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TABLE

NDA'S APPROVED FROM [|-|-82 TO

10-31-84 (PAGE 16)

ACTIVE INGREDIENT(S)
STRENGTH(S)

CODE INE PHOSPHATE;

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROL IDINE HYDROCHLORIDE

I0MG/5ML; 30MG/5ML; |.+.25MG/5ML

CROMOLYN SODIUM
I OMG/ML

CROMOLYN SOD |UM
4%

CROMOLYN SOD UM
4%

CYCLOPHOSPHAMIDE
I1GM/VIAL

CYCLOPHOSPHAMIDE
2GM/VIAL

DES IPRAMINE HYDROCHLORIDE
1 OMG

DESMOPRESSIN ACETATE
0.004MG/ML

DESOX IMETASONE
0.05%

DESOX IMETASONE
0.25%

DEXAMETHASONE
6MG

DEXTROMETHORPHAN HYDROBROMIDE;

PROMETHAZ INE HYDROCHLORIDE
I5MG/5ML; 6.25MG/5ML

Google

TRADE NAME

(DOSAGE FORM; ROUTE)

ACTIFED W/ CODEINE
(SYRUP; ORAL)

INTAL
(SOLUTION; INHALATION)

NASALCROM
(SOLUTION; NASAL)

OPT ICROM
(SOLUTION; OPTHALMIC)

CYTOXAN
(INJECTABLE; INJECTION)

CYTOXAN
(INJECTABLE; INJECTION)

NORPRAMIN
(TABLET; ORAL)

DDAVP
(INJECTABLE; INJECTION)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

DECADRON
(TABLET; ORAL)

PHENERGAN W/
DEXTROMETHORPHAN
(SYRUP; ORAL)

APPL I CANT NAME

BURROUGHS WELLCOME

FISONS

F ISONS

FISONS

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

MERRELL DOW/DOW CHEM

ARMOUR PHARM

HOECHST-ROUSSEL

HOECHST-ROUSSEL

MS&D/MERCK

WYETH LABS/AMHO

NDA #

APPROVAL DATE

12=575
04-04-84

18-596
05-28-82

18-306
03-18-83

18=155
10-03-84

12-142
08~30-82

12-142
08-30-82

14-399
02-11-82

18-938
03-30-84

18-586
03-29-82

18-763
10-03-83

11-664
07-30-82

11-265
04-02-84
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TABLE (V. NDA'S APPROVED FROM |-1-82 TO |10-31-84 (PAGE 42)
ACTIVE INGREDIENT(S) TRADE NAME APPL ICANT NAME
STRENGTH(S) (DOSAGE FORM; ROUTE)
POLYETHYLENE GLYCOL 3350; COLYTE EDLAW PREPARATIONS
POTASS IUM CHLORIDE; (POWDER FOR
SODIUM BICARBONATE; RECONSTITUTION; ORAL)
SOD IUM CHLORIDE;
SODIUM SULFATE;
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.08GM/PACKET
POLYETHYLENE GLYCOL 3350; GOLYTELY BRAINTREE LABS

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;

SODIUM SULFATE;
22.74GM/BOT; 236GM/BOT;
2.976M/BOT; 6.74GM/BOT;
5.86GM/BOT

POTASSIUM ACETATE
2MEQ/ML

POTASSIUM CHLORIDE
| OMEQ

POTASS IUM CHLORIDE; SODIUM
CHLORIDE
75MG/100ML; 900MG/|OOML

POTASSIUM CHLORIDE;
SOD IUM CHLORIDE
150MG/100ML; 900MG/I00ML

Google

(POWDER FOR
RECONSTITUTION; ORAL)

POTASSIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

MICRO-K 10
(CAPSULE, CONTROLLED
RELEASE; ORAL)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ABBOTT LABORATORIES

AH ROBINS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

NDA #

APPROVAL DATE

18-983
10-26-84

19-011
07-13-84

18-896
07-20-84

18-238
05-14-84

18-722
11-09-82

18=-722
11-09-82
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