


























































































































































































































































































ACTIVE INGREDIENT(S) 
STRENGTH(S) 

METR I ZAMIDE 
3.75GM/VIAL 

METRIZAMIDE 
6.75GM/VIAL 

METRONIDAZOLE 
500MG 

METRONIDAZOLE 
250MG 

MET RONI DAZO L E 
500MG 

METRONIDAZOLE 
250MG 

METRON IDAZOLE 
500MG 

METRONIDAZOLE 
500MG/l00ML 

METRONIDAZOLE 
250MG 

METRONIDAZOLE 
5DOMG 

METRONIDAZOLE 
250MG 

METRONIDAZOLE 
500MG 

METRONIDAZOLE 
250MG 

TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

TRADE NAME 
illQSAGE fORM; ROUTE) 

AMIPAQUE 
(INJECTABLE; INJECTION) 

AMIPAQUE 
(INJECTABLE; INJECTION) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRYL 
(TABLET; ORAL) 

METRYL 500 
(TABLET; ORAL) 

METRO 1. V. 
(INJECTABLE; INJECTION) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

METRONIDAZOLE 
(TABLET; ORAL) 

IV-74 

APPLICANT NAME 

WINTHROP LABS/STERL 

WINTHROP LABS/STERL 

ZENITH LABORATORIES 

CHELSEA LABORATORIES 

CHELSEA LABORATORIES 

DRUMMER/PHOENIX 

DRUMMER/PHOENIX 

AM MCGAW/AM HOSP 

CORD LABORATORI [S . 

CORD. LABORATORIES 

DANBURY PHARMACAL 

DANBURY PHARMACAL 

BARR LABORATORIES 

NDA NO, 
APPROVAL DATE 

17-982 
08-23-78 

17-982 
08-23-78 

18-517 
05-0.5-82 

18-599 
09-17-82 

18-599 
02..,.13-84 

18-620 
03...:.04-82 

lB-620 
06-02-83 

18-674 
08..:..31-82 

18:::.740 
10-22-82 

1:8":'" NO 
10-22-82 

18-764 
09...:.17':"82 

18-764 
12-20-82 

18-81B 
02-,16-83 

PATENT NO, 
EXP, DATE 

3701771 
10-31...:.89 

3701771 
10-31-89 

EXCLUSIVITY 
EXP, DATE 

1-26 
09-24-86 

1-26 
09-24-86 



TABLE IV. NDAI~ APPROVED F~!OM 1-1-82 TO 8-31-85 AND NDAI~ ~ITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(~) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
~TRENGTH(~) llil~AGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

METRONIDAZOLE METRONIDAZOLE BARR LABORATORIES 18-818 
500MG (TA,BLET; ORAL) 02-16-83 

METRONIDAZOLE METRONIDAZOLE PAR PHARMACEUTICAL 18-845 
250MG (TABLET; ORAL) 08-18-83 

METRONIDAZOLE PROTO STAT ORTHO PHARMACEUTICAL 18-871 
250MG (TABLET; ORAL) 03-02-83 

METRONIDAZOLE PROTOSTAT ORTHO PHARMACEUTICAL 18-871 
500MG (TA,BLET; ORAL) 03-02-83 

METRONIDAZOLE METRONIDAZOLE ABBOTT LABORATORIES 18-889 
500MG/100ML (INJECTABLE; INJECTION) 11-18-83 

METRONIDAZOLE METRONIDAZOLE IN PLASTIC ABBOTT LABORATORIES 18-890 
500MG/100ML CONTAINER 11-.18-83 

(INJECTABLE; INJECTION) 

METRONIDAZOLE METRO I.V. IN PLASTIC AM MCGAW/AM HOSP 18-900 
500MG/l00ML CONTAINER 09-29-83 

(INJECTABLE; INJECTION) 

METRONIDAZOLE METRONIDAZOLE ELKINS-SINN/AHROBINS 18-907 
500MG/100ML (INJECTABLE; INJECTION) 03-30-84 

METRONIDAZOLE FLAGYL I.V. RTU SEARLE PHARMS 18-353 1-11 
500MG/l00ML (INJECTABLE; INJECTION) 05-29-81 12-20-87 

METRONIDAZOLE FLAGYL LV. RTU SEARLE PHARMS 18-657 1-11 
500MG/l00ML IN PLASTIC CONTAINER 12-24-81 12-20-87 

(INJECTABLE; INJECTION) 

METRONIDAZOLE METRONIDAZOLE PAR PHARMACEUTICAL 18-930 
500MG (TABLET; ORAL) 08-18-83 

METRONIDAZOLE METRONIDAZOLE LNK INTERNATIONAL 19'-029 
250MG (TABLET; ORAL) 04-10-84 
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TABLE IV. NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) iQQSAGl FORM~ ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

METRONIDAZOLE FLAGYL I. V. SEARLE PHARMS 18-353 1-11 
HYDROCHLOR IDE (INJECTABLE; INJECTION) 11-28-80 12-20-87 
EQ 50QMG BASE/VIAL 

MICONAZOLE MONISTAT JANSSEN PHARMA 18-040 3717655 1-27 
10MG/ML (INJECTABLE; INJECTION) 10":04-78 02-20-90 09-24-86 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 17-450 3717655 
2% (CREAM; VAGINAL) 01-30-74 02-20-90 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-494 3717655 
2% (CREAM; TOPICAL) 01-30-74 02-20-90 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-739 3717655 
2'" /. (LOTION; TOPICAL) 12-16-75 02-20-90 

3839574 
10-01-91 

MICONAZOLE NITRATE MONfSTAT 7 ORTHO PHARMACEUTICAL 18-520 3717655 NDF 
100MG (SUIPPOSITORY; VAGINAL) 03-15 ... B2 02-20-90 9-24-86 

3839574 
10-01-91 

MICONAZOLE NITRATE MONISTAT 3 ORTHO PHARMACEUTICAL 18-888 3717655 NS 
200MG (SUPPOSITORY; VAGINAL) 08-15-84 02-20-90 09-24-86 

3839574 
10-01-91 

MINOXIDIL LONITEN UPJOHN 18-154 3461461 
2.5MG (TABLET; ORAL) 10-18-79 08-12-86 

IV ... 76 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHW (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

MINOXIDIL LONITEN UPJOHN ·18-154 3461461 
lOMG (TABLET; ORAL) 10-18-79 08-12-86 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
5MG (TABLET; ORAL) 07-03-74 01-20-87 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
10MG (TABLET; ORAL) 07-03-74 01-20-87 

MOlINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
25MG (TABLET; ORAL) 07-03-74 01-20-87 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
50M(, (TABLET; ORAL) 01-05-81 01-20-87 

MOLINDONE HYDRO(HLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 
100MG (TABLET; ORAL) 01-05-81 01-20-87 

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-938 3491093 
20MG/ML (CONCENTRATE; ORAL) 12-28-79 01-20-87 

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8 
O.SMG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86 

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8 
lMG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86 

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021 
40MG (TABLET; ORAL) 12-10-79 09-21-93 

3935267 
01-27-93 

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021 
80MG (TABLET; ORAL) 12-10-79 09-21-93 

3935267 
01-27-93 

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021 
l20MG (TABLET; ORAL) 12-10-79 09-21-93 

3935267 
01-27-93 
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TABU IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE LNGREDL ENHS) 
STRENGTH(S) 

NADOLOl 
N:jOMG 

NADOLOL 
40:MG 

NADOLOL 
80:MG. 

