUMPHOSPHATE(PAGE3-55)

SOLUTION/DROPS;OPHTHALMIC
OPXAMETNARONEEenrumPVOSPHATE

>AOD>AIcARTER-GLOGAULABSEg0.12PHOSPHATENN88171

OEXAMETHASONESODIUMPHOSPHATE;NEOMYCINSULFATE(PAGE3-56)

SOLUTION/DROPS;OPHTHALNIc
нягппслсрзн

›ADD>AInsaO/MERCKEg0.12PHOSPPATE;
>Aon>E5.585BABE/MLн50522
>Ann>NEPMYGINSULFATE-OEXAMETHASERESSBIUMPNOSPHATE

>Ann>¿IPHARMAFAIRE0.12PHOSPHATE;

>Ano>Eg5.5NGBARE/N15н62559

V)hО

VbrU

V‘U
V)bО

V
V'D

‘C

рСUVV

‘
l»I)

‘
‘
‘
‘‘v‘

>ADD>
>ADO>

VрD
VpD

‘
‘b‘U

DEXTROMETHORPHANHYDROBROMIDEìPROMETHAZINEHYDROCHLORIDE
(PAGE3-57)

SYRUP;ORAL
PHFNÉRGANNlDEXTROHETHORPHAN

AANYETHLABS/ANNO15MG/5HL§6.25HG/ENL
FROHETHNlDEXTRONETHORPHAN
NATLPHARMMFG/BARRE15NG/5ML§6.25MG/5MLE

BAYLABORATORIES

Р:

15HG/5ML§6.25MG/5NL!

DEXTROSE(PAGE3-57)

INJECTABLE;INJECTION
DEXTROSE502INPLASTICCONTAINER
ABBOTTLABORATORIESSOGH/IOONLI
TRAVENOLLABSSOSH/IOUHL
DEXTROSE38.52INPLASTICCONTAINER
ABBOTTLABORATORIES38.56N/100ML!
DEXTROSE602INPLASTICCONTAINER

£2ABBOTTLABORATORIESóCGN/IOOHL!

DEXTROSE;HEPARINSODIUM(PAGE3-58)

INJECTABLE;INJECTION
HEPARIHSODIMM10,000UNITSINDEXTROSE52

è!ABBOTTLABORATORIES

CONTAINER
Q2AMNCGAN/AHHOSP

HEPARINSODIUM12,500UNITSINDEXTROSE52
ABBOTTLABORATORIESSGN/100HL;5s000UNITS/100ML!
HEPARINSPRIUH2000UNITSANDDEXTROSE52INPLASTIC

cenïagßgg
AgАиncGAw/AnHOSP

PEPARIMseptum25,000UNITS:NDEXTROS£4§Z

CONTAINER
AMHOGAN/AMHOSP

SGNIIOQHLÈIOQOOOUPITS/IOOMLN
HEFARINSCDIUM1000UNITSANDDEXTROSE52INPLASTIC

55N/100HL3200UNITS/100ML!

SGM/IOOHLSZOOUNITS/100ML!

Z

Z

Il:
N

ABBOTTLABORATORIESSGH/IOCHLSIOQOOOUNITS/100ML!N

HEPARINSODIUM5000UNITSANDDEXTROSE52INPLASTIC

11265

88762

88866

19345
17521

18923

19506

18911

19150

18911

19150

18911

ББМ/100ИЪЗ1»000UNITS/100ML!N19130

DEXTROSEìMAGNESIUMCHLORIDEìPOTASSIUHCHLORIDEìPOTASSIUH
PHOSPHATE,DIBASICSSODIUHACETATE(PAGE3-58)

INJECTABLE;INJECTION
ISOLYTEPN/DEXTROSE52INPLASTICCONTAINER

SGM/100ML;31M6/100NL;130HG/100ML3
26H6/100NL3320NG/100NL!

AMHOGAN/AMHOSP

N19025

'84­JANUARY'85 DRUGPRODUCTLIST/CUHULATIVESUPPLEMENTNUMBER5/AUGUST
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DEXTROSE; THEOPHYLLINE (PAGE 3-62)

INJECTABLE; INJECTION
THECPHYLLINE AND DEXTROSE 52 IN PLASTIC CONTAINER

A! TRAVENOL LABS 53H/1005LîQBUG/100ML Н 18649

Q2 ESM/lOCßLîñfïGlìßîML Н 18649

52 БРМ/100НЬ;1бСНЗ/1ОСНЪ Н 18649

A! SGM/100ML;20$HG/10PHL Н 18649
gg БСН/1ООНЬ;4ПОНЗ/1СОНЬ Н 18649
THEOPHYLLIHE 0.042 AUD DEXTPOSE 52 IN PLASTIC CONTAINER

A! AM "СВАИ/АН HOSP SSM/100ML;4CYG/100HL! Н 19085
ТНЁОРНУЪЪТЧЕ 0.092 AN“ DEXTROFE 52 IH PLASTIC CONTAINER

A! AM MCGAN/AM HOSP ETH/lûîULîPFYS/JUOHLN Н 19035
THEOPHYLLIHE 0.162 AND DEXTFSFE 52 IH PLASTIC CONTAINER

AE AM MCGAN/AM HOSP 513/103ML;1603P1108HLl Н 19085
THÈOVHYLLIHE 0.22 AND DEXTPOSE 52 IN PLASTIC CONTAINER

A! AM MCGAN/AM HOSP SON/IQPPL;2OOHGX10?HL! Н 19212
ТНЕО$НЖЬЬШНЕ 0.42 ANU DEXTICFE 52 IN PLASTIC CUNTAINER

Q! AM "СВАИ/АН HOSP §fH/109VL;400HG/100HL5 Н 19212
THEEFHYLLIHE IN DEXTROFE 52 IH PLASTIC CONTAINER

A! ABBOTT LABORATORIES SPH/100ML;4UÚG/100HL! Н 19211

A! 59N/100HL380ÈG/1023Ll Н 19211

e! 5PM/1005L;16€H?/100HLI Н 19211

A! EGMJIQUHL;20?MGÍ100MLM Н 19211

à! EPH/109ML3ůOSHG/ICCHL! Н 19211

DICYCLOMINE HYDROCHLORIDE (PAGE 3-64)

CAPSULE; ORAL
BENTYL
MERRELL DON/DON CHEM 10MB! N 07409

INJECTABLE; INJECTION
BENTYL
MERRELL DON/DON CHEM lOMGÍMLM N 08370

SYRUP; ORAL
BENTYL
MERRELL DON/DON CHEM lOMG/SMLM N 07961

TABLET; ORAL
BENTYL
MERRELL DON/DOH CHEM 20MGl N 07409

DIETHYLPROPION HYDROCHLDRIDE (PAGE 5-65)

TABLET; ORAL
DIETHYLPROPIOH HCL

QA LEMMON 25MB! Н 88642

DIHYDROERGOTAMINE MESYLATE; HEPARIN SODIUMì LIDOCAINE
HYDPOCHLORIDE (PAGE 5-66)

INJECTABLE; INJECTION
EMBOLEX
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2»500 UNITS/0.5ML;

5.33MG/0.5MLI
0.5MG/0.7ML;5»000 UNITS/0.7ML;
7.46MG/0.7MLI

DISULFIRAM (PAGE 5-68)

TABLET; ORAL
DISULFIRAM

BX PAR PHARMACEUTICAL ZSOMGK
BX 500MG!

DIVALPROEX SODIUM (PAGE 3-69)

TABLET» ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125MG BASE!

DOXYCYCLINE HYCLATE (PAGE 5-70)

CAPSULE; ORAL
зэку-мнится

QQ [БИНОМ 59 50H6 BASE!
DOXYCYCLINE HYOLATE

AQ PAR PHARMACEUTICAL 59 50H5 BASE!
QQ SUPERPHARM 59 50H8 BASE!
A2 EO 100MB БАЗЕ!
QQ WEST-HARD 59 50H3 BASE!
QQ ZENITH LABORATORIES 59 50MB BASEN

¿Q 59 100MB BASE!

TABLET; ORAL
DOXYCYCLIHE HYCLATE
ZENITH LABORATORIESlâ 59 100MB BASE!

DOXYLAMINE SUCCINATE (PAGE 3-70)

TABLET; ORAL
DECAPRYN

AQ MERRELL DON/DON CHEM 25MB
DOXYLAMIHE SUCCIHATE
QUANTUM PHARMICS‘â 25H8!

N

N

18885

18885

88792
88793

18723

62497

62454
62469
62469
62596
62500
62500

62505

06412

88605
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sENTAMIcIN SULPATE (PAGE 3-86) › ADD > HEPARIN SOOIUM; SOOIUM cHLORIOE (PAGE 5-95)

OINTMENT; TOPICAL > AOD > INJECTABLE; INJECTION
BENTANIOIH suLPATE > AOB > HEPARIN SEBIPH 10,000 UNITS In SOOIRM OHLOBIOE o.¢sz

A; E POUBERA/BYK-OLON Eg 1MB BASE/Onu н 62555 > AOD > AP ABBOTT LABORATORIES 101000 пыхтя/10051:
AI PHARnAOERn/BYK-BLON Eg IEB BABE/emu и 62554 › ABO > AEONS/IOONLO

> ADD > HFPAQIN SQOIUH 12,500 UNITS IN SCDIUM CHLORIDE 0.92
SOLUTION/OROPS; OPHTHALNIC > ADO > A2 ABBOTT LABORATORIES 5,000 uNITs/1OONL:
GÈMOPTIC > ADD > 900U1/100MLn

AI ALLERsAN PHARMS Eg BNS BASE/ML: и 62452 › AOO > иерархи 550100 25.000 vNITs EN sânruu ONLORIOE 0.92
› ADD > Ag ABBOTT LABORATORIES 5,000 пыхтя/10001:
› AOO > BOPRB/IOOBLE

GLUTETHINIOE (PAGE 5-BB) > ADO > NEPARIH всяким sono UNITS IN svnzuw OPLORIOE 0.052
› Ann > Ag ABBOTT LABORATORIES Ioo uNITs/nL;a.5nB/MLn

TABLET; ORAL

ELUTETHINTUE
/gé/ 7ZÉNÍÍHÍIÃBORATORIES//SOééé/ /Nfßßßßj/ HEXACHLOROPHENE (PAGE 3-943

ENULSION; TOPICAL
@ONAOOTROPIN cHORIONIc (PAGE 5-89) TuPBEx

AI xTTRIuM LABS ggn
INJEcTABLE; INJECTION
CHORIONIC GOHADDTROPIN

> AOD > cARTER-GLOBAU LABS 2.000 uNITS/vIALn N 17016 HYORALAZINE HYOROCHLORIOE (PAGE 3-95)

TABLET; ORAL
HALCINONIDE (PAGE 3-90) HYURALAEIHE H2L

AA ANIOE PHARMACEUTICAL zsxsn
CREAN; TOPICAL A5 sensu
/géggggŕéd/ Ag AScOT HOSP PHARMS 25u56
NALcs-E AA seven

A5 SUPERPHARM ¿gggu
AA EENS:

HEPARIN BOOIUM (PAGE 3-91) AA 50055

INJECTABLE; INJECTABLE
NEP-FLOR" 10 HYOROCHLOROTHIAZIOE ((PABE 3-96)

Ag LYPHOMEO 10 UNITS/MLn и 17651
REPARIN LOOK PLUBH TABLET; ORAL

Ag LYPHONEO 100 UNITS/BLE N 17651 HYOREPHLPROTHIAZIOE

Ag SOLOPAK LABORATORIES Io UNITS/NLE н 88457 Ag SUPERPHARM гянеи
AE 1&_QEIIäíELl N 88580 AQ äßüâ“
¿g 100 UNITS/NLE н 88581 Ag Iocnsx
NEPARIN BOOIUH

/AP ELKINs-SINN/AHROBINS/ád¿dit'ÚAIT=)NL/ /Njïjńjj/
/__/ /átigct'úsŕîs rů/ /Niïjdjj/ HYOROCHLOROTHIAZIOE; METOPROLOL TARTRATE (PAGE 5-98)

Щ. . и: if, /ńL/ т. 17.637/
TABLET; ORAL
LOPRESSOR HCT 50/25

> ADD > HEPARIN SODIUM; SDDIUM CHLORIDE (PAGE 3-93) GEIGY/CIBA-GEIGY 25MG§50MG!
LOPRESSOR HCT 100/25

> ADD > INJECTABLE; INJECTION GEIGY/CIBA-GEIGY 25MG;100MG!

> ADD > HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.92 LOPRESSOR HCT 100/50
> ADD > ABBOTT LABORATORIES 10,000 UNITS/100ML; GEIGY/CIBA-GEIGY 50MG§100MGH
> ADD > 900MG/100MLÄ N 18911

2
2
2
2

z
z
V
2
1
:1
2
l

18911

18911

18911

18911

19055

88560
82649
88510
88511
88787
83783
88789

88827
82828
88829

18303

18303

18303
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> ADD > INDOMETHACIN SODIUM TRIHYDRATE (PAGE 3-108)

> ADD > INJECTABLE; INJECTION
> A D > INDOCIN I.V.
> A D > MS&D/MERCK EQ 1MG BASE/VIAL!

IODOHIPPURATE SODIUM; I­123 (PAGE 3-109)

INJECTABLE;
NEPHROFLON
MEDI-PHYSICS

INJECTION

IMCI/ML!

ISOETHARINE MESYLATE (PAGE 3-110)

AEROSOL;

BRONKOMETER I I
/ÉRÉÉN‚LÁÉS/SÍÉÉLIÑG//ßfńïi/
BREON LABS/STERLING 0.54NB/INN
ISOETNARINE NESYLATE
NATL PHARM NPG/BARRE 0.:4MS/INNn

INHALATION

BN

BN

KANAMYCIN SULFATE (PAGE 3-112)

INJECTABLE;
KANTREX
BRISTOL LABS/B-M

INJECTION

59 75НБ BASE/2ML!
59 50 V3 BASE/2MLN
59 16M BASE/ëHL!lä

ïä
fâ

LABETALOL HYDROCHLORIDE (PAGE 3-113)

INJECTABLE; INJECTION
NORNOOYNE
SCNERINO SNS/NLN

TABLET; ORAL
NORNOOYNE

gg SCNERINO 200880

¿Q 500MG!!

AB 400888

IBAEQAIE
Ag BLAxO 200888

AB 500888

Ag 400888

LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)

INJECTABLE; INJECTION
SCANDONEST L

DEPROCO¿g 0. 05m/Mugla

N
N

/N

N
N

LIOOCAINE (PAGE 5-114)

> ADO > AEROSOL; ORAL

> A00 > xYLOCAINE
18878 > ABO > ASTRA PHARN PROOS Iozn N 14594

LINOANE (PAGE 5-116)

LOTION; TOPICAL
LINOANE

18289 AI BAY LABORATORIES ¿La N 88190

SHAMPOO; TOPICAL
5522825

Al BAY LABORATORIES ¿zn N 88191

‘12339/ NACNESIUN CNLORIDE; POTASSIUN CNLORIOE; SOOIUN ACETATE; SOOIUN
12559 CNLORIOE; SOOIUN BLUCONATE (PASE 5-119)

87858 SOLUTION; IRRIGATION
PBYSIOLYTE IN PLASTIO CONTAINER

> AOO > Ag ABBOTT LABORATORIES 5EPR/IOSML;STNS/IOONL;57085/1008L;
55086/100NL;50088/IOONL N 19024

> Ann > SYNOEALYTE IN PLASTIO CONTAINER

> A00 > AP TRAvENOL LABS зоне/10081;37001100м1336080710001:

› A00 > 5268811008L:50285/1005L8 N 19326
62564
62564
62564 MEPERIOINE HYOROCNLORIOE (PAGE 5-1221

INJECTABLE; INJECTION
ЦЕЕЕЕЕЭЕБЕ HCL

Ag ABBOTT LABORATORIES IONS/NLN N 88452
Ag INTL MEOICATION SYS IONB/NL N 86552

18687 SYRUP; ORAL
OENEROL

> AOO > AA NINTNROP LABs/STERL sOPB/ENL N 05010

› А00 › ggrERInINE NSL
18686 > ADO > ¿_ ROxANE LABORATORIES 5088¿58L8 N 88144
18686
18686 TABLET; ORAL

MEPERIOINE NCL
18716 AA BARR LABORATORIES 100888 N 88640
18716
18716

MEPHENTERNINE SULPATE (PAGE 5-125»

INJECTABLE; INJECTION

НЁЁЁЁЁЁЁ ЁЁЁЁЛЁЧШ няне/н '/ / ‘ '086/. . .A ‚ . .L A., ..
/ßßñŕ/HL/ /N.¢6245/

88588 NYETH LABS/ANNO EO 1588 BASE/NL N 08248

EQ зоне BASE/ML N 08248



NEPIVACAINEHYDROCHLORIDE(PAGE3-123)

INJECTABLE;INJECTION
gineocAIRg

AgBREONLABS/STERLINGgg
NerxvAcAzNsнсь

AgCARTER-GLOOAULAOS¿gn
AE¿zu

PDLUCAINE

AgAsTRAPHARMPROOs¿gn
scANRcNssTPLAzN

AgOEPROCO¿gn

MEPRORAMATE(PAGE3-123)

TABLET;ORAL

ggpngnAMATE
/éâ//ÈÑ‚ÑÃÉÍ7-/égéiâ/
/е_//&_2Li/

METHICILLINSODIUM(PAGE3-127)

INJECTABLESINJECTION
›шт›

А!’''SÉd@MW‘МН/915' Ёg
t;

i533//BEPLHÃH'LÄÉ'/Bŕf¢ñßńíë¢’afâéï'ágëëAeìâÈí
{HT-ggg;

/ÉOÍI.'rìfíîI'áïëígìŕä'f/

›ш›/fAj1..îArf¢As,ë/RAA1/

›ш›/RA_AAAшиши

METHOTREXATESGDIUM(PAGE3-128)

INJECTABLE;INJECTION
NExAIg

BRISTOLLABS/B-NEQ250NGBASE/VIAL!

HETHYCLOTHIAZIDE(PAGE3-129)

TABLET;ORAL
QETNYCLOTHIAIIOE

AgCHELSEALABORATORIES2.5нзх

Agsven

METRONIOAZOLE(PAGE3-133)

INJECTABLE;INJECTION
NETRCHROAZRLE

AgLYPNONEOseavR/IOOHLA
NETRYLIv

ggLENNONEOTNs/IOCNLn

Н12250

N88769

N83770

H88653
N88387

¿HXAAARAV

/HáóäÉSÄV
/H.6SÃ(
/N161493’

/М361423/

N86358

N88750

N88724

Н70071

N70002

METRONIDAZOLE(PAGE3-133)

TABLET;ORAL
NETROHIUAZOLE

>Ann>AgPARPHARMACEUTICALEsnnsn
>ADO>gg:sensu

AgsIONAKLABORATORIESzsonsn
Agsuenan
AgSUPERPHARN:sensn
Agsoenna

NETRYL

AgLENNON:sensn

MICONAZOLENITRATE(PAGE3-134)

SUPPOSITORY;VAGINAL
NONISTAT3

ORTHOPHARMACEUTICAL200MG!

NOPPHINESULFATE(PAGE3-135)

INJECTABLE;INJECTION
DURAHORPHPF

ELKINS-SINN/AHROBINS0.5HG/MLB
ING/NLN

NAFCILLINSODIUM(PAGE3-135)

INJECTABLE;INJECTION
NAFOEL

AgBRISTOLLAOs/B-NEg:ORNBARE/VIALE
NALLrRN

рВЕЕСНАНLAßs/BEECHANEIROMOASE/vzAL

NALTREXONEHYDROCHLORIDE(PAGE3-136)

TABLET;ORAL

TREXAN
DUPONTPHARHS/DUPONT50H6“

NEONYCINSULFATE;POLYNYXINBSULFATE(PAGE3-137)

SOLUTION/DROPS;OPHTHALMIC
STATROL
ALCONLABORATORIESEQ3.5MGBASE/NL;

16,250UNITS/NL!

70040
70039
70027
70033
70008
70009

70035

18888

18565
18565

62527

61999

18932

62339

DRUGPRODUCTLIST/CUNULATIVESUPPLEMENTNUMBER5/AUGUST'84­JANUARY'8512
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NOMIFENSINE MALEATE (PAGE 3-140)

CAPSULE; ORAL
MERITAL
HOECHST-ROUSSEL 25MB!

50MG§

NCREPINEPHRINE BITARTRATE (PAGE 3-140)

INJECTABLE;
LEVOPHEO

/5RÉßńfïÄÉS/SÍÉÉÃIÑÉ//ŕáfïÑGfBÄSÉ/Hi/
NINTHROP-BREON/STERL EQ 1MG BASE/ML

INJECTION

NYSTATIN (PAGE 3-141)

SUSPENSION; ORAL
NYRTATIN

AA BAY LABORATORIES 100,000 UNITS/NL!
AA PNARMAPAIR 100 000 UNITS/NLB

TABLET; ORAL

£5 QUANTUM PHARMICS 5002000 UNITS!

OXTRIPHYLLINE (PAGE 3-143)

ELIXIR; ORAL
gggLEnYL

55 PARKE-OAVIS/N-L IOONBISHLN
QEIRIPNYLLINE

¿L BAY LABORATORIES IOONS/SML

OXYPHENBUTAZONE (PAGE 3-143)

TABLET; ORAL
OXYPPEHPUTAZCNE

QQ BOLAR PHARMACEUTICAL ICONS!
TANUEARIL

QQ GEIGY/CIBA-GEIGY 100MB

PENTAMIDINE ISETHIONATE (PAGE 3-148)

INJECTABLE;
PENTAM 300
LYPHOMED

INJECTION

SOOMG/VIALI

N 18224

N 18224

/ÑfßŕSïi/
N 07513

Н 62512
N 62541

H 62525

Н 09268

Н 88245

N 83599

N 12542

N 19264

V D D
V ‘ D ‘

PENTOXIFYLLINE (PAGE 3-149)

TABLET» CONTROLLED RELEASE; ORAL
TRENTAL
HOECHST-ROUSSEL 400MB!

PHENTERMINE HYDROCHLORIDE (PAGE 3-151)

CAPSULE; ORAL
PHENTERMINE H3

55 PHARM BASICS 50MB!

PHENYLEPHRINE HYDROCHLORIDE;

(PAGE 3-153)
PROMETHAZINE HYDRDCHLORIDE

SYRUP; ORAL
PHEHERSAY! VC

AA NYETH LABS/AMRO EBS/5ML361255§¿58L
PRBNETN v8 PLAIN

A5 NATL PHARM NPO/BARRE SME/SNL;6.zsMB/ENL8
PROPETFAZIHE VC PLAIN

A_ BAY LABORATORIES SMR/ENL;6.zBMS/SNL8

PNENYTOIN SOOIUM (PAGE 5-155)

INJECTABLE; INJECTION
¿BBNYTOIN 500108

Ag SOLOPAK LABORATORIES SONS/ML!
Ё ECTS/ML!!
gg SONS/MLB

PNENYTOIN SOOIUN, EXTENDED (PAGE 5-15з)

CAPSULE; ORAL
DILANTIN

AB PARKE-OAVIS/N-L 100MB
ExTENBEn PNENYTOIN SOOIUN

AB BOLAR PHARMACEUTICAL lggäên

PILOCARPINE HYDROCHLORIDE (PAGE 3-154)

GEL; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 42

18631

88797

08604

88761

88897

88519
85520
88521

84549

88711

18796
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PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE
(PAGE 3-169)

TABLET; ORAL
> ALLERFED
> AA PRIVATE FORMULATIONS 60MG§2~5MSK
> TRILITRON
> Ae NEHTRON PHARMS 60MG§2.5MS!

TRIPROLIDINE HCL ANU PSEUDOEPHEDRINE HCL

QQ ZENITH LABORATORIES 60MG§2‘5MGN

QUINIDINE suLPATE (PAGE 3-170)

TABLET; ORAL
OTR-BOTH

/ég/ ROuELL LABORATORIES /áóóńé/

RANITTDINE HYBRocHLoRIoE (PAGE 3-171)

INJECTABLE; INJECTION
ZANTAC
GLAXO EQ 25H6 BASE/ML!

RITODRTNE HYDRocHLoRInE (PAGE 3-173)

INJECTABLE; INJECTION
/gifdńńińé'ńóí I

Щ]
‘ЬЁГШРЁНАЁ’Ё'ПВЗ/

шуты
/ÄP/ ASTRA PHARM PRODs 10MB/ML

lsns/MLn

TABLET; ORAL
/Rŕŕdúńińé'ńéń
/ 75m/AE. .Lßë/ шт
Yu ARTOP

/ÁB/ ASTRA PHARM PRODUCTS 10M@

SAFFLONER OIL; SOYBEAN OIL (PAGE 3-174)

INJECTABLE; INJECTION
LIPOSYN II 102
ABBOTT LABORATORIES 52;52!
LIPOSYN II 202
ABBOTT LABORATORIES lO2ЗlO2l

Н 88860

Н 88515

Н 85275

SCOPOLAMINE (PAGE 3-174)

FILM» CONTROLLED RELEASES PERCUTANEOUS
/ÍÉÁÑSÚÉÉń-'Y/
МИЛ /1.15%/
TRANSOERM-SCOP
cIBA/cIBA-GEIBY 1.5M@

SODIUM CHLORIDE (PAGE 3-176)

INJECTABLE; INJECTION
SODI"M OHLORIWE IH PLASTIC CONTAINER

Щ‘! ..r~. «r r. м.
SODIMM OHLUÓIUE 0.92 IH PLASTIC CONTAINER
AM MCGAN/AM HOSP 9GÈWQ/100HL

/N/¿ÍZSS/ > ADD >

N 19090

/Nfïßáfíd/ > ADD >

N 18580
N 18580

/Nfiéŕsíö/

N 18555

N 18997

N 18991

lâ
l?.

INVENEX LABS/LIFE 9MÈ/HL!

SODIUM LACTATE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES SMEG/ML!

SODIUM NITROPRUSSIDE (PAGE 3-178)

INJECTABLE; INJECTION
FQTTUH HITROPRVSSIDE

52 LYPHOMED SOMS/VIAL!

SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)

POWDER; ORAL» RECTAL
KAYEXALATE

QQ BREON LABS/STERLING 455.69M/BOT
SODIMM POLYSTYREHE SULFOHATE

Q_ BAY LABORATORIES 453.68М/В0Тп

SUSPENSION; ORAL, RECTAL
SODIUM POLYSTYRÈHE SULFPHATE

QA BAY LABORATORIES lEEN/óOMLß

SOYBEAN OIL (PAGE 3-180)

INJECTABLE; INJECTION
LIFOSYH III 102

è! ABBOTT LABORATORIES 102и
LIFQSYN III 202

è! ABBOTT LABORATORIES 202!

/Nfïŕójá/

N 17874

т. '17.45.4/
Н 17464

Н 88912

N 18947

Н 70051

Н 11287

Н 88786

Н 88717

Н 18969

Н 18970
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TRIAMCINOLONE ACETONIDE (PAGE 3-195)

CREAM; TOPICAL
ARISTOCFRT A

AI LEOERLE LABS/AM CYAN о.оавии
£1 £112!
èl QSEZ!

OINTMENTS TOPICAL
ARISTQCORT A

AI LEOERLE LABS/AM CYAN 0.12n
AI o.Ezn

TRTARCIRBLCHE AOETCUTOE

AI PHARNAOERH/BYK-GLDN 0.0252»
AI 0.12п

TRYHEX

A1 SAVAGE LABS/BYK-OLON 0.0252ц

AI 0.12n

TRILOSTARE (PAGE 3-199)

CAPSULE; ORAL
MODRASTAHE
RINTHROP LABS/STERL зонэи

6 {за

TRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)

SYRUP; ORAL
TPTPRQLIOTRE ROL

> Ann > A HALSEY вниз 1.25MG/5MLÉ

TRISULFAPYRIMIDIHES (PAGE 3-200)

SUSPENSION; ORAL
Tŕiäúá'éńúŕóŕń
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DESI PENDING LIST ­ 'EXEMPT' (COURT ORDER) CATEGORY 19
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e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,

fo
r

a

d
ru
g
p
ro
d
u
ct

in
v
o
lv
in
g

a
n
a
ct
iv
e

in
g
re
d
ie
n
t

(o
r
a
n
y
e
st
e
r

o
r
sa
lt
o
f
th
a
t
a
ct
iv
e

in
g
re
d
ie
n
t)

th
a
t
h
a
s

b
e
e
n
a
p
p
ro
v
e
d
in
a
n
e
a
rl
ie
r

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

a
n
d
w
h
ic
h

in
cl
u
d
e
s

re
p
o
rt
s
o
f
n
e
w
cl
in
ic
a
l

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

th
a
n

b
io
a
v
a
ila
b
ili
ty

st
u
d
ie
s)
.

S
u
ch

in
v
e
st
ig
a
ti
o
n
s

m
u
st
h
a
v
e

b
e
e
n
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

o
r
fo
r
w
h
ic
h

th
e
a
p
p
lic
a
n
t

h
a
d

a

ri
g
h
t
o
f
re
fe
re
n
ce
,

a
n
d
th
e

in
v
e
st
ig
a
ti
o
n
s

m
u
st
h
a
v
e
b
e
e
n
e
ss
e
n
ti
a
l

to
a
p
p
ro
v
a
l
o
f
th
e

a
p
p
lic
a
ti
o
n
.

If
th
e
se

re
q
u
ir
e
m
e
n
ts

a
re
m
e
t,
th
e
a
p
p
ro
v
a
l

o
f

a

su
b
se
q
u
e
n
t

A
N
D
A
o
r
p
a
p
e
r
N
D
A
m
a
y
n
o
t
b
e
m
a
d
e
e
ff
e
ct
iv
e

fo
r
th
e
sa
m
e
d
ru
g
b
e
fo
re

th
e
e
x
p
ir
a
ti
o
n

o
f
th
re
e

y
e
a
rs

fr
o
m

th
e
d
a
te
o
f
a
p
p
ro
v
a
l
o
f
th
e
o
ri
g
in
a
l

a
p
p
lic
a
ti
o
n
.

A

su
p
p
le
m
e
n
t

to

a

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,
w
h
ic
h

co
n
ta
in
s

re
p
o
rt
s
o
f
n
e
w
cl
in
ic
a
l

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

th
a
n
b
io
a
v
a
ila
b
ili
ty

st
u
d
ie
s)

e
ss
e
n
ti
a
l

to
th
e
a
p
p
ro
v
a
l
o
f
th
e
su
p
p
le
m
e
n
t

a
n
d
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

o
r
to
w
h
ic
h

th
e
a
p
p
lic
a
n
t

h
a
d
a

ri
g
h
t
o
f
re
fe
re
n
ce
.

T
h
e
a
p
p
ro
v
a
l
o
f

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

a

ch
a
n
g
e

a
p
p
ro
v
e
d
in
th
e
su
p
p
le
m
e
n
t

m
a
y
n
o
t

b
e
m
a
d
e
e
ff
e
ct
iv
e

fo
r
th
re
e

y
e
a
rs

fr
o
m
th
e
d
a
te
o
f
a
p
p
ro
v
a
l

o
f
th
e
o
ri
g
in
a
l

su
p
p
le
m
e
n
t.

A

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

(o
r
su
p
p
le
m
e
n
t

to

a

n
e
w
d
ru
g

a
p
p
lic
a
ti
o
n
)

a
p
p
ro
v
e
d

d
u
ri
n
g

th
e
p
e
ri
o
d

fr
o
m

Ja
n
u
a
ry

l,

1
9
8
2
,
to
S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,
w
h
ic
h

in
cl
u
d
e
s

a
n

a
ct
iv
e

in
g
re
d
ie
n
t

(i
n
cl
u
d
in
g

a
n
y
e
st
e
r
o
r
sa
lt
o
f
th
e

a
ct
iv
e

in
g
re
d
ie
n
t)

th
a
t
h
a
s
b
e
e
n
a
p
p
ro
v
e
d
in
a
n
o
th
e
r

a
p
p
lic
a
ti
o
n
.

T
h
e
a
p
p
ro
v
a
l
o
f

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

th
e
d
ru
g
o
r

a

si
g
n
if
ic
a
n
t

ch
a
n
g
e
m
a
d
e
in

a

su
p
p
le
m
e
n
t

m
a
y

n
o
t
b
e
m
a
d
e
e
ff
e
ct
iv
e

fo
r
tw
g
y
e
a
rs
fr
o
m

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
.



