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Instruction for Use
@&  TEFLON PLEDGET
Surgical, Polytetrafluoroethylene (PTFE) Felt
Nonabsorbable, Non-woven, White

DESCRIPTION

Boz Pledgets are precut pieces from a sheet of polytetrafluoroethylene
(PTFE) fabric that are used to spread the load of the suture against
hosttissue.

INDICATIONS

Boz Pledgets are indicated as sterile, single use, implantable devices
placed in the heart during septal defect repairs, for patch grafting, to
repair tissue, and to buttress sutures in cardiovascular surgery.

CONTRAINDICATIONS
There are no known contraindications.

WARNINGS

Users should be familiar with surgical procedures and techniques
involving pledgets, as the risk of wound dehiscence may vary with the
site of application.

Do notre-sterilize. Discard opened packages and unused pledgets.
Acceptable surgical practice should be followed for the management
of contaminated or infected wounds.

PRECAUTIONS

In handling pledgets, care should be taken to avoid damage from
handling. Avoid crushing or crimping damage due to application of
surgical instruments such as forceps or needle holders.

The pledget, being implantable, should not be used with absorbable
sutures.

Dispose of contaminated and unused products are in accordance with
local and facility requirements.

ADVERSE REACTIONS

Adverse effects associated with the use of this device include: erosion,
migration, wound dehiscence, granuloma, infected wounds, minimal
acute inflammatory tissue reaction, and transitory local irritation.

HOW SUPPLIED
Boz PTFE fabric pledgets are available in several geometrics and
sizes to suit varying procedural needs.

STORAGE

Store below 25°C and keep away from sunlight.
Protect from humidity.

Do not use after expiry date.

SYMBOLS USED ON LABELLING

Mode d’emploi
@ TEFLON PLEDGET

Chirurgie, feutre Polytétrafluoroéthyléne (PTFE)

Non absorbable, Non-tissé, Blanc

DESCRIPTION
Les tampons d'ouate Boz découpés de polytétrafuloroéthyléne tissés
sont utilisés pour assurer un soutien au tissu.

INDICATIONS

Les tampons d'ouate sont stériles et pour utilisation unique.lls
agissent comme soutien a la suture, lors de la réparation du manque
septal du coeur, limplantation de tissu, dans la réparation
orthopédique et la chirurgie cardiovasculaire.

CONTRE-INDICATIONS
IIn'existe aucune contreindication connue.

AVERTISSEMENTS

Comme le risque d'ouverture de la plaie peut varier selon la région
d'application et selon le matériel utilisé, les utilisateurs doivent étre
familiers aux méthodes et techniques chirurgicales concernant
I'utilisation des tampons d'ouate.

Ne pes restériliser. Détruire les pochettes ouvertes et les tampons
d'ouate non utilisés.

On doit poursuivre les applications chirurgicales acceptées pour le
traitement des plaies infectées et contaminées.

PRECAUTIONS

Veiller a ne pas endommager les tampons d'ouate lors de ['utilisation.
Eviter les erreurs comme le broyage et le heurt résultant de |'utilisation

des outils chirurgicaux comme le forceps ou le porte-aiguille.

Comme les tampons d'ouate sont plagables dans le corps, on ne doit

pas les utiliser avec des fils absorbables.

Detruire les produits contaminés et non usés selon les exigences

régionales etd'installation.

EFFETS ADVERSES

Les effets adverses liés a cet appareil sont 'usure, la parte de tissu,
I'ouverture de la plaie, le granulome ,l'infection de tissu et ['irritation
locale autour de la plaie.

COMMERCIALISATION
Les tampons d'ouate PTFE Boz tissés existent dans différentes
formes géométriques et différentes dimensions.

CONSERVATION

Emmagasiner dans une température au-dessous de 25°C et loin de la
lumiére solaire.

Protéger de I'humidité.

Ne pas utiliser aprés la date de derniére consommation.

SIGNES UTILISES POUR L'ETIQUETAGE

® Pour utilisation unique Numéro de catalogue
/}/151
@ Ne pas stériliser a nouveau Conserver sous 25°C

JA
@ Ne pas utiser si lemballage est endommagé a

M Fabricant Conserver dans un lieu sec

MY Y Y'Y oste e procucion Amnée @ Emballage recyclable

A Attention, Voir les instructions
dutilisation

Se conférer au Manuel
dUtiisation
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Kullanma Talimati
(TR] TEFLON PLEDGET
Cerrahi, Politetrafloroetilen (PTFE) Kege
Emilemeyen, Non-woven, Beyaz

¢
Store below 25°C
Do not resterilize
Keep away from sunlight
@ Do not use if package is damaged

M Manufacturer

&] YYYY Date of Manufacture, Year

/,

XY,
2

Protect from humidity

@ Recyclable pack

Attention, See instruction for use
YYYY-MM Expiry Date, Year - Month

Consult instructions for use

STERILE[EQ] sterile EO: Ethylene Oxide

[
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TANIM
DOKUNMUS Politetra-floroetilen'den (PTFE) kesilen Boz Plejitler
dokuya destek saglamak amaci ile kullaniimaktadir.

KULLANIMALANI

Plejitler steril ve tek kullanimliktir. Kalbin septal eksiklik onarimi
sirasinda, doku yerlestiriimesinde, doku onariminda ve
kardiovaskdler cerrahide siitura destek vazifesi gsrmektedir.

KULLANILMAMASI GEREKEN YERLER
Bilinen herhangi bir kontraendikasyon bulunmamaktadir.

UYARILAR

Yaranin agilma riski, uygulama bélgesi ve kullanilan malzemeye gére
degisebildigi icin kullanicilar plejit kullanimina iliskin ilgili cerrahi
yontem ve tekniklere agina olmalidirlar.

Tekrar steril etmeyiniz. Agilmis posetleri ve kullaniimayan plejitleri
imha ediniz.

Enfekte ve kontamine olmus yaralarin ele alinmasinda kabul edilebilir
cerrahi uygulamalar takip edilmelidir.

ONLEMLER

Kullanim esnasinda plejitlere zarar vermekten kaginiimalidir. Forseps
veya igne tutucu gibi cerrahi aletlerin kullanimina bagli ezme veya
garpma hatalarindan kagininiz.

Plejitler viicuda yerlestirilebilir oldugundan, emilebilen iplerle
kullaniimamalidir.

Kontamine ve kullaniimamis drtnleri boélgesel ve tesis
gereksinimlerine uygun olarak imha ediniz.
Kullanilanigneleri " kesici alet" kaplarinaatiniz.
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YAN ETKILER

Bu cihazin kullanimina bagl yan etkiler; asinma, doku gégi, yaranin
acllmasi, grantilom, enfeksiyon, doku enfeksiyonu, yara bolgesinde
gegici tahrigi icermektedir.

PIYASAYAARZ-SUNUS SEKLI
Boz PTFE dokuma plejitler, gereksinimlere gore cesitli geometrik
sekillerde ve degisik ebatlarda mevcuttur.

DEPOLAMA

25°C nin altinda ve guines 1sigindan uzakta depolayiniz.
Nemden koruyunuz.

Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN iSARETLER

® Tek kullanimiik Katalog numarasi
e
25°C'in altinda muhafaza ediniz.
Tekrar steril etmeyiniz
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@ Paket zarar gérmilsse kullanmayiniz 0 N Gunesten uzak tutunuz

d Uretici Nemden koruyunuz
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