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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST °'84 - MAY '85

CEFOXITIN SODIUM; SODJUM CHLORIDE (PAGE 3-33)

INJECTABLE; INJECTION
MEFOXIN IN SODIUM CHLORIDE 0.9Z IN PLASTIC CONTAINER
MS&D/MERCK EQ 20M6 BASE/ML;9M6/MLX
EQ 40MG BASE/ML;9MG6/MLX

CEFTIZOXIME SODIUM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
CEFIZOX IN DEXTROSE 5Z IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20M6 BASE/ML;50MG/MLR

EQ 40MG BASE/ML;50MG/MLR
CEFTRIAXONE SODIUM (PAGE 3-33)
INJECTABLE; INJECTION
ROCEPHIN

HOFFMANN-LA ROCHE EQ 250M6 BASE/VIALR
EQ 250M6 BASE/VIALX
EQ 500M6 BASE/VIALX
EQ 500M6 BASE/VIALM
° EQ 16M BASE/VIALX
EQ 16M BASE/VIALX
EQ 26M BASE/VIALX

EQ 106M BASE/VIALN
CELLULOS TE (PAGE 3-34)
POWDER; ORAL
CALCIBIND :
MISSION PHARMACA 3006M/BOTx
CEPHALOTHIN SODIUM (PAGE 3-34)
INJECTABLE; INJECTION
>_ADD > cEPHALOTHIN
>_ADD > AP INTL MEDICATION SYS EQ 16M BASE/VIALM
>_ADD > AP . EQ _26M BASE/VIALX
>_ADD > AP . : . EQ _6GM BASE/VIALK
>_ADD_> EQ 500MG BASE/VIALM

W (PAGE 3-37)
CAPSULE; ORAL

E wey .
LEMMON - Shen

SUPERPHARM 5HGx

EEEEER

Google

N 50581
N 50581

N 50589
N 50589

N 50585
N 62510
N 50585
N 62510
N 50585

N 62510 .

N 50585
N 50585

N 18757

N 62426
N 62426
N 62426
N 62426

N 88705
N 88706
N 88707
N 88987
N 88986

.N 88988 .

CHLOROTHIAZIDE (PAGE 3-38)

TABLET; ORAL
CHLOROTHIAZIDE

>_ADD > AB 9 DRUMMER/PHOENIX 250M6

CHLORPROMAZINE _HYDROCHLORIDE (PAGE. 3-40)

CONCENTRATE; ORAL

TRERE LAGDRRTSR
ity AR AR,

E_HCL_YNTENSO
AA ROXANE LABORATORIES 30ME/ML

AA . 2100M6/ML

TABLET; ORAL
CHLORPROMAZINE HCL
BP CORD LABORATORIES 10M6

BP 25M6

BP S0MG

BP 100M6
sy . ooe
J81 T TR EABSRAIORIES] 110
i, Vi
[ ik
i, TEsone)

CHLORPROPAMIDE (PAGE 3-42)

TABLET; ORAL
P

AB BARR LABORATORIES  1O00MGM
AB 250M6n
AB CHELSEA LABORATORIES 100MGX%
AB COLMED LABORATORIES 100MGX
AB 250ME
AB CORD LABORATORIES  10OHGM
AB 250mexn
AB DANBURY PHARMACAL  100MGX
AB 250MGK
AB DURAMED PHARMS 100M6x
a8 - 250MGx
AB LEMMON 100MGKH
AB SIDMAK LABORATORIES 100MGM
AB 250M6x
AB . SUPERPHARM lo0MGx
AB : 250M6n
AB ZENITH LABORATORIES 100MGH
BLUCAMIDE
AB " LEMMON s 250Mexn

Ry
N 88157
N 88158

N 88812
N 88813
N 86865
N 88708
N 88709
N 88725
N 88726
N 88852
N 88826
N 88918
N 88919
N 88768
N 88921
N-88922
N 88694
N 88695
N 88840

N 88641
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84 - MAY '85 9

CROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 47n

CYCLOPHOSPHAMIDE (PAGE 3-50)

INJECTABLE; INJECTION

8/ TRERR OOV /1dtaeA
ZddHEN
T
FCRPDET

A

i

RREE BRRR

SONOSON

e

100MG/VIAL
200MG/VIAL
500MG/VIAL

16M/VIAL
26M/VIAL

BRISTOL LABS/B-M

TABLET; ORAL
TREAR. SOOI 3Ry
' S

BRISTOL LABS/B-M 25M6
50M6

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)

TABLET; ORAL

CYPROHEPTADINE HCL
AA AM THERAPEUTICS 4MEN .

DESERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)

TABLET; ORAL
ENDURONYL
BP ABBOTT LABORATORIES 0.25MG;5M6
ENBURONYL FORTE
BP ABBOTT LABORATORIES 0.5MG;5M6
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25MG;5M6R
BP 0.5MG; 5M6x

DESONIDE (PAGE 3-53)
CREAM; TOPICAL

DESOWEN

AB OWEN LABS/DERM PRODS 0.057/x
JRIDESILON

AB ‘MILES PHARMS/MILES 0.05Z

Google

N 18155

N 88798

N 12775
N 12775

N 88486
N 88452

N 19048

N 17010

DESOXIMETASONE (PAGE 3-53)

