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Review of a Waiver Request
Introduction: ‘ .'

Ammocaprona acnd |s useful ln enhancmg hemostasns when;'s bpnolysus cont ’bute&t _

bleeding. R o ™

Objectlve'
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The firm has requested that the in-vivo Bloequlvalence requurements for the test pre
be.! atved, adet thesprovisio . CER 320

The test product is an oral syrup contamlng the same actlve mgredlent (6-
aminocaproic acid) in the same concentration (1.25 g/ 5 ml) as the reference
product.

2. The Firm was granted a waiver from in vivo Bioequivalency studies for this product
(ANDA # 74-144). The proposed formulation is qualitatively and quantitatively similar
to previously approved formulation except the proposed formulation does not contain
sodium benzoate and potassnum sorbate -
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3. .. The. tesuproduct contains: no:nnactxv : mgtedlent*knowm to sngnlf cantlyg

- absorption of the active mgredlent Tﬁe mgredlents ofthe test and. referenoezdmgs“
‘ Aare shown in Table 1. ‘
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Dificiencies: None

Recommendatio .
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The firm should be advised of the recommendatic;n.
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