T
h
e

A
ct

re
q
u
ir
e
d

a
p
p
ro
v
e
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n
s

to
b
e

su
p
p
le
m
e
n
te
d

w
it
h

th
e

re
q
u
ir
e
d

p
a
te
n
t

in
fo
rm
a
ti
o
n

b
y

O
ct
o
b
e
r

2
4
,

l9
8
4
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

m
u
st

n
o
w

b
e

fi
le
d

w
it
h

a
ll

n
e
w
ly

su
b
m
it
te
d

d
ru
g

a
p
p
lic
a
ti
o
n
s,

a
n
d

n
o

N
D
A

m
a
y

b
e

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,

1
9
8
4
,

w
it
h
o
u
t

th
e

p
e
rt
in
e
n
t

p
a
te
n
t

in
fo
rm
a
ti
o
n
.

T
h
e

p
a
te
n
t

n
u
m
b
e
rs

a
n
d

th
e

e
x
p
ir
a
ti
o
n

d
a
te
s

o
f

a
n
y

a
p
p
ro
p
ri
a
te

p
ro
d
u
ct

o
r

u
se

p
a
te
n
t

o
n

a

m
a
rk
e
te
d

d
ru
g

th
a
t

is
th
e

su
b
je
ct

o
f

a
n

a
p
p
ro
v
e
d

N
D
A

w
ill

b
e

p
u
b
lis
h
e
d

in
th
e

A
P
D
P
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

o
n

u
n
a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

o
r

o
n

p
a
te
n
ts

b
e
y
o
n
d

th
e

sc
o
p
e

(i
.e
.,

p
ro
ce
ss

o
r

m
a
n
u
fa
ct
u
ri
n
g
)

o
f

th
e

A
ct

w
ill

n
o
t

b
e

p
u
b
lis
h
e
d
.

T
h
e

fo
llo
w
in
g

e
x
p
la
in
s

h
o
w

th
e

A
P
D
P

im
p
le
m
e
n
ts

th
is
.

A
n
ti
b
io
ti
cs
,

In
su
lin

a
n
d

B
io
lo
g
ic
a
ls

T
it
le

I

o
f

th
e

A
ct

h
a
s

b
e
e
n

in
te
rp
re
te
d

b
y

th
e

A
g
e
n
cy

n
o
t

to
in
cl
u
d
e

p
ro
d
u
ct
s

a
p
p
ro
v
e
d

u
n
d
e
r

se
ct
io
n
s

5
0
6

o
r

5
0
7

o
f

th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

A
ct

(a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s)
.

B
e
ca
u
se

o
f

th
is
,

(l
)

a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s

a
re

n
o
t

co
n
si
d
e
re
d

e
lig
ib
le

fo
r

e
x
cl
u
si
v
it
y

p
ro
te
ct
io
n
,

(2
)

h
o
ld
e
rs

o
f

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

fo
r

in
su
lin

a
n
d

a
n
ti
b
io
ti
c

p
ro
d
u
ct
s

n
e
e
d

n
o
t

su
b
m
it

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

a
s

re
q
u
ir
e
d

o
f

N
D
A

a
p
p
lic
a
ti
o
n

h
o
ld
e
rs
,

a
n
d

(3
)

A
n
ti
b
io
ti
c

Fo
rm

6

sp
o
n
so
rs

a
re

n
o
t

re
q
u
ir
e
d

to
p
ro
v
id
e

th
e

p
a
te
n
t

ce
rt
if
ic
a
ti
o
n

st
a
te
m
e
n
t

w
h
ic
h

m
u
st

b
e

in
cl
u
d
e
d

in
A
N
D
A
s.

H
o
w
e
v
e
r,

T
it
le

II
,

th
e

p
a
te
n
t

te
rm

re
st
o
ra
ti
o
n

p
o
rt
io
n

o
f

th
e

A
ct
,

sp
e
ci
fi
ca
lly

a
d
d
re
ss
e
s

a
n
ti
b
io
ti
c,

n
o
n
-a
n
ti
b
io
ti
c,

a
n
d

h
u
m
a
n

b
io
lo
g
ic
a
l

p
ro
d
u
ct
s

(a
s

th
o
se

te
rm
s

a
re

u
se
d

in
th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

a
n
d

P
u
b
lic

H
e
a
lt
h

S
e
rv
ic
e

A
ct
s)

in
it
s

p
ro
v
is
io
n
s.

B
io
a
v
a
ila
b
ili
ty
/B
io
e
q
u
iv
a
le
n
ce

R
e
q
u
ir
e
m
e
n
ts

T
h
e

th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

co
d
e
s

in
A
p
p
e
n
d
ix

D

o
f

th
e

A
P
D
P

w
ill

e
n
a
b
le

fi
rm
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

in
v
it
ro

a
n
d
/o
r

in
v
iv
o

b
io
a
v
a
ila
b
ili
ty
/b
io
e
q
u
iv
a
le
n
ce

st
u
H
y

D
a
ta

m
u
st

b
e

T
ìc
lu
ä
e
d

w
it
h

th
e
ir

A
N
D
A

su
b
m
is
si
o
n
s.

C
u
rr
e
n
tl
y
,

d
ru
g
s

a
p
p
ro
v
e
d

p
ri
o
r

to
1
9
6
2

fa
ll

in
to

th
re
e

m
a
jo
r

b
io
p
h
a
rm
a
ce
u
ti
c

cl
a
ss
e
s:

(l
)

th
o
se

w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
,

a
n
d

fo
r

w
h
ic
h

d
e
m
o
n
st
ra
ti
o
n

o
f

b
io
e
q
u
iv
a
le
n
ce

th
ro
u
g
h

in
v
iv
o

te
st
in
g

a
n
d

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
n
e
ce
ss
a
ry
;

(2
)

tF
O
së
-W
ñ
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

b
u
t

fo
r

w
h
ic
h

a
n

in

v
iv
o

st
u
d
y

m
a
y

b
e

w
a
iv
e
d

if
a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
d
e
m
o
n
st
ra
ïë
d

(t
H
e

lis
t

o
f

su
ch

d
ru
g
s

is
p
ro
v
id
e
d

u
n
d
e
r

T
A
B
LE

I)
;

a
n
d

(3
)

th
o
se

w
h
ic
h

p
o
se

n
o

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

a
n
d

fo
r

w
h
ic
h

th
e

o
n
ly

b
io
p
h
a
rm
a
ce
u
ti
c

re
q
u
ir
e
m
e
n
t

is
d
e
m
o
n
st
ra
ti
o
n

o
f

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

fo
r

so
lid

o
ra
l

d
o
sa
g
e

fo
rm
s.A
ll

fi
rm
s

su
b
m
it
ti
n
g

a
n

a
b
b
re
v
ia
te
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n

fo
r

a

si
n
g
le

so
u
rc
e

d
ru
g

p
ro
d
u
ct

o
r

a
d
ru
g

p
ro
d
u
ct

w
h
ic
h

w
a
s

fi
rs
t

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2

w
ill

b
e

re
q
u
ir
e
d

to
d
e
m
o
n
st
ra
te

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

o
r

e
ls
e

su
b
m
it

in
fo
rm
a
ti
o
n

su
ff
ic
ie
n
t

to
p
e
rm
it

th
e
T
A
g
e
n
cy

to
w
a
iv
e

d
e
m
o
n
st
ra
ti
o
n

o
f

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce
.

M
a
n
u
fa
ct
u
re
rs

o
f

d
ru
g

p
ro
d
u
ct
s

fo
rm
u
la
te
d

in
d
o
sa
g
e

fo
rm
s

w
h
ic
h

d
o

n
o
t

p
re
se
n
t

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s,

su
ch

a
s

a
n

in
tr
a
v
e
n
o
u
s

so
lu
ti
o
n
,

m
a
y

re
q
u
e
st

th
a
t

th
e

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

re
q
u
ir
e
m
e
n
t

b
e

w
a
iv
e
d
.

А
­З



B
e
fo
re

th
e
p
a
ss
a
g
e
o
f
th
e
D
ru
g
P
ri
ce

C
o
m
p
e
ti
ti
o
n

a
n
d
P
a
te
n
t

T
e
rm

R
e
st
o
ra
ti
o
n

A
ct
,
th
e
A
g
e
n
cy

a
p
p
ro
v
e
d

v
a
ri
o
u
s

d
ru
g
s
w
it
h
b
io
a
v
a
ila
b
ili
ty
/b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s

a
n
d
d
e
fe
rr
e
d

th
e
in
v
iv
o
te
st
in
g

re
q
u
ir
e
m
e
n
t

fo
r

a

n
u
m
b
e
r
o
f

re
a
so
n
s.

T
h
e
n
e
w
la
w
re
q
u
ïïe
s

in
fo
rm
a
ti
o
n

to
sh
o
w
th
a
t
th
e
p
ro
p
o
se
d

A
N
D
A
d
ru
g

p
ro
d
u
ct
is
b
io
e
q
u
iv
a
le
n
t

to
th
e
lis
te
d

d
ru
g
.

T
h
e
re
fo
re
,

n
e
w
a
p
p
lic
a
ti
o
n
s

fo
r

d
ru
g
s
su
ch

a
s
a
m
it
ri
p
ty
lin
e

h
y
d
ro
ch
lo
ri
d
e

w
h
ic
h
fo
rm
e
rl
y

m
a
y
h
a
v
e
b
e
e
n

a
p
p
ro
v
e
d

w
it
h
o
u
t

a
n
in
v
iv
o
st
u
d
y
n
o
w
re
q
u
ir
e

a
n
in
v
iv
o

st
u
d
y
a
s

a

co
n
d
it
io
n

fo
r
a
p
p
ro
v
a
l

u
n
d
e
r
th
e
n
e
w
A
ct
.

T
o
p
ic
a
ls

In
th
e
a
b
se
n
ce
o
f
co
n
tr
a
ry

d
a
ta
,
FD
A
re
g
a
rd
e
d
a
ll
p
h
a
rm
a
ce
u
ti
ca
lly

e
q
u
iv
a
le
n
t

to
p
ic
a
l

p
ro
d
u
ct
s
o
f
p
re
-1
9
6
2

(D
E
S
I)

d
ru
g
s
to
b
e
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.

H
o
w
e
v
e
r,

th
e
A
g
e
n
cy

re
q
u
ir
e

th
a
t
a
p
p
lic
a
n
ts

fo
r
to
p
ic
a
l

d
ru
g
p
ro
d
u
ct
s

in
it
ia
lly

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2
,
in
cl
u
d
in
g

"p
a
p
e
r
N
D
A
s,
"
e
it
h
e
r

d
e
m
o
n
st
ra
te

th
e

sa
fe
ty

a
n
d
e
ff
ic
a
cy

o
f
th
e
ir

p
ro
d
u
ct
s

th
ro
u
g
h

cl
in
ic
a
l

tr
ia
ls

o
r
th
ro
u
g
h

a

b
io
e
q
u
iv
a
le
n
ce

st
u
d
y
in
o
rd
e
r
to
b
e
a
p
p
ro
v
e
d

a
n
d
e
v
a
lu
a
te
d

a
s
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.

T
h
e
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TABLE l. IN VIVOLIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE
BIOAVAILABILITY ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL;

CAPSULE OR TABLET; ORAL

I60­I65MG; I60­I65MG; 504G

ACETAM INOPHEN; ASP IR I N; BUTALB ITAL

CAPSULE OR TABLET; ORALa

325MG; 325MG; 50MG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

I60­I65MG; I60­I65MG; 50MG; 4OMG

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 325MG; 50MG; 40‘4G

ACETAM l NOPHEN; BUTALB I TAL

CAPSULE OR TABLET; ORAL

325; 5OMG

650; 50MG

ACETAM I NOPHEN; BUTALB I TAL ;

CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 50MG; 40М6

650MG; SCMG; 4CMG

AM INOPHYLL INE

TABLET; ORAL

I OOMG

200MG

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

325; 5OMG

650; 50MG

ASPIRIN; BUTALBITAL, CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 5OMG; 4OMG;

650MG; 5MG; 4OMGS

ASPIRIN; CAFFEINE; CARISOPRODOL

TABLET; ORAL

I604G; 32MG; ZOOMG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE

TABLET; ORAL

IÓOI'IG; 32MG; 2OOMG; I6МG

ASPIRIN; CARISOPRODOL
TABLET; ORAL

325MG; 2OOMG

ASPIRIN; CARISOPRODOL; CODEINE

PI-OSPHATE

325MG; 200MG; IOMG

ASPIRIN; MEPROBAMATE
TABLET; ORAL

325MG; 2OOMG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 2OOMG

CHLOROTH I AZ IDE

TABLET; ORAL

2 50MG

ESTROGENS, CONJUGATED; MEPROBAMATE

TABLET; ORAL

0.4MG; 20OMG

0.4МG; 400МG

HYDROXYZ INE HYDROCHLOR IDE

TABLET; ORAL

IOMG

25MG

5OMG

IOOMG





TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S)

STRENGTH(S)

ACETAMINOPHEN

120МG

ACETAMINOPHEN

650MG

ACETAMINOPHEN

I20MG

ACETAMINOPHEN

I2OMG

ACETAMINOPHEN

650MG

ACETAMINOPHEN

65OMB

ACETAMINOPHEN

I20MG

ALUMINUM HYDROXIDE; MAGNESIUM

TRISILICATE
8OMG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM

TRISILICATE
I60MG; 40MG

BROMPHENIRAMINE MALEATE

8MG

TRADE NAME

(DOSAGE FORM; ROUTE)

NEOPAP

(SUPPOSITORY;

TYLENOL

(SUPPOSITORY;

TYLENOL

(SUPPOSITORY;

ACEPHEN

(SUPPOSITORY;

ACEPHEN

(SUPPOSITORY;

ACETAMINOPHEN

(SUPPOSITORY;

ACETAMINOPHEN

(SUPPOSITORY;

GAVISCON

(TABLET, CHEWABLE; ORAL)

GAVISCON-Z

(TABLET, CHEWABLE; ORAL)

DIMETANE

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

(TABLET, CONTROLLED

RELEASE; ORAL)

APPLICANT NAME

WEBCON PHARMS/ALCON

MCNEIL LABORATORIES

MCNEIL LABORATORIES

G AND W LABORATORIES

G AND W LABORATORIES

UPSHER-SMITH LABS

UPSHER-SMITH LABS

MARION LABORATORIES

MARION LABORATORIES

AH ROBINS

NDA #

APPROVAL DATE

I6-4OI

11-07-68

17-756

05-26-76

17-756

05-26-76

I8­060

02-09-78

I8­060

02-09-78

18-337

04-22-80

18-337

09-12-83

18-685

12-09-83

18-685

12-09-83

10-799

06-10-83

PATE NT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

NP

09-24-86

NP

09-24-86

RTO

09-24-86
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TABLE OF MARKETINGII. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CHLORPHENIRAMINE MALEATE

IZMG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

BMG; 75MB

CHLORPHENIRAMINE MALEATE;

PwENYLPRoPANoLAM INE

HYDROCHLOR пoE

12MG; 75мG
`

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

4MG; 25MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

8MG; 75MG

CHLORPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE SULFATE

8MG; I20MG

CHLORPHENIRAMINE POLISTIREX;

PHENYLPROPANOLAMINE POLISTIREX

EQ 4MG MALEATE/5ML;

EQ 37.5MG HCL/5ML

TRADE NAME

(DOSAGE FORM; ROUTE)

CHLOR-TRIMETON

(TABLET, CONTROLLED

RELEASE; ORAL)

CONTAC

(CAPSULE, CONTROLLED

RELEASE; ORAL)

TRIAMINIC­I2
(TABLET, CONTROLLED

RELEASE; ORAL)

DEMAZIN

(TABLET, CONTROLLED

RELEASE; ORAL)

PHENYLPROPANOLAMINE HCL

W/ CHLORPHENIRAMINE

MALEATE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLOR-TRIMETON

(TABLET, CONTROLLED

RELEASE; ORAL)

CORSYM

(SYRUP; ORAL)

APPL 1CANT NAME

SCHERING

IENLEY 8. JAMES /SKF

DORSEY LABS/SANDOZ

SCHERING

CENTRAL PHARMS

SCHERING

PENNWALT PHARM

11-3

NDA #

APPROVAL DATE

07-638

10-18-78

18-099

02-04-80

18-115

07-23-81

18-556

05-14-84

18-809

05-07-84

18-397

03-31-81

18-050

01-04-84

PATENT i EXCLUSIVITY

EXP. DATE EXP. DATE

NS

09-24-86

NDF

09-24-86



TABLE

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXBROMPHENIRAMINEMALEATE;
PSEUDOEPHEDRINESULFATE

6MG;I20MG

DEXBROMPHENIRAMINEMALEATE;
PSEUDOEPHEDRINESULFATE

6MG;I20MG

DEXTROMETHORPHANRESINCOMPLEX

EQ30MGHBR/5ML

DIPHENHYDRAMINEHYDROCHLORIDE

I2.5MG/5ML

DOXYLAMINESUCCINATE

25MG

IBUPROFEN

20OMG

IBUPROFEN

2OOMG

INSULINSUSPENSION,ISOPHANE,

BEEF

40UNITS/ML

INSULINSUSPENSION,ISOPHANE,

BEEF

1OOUNITS/ML

INSULINSUSPENSION,ISOPHANE,

BIOSYNTHETICHUMAN

1O0UNITS/ML

II.OTCDRUGPRODUCTSWHICHCURRENTLYREQUIREAPPROVEDAPPLICATIONSASACONDITIONOFMARKETING

TRADENAME

(DOSAGEFORM;ROUTE)

DRIXORAL

(TABLET,CONTROLLED

RELEASE;ORAL)

DISOPHROL

(TABLET,CONTROLLED

RELEASE;ORAL)

DELSYM

(SUSPENSION,CONTROLLED

RELEASE;ORAL)

BENYLIN

(SYRUP;ORAL)

UNISOM

(TABLET;ORAL)

ADVIL

(TABLET;ORAL)

NUPRIN

(TABLET;ORAL)

SEMILENTEINSULIN

(INJECTABLE;INJECTION)

SEMILENTEINSULIN

(INJECTABLE;INJECTION)

HUMULINN

(INJECTABLE;INJECTION)

APPLICANTNAME

SCHERING

SCHERING

PENNWALTPHARM

PARKE-DAVIS/W-L

PFIZER

WHITEHALLLABS/AMHO

UPJOHNMANUFACTURING

SQUIBB-NOVO

SQUIBB-NOVO

ELILILLY

NDA#

APPROVALDATE

I3-483

09-13-82

13-483

09-13-82

18-658

10-08-82

06-514

08-07-81

18-066

10-06­78

18-989

05-18-84

19-012

05-18-84

17-929

02-08-77

17-929

02-08-77

18-781

10-28-82

PATENT#

EXP.DATE

3385886

05-28-85

3385886

05-28-85

ШEХР.DATE

RTO

09-24-86

RTO

09-24-86

NDF

09-24-86

NS

09-24-86

NS

09-24-86



TABLE OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S)

STRENGTH(S)

INSULIN SUSPENSION, ISOPHANE,

MIXED BEEF AND PORK

40 UNITS/NL

INSULIN SUSPENSION, ISOPHANE,

MIXED BEEF AND PORK

IOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED BEEF

IOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

IOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

1O0 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK; INSULIN,

PURIFIED PORK

1OO UNITS/ML

INSULIN SUSPENSION, PROTAMINE

ZINC, MIXED BEEF AND PORK

IOO UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

NPH ILETIN (BEEF-PORK)

(INJECTABLE; INJECTION)

NPH ILETIN (BEEF-PORK)

(INJECTABLE; INJECTION)

NPH ILETIN II
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH

NORDISK

(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

PROTAPHANE

(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD

(PORK)

(INJECTABLE; INJECTION)

PROTAMINE, ZINC а ILETIN

(BEEF-PORK)

(INJECTABLE; INJECTION)

APPLICANT NAME

LILLY RES LABS DIV

LILLY RES LABS DIV

ELI LILLY

NORDISK

ELI LILLY

SQUIBB-NOVO

NORDISK

ELI LILLY

11-5

NDA #

APPROVAL DATE

I7­936

02-08-77

17-936

02-08-77

I8-479

06­I2-80

I8­I94
OI­I6­80

I8­345

12-05-79

I8-623

07-30­81

I8-195

0I­I6­80

I7­932

02-08-77

PATE NT #m EXCLUSIVITY

EXP.'DATE



ACTIVEINGREDIENT(S)

STRENGTH(S)

INSULINSUSPENSION,PROTAMINE

ZINC,MIXEDBEEFANDPORK;

INSULIN,MIXEDBEEFANDPORK

1O0UNITS/NL

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDBEEF

40UNITS/ML

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDBEEF

100UNITS/ML

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDBEEF;INSULIN,
PURIFIEDBEEF

1OOUNITS/ML

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDPORK;INSULIN,
PURIFIEDPORK

1O0UNITS/NL

INSULINZINCSUSPENSION,BEEF

40UNITS/ML

INSULINZINCSUSPENSION,BEEF

1OOUNITS/NL

INSULINZINCSUSPENSION,
BIOSYNTHETICHUMAN

1O0UNITS/ML

INSULINZINCSUSPENSION,

EXTENDED,PURIFIEDBEEF

1OOUNITS/ML

TRADENAME

(DOSAGEFORM;ROUTE)

PROTAMINE,ZINC&ILETIN

(BEEF-PORK)

(INJECTABLE;INJECTION)

PROTAMINEZINCINSULIN

(INJECTABLE;INJECTION)

PROTAMINEZINCINSULIN

(1NJECTABLE;INJECTION)

PROTAMINEZINCAND

ILETIN11

(INJECTABLE;INJECTION)

PROTAMINEZINCAND

ILETINII(PORK)
(INJECTABLE;INJECTION)

LENTEINSULIN

(INJECTABLE;INJECTION)

LENTEINSULIN

(INJECTABLE;INJECTION)

MONOTARDHUMAN

(INJECTABLE;INJECTION)

ULTRATARD

(INJECTABLE;INJECTION)

APPLICANTNAME

ELILILLY

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ELILILLY

ELILILLY

SQUIBB-NOVO

SQUIBB-NOVO

SQUIBB-NOVO

SQUIBB-NOVO

11-6

NDA#

APPROVALDATE

17-932

02-08-77

17-928

02-08-77

17-928

02-08-77

18-476

06-12-80

I8­346

12-05-79

17-998

02-08-77

17-998

02-08-77

18-777

08-30-83

18-385

03-17-80

PATENT#

Ш
EXCLUSIVITY

EXP.DATE

OTCDRUGPRODUCTSWHICHCURRENTLYREQUIREAPPROVEDAPPLICATIONSASACONDITIONOFMARKETING TABLE



IHÖLE Il. OIC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S)

STRENGTH(S)

INSULIN ZINC SUSPENSION,

EXTENDED, PURIFIED BEEF

I00 UNITS/ML

INSULIN ZINC SUSPENSION, PROMPT,

BEEF

I00 UNITS/ML

INSULIN ZINC SUSPENSION, PROMPT,

PURIFIED PORK

100 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED BEEF

I00 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED BEEF AND PORK

I00 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED PORK

I00 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED PORK

100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN
IOO UNITS/NL

TRADE NAME

(DOSAGE FORM; ROUTE)

ULTRALENTE INSULIN

(INJECTABLE; INJECTION)

SEMILENTE INSULIN

(INJECTABLE; INJECTION)

SEMITARD

(INJECTABLE; INJECTION)

LENTE ILETIN II
(INJECTABLE; INJECTION)

LENTARD

(INJECTABLE; INJECTION)

LENTE ILETIN II (PORK)
(INJECTABLE; INJECTION)

MONOTARD

(INJECTABLE; INJECTION)

ACTRAPID HUMAN

(INJECTABLE; INJECTION)

APPLICANT NAME

SQUIBB-NOVO

SQUIBB-NOVO

SQUIBB-NOVO

ELI LILLY

SQUIBB-NOVO

ELI LILLY

SQUIBB-NOVO

SQUIBB-NOVO

NDA #

APPROVAL DATE

I7­997

02-08-77

17-996

02-08-77

I8-382

03-17-80

I8-477

06­I2­80

I8-384

03-17-80

I8-347

I2-05-79

18-383

03-17-80

IB­778

08-30-83

PATENT #

EХP. DATE
Ш
EXP. DATE
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ACTIVE INGREDIENT(S)

STRENGTH(S)

POTASSIUM IODIDE

I3OMG

PSEUDOEPHEDRINE HYDROCHLORIDE

IZOMG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

30MG/5ML; I.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

ÓGWG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

30MG/5ML; I.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
ÓOMG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

5OMG/5ML; I.25MG/5ML

TRADE NAME

(DOSAGE FORM; ROUTE)

IOSAT

(TABLET; ORAL)

SUDAFED S.A.
(CAPSULE, CONTROLLED

RELEASE; ORAL)

ACTIFED

(SYRUP; ORAL)

ACTIFED

(TABLET; ORAL)

ACTIFED

(CAPSULE; ORAL)

ALLERBAN PLUS

(SYRUP; ORAL)

TRI-SUDO

(TABLET; ORAL)

TRIPODRINE

(TABLET ; ORAL)

TRIOFED

(SYRUP; ORAL)

APPLICANT NAME

ANBEX

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

... ».8 „Nvu .nvuuvuu ип-ьп CUKRENILT REQUIRE AFFNUVEU AFVLIUAIIUNS A5 А UUNUIIIUN Uf MAKKEIINÜ

NDA #

APPROVAL DATE

I8­664

IO­I4­82

I7­94I
OI­I5­79

II­935
II­26­82

II­936
II­26­82

I9­208

0I­I5­85

88­II6
03-04-83

85-024

01-10-84

88-112

01-20-83

88­II5
03-04-83

EXCLUSIVITY

EXP. DATE

RTO

09-24-86

RTO

09­24-86

RTO

09-24-86

RTO

09-24-86

RTO

09-24-86

RTO

09­24-86

RTO

09-24-86

II­9



TABLEII.OTCDRUGPRODUCTSWHICHCURRENTLYREQUIREAPPROVEDAPPLICATIONSASACONDITIONOFMARKETING

RELEASE;ORAL)

11-10

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA11PATENT#ExCLuslvlTY
STRENGTHLS)(воз/105FORM;ROUTE)APPROVALDATEExP.DATEEXP.DATE

PSEUDOEPHEDRINEHYDROCHLORIDE;TRIPosEDHALsEYDRUG88-213RTO

TR1PRoL1DINEHYDROCHLORIDE(эмир;ORAL)03-30-8409-24-86

замG/511;1.25мG/5м1-

PSEUDOEPHEDRINEHYDRocHLoRlDE;TRIPRoL1DINENCLCHELSEALAeoRAToRTEs88-118RTo

TR1PRoL1D1NENYDRoCNLoRTDEANDPSEUDOEPHEDRINEHCL01-26-8409­24-86

60140;2.5м8(TAВ1.ET;ORAL)

PSEUDOEPHEDRINEHYDRoCHLoRlDE;TRlPosEoHALsEYDRuG88-192RTO

TR1PRoL1D1NEHYDROCHLORIDE(TABLET,ORAL)05-01-8409-24-86

боме;2.5м8

PSEUDOEPHEDRINEHYDROCHLORIDE;TR1PRoL1D1NEDOLARPHARMACEUTICAL88-318RTo

TR1PRoL1D1NEHYDROCHLORIDEANDPSEUDOEPHEDRINE01-13-8409-24—86

боме;2.5мG(тешат;ORAL)

PSEUDOEPHEDRINEHYDROCHLORIDE;TRIPOSEDHALsEYDRUG88­213RTo

TR1PRoLTD1NENYDRoCHLoRIDE(эпюр;oRAL)05-01-8409­24-86

замG/5111;1.25мG/5мь

PSEUDOEPHEDRINESULFATEAFRINOLSCHERING18-191

12оме(TABLET,CONTROLLED10-30­80



TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT l EXCLUSIVITY

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

TIOCONAZOLE TROSYD PFIZER CEN RES/PFIZR I8­682 4062966 NCE

Il (CREAM; TOPICAL) 02-18-83 I2­I3­94 02-I8-93

TRIPROLIDINE HYDROCHLORIDE ACTIDIL BURROUGHS WELLCOME II-IIO RTO

2.5MG (TABLET; ORAL) 04-14-58 09-24-86

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL BOLAR PHARMACEUTICAL 84-453 RTO

2.5MG (TABLET; ORAL) 02-06-76 09-24-86

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL DANBURY PHARMACAL 85-094 RTO

2.5MG (TABLET; ORAL) 02-07-77 09-24-86

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL DRUMMER/PHOENIX 85­6IO RTO

2.5MG (TABLET; ORAL) 03-21-78 09-24-86

TRIPROLIDINE HYDROCHLORIDE ACTIDIL BURROUGHS WELLCOME II-496 RTO

I.25MG/5NL (SYRUP; ORAL) 07-24-58 09-24-86

TRIPROLIDINE HYDROCHLORIDE BAYIDYL BAY LABORATORIES 87-963 RTO

I.25MG/5ML (SYRUP; ORAL) 01-I8-83 09-24-86

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL NATL PHARM MFG/BARRE 85-940 RTO

I.25MG/5ML (SYRUP; ORAL) 07-13-79 09-24-86

TRIPROLIDINE HYDROCHLORIDE TRIPROLIDINE HCL PHARMS ASSOC/BEACH 87-5I4 RTO

I.25MG/5ML (SYRUP; ORAL) 02-10-82 09-24-86





TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENT(S)

STRENGTH(S)

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE

PI-OSPHATE DEXTROSE ADEN INE-I
SOLUTION

ANTIOOAGULANT CITRATE PHOSPHATE

DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE ADENINE SOLUTION

ANTIOOAGULANT CITRATE

PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE

PHOSPHATE DEXTROSE SOLUTION

USP

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

DRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

APPROVAL DATE

NDA # PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

IO­IO2

I2­I4­6I

II­9I2
9-2-59

10-855

06-11-59

I6-9I8
3-17-78

80-77

11-б-80

78-519

4-23-80

82-528

11-3-82

77-420

5-12-78

I6-527

6-22-70

80-222

8-23-82



III-2

ACTIVEINGìEDIENT(S)

STRENGTH(S)

ANTICOAGULANTCITRATEPHOSPHATE

DEXTROSESOLUTIONUSP

ANTICOAGULANTCITRATEPHOSPHATE

DEXTROSESOLUTIONUSP

ANTICOAGULANTCITRATEPHOSPHATE

DEXTROSESOLUTIONUSP

ANTICOAGULANTCITRATEPHOSPHATE

DEXTROSESOLUTIONUSP

ANTICOAGULANTCITRATEPHOSPHATE

DEXTROSESOLUTIONUSPWITH:

AS-I:DEXTROSEUSP2.20M/IOOML,
SODIUMCHLORIDEUSP0.9GM/IOOML,
MANNITOLUSP0.75GM/IOOML,

ADENINEO.27GVI/IO0ML

ANTICOAGULANTCITRATEPHOSPHATE

DOUBLEDEXTROSESOLUTIONWITH:

AS-Z:CITRICACIDUSP

0.4ZGM/IOOML,DIBASICSODIUM

PHOSPHATEUSP0.285GM/IOOML,

SODIUUCHLORIDEUSP0.718

GVI/IOWIL,ADENINEO.OI7GM/IOOII4L,

DEXTROSEUSP0.396GM/IOOML,
SODIUMCITRATEUSP0.588GM/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

ADsoLRREDCELL

PRESERVATIONsoLuTIoN

(INJECTABLE;INJECTION)

AS­2NUTRICELADITIVE

SYSTEM

(INJECTABLE;INJECTION)

APPLICANTNAME

DELMED

TERUMOAMERICA

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

CUTTERBIOL/MILES

NDAII
(

PATENT1
1
1

16-907

5-15-73

78-1211

6-10-81

17-401

12-6-77

81-1012

6-28-83

81-1104

5-16-83

82-915

9-22-83

EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED TABLEIII.



TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENT(S)

STRENGTH(S)

ANTICOAGULANT CITRATE PHOSPHATE

DOUBLE DEXTROSE SOLUTION WITH:

AS-3: CITRIC ACID USP 0.042
ЭW/1OOML, MONOBASIC SODIUM

PHOSPHATE USP 0.27öGM/IO0ML,

SODIUM CHLORIDE USP 0.4IO
GM/IOOML, ADENINE 0.30

GM/IOOML, DEXTROSE USP I.IO
GM/IOOML, SODIUM CITRATE USP

0.588GM/IOOML

ANTICOAGULANT HEPARIN SOLUTION

USP

ANTICOAGULANT HEPARIN SOLUTION

USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

TRADE NAME

(DOSAGE FORM; ROUTE)

AS­3 NUTRICEL ADDITIVE

SYSTEM

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

ALPHA THERAPEUTIC

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

APPROVAL DATE

NDA # PATENT #

82­9I5
IO­I9­84

77-822

5-17-78

81-1217

5-I6-83

8I-4I6
10-12-83

76-305

6-30-78

16-702

12-28-70

78-1214

2-8—80

77-923

1-20-78

EХP. DATE

EXCLUSIVITY

EXP. DATE

III-3



III-4

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXTRAN40,101

IoGM/IOOMLIN

DExTRosE51

5GM/IOOML

DEXTRAN40,101

IOGM/IOOMLIN

SODIUMCHLORIDE0.91

0.9GW/1OOML

DEXTRAN75,6%

6GЧ/100ML1N

DEXTROSE51

5GM/IOOML

DEXTRAN75,61

бем/1оомьIN

soDIuMCHLORIDE0.9%

o_QGM/IooNL

DEXTRAN75,6%

eGM/IooMLIN

soDIuMCHLORIDE0.9¢

0.9Gw/IOOML

DEXTRAN40,IO1

IOGM/IOOMLIN

DEXTROSE5}

5GW/1OOML

DEXTRAN40,Io1

IoeM/IooMLIN

SODIUMCHLORIDE0.91

0.9Gw/IDoML

TRADENAME

(DOSAGEFORM;ROUTE)

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMERICANMCGAW

AMERICANMCGAW

APPROVALDATE

NDA#PATENT#

EXP.DATEEXP.DATE

16-375

7-25-67

16-375

7-25-67

8-819

3-31-53

8-819

3-31-53

18-253

2-4-83

16-767

4-6-70

16-767

4-6-70

EXCLUSIVITY

TABLEIII.NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED



TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTRAN 70, 61

ecM/IooML IN

SODIUM CHLORIDE 0.9¢

0.9Gn/IOOML

DEXTRAN 40, 101

IOGM/IOOML IN

DEXTROSE 5%

5GM/IOOML

DEXTRAN 40, IO1

IOGM/IOOML IN

SODIUM CHLORIDE 0.9‘
0.99W/1OOML

DEXTRAN 70, 6%

oow/IooML IN

SODIUM CHLORIDE 0.9%

0.9ow/IOOML

DEXTRAN 40, 10%

IOCM/IOOML IN

DEXTROSE 5%

5GM/IOOML

DEXTRAN 40, 101

IOGM/IOOML IN

SODIUM CHLORIDE 0.91

o.QGM/IooML

DEXTRAN 75, 61

беи/поомь IN

SODIUM CHLORIDE o.9$

0.9GM/IoOML

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE
`
(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

APPLICANT NAME

AMERICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOL/MILES

CUTTER BIOL/MILES

PHARMACHEM

PHARMACHEM

PHARMACHEM

NDA # PATENT #

APPROVAL DATE EXP. DATE

EXCLUSIVITY

EXP. DATE

9-024

8-I8-69

I6-653

9-23-69

16-653

9-23-69

8-71б

8-11-69

1б-836

11-14-70

I6-836

11-14-70

8-564

9-19-52

III-5



III-6

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXTRAN75,61

ÓGM/IOOMLIN

SODIUMCHLORIDE0.91

0.9GW/1OOML

DEXTRANI

I5OMG/MLIN

SODIUMCHLORIDE0.61

ÓMG/ML

DEXTRAN40,10%

IoGM/IooNLIN

DExTRosE5%

5IsM/IooML

DEXTRAN40,101

`‘IOGM/IOOMLIN

soDIuMCHLoRIDE0.9%

o.9eM/IooML

DEXTRAN70,6%

ÖGM/IOOMLIN

DEXTROSE5%

5GM/IOOML

вахт/11170,61

вам/1O0141IN

soDIuMCHLORIDE0.9%

o.9GM/IooMI-

DEXTRAN40,101

IOGM/IOOMLIN

DEXTROSE5%

5GM/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

NONE

(INJECTABLE;INJECTION)

PROMIT

(INJECTABLE;INJECTION)

RIIEoMAIJRoDExR

(INIECTABLE;шестIoN)

RNEoMAIRoDExR

(INIECTABLE;INIECTIoN)

MACRoDExR

(INJECTABLE;INJECTION)

NAcRoDExR

(INJECTADLE;INJECTION)

GENTRANR40

‹INJECTABLE;шестIoN)

APPLICANTNAME

PHARMACHEM

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

TRAVENOLLABS

NDA#PATENTf
APPROVALDATEEXP.DATE

I6-759

8-19-70

83-715

10-30-84

14-716

1-18-67

14-716

1-18-67

6-826

6-8-54

6-826

6-8-54

16-628

11-4-68

EXCLUSIVITY

EXP.DATE

NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED TABLEIII.



TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENUS)

STRENGTH(S)

DEXTRAN 4o, los

коем/посим IN

sooIUM CHLORIDE 0.9%

о.9ем/:оомь

DEXTRAN 75, 6%

ôGM/IOOML IN

SODIUM CHLORIDE 0.9¢

0.90M/IO0ML

DEXTRAN 75, 6%

INVERTED SUGAR IO1

6GM/IO0ML;IOGM/IO0ML

IN SODIUM CHLORIDE 0.91

O.9GM/IOOML

HETASTARCH, as

eoM/IooML IN

SODIUM CHLORIDE 0.9¢

o.9Gn/IooML

PROPIOLACTONE 99%

QQGM/IOOML

UROKINASE

50OO IU/VIAL

UROKINASE

250,OO0 IU/VIAL

UROKINASE

250,0OO IU/VIAL

TRADE NAME

(DOSAGE FORM; ROUTE)

GENTRANR 4o

(INJECTABLE; INJECTION)

GENTRANR 75

(INJECTABLE; INJECTIoN)

6% GENTRANR 75 AND

Io1 TRAvERTR

(INJECTABLE; INJECTION)

HESPANR

(INJECTABLE; INJECTION)

BETAPRONE

(SOLUTION; CHEMICAL

STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER

(INJECTABLE; INJECTION)

ABBOKINASE

(INJECTABLE; INJECTION)

BREOKINASE

(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM CRITICAL CARE

ONEAL JONES&FELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

NDA # PATENT #

APPROVAL DATE EXP. DATE

I6­628

II-4­68

I6-607

1-26-70

8-788

2-9-53

I6-889 3523938

7-17-72 8-11-87

11-657

9-11-59

76-1021

I2­I5­83

76­I02I
7­3I­78

I7­873

8-28-79

EXCLUSIVITY

EXP. DATE

NS

09-24-86

1-29

09-24-86

III-7





TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ACEBUTOLOL HYDROCHLORIDE

EQ ZOOMG BASE

ACEBUTOLOL HYDROCHLORIDE

EQ 3OOMG BASE

ACEBUTOLOL HYDROCHLORIDE

EQ 4OOMG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE

625MG; EQ 25MG BASE

ACETIC ACID, GLACIAL

250MG/IO0ML

ACETOHYDROXAMIC ACID

25OMG

ACYCLov IR

51

ACYCLOVIR

20OMG

TRADE NAME

(DOSAGE FORM; ROUTE)

SECTRAL

(CAPSULE; ORAL)

SECTRAL

(CAPSULE; ORAL)

SECTRAL

(CAPSULE; ORAL)

TALACEN

(TABLET; ORAL)

ACETIC ACID 0.251

IN PLASTIC CONTAINER

(SOLUTION; URETHRAL)

LITHOSTAT

(TABLET; ORAL)

ZOVIRAX

(OINTMENT; TOPICAL)

ZOVIRAX

(CAPSULE; ORAL)

APPLICANT NAME

IVES LABS/AMI-O

IVES LABS/AMPK)

IVES LABS/AMHO

STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME

BURROUGHS WELLCOME

NOA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-917 3726919 NCE

I2­28­84 04-10-90 12-28-89

3857952

12-31-91

18-917 3726919 NCE

12-28-84 04-10-90 12-28-89

3857952

12-31-91

18-917 3726919 NCE

12-28-84 04-10-90 12-28-89

3857952

12-31-91

18-458 4105659 NC

09-23-82 08-08-95 09-24-86

18-523

02-19-82

18-749 NCE

05-31-83 05-31-93

18-604 4199574 NCE

03-29-82 04-22-97 03-29-92

18-828 4199574 NCE

01-25-85 04-22-97 03-29-92

IV-I



2-A1

26-71-21

30N

26-71-21

30N

99-72-60

3N

98-72-60

3N

98-72-60

22-1

26-62-90

30N

31V0 ‘8Х3

A11A1S010Х3

78-91-11 (1V80 s1318V1)

172-81 1V011030VW8VН8 8V108 10NI808011V

78-91-11 (1V80 s1318V1)

172-81 1V011030VW8VН8 8V108 10NI808011V

96-10-11 28-71-21 (1V01801 sI'IIV380)

1017217 101-81 ON183Н0S W830VA

96-10-11 28-71-21 (1V01801 f.I_N3W1NIO)

1017217 201-81 ON183Н0S W830VA

68-90-21

222S012

69-22-20 28-10­90 (1880 eIIEI'IBVI)

2S27792 2S8-LI ON183Н0S 111N3A088

68-90-21

222S012

68-22-20 28-10-90 (1V80 s1318V1)

2S27792 2SB-LI ON183Н0S 111N3A088

68-90-21

2229012

68-22-20 18-10-90 (N011V1VНN1 s1OS083V)

2S27792 217­8I ОХV1O NI101N3A

68-90-21

222S012

68-22-20 18-10-90 (N011V1VНNI s1OS083V)

2S27792 6SS­L1 ONI83Н0S 111N3A088

16-22-70 28-22-01 (N01103ГNI f318V103ГNI)

7196617 209-81 3W001138 SНO008808 ХV81A02

31V0 '8Х3 31V0 1VA0888V (31008 sW803 3OVS00)

# 1N31V8 # V0N 3WVN 1NV01188V 3W8N 30V81

OW002

10NI808011V

OИ001

10N1808011V

190'0

31VN01808810 3N0SV13W0101V

1so ‘o

31111018088 1D 3NOSV13IIO101V

3588 SW7 03

31V310S 10831081V

3SV8 OW2 03

31V310S 10831081V

НNI/OW60'0

10831081V

НN1/OW60'0

10831081V

1V1A/3SV8 OW009 03

W0100S 81A010A0V

(S)Н1ON381S

(8)1N310380N1 3A110V

N011VW803N1 1N31V8 31V1880888V Н11М S1V0N 0NV 98-12-1 Ol 28-1-1 W083 03A0888V S1V0N 'AI 318V1



’AI318111 NOI1VW8OJNI1N31V8B1VI88O888VH1IMSIVONGNV98-12-10128-1-1WOЫАO3AO888VSIVON

31VO’8X3

À1IAIS010X3

26-71-60

6810862

26-61-01

2901862

26-71-60

6810862

26-61-01

2901862

88-02-11

9027292

88-02-11

9027292

88-02-11

9027292

88-02-11

5027292

31VO'8X3

#1N31V8

18-91-01

912-81

18-91-01

912-81

08-01-90

[62-81

08-01-90

[62-81

71-71-10

7BO-91

99-61-80

7BO-91

78-82-60

LLB-81

78-82-60

25S-81

78-82-60

SSL-81

78-82-60

GBL-81

31VO1VA0888V

#VON

NHOf8n

NHOГ8D

1V0IlO30VW8VH881008

1VOI1D3OVW8VH881008

3WO0Т1ЗМЗНO0O3308

3WO0113MSHOD0880B

1V0VW8VH8À80BNVO

1V0VW8VH8A8OBNVO

S3I801V8OBV1V3S13H0

S3I801V80BV1V3S13H0

3WVNlNV0I188V

(1vwof1318V1)

xvNvx

(1V8Os131BVJJ

XVNVX

(1V80g131BV1)

Nlän8O1

(1V8OfI31EIVD

NIön8O1

(ivuoflaievl)
wIa8o1Az

(1VBOfl318Vl)

WI88O1AZ

(1V8Of1318VU

10NI8n8O11V

(1V8051318Vl)

10NI8n8O11V

(1V8Of1318V1)

10NI8n8O11V

(1VHD51B1SV1)

1oNIwn8o11v

(31008fW8OA3OVSOO)

ЗИМЫ3GУЩ

OW9'O

WV1OZV881V

OWS2'O

WV1OZV881V

OИЮO2

10NI8O8O11V

OWOOI

10NI8O8O11V

OWOO2

1ONI8n8O11V

OWOOI

1ONI808O11V

OW002

1ONI30ЫO11V

OWOOI

10NI808O11V

OWOOî

10NI808O11V

OWOOI

10NI808O11V

(S)HlON381S

(SЦNШОЗЮШ3AI10V



IV-4

ACTIVEINGREDIENT(S)

STRENGTH(S)

ALPRAZOLAM

IMG

AMCINONIDE

O.I$

AMCINONIDE

0.11

AMILORIDEHYDROCHLORIDE;

HYDROCHLOROTHIAZIDE

880;5OMG

NWINOACIDS

6.9%

AMINOACIDS

6.51

AMINOACIDS

8‘

NWINOACIDS

11.41

»NINOACIDs

81

881N0ACIDS

4s

TRADENAME

(DOSAGEFORM;ROUTE)

XANAX

(TABLET;ORAL)

CYCLOCORT

(CREAM;TOPICAL)

CYCLOCORT

(OINTMENT;TOPICAL)

MODURETIC5/50

(TABLET;ORAL)

FREAMINEHBC6.91

(INJECTABLE;INJECTION)

RENAMINw/OELECTROLYTES

IINJECTABLE;INJECTION)

потише8.51

(INIECTABLE;INJECTION)

Nov/)MINE11.41

(INJECTABLE;INJECTION)

PEPATAMINE81

‹INJECTABLE;INJECTION)

BRANCHAMIN41

(INJECTABLE;INJECTION)

APPLICANTNAME

UPJOHN

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

MS&D/MERCK

AMMCGAW/AMHOSP

TRAVENOLLABS

CUTTERLABS/MILES

CUTTERLABS/MILES

AMMCGAW/AMHOSP

TRAVENOLLABS

NDA#

APPROVALDATE

18-276

10-16-81

18-116

10-18-71

18-498

11-13-81

18-201

10-05-81

16-822

05-17-83

17-493

10-15-82

17-957

08-09-82

17-957

08-09-82

18-676

08-03-82

18-678

09-28-84

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

3987052

IO-I9-93
3980789

09-14-93

4158055

06-12-96

4158055

06-12-96

3781430

12-25-90

NS

09-24-86

NS

09-24-86

3950529NS

04-13-9309-24-86

4438144NS

03-20-0109-24-86

NDA'SAPPROVEDFROMI-I-82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

NWINO ACIDS

4x

AMINO ACIDS

6.5%

NWINO ACIDS

3.5%

NWINO ACIDS

3.

AMINO ACIDS

5.2%

AMINO ACIDS

5.5%

NWINO ACIDS

8.5%

AMINO ACIos

101

TRADE NAME

(DOSAGE FORM; ROUTE)

BRANCH/IM I N 4%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

NEOPHNW 6.5%

(INJECTABLE; INJECTION)

AMINOSYN 3.5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINosYN 3.51

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINESS 5.2% ESSENTIAL

AMINO ACIDS W/ HISTADINE

(INJECTABLE; INJECTION)

TRAVASOL 5.5%

W/O ELECTROLYTES

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TRAVASOL 8.5%

W/O ELECTROLYTES

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TRAVASOL I01

w/o ELECTRoLYTEs

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Ш
TRAVENOL LABS

CUTTER-VITRUM

ABBOTT LABORATORIES

ABBOTT LABORATORIES

CUTTER-VITRUM

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA #

APPROVAL DATE

I8­684

09-28-84

18-792

01-17-84

18-804

05-15-84

18-875

08-08-84

18-901

04-06-84

18-931

08-23-84

18-931

08-23-84

18-931

08-23-84

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

4438144

03-20-01

NS

09-24-86

NS

09-24-86

NS

09-24-86

NS

09-24-86

NS

09-24-86

IV-5



IV-6

SODIUMCHLORIDE

3.5%;ZIMG/IOGVIL;MMG/IOOML;

паче/шаль;234MG/IOOML

(INJECTABLE;INJECTION)

ACTIVEINGIEDIENNS)TRADENAMEAPPLICANTNAMENDA#PATENTII
(EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

NVIINOACIDSTROPHAMINE6%AMMCGAW/AMЮЗPI9-018NS

6%(INJECTABLE;INJECTION)07-20-8409-24-86

NWINOACIDS;CALCIUMACETATE;PERIPI-‘RAMINENWMCGAW/AMI-DSPI8-582NC

GLYCERIN;MAGNESIUMACETATE;(INJECTABLE;INJECTION)05-08-8209-24-86

PI-OSPFORICACID;POTASSIUMCHLORIDE;
SODILMACETATE;SODIUMCHLORIDE

3%;zEMG/IOOML;зем/поомь;

54MG/IO(ML;ммелоомь;
I49MG/IOOML;204MG/IOOVIL;

II7MG/IOШ".

РМШОACIDS;DEXTROSEAMINOSYN3.5%ABBOTTLABORATORIESI9-I20
3.5%;5%W/DEXTROSE5

%IO-II-84
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOACIDS;DEXTROSEAMINOSYN3.5%ABBOTTLABORATORIESI9-II8
3.5%;25%W/DEXTROSE25%IO-II-84

INPLASTICœNTAINER

(INJECTABLE;INJECTION)

NWIIDACIDS;DEXTROSENWINOSYN4.25%ABBOTTLABORATORIESI9-II9
4.25%;25%W/DEXTROSE25%IO-II-84

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOACIDS;MAGNESIUMACETATE;NWINOSYN3.5%MABBOTTLABORATORIESI8-804NC

PI-DSPI-DRICACID;POTASSIUMACETATE;INPLASTICCONTAINER05-I5-8409-24-86

TABLEIV.NDA'SAPPROVEDFROMI-I-82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM I­I­82 TO I­31­85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

NMINO ACIDS; MAGNESIUM ACETATE;

PHOSPHORIC ACID; POTASSIUM ACETATE;

SODIUM CHLORIDE

3.5%; 2IMG/IOOML; 4OMG/IOOML;

IZGWG/IOOML; 234MG/IOOML

NMINOACETIC ACID

I.5GM/IOOML

AMINOCAPROIC ACID

25OWG/ML

AMINOGLUTETHIMIDE

25OMG

AMINOPHYLLINE

3OOMG/5ML

AMINOPHYLLINE; SODIUM CHLORIDE

IOOMG/IOOML; 45OMG/IOOML

NWINOPHYLLINE; SODIUM CHLORIDE

20OMG/IOOML; 45OMG/IOOML

TRADE NAME APPLICANT NAME NDA # PATENT f EXCLUSIVITY

(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

AMINOSYN 3.5% M ABBOTT LABORATORIES I8­875 NC

IN PLASTIC CONTAINER 08-08-84 09-24-86

(INJECTABLE; INJECTION)

AMINOACETIC ACID I.5% TRAVENOL LABS I8-522

IN PLASTIC CONTAINER 02-19-82

(SOLUTION; IRRIGATION)

AMINOCAPROIC ACID ELKINS-SINN/AHROBINS I8-590
(INJECTABLE; INJECTION) 10­29­82

CYTADREN CIBA/CIBA-GEIGY I8-202 3595960

(TABLET; ORAL) 10­29­8O 07-27-88

3944671

03-16-93

SOMOPHYLLIN FISONS I8­232 NR

(ENEMA; RECTAL) 04-02-82 09-24-86

AMINOPHYLLINE w/ ABBOTT LABORATORIES I8­924

SODIUM CHLORIDE 0.45% 12­12­84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOPHYLLINE w/ ABBOTT LABORATORIES I8­924

SODIUM CHLORIDE 0.45% 12-12-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV­7



IV-8

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDAÍPATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

AMINOPHYLLINE;SODIUMCHLORIDEAMINOPHYLLINEW/ABBOTTLABORATORIESI8-924

4OOMG/IOOML;45OMG/IOOMLSODIUMCHLORIDE0.45%I2-I2-84
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOPHYLLINE;SODIUMCHLORIDEAMINOPHYLLINEW/ABBOTTLABORATORIESI8-924

5OOMG/IOOML;45OMG/IO0MLSODIUMCHLORIDE0.45%I2-I2-84
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMITRIPTYLINEHYDROCHLORIDEELAVILMSàD/MERCKI2-7033384663

IOMG(TABLET;ORAL)O4-07-6I05-2I-85
3428735

02-I8-86

AMITRIPTYLINEHYDROCHLORIDEELAVILMS&D/MERCKI2-7033384663

25MG(TABLET;ORAL)07-05-7405-2I-85
3428735

02-I8-86

AMITRIPTYLINEHYDROCHLORIDEELAVILMS&D/MERG<I2-7033384663

504G(TABLET;ORAL)04-07-6I05-2I-85

3428735

02-I8-86

AMITRIPTYLINEHYDROCHLORIDEELAVILMSAD/MEROKI2-7033384663

75MG(TABLET;ORAL)IO-28-7605-2I-85
3428735

02-I8-86

AMITRIPTYLINEHYDROCHLORIDEELAVILMS&D/MERCK12-7033384663

IOOMG(TABLET;ORAL)I0-28-76O5-2I-85

3428735

02-)8-86

TABLEIV.NDA'SAPPROVEDFROMI-I-82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

AMITRIPTYLINE HYDROCHLORIDE

I5OMG

AMITRIPTYLINE HYDROCHLORIDE

IOMG/ML

AMITRIPTYLINE HYDROCHLORIDE;

CHLORDIAZEPOXIDE

I2.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;

CHLORDIAZEPOXIDE

25M0; IOMG

AMITRIPTYLINE HYDROCHLORIDE;

PERPHENAZINE

IOMG; 4MG

AMITRIPTYLINE HYDROCHLORIDE;

PERPHENAZINE

Z5MG; 2MG

AMITRIPTYLINE HYDROCHLORIDE;

PERPHENAZINE

25MG; 4MG

AMITRIPTYLINE HYDROCHLORIDE;

PERPHENAZINE

IOMG; 2MG

TRADE NAME

(DOSAGE FORM; ROUTE)

ELAVIL

(TABLET ; ORAL)

ELAVIL

(INJECTABLE; INJECTION)

LIMBITROL

(TABLET; ORAL)

LIMBITROL

(TABLET; ORAL)

ETRAFON A

(TABLET; ORAL)

ETRAFON 2-25

(TABLET; ORAL)

ETRAFON-FORTE

(TABLET; ORAL)

ETRAFON 2-10

(TABLET; ORAL)

APPLICANT NAME

MS&D/MERG<

MS&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

SCHERING

SCHERING

SCHERING

NDA #

APPROVAL DATE

12-703

09-17-76

12-704

04-11-61

16-949

12-23-77

16-949

12-23-77

14-713

12-30-65

14-713

12-30-65

14-713

12-30-65

14-713

12-30-65

PATENT #те
3384663

05-21-85

3428735

02-18-86

3384663

05-21-85

3428735

02-18-86

3384663

05-21-85

4316897

02-23-99

3384663

05-21-85

4316897

02-23-99

3384663

05-21-85

3384663

05-21-85

3384663

05-21-85

3384663

05-21-85

EXCLUSIVITY

EXP. DATE

IV­9



IV-IO

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4­IOMS&D/MERCKI4­7I53384663

PERPHENAZINE(TABLET;ORAL)I2­30­65O5­2I­85

IOMG;4MG3428735

02­I8­86

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL2-25MS&D/MERCKI4­7I53384663

PERPHENAZINE(TABLET;ORAL)08-23-6505­2I­85

25MG;2MG3428735

02­I8­86

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL2­IOMSůD/MERCKI4­7I53384663

PERPHENAZINE(TABLET;ORAL)04-04-6705-21-85

IOMG;2MG3428735

02-I8-86

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-25MS&D/MERCKI4­7I53384663

PERPHENAZINE(TABLET;ORAL)08-25­6505-21-85

25MG;4MG3428735

02­I8­86

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-50MS&0/MEКCКI4­7I53384663

PERPHENAZINE(TABLET;ORAL)O3­I5­7805-21-85

50MB;4MG3428735

02­I8­86

AMOXAPINEASENDINLEDERLELABS/AMCYANI8-02I3546226

25MG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89

3681357

08-01-89

TABLEIV.NDA'SAPPROVEDFROMI-I-82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

NWOXAPINE

5OMG

AMOXAPINE

IOOMG

AMOXAPINE

I5OMG

AMRINONE LACTATE

EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;

DIHYDROCODEINE BITARTRATE

356.4MG; зомG; 16MG

ASPIRIN; CAFFEINE;
ORPHENADR I NE CI TRATE

ЗЗЫWС; 3OMG; 25MG

ASPIRIN; CAFFEINE;

ORPHENADRINE CITRATE

77OMG; 6OMG; 50M0

TRADE NAME

(DOSAGE FORM; ROUTE)

ASENDIN

(TABLET; ORAL)

ASENDIN

(TABLET; ORAL)

ASENDIN

(TABLET; ORAL)

INOCOR

(INJECTABLE; INJECTION)

SYNALGOS-DC

(CAPSULE; ORAL)

NORGESIC

(TABLET; ORAL)

NORGESIC FORTE

(TABLET; ORAL)

APPLICANT NAME

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

WINTHROP LABS/STERL

IVES LABS/AMHO

RIKER LABS/3M

RIKER LABS/3M

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-021 3546226

09-22-80 12-08-87

3663696

05-16-89

3681357

08-01-89

18-021 3546226

09-22-80 12-08-87

3663696

05-16-89

3681357

08-01-89

18-021 3546226

09-22-80 12-08-87

3663696

05-16-89

3681357

08-01-89

18-7OO 4072746 NCE

07-31-84 02-07-95 07-31-94

11-483

09-06-83

13-416

10-27-82

13-416

10-27-82



IV-I2

ACTIVEINGREDIENTS)

STRENGTH(S)

ASPIRIN;CAFFEINE;
PRoPoxYPIIENEHYDROCHLORIDE

389Mo;32.4мG;32Mo

ASPIRIN;CAFFEINE;
PROPOXYPHENEHYDROCHLORIDE

3894G;32.414G;65MG

ASPIRIN;CARISOPRODOL

325MG;2004G

ASPIRIN;CARISOPRODOL;

œDEINEPI-OSPHATE

325MG;2004G;I6MG

ASPIRIN;MEPRCBAMATE

325MG;2004G

ASPIRIN;PENTAZOCINEHYDROCHLORIDE

325MG;EQI2.5MGBASE

ATENOLOL

504G

ATENOLOL

I004G

TRADENAME

(DOSAGEFORM;ROUTE)

DARVONœMPOUND

(CAPSULE;ORAL)

DARVONœMPOUND-65

(CAPSULE;ORAL)

SOMAœMPOUND

(TABLET;ORAL)

SOMAœMPOUNDW/œDEINE

(TABLET;ORAL)

EQUAGESIC

(TABLET;ORAL)

TALWINœMPOUND

(TABLET;ORAL)

TENORMIN

(TABLET;ORAL)

TENORMIN

(TABLET;ORAL)

APPLICANTNAME

ELILILLYINDSTRS/PR

ELILILLYINDSTRS/PR

WALLACEPHARMS/C-W

WALLACEPHARMS/C-W

WYETHLABS/AMI-D

WlNTHROPLABS/STERL

STUARTPHARMS/ICIAM

STUARTPHARMS/ICIAM

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

I0-996
03-08-83

IO-996

03-08-83

12-365

07-11-83

12-366

07-11-83

II-702
I2-29-83

I6-89I4IO5659

II-I2-7508-08-95

I8-2403663607

08-I9-8IO5-I6-89
3934032

0I­20-93
383667I

09-I7-9I

I8-2403663607

08-I9-8I05-I6-89
3934032

0I-20-93
383667I

09-I7-9I

NDA'SAPPROVEDFROMI-I-82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM I­I­82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ATENOLOL; CHLORTHALIDONE

IOOMG; 25MG

ATENOLOL; CHLORTHALIDONE

50MG; 25MG

ATRACURIUM BESYLATE

IOMG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE

0.025MG; O.5MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE

0.025MG; IMG

AZATADINE MALEATE

IMG

AZATADINE MALEATE;

PSEUDOEPHEDRINE SULFATE

IMG; I20MG

TRADE NAME

(DOSAGE FORM; ROUTE)

TENORETIC 100

(TABLET; ORAL)

TENORETIC 50

(TABLET; ORAL)

TRACRIUM

(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH

(TABLET; ORAL)

MOTOFEN

(TABLET; ORAL)

OPTIMINE

(TABLET; ORAL)

TRINALIN

(TABLET, CONTROLLED

RELEASE; ORAL)

APPLICANT NAME

STUART PHARMS/ICI AM

STUART PHARMS/ICI AM

BURROUGHS WELLCOME

MCNEIL LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-760 3663607 NC

06-08-84 05-16-89 09-24­86

3934032

01-20-93

3836671

09-17-91

18-760 3663607 NC

06-08-84 05-16­89 09-24­86

3934032

01-20-93

3836671

09-17-91

18-831 4179507 NCE

11-23­83 12-18-96 11-23-93

17-744 3646207

07-14-78 02-28-89

17-744 3646207

07-14-78 02-28-89

17-601 3419565

03-29­77 12-31-85

3717647

02-20-90

18-506 3419565 NC

03-23-82 12-31-85 09-24-86

3717647

02-20-90



IV-I4

ACTIVEINGREDIENT(S)

STRENGTH(S)

BACLOFEN

IOMG

BACLOFEN

20w;

BENDROFLUMETHIAZIDE

2.5MG

BENDROFLUMETHIAZIDE

5MG

BENDROFLUMETHIAZIDE

IOMG

BENDROFLUMETHIAZIDE;NADOLOL

5MG;4OMG

BENDROFLUMETHIAZIDE;NADOLOL

5MG;804G

BENTIROMIDE

50OMG/7.5ML

BETAMETHASONE

O.6MG

TRADENAME

(DOSAGEFORM;ROUTE)

LIORESAL

(TABLET;ORAL)

LIORESALDS

(TABLET;ORAL)

NATURETIN­2.5

(TABLET;ORAL)

NATURETIN-5

(TABLET;ORAL)

NATURETIN-IO

(TABLET;ORAL)

CORZIDE

(TABLET;ORAL)

CÚRZIDE

(TABLET;ORAL)

CHYMEX

(SOLUTION;ORAL)

CELESTONE

(TABLET;ORAL)

APPLICANTNAME

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ADRIALABORATORIES

SCHERING

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

I7-8513471548

11-22-7710-07-86

I7­8513471548NS

OI-20-82IO-07-8609-24-86

I2-I643392I68

I2-O7-5907-09-85

I2-I643392I68

I2-O7-5907-09-85

12-I643392I68

03-29-7707-09-85

I8-6473982021NC

05-25-8309-2I-9309-24-86

3935267

0I-27-93

I8-647398202INC

05-25-8309-2I-9309-24-86

3935267

01-27-93

I8-366380I562NCE

I2-29-8304-02-9112-29-93

3745212

07-I0-90

I2-6573485854

04-I7-6I12-23-86

TABLEIV.NDA'SAPPROVEDFROMI-I-82TO1-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

BETNWETHASONE

O.6MG/5ML

BETAMETHASONE

0.25

ВETДWETНAЗONE AСETATE;

BETAMETHASONE SODIUM PHOSPHATE

EMG/ML; EQ SMG BASE/ML

BETNWETHASONE DIPROPIONATE

EQ 0.05% BASE

BETNWETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETNWETHASONE DIPROPIONATE

EQ 0.05% BASE

BETNWETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETNWETHASONE DIPROPIONATE

EQ 0.05% BASE

TRADE NAME

(DOSAGE FORM; ROUTE)

CELESTONE

(SYRUP; ORAL)

CELESTONE

(CREAM; TOPICAL)

CELESTONE SOLUSPAN

(INJECTABLE; INJECTION)

DIPROLENE

(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE

(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE

(CREAM; TOPICAL)

ALPHATREX

(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE

(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE

(OINTMENT; TOPICAL)

ALPHATREX

(OINTMENT; TOPICAL)

DIPROSONE

(CREAM; TOPICAL)

DIPROSONE

(OINTMENT; TOPICAL)

APPLICANT NAME

SCHERING

SCHERING

SCHERING

SCHERING

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

SCHERING

SCHERING

NDA #

APPROVAL DATE

PATENT #

EXP. DATE EXP. DATE

I4­2I5
04-18-64

14-762

04-10-64

I4­602

03-03-65

18-741

07-27-83

19-136

06-26-84

19-137

06-26-84

19-138

06-26-84

19-140

09-04-84

19-141

09-04-84

19-143

09-04-84

17-536

01-29-75

17-691

04-15-76

3485854

12-23-86

3485854

12-23-86

3485854

12-23-86

D-I

09-24-86

D-l

09-24-86

EXCLUSIVITY

IV­I5



IV­I6

ACTIVEINGREDIENT(S)