OINTMENT; TOPICAL
TOPICORT

HOECHST-ROUSSEL 0.057n N 1859%%
DEXAMETHASONE (PAGE 3-53)
JEREANS HORIEAL
IRERABROLY , ,
TSREANIVAREONG /8,843 IN13384/
DEXAMETHASONE ; NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-55)
OINTMENT; OPHTHALMIC
BEXACTIDIN
AT COOPERVISION PHARMS 0.173EQ 3.5MG BASE/6M;
10,000 UNITS/GMs¢ N 62566
SUSPENSION/DROPS; OPHTHALMIC
DEXACIDIN
AT COOPERVISION PHARMS 0.173EQ 3.5M6 BASE/ML;
10,000 UNITS/MLX N 62544
DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)
SOLUTION/DROPS; OPHTHALMIC
DEXAMETHASONE SODIUM PHOSPHATE
AT CARTER-GLOGAU LABS EQ 0.17Z PHOSPHATEX N 88771
DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE (PAGE 3-56)
SOLUTION/DROPS; OPHTHALMIC
NECDECADRON
AT MS&D/MERCK EQ 0.17 PHOSPHATES
EQ_3.5M6 BASE/ML N 50322
HEOMYCTN SULFATE-DEXAMETHASONE SCDIUM PHOSPHATE :
AT ' PHARMAFAIR EQ 0.1%Z PHOSPHATE;
EQ 3.5MG BASE/MLX N 62539
JobtddrsdrigAvine ‘MALELTE '#Mét#ﬁéﬂﬁ ‘SULEATE/ (PAGE 3-56)
[HR8LELS ORAL/ S ' o
* IBESsPHRGY ] - "
T &S HERING/ 1230/ IN'383%4)
gExmommiﬁmmg SULFATE (PAGE 3-56)
TABLET; ORAL
D_W
AA 9 VITARINE/PHOENIX 5MG N 84986
AL D 10MG N 85892



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



TS9LT N

62£2T N
62£2T N

N

1198 N
£IT98 N

L90LT N
9TOLT N
9T04T N

I7995¢.N/

ea%29 N

$£529 N
£€G29 N

1

»TW781INN 01 GILOHdAT dv
T nsmia-dail €229T N
FIGVLIACNT $319VLIINNI
6TH8T N
(16-£ 39vd) WNIGOS NIdvVdIH STHYET N
6958T N
~80
[agEaavn/
IVIIdOL ¢WV3AD
(06-€ 39vVd) TGINONIJIVH
_» 6522t N
JIVIINS 9WGe b3 av
JIVAINS SHOT b3 t;w#/ A9139-v9Id/VaId a
lﬁuﬂ-'/ /X#ﬁﬁ-ﬂ:ﬁ%ﬁé
av 29288 N
-m:m TVITLNAIVHAYHY dv108 av 99,88 N
SIVIINSONOW INIQLHIINVNS
V0 f13lavi
(06-£ 39vd) JIVIINSONOH INIGTHLINVIS
TVIAZS1INN 000°&T G3NOHIAT av 14891 N
MIVIA/SLINN 000¢2 .
0 SaV1 NVS019-¥3LAVI dv
0JL0 OINO.
NOILJ3MNI £31GVLI3ACNI
(68-£ 39vd) JTNOTHOHD *NIdOALOGVNGD .
1959¢X N/

m//sa:mv% v/

Va0 ¢1319vVL
(88-€ 39vd) JGIWIHLIILINIS

135998 N/

xTH735VE S B3 SHUVHA NV9d311V v
SIWNIVHLIHAO ¢Sd0¥G/NOILNT0S Vi3l A
L5108 N

1f5735VE SHT B3  NA19-NAS/HYIAVHAVHA v
WB/735Vd SHT B3  NO19-AG/Vd39N04 3 v 2v.88 N

FIViNS NIOIWVINGS
“IVIIdOL ¢IN3IWINIO

(98-€ 39vd) JIVITNS NIDIWVINGD
§8. AVH - 8. 1SNV / 6 UIGNN INIHITddNS JATIVINHND / LSIT

Google

LU ST 0 R

#5109 1-M/SIAVE-RAV

w308 NVAD HWv/savl 3133031

nSH0% S3T0LVN0GYT QN0D
[ 5]
Ivd0 f1aGvL

(98-¢ 39vd) IAINISOUNS

13SSN0A-LSHOIOH

223 9

SHS°T NHOfdN €

0UAVHA Y
IVd0 ¢1314vVL
(v8-€ 39vd) INOTOSINGIEINTI
w7505
w7508 S3180LVN0GYT MVA010S
§Iovanouonid
NOILJ3CNI $3719VLI3INNI

(£9-€ 39vd) TIGvanoson1d

av
av

x1°0 SWEVHA NvS¥a11Y
: TH4

JINIVHLHAO ¢SJONQ/NOISNIdSNS
(£8-€ 39vd) 3INOTOHLINOTONTd

i

/WII#!I‘NI sy #mf/

m//s#mvm.% w/
1v3IdoL $NOILMOS

m//#rmm WoXyM/
ETIV/SEN LEN

Il

$3I0.LV30aV1 AVE v

752070
IVIIdOL ¢INIUINIO
(29-: 28vd) TATROLIAV RO TORISGTS

1000084 9nia

<OV <



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



00258 N 50T XINIOHd/Zd3nea ¢ 8V < a0V <
5OH GNIAVAdIRE

ad
V0 f13n8vL 1{ayHN/ radis o o6 j’l‘/‘ 4/
(L0T-£ 39vd) JFATHOTHOOHAAH INIWNVAAINI i) COTRERGEGEENT)
(20T-£ 39vd) mrmmm
6600L N #5009 v
868002 N %51009 av
£800Z N ®5HO0® TVIILNIIVIAIVHA 1009 av v£8.8 N 700T S3ITAOLVHOGVY HIUOL W
&Eind 1958E8 N/ MI}‘#MYW.X% v/
VN0 ¢1314VL
SNIGNNOJHOD Xd 804 $¥3aMOd
(901-€ 39vd) N3Joadnar
YL%08 N [Z579/ wanowv-u3adoumwaaa  /F¥/
£T288 N »TOH SWGe 83 NOMIT av IVIIdOL ¢INIWINIO
" 'd=
IVH0 $31NSdVI 2,908 N [7&T0/ Wanuiv-y3dou/INNae /1¥/
(90T-€ 39vd) JIVORVd aNIZAXOHGAH 66.98 N wa'e IVOVHAVHA S3UVHL v
IVIIdOL SWVIND
962688 N u3H0E av
56288 N nSHGe av (66-£ 39vd) INDSTIVOIOUAH
56288 N n9HOT HEVHdY3dNS av
22188 N ®5H05 av
12168 N ndUSe av 62161 N ROUSGL $9U0S SUYVHd NVAN
02188 N ®SHOT  VHAVHAITY)/2vd3ind av 3012ZXVW
IvH0 ¢1378VL

