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Jere E. Goyan, Ph. D.
Commissioner

Food and Prug Administration
5600 Fishers Lane

Rockville, Md. 20852

Re: (Docket No. 76N-0052) Federal
Register, Volume 45, No. 191 Tuesday,
Sept. 30, 1980 (Pages 64709, et seq.)
Cold, Cough, Allergy Pronchodilator,
and Anti-Asthmatic Drug Products for
OTC Human Use; Decision on Dosage of
Pseudoephedrine Preparations

Request for Extension of Time to Comply with
This Notice

Dear Commissioner Goyan:

The National Association of Pharmaceutical
Manufacturers represents a large segment of the smaller
drug manufacturers throughout the country.

Many of our members will be adversely affected
by the short time frame (4 months) to revise both formu-
lations and labels. This Notice was published in Septem-
ber. Most manufacturers and distributors order their
printing for a minimum of six months to one year. Product
manufacture in many cases is projected in the same time
frame.

The FDA has not as yet issued any guidelines
to be used for combination products containing pseudoephe-
drine. The agency has stated that: "Such guidelines will
be worked out as the agency develops its position on
cough, cold, allergy, bronchodilator, and anti-asthmatic
drug products." Thus at this time, we do not have the
necessary information to rewrite the dosage and administra-
tion sections of the labeling for products containing

Pseudoephedrine. dd4 .
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We respectfully request that this final order
be stayed until the appropriate dosage and label copy is
published in the final monograph.

Implementation at this time will result in unnec-
essary waste of dollars and material. The manufacturer
must, of course, pass this cost on to the consuming public
and various government agencies who are certainly pressed
for funds in our current inflationary spiral.

Thank you for giving this matter your kind con-
sideration.
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