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POLISIL

Emilemeyen Cerrahi Ameliyat ipligi
Non-Absorbable Surgical Sutures
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Kullanma Talimat
POLISIL* POLIESTER IPLIK
EMILEMEYEN, CERRAHI IPLIK U.S.P/ Eur.Ph./ TS-5503

@

Kusimdan utun nslertyeriden sekllendimel gugierin kaybetmelerino vo
blikiilme ve kiriimalara k: nclerinin azalmasina neden olabilir. istem
disi igne batmalarindan kaclnmak igin kullanicilarin cerrahi igne kullanirken
dikkatli olmalari gerekir.

Kontamine v kullaniimamis iriinleri boigesel ve tesis gereksinimlerine
uygun olarakimha ediniz.

POLISIL Poly(etilen teraftalat) tan olusan, poliester, orguli
yapida, storil corrani iplkir. Ukeek mejokiler st sahip, uzun zincrl,
lineer poliesterlerden elde edilir.

POLISIL cerrahi iplik diizgiin br sekilde siikon elastomer kaplidir veya
keplamasizdr . Yikseic i glicine sshp keplara maddssi rskdf

“kesicialet”

YANETKILER
Bu cihazin kullanimina bagli yan etkiler; yara agimasi, uzun sireli tuz
cozeltiler ile temasta triner sistemde tortu olusumu, enfeksiyon, akut doku

degildir. Emilemeyen czellikieki kaplama bilesimi gore
gorir: dokudan kolay Geei ve Kl Kolayliy Saglayarak kaplanrmams
6rgiill ipin fiziksel dzelliklerini iyilestirir.

POLISIL pler kulanima en uygun sekids arimis ve gEriniag atmak
igin yesile boyanmistir. Boyar madde D&C Yesil #6'd
POLISIL ipler Amerikan (USP) vo Avtupa

yara

PIYASAYAARZ-SUNUS SEKLI
POLISIL cerrahiiplikler steril, rgili yapida, yesil ve boyasiz olarak (beyaz),
USP 7/0 ve 5 (metrik 0.5 ile 7) arasinda, degisik boyarda igneli ve ignesiz

POLISIL yesil renkte, (PTFE) pleji

KULLANIM ALANI

POLISIL iplik kalp-damar, oftalmik ve sinir cerrahisi uygulamalar dahil,
genel yumusak doku kapanmasinda velveya baglanmasinda kullanilr.
Cerrahi Multicron Iplik tek kullanimiiktir.

ETKILERI

Cerrahi POLISIL iplik dokuda hafif bir sekilde akut yangilanma cevabi
gosterebilr, bu tepkiyi ipin cevresinde dereceli oalrak fibroz bag doku
olusumu takip eder. Iplik materyalinin ve silikon kaplamanin farmakolojik
olarak bir etkisi yoktur.

KULLANILMAMAS| GEREKEN YERLER
Bilinen yoktur.

UYARILAR

Yaranin agilma riski, uygulama bolgesi ve kullanilan malzemeye gore
degisebildigi icin kullanicilar POLISIL ipligi kullanmadan once emilebilir
olmayan cerrahi iplerin kullanimina iiskin cerrahi yontem ve tekniklere asina
olmalidrr.

Ipliklerin kordon , safra ya da riner sistemdeki gibi meveut olan tuz
gozeltileri ile uzun rerebilir. Enfekte
ve kontamine olmus yaralarda kabul edilebilir cerrahi uygulamalar takip
edilmelidir.

ONLEMLER
POLISIL ipligin ve diger tiim cerrahi iplerin kullaniminda iplige ve igneye
zarer vermek on kaginimsldr Forseps veya igne tutucu gibi cerrahi

letle

POLISIL situr, Kularim kerakieristgin: artrmak i Kabul goms iz vo
kare diigum teknikler ile cerrahi durum ve cerrahin deneyimine bagli olarak
ilave diigim teknikleri gerektirmektedir.

igne uglarinin ve baglanti blgesinin hasar gérmemesi igin, baglanti ucu ve
igne ucu arasindaki mesafenin te biri (1/3) ile yansi (1/2) arasindaki

(akm mgvmdede bu\unur
OLISIL kutularda
CEnam POLISILthklek ollammikir.