vdo fianavl
(SO0T-£ 39vd) JATUOTHIOHAAH INIZAXOGAAH

(86-€ 39Vd) INITUIINVIAL {IAIZVIRLOYOTHOOUUAH

§2-0T 3QITOHIL
25688 N ROWGIT 0¢9W0S S3THOLVHOEVY HLINIZ  dd JA4XIRdxs/
3GIZVIHLINNTIOHOAH GNV INIA¥3SIH A0 €1376VL

IVd0 f1anavl
(86-£ 39vd) JIVITVH TOTOHIL $30IZVIHIOH0 THOOUUAH

(50T-€ 39vd) INIJUISIT ‘IA1ZVIHLIWNT1J0dAAH
52088 N -au;z 51iG¢  SWivHd dSDH 102SV -1
05988 N #5054  TVOILNIDOVHYEVHL dvd v <"aav < ' 03 V10N
92588 N ®5{03 S3Td0LVH0AVT V3ISI3HD -1 a0 f131avL
(]
V0 13149Vl (86-€ 39vd) INOIIVIONOSIAS T 301ZIHL030 TRIOSUAR
(Y0T-€ 39vd) JGIZVIALIRNTI040KH
1€08T N SHOB oG2S OWHY/SAV1 LSHIAV
§2/08-30T¥IGNT
L5998 N ZT$ZT SWYVHd MNOIdNAVI?Q3IY 1£08T N SHOY OS2 OHMV/SAVT LSHIAY
KV04Id3 §2/09-30I¥IGNI
IVIIdoL £10S0¥3V V0 ¢1319VL
(£0T-€ 39Vd) TGIGOTHOOJUAH INIXOWVAd 31Vi3IV INOSILU0J0UAAH (86-€ 39vd)

91 S8 AVH = 98, 1SNONV / 6 UIGNN INIHITddNS JAILVINAND / LSIT 1IN00Nd 9NNa

Google



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



- Original from
D d by
iitized by (( ;(}Ogle UNIVERSITY OF MICHIGAN



DRUG PRODUCT LIST / CUMULATIVE

METHYCLOTHIAZIDE (PAGE 3-129)

TABLET; ORAL
METHYCLOTHIAZID
AB CHELSEA LABORATORIES 2.5MGX
AB SMen
AB COLMED LABORATORIES 5MEX

METHYLDOPA (PAGE 3-130)
TABLET; ORAL

METHYLDOPA
MYLAN PHARMS

&%
=d
©
X
]

METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131)

INJECTABLE; INJECTION
SOLU-MEDROL

UPJOHN EQ 26M BASE/VIALM

METRONIDAZOLE (PAGE 3-133)

INJECTABLE; INJECTION
METRCHTDAZOLE

AP INTL MEDICATION SYS 500MG/100MLM

AP LYPHOMED 500MG/100ML3
METRYL IV

AP LEMMON 500MG/100MLX

TABLET; ORAL
M NIDAZOLE

AB HALSEY DRUG 250MGx

AB PAR PHARMACEUTICAL  250MEX

AB 500MGN

AB SIDMAK LABORATORIES 250MGN

AB 500MGx

AB SUPERPHARM 250MEN

Ap 500MGH
METRYL

AB LEMMON 250M6K
METRYL 500

AB LEMMON 500MGX
SATRIC

AB SAVAGE LABS/ALTANA  250MGXH

MICONAZOLE NITRATE (PAGE 3-134)
SUPPOSITORY; VAGINAL

MONISTAT 3
ORTHO PHARMACEUTICAL 200MGx

Google

zZ

SUPPLEMENT NUMBER 9 / AUGUST '84 - MAY '85

88750
88724
88745

70075
70076

11856

70004
70071

N 70042

Z ZT ZT ZZZZZZZ

70021
70040
70039
70027
70033
70008
70009

70035
70044

70029

18888

MORPHINE SULFATE (PAGE 3-135)

INJECTABLE; INJECTION
DURAMORPH PF
ELKINS-SINN/AHROBINS 0.5M6/MLN
M6/ ML

NAFCILLIN SODIUM (PAGE 3-135)

INJECTABLE; INJECTION
NAFCIL
AP BRISTOL LABS/B-M 0 ASE/VIA
NALLPEN

AP BEECHAM LABS/BEECHAM EQ 106M BASE/VIAL

NALBUPHINE HYDROCHLORIDE (PAGE 3-136)

INJECTABLE; INJECTION
NUBAIN
DUPONT PHARMS/DUPONT 20MG/MLX

NALTREXONE HYDROCHLORIDE (PAGE 3-136)

TABLET; ORAL
TREXAN
DUPONT PHARMS/DUPONT 50MGX

NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-137)

SOLUTION/DROPS; OPHTHALMIC
STATROL :
ALCON LABORATORIES EQ 3.5M6 BASE/ML;

