LiN LiNA SeaStar™

REF: 4000-S-SL-NS, 4000-S-VL-NS, 4000-5-VS-NS,
® 4000-5-S5-NS, 4000-5-VV-NS, 4000-5-Q-NS

Caution: Federal Law (USA) restricts this device
to sale by or on the order of a trained physician.
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LiNA SeaStar™

REF: 4000-S-SL-NS, 4000-S-VL-NS, 4000-5-VS-NS,

® & CE€

® 4000-5-S5-NS, 4000-5-VV-NS, 4000-5-Q-NS

Intended Use:

The LiNA SeaStar system, consisting of the SeaStar retractor
ring and skin hooks, is intended to retract soft tissue from the
operative surface.

Patient Population:

All groups dedicated to surgical procedures which require
optimal exposure.

Precautions:

® For single use only. Do NOT reuse, reprocess or re-
sterilize this device. Any reprocessing may impede the
functions of this device. Reusing single use devices may
also increase the risk of cross contamination. Attempts to
clean the device results in risk of device malfunction.

® Use of the LiNA SeaStar requires adequate training and
experience in performing surgical procedures. Intended
user profile is a trained surgeon or physician.

Description of use:

Place the LiNA SeaStar around the initial incision and insert
the hooks in directly opposing quadrants with equal tension.
As dissection progresses, move the position of the hook into
the deeper layers of the fascia. You may then add new hooks
or reposition those already in place to achieve full balanced
retraction from any angle. To ease closing maintain constant
opposing tension.

Reporting:

Any serious incident that has occurred in relation to the
device should be reported to the LINA Medical ApS and the
competent regulatory authority of the country in which the
user and/or patient is established.

Country of origin: Poland.

CE marking 2014.
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Zamyslené pouziti:
Systém LiNA SeaStar, sklddajici se z retraktoru SeaStar

ahéackd, je urcen k retrakci mékkeé tkané v misté chirurgického
zakroku.

Indikovana skupina pacientii:

Vsechny skupiny pacientl podstupujicich chirurgicky zakrok,
ktery vyzaduje zajisténi optimalni expozice operovaného
mista.

Upozornéni pred pouzitim:

® Pouze pro jedno pouziti. Tento prostiedek NELZE
opakované pouzit, obnovit ani sterilizovat. Jakékoli
obnovamze ohrozitfunkce tohoto prostfedku. Opétovné
pouziti jednordzovych prostiedkl mlze také zvysit riziko
kiizové kontaminace. Pokusy vycistit prostfedek mohou
predstavovat riziko selhani prostiredku.

o Systém LiNA SeaStar miZe pouzivat jen osoba s patficnym
vyskolenim a predchozi zkusenosti v provadéni
chirurgickych zakrokd. Uzivatelem by mél byt vyskoleny
chirurg ¢i odborny Iékar.

Pouziti nastroje:

Umistéte systém LiNA SeaStar kolem mista poc¢atecniho fezu
a upevnéte hacky v protilehlych kvadrantech s rovhomérné
rozlozenym napétim. Béhem zdkroku zasouvejte hacky
postupné do hlubsich vrstev fascie. Poté je mozné
umistovat daldi hacky nebo presouvat stavajici s cilem
zajistit rovnomérnou retrakci tkané z jakéhokoliv uhlu.
K usnadnéni uzavieni rany je tfeba udrzovat konstantni
napéti z protilehlych stran.

Hlaseni:

Jakykoliv nezadouci incident, ke kterému doslo v souvislosti
s vyrobkem, je tfeba nahlasit spolecnosti LINA Medical
ApS a kompetentnimi regula¢nimu Ufadu zemé, ve které je
uzivatel a/nebo pacient zaregistrovan.

Zemé puvodu: Polsko.

Oznaceni CE 2014.
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