NADOLOL 
120MG 

NADOLOL 
16QMG 

t-J1ilf3tfPI:lINE HYDROCHt.bRHlE 
., JiO!i1GiM L 

·N~~B8P8.IN[ HYDROCHLORIDE 
·20NGfML 

NALl:DIXIC ACID 
250MG 

NALIDixIC ACID 
500MG 

NALIDIXIC ACID 
lGM 

TR,ADENAME 
(DOSAGE FORM; ROUTE) 

CORGARD 
(TABLET; ORAL) 

CORGARD 
(TABLET; ORAL) 

CORGARD 
(TABtET; ORAL) 

CORGARQ 
(TABLET; ORAL) 

CORGARD 
(TABLET; ORAL) 

NUBAIN 
(lN~tCTABLE ;;1 NJECHON) 

NUBAIN 
( IN'JECTAf3U;.INJECTION) 

NEGGRAM 
(TABLET;. OR,AL) 

NEGGRAM 
(TABLET; ORAL) 

NEGGRAM 
(TABLET; ORAL) 

IV-78 

APPLICANT NAME 

ERSQUIBB AND SONS 

ER SQUIBB AND SONS 

ER SQUIBB AND. SONS 

ER SQUIBB AND SONS 

ER SQUIBB AND SON·S 

DUPONT PI:lA~MSllJl.lpoNr 

DUPONT PHARMSJD:JpoNT 

WINTHROP lAf3Sfst,ERL.· 

WINTHROP LABS/STERL 

WINTHROP LABS/STERL 

NDANO. 
APPROVAL DATE 

18-063 
12-10-79 

18-064 
12-10-79 

18:....064 
12-10:""79 

18"-064 
12-10-79 

18-064 
12-1.0f-79 

18;"024 
0$;..j:5"::'9 

18:...024 
05-272.82 

14-214 
1Z'-27:c...67 

14-214 
03-06...:64 

14-214 
03-06-64 

PATENT NO. 
EXP. DATE 

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

.3982021 
09-21-93 
3935267 
01:""27--,93 

3982021 
09-21-'93 
3935·267 
01,...27.:.93 

3982021 
09'-21-93 
3935267 
0.1-27-93 

3982021 
09-'-21-:,93 
3935267 
01.-27...;93 

339~197 
07:c...16:""S5 

3590036 
06,,-29~88 

3590036 
06-29'-88 

3590036 
06-29-88 

EXCLUSIVITY 
EXP .• DATE 

NS 
09-24-86 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

NALIDIXIC ACID 
250MG/5ML 

NALOXONE HYDROCHLORIDE 
0_4MG/ML 

NALOXONE HYDROCHLORIDE 
1MG/ML 

NALOXONE HYDROCHLORIDE; PENTAZOCINE 
HYDROCHLORIDE 
0_5MG; EQ 50MG BASE 

NALTREXONE HYDROCHLORIDE 
50MG 

NAPROXEN 
125MG 

NAPROXEN 
250MG 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

NEGGRAM 
(SUSPENSION; ORAL) 

NARCAN 
(INJECTABLE; INJECTION) 

NARCAN 
(INJECTABLE; INJECTION) 

TALl4IN NX 
(TABLET; ORAL) 

TREXAN 
(TABLET; ORAL) 

NAPROSYN 
(TABt£T; ORAL) 

NAPROSYN 
(TABLET; ORAL) 

APPLICANT NAME 

WINTHROP LABS/STERL 

DUPONT PHARMS/DUPONT 

DUPONT PHARMS/DUPONT 

WINTHROP LABS/STERL 

DUPONT PHARMS/DUPONT 

SYNTEX PR 

SYNTEX PR 

IV-79 

NDA NO. 
APPROVAL DATE 

17-430 
04-17-73 

16-636 
04-13-71 

16-636 
09-17-84 

18-733 
12-16-82 

18-932 
11-20-84 

17-581 
03-11-76 

17-581 
03-11-76 

PATENT NO. 
EXP. DATE 

3590036 
06-29-88 

4105659 
08-08-95 

3904682 
09-09-92 
3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

3904682 
09-09-92 
3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

EXCLUSIVITY 
EXP. DATE 

0-9, 
0-10, 0-11, 
1-33 
09-24-86 

NS, 0-9, 
0-10, 0-11 
1-33 
09-24-86 

NC 
09-24-86 

NCE 
11-20-89 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLI~ANT NAME NDA NO. PATENT NO. EX~LUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682 
375MG (TABLET; ORAL) 07-18-80 09-09-92 

3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682 NS 
500MG (TABLET; ORAL) 04-15-82 09':"09-92 09-24-86 

3998966 
12-21-93 
4001301 
09-09-92 
4009197 
09-09-92 

NAPROXEN SODIUM ANAPROX SYNTEX PR 18-164 3998966 
275MG (TABLET; ORAL) 09-04-80 12-21-93 

4001301 
09-09-92 
4009197 
09-09-92 

N IC LOSAMI DE NICLOCIDE MILES PHARMS/MILES 18-669 NCE 
500MG (TABLET, CHEWABLE; ORAL) 05-14-82 05-14-92 

NICOTINE POLACRILEX NICORETTE MERRELL DOW/DOW CHEM 18-612 NCE 
EQ 2MG BASE (GUM, CHEWING; ORAL) 0.1-13_84 01-13-94 

NIFEDIPINE PROCARDIA PFIZER LABS/PFIZER 18-482 3644627 
lOMG (CAPSULE; ORAL) 12-31.-81 02-22-89 

3784684 
01-08-91 

NITROGL YCERIN TRIDIL AM CRITICAL CARE/AHS 18..:.537 NDF 
0.5MG/ML ( INJECT ABLE; INJECTION) 06-16-83 09-24-86 

NITROGLYCERIN NITROSTAT PARKE-DAVIS/W-L 18-588 NDF 
5MG/ML (INJECTABLE; INJECTION) 12-23-83 09-24-86 

IV-80 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

NITROGL YCERIN NITRO-BID MARION LABORATORIES 18-621 NDF 
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86 

NITROGL YCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF 
1MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86 