16,250 UNITS/MLX

° NOMIFENSINE MALEATE (PAGE 3-140)
CAPSULE; ORAL
MERITAL

HOECHST-ROUSSEL 25Men
50MGx

NOREPINEPHRINE BITARTRATE (PAGE 3-140)
INJECTABLE; INJECTION

LEVOPHED
JBRESN. LABS/STERLING/ [ E4."Ine, BASEML/

WINTHROP-BREON/STERL EQ 1MG6 BASE/ML

19

N 18565
N 18565

N 62527
N 61999

N 18024

N 18932

N 62339

N 18224
N 18224

87513/

N 07513
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TABLE I1. (QTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETIN

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA_NO. PATENT N0.  EXCLUSIVITY

STRENGTH(S) DOSAGE FORM: ROUTE APPROVAL DATE EXP, DATE EXP. DAT
ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-401
120MG (SUPPOSITORY; RECTAL) 11-07-68
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756
650MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756
120MG (SUPPOSITORY; RECTAL) 05-26-76
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
120MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
650MG (SUPPOSITORY; RECTAL) 02-09-78
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
650MG (SUPPOSITORY; RECTAL) 04-22-80
ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
120MG (SUPPOSITORY; RECTAL) 09-12-83
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
80MG; 20MG
ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP
TRISILICATE (TABLET, CHEWABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
8MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BROMPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
12MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)
BROMPHENIRAMINE MALEATE; DIMETAPP AH ROBINS 12-436
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 04-02-84
HYDROCHLORIDE RELEASE; ORAL)
12MG; 75MG
II-1

Google
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TABLE II,

ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN ZINC SUSPENSION, PROMPT,

PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF AND PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN, SEMISYNTHETIC
PURIFIED HUMAN
100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

Google

TC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATI

TRADE NAME
AGE FORM: ROUTE

SEMILENTE
(INJECTABLE; INJECTION)

LENTE ILETIN II
(INJECTABLE; INJECTION)

LENTARD
(INJECTABLE; INJECTION)

LENTE ILETIN II (PORK)
(INJECTABLE; INJECTION)

LENTE
(INJECTABLE; INJECTION)

NOVOLIN R
(INJECTABLE; INJECTION)

HUMULIN R
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

REGULAR ILETIN II
(INJECTABLE; INJECTION)

INSULIN NORDISK QUICK
(PORK)
(INJECTABLE ; INJECTION)

APPLICANT NAME

SQUIBB-NOVO
ELI LILLY
SQUIBB-NOVO
ELI LILLY
SQUIBB-NOVO
SQUIBB-NOVO

ELI LILLY
SQUIBB-NOVO
SQUIBB-NOVO
ELI LILLY

NORDISK INSULIN LABS

I1-7

A A CONDITION QF MARKETIN

NDA NO. PATENT N0.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

18-382
03-17-80

18-477
06-12-80

18-384
03-17-80

18-347
12-05-79

18-383
03-17-80

18-778
08-30-83

18-780
10-28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80
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TABLE ITT. NDA'S APPROVED BY THE QFFICE OF BIOLOGICAL RESEARCH AND REVIEW NQT PREVIQUSLY PUBLISHED

ACTIVE INGREDIENT(S)
STRENGTH(S)

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USsP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-1
SOLUTION :

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
uspP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
.DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

Google

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;
NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

III-1

NDA NO.
APPROVAL DATE

10-102
12-14-61

11-912
9-2-59

10-855
06-11-59

16-918
3-17-78

80-77
11-6-80
78-519
4-23-80

82-528
11-3-82

77-420
5-12-78

16-527
6-22-70

80-222
8-23-82
16-907
5-15-73

78-1211
6-10-81

17-401
12-6-77

81-1012
6-28-83

PATENT NO.  EXCLUSIVITY
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

ALLOPURINOL
100MG -

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALPRAZOLAM
0.25MG

ALPRAZOLAM
0.5MG

ALPRAZOLAM
1MG

AMCINONIDE
0.1%

AMCINONIDE
0.1%

AMILORIDE HYDROCHLORIDE;
HYDROCHLOROTHIAZIDE
5MG; SOMG

AMINO ACIDS
6.9%

Google

TRADE NAME
(DOSAGE FQRM: ROUTE)

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX '
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC '5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv=3

APPLICANT NAME

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UPJOHN

LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN

MS&D/MERCK

AM MCGAW/AM HOSP

NDA NO.
APPROVAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

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

PATENT ND.
EXP. DATE

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3987052
10-19-93
3980789
09-14-93

3987052
10-19-93
3980789
09-14-93

3987052
10-19-93
3980789
09-14-93

4158055
06-12-96

4158055
06-12-96

3781430
12-25-90

EXCLUSIVITY
EXP. DATE

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETHANIDINE SULFATE

10MG
BETHANIDINE SULFATE
25MG
BITOLTEROL MESYLATE
0.8%
BRETYLIUM TOSYLATE
SOMG/ML
BROMOCRIPTINE MESYLATE

EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE
EQ SMG BASE

BROMODIPHENHYDRAMINE HYDROCHLORIDE;
CODEINE PHOSPHATE
12.5MG/5ML; 10MG/5ML

BROMPHENIRAMINE MALEATE;

CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; 10MG/5ML; 12.5MG/SML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; 10MG/SML; 30MG/SML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; 10MG/5ML; 30MG/SML

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

TENATHAN
(TABLET; ORAL)

TENATHAN
(TABLET; ORAL)

TORNALATE
(AEROSOL; INHALATION)

BRETYLOL | '
(INJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODEL
(CAPSULE: ORAL)

AMBENYL .
(SYRUP; ORAL)