STRENGTH(S)

BETNWETHASONEDIPROPIONATE

EQ0.05%BASE

BETAMETHASONEDIPROPIONATE

EQ0.1%BASE

BETAMETHASONED1PROPЮNATE;cLoTRIMAzoLE

Eo0.051BASE;l1

BETAMETHASONEVALERATE

EQ0.1%BASE

BETAMETHASONEVALERATE

EQ0.|5BASE

BETAMETHASONEVALERATE

EQ0.1%BASE

BETAMETHASONEVALERATE

EQ0.1%BASE

BETAMETHASONEVALERATE

EQ0.1%BASE

BETAMETHASONEVALERATE

EQ0.1%BASE

BETAMETHASONEVALERATE

EQ0.1%BASE

TRADENAME

(DOSAGEFORM;ROUTE)

DIPROSONE

(LOTION;TOPICAL)

DIPROSONE

(AEROSOL;TOPICAL)

LOTRISONE

(CREAM;TOPICAL)

BETA-VAL

(CREAM;TOPICAL)

BETADERM

(CREAM3TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM:TOPICAL)

BETATREX

(CREAM;TOPICAL)

BETATREX

(01NTMENT;TOPICAL)

BETAMETHASONEVALERATE

(OINTMENT;TOPICAL)

APPLICANTNAME

SCHERING

SCHERING

SCHERING

LEMMON

TJROACO

PHARMADERM/BYK-GLDN

EFOUGERA/BYK­GLDN

SAVAGELABS/BYK-GLDN

SAVAGELABS/BYK­GLDN

PHARMADERM/BYK-GLDN

NDAÍPATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17­781D-I

02-0I-7709-24-86

17-8290-1

05-24-7709-24-86

I8-8273660577NC

07­IO­8405-02-8909-24-86

3705172

12-05-89

4298604

11-03-98

3839573

I0-01-91

I8-642

03-24-83

I8-839
06-30-83

I8-860
08-31-83

I8-861

08-3I-83

I8-862

08-31-83

I8-863

08-31-83

I8-864

08-31-83

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

BETAMETHASONE VALERATE

EQ 0.15 BASE

BETNWETHASONE VALERATE

EQ 0.1% BASE

BETNWETHASONE VALERATE

EQ 0.1% BASE

BETAMETHASONE VALERATE

EQ 0.1% BASE

BETHANIDINE SULFATE

IOMG

BETHANIDINE SULFATE

25MG

в 1ToLTERoL MESYLATE

0. 85

BRETYLIUM TOSYLATE

5OMG/ML

BROMOCRIPTINE MESYLATE

EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE

EQ 5MG BASE

TRADE NAME

(DOSAGE FORM; ROUTE)

BETAMETHASONE VALERATE

(OINTMENT; TOPICAL)

BETAMETHASONE VALERATE

(LOTION; TOPICAL)

BETATREX

(LOTION; TOPICAL)

BETAMETHASONE VALERATE

(LOTION; TOPICAL)

TENATHAN

(TABLET; ORAL)

TENATHAN

(TABLET; ORAL)

TORNALATE

(AEROSOL; INHALATION)

BRETYLOL

(INJECTABLE; INJECTION)

PARLODEL

(TABLET; ORAL)

PARLODEL

(CAPSULE; ORAL)

Ш
E FOUGERA/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/BYK-GLDN

AH ROBINS

AH ROBINS

WINTHROP-BREON/STERL

AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

NDA # PATENT i EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

I8­865

08-31-83

18-866

08-31-83

18-867

08-31-83

18-870

08-31-83

17-675 3495013

05-29-81 02-10-87

17-675 3495013

05-29-81 02-10-87

18-770 4138581 NCE

12-28-84 02-06-96 12-28-89

17-954 RE296I8

07-18-78 04-29-86

17-962 3752888 1-16

06-28-78 08-14-90 12-14-87

3752814

08-14-90

17-962 3752888 1-16

03-01-82 08-14-90 12-14-87

3752814

08-14-90

IV­I7
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-226 3634583 NCE

O.25MG/ML (INJECTABLE; INJECTION) 02-28-83 01­11-89 02-28-93

3806534

04-23-91

BUPIVACAINE HYDROCHLORIDE; DEXTROSE MARCAINE SPINAL BREON LABS/STERLING I8­692 NC

0.75%; 8.25% (INJECTABLE; INJECTION) 05-04-84 09-24-86

BUPIVACAINE HYDROCHLORIDE; SENSORCAINE ASTRA PHARM PRODS 18-304

EPINEPHRINE BITARTRATE (INJECTABLE; INJECTION) 09-02-83

0.55; 0.009IMG/ML

BUPIVACAINE HYDROCHLORIDE; SENSORCAINE ASTRA PHARM PRODS 18-304

EPINEPHRINE BITARTRATE (INJECTABLE; INJECTION) 09-02-83

0.75%; 0.009IMG/ML

BUTORPHANOL TARTRATE STADOL BRISTOL LABS/B-M I7­857 3819635

IMG/ML (INJECTABLE; INJECTION) 08-22-78 06-25-91

BUTORPHANOL TARTRATE STADOL BRISTOL LABS/B-M I7­857 3819635

2MB/ML (INJECTABLE; INJECTION) 08-22-78 06-25-91

CALCEFEDIOL, ANHYDROUS CALDEROL UPJOHN I8­3I2 3833622

0.02MG (CAPSULE; ORAL) 08-05-80 09-03-91

3565924

03-23-86

CALCEFEDIOL, ANHYDROUS CALDEROL UPJOHN 18-312 3833622

0.05MG (CAPSULE; ORAL) 08-05-80 09-03-91

3565924

03-23-86

CALCITONIN CALCIMAR ARMOUR PHARM I7­769 1-18

2OO IU/VIAL (INJECTABLE; INJECTION) 12-21-84 12-21-87

IV­I9



IV­20

ACTIVEINGREDIENT(S)

STRENGTH(S)

CALCITONIN

4OOIU/VIAL

CALCITRIOL

0.25UGM

CALCITRIOL

0.5UGM

CALCIUMCHLORIDE;DEXTROSE;

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMACETATE;
SODIUMCHLORIDE;SODIUMCITRATE

34MG/IO0ML;5GM/IO0ML;30MG/lO0ML;

74MG/IO0ML;640MG/IO0ML;5O0MG/IOOML;

74MG/IOOML

CALCIUMCHLORIDE;DEXTROSE;

MAGNESIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE

51OMG/IOOML;BOGM/IOOML;20OMG/IOOML;

9.2GM/IO0ML;9,6GM/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

CALCIMAR

(INJECTABLE;INJECTION)

ROCALTROL

(CAPSULE;ORAL)

ROCALTROL

(CAPSULE;ORAL)

ISOLYTEEW/DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DIALYTECONCENTRATE

W/DEXTROSE30%

INPLASTICCONTAINER

(SOLUTION;INTRAPERITONEAL)

APPLICANTNAME

ARMOURPHARM

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

NDAЖPATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17-497I-I8
I2­2I­84I2­2I­87

I8­0443697559

08-17-7810-10-89

439I802

07-05-00

4341774

07-27-99

4225596

09-30-97

I8­0443697559

08-17-7810-10-89

439I802

07-05-00

4341774

07-27-99

4225596

09-30-97

18-269

0I-17-83

I8-807

08-26-83

ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.NDA'SAPPROVEDFROMI­l­82TO1-31-85



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I­3I­85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH( S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE

51OMG/IOOML; 5OGM/IOOML; 20OMG/IOOML;

9. ZGJI/l OМ; 9. ÓG4/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE

51OMG/IOOML; 3OGM/IOOML; 20OMG/IOOML;

9.4GM/IOOML; IIGM/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE

51OMG/IOOML; 5OGM/IOOML; 2OOMG/IOOML;

9.4GM/IOOML; IIGM/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25.7MG/IOOML; I.5GM/IOOML;

I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25.7MG/IOOML; 2.5GM/IOOML;

I5. 2MG/I OWL; 567MG/I 00ML; 392MG/I 00ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25.7MG/IOOML; 4.25GM/IOOML;

I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DIALYTE OONCENTRATE

w/ DEXTROSE 50%

т PLASTIC CONTAINER
‹зошт loN ; INTRAPER 1томам)

D IALYTE œNCENTRATE

W/ DEXTROSE 30%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DIALYTE OONCENTRATE

W/ DEXTROSE 50%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE I.5%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

APPLICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM I-DSP

AM MCGAW/AM HOSP

DELMED

DELMED

DELMED

NDA #

APPROVAL DATE

18-807

08-26-83

18-807

08-26-83

18-807

08-26-83

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

IV­2I



22-М

3.I.VG ’8X3

All A l SIT'I0X3
ÉIlVG '8X3

я
!‘

1N31Ус1

ПУЗNШ. 1 ¿B8VëLLN I fN01 ЦПO‘З)

83NIVlNœ 01.I.SV18 NI

1VIIOOI/OWEII'7 f1IIÚOI/‘ÖWB2S

s1NOO 1/ON80 ’S 51WOOI/NOS2 ’7 s19400 I/ONL 'S2

3lVl0Vî WÍIICDS
ЁЮШO'ТНЭ WIIOOS f3GI8O1H0 NTIS3NSVW

53$O81Х30 s3G I UO'TH0 W0 1 0'IV0

1MOI/OWB77 f1I'vIOOI/OI'IS29 :WOI/OINSO'S
f'TI'IIOOI/IMIOS'2 f1IrDOI/OIIIL'S2

3lVl0V1 WI'IICDS

s3OIEIO1H0 WIIOOS 5ЗGШO1Н0 WIIS3NSVW

f3SOèLLX3CI s3OIÈIO1H0 WÍII0'IV0

1w00 l/swsvv f1w00 пешая; f1w00 l /owao ‘9

Пилот/705‘1 З'Мооп/эш'ег
31v10v1 Wnloos

f301801H0 wnloos 1301801Ho MnlsaNsvw

fasoulxao s301»01H0 Mn101v0

"IVIOOI/ONZÖ2 5TW00I/ONL99 f1IAOOI/ONZ'SI

'MOOI/OWB7? fîMDOI/OWS2S f1IMDOI/ONBO'9

51W001/Ю92‘7 s1IMIOOI/EJI/IL'S2

31V10V'1 WnlOOS

f301801Н0 ШШОS s3GIÈIO1H0 WIIS3NSVW

s3$O81Х30 s3GIëIO1HÍI W0I01V0

"ПЛЮШ/O74877 “НОШ/O94829 f1WOOМЭИВO'Б

:NUDI/MBS? s'II¢‘K)OI/€)WL'§2
31V10V`I WIIGOS

s30IëIO"IH0 WnIOOS f3GIèIO1H0 NÍIIS3NOVN

s3SOÄLLX3Ü s3GIMO1H0 N'II01V0

1MIOOI/‘SVIBII7 f'l/IDOI/SVB2S f1УЮOНOИВO'Б

f1IrKJOI/IMBS'I fîIAOOI/OIAIL'S2

3lVl0V'T NÍTICDS

f3GIèIO1H0 WI'IIOOS f3GIÈIO1H0 WIIS3NSVW

f3SOëLLX3G f301 8O1H0 W0 I 01V0

(S)H1ON38.LS

(S).I.N3I03&)NI 3AI10V

za-Lo-Lo íçz'v asoulxao /M
вас-в1 S31u01vuoav1 lloaav Mn-1osua8Nl

(1v3N01lu38vu1Nl fполипов)

нэм1ч1моо 0llSV18 Nl
ze-Lo-Lo 1S'z asoalxao /M
6L§­81 saluolvuoav1 lloaev w1-1osu38Nl

(1v3N01lua8vu1Nl fN011n1os>

aaNlvlNoo o11sv18 Nl

za-Lo-Lo $s‘1 asoalxao /M
вас-е I $3 I нон/вони"! 110999 Mn-`IOSHÈ-JCINI

(1v3N01l838vu1Nl fN011n1os>

uaNlvlNoo 011sv18 Nl

wnssaNevw M01

va-of-ll $9г‘7 ззои1хзо /M

fsa-81 03W130 хзчзчэо

(1У3N011838У81N1 fNolln1os)
uaNlvlNoo o11sv18 мп

wnlsaNsvw M01

vs-of-ll $s‘z asoalxso /M
{88-81 03w130 хзчычзо

(1v3N01lu38vu1Nl fN011n10s)

uaNlviNoo ollsv18 Nl
wnlsaNsvw M01

ve-oï-ll %§‘1 asoulxao /M

ias-81 03w130 x315130

sivo 1vAou88v (31008 гиноз 3OV300)

# усы awvN 1Nv0I188v awvN aoval

Nollvwuo3Nl ¿Naive alvlu8ou88v HllM s.v0N GNV sa-lf-l 01 za-l-l wou3 озAонаач s.v0N ’Al 319V;



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE

26MG/IOOML; 2.5GM/IOOML; I5MG/IOOML;

560MG/IOOML; 390MG/IOOML

CALCIUM CHLORIDE; DEXTROSE;

POTASSIUM CHLORIDE; SODIUM CHLORIDE

33MG/IOOML; 5GM/IOOML;

3OMG/IOOML; 8ÓOMG/IOOML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE

I6. 5MG/ML; 25. 4MG/ML; 74. 6MG/ML;
I2IMG/ML; I6.IMG/ML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE; SODIUM CITRATE

35MG/IOOML; 3OMG/IOOML; 74MG/IOOML;

64OMG/IOOML; 500MG/IOOML; 74MG/IOOML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE;

SODIUM CHLORIDE

I7.6MG/IOOML; 325.3MG/IOOML;

II9.3MG/IOOML; 643MG/IOOML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM ACETATE; SODIUM CHLORIDE

ZOMG/ I OOVIL; 3G4G/ I 00ML ; 380MG/ I 00ML;

60OMG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DIALYTE

w/ DEXTROSE 2.5%

IN PLASTIC CONTAINER

(soLuT ION; I NTRAPI':R I TONEAL)

DEXTROSE 5% AND RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TPN ELECTROLYTES

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ISOLYTE E

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PLEGISOL

IN PLASTIC CONTAINER

(SOLUTION;

PERFUSION, CARDIAC)

ACETATED RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

AM MCGAW/AM HOSP

TRAVENOL LABS

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

NW MCGAW/AM HOSP

NDA #

APPROVAL DATE

18-460

11-02-83

18-635

02-07-83

18-895

07-20-84

18-899

10-31-83

18-608

02-26-82

18-725

11-29-82

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

NC

09-24-86

NC

09-24-86

IV­23



IV­24

ACTIVEINGREDIENT(S)

STRENGTH(S)

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;

SODIUMCHLORIDE

33WG/IO0ML;3OMG/IOOML;860MG/IOOML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

33MG/IO0ML;3OMG/IOOML;86OMG/IO0ML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

33MG/IOOML;3OWG/IOOML;86OMG/IOOML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE;SODIUMLACTATE

20MG/IOOML;3OMG/IOOML;

60OMG/IOOML;3IOMG/IOOML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE;SODIUMLACTATE

204С/IOOVIL;3OMG/I00ML;

ÖOGWG/IOOML;3IOMG/IOOML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE;SODIUMLACTATE

ZOVIG/IOOML;304G/1OOVIL;

60OMG/IOOML;3IOMG/IOOML

CALCIUMMETRIZOATE;MAGNESIUMMETRIZOATE;
MEGLUMINEMETRIZOATE;METRIZOATESODIUM

0.78MG/ML;O.I5MG/ML;75.9MG/ML;I6.6MG/ML

CALCIUM;MEGLUMINE;METRIZOICACID

O.35MG/ML;140.IMG/ML;461.8MG/ML

TRADENAME

(DOSAGEFORM;ROUTE)

RINGER'S

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

RINGERSINJECTION

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

RINGER'S

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

LACTATEDRINGER'S

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

LACTATEDRINGER'S

INPLASTICCONTAINER

(SOLUTION:IRRIGATION)

LACTATEDRINGER'S

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

ISOPAQUE440

(INJECTABLE;INJECTION)

ISOPAQUE280

(INJECTABLE;INJECTION)

ШTRAVENOLLABS

TRAVENOLLABS

NWMCGAW/AMHOSP

TRAVENOLLABS

НWMCGAW/AMHOSP

TRAVENOLLABS

WINTHROPLABS/STERL

WINTHROPLABS/STERL

NDA#

APPROVALDATE

I8-495

02-19-82

I8-648
02-07-83

I8-72I
11-09-82

I8-494

02-19-82

I8-68I
12-27-82

I8-921

04-03-84

I6-847

11­17-73

17-506

04-30-74

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

3476802

11-04-86

3476802

11-O4-86

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I­3I­85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CAPTOPRIL

I2.5MG

CAPTOPRIL

25MG

CAPTOPRIL

5OWG

CAPTOPRIL

IOOMG

CAPTOPRIL; HYDROCHLOROTHIAZIDE

25MG; 15MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE

SOMG; I5MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE

5OMG; 25MG

TRADE NAME

(DOSAGE FORM; ROUTE)

CAPOTEN

(TABLET;

CAPOTEN

(TABLET;

CAPOTEN

(TABLET;

CAPOTEN

(TABLET;

CAPOZIDE

(TABLET;

CAPOZIDE

(TABLET;

CAPOZIDE

(TABLET;

ORAL)

ORAL)

ORAL)

ORAL)

25/I5
ORAL)

50/I5
ORAL)

50/25

ORAL)

ER

ER

ER

ER

ER

SQUIBB

SQUIBB

SQUIBB

SQUIBB

S00188

S00188

S00188

APPLICANT NAME

AND SONS

AND SONS

AND SONS

AND SONS

AND SONS

AND SONS

AND SONS

NDA #

APPROVAL DATE

18-343

01-17-85

18-343

04-06-81

18-343

04-06-81

18-343

04-06-81

I8­709
10-12-84

I8­709
10-12-84

I8­709
10-12-84

PATENT #

EXP. DATE

4105776

08-08-95

4105776

08-08-95

4105776

08-08-95

4105776

08-08-95

4105776

08-08-95

4217347

08-12-97

4105776

08-08-95

4217347

08-12­97

4105776

08-08-95

4217347

08-12-97

EXCLUSIVITY

EXP. DATE

1-20

09-24-86

D-7

10-12-87

1-20

09-24-86

D-7

10-12-87

1-20

09-24-86

D-7

10-12-87

1-20

09-24-86

D-7

10-12-87

NC

10-12-87

NC

10-12-87

NC

10-12-87

IV­25



IV­26

ACTIVEINGREDIENT(S)

STRENGTH(S)

CARBAMAZEPINE

20OMG

CARBAMAZEPINE

IOOMG

CARBIDOPA

25MG

CARBIDOPA;LEVODOPA

IOMG;IOOMG

CARBIDOPA;LEVODOPA

25MG;250MG

TRADENAME

(DOSAGEFORM;ROUTE)

TEGRETOL

(TABLET;ORAL)

TEGRETOL

(TABLET,CHEWABLE;ORAL)

LODOSYN

(TABLET;ORAL)

SINEMET

(TABLET;ORAL)

SINEMET

(TABLET;ORAL)

APPLICANTNAME

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

NDA#

APPROVALDATE

I6­608

03-II­68

I8­28I

I2­I4­8I

17-830

04-25-77

17-555

05-02-75

17-555

05-02-75

PATENT#

EXP.DATE

EXCLUSIVITY

EXP.DATE

44092I2

IO-II­OO

44092I2

IO-II-OO

3462536

08­I9­86
3830827

08-20-91

3781415

12-25-90

3462536

08-19-86

3769424

10-30-90

3781415

12-25-90

3830827

08-20-91

RE29892

10-30-90

3462536

08-39-86

3769424

10-30-90

378I4I5
12-25-90

3830827

08-20-9I

RE29892

I0-30-90

NDA'SAPPROVEDFROM1-1-82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CARBIDOPA; LEVODOPA

25MG; IOOMG

CARBOPROST TROMETHAMINE

EQ O.25MG BASE/ML

CELLULOSE SODIUM PHOSPHATE

2.5GM/PACKET

CERULETIDE DIETHYLAMINE

0.02MG/ML

CHENODIOL

25OMG

CHLORDIAZEPOXIDE

25MG

CHLORDIAZEPOXIDE

5MG

CHLORDIAZEPOXIDE

IOMG

CHLORDIAZEPOXIDE

3OMG

TRADE NNVIE

(DOSAGE FORM; ROUTE)

SINEMET

(TABLET; ORAL)

PROSTIN/ISW

(INJECTABLE; INJECTION)

CALCIBIND

(POWDER; ORAL)

TYMTRAN

(INJECTABLE; INJECTION)

CHENIX

(TABLET; ORAL)

LIBRITABS

(TABLET; ORAL)

LIBRITABS
(TABLET ; ORAL)

LIBRITABS

(TABLET; ORAL)

LIBRELEASE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

APPLICANT NAME

MSàD/MERCK

UPJOHN

MISSION PHARMACAL

ADRIA LABORATORIES

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-555 3462536

05-02-75 08-19-86

3769424

10-30-90

3781415

12-25-90

3830827

08-20-91

RE29892

10-30-90

17-989 3728382

01-09-79 04-17-90

18-757 NCE

12-28-82 12-28-92

18-296 3472832

12-24-81 10-14-86

18-513 NCE

07-28-83 07-28-93

13-071 4316897

10-31-66 02-23-99

13-071 4316897

10­31­66 02-23-99

13-071 4316897

10-31-66 02-23-99

17-813 4316897 NDF

09-12-83 02-23-99 09-24-86

IV­27



IV­28

ACTIVEINGîEDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

CI-LORDIAZEPOXIDEHYDROCHLORIDELIBRIUMROCHEPRODUCTSI2­24943I6897

5MG(CAPSULE;ORAL)02-24-6002-23-99

CI-LORDIAZEPOXIDEHYDROCHLORIDELIBRIUMROCHEPRODUCTS12-24943I6897

104G(CAPSULE;ORAL)02-24-6002-23-99

CHLORDIAZEPOXIDEHYDROCHLORIDELIBRIUMROCHEPRODUCTS12-24943I6897

25MG(CAPSULE;ORAL)02-24-6002-23-99

CI-LORDIAZEPOXIDEHYDROCHLORIDELIBRIUMFDFFMANN-LAROCHE12-3O143I6897

1O04G/РМP(INJECTABLE;INJECTION)07-21-6102-23-99

CI-LORDIAZEPOXIDEHYDROCHLORIDE;LIBRAXI-DFFMANN-LAROCHE12-75043I6897

CLIDINILMBROMIDE(CAPSULE;ORAL)05-02-6102-23-99

5MG;2.5MG

CHLORDIAZEPOXIDE;ESTROGENS,CONJUGATEDMENRIUM5-2HOFFMANN-LAROCHE14-74043I6897

5МG;0.2МG(TABLET;ORAL)10-27-6902-23-99

CHLORDIAZEPOXIDE;ESTROGENS,CONJUGATEDMENRIUM5-4ЮРРMANN-1.AROCHE14-74043I6897

5MG;O.4MG(TABLET;ORAL)I0-27-6902-23-99

CHLORDIAZEPOXIDE;ESTROGENS,œNJUGATEDMENRIUM10-4IOFFMANN-LAROCHE14-74043I6897

IOMG;O.4MG(TABLET;ORAL)10-27-6902-23-99

CI-LOROXINECAPITROLWESTWOODPHARMS17-5943886277

2%(SHAMPOO;TOPICAL)I0­19­7605-27-92

CI-LORTHALIDONE;CLONIDINEHYDROCHLORIDEOOMBIPRESBOEI-RINGERINGELHEIMI7-5033454701

15MG;O.IMG(TABLET;ORAL)08-22-7407-08-86

CI-LORTHALIDONE;CLONIDINEHYDROCHLORIDECCMBIPRESBOEHRINGERINGELHEIM17­5033454701

15MG;0.2MG(TABLET;ORAL)08-22-7407-08-86

TABLEIV.IDA'SAPPROVEDFROM1-I-82TO1-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE

I5MG; 0.3MG

CI-OLESTYRAMINE

EQ 4GM RESIN/PACKET

CHOLESTYRAMINE

E0 4GM RESIN/PACKET

CHYMOPAPAIN

I2,5OO UNITS/VIAL

CHWWOPAPAIN

IO,000 UNITS/VIAL

CHWWOPAPAIN

4,000 UNITS/VIAL

с ICLoRIRox oLAMINE

11

CIMETIDINE

20OMG

CIMETIDINE

3OOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

COMBIPRES

(TABLET; ORAL)

QUESTRAN

(POWDER; ORAL)

QUESTRAN

(POWDER; ORAL)

DISCASE

(INJECTABLE; INJECTION)

CHYMODIACTIN

(INJECTABLE; INJECTION)

CHYMODIACTIN

(INJECTABLE; INJECTION)

LOPROX

(CREAM; TOPICAL)

TAGAMET

(TABLET; ORAL)

TAGAMET

(TABLET; ORAL)

APPLICANT NAME

BOEHRINGER INGELHEIM

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

TRAVENOL LABS

SMITH LABORATORIES

SMITH LABORATORIES

HOECHST-ROUSSEL

SK&F LAB

SK&F LAB

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-503 3454701

04-10-84 07-08-86

16-019 3383281 1-23

12-06-66 05-18-85 09-24-86

16-640 3383281 1-23

08-03-73 05-18-85 09-24-86

18-625 NCE

01-18-84 11-10-92

18-663 4439423 NCE

11-10-82 03-26-01 11-10-92

18-663 4439423 NCE

08-21-84 03-26-01 11-10-92

18-748 3883545 NCE

12-30-82 05-13-92 12-30-92

17-920 3950333

08-16-77 04-13-93

4024271

05-17-94

17-920 3950333

08-16-77 04-13-93

4024271

05-17-94

IV­29



IV­3O

ACTIVEINGQEDIENUS)

STRENGTH(S)

CIMETIDINE

4OOMG

CIMETIDINEHYDROCHLORIDE

EQ300MGBASE/5ML

CIMETIDINEHYDROCHLORIDE

EQI5OWGBASE/ML

CINOXACIN

25OMG

CINOXACIN
500MG

CISPLATIN

O.5MG/ML

CITRICACID;MAGNESIUMOXIDE;
SODIUMCARBONATE

3.Z4GM/IOOML;38OMG/IOOML;43OMG/IOOML

CITRICACID;MAGNESIUMOXIDE;
SODIUMCARBONATE

3.24GM/IOOML;380MG/IOOML;43OMG/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

TAGAMET

(TABLET;ORAL)

TAGAMET

(SOLUTION;ORAL)

TAGAMET

(INJECTABLE;INJECTION)

CINOBAC

(CAPSULE;ORAL)

CINOBAC

(CAPSULE;ORAL)

PLATINOL-AQ

IRRIGATINGSOLUTIONG

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

UROLOGICG

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

APPLICANTNAME

SK&FLAB

SK&FLAB

SK&FLAB

ELILILLY

ELILILLY

BRISTOLLABS/B-M

TRAVENOLLABS

ABBOTTLABORATORIES

NDA#
MP-PrïïvMLDATE

17-920

12-14-83

17-924

08-16-77

17-939

08-16-77

18-067

06-13-80

18-067
06-13-80

18-507

07-18-84

18-519

06-22-82

18-904

05-27-83

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

3950333NS

04­I3­9309-24-86

4024271

05-17-94

3950333

04-13-93

4024271

05-17-94

3950333

04-13-93

4024271

05-17-94

3669965

06-13-89

3669965

06-13-89

4177263NDF

12-04-9609-24-86

NC

09-24-86

NC

09-24-86

TABLEIV.NDA'SAPPROVEDFROM1­I­82TOI-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CLEMASTINE FUMARATE;

PHENYLPROPANOLAMINE HYDROCHLORIDE

EQ IMG BASE; 75MG

CLOMIPHENE CITRATE

5OMG

CLONAZEPAM

O.5MG

CLONAZEPAM

IMG

CLONAZEPAM

2MG

CLONIDINE

2.5MG

CLONIDINE

5MG

CLONIDINE

7.5MG

CLONIDINE HYDROCHLORIDE

0.IMG

CLONIDINE HYDROCHLORIDE

O.

TRADE NAME

(DOSAGE FORM; ROUTE)

TAVIST D

(TABLET, CONTROLLED

RELEASE; ORAL)

CLOMIPHENE CITRATE

(TABLET; ORAL)

CLONOPIN

(TABLET; ORAL)

CLONOPIN

(TABLET; ORAL)

CLONOPIN

(TABLET; ORAL)

cATARREs-TTs-I

(г ILM, ooNTRoLLEo RELEASE ;

PERCUTANEOUS)

CATAPRES-TTS-Z

(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)

CATAPRES­TTS­3

(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)

CATAPRES

(TABLET; ORAL)

CATAPRES

(TABLET; ORAL)

APPLICANT NAME

DORSEY LABS/SANDOZ

PLANTEX/IKAPHARM

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

BOEHRINGER

BOEHRINGER

BOEHRINGER

BOEHRINGER

BOEHRINGER

INGELHEIM

INGELHEIM

INGELHEIM

INGELHEIM

INGELHEIM

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-298 3933999 NDF

12-15-82 01-20-93 09-24-86

18-361

03-22-82

17-533 4316897

06-04-75 02-23-99

17-533 4316897

06-04-75 02-23-99

17-533 4316897

06-04-75 02-23-99

18-891 3454701 NR

10-10-84 07-08-86 10-10-87

18-891 3454701 NR

10-10-84 07-08-86 10-10-87

18-891 3454701 NR

10-10-84 07-08-86 10-10-87

17-407 3454701

09-03-74 07-08-86

17-407 3454701

09-03-74 07-08-86

IV­3I



IV­32

ACTIVEINGREDIENT(S)

STRENGTH(S)

CLONIDINEHYDROCHLORIDE

0.3MG

CLORAZEPATE

3.75MG

CLORAZEPATE

7.5MG

CLORAZEPATE

I5MG

CLORAZEPATE

22.5MG

CLORAZEPATE

II.25MG

CLORAZEPATE

3.75MG

CLORAZEPATE

7.

