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Drugs Released for Clinical Use

This listing includes new single chemical
entities and preparations, duplicate single
products, and combination products that have
been made available for clinical use by the
U.8. Food and Drug Administration during
the period from November 1, 1977 to De-
cember 81, 1977. This information is taken
from the manufacturer’s package insert or
brochure, which should be consulted for
further details on indications, dosage, contra-
indications, and adverse reactions.

New S8ingle Drugs

BACLOFEN Rx Muscle relaxant

Proprietary
name: Lioresal
Manufacturer: Geigy Pharmaceuticals
Chemistry : 4 - Amino - 3 (4 - chlorophenyl)
butanoic acid
HeNCH,CHCH;COOH
il
C,oH,,CINO,
Supplied as: Tablets 10 mg
Indications: Spasticity resulting from mul-
tiple sclerosis, some value in
spinal cord injuries
Dosage: Requires individual titration

starting at a low dose

DISOPYRAMIDE Rx Antiarrhythmic
Proprietary

name: Norpace (as phosphate)
Manufacturer: G. D. Searle and Co.
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2 - Pyridineacetamide, o-[2-
[bis(1 - methylethyl)amino] -
ethyl]-a-phenyl-

Chemistry :

(CHyhCH—NCH, CHz— C—CONH,

(CHy)sCH @

Cyy HpgN0
Supplied as: Tablets 100 and 150 mg

Suppression and prevention of
cardiac arrhythmias

Individualized: 400 to 800 mg
per day in divided doses

Indications:

Dosage :

STREPTOKINASE Rx Enzymes
Proprietary
name : Streptase

Manufacturer: Hoechst-Roussel Pharmaceuti-
cals

Supplied as: Lyophilized powder, vials 6.5
ml 100,000, 250,000, 750,000
IU

Indications: Pulmonary embolism

Dosage: See package insert

Duplicate Single Drugs

BROMPHENIRAMINE MALEATE o-f-c-
Cold preparation antihistamine

Proprietary

name: Symptom 3
Manufacturer: Parke Davis
Supplied as: Liquid 5 ml/2 mg
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DRUGS RELEASED FOR CLINICAL USE

Indications : Temporary relief of running
nose

Dosage: 2 teaspoenfuls every 4 to 6
hours; children correspond-
ingly reduced

DEXTROMETHORPHANE o-f-c  Cough preparation

Proprietary

name: Symptom 1
Manufacturer: Parke Davis

Supplied as:
Indications:

Dosage:

Liquid § ml/10 mg
Temporary relief of cough

1 to 2 teaspoonful every 6 to
8 hours: children correspond-
ingly reduced

NYSTATIN Rx

Proprietary
name:

Manufacturer:

Supplied as:

Indications:

Administration :

Topical fungicide

Candex
Dome Laboratories

Lotion, plastic bottle 30 ml,
100,000 U/ml. Cream, tube 15
mg, 100,000 U/g

Cutaneous or mucocutaneous
mycotic infections caused by
candida species

Apply two or three times

daily, continue use for ome
week after clinical cure

PSEUDOEPHEDRINE o-t-¢

Proprietary
name:

Mamufacturer:
Supplied as:

Indications:

Dosage:

Nasal decongestant

Symptom 2
Parke Davis
Liquid 5 ml/30 mg

Temporary relief of nasal
decongestion

2 teaspoonfuls every 4 hours
children correspondingly re-
duced

Combination Products

ABDEC TEENS o-f-¢

M awfacturer :

Composition:

April 1978

Vitamins
Parke Davis

Vitamin A, 7,500 IU; vitamin
D, 400; vitamin E, 30; vita-

Supplied as:

Indications:

min C, 180 mg; vitamin B,,
4.5 mg; vitamin B,, 5.1 mg;
vitamin B, 6 mg; vitamin
B,,, 6 meg; niacin 60 mg
Tablets

Vitamin deficiencies in teen-
agers

DEMI-REGROTON Rx

Manufacturer :

Hypotensive
USV Laboratories

Composition : Chlorthalidone 25 mg, reser-
pine 0.125 mg

Supplied as: Tablets

Indications: Hypertension

Dosage: Titrate individually, usual
dose 1 tablet daily

MOBIGESIC o-t-c Analgesic

Manufacturer:

Composition:

Supplied as:

Indications:

Dosage :

B. F. Ascher and Co.

Magnesium salicylate 300 mg,
phenyltoloxamine citrate 30
mg

Tablets

Pain associated with various
conditions

Depending on painful condi-
tion

MULTI-SYMPTOM o-t-¢

Manufacturer:

Composition:

Supplied as:
Indications:

Dosage:

Cold preparation
Parke-Davis

5 ml contains dextromethor-
phane hydrobromide 10 mg,
pseudoephedrine HCl 30 mg,
brompheniramine maleate 2
mg

Bottles 4 fl oz
Symptoms of the common cold

2 teaspoonfuls every 4 hours,
children correspondingly re-
duced

SK-65 APAP Rx

Manufacturer :

Composition :

Non-narcotic analgesic

Smith Kline and French Lab-
oratories

Propoxyphene HCl 65 mg,
acetaminophen 650 mg
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Supplied as:

Indications:

Dosage :

DE HAEN

Tablets
Relief of mild to moderate

pain
One tablet every four hours

SK-APAP with Codeine Rx

Manufacturer:

Composition :

Supplied as:
Indications:

Dosage:

Narcotic analgesic

Smith Kline and French Lab-
oratories

Acetaminophen 325 mg, co-
deine 15, 30 and 60 mg

Tablets
Mild to moderate pain
Adjust to severity of pain,

usual dose 1 to 2 tablets every
four hours

TRIAMINICIN ALLERGY o-t<c

Manufacturer:
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Antihistamine cold prep.
Dorsey Laboratories

Composition:

Supplied as:

Indications:

Dosage :

Phenylpropanolamine HC] 37.5
mg, chlorpheniramine maleate
4.0 mg

Tablets

Temporary relief of nasal de-
congestion caused by allergy

Depending on patient’s re-
sponse

New Dosage Forms

ORNADE 2 o-t¢

Manufacturer:
Composition :
Supplied as:

Indications:

Dosage:

Nasal decongestant

Smith Kline and French Lab-
oratories

Phenylpropanolamine
chlorpheniramine maleate

Bottles 4 oz

HC],

Relief of common cold

Children: 1 teaspoonful qid
for ages 6 to 12, 1, teaspoon-
ful qid for ages 2 to 6.
Aduits 2 teaspoonfuls gid
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