DIMETANE-DC
(SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

Iv-15

APPLICANT NAME

AH ROBINS
AH ROBINS
WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

NDA NO.
APPROVAL DATE

17-675
05-29-81

17-675
05-29-81

18-770
12-28-84

17-954
07-18-78

17-962
06-28-78

17-962
03-01-82

09-319
01-10-84

11-694
03-29-84 .-

11-694
03-29-84

19-279
08-24-84

PATENT N0.
EXP. DATE

3495013.
02-10-87

3495013
02-10-87

4138581
02-06-96

RE29618
04-29-86

3752888
08-14-90
3752814
08-14-90

3752888
08-14-90
3752814
08-14-90

NCE
12-28-89

I-16
12-14-87

I-16
12-14-87
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
TRENGTH AGE FORM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7-
10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/25 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
100MG (TABLET, CHEWABLE; ORAL) 12-14-81 10-11-00
CARBIDOPA LODOSYN MS&D/MERCK 17-830 3462536
25MG (TABLET; ORAL) 04-25-77 08-19-86
3830827
08-20-91
3781415
12-25-90
Iv-23
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA N0, PATENT N0.  EXCLUSIVITY
CHENODIOL CHENIX ROWELL LABORATORIES 18-513 NCE

250MG (TABLET; ORAL) 07-28-83 07-28-93
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897

25MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897

5MG (TABLET; ORAL) . 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897

10MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE' LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF

30MG (CAPSULE, CONTROLLED 09-12-83 02-23-99 09-24-86

RELEASE; ORAL)

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

5MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

10MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

25MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOF FMANN-LA ROCHE 12-301 4316897

100MG/AMP (INJECTABLE; INJECTION) 07-21-61 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX HOFFMANN-LA ROCHE 12-750 4316897

CLIDINIUM BROMIDE (CAPSULE; ORAL) 05-02-61 02-23-99

5MG; 2.5MG
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-2 HOFFMANN-LA ROCHE 14-740 4316897

; 0.2MG (TABLET; ORAL) 10-27-69 02-23-99

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-4 HOFFMANN-LA ROCHE 14-740 4316897

5MG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 10-4 HOFFMANN—LA ROCHE 14-740 4316897

10MG; 0.4MG _ (TABLET; ORAL) 10-27-69 02-23-99
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TABLE IV. NDA'S APPROVED FROM 1-1-§2 T0 5-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ 300MG BASE/SML

CIMETIDINE HYDROCHLORIDE
EQ 150MG BASE/ML

CINOXACIN
250MG

CINOXACIN
500MG

CISPLATIN
0.5MG/ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML

CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
EQ MG BASE; 75MG

CLOMIPHENE CITRATE
50MG

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

TAGAMET
(TABLET; ORAL)

TAGAMET

(SOLUTION; ORAL)

TAGAMET
(INJECTABLE; INJECTION)

CINOBAC
(CAPSULE; ORAL)

CINOBAC
(CAPSULE; ORAL)

PLATINOL-AQ

IRRIGATING -SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)

CLOMIPHENE CITRATE
(TABLET; ORAL)

AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

Iv-27

APPLICANT NAME

SK&F LAB

SK&F LAB

SK&F LAB

ELT LILLY

ELI LILLY

BRISTOL LABS/B-M
TRAVENOL LABS
ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

PLANTEX/IKAPHARM

NDA NO.
APPROVAL DATE

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

18-057
07-18-84

18-519
06-22-82

18-904
05-27-83

18-298
12-15-82

18-361
03-22-82

PATENT NO.  EXCLUSIVITY

EXP. DATE  EXP. DATE

3950333 NS

04-13-93  09-24-86

4024271

05-17-94

3950333

04-13-03

4024271

05-17-94

3950333

04-13-93

4024271

05-17-94

3669965

06-13-89

3669965

06-13-89

4177263 NDF

12-04-96  09-24-86

4310515

01-12-99
NC
09-24-86
NC
09-24-86

3933999 NDF

01-20-93  09-24-86
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WENNWHMMMML@NM&%MMWHWMWMWMHHMMMMWMWMW

ACTIVE INGREDIENT TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
CROMOLYN SODIUM INTAL FISONS 18-596 3686412 I-22
10MG/ML (SOLUTION; INHALATION) 05-28-82 08-22-89 01-19-88
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-821 3454643
5MG (TABLET; ORAL) 08-26-77 07-08-86
3882246
05-06-92
CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-821 3454643
10MG (TABLET; ORAL) 08-26-77 07-08-86
3882246
05-06-92
CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS
1GM/VIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86
CYCLOPHOSPHAMIDE NEOSAR ADRIA LABORATORIES 87-442 NS
1GM/VIAL (INJECTABLE; INJECTION) 07-08-83 09-24-86
CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS
2GM/VIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86
CYTARABINE CYTOSAR-U UPJOHN 16-793 3444294
100MG/VIAL (INJECTABLE; INJECTION) 06-17-69 05-13-86
CYTARABINE CYTOSAR-U UPJOHN 16-793 3444294
500MG/VIAL (INJECTABLE; INJECTION) 06-17-69 05-13-86
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
25MG (CAPSULE; ORAL) 01-15-74 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
100MG (CAPSULE; ORAL) 01-15-74 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
50MG (CAPSULE; ORAL) 10-10-75 12-10-85
DANTROLENE SODIUM DANTRIUM _ NORWICH EATON/P&G 18-264 3415821
20MG/VIAL (INJECTABLE; INJECTION) 09-18-79 12-10-85
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T 5-31-85 AND NOA'S WIH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 330MG/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
SMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Iv-43

APPLICANT NAME

TRAVENOL

TRAVENOL

[ 4

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA NO.
APPROVAL DATE

PATENT NO.
EXP. DATE

18-567
02-16-83

18-567
02-16-83

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

18-629
03-23-82

EXCLUSIVITY
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 5-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