DEPOLAMA
25°C

Nemden koruyunuz
Son kullanmatarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER
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25C'n alinda munafaza ediniz

Ginesten uzak tutunuz

Dikkat, Kullanma klavuzuna bakiniz
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Instructions for Use:

POLISIL* POLYESTER SUTURE
NONABSORBABLE, SURGICAL SUTURE, U.S P/ EurPh./T55503

(e

To avoid damaging needle points and swage areas, grasp the needle in an
area one-third (1/3) to one-half (1/2) of the distance from the swaged end to
the point. Reshaping needles may cause them to lose strength and be less
resistant to bending and breaking. Users should exercise caution when

DESCRIPTION
POLISIL polyester suture is a nonabsorbable, braided, sterile, surgical
suture composed of Poly (ethylene terephthalate). It s prepared from fibers
of high molecular weight, long-chain, linear polyester. POLISIL suture is
uniformly coated with silicone elastomer or uncoated.  The highly adherent
coating is a relatively nonreactive. Coating compound which is
nonabsorbable, acts as a lubricant and mechanically improves the physical
properties of the braided uncoated suture by improving easy passage
through tissues and overall handling qualities. POLISIL suture is braided for
optimal handing proportes and dyed green o ncrease vsiiiy The dyo's
POLISIL suture meets all requirements for nonabsorbable

toavoid inad
Dispose of contaminated and unused products are in accordance with local
andfacility requirements. Discard used needles in “sharps” containers.

ADVERSE REACTIONS

Adverse effects associated with the use of this device include wound
dehiscence, calculi formation in urinary and biliary tracts when prolonged
contact with salt solutions such as urine and bile occurs, infection, minimal
acute inflammatory tissue reaction, and transitory local iritation at the
wound site.

HOWSUPPLIED

raid

surglca\ Sutures established by the United Sistos (USP)
and European Pharmacopoeia (E.P.).

INDICATIONS

POLISIL suture is indicated for use in general soft tissue approximation
and/or ligation, including use in cardiovascular, ophthalmic and
neurosurgical procedures.

ACTIONS
POLISIL suture elicits a minimal acute infammatory reaction in tissue,

b
s U P s 710108 (metric sizes 0,5 - 7) in a variety of lengths,
with and without permanently attached needles. POLISIL sutures, green
and undyed, are also available attached to Polytetrafluoroethylene (PTFE)
pledget. POLISIL sutures are available in half, one, two, and three dozen
boxes. POLISIL suture s for single use only.

STORAGE

Protectfrom humidity.
b D

Both polyester fiber suture material and the silicone coating are
pharmacologically inactive.

CCONTRAINDICATIONS
Notknown.

WARNINGS

Users should be familiar with surgical procedures and techniques involving
non-absorbable sutures before employing POLISIL suture for wound
closure, as risk of wound dehiscence may vary with the site of application
and the suture material used.

Do not re-sterilize. Discard open and unused sutures.

As with any foreign body, prolonged contact of any suture with salt solutions,
such as those found in the urinary or biliary tracts, may result in calculus
formation.

Acceptable surgical practices must be followed for the management of
contaminated or infected wounds.

PRECAUTIONS
In handling POLISIL or any other suture material, care should be taken to
i crimping d d

Multicron sutures, which are treated to enhance handiing characteristics
requires the accepted surgical technique of flat and square ties with
additional throws as warranted by surgical circumstances and the
experience of the surgeon.

expiry date.
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Mode d'emploi
'OLISIL* FIL POLYESTERE
FIL CHIRURGICAL NON RESORBABLE, U.S.P/ Eur.Ph./ TS-5503

DESCRIPTION
POLISIL est un fil chirurgical stérile, tressé, polyester, non résorbable
constitué de Poly (éthyléne tereftalat). lis sont obtenus de polyester linéaire a
longue chaine de haute masse moléculaire. Le fil chirurgical POLISIL est
revétuavec élastomére de silicone ou non revetu

T'attache et laxe de l'aiguille. Remodeler les aiguiles, il peut perdre leur force
et réduire leur résistance a la flexion et 4 la rupture. Les utiisateurs doivent
faire attention lorsque vous utilisez des aiguilles chirurgicales pour éviter les
baguettes a aiguilles involontaires.