CLORAZEPATE

I5MG

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

CLOTRIMAZOLE

l1

TRADENAME

(DOSAGEFORM;ROUTE)

CATAPRES

(TABLET;

TRANXENE

(CAPSULE;ORAL)

TRANXENE

(CAPSULE;ORAL)

TRANXENE

(CAPSULE;ORAL)

TRANXENE

(TABLET;

TRANXENE

(TABLET;

TRANXENE

(TABLET;

TRANXENE

(TABLET;

TRANXENE

(TABLET;

LOTRIMIN

(SOLUTION;TOPICAL)

ORAL)

SD

ORAL)

SD

ORAL)

ORAL)

ORAL)

ORAL)

BOEHRINGERINGELHEIM

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

APPLICANTNAME

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

SCHERING

NDA#

APPROVALDATE

17-407

09-20-79

17-105

06-23-72

17-105

06-23-72

I7-105

06-23-72

17-105

03-31-75

17-105

08-04-76

17-105

O3­IO­80

17-105

03-10-80

17-105

03-10-80

17-б13

02-03-75

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

3454701

07-08-86

RE283I5

06-23-87

RE283I5

06-23-87

RE283I5

06-23-87

RE283I5

06-23-87

RE283I5

06-23-87

RE283I5

06-23-87

RE283I5

06-23-87

RE283I5

06-23-87

3660577

05-02-89

3705172

12-05-89

3839573

10-01-91

NDA'SAPPROVEDFROM1-1-82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT #

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

EXCLUSIVITY

cLoTRIMAzoLE

11

CLOTRIMAZOLE

11

CLOTRIMAZOLE

IOOMG

CLOTRIMAZOLE

11

CLOTRIMAZOLE

IOOMG

LOTRIMIN

(CREAM; TOPICAL)

GYNE-LOTRIMIN

(CREAM; VAGINAL)

GYNE-LOTRIMIN

(TABLET; VAGINAL)

MYCELEX

(SOLUTION; TOPICAL)

MYCELEX-G

(TABLET; VAGINAL)

SCHERING

SCHERING

SCHERING

MILES PHARMS/MILES

MILES PHARMS/MILES

I7­6I9
03-18-75

18-052

11-08-78

17-717

03-24-76

18-181

01-15-79

18-182

02-27-79

3660577

05-02-89

3705172

12-05-89

3839573

10-01-91

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

IV­33



IV­34

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMEIDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

CLOTRIMAZOLEMYCELEXMILESPHARMS/MILESI8­I833839573

l1((JREAM;TOPICAL)0I­I5-79IO­0I­9I
3705172

12-05-89

3660577

05-02-89

CLOTRIMAZOLEMYCELEX-GMILESPHARMS/MILESI8­2303839573

l1(CREAM;VAGINAL)02­I6-79I0­0I­9I
3705172

12­05­89

3660577

05-02-89

CLOTRIMAZOLEMYCELEXMILESPHARMS/MILESI8-7I33839573NDF

IOMG(TRocHE/LOZENGE;ORAL)06­17­83I0-0I-9I09-24-86

3705172

_
12-05-89

,.
3660577

"05-02-89

CLOTRIMAZOLELOTRIMINSCHERINGI8­8I33839573

15(LOTION;TOPICAL)02­I7­84I0­OI­9I
3705172

12-05-89

3660577

05-02-89

OODEINEPЮЗPНATE;PHENERGANVCW/OODEINEWYETHLABS/AMHO08-306

PHENYLEPIRINEHYDROCHLORIDE;(SYRUP;ORAL)04-02-84

PROMETHAZINEHYDROCHLORIDE

IOMG/5ML;5MG/5M!.;6.25MG/5ML

TABLEIV.NDA'SAPPROVEDFROMI-I-82TO1-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I­3I­85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT #

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE

CODEINE PHOSPHATE; PHENERGAN W/ CODEINE WYETH LABS/AMHO 08-306

PROMETHAZINE HYDROCHLORIDE (SYRUP; ORAL) 04-02-84

IOMG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE; ACTIFED W/ CODEINE BURROUGHS WELLCOME 12-575

IPSEUDOEPHEDRINE HYDROCHLORIDE; (SYRUP; ORAL) 04-04-84

TR I PROL ID I NE HYDROCHLORIDE

IOMG/5ML; 3OMG/5ML; I.25MG/5ML

COLESTIPOL HYDROCHLORIDE COLESTID UPJOHN 17-563 3692895

SGM/PACKET (GRANULE; ORAL) 04-04-77 09-19-89

COLESTIPOL HYDROCHLORIDE COLESTID UPJOHN 17-563 3692895

'I5OOGM/BOT (GRANULE; ORAL) 04-04-77 09-19-89

COPPER CU­7 SEARLE PHARMS I7-408 3563235

89мG (INTRAUTERINE DEVICE; 02-25-74 02-16-88

INTRAUTERINE) 4040417

08-09-94

3783861

01-08-91

3803308

12-01-87

RE28399

04-29-92

COPPER TATUM-T SEARLE PHARMS I8­205 3563235

I20MG (INTRAUTERINE DEVICE; 08-16-79 02-16-88

INTRAUTER INE) 404041 7

08-09-94

3783861

01-08-91

3803308

12-01-87

RE28399

04­29492

EXCLUSIVITY

EXP. DATE

1-24

09-24-86

1-24

09-24-86



ACTIVEINGREDIENT(S)

STRENGTH(S)

CROMOLYNSODIUM

20MG

CROMOLYNsooluM

4%

CROMOLYNзовшм

4%

TRADENAME

(DOSAGEFORM;ROUTE)

INTAL

(CAPSULE;

NASALCROM

(SOLUTION;NASAL)

OPTICROM

(SOLUTION;OPHTHALMIC)

INHALATION)

APPLICANTNAME

FISONS

FISONS

FISONS

NDA#

APPROVALDATE

16-990

06-20-73

18-306

03-18-83

I8-155

10-03-84

PATENT#

EXP.DATE

36864I2

08-22-89

3777033

08-22-89

34I9578

12-31-85

36864I2

08-22-89

3777033

08-22-89

3419578

12-31-85

3975536

08-17-93

4053628

10-ll-94

36864I2

08-22-89

3777033

08-22-89

3419578

12-31-85

3975536

08-17-93

4053628

10-ll-94

EXCLUSIVITY

EXP.DATE

I­22
09-24-86

NDF

09-24-86

NDF

10-03-87

NDA'SAPPROVEDFROMI­I­82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV~



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA )I
l

PATENT # EXCLUSIVITY

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

CROMOLYN SODIUM INTAL FISONS I8-596 3686412 1-22

IOMG/ML (SOLUTION; INHALATION) 05-28-82 08-22-89 01-19-88

3777033

08-22-89

3419578

12-31-85

3975536

08-1 7-93

CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERG< 17-821 3454643

5MG (TABLET; ORAL) 08-26-77 07-08-86

3882246

05-06-92

CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MSàD/MERCK 17-821 3454643

IOMG (TABLET; (RAL) 08-26-77 07-08-86

3882246

05-06-92

CYCLOPIDSPHAMIDE CYTOXAN MEAD JOHNSON/B-M I2­I42 NS

IGVI/VIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86

CYCLOPI-DSPHAMIDE NEOSAR ADRIA LABORATORIES 87-442 NS

IGM/VIAL (INJECTABLE; INJECTION) 07-08-83 09-24-86

CYCLOPI-DSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS

2G4/VIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86

DANTROLENE SODIIM DANTRIIM NORWICH EATON/PSIG 17-443 3415821

25MG (CAPSULE; ORAL) 01-15-74 12-10-85

DANTROLENE SODIUM DANTRIIM NORWICH EATON/P&G I7-443 3415821

IOOMG (CAPSULE; ORAL) 01-15-74 12-10-85

DANTROLENE SODIUM DANTRIUM NORWICH EATON/P85 I7-443 3415821

501110 (CAPS01.E; ORAL) 10-10-75 12-10-85

IV­37



IV­38

ACTIVEINGQEDIENT(S)

STRENGTH(S)

DANTROLENESODIUM

ZGWG/VIAL

DEFEROXAMINEMESYLATE

500MG/VIAL

DESIPRAMINEHYDROCHLORIDE

25MG

DESIPRAMINEHYDROCHLORIDE

50WG

DESIPRAMINEHYDROCHLORIDE

25MG

DESIPRAMINEHYDROCHLORIDE

50MG

DESIPRAMINEHYDROCHLORIDE

75MG

TRADENAME

(DOSAGEFORM;ROUTE)

DANTRIUM

(INJECTABLE;INJECTION)

DESFERALMESYLATE

(INJECTABLE;INJECTION)

PERTOFRANE

(CAPSULE;ORAL)

PERTOFRANE

(CAPSULE;ORAL)

NORPRAMIN

(TABLET;ORAL)

NORPRAMIN

(TABLET;ORAL)

NORPRAMIN

(TABLET;ORAL)

APPLICANTNAME

NORWICHEATON/P&G

CIBA/CIBA-GEIGY

USVLABORATORIES

USVLABORATORIES

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

NDA#PATENTíEXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

I8­2643415821

09-18-7912-10-85

16-267347147б

04-01-6810-07-86

13-6213454698

12-18-6407-08-86

3454554

07-08-86

13-6213454698

04-10-6807-08-86

3454554

07-08-86

14-3993454698

11-20-6407-08-86

3454554

07-08-86

14-3993454698

01-09-6707-08-86

3454554

07-08-86

14-3993454698

03-01-7707-08-86

3454554

07-08-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO1-3I-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DESIPRAMINE HYDROCHLORIDE

IOOMG

DESIPRAMINE HYDROCHLORIDE

I5OWG

DESIPRAMINE HYDROCHLORIDE

IOMG

DESMOPRESSIN ACETATE

0.01%

DESMOPRESSIN ACETATE

0.OO4MG/ML

DEsoNIDE

0.051

DESOXIMETASONE

0.051

DESOXIMETASONE

0.051

DESOXIMETASONE

0.251

TRADE NAME

(DOSAGE FORM; ROUTE)

NORPRAMIN

(TABLET; ORAL)

NORPRAMIN

(TABLET; ORAL)

NORPRAMIN

(TABLET; ORAL)

DDAVP

(SOLUTION; NASAL)

DDAVP

(INJECTABLE; INJECTION)

DESOWEN

(CREAM; TOPICAL)

TOPICORT

(GEL; TOPICAL)

TOPICORT

(OINTMENT; TOPICAL)

TOPICORT

(OINTMENT; TOPICAL)

APPLICANT NAME

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

I4­399 3454698

03-01-77 07-08-86

3454554

07-08-86

14-399 3454698

03-01-77 07-08-86

3454554

07-08-86

14-399 3454698 NS

02-11-82 07-08-86 09-24-86

3454554

07-08-86

17-922 3497491

02-21-78 02-24-87

18-938 3497491 NDF

03-30-84 02-24-87 09-24-86

19-048

12-14-84

18-586 NDF

03-29-82 09-24-86

18-594 NDF

01-17-85 09-24-86

18-763 NDF

09-30-83 09-24-86

IV­39



IV-4O

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXNWETHASONE

O.5MG

DEXAMETHASONE

O.75MG

DEXAMETHASONE

I.5MG

DEXAMETHASONE

0.25MG

DEXAMETHASONE

4MG

DEXAMETHASONE

GWG

DEXAMETHASONE

GWG

TRADENAME

(DOSAGEFORM;ROUTE)

DECADRON

(TABLET;ORAL)

DECADRON

(TABLET;ORAL)

DECADRON

(TABLET;ORAL)

DECADRON

(TABLET;ORAL)

DECADRON

(TABLET;ORAL)

DECADRON

(TABLET;ORAL)

DEXAMETHASONE

(TABLET;ORAL)

APPLICANTNAME

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

PARPHARMACEUTICAL

NDA#

APPROVALDATE

II­664
10-30-58

11-664

10-30-58

11-664

10-30-58

11-664

07-26-79

ll-664
07-26-79

11-664

07-30-82

88-481

1I-28-83

PATENT#

EXP.DATE

EXCLUSIVITY

EXP.DATE

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

O3­26­85

3375261

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

NS

09-24-86

NS

09-24-86

NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXAMETHASONE

6MG

DEXAMETHASONE

O.5MG/5ML

DEXAMETHASONE

O.5MG/5ML

DEXAMETHASONE

O.5MG

DEXAMETHASONE

0.75MG

DEXAMETHASONE

I.5MG

DEXAMETHASONE

4MG

DEXAMETHASONE

IOMG/25GM

DEXAMETHASONE

0.04%

TRADE NAME

(DOSAGE FORM; ROUTE)

DEXAMETHASONE

(TABLET; ORAL)

DECADRON

(ELIXIR; ORAL)

HEXADROL

(ELIXIR; ORAL)

HEXADROL

(TABLET; ORAL)

HEXADROL

(TABLET; ORAL)

HEXADROL

(TABLET; ORAL)

HEXADROL

(TABLET; ORAL)

DECASPRAY

(AEROSOL; TOPICAL)

HEXADROL

(CREAM; TOPICAL)

APPLICANT NAME

ROXANE LABORATORIES

MS&D/MERCK

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

MSäD/MERCK

ORGANON/AKZONA

NDA # PATENT A

APPRovAL DATE EXP. DATE

88-316

09-15-83

12-376 3375261

09­02-60 03-26­85

RE28369

03-26-85

12-674 RE28369

04-23-64 03-26-85

12-675 RE28369

07-01-78 03-26-85

12-675 RE28369

07-01-78 03-26-85

12-675 RE28369

09-24-65 03-26-85

12-675 RE28369

07-01­74 03-26­85

12-731 3375261

03-29-61 03-26­85

RE28369

03-26-85

13-304 RE28369

01-09-67 03-26-85

EXCLUSIVITY

EXP. DATE

NS

09-24-86

IV-4I



IV-42

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXAMETHASONE

0.1%

DEXAMETHASONEACETATE

EQBMGBASE/ML

DEXAMETHASONESODIUMPHOSPHATE

EQ0.05%PHOSPHATE

DEXAMETHASONESODIUMPHOSPHATE

EQ0.1%PHOSPHATE

DEXAMETHASONESODIUMPHOSPHATE

EQ0.1%PHOSPHATE

DEXAMETHASONESODIUMPHOSPHATE

EQ4MGPHOSPHATE/ML

DEXAMETHASONESODIUMPHOSPHATE

EQ24MGPHOSPHATE/ML

TRADENAME

(DOSAGEFORM;ROUTE)

DECADERM

(GEL;TOPICAL)

DECADRON-LA

(INJECTABLE;INJECTION)

DECADRON

(OINTMENT;OPHTHALMIC)

DECADRON

(CREAM;TOPICAL)

DECADRON

(SOLUTION;

OPHTHALMIC,OTIC)

DECADRON

(INJECTABLE;INJECTION)

DECADRON

(INJECTABLE;INJECTION)

APPLICANTNAME

MS&D/MERCK

MSÀD/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

NDA#

APPROVALDATE

13-538

05-03-65

16-675

09-06-73

11-977

09-02-59

11-983

08-26-59

11-984

09-23-59

12-071

05-12-61

12-071

03-01-77

PATENT#

EXP.DATE

EXCLUSIVITY

EXP.DATE

337526I

03-26-85

RE28369

03-26-85

337526I

03-26-85

RE28369

03-26-85

337526I

03-26-85

RE28369

03-26-85

337526I

03-26-85

RE28369

03-26-85

337526I

03-26-85

RE28369

03-26-85

3375261

03-26-85

RE28369

03-26-85

337526I

03-26-85

RE28369

03-26-85

TABLEIV.NDA'SAPPROVEDFROM1-1­82ТO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXAMETHASONE SODIUM PHOSPHATE

EQ 0.IMG PHOSPHATE/INH

DEXAMETHASONE SODIUM PHOSPHATE

EQ O.IMG PHOSPHATE/INH

DEXAMETHASONE SODIUM PHOSPHATE

EQ 4MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE

EQ IOMG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE

EQ 20MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE;

LIDOCAINE HYDROCHLORIDE

EQ 4MG PHOSPHATE/ML; IOMG/ML

DEXTROMETHORPHAN HYDROBROMIDE;

PROMETHAZINE HYDROCHLORIDE

I5MG/5ML; 6.25MG/5ML

DEXTROSE

60GM/IOOML

DEXTROSE

7OGM/IO0ML

TRADE NAME

(DOSAGE FORM; ROUTE)

DECADRON

(AEROSOL; INHALATION)

DECADRON

(AEROSOL; NASAL)

HEXADROL

(INJECTABLE; INJECTION)

HEXADROL

(INJECTABLE; INJECTION)

HEXADROL

(INJECTABLE; INJECTION)

DECADRON W/ XYLOCAINE

(INJECTABLE; INJECTION)

PHENERGAN W/ DEXTROMETHORPHAN

(SYRUP; ORAL)

DEXTROSE 60% IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 70% IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

MS&D/MERCK

MS&D/MERCK

ORGANON/AKZONA

ORGANON/AKZONA

ORGANON/AKZONA

MS&D/MERCK

WYETH LABS/AMHO

TRAVENOL LABS

TRAVENOL LABS

NDA ß PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

13-413 3375261

09-17-62 03-26-85

RE28369

03-26-85

14-242 3375261

12-17-65 03-26-85

RE28369

03-26-85

14-694 RE28369

03-14-75 03-26-85

14-694 RE28369

03-14-75 03-26-85

14-694 RE28369

04-27-81 03-26-85

13-334 3375261

07-11-62 03-26-85

RE28369

03-26-85

11-265

04-02-84

17-521

03-26-82

17-521

03-26-82

IV-43



IV-44

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXTROSE

60GM/IOOML

DEXTROSE

3OGM/IOOML

DEXTROSE

GOGM/IOOML

DEXTROSE

60GM/IOOML

DEXTROSE

7OGA/IOOML

DEXTROSE

4OGM/IOOML

DEXTROSE

5OGM/IOOML

DEXTROSE

2OGM/IOOML

DEXTROSE

38.5GM/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

DExTRosE60%

INPLASTICCONTAINER

(INJECTABLE;

DEXTROSE305

INJECTION)

INPLASTICCONTAINER

(INJECTABLE;

DExTRosE60%

CONTAINER

(INJECTABLE;

DEXTROSE60%

(INJECTABLE;

DExTRosE70%

CONTAINER

(1NJECTABLE;

DEXTROSE40%

CONTAINER

(INJECTABLE;

DExTRosE50%

CONTAINER

(INJECTABLE;

DEXTROSE20%

CONTAINER

(INJECTABLE;

DEXTROSE38.5%INPLASTIC

CONTAINER

(INJECTABLE;

INJECTION)

INPLASTIC

INJECTION)

INJECTION)

INPLASTIC

INJECTION)

INPLASTIC

INJECTION)

INPLASTIC

INJECTION)

INPLASTIC

INJECTION)

INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

NDA#

APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

I9­346

01-25-85

19-345

01-26-85

17-995

04-27-78

17-995

09-22-82

18-561

03-23-82

18-562

03-23-82

18-563

03-23-82

18-564

03-23-82

18-923

09-19-84

3729568

04-24-90

3729568

04-24-90

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 1-31-85 AМD NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTROSE

5OMG/ML

DEXTROSE; DOPAMINE HYDROCHLORIDE

5GM/IOOML; 8OMG/IOOML

DEXTROSE; DOPAMINE HYDROCHLORIDE

5GM/IOOML; I6OMG/IO0ML

DEXTROSE; DOPAMINE HYDROCHLORIDE

5GM/IOOML; 80MG/IOOML

DEXTROSE; DOPAMINE HYDROCHLORIDE

5GM/IOOML; IÓOMG/IOOML

DEXTROSE; DOPAMINE HYDROCHLORIDE

5GM/IOOML; 32OMG/IOOML

DEXTROSE; HEPARIN SODIUM

5GM/IOOML; 2O0 UNITS/IOOML

DEXTROSE; HEPARIN SODIUM

5GM/IOOML; 2OO UNITS/IOOML

DEXTROSE; HEPARIN SODIUM

5GM/IOOML; 1,0O0 UNITS/IOOML

Ш
(DOSAGE FORM; ROUTE)

DEXTROSE 5% IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

DOPAMINE HCL

(INJECTABLE; INJECTION)

DOPAMINE HCL

(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 1,OO0 UNITS

AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 2,000 UNITS

AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,0OO UNITS

AND DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

I9­222

07-13-84

18-132 NC

02-04-82 09-24-86

18-132 NC

02-04-82 09-24-86

18-826 NC

09-30-83 09-24-86

18-826 NC

09-30-83 09-24-86

18-826 NC

09-30-83 09-24-86

19-130 NC

12-31-83 09-24-86

19-130 NC

I2­3I­83 09-24-86

19-130 NC

12-31-83 09-24-86

IV-45



IV-46

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDAlPATENT#

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

EXCLUSIVITY

STRENGTH(S)

DEXTROSE;HEPARINSODIUM

5GM/IOOML;4,O00UNITS/IOOML

DEXTROSE;HEPARINSODIUM

5GM/IO0ML;5,O00UNITS/IOOML

DEXTROSE;HEPARINSODIUM

5GM/IOOML;IO,000UNITS/IOOML

DEXTROSE;HEPARINSODIUM

5GM/IOOML;10,0O0UNITS/IOOML

DEXTROSE;LIDOCAINEHYDROCHLORIDE

5GM/IOOML;8OOMG/IOOML

DEXTROSE;LIDOCAINEHYDROCHLORIDE

5GM/IOOML;8OOMG/IOOML

DEXTROSE;LIDOCAINEHYDROCHLORIDE

5GM/IOOML;20OMG/IOOML

HEPARINSODIUM20,000UNITS

ANDDEXTROSE5%IN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM

I2,5O0UNITS

INDEXTROSE5%

(INJECTABLE;INJECTION)

HEPARINSODIUM

10‚0OOUNITS

INDEXTROSE5%

(INJECTABLE;INJECTION)

HEPARINSODIUM

25,0O0uNITs

INDExTRosE5%

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.8%

INDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.8%

ANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.2%

ANDDExTRosE5%

INPLAsTIcCONTAINER

(INJECTABLE;INJECTION)

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

TRAVENOLLABS

NWMCGAW/AMHOSP

I8­814
10-31-83

18-911

01-30-85

18-911

01-30-85

18-911

01-30-85

18-388

11-05-82

18-461

02-22-82

18-967

03-30-84

NC

09-24-86

NS

09-24-86

NS

09-24-86

NS

09-24-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTROSE; LIDOCAINE HYDROCHLORIDE

5GM/IOOMLZ 4OOMG/IOOML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

5GM/IO0ML; OOOMG/IOOML

DEXTROSE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE;

POTASSIUM PHOSPHATE DIBASIC;

SODIUM ACETATE

5GM/IO0ML; 3IMG/IO0ML;

I 304G/ I OCML ; 26MG/ I 00ML;

320MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE

5GM/IOOML; 75MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE

5GM/IOOML; I5OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE

5GM/IOOML; 220мG/100м1-

TRADE NAME

(DOSAGE FORM; ROUTE)

LIDOCAINE HCL 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%
AND DEXTROSE 51

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ISOLYTE P W/

DEXTROSE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.075%

IN PLASTIC OONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.I5%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND

POTASSIUM CHLORIDE 0.22%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

NDA ŕ
APPROVAL DATE

18-967

03-30-84

18-967

03-30-84

19-025

12-27-84

18-744

11-09-82

18-744

11-09-82

18-744

11-09-82

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

NS

09-24-86

NS

09-24-86

IV-47
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

5GM/IOOML; 3OOMG/IOOML; 45OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

5GM/IO0ML; I5OMG/IOOML; 20OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

5GM/IOOML; 224MG/IOOML; 20OWG/IOOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

50M/IOOML; I5OMG/IOOML; 2OOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

5GM/IOOML; 224MG/IOOML; 200MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

5GM/IOOML; 75MG/IOOML; 330MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLORIDE

5GM/IOOML; I5OMG/IOOML; 330MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DEXTROSE 5%, SODIUM CHLORIDE

0.45% AND POTASSIUM CHLORIDE

40MEQ 1М PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.2% AND POTASSIUM CHLORIDE

IOMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.2% AND POTASSIUM CHLORIDE

15MEQ 1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.2% AND POTASSIUM CHLORIDE

20MEQ 1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.2% AND POTASSIUM CHLORIDE

30MEQ 1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.33% AND POTASSIUM CHLORIDE

5MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.33% AND POTASSIUM CHLORIDE

IOMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

APPLICANT NAME

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

I8-566

02-10-83

18-567

02-16-83

18-567

02-16-83

18-567

02-16-83

18-567

02-16-83

18-629

03-23-82

18-629

03-23-82

IV-49



IV-5O

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXTROSE;POTASSIUMCHLORIDE;SODIUM

CHLORIDE

5GM/IOOML;224MG/IOOML;33OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;SODIUM

CHLORIDE

5GM/IOOML;I5OMG/IOOML;33OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;SODIUM

CHLORIDE

5GM/IOOML;75MG/IOOML;33OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;SODIUM

CHLORIDE

5GM/IO0ML;3OOMG/IOOML;33OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;SODIUM

CHLORIDE

5GM/IOOML;224MG/IOOML;33OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;SODIUM

CHLORIDE

5GM/IOOML;3OOMG/IO0ML;33OMG/IOOML

DEXTROSE;THEOPHYLLINE

5GM/IOOML;4OMG/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

DEXTROSE5%,SODIUMCHLORIDE

0.335ANDPOTASSIUMCHLORIDE

I5MEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%,SODIUMCHLORIDE

0.33%ANDPOTASSILMCHLORIDE

20МEQINPLASTICœNTAINER

(INJECTABLE;INJECTION)

DEXTROSE51,SODIUMCHLORIDE

0.33%ANDPOTASSILMCHLORIDE

IOMEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%,SODIUMCHLORIDE

0.331ANDPOTASSIUMCHLORIDE

ZOMEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE51,SODIUMCHLORIDE

0.33%ANDPOTASSIUMCHLORIDE

3OMEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%,SODIUMCHLORIDE

0.335ANDPOTASSIUMCHLORIDE

4OMEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEIN

DEXTROSE5%

INPLAsTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

NDA#

APPROVALDATE

PATENTi
EXP.DATE

EXCLUSIVITY

EXP.DATE

I8­629

03-23-82

18-629

03-23-82

18-629

03-23-82

18-629

03-23-82

18-629

03-23-82

18-629

03-23-82

19-211

12-14-84

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTROSE; THEOPHYLLINE

5G4/I 00ML; 4040/1001’11.

DEXTROSE; THEOPHYLLINE

5GM/IOOML; 8OMG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/IOOML; 8OMG/IOOML

DEXTROSE; THEOPHYLLINE

50M/IOOML; IôOMG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/IO0ML; I60MG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/1OOML; 2OOMG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

THEOPHYLLINE 0.04%

AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE 0.081
AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE 0.161

AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER

( 1NJECTABLE; INJECTION)

APPLICANT NAME

NW MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATOR IES

NDA #

APPROVAL DATE

PATENT #

EXP. DATE

19-083

11-07-84

19-211

12-14-84

19-083

11-07-84

19-211

12-14-84

19-083

11-07-84

19-211

12-14-84

EXCLUSIVITY

EXP. DATE

IV-5I
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679-81
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28-92-10
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83м1V1м00 011SV18 NI

$9 3S081х30

NI 3N111AH803H1

(N0110arNI f31Bv103rNI)
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

D I ATR 1ZOATE

MEGLUM INE

301

DIATRIZOATE MEGLUMINE;

DIATRIZOATE SODIUM

52%; 8%

DIATRIZOATE MEGLUMINE;

DIATRIZOATE SODIUM

66%; 101

D1A2EPAM

2MG

DIAZEPAM

5MG

DIAZEPAM

IOMG

DIAZEPNW

5MG/ML

DIAZEPAM

I5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

RENO-M-DIP

(INJECTABLE; INJECTION)

RENOGRAFIN­60

(INJECTABLE; INJECTION)

RENOGRAFIN­76

(INJECTABLE; INJECTION)

VALIUM

(TABLET; ORAL)

VALIUM

(TABLET; ORAL)

VALIUM

(TABLET; ORAL)

VALIUM

(INJECTABLE; INJECTION)

VALRELEASE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

Ш
ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN­LA ROCHE

HOFFMANN-LA ROCHE

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

10-040 1-7; 1-8

01-08-60 09-24-86

10-040 1-8

08-29-74 09-24-86

10-040 1-5

10-27-72 09-24-86

13-263 4316897

11-15-63 02-23-99

3371085

02-27-85

13-263 4316897

11-15-63 02-23-99

3371085

02-27-85

13-263 4316897

11-15-63 02-23-99

3371085

02-27-85

16-087 4316897

08-24-66 02-23-99

3371085

02-27-85

18-179 4316897

03-12-81 02-23-99

3371085

02-27-85

IV-53
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301801Н008GAН 3NIW010A010

1W/OW91

301ХO2V10

($)Н1ON381$

($)1N310380NI 3A110V

N011VW803N1 1N31V8 31V1880888V Н11М SIVON GNV 98-12-1 Ol 28-1-1 W083 03А0888V SIVON ’AI 31BV1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DIGOXIN

0.05MG

DIGOXIN

0.IMG

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE

0.5MG/O.5ML; 25OO UNITS/O.5ML;

5.33MG/0.5NL

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE

0.5MG/0.7ML; 5000 UNITS/0.7ML;

7.46MG/0.7NL

DILTIAZEM HYDROCHLORIDE

30MG

DILTIAZEM HYDROCHLORIDE

6OMG

DINOPROST TROMETHAMINE

EQ 5MG BASE/ML

DINOPROSTONE

20MG

TRADE NAME

(DOSAGE FORM; ROUTE)

LANOXICAPS

(CAPSULE; ORAL)

LANOXICAPS

(CAPSULE; ORAL)

EMBOLEX

(INJECTABLE; INJECTION)

EMBOLEX

(INJECTABLE; INJECTION)

CARDIZEM

(TABLET; ORAL)

CARDIZEM

(TABLET; ORAL)

PROSTIN F2 ALPHA

(INJECTABLE; INJECTION)

PROSTIN E2

(SUPPOSITORY; VAGINAL)

APPLICANT NAME NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

BURROUGHS WELLCOME 18-118 NDF

07-26-82 09-24-86

BURROUGHS WELLCOME 18-118 NDF

07-26-82 09-24-86

SANDOZ PHARMS/SANDOZ I8­885 4451458 NC

11-30-84 05-29-01 11-30-87

SANDOZ PHARMS/SANDOZ I8­885 4451458 NC

11-30-84 05-29-01 11-30-87

MARION LABORATORIES 18-602 3562257 NCE

11-05-82 02-09-88 11-05-92

MARION LABORATORIES I8­602 3562257 NCE

11-05-82 02-09-88 11-05-92

UPJOHN I7-434 3706789

11-26-73 12-19-89

3778506

12-11-90

UP JOHN I 7-810 3899587

08-23-77 08-12-92

3598858

08-10-88

IV-55



28-82-90

999-81

28-11-20

679-81

28-22-20

862-81

28-60-10

221-81

26-61-01 81-81-10

O021862 O2B-LI

98-72-60 28-01-20

3N 221-81

98-72-60 28-01-20

3N 521­81

98-72-60 28-02-10

¿GN 999-81

98-72-60 28-02-10

JON 999­81

16-10-90

7116082

16­10­01 08-20-90

7896282 G22-81

31V0 ‘8Х3 31V0 ‘8Х3 31V0 1VA0888V

A11A18010Х3 # 1N3178 # VON

SOO88 W8VH8 V8187

711-8/8BV1 1018188

8NI808НV/NNI8-8NI813

831801V808V1 1108BV

A1111 113

831801V80BV1 1108BV

831801V80BV1 110887

8И8VН8 318V38/318V38

8W8VН8 318V38/318V38

8W8VН8 NV08311V

3WVN 1NV01188V

(N01103ГNI sTIBVl03ГNI)
3N1WV800

(NO1103ГNI s31BV103ГNI)

10Н 3NIWV800

(N01103ГNI s31BVl03ГNI)

3NIWV800

(N01103ГNI s31BV103ГNI)

10Н 3NIW7800

(N01103ГNI f31BV103ГNI)

Х3810800

(1V80

s03H00 01831N3 ‘1313V1›

3103V830

(1V80

f031V00 01831N3 ‘131BV1)

31037330

(1V30 f3SV3138

0311031N00 ‘310S8V0)

80 30V880N

(1V80 f3SV3138

0311081N00 ‘310S8V0)

un 30V880N

(01W1VН1Н80 fNO11nîOS)

3NI8088

(31008 sW805 30V800)

3WVN 30V81

1W/0W07

301801Н0080AН 3NIWV800

1W/0W07

301801Н008GAН 3N1ИН800

1И/0W08

301801Н0080AН 3NIWV800

1W/0W08

301801Н008ОAН 3NIWV800

1V1A/38V8 0W092 03

301801Н0080AН 3N1ИН10800

38V8 0ИЮO9 03

WOIOOS Х30881VA10

38V8 0W092 03

WOIOOS Х30881VA10

38V8 0W091 03

317Н88018 3011111V8A80810

38V8 OWOOI 03

31VН880Н8 301WV8A80810

51'0

301801Н0080AН N1883A1810

(8)Н10N3818

(SЦNЗШЗЮN| 3A 110V

N011VW8O3NI 1N3178 31V1880888V Н11М SIVON GNV 98-12-1 Ol 28-1-1 МO83 03АO888V SIVON 'AI 318V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85’AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DOXEPIN HYDROCHLORIDE

EQ 25MG BASE

DOXEPIN HYDROCHLORIDE

EQ 5OMG BASE

DOXEPIN HYDROCHLORIDE

EQ IOMG BASE

DOXEPIN HYDROCHLORIDE

EQ IOOMG BASE

DOXEPIN HYDROCHLORIDE

EQ 75MG BASE

DOXEPIN HYDROCHLORIDE

EQ I 5G40 BASE

DOXEPIN HYDROCHLORIDE

EQ IOMG BASE

DOXEPIN HYDROCHLORIDE

EQ 25MG BASE

DOXEPIN HYDROCHLORIDE

EQ БOMБ BASE

DOXEPIN HYDROCHLORIDE

EQ IOOMG BASE

DOXEPIN HYDROCHLORIDE

EQ 75MG BASE

TRADE NAME

(DOSAGE FORM; ROUTE)

SINEQUAN

(CAPSULE;

SINEQUAN

(CAPSULE;

SINEQUAN

(CAPSULE;

SINEQUAN

(CAPSULE;

SINEQUAN

(CAPSULE;

SINEQUAN

(CAPSULE;

ADAPIN

(CAPSULE;

ADAPIN

(CAPSULE;

ADAPIN

(CAPSULE;

ADAPIN

(CAPSULE;

ADAPIN

(CAPSULE;

