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

Google

ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME NDA # PATENT # EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP, DATE
INSULIN ZINC SUSPENSION, ULTRALENTE INSULIN SQUIBB-NOVO 17-997
EXTENDED, PURIFIED BEEF (INJECTABLE; [INJECTION) 02-08-77
100 UNITSML

INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE INSULIN SQU IBB=NOVO 17-996
BEEF (INJECTABLE; INJECTION) 02-08-77
100 UNITS/ML

INSULIN ZINC SUSPENSION, PROMPT, SEMITARD SQU IBB-NOVO 18-382
PURIFIED PORK CINJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INSULIN ZINC SUSPENSION, LENTE ILETIN 11 ELI LILLY 18-477
PURIF IED BEEF (INJECTABLE; INJECTION) 06-12-80
100 UNITSML

INSULIN ZINC SUSPENSION, LENTARD SQU IBB-NOVO 18-384
PURIF IED BEEF AND PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITSML

INSULIN ZINC SUSPENSION, LENTE ILETIN 11 (PORK) ELI LILLY 18-347
PURIFIED PORK (INJECTABLE; INJECTION) 12-05-79
100 UNITSML

INSULIN ZINC SUSPENSION, MONOTARD SQU1BB-NOVO 18-383
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN ACTRAPID HUMAN SQU IBB-NOVO 18-778
100 UNITS/ML (INJECTABLE; INJECTION) 08-30-83

=7
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ACTIVE INGREDIENT(S)

NDA'S APPROVED FROM |-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

STRENGTH(S)

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALPRAZOLAM
0.25MG

v

ALPRAZOLAM
0.5MG

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPUR INOL
(TABLET; ORAL)

ALLOPURINOL
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

1v=3

APPLICANT NAME

CHELSEA LABORATORIES

CHELSEA LABORATORIES

DANBURY PHARMACAL

DANBURY PHARMACAL

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BOOTS PHARMACEUT | CAL

BOOTS PHARMACEUTICAL

UP JOHN

UPJOHN

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18~785

09-28-84

18-785

09-28-84

18-832

09-28-84

18-877

09-28-84

16-084 3624205

08-19-66 11-30-88

16-084 3624205

0l-14-74 11-30-88

18-297 3624205

06-10-80 11-30-88

18-297 3624205

06-10-80 11-30-88

18-276 3987052

10~16-81 10-19-93
3980789
09-14-93

18-276 3987052

10-16-81 10-19-93
3980789
09-14-93
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