GLYBURIDE
5MG

GONADORELIN HYDROCHLORIDE
EQ 0.1MG BASE/VIAL

GONADORELIN HYDROCHLORIDE
EQ 0.5MG BASE/VIAL

GONADOTROPIN, CHORIONIC
2,000 UNITS/VIAL

GONADOTROPIN, CHORIONIC
15,000 UNITS/VIAL

GUANABENZ ACETATE
EQ 4MG BASE

GUANABENZ ACETATE
EQ 8MG BASE

GUANADREL SULFATE
10MG

GUANADREL SULFATE
25MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

DIABETA
(TABLET; ORAL)

FACTREL
(INJECTABLE; INJECTION)

FACTREL
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

WYTENSIN
(TABLET; ORAL)

WYTENSIN
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

IvV-59

APPLICANT NAME

HOECHST-ROUSSEL

AYERST LABS/AMHO

AYERST LABS/AMHO

CARTER-GLOGAU LABS
CARTER-GLOGAU LABS
WYETH LABS/AMHO
WYETH LABS/AMHO
UPJOHN

UPJOHN

NDA NO.
APPROVAL DATE

17-532
05-01-84

18-123
09-30-82

18-123
09-30-82

17-016
12-27-84

17-016
02-15-84

18-587
09-07-82

18-587
09-07-82

18-104
12-29-82

18-104
12-29-82

PATENT NO.
EXP. DATE

3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3947569
03-30-93
4110438
08-29-95

3947569
03-30-93
4110438
08-29-95

3658993
04-25-89

3658993
04-25-89

3547951
12-15-87

3547951
12-15-87

EXCLUSIVITY
EXP. DATE

NCE
05-01-94

NCE
09-30-92

NCE
09-30-92

NCE
09-07-92

NCE
09-07-92

NCE
12-29-92

NCE
12-29-92
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TABLE IV. NDA'S APPROVED FROM 1-1-§2 T0 5-31

ACTIVE INGREDIENT
STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 1000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

IV-61

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

NDA ND. PATENT NO.

EXCLUSIVITY

APPROVAL DATE  EXP, DATE

18-916
01-31-84

18-916
01-31-84

18-916
01-31-84

18-911
01-30-85

18-916
01-31-84

18-916
01-31-84

19-042
03-29-85

18-609
04-28-82
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 5-31

ACTIVE INGREDIENT
STRENGTH

LOPERAMIDE HYDROCHLORIDE
1MG/5ML

LOXAPINE HYDROCHLORIDE
EQ 50MG BASE/ML

LOXAPINE HYDROCHLORIDE
EQ 25MG BASE/ML

LOXAPINE SUCCINATE
EQ SMG BASE

LOXAPINE SUCCINATE
EQ 10MG 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/100ML; 128MG/100ML; 234MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE;
SODIUM PHOSPHATE
30MG/100ML; 37MG/100ML; 0.82MG/100ML ;
370MG/100ML; 530MG/100ML; SO0MG/100ML;
12MG/100ML

Google

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)

ISOLYTES PH 7.4 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

IV-69

APPLICANT NAME

JANSSEN PHARMA
LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
WINTHROP LABS/STERL

TRAVENOL LABS

AM MCGAW/AM HOSP

NDA NO.
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

19-006
04-04-84

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

PATENT NO.  EXCLUSIVITY

EXP, DATE  EXP. DATE

3714159 NDF

01-30-90  09-24-86

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
NC
09-24-86
NC
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

MAPROTILINE HYDROCHLORIDE
75MG

MAZINDOL
MG

MAZINDOL
2MG

MAZINDOL
2MG

MAZINDOL
MG

MEBENDAZOLE
100MG

MEDROXYPROGESTERONE ACETATE
100MG/ML .

MEDROXYPROGESTERONE ACETATE
400MG/ML

MEGLUMINE; METRIZOIC ACID
140.1MG/ML; 461.8MG/ML

METAPROTERENOL SULFATE
20MG

METAPROTERENOL SULFATE
10M6

METAPROTERENOL SULFATE
0.65MG/INH

METAPROTERENOL SULFATE
10MG/5ML

METAPROTERENOL SULFATE
5%

METAPROTERENOL SULFATE
0.6% :

Google

TRADE_NAME
(DOSAGE FORM: ROUTE)

LUDIOMIL
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

VERMOX
(TABLET, CHEWABLE; ORAL)

DEPO-PROVERA
(INJECTABLE; INJECTION)

DEPO-PROVERA
(INJECTABLE; INJECTION)

ISOPAQUE-280
(INJECTABLE; INJECTION)

ALUPENT
(TABLET; ORAL)

ALUPENT
(TABLET; ORAL)

ALUPENT
(AEROSOL; INHALATION)

ALUPENT
(SYRUP; ORAL)

ALUPENT
(SOLUTION; INHALATION)

ALUPENT
(SOLUTION; INHALATION)

AND NDA'S WITH APPROPRIATE PATENT AND ENCLUSIVITY INFORMATION

Iv-71

APPLICANT NAME

CIBA/CIBA-GEIGY
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
WYETH LABS/AMHO
WYETH LABS/AMHO
JANSSEN PHARMA
UPJOHN

UPJOHN

WINTHROP LABS/STERL
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM

NDA NO.
APPROVAL DATE

17-543
09-30-82

17-247
06-14-73

17-247
06-14-73

17-980
08-28-80

17-980
02-02-82

17-481
06-28-74

12-541
01-16-76

12-541
01-16-76

17-506
04-30-74

15-874
05-13-74

15-874
08-08-77

16-402
07-31-73

17-57
05-23-75

17-659
09-18-80

18-761
06-30-83

PATENT ND.
EXP. DATE

3399201
08-27-85

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

3657267
04-18-89

4038389
07-26-94

4038389
07-26-94

3476802
11-04-86

3422196
01-14-86

3422196
01-14-86

3422196
01-14-86

3422196
01-14-86

3422196
01-14-86

3422196
01-14-86

EXCLUSIVITY
EXP. DATE

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT
STRENGTH(S)