Eliminez les produits contaminés et inutilisés selon les exigences régionales
etdelusine.
Mettez | dans es boltes " "

EFFETS SECONDAIRES
Les effets secondaires liés 4 [tilisation de cet appareil sont louverture des

La matiére de revétement
composition de revétement non résorbable agit comme lubrifiant, facilte e
passage par le tissu et améliore les particularités physiques du fil ressé non

Les fils POLISIL sont tressés de fagon adéquate pour lutilisation et coloré en
vert pour augmenter la visibilité. Le colorant est D&C vert #6. Les fils POLISIL

plaies, parle contact
les solutions de sel, linfection, la réaction minimal d'inflammation aigué et
Tiritation provisoire dans a zone de plaie.

CCOMMERCIALISATION
Les (ils chirurgicaux POLISIL existent dans différentes tailles entre U.S.P. 7/0

de la
(USP).

INDICATIONS
Le fil chirurgical POLISIL est utilisé pour la fermeture ou le raccordement des

Américaine

(EP) et la

-7), sont stéiles, tressées, en couleur verte et sans couleur
(blanc) avec oussans aiguille.

Les fils POLISIL existent également en vert et sans couleur attachés sur les
plégites polytetrafluoroethylene (PTFE).

Les fils POLISIL sont commercialisés dans des boites a une. deux et trois
douzaines
L

tisus mou en géndral y compris los applcations cardiovasculit,
POL

OLISIL

nerveux. Le

EFFICACITE

CCONSERVATION

Le fil chirurgical POLISIL peut manifester une faible réaction
aigué dans le tissu, cette réaction est suivie d'une formation d'une tissue
collagéne fibrose. Le matériel du fil et le revétement en silicone n'ont pas
deffets pharmacologiques.

CONTRE-INDICATIONS

Aucun reconnus

AVIS

Protéger de Ihumidité.
N

SIGNES UTILISES POUR L'ETIQUETAGE

Leisaue dauverure de plie pouvantvarier seon s etle
loye. los isatours doivent eve familers aus mémodee ot
techmiques chirurgicales concernant les fils chirurgicaux de suture non
résorbables avant uilisation du POLISIL
Ne pas restériliser. Détruire les sachets ouverts et les fils non utilisables. Le
contactdes s avec es solutions de sl préserts dans e cordon, il oul
systeme peut donner lieu & la formation de calcul. Poursuivre les
Sbications chiutgicales aceeptablos pout 1 ratoment dos paies infeciécs
etcontaminées.

PRECAUTIONS
Veiller a ne pas endommager e il et 'aiguille ors de lutlisation du fil POLISIL
ettous les fils chirurgicaux. Eviter les erreurs comme le broyage et e frappé
résultant de ['uilsation des outils chirurgicaux comme le forceps oule porte-
aiguille

Selon la situation chirurgicale et l'expérience du chirurgien, POLISIL suture

nceuds droits et carrés afin d'améliorer la caractéristique Afin de ne pas
endommager les pointes daiguille et a zone de connexion, maintenez-le
entre le troisieme (1/3) et le demi (1/2) de la distance entre

wl Fabricant
YYYY ] ot g potcton, e Conserver dans unfeu sec
2 YYY Y-MMate dexpiation, Année - mois @ Embalage recycisble

STERILE] EO] steie £0:foxyes dithn /A mon vories msuciens

woooo . C€ 1012

17 Issue date: 11.09.2012

Disposifs Médicaus (Medical Device Diretive) (MDD 93142/EEC) permis 4 uliier le symbola el il pormet s informations aux ulisatours des fabricants sans oblger  lraduire en plusieurs langues.
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