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Single -Use Snares
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Boston Scientific Corporation is conducting a removal of specific lots of t-he Captivator Single-Use

Polypectomy Snares , Captivator II Single- Use Polypectomy Snares, Captiflex Single-Use Polypectomy
Snares , and Sensation Single-Use Polypectomy Snares.

Boston Scientific has received complaints that the inner pouch for the specified lots of polypectomy snare
devices impacted by this removal may have an incomplete seal which could result in a sterile barrier
breach rendering the device non sterile .The most common health risk is a negligible prolongation in
procedure in order to exchange for another device .Use of a polypectomy snare from a package with a
sterile barrier breach may present a remote potential for a risk of infection ,representing the most severe
health consequence. Boston Scientific is not aware of any patient consequences resulting from this issue.

z._.,m_..n.l,u:uu._..a‘,ma..a,q.,‘,Aw”us.muu,.\.gfjmwms.ugjuﬁ.Snzs.,.a.:n,.,..:...‘.._..mst.
Sy dasall OlSey )l o ja yond @3 AN OleeSIL LiTLa) ge pa ¢
m?L).'Z:.Yl J.’M, J‘,..l.a.i 'M} w

8)lal side )’—/——{——)’ff«‘-‘ #’\_...-
. el “dbz) u-g)m' Jseihdie Sl s
3 S9leuigy oblay s
plaat 550 5o o SN
\-%/'
b Al ous -

Ce. e

m"‘ﬂm d
5 E’*&‘_‘;‘ @ www.edaegypt.gov.eg
g : & 15301

1461