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

APPLICANT NAME

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

16-798 3420851

09-23-69 01-07-86

16-798 3420851

09-23-69 01-07-86

16-798 3420851

03-31-75 01-07-86

16-798 3420851

03-31-75 01-07-86

16-798 3420851

06-04-76 01-07-86

16-798 3420851

03-15-78 01-07-86

16-987 3420851

01-31-72 01-07-86

16-987 3420851

01-31-72 01-07-86

16-987 3420851

01-31-72 01-07-86

16-987 3420851

12-12-77 01-07-86

16-987 , 3420851

04-15-80 01-07-86

IV-57



IV-58

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

DOXEPINHYDROCHLORIDESINEQUANPFIZERLABS/PFIZER17-5163420851

EQIOMGBASE/NL(CONCENTRATE;ORAL)03­II­7401-07-86

ECONAZOLENITRATESPECTAZOLEORTHOPHARMACEUTICAL18-7513717655NCE

1%(CREAM;TOPICAL)I2­23­8202-20-9012-23-92

3839574

10-01-91

ENFLURANEETHRANEANAQUEST/BOC17-0873469011

99.9%(LIQUID;INHALATION)08-28-7209-23­86

3527813

09-08-87

EPINEPHRINE;ETIDOCAINEHYDROCHLORIDEDURANESTASTRAPHARMPRODS17-7513862321

0.O05MG/ML;0.5%(INJECTABLE;INJECTION)08-30-7601-21-92

3812147

05-21-91

EPINEPHRINE;ETIDOCAINEHYDROCHLORIDEDURANESTASTRAPHARMPRODS17-7513862321

0.005MG/ML;15(INJECTABLE;INJECTION)08-30-7601-21-92

38I2I47

05-21-91

EPINEPHRINE;ETIDOCAINEHYDROCHLORIDEDURANESTASTRAPHARMPRODS17-7513862321

0.O05MG/ML;1.5%(INJECTABLE;INJECTION)08-30-7601-21-92

3812147

05-21-91

ERGOLOIDMESYLATESHYDERGINELCSANDOZPHARMS/SANDOZ18-706NDF

IMG(CAPSULE;ORAL)01-18-8309-24-86

ESTROGENS,CONJUGATEDPREMARINAYERSTLABS/AMHO04­782N8

0.9MG(TABLET;ORAL)01-26-8409-24-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ETHINYL ESTRADIOL; LEVONORGESTREL

0.03MG; O.I5MG

ETHINYL ESTRADIOL; LEVONORGESTREL

0.03MG; O.I5MG

ETHINYL ESTRADIOL; LEVONORGESTREL

0.03MG; 0.05MG

0.04MG; 0.075MG

0.03MG; O.I25MG

ETHINYL ESTRADIOL; LEVONORGESTREL

0.03MG; 0.05MG

0.04MG; 0.075MG

0.03MG; O.I25MG

TRADE NAME

(DOSAGE FORM; ROUTE)

NORDETTE-ZI

(TABLET; ORAL-21)

NORDETTE­28

(TABLET; ORAL-28)

TRIPHASIL­28

(TABLET; ORAL-28)

TRIPHASIL­2I
(TABLET; ORAL-21)

APPLICANT NAME NDA #

APPROVAL DATE

WYETH LABS/AMHO I8­668

05-10-82

WYETH LABS/AMHO 18-782

07-21-82

WYETH LABS/AMHO 19-190

11-01-84

WYETH LABS/AMHO 19-192

11-01-84

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

3666858

05-30-89

3850911

11-26-91

3959322

11-26-91

3666858

05-30-89

3850911

11-26-91

3959322

11-26-91

3666858

05-30-89

3850911

11-26-91

3959322

11-26-91

3957982

05-18-93

3666858

05-30-89

3850911

11-26-91
3959322

11-26-91

3957982

05-18-93

NC

09-24-86

NC

09-24-86

NS

11-01-87

NS

11-01-87

IV-59



IV­60

ACTIVEINGREDIENT(S)

STRENGTH(S)

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MG,0.75MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;O.5MG,0.75MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;NORGESTREL

0.05MG;0.5MG

ETHINYLESTRADIOL;NORGESTREL

0.05MG;0.5MG

TRADENAME

(DOSAGEFORM;ROUTE)

ORTHO-NOVUM10/11-21

(TABLET;ORAL-2I)

ORTHO-NOVUM10/11-28

(TABLET;ORAL-28)

TRI-NORINYL2I­DAY

(TABLET;ORAL-21)

TRI-NORINYL28­DAY

(TABLET;ORAL-28)

ORTHO-NOVUM7/7/7-21

(TABLET;ORAL-ZI)

0RTHO­NOVUM7/7/7-28

(TABLET;ORAL-28)

0RTHO­NOVUM7/I4-21

(TABLET;ORAL-2l)

0RTHO­NOVUM7/14-28

(TABLET;ORAL-28)

OVRAL

(TABLET;ORAL-2l)

OVRAL-28

(TABLET;ORAL-28)

APPLICANTNAME

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

SYNTEX(FP)

SYNTEX(FP)

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

WYETHLABS/AMHO

WYETHLABS/AMHO

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18-3540-5

01-11-8209-24-86

18-3540-5

01-11-8209-24-86

18-97743905310-6
04-13-8406-28-O009-24-86

18-97743905310-6

04-13-8406-28-OO09-24-86

18-9850-3
04-04-8409-24-86

18-9850-3
04-04-8409-24-86

19-004D-4

04-04-8409-24-86

19-004D-4

04-04-8409-24-86

16-6723666858

04-16-6805-30-89

3850911

11-26-91

3959322

11-26-91

I6­8063666858

11-26-6805-30-89

3850911

11-26-91

3959322

11-26-91

NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 1-31-85‚AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ETHINYL ESTRADIOL; NORGESTREL

0.03MG; 0.3MG

ETHINYL ESTRADIOL; NORGESTREL

0.03MG; 0.3MG

ETIDOCAINE HYDROCHLORIDE

0.51

ETIDOCAINE HYDROCHLORIDE

I%

ETIDRONATE DISODIUM

2OOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

LO/OVRAL

(TABLET; ORAL-21)

LO/OVRAL-28

(TABLET; ORAL-28)

DURANEST

(INJECTABLE; INJECTION)

DURANEST

(INJECTABLE; INJECTION)

DIDRONEL

\<TABLET; ORAL)

APPL I CANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

NORWICH EATON/P&G

NDA #

APPROVAL DATE

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

17-612

03-17-75

17-802

03-16-76

17-751

08-30-76

17-751

08-30-76

17-831

09-01-77

3666858

05-30-89

3850911

11-26-91

3959322

11-26-91

3666858

05-30-89

3850911

11-26-91

3959322

11-26-91

3862321

01-21-92

3812147

05-21-91

3862321

01-21-92

3812147

05-21-91

4254114

03-03-98

4216211

08-05-97

4137309

01-30-96

3683080

08-08-89

IV­6I



IV­62

ACTIVEINGREDIENT(S)

STRENGTH(S)

ETIDRONATEDISODIUM

4OOMG

ETOMIDATE

2MG/ML

ETOPOSIDE

2OMG/ML

FENFLURAMINEHYDROCHLORIDE

6OMG

FENOPROFENCALCIUM

EO300MGBASE

FENOPROFENCALCIUM

EQ2OOMGBASE

FENOPROFENCALCIUM

EQ6OOMGBASE

FENTANYLCITRATE

EQ0.05MGBASE/ML

FENTANYLCITRATE

EQ0.05MGBASE/ML

FLUCYTOSINE

250MG

TRADENAME

(DOSAGEFORM;ROUTE)

DIDRONEL

(TABLET;ORAL)

AMIDATE

(INJECTABLE;INJECTION)

VEPESID

(INJECTABLE;INJECTION)

PONDIMIN

(TABLET,CONTROLLED

RELEASE;ORAL)

NALFON

(CAPSULE;ORAL)

NALFON200

(CAPSULE;ORAL)

NALFON

(TABLET;ORAL)

FENTANYLCITRATE

(INJECTABLE;INJECTION)

FENTANYL

(INJECTABLE;INJECTION)

ANCOBON

(CAPSULE;ORAL)

APPLICANTNAME

NORWICHEATON/P60

ABBOTTLABORATORIES

BRISTOLLABS/B-M

AHROBINS

DISTAPRODS/LILLY

DISTAPRODS/LILLY

DISTAPRODS/LILLY

ABBOTTLABORATORIES

ELKINS-SINN/AHROBINS

HOFFMANN-LAROCHE

NDA#
APPROVALDATE

17-831

07-06-84

18-227

09-07-82

18-768

11-10-83

16-618

07-27-82

I7­604

03-16-76

17-604

10-15-80

17-710

03-16-76

19-115

01-12-85

19-101

07-11-84

17-O01

11-26-71

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

4254114N8

03-03-9809-24-86

4216211

08-05-97

4137309

01-30-96

3683080

08-08-89

NCE

09-07-92

3524844NCE

08­I8­8711-10-93

NDF

09-24-86

36O0437

08-17-88

3600437

08-17-88

36O0437

08-17-88

3368938

02-13-85

TABLEIV.NDA'SAPPROVEDFROM1-1-82T01-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

FLUCYTOSINE

500MG

FLUNISOLIDE

0.025MG/INH

FLUOCINONIDE

0.05%

FLUOCINONIDE

0.05%

FLUPHENAZINE DECANOATE

25MG/ML

FLUPHENAZINE ENANTHATE

25MG/ML

FLURANDRENOLIDE

0. OO4MG/ SQ 04

FLURAZEPAM HYDROCHLORIDE

I5MG

FLURAZEPAM HYDROCHLORIDE

30MG

FUROSEMIDE

ZOMG

FUROSEMIDE

40MG

TRADE NAME

(DOSAGE FORM; ROUTE)

ANCOBON

(CAPSULE; ORAL)

BRONALIDE

(AEROSOL; INHALATION)

LIDEX

(SOLUTION; TOPICAL)

VASODERM

(CREAM; TOPICAL)

PROLIXIN DECANOATE

(INJECTABLE; INJECTION)

PROLIXIN ENANTHATE

(INJECTABLE; INJECTION)

CORDRAN

(TAPE; TOPICAL)

DALMANE

(CAPSULE; ORAL)

DALMANE

(CAPSULE; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

APPLICANT NAME

HOFFMANN-LA ROCHE

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K-LINE PHARMS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

DISTA PRODS/LILLY

ROCHE PRODUCTS

ROCHE PRODUCTS

CHELSEA LABORATORIES

CHELSEA LABORATORIES

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-O01 3368938

11-26-71 02-13-85

18-340 NDF

08­17­84 09-24-86

I8­849 NDF

04­06­84 09-24-86

19-117

06-26-84

16-727 3394131

06-20-72 07-23-85

16-110 3394131

03-15-67 07-23-85

16-455 3632740

07-29-69 01-04-89

16-721 4316897

04-07-70 02-23-99

16-721 4316897

04-07-70 02-23-99

18-369
05-14-82

18-369

05-14-82

1V­63



IV­64

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATE

FUROSEMIDEFUROSEMIDESUPERPHARM18-370

4OMG(TABLET;ORAL)02-10-83

FUROSEMIDEFUROSEMIDESUPERPHARM18-370

20MG(TABLET;ORAL)06-26-84

FUROSEMIDEFUROSEMIDEZENITHLABORATORIES18-413

204G(TABLET;ORAL)11-30-83

FUROSEMIDEFUROSEMIDEZENITHLABORATORIESI8-4I3
404G(TABLET;ORAL)11-30-83

FUROSEMIDEFUROSEMIDELEDERLELABS/AMCYAN18-415

20MG(TABLET;ORAL)07-27-82

FUROSEMIDEFUROSEMIDELEDERLELABS/AMCYAN18-415

4OMG(TABLET;ORAL)07-27-82

FUROSEMIDEFUROSEMIDELEDERLELABS/AMCYAN18-415

8046(TABLET;ORAL)11-26-84

FUROSEMIDEFUROSEMIDEPARKE-DAVIS/W-L18-419

20MG(TABLET;ORAL)01-31-83

FUROSEMIDEFUROSEMIDEPARKE-DAVIS/W-L18-419

40MG(TABLET;ORAL)0I­3I­83

FUROSEMIDEFUROSEMIDEPARKE-DAVIS/W-LI8-4I9
8OMG(TABLET;ORAL)11-13-84

FUROSEMIDEFUROSEMIDEPARKE-DAVIS/W-L18-420

IOMG/ML(INJECTABLE;INJECTION)02-26-82

FUROSEMIDEFUROSEMIDELYPHOMED18-507

IOMG/ML(INJECTABLE;INJECTION)07-30-82

PATENT#

EXP.DATE

EXCLUSIVITY

EXP.DATE

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

FUROSEMIDE

BOMG

FUROSEMIDE

IOMG/ML

FUROSEMIDE

IOMG/ML

FUROSEMIDE

IOMG/ML

FUROSEMIDE

4OMG

FUROSEMIDE

20MG

FUROSEMIDE

4OMG

FUROSEMIDE

40MG

FUROSEMIDE

20MG

FUROSEMIDE

4OMG

FUROSEMIDE

20MG

FUROSEMIDE

4OMG

TRADE NAME

(DOSAGE FORM; ROUTE)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

Ш
CORD LABORATORIES

NATOON

ABBOTT LABORATORIES

WYETH LABS/AMHO

DRUMMER/PHOENIX

INTL MEDICATION SYS

INTL MEDICATION SYS

BARR LABORATORIES

ROXANE LABORATORIES

ROXANE LABORATORIES

KALAPHARM

KALAPHARM

NDA #

APPROVAL DATE

18-569

08-14-84

18-579

11-30-83

18-667

05-28-82

18-670

07-20-82

18-750

07-30-84

18-753

02-28-84

18-753

02-28-84

18-790

11-29-83

18-823

11-10-83

18-823
11-10-83

18-868

06-28-83

18-868

06-28-83

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

IV­65



ACTIVEINGREDIENT(S)

STRENGTH(S)

FUROSEMIDE

IOMG/ML

FUROSEMIDE

IOMG/ML

GEMFIBROZIL

200MG

GEMFIBROZIL

300MG

GLIPIZIDE
5MG

GLIPIZIDE
IOMG

GLYBURIDE

I.25MG

GLYBURIDE

2.5MG

TRADENAME

(DOSAGEFORM;ROUTE)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

LOPID

(CAPSULE;ORAL)

LOPID

(CAPSULE;ORAL)

GLUCOTROL

(TABLET;ORAL)

GLUCOTROL

(TABLET;ORAL)

MICRONASE

(TABLET;ORAL)

MICRONASE

(TABLET;ORAL)

APPLICANTNAME

INVENEXLABS/LIFE

INVENEXLABS/LIFE

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

ROERIG/PFIZER

ROERIG/PFIZER

UPJOHN

UPJOHN

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

I8­902

05-22-84

19-036

08-13-84

18-4223674836

12-21-8107-04-89

18-4223674836

12-21-8107-04-89

17-7833669966NCE

05-08-8404-21-9205-08-94

17-7833669966NCE

05-08-8404-21-9205-08-94

17-4983426067NCE

05­OI­84O4­2I­92O5­OI­94
3454635

04-21-92

3507954

04-21-92

3507961

04-21-92

17-4983426067NCE

05-01-8404-21-9205-01-94

3454635

04-21-92

3507954

04-21-92

3507961

04-21-92

NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

GLYBURIDE

5MG

GLYBURIDE

I.25MG

GLYBURIDE

2.5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

M I CRONASE

(TABLET; ORAL)

DIABETA

(TABLET; ORAL)

DIABETA

(TABLET; ORAL)

APPLICANT NAME

UPJOHN

HOECHST-ROUSSEL

HOECHST-ROUSSEL

NDA #

APPROVAL DATE

I7-498

05-01-84

17-532

05-01-84

17-532

05-01-84

PATENT f
EXP. DATE

3426067

04-21-92

3454635

04-21-92

3507954

04-21-92

3507961

04-21-92

3426067

04-21-92

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

3426067

04-21-92

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

EXCLUSIVITY

EXP. DATE

NCE

05-01-94

NCE

05-01-94

NCE

05-01-94

IV­67



IV­68

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

GLYBURIDEDIABETAHOECHST-ROUSSELI7-5323426067NCE

5MG(TABLET;ORAL)05-01-8404-21-9205-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

GONADORELINHYDROCHLORIDEFACTRELAYERSTLABS/AMHOI8­I233947569NCE

EQO.IMGBASE/VIAL(INJECTABLE;INJECTION)09-30-8203-30-9309-30-92

4110438

08-29-95

GONADORELINHYDROCHLORIDEFACTRELAYERSTLABS/AMHOI8­I233947569NCE

EQ0.5MGBASE/VIAL(INJECTABLE;INJECTION)09-30-8203-30-9309-30-92

4110438

08-29-95

GONADOTROPIN,CHORIONICCHORIONICGONADOTROPINCARTER-GLOSAULABS17-016

2,OO0UNITS/VIAL(INJECTABLE;INJECTION)12-27-84

GUANABENZACETATEWYTENSINWYETHLABS/AMHO18-5873658993NCE

EO4MGBASE(TABLET;ORAL)09-07-8204-25-8909-07-92

GUANABENZACETATEWYTENSINWYETHLABS/AMHO18-5873658993NCE

EQ8MGBASE(TABLET;ORAL)09-07-8204-25-8909-07-92

GUANADRELSULFATEHYLORELUPJOHN18-1043547951NCE

IOMG(TABLET;ORAL)12-29-8212-15-8712-29-92

GUANADRELSULFATEHYLORELUPJOHN18-1043547951NCE

25MG(TABLET;ORAL)12-29-8212-15-8712-29-92

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

HALAZEPAM

2OMG

HALAZEPAM

4OMG

HALOPERIDOL

0.5MG

HALOPERIDOL

IMG

HALOPERIDOL

2MG

HALOPERIDOL

5MG

HALOPERIDOL

IOMG

HALOPERIDOL

20MG

HALOPERIDOL LACTATE

EQ 2MG BASE/ML

HALOPERIDOL LACTATE

EO 5MG BASE/ML

HEPARIN SODIUM

IO UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

PAXIPAM

(TABLET; ORAL)

PAXIPAM

(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HALDOL

(CONCENTRATE; ORAL)

HALDOL

(INJECTABLE; INJECTION)

HEPARIN LOCK FLUSH

(INJECTABLE; INJECTION)

APPLICANT NAME

SCHERING

SCHERING

MCNE 11. PHARM

MCNE IL PHARM

MCNEIL PHARM

MCNE IL PHARM

MCNEIL PHARM

MCNE IL PHARM

MCNEIL LABORATORIES

MCNEIL LABORATORIES

INVENEX LABS/LIFE

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-736 3429874

09-24-81 02-25-86

17-736 3429874

09-24-81 02-25-86

15-921 3438991 NS

04-12-67 04-15-86 09-24-86

15-921 3438991

04-12-67 04-15-86

15-921 3438991

04-12-67 04-15-86

15-921 3438991

04-16-74 04-15-86

15-921 3438991

04-16-74 04-15-86

15-921 3438991 NS

02-02-82 04-15-86 09-24-86

15-922 3438991

04-12-67 04-15-86

15-923 3438991

05-18-71 04-15-86

17-029

05-06-82



ACTIVEINGREDIENT(S)

STRENGTH(S)

HEPARINSODIUM;SODIUMCHLORIDE

200UNITS/IOOML;9004G/100М1.

HEPARINSODIUM;SODIUMCHLORIDE

200UNITS/IOOML;90OMG/IO0ML

HEPARINSODIUM;SODIUMCHLORIDE

500UNITS/IOONL;QOWG/IOOIL

HEPARINSODIIM;SODIUMCHLORIDE

1,00011N1TS/1O04!_;90046/10011

HEPARINSODIUM;SODIUMCHLORIDE

10,000UNITS/IOOML;90046/100М.

HEPARINSODIUM;SODIUMCHLORIDE

5,000UNITS/IOOMI.;QOOMG/IOOM.

HEPARINSODIUM;SODIUMCHLORIDE

100UNITS/ML;4.5MG/ML

TRADENAME

(DOSAGEFORM;ROUTE)

HEPARINsoDIuM1OO0uNITs

ANDsoDIuMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM20OOUNITS

ANDSODIlMCHLORIDE0.95

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM50OOUNITS

ANDSODILMCHLORIDE0.95

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM50OOUNITS

INSODILMCHLORIDE0.95

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUMIO,000UNITS

INSODIUVICHLORIDE0.91

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

I-EPARINSODIUM12,5OOUNITS

INSODIIMCHLORIDE0.91

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM5,OO0UNITS

INSODIUMCHLORIDE0.451

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

IV­7O

APPLICANTNAME

TRAVENOLLABS

TRAVEmLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

NDA#

APPROVALDATE

I8-609

04-28-82

I8-609

04-28-82

18-609

04-28-82

113-916

01-31-84

18-916

01-31-84

18-916

01-31-84

18-916

01­3I­84

PATENTII
(

EXCLUSIVITY

EXP.DATEEXP.DATE

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE

100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE

IO,0OO UNITS/IOOML; 45OMG/IOOML

HEPARIN SODIUM; SODIUM CHLORIDE

IO,OO0 UNITS/IOOML; 45OMG/IOOML

HEPARIN SODIUM; SODIUM CHLORIDE

IO,000 UNITS/IOOML; 9OOMG/IO0ML

HEPARIN SODIUM; SODIUM CHLORIDE

5,0OO UNITS/IOOML; 45OMG/IOOML

HEPARIN SODIUM; SODIUM CHLORIDE

5,0OO UNITS/IOOML; 9OOMG/IO0ML

HEPARIN SODIUM; SODIUM CHLORIDE

5,000 UNITS/IOOML; 9OOMG/IOOML

HEPARIN SODIUM; SODIUM CHLORIDE

5,OO0 UNITS/IOOML; 450MG/IOOML

Ш
(DOSAGE FORM; ROUTE)

HEPARIN SODIUM 5,OO0 UNITS

IN SODIUM CHLORIDE 0.45%

(INJECTABLE; INJECTION)

HEPARIN SODIUM IO,O00 UNITS

IN SODIUM CHLORIDE 0.45%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM IO,OO0 UNITS

IN SODIUM CHLORIDE 0.45%

(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,0O0 uNITs

IN SODIUM CHLORIDE 0.91

(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,5OO UNITS

IN SODIUM CHLORIDE 0.45%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,5OO UNITS

IN SODIUM CHLORIDE 0.9%

(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,0O0 UNITS

IN SODIUM CHLORIDE 0.9%

(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,OO0 UNITS

IN SODIUM CHLORIDE 0.45%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

APPLICANT NAME

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LAB0RATORIES

LABORATORIES

NDA #

APPROVAL DATE

I8­9II
01-30-85

I8­9I6
01-31-84

18-911

01-30-85

18-911

01-30-85

I8­9I6
0I­3I­84

18-911

01-30-85

18-911

01-30-85

I8­9I6
01-31-84

PATENT i
\

EXP. DATE EXP. DATE

EXCLUSIVITY

IV­7I



IV­72

ACTIVEINGREDIENT(S)

STRENGTH(S)

HEPARINSODIUM;SODIUMCHLORIDE

IO,0OOUNITS/IOOML;45OMG/IO0ML

HEPARINSODIUM;SODIUMCHLORIDE

5,000UNITS/IOOML;9OOMG/IOOML

HEXACHLOROPHENE

3%

HYDROCHLOROTHIAZIDE;

METOPROLOLTARTRATE

25MG;50MG

HYDROCHLOROTHIAZIDE;

METOPROLOLTARTRATE

25MG;IOOMG

HYDROCHLOROTHIAZIDE;

ЖЮЮЩЩTЖШПЁ

50MG;IOOMG

HYDROCHLOROTHIAZIDE;TIMOLOLMALEATE

25MG;IOMG

HYDROCHLOROTHIAZIDE;TRIAMTERENE

50WG;75MG

TRADENAME

(DOSAGEFORM;ROUTE)

HEPARINSODIUM25,OO0UNITS

INSODIUMCHLORIDE0.45%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM25,OO0UNITS

INSODIUMCHLORIDE0.95

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

TURGEX

(SOLUTION;TOPICAL)

LOPRESSORHCT50/25

(TABLET;ORAL)

LOPRESSORHCT1OO/25

(TABLET;ORAL)

LOPRESSORHCT1OO/50

(TABLET;ORAL)

TIMOLIDE

(TABLET;ORAL)

MAXZIDE

(TABLET;ORAL)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

XTTRIUMLABS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

MSàD/MERCK

MYLANPHARMS

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18-916

01-31-84

18-916

01-31-84

19-055

11-30-84

18-3033876802NC

12-31-8404-08-9212-31-87

3998790

12-21-93

18-3033876802NC

|2-31-8404-08-9212-31-87

3998790

12-21-93

18-3033876802NC

12-31-8404-08-9212-31-87

3998790

12-21-93

18-0613655663

12-11-8104-11-89

4238485

12-09-97

19-1294444769NS

10-22-8404-24-0110-22-87

TABLEIV.NDA'SAPPROVEDFROM1-1-82T01-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

HYDROCORTISONE ACETATE

101

HYDROCORT IsONE BUTYRATE

0. 11

HYDR0CORTISONE BUTYRATE

0.1%

HYDROCORT ISONE VALERATE

0.21

HYDROMORPHONE HYDROCHLORIDE

IOMG/ML

HYDROXYUREA

5OOMG

IBUPROFEN

4OOMG

IBUPROFEN

3OOMG

IBUPROFEN

600MG

IBUPROFEN

4OOMG

IBUPROFEN

600MG

TRADE NAME

(DOSAGE FORM; ROUTE)

CORTIFOAM

(AEROSOL; RECTAL)

LOCOID

(CREAM; TOPICAL)

LOCOID

(0INTMENT; TOPICAL)

WESTCORT

(0INTMENT; TOPICAL)

DILAUDID-HP

(INJECTABLE; INJECTION)

HYDREA

(CAPSULE; ORAL)

MOTRIN

(TABLET; ORAL)

MOTRIN

(TABLET; ORAL)

MOTRIN

(TABLET; ORAL)

RUFEN

(TABLET; ORAL)

RUFEN

(TABLET; ORAL)

APPLICANT NAME

REED&CARNRICK PHARMS

OWEN LABS/DERM PRODS

OWEN LABS/DERM PRODS

WESTWOOD PHARMS

KNOLL PHARMACEUTICAL

ER SQUIBB AND SONS

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

BOOTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-351 NDF

02­I0­82 09-24-86

18-795 NP

01-07-83 09-24-86

19-106 NP

07-03-84 09-24-86

18-726 NDF

08-08-83 09-24-86

19-034 NCE

01-11-84 01-11-94

16-295 3968249

12-07-67 07-06-93

17-463 3385886 1-2

09-19-74 05-28-85 09-24-86

I7­463 3385886 I­2
09-19-74 05-28-85 09-24-86

I7-463 3385886 I­2
03-09-79 05-28-85 09-24-86

18-197 3385886 1­2

05-19-81 05-28-85 09-24-86

18-197 3385886 1-2

03-05-84 05-28-85 09-24-86

IV­73



IV­74

ACTIVEINGREDIENT(S)

STRENGTH(S)

INDAPAMIDE

2.5MG

INDOMETHACIN

50MG

INDOMETHACIN

75MG

INDOMETHACIN

25МG

1N00METНACIN

50MG

INDOMETHACIN

25MG

INDOMETHACIN

50MG

INDOMETHACIN

50MG

INDOMETHACIN

25MG

1N00METНAC1N

25MG

1N00METНAC1N

50MG

TRADENAME

(DOSAGEFORM;ROUTE)

LOZOL

(TABLET;ORAL)

INDOCIN

(SUPPOSITORY;RECTAL)

INDOCINSR

(CAPSULE,CONTROLLED

RELEASE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

APPLICANTNAME

USVPHARMACEUTICAL

MS&DRESLABS/MERCI(

MS&D/MERCK

CHELSEALABORATORIES

CHELSEALABORATORIES

ZENITHLABORATORIES

ZENITHLABORATORIES

PARPHARMACEUTICAL

PARPHARMACEUTICAL

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

NDA#

APPROVALDATE

I8-538

07-06-83

I7­8I4
08-13-84

18-185

02-23-82

18-690

07-31-84

18-690

07-31-84

18-730

05-04-84

18-730
05-04-84

18-829

08-06-84

18-829

08-06-84

18-851

05-18-84

18-851

05-18-84

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

356591INCE

02-23-8807-06-93

NDF

09-24-86

NDF

09-24-86

NDA'SAPPROVEDFROMI­I­82T01-31-85AN0NDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

INDOMETHACIN

25MG

INDOMETHACIN

5OMG

INDOMETHACIN

25MG

INDOMETHACIN

5OMG

INDOMETHACIN SODIUM TRIHYDRATE

EQ IMG BASE/VIAL

IODAMIDE MEGLUMINE

24%

IODAMIDE MEGLUMINE

65%

IODOHIPPURATE SODIUM,

1-123

IMCI/ML

IODOXAMATE MEGLUMINE

9.9%

IODOxAMATE MEGLUMINE

40.3%

TRADE NAME

(DOSAGE FORM; ROUTE)

INDOMETHACIN

(CAPSULE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

INDOCIN I. V.
(INJECTABLE; INJECTION)

RENOVUE-DIP

(INJECTABLE; INJECTION)

RENOVUE­65

(INJECTABLE; INJECTION)

NEPHROFLOW

(INJECTABLE; INJECTION)

CHOLOVUE

(INJECTABLE; INJECTION)

CHOLOVUE

(INJECTABLE; INJECTION)

APPLICANT NAME

MYLAN PHARMS

MYLAN PHARMS

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

MS&D/MERCK

ER S00188 AND SONS

ER SQUIBB AND SONS

MEDI-PHYSICS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

I8­858

04-20-84

18-858

04-20-84

18-806

11-23-84

18-806

11-23-84

18-878

01-30-85

17-903

07-10-78

I7­902

07-24-78

I8­289

I2­28­84

18-076

08-14-81

I8­077

08-14-81

3654272

04-04-89

3654272

04-04-89

I­6
09-24-86

I­6
09-24-86

NCE

12-28-89

IV­75



IV­76

ACTIVEINGREDIENT(S)

STRENGTH(S)

ISOFLURANE

99.95

ISOTRETINOIN

IOMG

ISOTRETINOIN

20MG

ISOTRETINOIN

40MG

KETOCONAZOLE

200MG

TRADENAME

(DOSAGEFORM;ROUTE)

FORANE

(GAS;INHALATION)

ACCUTANE

(CAPSULE;ORAL)

ACCUTANE

(CAPSULE;ORAL)

ACCUTANE

(CAPSULE;ORAL)

NIZORAL

(TABLET;ORAL)

APPLICANTNAME

ANAQUEST/BOC

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

JANSSENPHARMA

NDA#

APPROVALDATE

17-624

12-18-79

I8­662

05-07-82

I8­662

03-28-83

I8­662
05-07-82

18-533

06-12-81

PATENT#

EXP.DATE

3535425

01-24-93

3535388

01-24-93

42OO647

04-29-97

4322438

03-30-99

4464394

08-07-01

4200647

04-29-97

4322438

03-30-99

4464394

08-07-01

4200647

04-29-97

4322438

03-30-99

4464394

08-07-01

4335125

06-15-99

ШEХP..DATE

NCE

05-07-92

NCE

05-07-92

NCE

05-07-92

1-25

09-24-86

N0A'8APPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

LABETALOL HYDROCHLORIDE

2OOMG

LABETALOL HYDROCHLORIDE

3OOMG

LABETALOL HYDROCHLORIDE

4OOMG

LABETALOL HYDROCHLORIDE

5MG/ML

LABETALOL HYDROCHLORIDE

2OOMG

LABETALOL HYDROCHLOR IDE

BOOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

NORMODYNE

(TABLET; ORAL)

NORMODYNE

(TABLET; ORAL)

NORMODYNE

(TABLET; ORAL)

NORMODYNE

(INJECTABLE; INJECTION)

TRANDATE

(TABLET; ORAL)

TRANDATE

(TABLET; ORAL)

APPLICANT NAME

SCHERING

SCHERING

SCHERING

SCHERING

GLAXO

GLAXO

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-686 4012444 МСЕ

08-01-84 03-15-94 08-01-94

4OO6755

01-03-95

18-686 4012444 NCE

08-01-84 03-15-94 08-01-94

4OO6755

01-03-95

18-686 4012444 NCE

08-01-84 03-15-94 08-01-94

4OO6755

01-03-95

18-687 4012444 NCE

08-01-84 03-15-94 08-01-94

4OO6755

01-03-95

4328213

05-04-99

18-716 4012444 NCE

08-01-84 03-15-94 08-01-94

4OO6755

01-03-95

18-716 4012444 МСЕ

08-01-84 03-15-94 08-01-94

4OO6755

01-03-95

IV­77



IV­78

ACTIVEINGREDIENT(S)

