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VIA FAX AND FEDERAL mcpaEss
ACKNOWLEDGMENT OF RECW1 R9U2&EO i I
Food nd Dnig Mmin3sttation
COER, HFO-&10
Anentlort Document Control Room M48-04

5600 flshcTL Lane
flockvilIe, MD 20857 1 ‘

Solomon Sobel, M.D., Direor
OMsIon of Mecabnimn and ndoafr1e Dma PrØfl

Retcrence NDA 02035? Meffonuin 1% Oral/Amendment #38

k
Dear Dr.Sobe

Reference is made to our New Drug Applkzflon f Mettormin Hy&ocNcxide Oral (#20-357),

subrn$ted ;o th FDA ai September , 1993.

In accord with our telephone conference of December29, 19Q4 with Capt .Sdrn çhot, we agree

that Glucaphaget will not be maileted in the United States without an acmpanykiq Patient
Package 1nsett (PPI). The language of this PH wlI be mutuafly agreed z4m by FDA and Upha’

Phamnceuticth, Inc. In the immediate Mum. Th9 PPI will aaxwnpany th&tradq package of 100

tablets. If a Largar bulk package is pmvided fa’ in the NDA, a niecjiarcm will be muNqily agreed,

upon 3r.d implemented so that eadi patient will be pravided with a copy of the PPI.

If there am questions relative
torY

of the ebo’ve, please do ni h4kale io contact tnis duct.
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Sincerely yours,

UPFII. PHARMACi

Gerard L Daniel, M.D.
Unairnan, Prc&doM &
Chief Executive Officer
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