NITROGL YCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF 
5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86 

NITROGL YCERIN NITROL KREMERS-URBAN 18-774 NDF 
0.8MG/ML (INJECTABLE; INJECTION) 01-19-83 09-24-86 

NOMIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE 
2SMG (CAPSULE; ORAL) 12-31-84 12-31-89 

NOHIFENSINE MALEATE MERITAL HOECHST-ROUSSEL 18-224 NeE 
SOMG (CAPSULE; ORAL) 12-31-84 12-31-89 

NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405 
5MG (TABLET; ORAL) 04-21-82 

NORGE:S fRU OVRETTE WYETH LABS/AMHO 17-031 3666858 
0.075MG (TABLET; ORAL) 10-23-73 05-30-89 

3850911 
11-26-91 
3959322 
11-26-91 

NORfRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305 
EO 10MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92 

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305 
EO 25MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92 

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305 
EO 10MG BASEl5ML (SOLUTION; ORAL) 11-06-64 11-25-92 

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305 
EO 10MG BASEl5ML (SOLUTION; ORAL) 08-01-77 11-25-92 

IV-81 



TABLE IV. NDA 15 APPROVED FROM 1-1 ~8T TO 8~31-85ANDNDA 15 WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

NORTRIPTYLINE HYDROCHLORIDE 
EQ10HG BASE 

NORTRIPTYLINE HYDROCHLORIDE 
EQ i~MG BASE 

NORTR IPTYLINE HYDROCHLORIDE 
TQT5MGBASE . 

NORTRIPTYLINE HYDROCHLORIDE 
EQ 50MG BAsE 

OXAMNIQU.INE 
2S0MG 

OXPRENOLOL HYDROCHLORIDE 
20MG 

OXPRENOLOL HYDROCHLORIDE 
40MG 

OXPRENOLOL HYDROCHLORIDE 
. 80MG 

OXPRENOLOL HYDROCHLORIDE 
160MG. 

PANCURONLUM BROMIDE 
2MG/Mt 

PANCUR0NTUM BROMIDE 
lNG/ML 

PARAMETHASONE ACETATE 
lMG 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

PAMELPR 
(CAPSULE; ORAL) 

PAMELOR . 
(CAPSULE; ORAL) 

PAMELOR 
(CAPSULE; ORAL) 

PAMELOR 
(CAPSULE; ORAL) 

VANSIL 
(CAPSULE; ORAL) 

TRASICOR 
(CAPSULE; ORAL) 

TRASICOR 
(CAPSULE; ORAL) 

TRASlCOR 
(CAPSULE; ORAL) 

TRASICOR 
(CAPSULE; ORAL) 

PAVULON 
(INJECTABLE; INJECTION) 

PAVULON 
.(INJECTABLE; INJECTION) 

HA.LDgONE 
(TABtET; ORAL) 

IV-82 

APPLICANT NAME 

SANDOZ PHARMS/SANPOZ 

SANDOZ PHARMS/SANDOZ 

SANDOZ PHARMS/SANDOZ 

SANDOZ PHARMS/SANDOZ 

PFIZER LABS/PFIZER 

CIBA/CIBA-GEIGY 

CIBA/CIBA~G£IGY 

CIBA/CIBA-GEIGY 

CIBA/CIBA-GEIGY 

ORGANON/AKZONA 

ORGANON/AKlONA 

ELI LILLY 

NDA NO. 
APPROVAL DATE 

18-013 
08,...01-77 

18-013 
08."'\01-77 

18-013 
06.-14-79 

18-013 
06-14-79 

18-069 
07-23-80 

18-166 
12-28-83 

18-166 
12-28-83 

18-166 
12-28-83 

1.8-166 
12-28-83 

17-015 
10-24-72 

17-015 
09,..14-:73 

12:"'772 
04-17-61 

PATENT NO. 
EXP. DATE 

3922305 
11-25-92 

3922305 
11,..?-5-92 

3922305 
11-25-:92 

3922305 
11-25-92 

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 

355.3212 
01-05-88 

3499016 
03-03-87 

EXCLUSIVITY 
EXP. DATE 

NCE 
12-28-93 

NCE 
12.,...28-93 

NCE . 
12..,.28~93 

NCE 
12-28-93 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

PARAMETHASONE ACETATE HALDRONE ELI LILLY 12-772 3499016 
2MG (TABLET; ORAL) 04-17-61 03-03-87 

PENTAGASTRIN PEPTAVLON AYERST LABS/AMHO 17-048 3896103 
0.25MG/ML (INJECTABLE; INJECTION) 07-26-74 07-22-92 

PENTAMIDINE ISETHIONATE PENTAM 300 LYPHOMED 19-264 
300MG/VIAL (INJECTABLE; INJECTION) 10-16-84 

PENTAZOCINE LACTATE TALWIN WINTHROP LABS/STERL 16-194 4105659 
EQ :lOMG BASE/ML (INJECTABLE; INJECTION) 07-24-67 08-08-95 

PENIETATE INDIUM DISODIUM, IN-111 MPI INDIUM DTPA IN 111 MEDI-PHYSICS 17-707 NCE 
I r1C IIML (INJECTABLE; INJECTION) 02-18-82 02-18-92 

f'ENTOXIFYLLINE TRENTAL HOECHST-ROUSSEL 18-631 3737433 NCE 
400MG (TABLET, CONTROLLED 08-30-84 06-05-90 08-30-94 

RELEASE; ORAL) 4189469 
02-02-97 

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE PHENERGAN VC WYETH LABS/AMHO 08-604 
HYDROCHLORIDE (SYRUP; ORAL) 04-02-84 
5MG/5ML; 6.25MG/5ML 

PILOCARPINE. HYDROCHLORIDE PILOPINE HS ALCON LABORATORIES 18-796 NDF 
4% (GEL; OPHTHALMIC) 10-01-84 10-01-87 

PIMOZIDE ORAP MCNEIL PHARM 17-473 NCE 
2MG (TABLET; ORAL) 07-31-84 07-31-94 

PINDOLOL VISKEN SANDOZ PHARMS/SANDOZ 18-285 3471515 NCE 
5MG (TABLET; ORAL) 09-03-82 10-07-86 09-03-92 

PINDOLOL VISKEN SANDOZ PHARMS/SANDOZ 18-285 3471515 NCE 
10MG (TABLET; ORAL) 09-03-82 10-07-86 09-03-92 

IV-83 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

PINDOLOL 
15MG 

PIROXICAM 
lOMG 

PIROXICAM 
20MG 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SOD IUM CHLOR 10 E ; 
SODIUM SULfATE 
236GM/BOT; 
2.97GM/BOT; 
6.74GM/BOT; 
5.86GM/BOT; 
22. 74GM/BOT 