NADOLOL
160MG

NADOLOL
40MG

NADOLOL
80MG

NADOLOL
120MG

NADOLOL
160MG

NALBUPHINE HYDROCHLORIDE
10MG/ML

NALBUPHINE HYDROCHLORIDE
20MG/ML

NALIDIXIC ACID
250MG

NALIDIXIC ACID
500MG

NALIDIXIC ACID
1GM

Go

TRADE NAME
DOSAGE FORM: ROUTE

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

NUBAIN
(INJECTABLE; INJECTION)

NUBAIN
(INJECTABLE; INJECTION)

NEGGRAM
(TABLET; ORAL)

NEGGRAM
(TABLET; ORAL)

NEGGRAM
(TABLET; ORAL)

Iv-77

APPLICANT NAME

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT

WINTHROP LABS/STERL

WINTHROP LABS/STERL

WINTHROP LABS/STERL

NDA NO.
APPROVAL DATE

18-063
12-10-79

18-064
12-10-79

18-064
12-10-79

18-064
12-10-79

18-064
12-10-79

18-024
05-15-79

18-024
05-27-82

14-214
12-27-67

14-214
03-06-64

14-214
03-06-64

PATENT NO.

EXCLUSTVITY
EXP. DATE

EXP. DATE

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3393197
07-16-85

3590036
06-29-88

3590036
06-29-88

3590036
06-29-88

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-§2 10 5-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

NAPROXEN
375MG

NAPROXEN
500MG

NAPROXEN SODIUM
275MG

NICLOSAMIDE
500MG

NICOTINE RESIN COMPLEX
EQ 2MG BASE

NIFEDIPINE
10MG

NITROGLYCERIN
0.5MG/ML

NITROGLYCERIN
SMG/ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

NAPROSYN
(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

ANAPROX
(TABLET; ORAL)

NICLOCIDE
(TABLET, CHEWABLE; ORAL)

NICORETTE
(GUM, CHEWING; ORAL)

PROCARDIA
(CAPSULE; ORAL)

TRIDIL
(INJECTABLE; INJECTION)

NITROSTAT
(INJECTABLE; INJECTION)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLICANT NAME

SYNTEX PR

SYNTEX PR

SYNTEX PR

MILES PHARMS/MILES
MERRELL DOW/DOW CHEM
PFIZER LABS/PFIZER
AM CRITICAL CARE/AHS

PARKE-DAVIS/W-L

Iv-79

NDA NO.
APPROVAL DATE

17-581
07-18-80

17-581
04-15-82

18-164
09-04-80

18-669
05-14-82

18-612
01-13-84

18-482
12-31-81

18-537
06-16-83

18-588
12-23-83

PATENT N0.  EXCLUSIVITY

EXP. DATE  EXP. DATE

3904682

09-09-92

3998966

12-21-93

4001301

09-09-92

4009197

09-09-92

3904662 NS

09-09-92  09-24-86

3998966

12-21-93

4001301

09-09-92

4009197

09-09-92

3998966

12-21-93

4001301

09-09-92

4009197

09-09-92
NCE
05-14-92
NCE
01-13-94

3644627

02-22-89
NDF
09-24-86
NDF
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH

PINDOLOL
10MG

PINDOLOL
15MG

PIROXICAM
10MG

PIROXICAM
20MG

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;

SODIUM. SULFATE
236GM/B0T ;
2.97GM/BOT;
6.74GM/BOT;
5.86GM/BOT;
22.74GM/BOT

Google

TRADE_NAME
DOSAGE FORM: ROUTE

VISKEN
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

FELDENE
(CAPSULE; ORAL)

FELDENE
(CAPSULE; ORAL)

GOLYTELY
(POWDER FOR
RECONSTITUTION; ORAL)

APPLICANT NAME

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

BRAINTREE LABS

Iv-83

NDA NO.
APPROVAL DATE

18-285
09-03-82

18-285
09-03-82

18-147
04-06-82

18-147
04-06-82

19-011
07-13-84

PATENT NO.
EXP. DATE

3471515
10-07-86

3471515
10-07-86

3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91

3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91

EXCLUSTVITY
EXP. DATE

NCE
09-03-92

NCE
09-03-92

NCE
04-06-92

NCE
04-06-92
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT
STRENGTH(S

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 2MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; SMG

POTASSIUM ACETATE
2MEQ/ML

POTASSIUM CHLORIDE
10MEQ

POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML; 900MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
300MG/100ML; 900MG/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

MINIZIDE
(CAPSULE; ORAL)

MINIZIDE
(CAPSULE; ORAL)

POTASSIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

KLOTRIX
(TABLET, CONTROLLED
RELEASE; ORAL)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 10MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 40MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

IV-85

APPLICANT NAME

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

ABBOTT LABORATORIES
MEAD JOHNSON/B-M

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA NO.
APPROVAL DATE

17-986
06-13-80

17-986
06-13-80

18-896
07-20-84

17-850
05-22-80

18-630
02-17-83

18-630
02-17-83

18-630
02-17-83

18-630
02-17-83

PATENT NO.
EXP. DATE

EXCLUSIVITY

EXP. DATE

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95

4140756
02-20-96

NDF
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH

RITODRINE HYDROCHLORIDE
10MG

RITODRINE HYDROCHLORIDE
10MG/ML

RITODRINE HYDROCHLORIDE
15MG/ML '

