10306 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

6505-890-2012 (P. D.-No. 3)
U, S.- PHARMACOPFIAL- CONVENTION, INC..
Phammacopeia of the United States..

(Application for conies- should be addressed to the-Mick Publishing
Company, Easton,. Pa. 180L2,) » :

3.  RUDEMENTS

Pederal Stock No. 6505-890-2012 and FSN 6505-926-8926 shall
meet the follow:lng reguirements:

3.1 Material. Each 5 ml-of syrap shall centain the following:

Pheryleéphrine Hydrochlorides - « «
Chlorphieniramine Maleate ~ « -
‘Codeirie’ Fhosphiate < w o w o o
Clyderyl (maigcolate -~ « - w -
Chloroforti (approximately)s -
Levototatory Menthol « = = w -

in & suitable base contadning 5¢ aloohocl.
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#NOTE: Sufficient quantity of cHleroform shall be .
added to assure the above aliloroform content
(approximately 13.5 mg) st the time of delivery,

Shall be suitable for use in the treatment of bronchitis and coughs
of allergic Jrigin, : ,

. '3.2 Description. The finished syrup shall be a clear, fed-brown,
fruit flavored prépgration having a pleasant and palatable taste, and
shall comply with the stability requirements specified herein.

3:3 Additives. ‘ The coloring, flavoring, and sweetening agents used

in the syrup ghall be in the amounts approved by the Federal Food and Drug
Administration, ‘ ‘ . )

3.4 Finishé& mpo

3.b.1 Assay: The syrup shall assay to contain not less than 93.0
percent and not MGré than 107.0 percent of the required amounts of phenyl.
‘ephrine hydrothloride, chlorpheniramine maleate, and codeine phosphate,
whén determinad 48 dpecified in L.4.1, The syrup shall assay to contain
not 1éss than 93,0 percent and not more than 107.0 percent|of the required
ghotfit 8f glyceryl guaiacolate, when determined as specified in L.hi.2.
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