TRADE NAME 
(DOSAGE FORM: ROUTE) 

VISKEN 
(TABLET; ORAL) 

fELDENE 
(CAPSULE; ORAL) 

fELDENE 
(CAPSULE; ORAL) 

GOLYTELY 
(POWDER fOR 
RECONSTITUTION; ORAL) 

APPLICANT NAME 

SANDOZ PHARMS/SANDOZ 

PfIZER LABS/PfIZER 

PfIZER LABS/PfIZER 

BRAINTREE LABS 

IV-84 

NDA NO. 
APPROVAL DATE 

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 

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 

EXCLUSIVITY 
EXP, DATE 

NCE 
09-03-92 

NCE 
04-06-92 

NCE 
04-06-92 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUM SULFATE 
1 LOGM/PACKET; 
1 . 49GM/PACKET; 
3.36GM/PACKET; 
2.92GM/PACKET; 
11.36GM/PACKET 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUM SULFATE 
227.1 GM/PACKET; 
2.S2GM/PACKET; 
6. 36GM/PACKET; 
5.53GM/PACKET; 
21.5GM/PACKET 

POLYETHYLENE GLYCOL 3350; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUM SULFATE 
360GM/PACKET; 
4.47GM/PACKET; 
10.0SGM/PACKET; 
S.76GM/PACKET; 
34.0SGM/PACKET 

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE 
O. 5MG; 1 MG 

TRADE NAME 
(DOSAGE FORM: ROUTEl 

COL YTE 
(POWDER FOR 
RECONSTITUTION; ORAL) 

COL YTE 
(POWDER FOR 

RECONSTITUTION; ORAL) 

COLYTE 
(POWDER FOR 
RECONSTITUTION; ORAL) 

MINIZIDE 
(CAPSULE; ORAL) 

APPLICANT NAME 

EDLAW PREPARATIONS 

EDLAW PREPARATIONS 

EDLAW PREPARATIONS 

PFIZER LABS/PFIZER 

IV-S5 

NDA NO. 
APPROVAL DATE 

lS-983 
10-26-84 

18-983 
10-26-84 

18-983 
10-26-84 

17-986 
06-13-80 

PATENT NO. 
EXP. DATE 

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

EXCLUSIVITY 
EXP. DATE 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE 
0.5MG; 2MG 

PO~YTHIAZIDE: PRAZOSIN HYDROCHLORIDE 
0.5MG; 5MG 

POTASSIUMACET ATE 
2MEQ/ML 

POTASSIUM CHLORIDE 
8MEQ 

POTASSIUM CHLORIDE 
io.MEQ 

Po.TASSIUM CHLORIDE 
10MEQ 

POTASSIUM CHLORIDE; S().DIUM CHLORIDE 
15o.MG/lOo.ML; 90o.MGll OOML 

P()'TASSTUM CHLORIDE; SODIUM CHLORIDE 
300MG/ FOQMl; 90o.MG/ HJo.ML 

TRADE NAME 
(DOSAGE FORM; ROUTE), 

MINIZIDE 
(CAPSULE; ORAL) 

MINIZIDE 
(CAPSULE; ORAL) 

POTASSIUM ACETATE IN 
PLASTIC CONTAINER 

(INjECTABLE; INJECTION) 

MICRO-K 
(CAPSULE,CONTROLLED 
RELEASE; ORAL) 

MICRO-'K 10 
(CAPSULE, CONTROLLED 

RELEASE; ORAL) 

KLOTRIX 
(TABLET, CONTROLLED 
RELEASE; ORAL) 

SODIUM CHLORIDE 0.9% AND 
POTASSIUM CHLORIDElo.MEQ 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 0.9% AND 
P()'TASSIUMCHLORIOE.20MEQ 
INPL'ASHC CONTAINEI~ 

(INJECTABLE; INJECTION) 

IV-86 

APPLICANT NAME 

PFIZER LABS/PFIZER 

PFIZER LABS/PFIZER 

ABBOTT LABORATORIES 

AH ROBINS 

AH ROBINS 

MEAD J().HNS()'N/B~ 

TRAVENOL LABS 

TRAVENOL LABS 

NDA NO, 
APPROVAL DATE 

17-986 
0.6,-13-80. 

17-986 
0.6-13-80. 

18-896 
0.7-20-84 

18-238 
10-17-80. 

18-238. 
0.5-14-84 

17..;.85(). 
05-22-80. 

18-630 
0.2-17-83 

18-630. 
0.2-17-83 

PATENT NO, 
EXP, DATE 

3511836 
0.5-12-87 
366370.6 
0.5-16-89 
4130.647 
12-19-95 

3511836 
05-12-87 
366370.6 
0.5,...16-89 
4130.647 
12-19-95 

4259315 
0.3-31-98 

4259315 
0.3-31-98 

4140.756 
02-20.-96 

EXCLUSIVITY 
EXP, DATE 

NDF 
09-24-86 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO. EXCLUSIVITY 
STRENGTH(Sl (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630 
150MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 20MEQ 02-17-83 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630 
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 40MEQ 02-17-83 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
150MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.15% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
2?OMG/100ML; 900MG/100ML POTASSIUM CHLORIOE 0.22% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722 
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.3% 11-09-82 

IN PLASTIC CONTAINER 
(INJECTABLE; INJECTION) 

POTASSIUM CITRATE POTASSIUM CITRATE UNIV TX HLTH SCI CTR 19-071 NP 
5MEQ (TABLET; ORAL) 08-30-85 08-30-88 

PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST .LABS/AMHO 18-799 3629425 NDF 
300MG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 09-24-86 

PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF 
300MG/ML (INJECTABLE; INJECTION) 04-26-83 09-24-86 

PRAZEPAM CENTRAX PARKE-DAVIS/W-L 18-144 NS 
20MG (CAPSULE; ORAL) 05-10-82 09-24-86 

PRAZIQUANTEL BILTRICIDE MILES PHARMS/MILES 18-714 4001411 NCE 
600MG (TABLET; ORAL) 12-29-82 01-04-94 12-29-92 

IV-87 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHIS) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

