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That coadmmlstratton of androgens mctudmg oxandrolone and warfarm decrease
coagulatlon and i mcrease prothr fmbl me due to mhlbttxon of CP450 2C9 is wel}

various compounds in patlents takmg Warfarm becaus
mdex Thls mformatton is. also noted in the Oxandrm

rar py reqmre dose momtortng, espec1ally where

Patlents recetvmg oral antlcoagulant ther
?’hysmans Desk Reference 58 Ed Montvale

anabolic ster01ds are started or stoppe

“not. No specxﬁc btoequlvalence requtrements or gertatr label
y in light of the fact that exastmg

labe ;mg requmng
monitoring was apparently lgno .

The Savient correspondenc e submttted to Docket No 2005P-€)383 1mphes that these
events were somehow unique because of the mvolvement of ge IIC patlents and that the
exclusivity- protected Oxandrm geri ' ; ‘
oxandrolone product In reahty

iance thh the dosmg
in lal geriatric use , hteh fall within the dosmg
recommendattons for adults g ““;jj ly). f , th f'{ is S0 the Oxandrin geriatric

labeling would not have prevente 0 f. : ;
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~ That the use of oxandrolone w1th warfarin i mcreas es the risk of bleeding and requires
momtormg is not new 1nformat10n The latest Savient sub ns merely serve to confirm
this well-established fact. Nothing in this information supp w that zncreased |
bloequivalence requlrement% or gerlatnc labellng Would ss his 1 ;1sk

We trust that this latest baseless atternpt by SdVLe ot ; """rany ongomg F DA
reviews of oxandrolone Abbreviated New Drug Apphca on:s UNDAS) will be 1neffect1ve
and that FDA will qulckly complete thebe revxews LE 2k ;
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