Snake Suture Organizer

DESCRIBTHON

The SUTURE ORGAMNIZER device, which includes a frama that
can be positioned on the patient close o the wound that requires
suturing andior to anatemical or prosfhedic fissue edges that re-
quire uniting, is basicaily an assistance tool and instrumant guide
for surgical sulures during cardiac surgery or thoracobomy Opera.
tions.

DIRECTIONS FOR USE

The device is designed to protesct and manage surgical sutures
during cardiac surgery, thoracobamy and mini thoracodomy, when
it s necassany 1o subshiute or reinforce analomical struciures wilh
prosihedic matedal, or for bood vessel reconstruction or anasto-
maosis, and in general for operations on the circulalory system (or
an other intamal crgans wethin the il cage ).

Il is & slerile surgical device, for shart larm use (mora than 60 min.
but less than 30 days).

FYARMNNGS

Befora wsing the device, caredully read the instructions for usa.
The product must only ba wsed in healthcare settings and must be
placed, managed and removed exclusivaly by qualified and autho-
nised medical doctors ar under @ doclar's instructions,  The madi-
cal lechniguas describad in these instructions are supplied cnly as
information. The surgeon must decide on the adequacy of the
suggesied procedure based on personal expedence and the con-
ditions of the patient, The surgical team is solely responsible for
ihe managameant of the appropriate surglcal techniques wsed,

CONTRAINDICATIONS

# This device must not be intanded, sald or ulilised in any way
obher Buan thal for which i was dosignated;

* Do not reuse andior resterdize, as this is a single use product.
Reuse of the device determines a hagh risk of bacterial conta-
mination and cross infedion,

ERECALTIHHE

« The contents of the package are sterile and antipyrogenic, if
sealed and Intact;

« If packeging B not intact, the device must nol be wsoed;

= T product must be used immedialely after opening the
packaga;

+ Once the package has been opened, examing the product at-
tendivehy: do not wsa if defects are found,

* When available, choose the product code according to the sur-
glcal procedune 1o be perfonmed,

SPECIFICATIONS
Materials used: polyethylens, thermoplastic rubber, steel, doublg
adhasive pyvc

DISPOSAL
After use, dispose ol (e product scoonding to standards of law for
contaminabod material,

RESPONSIBILITY WAIVER

Wa daclare under our sole responaibility that the groduct sonforms
to medical device directive 93/42/0EE,

D o biological differences between patients, the efficiency of
the product is not guaranteed 100%. MED EUROPE" doss not
guarantze the success of the product, nor does il excluds the pos-
sabilty of complications, as the diagnosis, indications, application
and wse of the product are bewond ils control,

MED ELROPE™ makas precise conbrols durng devalopment,
cofmponent selection, production and final festing.

MEL EUROPE™ accepts no liabikty for leaks, damages or wounds
of any type either direct or indirect, or damages that resuit from
the improper use of its products.

MED EUROPE® will nat b2 held responsible for reimbursement of
expensas sustained by the purchaser or by third parties following
improper usae of the davica. This aleo applies o medical expen-
sa8, hospital treatment, medicines or consequent damages.

INSTRUCTIONS FOR USE

* Remove the devica from the package using the antiseptic proce-
dure 1o guaraniee sterlity of the produect,

= If required lor the specific case, flex and band the device based
on tha necessities of the oparation to be perforrmed,

= Position the dewice over the breast of tha patient, in proxmity
with the wound to be subured, and anchor the product o the sur-
glcﬂ ahest by the couble adheaive tape on the back of the pro-

il

& During the surgical pracedure, position the vanious suture thre-
ads in each of the Interstices betwesn the blocks and the re-
apeclive adjcining spacers, with the added assistance of the
numbaring printad on aach segmant.