PRAZOSIN HYDROCHLORIDE MINI PRESS PFIZER LABS/PFIZER 17-442 3511836 
5MG (CAPSULE; ORAL) 06-23-76 05-12-87 

3663706 
05-16-89 
4092315 
05-30-95 
4130647 
12-19-95 

PRAZOSIN HYDROCHLORIDE MINI PRESS PFIZER LABS/PFIZER 17-442 3511836 
1MG (CAPSULE; ORAL) 06-23-76 05-12-87 

3663706 
05-16-89 
4092315 
05-30-95 
4130£47 
12-19-95 

PRAZOSIN HYDROCHLORIDE MINI PRESS PFIZER LABS/PFIZER 17-442 3511836 
2MG (CAPSULE; ORAL) 06-23-76 05-12-87 

3663706 
05-16-89 
4092315 
05-30-95 
4130647 
12-19-95 

PROBUCOL LORELCO MERRELL DOW/DOW CHEM 17-535 3576883 
250MG (TABLET; ORAL) 02-01-77 04-27-88 

3862332 
01-21-92 

PROCARBAZINE HYDROCHLORIDE MATULANE HOFFMANN-LA ROCHE 16-785 3520926 
EO 50MG BASE (CAPSULE; ORAL) 07-22-69 07-21-87 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 1-10 
10MG (TABLET; ORAL) 11-13-67 09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 1-10 
20MG (TABLET; ORAL) 10-16-74 09-24-86 

PROPRANOLOL HYDROCHLOR1DE INDERAL AYERST LABS/AMHO 16-418 1-10 
40MG (TABLET; ORAL) 11-13-67 09-24-86 

IV;..88 



TABLE IV, NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH ill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-41B NS 
60MG (TABLET; ORAL) 10-18-82 09-24-86 

1-10 
09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 1-10 
80MG (TABLET; ORAL) 10-16-74 09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF 
80MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86 

RELEASE; ORAL) 

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 NS 
CJOMG (TABLET; ORAL) 10-18-82 09-24-86 

I-10 
09-24-86 

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF 
120MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86 

RELEASE; ORAL) 

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF 
160MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86 

RELEASE; ORAL) 

PROTAMINE SULFATE PROTAMINE SULFATE UPJOHN 07-413 NS 
250MGIVIAL (INJECTABLE; INJECTION) 08-02-84 09-24-86 

PROTEIN HYDROLYSATE AM1NOSOL 5% ABBOTT LABORATORIES 05-932 
5% (INJECTABLE; INJECTION) 01-31-85 

PROTIRELIN THYPINONE ABBOTT LABORATORIES 17-638 3746697 
0.5MG/ML (INJECTABLE; INJECTION) 11-05-76 07-17-90 

PROTIRELIN RELEFACT TRH HOECHST-ROUSSEL 18-087 3746697 
0.5MG/ML (INJECTABLE; INJECTION) 07-18-78 07-17-90 

PYRANTEL PAMOATE ANTIMINTH ROERIG/PFIZER 16-883 3644624 
EQ 250MG BASE/5ML (SUSPENSION; ORAL) 12-30-71 02-22-89 

3549624 
12-22-87 

IV-89 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREOIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

RANITIDINE HYDROCHLORIDE ZANTAC GLAXO 18-703 4128658 NCE 
EQ lS0MG BASE (TABLET; ORAL) U6-09-83 12-05-95 06-09-93 

4521431 1-15 
06-04-02 06-28-88 

RANITIDINE HYDROCHLORIDE Z:ANTAC GLAXO 19-'090 4128658 NCE 
EQ 25MG BASElML (INJ.ECTABLE.; INJECTION) 10-19-84 12-05-95 06-09-93 

4521431 
06-04-02 

RITODRINE HYDROCHLORIDE YUTOPAR ASTRA PHARM PRODS 18~555 3410944 
10MG (TABLET; ORAL) 12-'12-80 11-12-85 

RITODRINE HYDROCHLORIDE YUTOPAR ASTRA PHARM PRODS 18:"'580 3410944 
10MG/ML (INJECTABLE; INJECTION) 12-12-80 11-12-85 

RITODRINE HYDROCHLORIDE YUTOPAR ASTRA PHARM PRODS 18-580 3410944 
15MGlML (INJECTABLE; INJECTION) 12-12~80 11-12-85 

SAFFLOWER OIL; SOYBEAN OIL LIPOSYN II 20% ABBOTT LABURATORIES 18-991 NP 
10%; 10% (INJECTABLE; INJECTION) 08-27-84 09-24-86 

SAFFLOWER OIL; SOYBEAN OIL LI POSYN II 10% ABBOTT LABORATORIES 18-997 NP 
5%; 5% (INJECTABLE; INJECTION) 08-27-84 09-24-86 

SARALASIN ACETATE SARENIN NORWICH EATON/P&G 18-009 3932624 
EQO.6MG BASElML (INJECTABLE; INJECTION) 05-29:....81 01-13-93 

3886134 
05-27-92 

SCOPOLAMINE TRANSDERM-SCOP CIBAICIBA,...GEIGY 17-874 4031894 
1.5MG (FILM, CONTROLLED 12-3i-79 06-28"';94 

RELEASE; PERCUTANEOUS) 4262003 
04-14-98 
4436741 
04-14-98 

SELENIUM SULFIDE SELSUN ABBOTT LABS 07 .... 936 1-3 
2 .. 5% (SHAMPOO/LOTION; TOPICAL) 05-17 .... 51 09-24-86 

IV-90 



TABLE IV. NDA'~ APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'~ WITH APPROPRIATE PATENT AND EXCLU~IVITY INFORMATION 

ACTIVE INGREDIENT(~) 
~TRENGTH()) 

SILVER SULFADIAZINE 
1% 

SILVER SULFADIAZINE 
1% 

SINCALIDE 
O.OOSMG/VIAL 

SODIUM ACETATE, ANHYDROUS 
2MEQ/ML 

SODIUM BICARBONATE; 
TARTARIC ACID 
460MG/GM; 420MG/GM 

SOUIUM CHLORIDE 
4S0MG/100ML 

SODIUM CHLORIDE 
9MG/ML 

SODIUM CHLORIDE 
9MG/ML 

SODIUM CHLORIDE 
2.SMEQ/ML 

SODIUM CHLORIDE 
3GM/100ML 

SODIUM CHLORIDE 
SGM/100ML 

SODIUM CHLORIDE 
9MG/ML 

TRADE NAME 
(DOSAGE FORM; ROUTE) 

SILVADENE 
(CREAM; TOPICAL) 

SSD 
(CREAM; TOPICAL) 

KINEVAC 
(INJECTABLE; INJECTION) 

SODIUM ACETATE IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

BAROS 
(GRANULE; ORAL) 

SODIUM CHLORIDE 0.4S% 
IN PLASTIC CONTAINER 

(SOLUTION; IRRIGATION) 

BACTERIOSTATIC SODIUM 
CHLORIDE 0.9% IN PLASTIC 
CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 0.9% 
IN PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 3% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE S% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE 0.9% IN 
PLASTIC CONTAINER 

(INJECTABLE; INJECTION) 

