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VIA FAX AND FEDERAL EXPRESS
ACKNOWLEDGMENT OF RECEIPY REQUESTED (4
Food and Drug Administration {
CDER, HFD-510 :
Antention:  Document Control Room #148-04
5600 Flahers Lane
Rockvilla, MD 20857 . } \
kna'etbn: Solomon Sobel, M.D., Diractor ' 1

Division of Metabnfism and Endoamg_ggfm .
!
{ Raference: NDA #20-357 Metformin HC! Oral/Amendment #38
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Refersnce is made ta our New Drug Application for Metiormin Hydrochloride Qral (#20-357),
submjtted 10 the\ FDA on Saplember 29, 1683 .

Dear Dr.\Sabe|

In accord with aur telephone confsrence of Decamber 29, 1934 with Capt. John Short, we agree
that Glucophage® will not be marketed int the United States without an accompanying Paticnt
Package Insert {PPY). The fanguage of this PP? wiil be mutually agreed ugpn by FDA and Upha!
Pharmaceuticals, Inc. in the immediate future. PP! will accompany package of 100
tatilets. If a larger bulk packags is provided for in'the NDA, a mechanism will be mutuqlly agreed
upon snd implamentsd so that each patient will be pravided with a copy of the PP,
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If there are quastions relafiva 1o (any of the above, please do not haFtrzle 10 contact this office,
Sincaraly yours, !

} UPHA PHARMAGEUTICALS, INC.

{

Gerard L Daniel, M.D.
Charman, Preaidont & .
Chiel Exectitive Officer ‘ ‘
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