STRENGTH(S)

LABETALOLHYDROCHLORIDE

4OOMG

LACTULOSE

IOGM/I5ML

LEUCOVORINCALCIUM

EO5MGBASE

LEUCOVORINCALCIUM

EQ25MGBASE

LITHIUMCARBONATE

450MG

LITHIUMCARBONATE

3OOMG

LOPERAMIDEHYDROCHLORIDE

2MG

TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

TRANDATEGLAXO18-7164012444NCE

(TABLET;ORAL)08-01-8403-15-9408-01-94

4OO6755

01-03-95

CEPHULACMERRELLDOW/DOWCHEMI7­6573461204

(SYRUP;ORAL)03-25-7608-12-86

3867524

02-18-92

3860708

01-14-92

3860707

01-14-92

3562388

02-09-88

3558774

01-26-88

WELLCOVORINBURROUGHSWELLCOME18-342NDF

(TABLET;ORAL)07-08-8309­24-86

WELLCOVORINBURROUGHSWELLCOMEI8­342NDF

(TABLET;ORAL)07-08-8309-24-86

ESKALITHCRSK&FLABORATORIESI8­I52NS

(TABLET,CONTROLLED03-29-8209-24-86

RELEASE;ORAL)

LITHIUMCARBONATEROXANELABORATORIES18-558

(TABLET;ORAL)0I­29­82

IMODIUMJANSSENPHARMA17-69437141591-30

(CAPSULE;ORAL)12-28-7601-30-9009-24-86

TABLEIV.NDA'SAPPROVEDFROMI-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

LOPERAMIDE HYDROCHLORIDE

IMG/5ML

LOXAPINE HYDROCHLORIDE

EQ 5OMG BASE/ML

LOXAPINE HYDROCHLORIDE

EQ 25MG BASE/ML

LOXAPINE SUCCINATE

EQ 5MG BASE

LOXAPINE SUCCINATE

EQ IOMG BASE

LOXAPINE SUCCINATE

EQ 25MG BASE

LOXAPINE SUCCINATE

EQ 50MG BASE

MAFENIDE ACETATE

EQ 85MG BASE/GM

MAGNESIUM ACETATE TETRAHYDRATE; POTASSIUM

ACETATE; SODIUM CHLORIDE
32MG/IOOML; I28MG/IOOML; 234MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

IMODIUM

(SOLUTION; ORAL)

LOXITANE

(INJECTABLE; INJECTION)

LOXITANE

(CONCENTRATE; ORAL)

LOXITANE

(CAPSULE; ORAL)

LOXITANE

(CAPSULE; ORAL)

LOXITANE

(CAPSULE; ORAL)

LOXITANE

(CAPSULE; ORAL)

SULFAMYLON

(CREAM; TOPICAL)

PLASMA-LYTE 56 IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

JANSSEN

LEDERLE

LEDERLE

LEDERLE

LEDERLE

LEDERLE

LEDERLE

APPLICANT NAME

PHARMA

LABS/AM CYAN

LABS/AM CYAN

LABS/AM CYAN

LABS/AM CYAN

LABS/AM CYAN

LABS/AM CYAN

WINTHROP LABS/STERL

TRAVENOL LABS

NDA #

APPROVAL DATE

19-037

07-31-84

18-039

10-26-79

17-658

05-04-76

17-525

10-25-77

17-525

02-25-75

17-525

02-25-75

17-525

02-25-75

16-763

01-24-69

19-047

06-15-84

PATENT #

EXP. DATE

3714159

01-30-90

3546226

12-08-87

3546226

12-08-87

4049809

09-20-94

3546226

12-08-87

3546226

12-08-87

3546226

12-08-87

3546226

12-08-87

3497599

01-26-88

EXCLUSIVITY

EXP. DATE

NDF

09-24-86

09-24-86

IV­79



IV­80

ACTIVEINGREDIENT(S)

STRENGTH(S)

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
POTASSIUMPHOSPHATE,MONOBASIC;SODIUM

ACETATE;SODIUMCHLORIDE;SODIUMGLUCONATE;

SODIUMPHOSPHATE

30MG/IO0ML;37MG/IOOML;0.82MG/IO0ML;

37OMG/IOOML;53OMG/IOOML;5OOMG/IOOML;

I2MG/IOOML

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE;SODIUM

GLUCONATE

30MG/IOOML;37MG/IOOML;222MG/IOOML;

526MG/IOOML;502MG/IO0ML

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE;SODIUM

GLUCONATE

3OMG/IO0ML;37MG/IOOML;222M0/IO0ML;

526MG/IO0ML;502MG/IO0ML

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE;SODIUM

GLUCONATE

3OMG/IOOML;37MG/IO0ML;370MG/IOOML;

530MG/IO0ML;50OMG/IOOML

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE;
SODIUMGLUCONATE

3OMG/IOOML;37MG/IO0ML;368MG/IOOML;

526MG/IO0ML;502MG/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

ISOLYTESPH7.4INPLASTIC

CONTAINER

(INJECTABLE;INJECTION)

PHYSIOSOLINPLASTIC

CONTAINER

(SOLUTION;IRRIGATION)

PHYSIOSOLINPLASTIC

CONTAINER

(SOLUTION;IRRIGATION)

PHYSIOLYTEINPLASTIC

CONTAINER

(SOLUTION;IRRIGATION)

SYNOVALYTE

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

APPLICANTNAME

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAW/AMHOSP

TRAVENOLLABS

NDA#

APPROVALDATE

I9­006

04-04-84

I7­637

07-08-82

18-406

07­08-82

I9­024

06-08-84

I9­326

0I­25­85

PATENT#

Ш
EXCLUSIVITY

EXP.DATE

NC

09-24-86

NC

09-24-86

NC

09-24­86

МС

09-24-86

NDA'SAPPROVEDFROM1-1-82TO1-31-85AN0N0A'8WITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

MAGNESIUM SULFATE; POTASSIUM CHLORIDE;

POTASSIUM PHOSPHATE, MONOBASIC; SODIUM

CHLORIDE; SODIUM PHOSPHATE

20MG/IOOML; 4OMG/IO0ML; 6.25MG/IOOML;

800MG/IO0ML; 8.75MG/IO0ML

MALATHION

0.5%

MAPROTILINE HYDROCHLORIDE

25MG

MAPROTILINE HYDROCHLORIDE

5OMG

MAPROTILINE HYDROCHLORIDE

75MG

MAZINDOL

IMG

MAZINDOL

2MG

MAZINDOL

2MG

MAZINDOL

IMG

MEBENDAZOLE

IOOMG

MEDROXYPROGESTERONE ACETATE

IOOMG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

TIS-U-SOL
(SOLUTION; IRRIGATION)

PRIODERM

(LOTION; TOPICAL)

LUDIOMIL

(TABLET; ORAL)

LUDIOMIL

(TABLET; ORAL)

LUDIOMIL

(TABLET; ORAL)

SANOREX

(TABLET; ORAL)

SANOREX

(TABLET; ORAL)

MAZANOR

(TABLET; ORAL)

MAZANOR

(TABLET; ORAL)

VERMOX

(TABLET, CHEWABLE; ORAL)

DEPO-PROVERA

(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

WYETH LABS/AMHO

WYETH LABS/AMHO

JANSSEN PHARMA

UPJOHN

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-508 NC

02-19-82 09-24-86

18-613 NCE

08-02-82 08-02-92

17-543 3399201

12-01-80 08-27-85

17-543 3399201

12-01-80 08-27-85

17-543 3399201 NS

09-30-82 08-27-85 09-24-86

17-247 3763178

06-14-73 10-02-90

17-247 3763178

06-14-73 10-02-90

17-980 3763178

08-28-80 10-02-90

17-980 3763178

02-02-82 10-02-90

17-481 3657267

06-28-74 04-18-89

12-541 3377364

01-16-76 04-09-85



IV­82

RELEASE;ORAL)

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#IPATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFCRM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

MEDROXYPROGESTERONEACETATEDEPO-PROVERAUPJOHN12-5413377364

4OOMG/ML(INJECTABLE;INJECTION)01-16-7604-09-85

1ЕGЦ1M1NE;METRIZOICACIDISOPAQUE-Z8OWINTHROPLABS/STERL17-5063476802

140.IMG/ML;461
.

8MG/M.(INJECTABLE;INJECTION)04-30-7411-04-86

I'ETAPROTERENOLSULFATEALUPENTBOEHRINGERINGELHEIMI5-8743422196

20МG(TABLET;ORAL)05-13-7401-14-86

NETAPROTERENOLSULFATEALUPENTBOEHRINGERINGELHEIM15-8743422196

1046(TABLET;ORAL)08-08-7701-14-86

IETAPROTERENOLSULFATEALUPENTBOEHRINGERINGELHEIMI6­4023422I96

O.65MG/INH(AEROSOL;INHALATION)07-31-7301-14-86

NETAPROTERENOLSULFATEALUPENTBOEHRINGERINGELHEIM17-5713422196

104G/5MI.(SYRUP;ORAL)05-23-7501-14-86

NETAPROTERENOLSULFATEALUPENTBOEHRINGERINGELHEIM17­6593422I96

55(SOLUTION;INHALATION)09-I8-8001-14-86

NETAPROTERENOLSULFATEALUPENTBOEHRINGERINGELHEIM18-7613422196

0.6%(SOLUTION;INHALATION)06-30-830I­I4-86

METHYLDOPAMETHYLDOPA(DRDLABORATORIESI8­934

250MG(TABLET;ORAL)06-29-84

METHYLDOPAMETHYLDOPAœRDLABORATORIES18-934

5004G(TABLET;ORAL)06-29-84

METHYLPHENIDATEHYDROCHLORIDERITALIN-SRCIBA/CIBA-GEIGY18-029NDF

20MG(TABLET,CONTROLLED03-30-8209-24-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO1-31-85AN0N0A'8WITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

METOCLOPRAMIDE

EQ 5MG БASE/571

METOCLOPRAMIDE HYDROCHLORIDE

EQ 5MG BASE/NL

METOCLOPRAMIDE HYDROCHLORIDE

EQ IOMG BASE

METOPROLOL TARTRATE

5OMG

METOPROLOL TARTRATE

IOOMG

NETOPROLOL TARTRATE

IMG/ML

METRIZAMIDE

3.75GM/VIAL

METR IzAMIOE

“6. 750м/1/ 1AL

METRONIDAZOLE

500MG

METRONIDAZOLE

25OMG

METRON IDAZOLE'
'500MG

TRADE NAME

(DOSAGE FORM; ROUTE)

REGLAN

(SYRUP; ORAL)

REGLAN

(INJECTABLE; INJECTION)

REGLAN

(TABLET; ORAL)

LOPRESSOR

(TABLET; ORAL)

LOPRESSOR

(TABLET; ORAL)

LOPRESSOR

(INJECTABLE; INJECTION)

AMIPAQUE

(INJECTABLE; INJECTION)

AMIPAQUE

(INJECTABLE; INJECTION)

METRONIDAZOLE

(TABLET; ORAL)

METRONIDAZOLE

(TABLET; ORAL)

METRONIDAZOLE

(TABLET; ORAL)

APPLICANT NAME

AH ROBINS

AH ROBINS

AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

WINTHROP LABS/STERL

WINTHROP LABS/STERL

ZENITH LABORATORIES

CHELSEA LABORATORIES

CHELSEA LABORATORIES

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-821 NDF

3-25-83 09-24-86

17-862 1-12; 1-13;

02-07­79 1-14

12-20-87

17-854 1-4

12-30-80 09-24-86

I7­963 3998790

08-07-78 12-21-93

I7­963 3998790

08-07-78 12-21-93

18-704 3998790 NDF

03-30-84 12-21-93 09-24-86

17-982 3701771 I­26
08-23-78 10-31-89 09-24-86

17-982 3701771 I­26
08-23-78 10-31-89 09-24-86

18-517

05-05-82

18-599

09-17-82

18-599

02-13-84



78-A1

31V0 '8Х3

A11A18010Х3

31V0 ‘8Х3

i 1N31V8

28-20­20 (1V80 51318V1) 0WOO9

118-81 1V0111130VW8VН8 011130 1V1S01083 3102701N031311

28­20-90 (1V80 s131871) 0W092

ILS-81 1V011п30V1187н8 011180 1V1S01083 3102701N031311

28-81­80 (1V80 5131871) O11092

978­81 1V0111130VW8V118 8V8 3102V01N081311 3102V01N081311

28-91-20 (1V80 f1318V1) 0W009

818-81 S31801V80BV1 33V8 3102V01N0813W 3102V01N0813W

28-91­20 (1V80 f131BV1) 0W092

818-81 S31301V80871 83V8 3102V01N081311 3102V01N081371

28-02-21 (1730 5131871) 00009
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28-11-60 (1V80 f131BV1) 011092
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28-22-01 (1V80 f131BV1) 011OO9
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719-81 8SOH 0V/MV00W 0V ‘A’1 081311 3102V01N081311
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029-81 х1N30Н8/83WWп80 009 1A81311 3102V01N031311

28-70­20 (1V80 s1318V1) 0W092

029-81 x I N30118/831011180 1A81311 3102V01N031311

31V0 1V/10833V (311108 fW803 30V800) (S)Н10N381S

)I V0N 311VN 1NV011837 3117N 30731 (S)1N310330N1 311110V

N011711303N1 1N31V8 31V1880888V Н11м S.V0N 0NV 98-12-1 01 28-1-1 11033 03110333V S.V0N ‘AI 31BV1



NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

METRONIDAZOLE

500MG/IOOML

METRONIDAZOLE

5OOMG/IO0ML

METRONIDAZOLE

5OOMG/IOOML

METRONIDAZOLE

5OOMG/IOOML

METRONIDAZOLE

50OMG/IOOML

METRONIDAZOLE

5OOMG/IOOML

METRONIDAZOLE

500MG

METRONIDAZOLE

25OMG

METRONIDAZOLE

HYDROCHLOR IDE

E0 500MG BASE/VIAL

TRADE NAME

(DOSAGE FORM; ROUTE)

NETRONIDAZOLE

(INJECTABLE; INJECTION)

METRONIDAZOLE IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

METRO I.V. IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)

METRONIDAZOLE

(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

METRONIDAZOLE

(TABLET; ORAL)

METRONIDAZOLE

(TABLET; ORAL)

FLAGYL I.V.
(INJECTABLE; INJECTION)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ELKINS-SINN/AHROBINS

SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL

LNK INTERNATIONAL

SEARLE PHARMS

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

I8­889

11-18-83

18-890

11-18-83

18-900

09-29-83

I8­907

03-30-84

18-353

05-29-81

18-657

12-24-81

18-930

08-18-83

19-029

04-10-84

18-353
11-28-80

1-11

12-20-87

1-11

12-20-87

1-11

12-20-87

IV­85



IV­86

ACTIVEINGREDIENT(S)

STRENGTH(S)

MICONAZOLE

IOMG/ML

MICONAZOLENITRATE

2%

MICONAZOLENITRATE

2%

мIOONAZOLENITRATE

2%

MICONAZOLENITRATE

IOOMG

MICONAZOLENITRATE

200MG

MINOXIDIL

2.5MG

TRADENAME

(DOSAGEFORM;ROUTE)

MONISTAT

(INJECTABLE;INJECTION)

MONISTAT7

(CREAM;VAGINAL)

MONISTAT-DERM

(CREAM;TOPICAL)

MONISTAT-DERM

(LOTION;TOPICAL)

MONISTAT7

(SUPPOSITORY;VAGINAL)

MONISTAT3

(SUPPOSITORY;VAGINAL)

LONITEN

(TABLET;ORAL)

APPLICANTNAME

JANSSENPHARMA

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

UPJOHN

NDA#PATENT#

APPROVALDATEEXP.DATE

I8­04037I7655

IO­04­7802-20-90

3839574

IO­0I­9I

I7-45037I7655

0I­30­7402-20-90

3839574

IO­0I­9I

I7­49437I7655

0I­30­7402-20-90

3839574

IO­0I­9I

I7­73937I7655

I2­I6­7502-20-90

3839574

IO­0I­9I

I8-52037I7655

03­I5­8202-20-90

3839574

IO­OI­9I

I8­88837I7655

08­I5­8402-20-90

3839574

IO­0I-9I

I8­I54346I46I

IO­I8­7908­I2­86

EXCLUSIVITY

EXP.DATE

I­27
09-24-86

NS

09-24-86

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

MINOXIDIL LONITEN UPJOHN I8­I54 346I46I

IOMG (TABLET; ORAL) 10­I8­79 08­I2­86

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17­III 3491093

5MG (TABLET; ORAL) 07­03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT I7­11I 3491093

IOMG (TABLET; ORAL) 07­03-74 0I­20­87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-1 11 3491093

25MG (TABLET; ORAL) 07­03-74 0I­20­87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT I7­I11 3491093

50MG (TABLET; ORAL) 01-05­81 0I­20­87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17­III 3491093

IOOMG (TABLET; ORAL) 01-05-81 0I­20­87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT I7­938 3491093

20м0/мL (CONCENTRATE; ORAL) 12­28­79 0I­20­87

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS I8-565 NR; D­8

O.5MG/ML (INJECTABLE; INJECTION) 09­I8­84 09­24-86

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; D­8

IMG/ML (INJECTABLE; INJECTION) 09­I8­84 09­24-86

NADOLOL CORGARD ER SOUIBB AND sONs I8­063 3982021

4OMG (TABLET; ORAL) 12­IO­79 09­21­93

3935267

01-27-93

NADOLOL CORGARD ER SQUIBB AND SONS I8­063 3982021

вомG (TABLET; ORAL) 12­I0­79 09­21-93

3935267

01-27-93

IV­87



IV-88

ACTIVEINGREDIENT(S)

STRENGTH(S)

NADOLOL

I20MG

NADOLOL

I60MG

NADOLOL

40MG

NADOLOL

8OMG

NADOLOL

I20MG

NADOLOL

160MG

NALBUPHINEHYDROCHLORIDE

IOMG/ML

NALBUPHINEHYDROCHLORIDE

20MG/ML

TRADENAME

(DOSAGEFORM;ROUTE)

CORGARD

(TABLET;ORAL)

CORGARD

(TABLET;ORAL)

CORGARD

(TABLET;ORAL)

CORGARD

(TABLET;ORAL)

CORGARD

(TABLET;ORAL)

CORGARD

(TABLET;ORAL)

NUBAIN

(INJECTABLE;INJECTION)

NUBAIN

(INJECTABLE;INJECTION)

APPLICANTNAME

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

DUPONTPHARMS/DUPONT

DUPONTPHARMS/DUPONT

NDA#

APPROVALDATE

I8­063

I2­I0­79

I8­063

I2­IO­79

I8­064

I2­IO­79

I8­064

I2­IO­79

I8­064

I2­IO­79

I8­064

I2­IO­79

I8­024

O5­I5­79

I8­024

05-27-82

PATENTßEXCLUSIVITY

EXP.DATEEXP.DATE

398202I

09­2I­93
3935267

0I­27­93

398202I

09­2I­93
3935267

0I­27­93

398202I

O9­2I­93
3935267

0I­27­93

398202I

09­2I­93
3935267

0I­27­93

398202I

O9­2I­93
3935267

0I­27­93

398202I

O9­2I­93
3935267

0I­27­93

3393I97

07­I6­85

NS

09-24-86

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATЕNT # EXCLUSIVITY

STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

NALIDIXIC ACID NEGGRAM WINTHROP LABS/STERL 14-214 3590036

25OMG (TABLET; ORAL) 12-27-67 06-29-88

NALIDIXIC ACID NEGGRAM WINTHROP LABS/STERL 14­2I4 359OO36

500MG (TABLET; ORAL) 03-06-64 06-29-88

NALIDIXIC ACID NEGGRAM WINTHROP LABS/STERL 14-214 359OO36

IGM (TABLET; ORAL) 03-06-64 06-29-88

NALIDIXIC ACID NEGGRAM WINTHROP LABS/STERL 17-430 3590036

25OMG/5ML (SUSPENSION; ORAL) 04-17-73 06-29-88

NALOXONE HYDROCHLORIDE NARCAN DUPONT PHARMS/DUPONT I6­636 NS

IMG/ML (INJECTABLE; INJECTION) 06-14-82 09-24-86

NALOXONE HYDROCHLORIDE; PENTAZOCINE TALWIN NX WINTHROP LABS/STERL 18-733 4105659 NC

HYDROCHLORIDE (TABLET; ORAL) I2­I6­82 08-08-95 09-24-86

O.5MG; EQ 5OMG BASE

NALTREXONE HYDROCHLORIDE TREXAN DUPONT PHARMS/DUPONT I8­932 NCE

5OMG (TABLET; ORAL) II­20­84 11-20-89

NAPROXEN NAPROSYN SYNTEX PR 17-581 3998966 NS

I25MG (TABLET; ORAL) 03-11-76 12-21-93 09-24-86

4OO9197

09-09-92

4O01301

09-09-92

3904682

09-09-92

IV­89



I\I_(V\

ACTIVEINGREDIENT(S)

STRENGTH(S)

NAPROXEN

250MG

NAPROXEN

375MG

NAPROXEN

500MG

NAPROXENSODIUM

275MG

TRADENAME

(DOSAGEFORM;ROUTE)

NAPROSYN

(TABLET;ORAL)

NAPROSYN

(TABLET;ORAL)

NAPROSYN

(TABLET;ORAL)

ANAPROX

(TABLET;ORAL)

APPLICANTNAME

SYNTEXPR

SYNTEXPR

SYNTEXPR

SYNTEXPR

NDA#

APPROVALDATE

I7-58I
O3­II­76

I7-58I
07­I8­80

I7-58I
04­I5­82

I8­I64
O9­04­80

PATENT#

EXP.DATE

EXCLUSIVITY

EXP.DATE

3998966

I2­2I­93
4OO9I97

09-09-92

4OOI30I

09-09-92

3904682

09-09-92

3998966

I2­2I­93
4009I97

09-09-92

4O0I30I

09­09­92

3904682

09-09-92

3998966

I2­2I­93
4009I97

09-09-92

4O0I30I

09-09-92

3904682

09-09-92

3998966

l2­2I­93
4OOI30I

09-09-92

4009I97

09-09-92

NS

O9­24­86

NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

NICLOSAMIDE

500MG

NICOTINE RESIN COMPLEX

EQ 2MG BASE

NIFEDIPINE

IOMG

NITROGLYCERIN

O.5MG/ML

NITROGLYCERIN

5MG/ML

NITROGLYCERIN

5MG/ML

NITROGLYCERIN

IMG/ML

NITROGLYCERIN

5MG/ML

NITROGLYCERIN

0.8MG/ML

NOMIFENSINE MALEATE

25MG

NOMIFENSINE MALEATE

5OMG

TRADE NAME

(DOSAGE FORM; ROUTE)

NICLOCIDE

(TABLET, CHEWABLE; ORAL)

NICORETTE

(GUM, CHEWING; ORAL)

PROCARDIA

(CAPSULE; ORAL)

TRIDIL
(INJECTABLE; INJECTION)

NITROSTAT

(INJECTABLE; INJECTION)

NITRO-BID

(INJECTABLE; INJECTION)

NITRONAL

(INJECTABLE; INJECTION)

NITRONAL

(INJECTABLE; INJECTION)

NITROL

(INJECTABLE; INJECTION)

MERITAL
(CAPSULE; ORAL)

MERITAL

(CAPSULE; ORAL)

APPLICANT NAME

MILES PHARMS/MILES

NERRELL DOW/DOW CHEM

PFIZER LABS/PFIZER

AM CRITICAL CARE/AHS

PARKE-DAVIS/W-L

MAR ION LABORATORIES

G POHL-BOSKAMP

G POHL-BOSKAMP

KREMERS-URBAN

HOECHST-ROUSSEL

HOECHST-ROUSSEL

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

I8­669 NCE

05­I4­82 05-14-92

18-612 NCE

01-13-84 01-13-94

18-482 3644627

12-31-81 02-22-89

18-537 NDF

06­I6­83 09-24-86

18-588 NDF

I2­23­83 09-24-86

18-621 NDF

01-05-82 09-24-86

18-672 NDF

08-30-83 09-24-86

18-672 NDF

08-30-83 09-24-86

18-774 NDF

01-19-83 09-24-86

18-224 NCE

12-31-84 12-31-89

18-224 NCE

12-31-84 12­31-89

IV­9I
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NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

OXNWNIQUINE

25OMG

OXPRENOLOL HYDROCHLORIDE

20MG

OXPRENOLOL HYDROCHLORIDE

4OMG

OXPRENOLOL HYDROCHLORIDE

8OMG

OXPRENOLOL HYDROCHLORIDE

IOOMG

PANCURONIUM BROMIDE

2MG/ML

PANCURONIUM BROMIDE

IMG/ML

PARAMETHASONE ACETATE

IMG

PARAMETHASONE ACETATE

2MG

PENTAGASTRIN

0.25MG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

VANSIL

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

TRASICOR

(CAPSULE; ORAL)

PAVULON

(INJECTABLE; INJECTION)

PAVULON

(INJECTABLE; INJECTION)

HALDRONE

(TABLET; ORAL)

HALDRONE

(TABLET; ORAL)

PEPTAVLON

(INJECTABLE; INJECTION)

APPLICANT NAME

PFIZER LABS/PFIZER

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

ORGANON/AKZONA

ORGANON/AKZONA

ELI LILLY

ELI LILLY

AYERST LABS/AMHO

NDA #

APPROVAL DATE

18-069

07-23-80

18-166

12-28-83

18-166

12-28-83

18-166

12-28-83

18-166

12-28-83

17-015

10-24-72

17-015

09-14-73

12-772

04-17-61

12-772

04-17-61

17-048

07-26-74

PATENT Í
EXP. DATE

EXCLUSIVITY

EXP. DATE

3903283

09-02-92

3821228

06-28-91

3925391

12-09-92

3483221

12-09-86

3483221

12-09-86

3483221

12-09-86

3483221

12-09-86

3553212

01-05-88

3553212

01-05-88

3499016

03-03-87

3499016

03-03-87

3896103

07-22-92

NCE

12-28-93

NCE

12-28-93

NCE

12-28-93

NCE

12-28-93

IV­93



IV­94

ACTIVEINGREDIENT(S)

STRENGTH(S)

PENTNWIDINEISETHIONATE

30OMG/VIAL

PENTAZOCINELACTATE

EQ3OMGBASE/ML

PENTETATEINDIUMDISODIUM,IN-III
IMCI/ML

PENTOXIFYLLINE

4OOMG

PHENYLEPHRINEHYDROCHLORIDE;PROMETHAZINE

HYDROCHLORIDE

5MG/5ML;6.25MG/5ML

PILOCARPINE

5MG

PILOCARPINE

IIMG

PILOCARPINEHYDROCHLORIDE

41

PIMOZIDE

2MG

PINDOLOL

5MG

TRADENAME

(DOSAGEFORM;ROUTE)

PENTAM300

(INJECTABLE;INJECTION)

TALWIN

(INJECTABLE;INJECTION)

MPIINDIUMDTPAINIII
(INJECTABLE;INJECTION)

TRENTAL

(TABLET,CONTROLLED

RELEASE;ORAL)

PHENERGANVC

(SYRUP;ORAL)

OCUSERTPILO­20

(INSERT,CONTROLLED

RELEASE;OPHTHALMIC)

OCUSERTPILO-40

(INSERT,CONTROLLED

RELEASE;OPHTHALMIC)

PILOPINEHS

(GEL;OPHTHALMIC)

ORAP

(TABLET;ORAL)

VISKEN

(TABLET;ORAL)

APPLICANTNAME

LYPHOMED

WINTHROPLABS/STERL

MEDI-PHYSICS

HOECHST-ROUSSEL

WYETHLABS/AMHO

ALZA

ALZA

ALCONLABORATORIES

MCNEILPHARM

SANDOZPHARMS/SANDOZ

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

I9-264

IO­I6­84

I6­I944IO5659

O7­24­6708-08-95

I7­707NCE

02­I8­8202­I8­92

I8­63I3737433NCE

08-30-8406-05-9008-30-94

08-604

04-02-84

I7-43I39I628

07-29-7406-08-93

I7-54839I628

07-29-7206­08-93

I8­796NDF

IO­0I­84IO­0I­87

I7-473NCE

07­3I­8407­3I­94

I8­285347I515NCE

09-03-82IO­07­86O9­03­92

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM I­I­82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

PINDOLOL

IOMG

PINDOLOL

I5MG

PIROXICAM

IOMG

PIROXICAM

20MG

TRADE NAME

(DOSAGE FORM; ROUTE)

VISKEN

(TABLET; ORAL)

VISKEN

(TABLET; ORAL)

FELDENE

(CAPSULE; ORAL)

FELDENE

(CAPSULE; ORAL)

APPLICANT NAME

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

NDA #

APPROVAL DATE

I8­285

09-03-82

18-285

09-03-82

18-147

04-06-82

18-147

04-06-82

PATENT #

EXP. DATE

3471515

10-07-86

3471515

10-07-86

3591584

07-06-88

3674876

07-04-89

3862319

01-21-92

41O0347

07-11-95

3927002

12-16-92

RE29668

12-10-91

3591584

07-06-88

3674876

07-04-89

3862319

01-21-92

41OO347

07-11-95

3927002

12-16-92

RE29668

12-10-91

EXCLUSIVITY

EXP. DATE

NCE

09-03-92

NCE

09-03-92

NCE

04-06-92

NCE

04-06-92



IV­96

ACTIVEINGREDIENT(S)

STRENGTH(S)

POLYETHYLENEGLYœL3350;
POTASSIUMCHLORIDE;

SODIUMBICARBONATE;

SODIUMCHLORIDE;

500IUMSULFATE

23m/BOT;
2.97GI'I/BOT;

б.‘MGA/BOT;

5.86GM/BOT;
22.74GM/BOT

POLYETHYLENEGLYOOL3350;
POTASSIUMCHLORIDE;
SODIUMBICARBONATE;

SODILMCHLORIDE;
SODIUMSULFATE

I20GM/PACKET;

I
.4%M/PACKET;
3.3631/PAO<ET;

2.9234/PАСХЕТ;
11
.

360M/PAO<ET

POLYETHYLENEGLYCDL3350;
POTASSIUMCHLORIDE;
SODIUMBICARBONATE;

SODIUMCHLORIDE;
SODIUMSULFATE

227.IGM/PAO<ET;

2.8ZGJI/PACKET;

6.3ÓGM/PAO<ET;

5.53m/PACKET;
2I.5G'4/PACKET

TRADENAMEAPPLICANTNAMENDA#PATENTlEXCLUSIVITY

(DOSAGEFCRM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

GOLYTELYBRAINTREELABSI9­0II
(POWDERFOR07­I3­84

RECONSTITUTION;ORAL)

COLYTEEDLAWPREPARATIONSI8­983

(POWDERFORIO­26­84

REœNSTITUTION;ORAL)

œLYTEEDLAWPREPARATIONSI8­983

(POWDERFORIO­26­84

REOONSTITUTION;ORAL)

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

POLYETHYLENE GLYOOL 3350;

POTASSIUM CHLORIDE;

SODIUM в1сАяв0мAт5;

SODIUM CHLORIDE;

SODIUM SULFATE

3OOG~I/PAO<ET;

4. 470м/PA0<5т ;

10. овем/PA0<5т;

8.7бСМ/PACКET;

34 . овеч/PAсквт

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

0.5MG; IMG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

O.5MG; 2MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

0.5MG; 5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

COLYTE

(POWDER FOR

RECONSTITUTION; ORAL)

MINIZIDE

(CAPSULE; ORAL)

MINIZIDE

(CAPSULE; ORAL)

MINIZIDE

(CAPSULE; ORAL)

APPLICANT NAME

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

PF IZER LABS/PF IZER

PFIZER LABS/PFIZER

NDA #

APPROVAL DATE

18-983

10-26-84

17-986

06-13-80

17-986

06-13-80

I7­986

06-13-80

PATENT #mE

3511836

05-12-87

3663706

05-16-89

4130647

12-19-95

3511836

05-12-87

3663706

05-16-89

4130647

12-19-95

3511836

05-12-87

3663706

05"I 6-89

4130647

12-19-95

EXCLUSIVITY

IV­97



IV­98

ACTIVEINœEDIENUS)
STRENGTH(S)

POTASSIUMACETATE

ZMEQ/ML

POTASSIUMCHLORIDE

IOMEQ

POTASSIUMCHLORIDE;SODIUMCHLORIDE

I50MG/IOOML;90OMG/IO0ML

POTASSIUMCHLORIDE;SODIUMCHLORIDE

3OOMG/IOOML;900MG/IO0ML

POTASSIUMCHLORIDE;SODIUMCHLORIDE

I5OMG/I00ML;900MO/100M.