SAFFLOWER OIL; SOYBEAN OIL
10%; 10%

SAFFLOWER OIL; SOYBEAN OIL
5%; 5%

SARALASIN ACETATE
EQ 0.6MG BASE/ML

SCOPOLAMINE
1.5MG

SELENIUM SULFIDE
2.5%

SILVER SULFADIAZINE
1%

SILVER SULFADIAZINE
1%

Google

TRADE NAME
DOSAGE FORM: ROUTE

YUTOPAR
(TABLET; ORAL)

YUTOPAR
(INJECTABLE; INJECTION)

YUTOPAR
(INJECTABLE; INJECTION)

LIPOSYN II 20%
(INJECTABLE; INJECTION)

LIPOSYN II 10%
(INJECTABLE; INJECTION)

SARENIN
(INJECTABLE; INJECTION)

TRANSDERM-SCOP
(FILM, CONTROLLED
REEEASE; PERCUTANEOUS)

SELSUN
(SHAMPOO/LOTION; TOPICAL)

SILVADENE
(CREAM; TOPICAL)

SSD
(CREAM; TOPICAL)

APPLICANT NAME

ASTRA PHARM PRODS
ASTRA PHARM PRODS
ASTRA PHARM PRODS
ABBOTT LABORATORIES
ABBOTT LABORATORIES

NORWICH EATON/P&G

CIBA/CIBA-GEIGY

ABBOTT LABS

MARION LABORATORIES

TRAVENOL LABS

Iv-89

NDA NO.
APPROVAL DATE

18-555
12-12-80

18-580
12-12-80

18-580
09-27-84

18-991
08-27-84

18-997
08-27-84

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

AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE

3410944
11-12-85

3410944
11-12-85

3410944
11-12-85

3932624
01-13-93
3886134
05-27-92

4031894
06-28-94
4262003
04-14-98
4436741
04-14-98

3761590
09-24-90

NP
09-24-86

NP
09-24-86

I-3
09-24-86
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TABLE IV. NOA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S
STRENGTH(S

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG: 160MG

SULFASALAZINE
500MG

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)

SULFATRIM
(SUSPENSION; ORAL)

SMZ-TMP
(SUSPENSION; ORAL)

SMZ-TMP PEDIATRIC
(SUSPENSION; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)

AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)

Iv-93

APPLICANT NAME

DRUMMER/PHOENIX
DRUMMER/PHOENIX

NATL PHARM MFG/BARRE
NATL PHARM MFG/BARRE
BIOCRAFT LABS
BIOCRAFT LABS

DANBURY PHARMACAL
DANBURY PHARMACAL
HEATHER DRUG
HEATHER DRUG

PHARMACIA/PHARMACIA

NDA NO. PATENT NO.

EXCLUSIVITY

APPROVAL DATE  EXP. DATE

EXP. DATE

18-598
05-19-82

18-598
05-19-82

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

NDF
09-24-86
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TABLE V. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.
STRENGTH DOSAGE FQRM: ROUTE APPROVAL DATE ~ EXP. DATE
TERBUTALINE SULFATE BRETHAIRE GEIGY/CIBA-GEIGY 18-762 3937838
0.2MG/INH (AEROSOL; INHALATION) 08-17-84 02-10-93
4011258
03-08-94
TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM  18-000 3937838
0.2M6/INH (AEROSOL; INHALATION) 03-19-85 02-10-93
| 4011258
03-08-94
TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM  17-466 3937838
TMG/ML (INJECTABLE; INJECTION) 03-25-74 02-10-93
‘ 4011258
03-08-94
TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM 17618 3937838
2.5M6 (TABLET; ORAL) 04-22-75 02-10-93
4011258 .
03-08-94
TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM 17618 3937838
5MG (TABLET; ORAL) 04-22-75 02-10-93
4011258
03-08-94
TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GETGY 17-849 3937838
2.5M6 (TABLET; ORAL) 05-17-76 02-10-93
4011258
03-08-94
TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GEIGY 17-849 3937838
5MG (TABLET; ORAL) : 05-17-76 02-10-93
4011258
03-08-94
TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GEIGY 18-571 3937838
1MG/ML (INJECTABLE; INJECTION) 11-30-81 02-10-93
4011258
03-08-94
1V-95

Google

EXCLUSIVITY
EXP. DATE

NDF
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

TOCAINIDE HYDROCHLORIDE
600MG

TOLAZAMIDE
100MG

TOLAZAMIDE
250MG

TOLAZAMIDE
500MG

TOLAZOLINE HYDROCHLORIDE
25MG/ML

TOLMETIN SODIUM
EQ 200MG BASE

TOLMETIN SODIUM
EQ 400MG BASE

TRAZODONE HYDROCHLORIDE
150MG

TRETINOIN
0.05%

TRETINOIN
0.1%

TRETINOIN
0.05%

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

TONOCARD
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

PRISCOLINE
(INJECTABLE; INJECTION)

TOLECTIN
(TABLET; ORAL)

TOLECTIN DS
(CAPSULE; ORAL)

DESYREL
(TABLET; ORAL)

RETIN-A
(SOLUTION; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

1v-97

APPLICANT NAME

MS&D/MERCK

ZENITH LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
CIBA/CIBA-GEIGY
MCNEIL LABORATORIES
MCNEIL LABORATORIES
MEAD JOHNSON/B-M
ORTHO PHA#MACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

NDA_NO.
APPROVAL DATE

18-257
11-09-84

18-894
11-02-84

18-894
11-02-84

18-894
11-02-84

06-403
02-22-85

17-628
03-24-76

18-084
10-30-79

18-207
03-25-85

16-921
10-20-71

17-340
01-26-73

17-522
07-19-74

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE

4218477
08-19-97
4237068
12-02-97

3752826
08-14-90

3752826
08-14-90

3729568
04-24-90

3729568
04-24-90
3906108
09-16-92

3729568
04-24-90
3906108
09-16-92

NCE
11-09-89
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