APPLICANT NAME 

MARION LABORATORIES 

TRAVENOL LABS 

ER SQUIBB AND SONS 

ABBOTT LABORATORIES 

MALLINCKRODT 

TRAVENOL LABS 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

ABBOTT LABORATORIES 

TRAVENOL LABS 

TRAVENOL LABS 

ABBOTT LABORATORIES 

IV-91 

NDA NO. 
APPROVAL DATE 

17-381 
11-26-73 

18-578 
02-25-82 

17-697 
07-21-76 

18-893 
OS-04-83 

18-S09 
08-07-85 

18-497 
02-19-82 

18-800 
10-29-82 

18-803 
10-29-82 

18-897 
07-20-84 

19-022 
11-01-83 

19-022 
11-01-83 

19-217 
07-)3-84 

PATENT NO. 
EXPo DATE 

3761S90 
09-24-90 

3839315 
10-01-91 

EXCLUSIVITY 
EXPo DATE 

PP 
09-24-86 

NP 
08-07-88 



TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND.NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(SI TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLU~IVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19-218 
9MG/ML IN PLASTIC CONTAINER 07-13-84 

(INJECTABLE; INJECTION) 

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% TRAVENOL LABS 19-319 
900MGIl00ML IN STERILE PLASTIC 05-17-85 

CONTAINER 
(SOLUTION; IRRIGATION) 

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19~465 
900MG/100ML IN PLASTIC CONTAINER 07-15-85 

(INJECTABLE; INJECTION) 

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671 
100 UCI (CAPSULE; ORAL) 05-27-82 

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671 
200 UCI (CAPSULE; ORAL) 05~27-82 

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671 
400 UCI (CAPSULE; ORAL) 05-27-82 

SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS 
5MEQ/ML PLASTIC CONTAINER 09-05-84 09-24-86 

(INJECTABLE; INJECTION) 

SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIDE ELKINS-SINN/AHROBINS 18-581 
50MG/VIAL (INJECTABLE; INJECTION) 07-28-82 

SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP 
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86 
142MG/ML; 276MG/ML (INJECTABLE; INJECTION) 

SOMATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS 
2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86 

SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512 
3GM/l00ML CONTAINER 05-27-82 

(SOLUTION; IRRIGATION) 

SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465 
10% (INJECTABLE; INJECTION) 06-29-83 

IV-92 

.. , .... 



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660 
10% (INJECTABLE; INJECTION) 02-26-82 

SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758 
20% (INJECTABLE; INJECTION) 02-15-83 

SOYBEAN OIL SOYACAL 20% ALPHA THERAPEUTIC 18-786 
20% (INJECTABLE; INJECTION) 06-29-83 

SOYBEAN OIL LIPOSYN III 10% ABBOTT LABORATORIES 18-969 
10% (INJECTABLE; INJECTION) 09-24-84 

SOYBEAN OIL LIPOSYN III 20% ABBOTT LABORATORIES 18-970 
20% (INJECTABLE; INJECTION) 09-25-84 

STANOZOLOL WINSTROL WINTHROP LABS/STERL 12-885 3704295 1-28 
2MG (TABLET; ORAL) 11-30-61 11-28-89 09-24-86 

STREPTOZOCIN ZANOSAR UPJOHN 17-961 NCE 
1GM/VIAL (INJECTABLE; INJECTION) 05-07-82 05-07-92 

SUCRALFATE CARAFATE MARION LABORATORIES 18-333 3432489 
1GM (TABLET; ORAL) 10-30-81 03-11-86 

SULCONAZOLE NITRATE SULCOSYN SYNTEX LABS/SYNTEX 18-738 4055652 NCE 
1% (SOLUTION; TOPICAL) 08-30-85 10-25-94 08-30-90 

SUFENTANIL CITRATE SUFENTA JANSSEN PHARMA 19-050 3998834 NCE 
EO 0.05MG BASE/ML (INJECTABLE; INJECTION) 05-04-84 12-21-93 05-04-94 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-377 RE28636 
400MG; 80MG (TABLET; ORAL) 07-30-73 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM DS HOFFMANN-LA ROCHE 17-377 RE28636 
800MG; 160MG (TABLET; ORAL) 03-01-78 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-560 RE28636 
200MG/5Ml; 40MG/5ML (SUSPENSION; ORAL) 04-16-75 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM PEDIATRIC HOFFMANN-LA ROCHE 17-560 RE28636 
200MG/5ML; 40MG/5ML (SUSPENSION; ORAL) 12-10-79 06-02-87 

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 18-374 3551564 
80MG/ML; 16MG/ML (INJECTABLE; INJECTION) 06-23-81 12-29-87 

RE28636 
06-02-87 

IV-93 



TABLE IV. NDA I S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMA nON 

ACTIVE INGRED lENT (S l TRADE NAME APPLICANT NAME NDA NO. PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

SULFAMETHOXAZOLE; TRIMETHOPRIM SUlfAMETHOXAZOlE AND DRUMMER/PHOENIX 18-59.8 
400MG; 80MG TRIMETHOPRIM 05-19-82 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SUlFAMETHOXAZOlE AND DRUMMER/PHOENIX 18-598 
aqoMG; 160MG TRIMETHOPRIM DOUBLE STRENGTH 05-,19-B2 

(TABLET; ORAL) . 

SULFAMETHOXAZOlE; TRIMETHOPRIM SUlFATRIM PEDIATRIC NATl PHARM .MFG/BARRE .18-615 
20dMG/SMl.; 40MG/5Ml (SUSPENSION; ORAL) .01-07...,83 

SULFAM~THOXAZOLE; TRIMETHOPRIM SUlFATRIM NATL PHARM MFG/BARRE 18-615 
200MGISML; 40MGl5ML (SUSPENSION; ORAL) 01...;07-.83 

SULFAMETHOXAZOlE; TRIMETHOPRIM SMZ-TMP BIOCRAFT lABS 18-812 
200MG15ML; 40MG/5ML (SUSPENSION ; ORAL) 01-28-"83 

SUL:RAMETHOXAZOLE; TRIMETHOPRIM SMl.-:TMP PEDIATRIC BIOCRAFTlABS 18-B12 
200MGJ5ML; 40MGl5ML (SUSPENSION; ORAL) 06~10-.83 

SULFAMETHOXAZOLE; TRIMETHOPRIM SULFAMETHOXAZOLE AND DANBURY PHARMACAL 18-852 
400NG; 80MG TRIMETHOPRIM 05-09-83 

(TABLET; ORAL) 

SULfAMETHOXAZOlE; TRIMETHOPRIM SUlFAMETHOXAZOLE AND DANBURY PHARMACAL 18-854 
800MG; ·160MG TRIMETHOPRIM DOUBLE STRENGTH 05"':09-.83 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SUlFAMETHOXAZOlE & HEATHER DRUG 18-946 
400MG; 80MG TRIMETHOPRIM 08~10-:84 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SULFAMETHOXAZOLE & HEATHER DRUG 18-946 
800MG; 160MG TRIMETHOPRIM 08-10.,-84 