POTASSIUMCHLORIDE;SODIUMCHLORIDE

TRADENAMEAPPLICANTNAMENDA#

(DOSAGEFORM;ROUTE)APPROVALDATE

POTASSIUMACETATEINABBOTTLABORATORIESI8­896

PLASTICCONTAINER07-20-84

(INJECTABLE;INJECTION)

KLOTRIXMEADJOHNSON/B-MI7­85O

(TABLET,CONTROLLED05-22-80

RELEASE;ORAL)

SODIUMCHLORIDE0.91ANDTRAVENOLLABSI8­630

POTASSIUMCHLORIDEIOMEQ02­I7­83
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.91ANDTRAVENOLLABSI8­630

POTASSIUMCHLORIDE20MEQ02­I7­83
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.91ANDTRAVENOLLABSI8­630

POTASSIIMCHLORIDEZOMEQ02­I7­83
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.91ANDTRAVENOLLABSI8­630

POTASSIUMCHLORIDE4OMEQ02­I7­83 3OOMG/IOOML;900MG/IO0ML

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

PATENTf
EXP.DATE

4I40756

02-20-96

EXCLUSIVITY

EXP.DATE

NDF

O9­24­86

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

POTASSIUM CHLORIDE; SODIUM CHLORIDE

75MG/IO0ML; 9OOMG/IOOML

POTASSIUM CHLORIDE; SODIUM CHLORIDE

I5OMG/IOOML; 900MG/IO0ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE

22OMG/IOOML; 9O0MG/IOOML

POTASSIUM CHLORIDE; SODIUM CHLORIDE

3OOMG/IOOML; 9OOMG/IOOML

PRALIDOXIME CHLORIDE

3OOMG/ML

PRALIDOXIME CHLORIDE

3OOMG/ML

PRAZEPAM

20MG

PRAZIQUANTEL

60OMG

TRADE NAME

(DOSAGE FORM; ROUTE)

SODIUM CHLORIDE 0.9% AND

POTASSIUM CHLORIDE 0.075%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND

POTASSIUM CHLORIDE 0.I5%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND

POTASSIUM CHLORIDE 0.22%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND

POTASSIUM CHLORIDE 0.3%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PROTOPAM

(INJECTABLE; INJECTION)

PRALIDOXIME CHLORIDE

(INJECTABLE; INJECTION)

CENTRAX

(CAPSULE; ORAL)

BILTRICIDE
(TABLET; ORAL)

APPLICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AYERST LABS/AMHO

SURVIVAL TECHNOLOGY

PARKE-DAVIS/W-L

MILES PHARMS/MILES

NDA #

APPROVAL DATE

I8­722

II­09­82

I8­722

II­09­82

I8­722

II­09­82

18-722

11-09-82

18-799

12-13-82

18-986

12-13-82

18-144

05-10-82

18-714

12-29-82

PATENT #

EXP. DATE

EXCLUSIVITY

EXP. DATE

4OO1411

01-04-94

NDF

09-24-86

NDF

09-24-86

NS

09-24-86

NCE

I2­29­92

IV­99



18-I2-10
9260292

26-12-10

2222982

88-12-У0

2889192

96-61-21

L7QO2I7

96-02-90

9122607

68­91-90

9012992

18-21-90

928II92

96-61-21

1790217

96-02-90

9122607

68-91-90

9012992

18-21-90

928II92

96-6I­2I
1790217

96-02-90

9122607

68-91-90

9012992

18-21-90

928II92

69-22-10

SQL-91

LL-IO-2O

929-11

91-22-90

277-11

91-22-90

277-11

91-22-90

277-Ll

31VG ’8X3

ÁllAISnî0X3
31VO ’8X3

# lnalv8
31VG 1VAO888V

# VGN

COI-AI

3H0O8 VW-NNVW33OH

W3H0 MOG/MOG 113883W

832138/SGV1 832Id8

832138/SBV7 8321d8

8321J8/SBV1 832138

3WVN lNV0I188V

(7V8O fElînS8V0)

3NV101VW

(1V8O fl31BVl)
0013801

(1У3O fEVIOS8V0)

SS388INIW

(1V8O $31п$ачэ)

SS388INIW

(1V8O s310S8VS)

SS388INIW

(31008 sW803 3OVSOG)

ЗИМЫ 3GV8.L

3SVS OWO9 03

301801Н0080AН 3NIZVB8V0O88

SWO92

1O00ЭOЕЫ

OWZ

30I801H0O8GÀH NISOZV88

OWI

301801H0O80ÀH NISOZV88

OWS

3GI801H0O8GÀH N1SOZV88

(S)HlON38lS

(S)1N31038SN1 3AIl0V

N01lVW80dN1 lNìlV8 31V188O888V HllM SIVON GNV 98-12-1 Ol 28-1-1 W083 03AO888V SIVGN ’Al 319Vl



NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

PROPRANOLOL

IOMG

PROPRANOLOL

20MG

PROPRANOLOL

40MG

PROPRANOLOL

60MG

PROPRANOLOL

80MG

PROPRANOLOL

80MG

PROPRANOLOL

90MG

PROPRANOLOL

I20MG

PROPRANOLOL

I6OMG

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

PROTAMINE SULFATE

25OMG/VIAL

PROTIRELIN

O.5MG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

INDERAL

(TABLET; ORAL)

INDERAL

(TABLET; ORAL)

INDERAL

(TABLET; ORAL)

INDERAL

(TABLET; ORAL)

INDERAL

(TABLET; ORAL)

INDERAL LA

(CAPSULE, CONTROLLED

RELEASE; ORAL)

INDERAL

(TABLET; ORAL)

INDERAL LA

(CAPSULE, CONTROLLED

RELEASE; ORAL)

INDERAL LA

(CAPSULE, CONTROLLED
RELEASE; ORAL)

PROTAMINE SULFATE

(INJECTABLE; INJECTION)

THYPINONE

(INJECTABLE; INJECTION)

AYERST

AYERST

AYERST

AYERST

AYERST

AYERST

AYERST

AYERST

AYERST

UPJOHN

ABBOTT

APPLICANT NAME

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABORATORIES

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

I6-4I8 I­15
11-13-67 09-24-86

16-418 1-15

10-16-74 09-24-86

16-418 1-15

11-13-67 09-24-86

16-418 NS

01-18-83 09-24-86

16-418 1-15

10-16-74 09-24-86

18-553 NDF

04-19-83 09­24-86

16­418 NS

01-18-83 09-24-86

18-553 NDF

04-19-83 09­24-86

18-553 NDF

04-19-83 09-24­86

07-413 NS

08-02-84 09-24-86

17­638 3746697

11-05­76 07-17-90

IV­I0I



if

ACTIVEINGREDIENT(S)

STRENGTH(S)

PROTIRELIN

0.5MG/VL

PROTRIPTYLINEHYDROCHLORIDE

5MG

PROTRIPTYLINEHYDROCHLORIDE

IOMG

PYRANTELPAMOATE

EQ250MGBASE/5M.

RANITIDINEHYDROCHLORIDE

EQ15046BASE

RANITIDINEHYDROCHLORIDE

EQ25MGBASE/MI.

RITODRINEHYDROCHLORIDE

IOMG

RlTODRINEHYDROCHLORIDE

IOMG/ML

RITODRINEHYDROCHLORIDE

l5MG/M.

sAFFLowERоlL;SOYBEANolL
поя;1о$

sAFFLowERolL;soYBEANolL

5%;5%

TRADENAMEAPPLICANTNAMENDA#PATENT»
I4EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

RELEFACTTRHI-OECHST-ROUSSEL18-0873746697

(INJECTABLE;INJECTION)07­I8-7807-17-90

VIVACTILMS&D/MERCKI6­0I23372196

(TABLET;ORAL)09-27­6703-05-85

VIVACTILMS&D/MERCKI6-0123372196

(TABLET;ORAL)09-27-6703-05-85

ANTIMlNTHROERIG/PFIZERI6-8833644624

(SUSPENSION;ORAL)I2­30­7I02-22-89

3549624

12-22-87

ZANTACGLAXO18-7034I28658NCE

(TABLET;ORAL)06-09-8312-05-9506-09-93

ZANTACGLAXOI9-0904128658NCE

(INJECTABLE;INJECTION)I0­I9-8412-05-9506-09-93

YUTOPARASTRAPHARMPRODSI8-5553410944

(TABLET;ORAL)I2­12­80II-I2-85

YUTOPARASTRAPHARMPRODSI8-5803410944

(INJECTABLE;INJECTION)I2­I2-80II­I2-85

YUTOP/’RASTRAPHARMPRODSI8-58034I0944

(INJECTABLE;INJECTION)09-27-84II-'I2-85

LIPOSYNII201ABBOTTLABORATORIESI8­991NP

(INJECTABLE;INJECTION)08-27-8409-24-86

LIPOSYNII101ABBOTTLABORATORIESI8-997NP

(INJECTABLE;INJECTION)08-27-8409-24-86

Н/-102

TABLEIV.NDA'SAPPROVEDFROMI­l­82T0I­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

SARALASIN ACETATE

EQ O.6MG BASE/ML

SCOPOLAMINE

I.5MG

SELENIUM SULFIDE

2.5%

SILVER suLFADlAzlNE

11

S1L155 S0LFA01A21м5

11

SINCALIDE

0.OO5MG/VIAL

SODIUM ACETATE, ANHYDROUS

ZMEQ/ML

SODIUM CHLORIDE

45OMG/IOOML

SODIUM CHLORIDE

QMG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

SARENIN

(INJECTABLE; INJECTION)

TRANSDERM-SCOP

(FILM, CONTROLLED
RELEASE; PERCUTANEOUS)

SELSUN

(SHAMPOO/LOTION; TOPICAL)

SILVADENE

(CREAM; TOPICAL)

SSD

(CREAM; TOPICAL)

KINEVAC

(INJECTABLE; INJECTION)

SODIUM ACETATE IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.45%

1N PLASTIC CONTAINER

(SOLUTION; IRRIGATION)

BACTERIOSTATIC SODIUM

CHLORIDE 0.9% 1N PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

NORWICH EATON/P&G

CIBA/CIBA-GEIGY

ABBOTT LABS

MARION LABORATORIES

TRAVENOL LABS

ER S00188 AND SONS

ABBOTT LABORATORIES

TRAVENOL LABS

ABBOTT LABORATORIES

NDA #

APPROVAL DATE

18-009

05-29-81

17-874

12-31-79

07-936

05-17-51

17-381

11-26-73

18-578

02-25-82

17-697

07-21-76

18-893

05-04-83

18-497
02-19-82

18-800

10-29-82

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

3932624

01-13-93

3886134

05-27-92

4031894

06-28-94

4262OO3

04-14-98

3761590

09-24-90

3839315

10-01-91

1-3

09-24-86

PР

09-24-86

IV­IO3



1V­IO4

ACTIVEINGREDIENT(S)

STRENGTH(S)

SODIUMCHLORIDE

9MG/ML

SODIUMCHLORIDE

2.5MEQ/ML

SODIUMCHLORIDE

3GM/IOOML

SODIUMCHLORIDE

5GM/IOOML

SODIUMCHLORIDE

9MG/ML

SODIUMCHLORIDE

SMG/ML

SODIUMIODIDE,1-123

100UCI

SODIUMIODIDE,1-123

2OOUCI

SODIUMIODIDE,1-123

400UCI

SODIUMLACTATE

5MEQ/ML

TRADENAME

(DOSAGEFORM;ROUTE)

SODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDEIN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE3%IN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE5%IN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%IN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMIODIDEI123

(CAPSULE;ORAL)

SODIUMIODIDEI123

(CAPSULE;ORAL)

SODIUMIODIDEI123

(CAPSULE;ORAL)

SODIUMLACTATEIN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

TRAVENOLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

BENEDICTNUCLRPHARM

BENEDICTNUCLRPHARM

BENEDICTNUCLRPHARM

ABBOTTLABORATORIES

NDA#

APPROVALDATE

18-803

10-29-82

18-897

07-20-84

19-022

11-01-83

19-022

11-01-83

19-217

07-13-84

19-218

07-13-84

18-671

05-27-82

18-671

05-27-82

18-671

05-27-82

18-947

09-05-84

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

NS

09-24-86

NDA'SAPPROVEDFROMI­I­82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

SODIUM NITROPRUSSIDE

5OMG/VIAL

SODIUM PHOSPHATE, DIBASIC; SODIUM

PHOSPHATE, M0NOBASIC

142MG/ML; 276MG/ML

SOMATROPIN

2 IU/VIAL

SORBITOL

3GM/IOOML

SOYBEAN OIL

105

SOYBEAN OIL

105

SOYBEAN 01L

201

SOYBEAN OIL

205

SOYBEAN OIL

105

SOYBEAN OIL

205

STANOZOLOL

2MG

TRADE NAME

(DOSAGE FORM; ROUTE)

SODIUM NITROPRUSSIDE

(INJECTABLE; INJECTION)

SODIUM PHOSPHATES

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ASELLACRIN 2

(INJECTABLE; INJECTION)

SORBITOL 35 1N PLASTIC

CONTAINER

(SOLUTI0N; IRRIGATION)

SOYACAL 105

(INJECTABLE; INJECTION)

TRAVAMULSION 105

(INJECTABLE; INJECTION)

TRAVAMULSION 205

(INJECTABLE; INJECTI0N)

SOYACAL 20%

(INJECTABLE; INJECTION)

LIPOSYN Ill 101
(INJECTABLE; INJECTloN)

LIPOSYN III 20%
(INJECTABLE; INJECTION)

WINSTROL

(TABLET; ORAL)

APPLICANT NAME

ELKINS-SINN/AHROBINS

ABBOTT LABORATORIES

SERONO LABS

TRAVENOL LABS

ALPHA THERAPEUTIC

TRAVENOL LABS

TRAVENOL LABS

ALPHA THERAPEUTIC

ABBOTT LABORATORIES

ABBOTT LABORATORIES

WINTHROP LABS/STERL

NDA #

APPROVAL DATE

18-581

07-28-82

18-892

05-10-83

17-726

07-21-83

18-512

05-27-82

18-465

06-29-83

18-660

02-26-82

18-758

02-15-83

18-786

06-29-83

18-969

09-24-84

18-970

09-25-84

12-885

11-30-61

PATENT #

EХP. DATE

EXCLUSIVITY

EXP. DATE

3704295

11-28-89

NР

09-24-86

NS

09-24-86

1-28

09-24-86



IV­IO6

ACTIVEINGREDIENT(S)

STRENGTH(S)

STREPTOZOCIN

IGM/VIAL

SUCRALFATE

IGM

SUFENTANILCITRATE

EQ0.05MGBASE/ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

4OOMG;80MG

SULFAMETHOXAZOLE;TRIMETHOPRIM

8OOMG;I60MG

SULFAMETHOXAZOLE;TRIMETFKDPRIM

2OOMG/5ML;4OMG/5ML

SULF/*METPOXAZOLE;TRIMETHOPRIM

zOOMG/SML;4oMG/5ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

SOMS/ML;IÓMG/ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

4OOMG;8OMG

SULFAMETFDXAZOLE;TRIMETI-DPRIM

8OOMG;I60MG

TRADENAMEAPPLICANTNAME

(DOSAGEFORM;ROUTE)

ZANOSARUPJOHN

(INJECTABLE;INJECTION)

CARAFATE

(TABLET;ORAL)

MARIONLABORATORIES

SUFENTA

(INJECTABLE;INJECTION)

JANSSENPHARMA

BACTRIM

(TABLET;ORAL)

HOFFMANN-LAROCHE

BACTRIMDS

(TABLET;ORAL)

HOFFMANN-LAROCHE

BACTRIM

(SUSPENSION;ORAL)

HOFFMANN¢LAROCHE

BACTRIMPEDIATRIC

<SUSPENSION;ORAL)

HOFFMANN-LAROCHE

BACTRIM

(INJECTABLE;INJECTION)

HOFFMANN-LAROCHE

SULFAMETHOXAZOLEAND

TRIMETHOPRIM

(TABLET;ORAL)

DRUMMER/PHOENIX

SULFAMETHOXAZOLEAND

TRIMETHOPRIMDOUBLESTRENGTH

(TABLET;ORAL)

DRUMMER/PHOENIX

NDA#

APPROVALDATE

17-961

05-07-82

18-333

10-30-81

19-050

05-04-84

17-377

07-30-73

17-377

03-01-78

17-560

04-16-75

17-560

I2­I0­79

18-374

06-23-81

18-598

05-19-82

18-598

05-19-82

PATENT#

EXP.DATE

EXCLUSIVITY

EXP.DATE

3432489

03-11-86

3998834

12-21-93

RE28636

06-02-87

RE28636

06-02-87

RE28636

06-02-87

RE28636

06-02-87

3551564

12-29-87

RE28636

06-02-87

NCE

05-07-92

NCE

05-04-94

1-21

09-24-86

1-21

09-24-86

NDA'SAPPROVEDFROMI­I­82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

SULFAMETHOXAZOLE; TR I METIFOPR IM

2OOMG/5ML; 4OMG/5ML

SULFNWETHOXAZOLE; TRIMETHOPRIM

2OOMG/5ML; 40MG/5ML

SULFAMETHOXAZOLE; TR I METI-DPR IM

2OOMG/5ML; 40MG/5ML

SULFAME THOXAZOLE; TR I METHOPR IM

2OOMG/5ML; 4OMG/5ML

SULFNWETHOXAZOLE; TRIMETHOPRIM

4OOMG; 8OMG

SULFAMETHOXAZOLE; TRIMETHOPRIM

8OOMG; I6OMG

SULFAME THOXAZOLE; TR IMETI-KDPRIM

4OOMG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM

8OOMG; I6OMG

SULFASALAZINE

5OOMG

SULFASALAZINE

5OOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

SULFATRIM PEDIATRIC

(SUSPENSION; ORAL)

SULFATRIM

(SUSPENSION; ORAL)

SME-TMP

(SUSPENSION; ORAL)

SMZ-TMP PEDIATRIC

(SUSPENSION; ORAL)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM

(TABLET; ORAL)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM DOUBLE STRENGTH

(TABLET; ORAL)

SULFAMETHOXAZOLE à

TRIMETHOPRIM

(TABLET; ORAL)

SULFAMETHOXAZOLE &

TRIMETHOPRIM

(TABLET; ORAL)

AZULFIDINE

(TABLET, ENTERIC COATED;

ORAL)

SULFASALAZINE

(TABLET, ENTERIC COATED;

ORAL)

APPLICANT NAME

NATL PHARM MFG/BARRE

NATL PHARM MFG/BARRE

BIOCRAFT LABS

BIOCRAFT LABS

DANBURY PHARMACAL

DANBURY PHARMACAL

HEATHER DRUG

HEATHER DRUG

PHARMACIA/PHARMACIA

BOLAR PHARMACEUTICAL

NDA #

APPROVAL DATE

18-615

01-07-83

18-615

01-07-83

18-812

01-28-83

18-812

06-10-83

18-852

05-09-83

18-854

05-09-83

18-946

08-10-84

18-946

08-10-84

07-073

04-06-83

88-052

05-24-83

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

NDF

09-24-86

NDF

09-24-86

IV­IO7



IV­IO8

ACTIVEINGREDIENT(S)

STRENGTH(S)

SULINDAC

I5OMG

SULINDAC

200MG

SUTILAINS

82,0OOUNITS/GM

TECHNETIUM,TC­99MSODIUMPERTECHNETATE

GENERATOR

O.22­2.22CI/GENERATOR

TECHNETIUM,TC­99M,ALBUMINCOLLOID

KIT
N/A

TECHNETIUM,TC­99M,DISOFENINKIT
N/A

TECHNETIUM,TC99M,

PYROPHOSPHATEKIT
N/A

TRADENAME

(DOSAGEFORM;ROUTE)

CLINORIL

(TABLET;ORAL)

CLINORIL

(TABLET;ORAL)

TRAVASE

(OINTMENT;TOPICAL)

MINITEC

(SOLUTION;INTRAVENOUS,

ORAL)

MICROLITE

(INJECTABLE;INJECTION)

HEPATOLITE

(INJECTABLE;INJECTION)

PHOSPHOTEC

(INJECTABLE;INJECTION)

APPLICANTNAME

MS&D/MERCK

MS&D/MERCK

TRAVENOLLABS

ERSQUIBBANDSONS

MEDDIAG/NENUCLEAR

MEDDIAG/NENUCLEAR

ERSQUIBBANDSONS

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17-9113654349

09-27-7804-04-89

3725548

04-03-90

17-9113725548

09-27-7804-03-90

3654349

04-04-89

12-8283409719

06­I2­69II­05­85

17-3391-31

06-03-7409-24-86

18-263

03­25-83

18-467NP

03-16-8209-24-86

17-6801-9

10-20-7609-24-86

NDA'SAPPROVEDFROM1-1-82TO1-31-85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM I­I­82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

TECHNETIUM, TC­99M,

N/A

TECHNETIUM, TC­99M,

N/A

TECHNETIUM, TC­99M,

N/A

TECHNETIUM, TC­99M,

N/A

TERBUTALINE SULFATE

IMG/ML

TERBUTAL I NE SULFATE

2.5MG

TERBUTALINE SULFATE

5MG

TERBUTALINE SULFATE

2.5MG

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

GLUCEPTATE KIT TECHNESCAN GLUCEPTATE MSàD/MERCK I8­272

(INJECTABLE; INJECTION) 01-27-82

NEDRONATE OSTEOLITE MED DIAG/NE NUCLEAR I7­972

(INJECTABLE; INJECTION) I2­I6­77

MEDRONATE AMERSCAN AMERSHAM/RADIOCHEM 18-335

(INJECTABLE; INJECTION) 08-05-82

SUCCIMER KIT MPI DMSA KIDNEY REAGENT MEDI-PHYSICS I7­944 4208398 NP

(INJECTABLE; INJECTION) 05-18-82 06-17-97 09-24-86

4233285

11-11-97

BRICANYL MERRELL DOW/DOW CHEM 17-466 3937838

(INJECTABLE; INJECTION) 03-25-74 02-10-93

4011258

03-08-94

BRICANYL MERRELL DOW/DOW CHEM I7­6I8 3937838

(TABLET; ORAL) 04-22-75 02­I0­93
4011258

03-08-94

BRICANYL MERRELL DOW/DOW CHEM I7­6I8 3937838

(TABLET; ORAL) 04-22-75 02­IO­93
4011258

03­08-94

BRETHINE GEIGY/CIBA-GEIGY I7­849 3937838

(TABLET; ORAL) 05-17-76 02-10-93

4011258

03-08-94

IV­IO9



IV-IIO

ACTIVEINGREDIENT(S)

STRENGTH(S)

TERBUTALINESULFATE

5MG

TERBUTALINESULFATE

IMG/ML

TERBUTALINESULFATE

O.2MG/INH

THALLOUSCHLORIDE,TL­20I
2MCI/ML

THALLOUSCHLORIDE,TL­20I
IMCI/ML

TIMOLOLMALEATE

5MG

TIMOLOLMALEATE

IOMG

TIMOLOLMALEATE

20MG

TIMOLOLMALEATE

EQ0.251BASE

TRADENAME

(DOSAGEFORM;ROUTE)

BRETHINE

(TABLET;ORAL)

BRETHINE

(INJECTABLE;INJECTION)

BRETHAIRE

(AEROSOL;INHALATION)

THALLOUSCHLORIDETL201

(INJECTABLE;INJECTION)

THALLOUSCHLORIDETL201

(INJECTABLE;INJECTION)

BLOCADREN

(TABLET;ORAL)

BLOCADREN

(TABLET;ORAL)

BLOCADREN

(TABLET;ORAL)

TIMOPTIC

(SOLUTION;OPHTHALMIC)

APPLICANTNAME

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

MEDI-PHYSICS

AMERSHAM/RADIOCHEM

MS&D/MERCK

MS&D/MERCK

MS&D/MERCX

MS&D/MERCK

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17-8493937838

05-17-7602-10-93

4011258

03-08-94

18-5713937838

11-30-8102-10-93

4011258

03-08-94

18-7623937838NDF

08-17-8402-10-9309­24-86

4011258

03-08-94

I8­IIONS

02­0I­8209-24-86

18-548

12-30-82

18-0173655663

11-25-8104-11-89

18-0173655663

11-25-8104-11-89

18-0173655663

11-25-8104-11-89

18-0864195085

08-17-7803-25-97

3655663

04-11-89

TABLEIV.NDA'SAPPROVEDFROM1-1-82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

TIMOLOL MALEATE

EQ 0.55 BASE

TOCAINIDE HYDROCHLORIDE

4OOMG

TOCAINIDE HYDROCHLORIDE

бOOMС

TOLAZAMIDE

IOOMG

TOLAZAMIDE

25OMG

TOLAZAMIDE

500MG

TOLMETIN SODIUM

EQ ZOOMG BASE

TOLMETIN SODIUM

50 4оомс BASE

TRAZODONE HYDROCHLORIDE

5OMG

TRAZODONE HYDROCHLORIDE

IOOMG

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

TIMOPTIC MS&D/MERCK I8­086 4I95085

(SOLUTION; OPHTHALMIC) 08-17-78 03-25-97

3655663

04-11-89

TONOCARD MS&D/MERCK I8­257 4218477 NCE

(TABLET; ORAL) 11-09-84 08-19-97 11-09-89

4237068

12-02-97

TONOCARD MS&D/MERCK I8­257 42I8477 NCE

(TABLET; ORAL) 11-09-84 08-19-97 11-09-89

4237068

12-02-97

TOLAZAMIDE ZENITH LABORATORIES I8­894

(TABLET; ORAL) 11-02-84

TOLAZAMIDE ZENITH LABORATORIES I8­894

(TABLET; ORAL) 11-02-84

TOLAZAMIDE ZENITH LABORATORIES 18-894

(TABLET; ORAL) 11-02-84

TOLECTIN MCNEIL LABORATORIES 17-628 3752826

(TABLET; ORAL) 03-24-76 08-14-90

TOLECTIN DS MCNEIL LABORATORIES I8­084 3752826
(CAPSULE; ORAL) 10-30-79 08-14-90

DESYREL MEAD JOHNSON/B-M I8­207 3381009

(TABLET; ORAL) I2­24­8I 04-30-85

DESYREL MEAD JOHNSON/B-M I8­207 338IO09

(TABLET; ORAL) 12-24-81 04-30-85

IV-III



IV­II2

ACTIVEINGREDIENT(S)

STRENGTH(S)

TRETIN01N

0.051

TRETIN01N

0.11

TRETIN01N

0.051

TRETINolN

о.о1%

TRETINOIN

0.0251

TRIAMCINOLONEACETONIDE

0.25MG/INH

TRIAZOLAM

0.25MG

TRIAZOLAM

0.5MG

TRILOSTANE

3OMG

TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

RETIN-AORTI‘DPHARMACEUTICAL16-9213729568

(SOLUTION;TOPICAL)10-20-7104-24-90

RETIN-AORTHOPHARMACEUTICAL17-3403729568

(CREAM;TOPICAL)01-26-7304-24-90

RETIN-AORTHOPHARMACEUTICAL17-5223729568

(CREAM;TOPICAL)07-19-7404-24-90

RETIN-AORTHOPHARMACEUTICALI7­9553729568

(GEL;TOPICAL)IO-05­78O4­24­90

RETIN-AORTHOPHARMACEUTICAL17-5793729568

(GEL;TOPICAL)O4­I8­7504-24-90

AZMACORTWILLIAMHRORERI8­II73897779NDF

(AEROSOL;INHALATION)04-23-8308-05-9209-24-86

3927806

12-23-92

HALCIONUPJOHN17-8923980790NCE

(TABLET;ORAL)11-15-8209-14-9311-15-92

3987052

10-19-93

HALCIONUPJOHNI7­8923980790NCE

(TABLET;ORAL)11-15-8209-14-9311-15-92

3987052

10­19­93

MODRASTANEWINTHROPLABS/STERL18-719NCE

(CAPSULE;CRAL)12-21-8412-21-89

TABLEIV.NDA'SAPPROVEDFROMI­I­82TOI­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

TRILOSTANE

6OMG

TRIMETHOPRIM

20OMG

TRIMETHOPRIM

20OMG

TRIMETHOPRIM

IOOMG

TRIMIPRAMINE MALEATE

EQ IOOMG BASE

VECURONIUM BROMIDE

IOMG/VIAL

VERAPAMIL HYDROCHLORIDE

80MG

VERAPAMIL HYDROCHLORIDE

I2OMG

VERAPAMIL HYDROCHLORIDE

8OMG

VERAPAMIL HYDROCHLORIDE

IZOMG

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

MODRASTANE WINTHROP LABS/STERL 18-719 NCE

(CAPSULE; ORAL) 12-21-84 12-21-89

PROLOPRIM BURROUGHS WELLCOME I7­943 NS

(TABLET; ORAL) 07-14-82 09-24-86

TRIMPEX 200 HOFFMANN-LA ROCHE 17-952 NS

(TABLET; ORAL) 11-09-82 09-24-86

TRIMETHOPRIM BIOCRAFT LABS I8­679

(TABLET; ORAL) 07-30-82

SURMONTIL IVES LABS/AMHO I6­792 NS

(CAPSULE; ORAL) 09-15-82 09-24-86

NORCURON (NC-45) ORGANON/AKZONA I8­776 35532I2 NCE

(INJECTABLE; INJECTION) 04-30-84 01-05-88 04-30-94

4237126

12-02-97

4297351

10-27-98

1S0PT1N KNOLL PHARMACEUTICAL I8-593 NR

(TABLET; ORAL) 03-08-82 09-24-86

1S0PT1N KNOLL PHARMACEUTICAL 18-593 NR

(TABLET; ORAL) 03-08-82 09-24-86

CALAN SEARLE/SEARLE PHARMS 18-817 NR

(TABLET; ORAL) 09­IO­84 09-24-86

CALAN SEARLE/SEARLE PHARMS I8­8I7 NR

(TABLET; ORAL) 09-10-84 09-24-86

IV­II3



ACTIVEINGREDIENT(S)

STRENGTH(S)

VERAPAMILHYDROCHLORIDE

2.5MG/ML

VERAPAMIL

2.5MG/ML

WATERFOR

1O01

WATERFOR

1OO1

WATERFOR

1OO1

WATERFOR

1001

WATERFOR

1OO1

HYDROCHLORIDE

INJECTION,

INJECTION,

INJECTION,

INJECTION,

INJECTION,

XENON,XE­I27
5MCI/VIAL

STERILE

STERILE

STERILE

STERILE

STERILE

Ш(DOSAGEFORM;ROUTE)

CALAN

(INJECTABLE;INJECTION)

CALAN

(INJECTABLE;INJECTION)

STERILEWATERFORINJECTION

INPLASTICCONTAINER

(L10010;N/A)

STERILEWATERINPLASTIC

CONTAINER

(L10010;N/A)

STERILEWATERINPLASTIC

CONTAINER

(L10010;N/A)

BACTERIOSTATICWATERIN

PLASTICCONTAINER

(L10010;N/A)

STERILEWATERFORINJECTION

INPLASTICCONTAINER

(LIQUID;N/A)

XENONXE127

(GAЗ;INHALATION)

IV­II4

APPLICANTNAME

SEARLEPHARMS

SEARLEPHARMS

TRAVENOLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAW/AMHOSP

MALLINCKRODT

NDA#

APPROVALDATE

PATENT#

EXP.DATEEXP.DATE

I8­925

03-30-84

19-038

03-30-84

18-595

01-17-83

18-632

06-30-82

18-801

10-27-82

18-802

10-27-82

19-077

03-02-84

18-536

10-01-82

NCE

10-01-92

EXCLUSIVITY

TABLEIV.NDA'SAPPROVEDFROMI­I­82T0I­3I­85ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

XENON, ХE-127

IOMCI/VIAL

XENON, XE­I33
IOMCI/VIAL

XENON, ХE-133

2OMCI/VIAL

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

(DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

XENON ХE 127 MALLINCKRODT I8-536 NCE

(GAS; INHALATION) 10-01-82 10­01-92

ХENON ХE 133 MALLINCKRODT I8­327

(GAS; INHALATION) 03-09-82

ХENON XE 133 MALLINCKRODT I8­327

(GAS; INHALATION) 03-09-82

IV­II5
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