PREEEE

* REPUBLIQUE LIBANAISE - ALl A yyggannt!
MINISTERE DE LA SANTE PUBLIQUE | 5‘% Aelalt doiall 5y1)9

Le Directeur G -al

¢l 5l

KA\/QC’ s iaal) o
'\c/\/cc.&’;).'mmgj
:‘éjciu_)__}}

\ A To“’ d)izjg \ \ A

G g/ Ol A s laba¥) Gl Gl

Steerable Sheath b jlea dxlia jlad) 18 g gall

Al el gl

- Steerable Sheath
- Trade Mark: Greatbatch ‘ i
- Local Representative:

‘MH‘HB#QM\wauo)&‘ _)_,SAA.“ auall dhﬁu‘w@)h.g@ﬂ‘
3 aball dua gl (s gar Jandl 5 Guualiaidlyl ‘LLLY‘C‘&P}A‘ 1aa Aaylie aSia ga y

e, 385
FDA d‘ 1.“5_, u& J.\LA\ Jﬂ)ﬁﬂ‘ -

gobidly sl 3 50 /

Lagall cliidiadl - -
Gl giadl -

Rue de la Musée - Imm. Hussein Mansour - Beyrouth, Liban - Tel.: 961.1.615724 - 615725 - Fax: 961.1.615730 - Email: dirctorgeneral@moph.gov.lb

: 5 TR G £ : =




G

REPUBLIQUE LIBANAISE - AL A yysgannd!

MINISTERE DE LA SANTE PUBLIQUE 5‘% Aalall Aomall 3139
Le Directeur Général NIRRT
N o _
QU::_,&AI‘ ?SJ

\Q‘((‘C(‘.O< ball o d
) ‘1,\" 1745 2 WA TEERY FICTES

ol 8 daldd) il cull cuila

Steerable Sheath b jla dxlia jlall 1§ g gal)

tAalially  daal) gal)

- Steerable Sheath

- Trade Mark: Greatbatch
- Local Representative:

cu@H‘H&B#QLﬁQMw‘UL&Jo)\L‘ J)SAA.“&.!M.“ dLMﬁu‘ua‘L}SJ.\a.}(;.\.“
M\QL:\AM\@A;O.\LEJJJ‘oJAﬁMJ?SAA};}

Uay ) 3850
FDA J 0, g oball il —

ﬁ)@\}@l‘»}li_ﬁb -
:\.'\A‘,S;“ Oladiudl -
Al gaall -

Rue de la Musée - Imm. Hussein Mansour - Beyrouth, Liban - Tel.: 961.1.615724 - 615725 - Fax: 961.1.615730 - Email: dirctorgeneral@moph.gov.lb

S AR i i !




LRSS

REPUBLIQUE LIBANAISE P AL LN Ay yggant
MINISTERE DE LA SANTE PUBLIQUE ;‘% dalal Aol 3134
~ Le Directeur Général . : ’ NIRRT

SV

. o%(‘c’ tlls siad) A8
\C /!‘/CClOV_/:JJLhAS”eJ‘)
Dt S

) ‘o‘T d)f\&:a)K \ \ \
i/ Skl B p Y] ol

Steerable Sheath b e dalia jlad) £ g gal)

Aalially daad) jlgall

- Steerable Sheath

- Trade Mark: Greatbatch
- Local Representative:

GMH‘HB#Q&M““MD%;J;M‘M‘J@‘LJA@JJHL;J.“
EJJLA.“:\:&::)E“ k._\;‘,mdaaj‘_,u*\m\aa:\ay‘c«l-\ky’@&)mﬂ‘ ‘Abautues.mﬁ).:

' o) 38y

FDA J U, e joball il -

@_)Li'_lbc‘\).dl ;_)3‘3 -
ZgapSall clidiadl -
Olbsiadl -

Rue de la Musée - Imm. Hussein Mansour - Beyrouth, Liban - Tel.: 961.1.615724 -615725 - Fax: 961.1.615120 - Email: dirctorgeneral@moph.gov.lb

o




\

" Medical & Radiation Emitting Device Recalls

<

U.S. Food & Drug Administration

Mediol & Radiation Emitting Device Recaiis
o Ed:

FDA anﬁﬁ\edical Devices* Databases®

Page 1 of 2

New Search

Date Posted
Recall Number

Product

Code Information

Recalling Firm/
Manufacturer

Consumer
Instructions
Reason for
Recall

Action

510(k)|Registration & Listing®|Ad Events®Recalls'°/PMA*'[Classification!2|Standartis '*
CFR Title 21'4|Radiation-Emitting Products'* {-Ray Assembler'®|Medsun Reports'7|CLIA'8(TPLC'®

Back to Search Results

Class 2 Recall
Boston Scientific, Z Flex 270,
Steerable Sheath

September 26, 2012
Z-2459-2012

Boston Scientific, Z Flex 270, Steerable Sheath, Sterile EO, Rx only, Distributed by Boston
Scientific Corporation, One Boston Scientific Place, Natick, MA 01760-1537, Manufactured
by Greathbatch Medical, 2300 Berkshi-e Lane North, Minneapolis, MN 55441. To facilitate
transvenous introduction of diagnostic / therapeutic catheters into the vasculature and into
the chambers of the heart.

Q2112752, Q2110939, Q2130137, Q2131250, Q2130212, Q2150143, W2162515, W2163769,
W2160626, W2175891, W2172722, W2184492, W2196366, W2184490, W2205843

Greatbatch Medical
2300 Berkshire Ln N
Minneapolis, Minnesota 5544 1-4575

No consumer action necessary

During the investigation of four returned Z Flex 270 Steerable Sheaths that were used with cardiac
cryoablation balloon catheters, the internal PTFE sheath liners were found to display varying
degrees of damage that could pose an embolic risk to a patient.

Greatbatch Medical sent a "SAFETY ALERT-Z-FLEX-270 STEERABLE SHEATH" letter dated

September 6, 2012 to the affected customer, The letter identified the product, problem, and actions
to be taken by the customer. The letter advised the customer to communicate with their customers to
assure the that the recalled sheath model is not used in conjunction with cryoablation catheters.
Contact the firm at 763-951-8214 for questions regarding this issue.

Quantity in Commerce 787

Distribution Distributed in MA.
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