(TABLET; ORAL) 

SULFAMETHOXAZOLE; TRIMETHOPRIM SEPTRA BURROUGHS WElLCOME 17-376 4209513 
400MG; 80MG (TABLET; ORAL) 07...,30:-73 06-24-97 

SULFAMETHOXAZOLE; TRIMETHOPRIM SEPTRA DS BURROUGHS WHlCOME 17~376 4209513 
800MG; 160MG (TABLET; ORAL) 02~12-76 06-24-97 
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TABLE IV. NDAIS APPROVED FROM 1-1-82 TO 8-31-85 AND NDAIS WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(~) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
STRENGTH(~) (DO~AGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

SULFASALAZINE AZULFIDINE PHARMACIA/PHARMACIA 07-073 NDF 
500MG (TABLET, ENTERIC COATED; 04-06-83 09-24-86 

ORAL) 

SULFASALAZINE SULFASALAZINE BOLAR PHARMACEUTICAL 88-052 NDF 
500MG (TABLET, ENTERIC COATED; 05-24-83 09-24-86 

ORAL) 

SULINDAC CLINORIL MS&D/MERCK 17-911 3654349 
150MG (TABLET; ORAL) 09-27-78 04-04-89 

3725548 
04-03-90 

SULINDAC CLINORIL MS&D/MERCK 17-911 3725548 
200MG (TABLET; ORAL) 09-27-78 04-03-90 

3654349 
04-04-89 

SUTILAINS TRAVASE TRAVENOL LABS 12-828 3409719 
82,000 UNITS/GM (OINTMENT; TOPICAL) 06-12-69 11-05-85 

TAMOXIFEN CITRATE NOLVADEX STUART PHARMS/ICI 17-970 4536516 
EQ 10MG BASE (T ABLET; ORAL) 12-30-77 08-20-02 

TECHNETIUM, TC-99M SODIUM PERTECHNETATE MINITEC ER SQUIBB AND SONS 17-339 1-31 
GENERATOR (SOLUTION; INTRAVENOUS, 06-03-74 09-24-86 
0.22-2.22CI/GENERATOR ORAL) 

TECHNETIUM, TC-99M, ALBUMIN COLLOID MICROLITE MED DIAG/NE NUCLEAR' 18-263 
KIT (INJECTABLE; INJECTION) 03-25-83 
N/A 

TECHNETIUM. TC-99M, DISOFENIN KIT HEPATOLITE MED DIAG/NE NUCLEAR 18-467 NP 
N/A (INJECTABLE; INJECTION) 03-16-82 09-24-86 

TECHNETIUM, TC-99M, GLUCEPTATE KIT TECHNESCAN GLUCEPTATE MS&D/MERCK 18-272 
N/A (INJECTABLE; INJECTION) 01-27-82 

TECHNETIUM, TC-99M, MEDRONATE OSTEOLITE MED DIAG/NE NUCLEAR 17-972 
N/A (INJECTABLE; INJECTION) 12-16-77 

TECHNETIUM, TC-99M, MEDRONATE AMERSCAN AMERSHAM/RADIOCHEM 18-335 
N/A (INJECTABLE; INJECTION) 08-05-82 
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8~31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVITY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DATE 

TECHNETIUM, TC-99M, SUCCIMER KIT MPI DMSA KIDNEY REAGENT MEDI-PHYSICS 17-944 4208398 NP 
N/A (INJECTABLE; INJECTION) 05-18-82 06-17-97 09-24-86 

4233285 
11-11-97 

TERBUTALINE SULFATE BRETHAIRE GEIGY/CIBA-GEIGY 18-762 3937838 NDF 
0.2MGIINH (AEROSOL; INHALATION) 08-17-84 02-10-93 09-24-86 

4011258 
03-'08-94 

TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM 18-000 3937838 
0.2MGIINH (AEROSOL; INHALATION) 03-19-85 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRICANYL MERRELL :DOW/DOW CHEM 17-466 3937838 
lMG/ML (INJECTABLE; INJECTION) 03-25-'74 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRICANYL MERRELL DOW/DOW CHEM 17-618 3937838 
2.5MG ( TABLET; ORAL) 04-22-75 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULfATE BRICANYL MERRELL DOW/DOW CHEM 17-618 3937838 
5MG (TABLET; ORAL) 04-22-75 02-10-93 

4011258 
03-08-94 

TERBUTALINE SULFATE BRETHINE GEIGY/CIBA-GEIGY 17-849 3937838 
2.5MG (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 
lMG/ML (INJECTABLE; INJECTION) 11-30-81 02-10-93 

4011258 
03-08-94 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLI CANT NAME NDA NO. PATENT NO. EXCLUSIVITY 
~TRENGTHill (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

TERFENADINE SELDANE MERRELL DOW/DOW CHEM 18-949 3806526 NCE 
60MG (TABLET; ORAL) 05-08-85 04-23-91 05-08-90 

3878217 
04-15-92 
3965257 
06-22-93 
3966949 
06-29-93 
4254129 
03-03-98 
4285957 
08-25-98 

THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18-110 NS 
2MCIIML (INJECTABLE; INJECTION) 02-01-82 09-24-86 

THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548 
lMCIIML (INJECTABLE; INJECTION) 12-30-82 

THEOPHYLLINE QUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660 
300MG (TABLET, CONTROLLED RELEASE; 06-21-83 08-14-01 

ORAL) 

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663 
5MG (TABLET; ORAL) 11-25-81 04-11-89 

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663 
10MG (TABLET; ORAL) 11-25-81 04-11-89 

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663 
20MG (TABLET; ORAL) 11-25-81 04-11-89 

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085 
EQ 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97 

3655663 
04-11-89 

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085 
EQ 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97 

3655663 
04-11-89 
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TABLE IV. NDA I S APPROVED fROM 1-1-82 TO 8-31-85 AND NDA I S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORM nON 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

TOCAINIDE HYDROCHLORIDE 
400MG 

TOCAINIDE HYDROCHLORIDE 
600MG 

TOLAZAMIDE 
100MG 

TOLAZAMIDE 
250MG 

TOLAZAMIDE 
500MG 

TOLAZOLINE HYDROCHLORIDE 
25MG/ML 

TOLMETIN. SODIUM 
EQ 200MG BASE 

TOLMETIN SODIUM 
EQ 40BMG BASE 

TRAZODONE HYDROCHLORIDE 
150MG 

TRETINOIN 
0.05% 

TRETINOIN 
0.1% 

TRETINOIN 
0.05% 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO. EXCLUS IVITY 
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE 

TRETINOIN RETIN-A ORTHO PHARMACEUTICAL 17-955 3729568 
0.01% (GEL; TOPICAL) 10-05-78 04-24-90 

4247547 
01-27-98 

TRETINOIN RETIN-A ORTHO PHARMACEUTICAL 17-579 3729568 
0.025% (GEL; TOPICAL) 04-18-75 04-24-90 

4247547 
01-27-98 

TRIAMCINOLONE ACETONIDE AZMACORT WILLIAM H RORER 18-117 3897779 NDF 
0.25MGIINH (AEROSOL; INHALATION) 04-23-83 08-05-92 09-24-86 

3927806 
12-23-92 

TRIAMCINOLONE ACETONIDE KENALOG-H ER SQUIBB AND SONS 86-240 4048310 
0.1% (CREAM; TOPICAL) 06-22-78 09-13-94 

TRIAZOLAM HALCION UPJOHN 17-892 3980790 NCE 
0.125MG (TABLET; ORAL) 04-26-85 09-14-93 11-15-92 

3987052 
10-19-93 

TRIAZOLAM HALCION UPJOHN 17-892 3980790 NCE 
0.25MG (TABLET; ORAL) 11-15-82 09-14-93 11-15-92 

3987052 
10-19-93 

TRIAZOLAM HALCION UPJOHN 17-892 3980790 NCE 
O.SMG (TABLET; ORAL) 11-15-82 09-14-93 11-15-92 

3987052 
10-19-93 

TRILOSTANE MODRASTANE WINTHROP LABS/STERL 18-719 NCE 
30MG (CAPSULE; ORAL) 12-31-84 12-31-89 

TRILOSTANE MODRASTANE WINTHROP LABS/STERL 18-719 NCE 
60MG (CAPSULE; ORAL) 12-31-84 12-31-89 

TRIMETHOPRIM PROLOPRIM BURROUGHS WELLCOME 17-943 NS 
200MG (TABLET; ORAL) 07-14-82 09-24-86 

TRIMETHOPRIM TRIMPEX 200 HOFFMANN-LA ROCHE 17-952 NS 
200MG (TABLET; ORAL) 11-09-82 09-24-86 
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(SI 
STRENGTH(S) 

TRIMETHOPRIM 
100MG 

TRIMIPRAMINE MALEATE 
EQ100MG BASE 

VECURONIUM BROMIDE 
10MG/VIAL 

VERAPAMIL HYDROCHLORIDE 
80MG 

VERAPAMIL HYDROCHLORIDE 
120MG 

VERAPAMIL HYDROCHLORIDE 
80MG 

VERAPAMIL HYDROCHLORIDE 
120MG 

VERAPAMIL HYDROCHLORIDE 
2.5MG/ML 

VERAPAMIL HYDROCHLORIDE 
2.5MG/ML 

WATER FOR INJECTION, STERILE 
100% 

WATER FOR INJECTION, STERILE 
100% 

TRAOE NAME 
(DOSAGE FORM: ROUTE) 

TRIMETHOPRIM 
(TABLET; ORAL) 

SURMONTIL 
(CAPSULE; ORAL) 

NORCURON (NC-45) 
(INJECTABLE; INJECTION) 

ISOPTIN 
(TABLET; ORAL) 

ISOPTIN 
(TABLEt; ORAL) 

CALAN. 
(TABLET; ORAL) 

CALAN 
(TABLET; ORAL) 

CALAN 
(INJECTABLE; INJECTION) 

CALAN 
(INJECTABLE; INJECT)ON) 

STERILE WATER FOR INJECTION 
IN PLASTIC CONTAINER 

(LIQUID; N/A) 

STERILE WATER IN PLASTIC 
CONTAINER 

(LIQUID; N/A) 

APPLICANT NAME 

BIOCRAFT LABS 

IVES LABS/AMHO 

ORGANON/AKZONA 

KNOLL PHARMACEUTICAL 

KNOLL PHARMACEUTICAL 

SEARLE/SEARLE PHARMS 

SEARLE/SEARLE PHARMS 

SEARLE PHARMS 

SEARLE PHARMS 

TRAVENOL LABS 

TRAVENOL LABS 

IV-l00 

NDA NO. 
APPROVAL DATE 

18-679 
07-30-82 

16-792 
09-15-82 

18-776 
04-30-84 

18-593 
03-08-82 

18-593 
03-08-82 

18-817 
09-10-84 

18-817 
09-10-84 

18-925 
03-30-84 

19-038 
03-30-84 

18-595 
01-17";83 

18-632 
06-30-82 

PATENT NO. 
EXP .. DATE 

3553212 
01-05-88 
4237126 
12-02-97 
4297351 
10-27-98 

EXCLUSIVITY 
EXP. DATE 

NS 
09-24-86 

NCE 
04-30-94 

NR 
09-24-86 

NR 
09-24-86 

NR 
09-24-86 

NR 
09-24-86 



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION 

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO, PATENT NO, EXCLUSIVjJY 
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP, DATE EXP, DAn; 

WATER FOR INJECTION, STERILE STERILE WATER IN PLASTIC ABBOTT LABORATORIES 18-801 
100% CONTAINER 10-27-82 

(LIQUID; N/A) 

WATER FOR INJECTION, STERILE BACTERIOSTATIC WATER IN ABBOTT LABORATORIES 18-802 
100% PLASTIC CONTAINER 10-27-82 

(LIQUID; N/A) 

WATER FOR INJECTION, STERILE STERILE WATER FOR INJECTION AM MCGAW/AM HOSP 19-077 
100% IN PLASTIC CONTAINER 03-02-84 

(LIQUID; N/A) 

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE 
5MCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92 

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE 
10MCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92 

XENON, XE-133 XENON XE 133 MALLINCKRODT 18-327 
10MCI/VIAL (GAS; INHALATION) 03-09-82 

XENON, XE-133 XENON XE 133 MALLINCKRODT 18-327 
20MCI/VIAL (GAS; INHALATION) 03-09-82 
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SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
6TH EDITION (1985) 

MAIL TO: 

Superintendent of Documents 
Government Printing Office 
Washington, DC 20402 
(202) 783-3238 

DATE: 

PURCHASER: SHIP TO: 
(If different than purchaser) 

CONTACT: TELEPHONE (Include Area Code) 

METHOD OF PAYMENT 

[ ] Charge my GPO Account No. _____ _ 
[ ] Purchase Order Number 
[ J Check enclosed for $ 

(Make check payable to Sup-e-rl~'n~t-en-d~e-n~t-o~f Documents) 

AUTHORIZING DATE: 
SIGNATURE 

DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE 

DOMESTIC @ $103.00 $ 

FOREIGN @ $128.75 $ 

ENTER TOTAL $ 



I, 


