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Emilemeyen Cerrahi Ameliyat ipligi
Non-Absorbable Surgical Sutures
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Kullanma Talimati

@

iPEK
EMILEMEYEN, CERRAHI IPEK IPLIK, USP/ EP/TS5505

Igne uglarinin ve baglanti bdigesinin hasar gérmemesi igin, baglanti ucu ve igne
ucu arasindaki mesafenin tcte biri (1/3) e yarisi (1/2) arasindaki kisimdan tutun
Igneleri yeniden sekillendimek, giiclerini kaybetmelerine ve bikilme ve
kinlmalara kars! direnclerinin azalmasina neden olabilir. Istem disi igne

 keginmal igin cerrahi igne kullanirken dikkatli

TANIM
Cerrahi ipek iplik, fibroin ad verilen organik polimerden olusan emilmeyen, steri,

olmalari gereki
Kontarmine ve kuHam\mam\§ iirlnleri bbigesel ve tesis gereksinimlerine uygun
olarakimha edini

kesicalet

cerrahi iplikiir. Bu protein Bombisida familyasinin evcillestirimis Bombisis mori
(B. gin dog:

UspP
USP 7/0 ve 8/0 bilkiii veya brgilii olarak meveuttur. Cerrahi ipek iplik, siyah
boyanmis ve parafin mumu (vaks) veya silikon ile kaplanmistir. Siyah boyar
madde Hematein HCK dir (C.1.-renk indeks no. 75290) Ipek iplik kendi dogal
renginde de (ivori-fildisi) meveuttur. Ham (virgin) ipek, serisin zamki
uzaklastirimamis ve lifleri bir arada tutar sekide de arz ediimektedir. Ham ipek
metilen mavisi (C.I. renk indeks no 52015) ile maviye veya hematin ile siyaha
boyanmistir.
Carahi ok iplkir, Amerika Bifsik Deviatr Famakopes! (U.S.P) Emilbi
yan Cerrahi Dikis Iplileri Monografi ve Avrupa Farmakopesi (E.P.) Steri
Orgilhipok Ipk Monograf sartarina uygundor.

KULLANIMALANI
Cerrahi ipek iplik kalp-damar, oftalmik ve sinir cerrahisi uygulamalari dahil, genel

ETKILERI

Cerrahi ipek iplik dokuda hafifbir sekilde akut yang reaksiyonu olusturabilir. Bu

reaksiyonu ipin fibréz akip eder.

ipek iplik emilmeyen ip olmakla birikte protein yapisindaki ipek lflein organizma
ipin kopma bir azalmaya

neden olabilr

KULLANILMAMASI GEREKENYERLER
ipege kars;
Uzun sirede organizma erisido maytana geleblecek mukavem keybina
bagh olarak, kopma dayanimi direncinin kalici olmast istendigi yerlerde ipek iplik
kullanimamalidir.

UYARILAR
Yara ayrimasi riski, uygulanan bolgeye ve kullanilan siitur malzemesine gére
degistiginden kullanicinin yara kapamas icin SILK situru kulanmadan once
emiebilr omayan siurlarn kulanidi cerahi prosedirier ve eknilere asina
olmasi geret

Tom cmani \p\erde oldugu gibi, uzun siireli tuz gozeltleri ile temasta, driner

Enfekte veya kontamine yaralarin tedavisinde kabul edlir cerrahi uygulamalar
takip edilmelidir
Yedi giinden fazla kalan deri dikisleri bolgesel deri isii tahrise neden olabilir ve

ONLEMLER
Ipek ipligin ve diger tim cerrahi iplerin kullaniminda iplige ve igneye zarar
vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin

Silk iplikler, uygulama_ 6zeliklerini artimak igin, cerrahi durum ve cerrahin
deneyimine badli olarak yeterli digim givenigi icin ilave dikislerle birlikte kabul

YANETKILER

Bu cihazin kullanimina bagii yan etiiler hastada alerjik reaksiyon olarak biinen
ipege duyarlii, akut doku yang! reaksiyonu, yara Gevresinde gegici bolgesel
tahrisiigermektedir.

PIYASAYAARZ-SUNUS SEKLI

Cerrahi ipek ipliler U.S.P. 10/0 ve 5 (metrik 0.2-7.0) arasinda, degisik boylarda,
igneliveya \gnes\zclarak meveuttur,

Ipekipier ik veya s duzinslik utuardabulunmaldadrt

Ipekiplik

DEPOLAMA
25°C'nin altinda ve giines iigindan uzakta depolayiniz.
Nemden koruyunuz.

Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISARETLER
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Instructions for Use

(o5

NONABSORBABLE, SURGICAL SILK SUTURE, USP/ EP/TS5505

To avoid damaging needle points and swage areas, grasp the needle in an area
one-third (113) to one-half (112) 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 handiing surgical

DESCRIPTION
Silk suture is a nonabsorbable, sterile, surgical suture composed of an organic

Dispose of contaminated and unused producls are n accordance wit local and
shar

protein called fibroin. This protein is derived from the species
Bombyx mori (B. mori) of the family Bombycidae. Silk sutures are processed to
remove the natural waxes and gums. Above USP 7/0itis braided. USP 7/0 and 810
available braided or twisted. Silk suture is dyed black and coated with paraffin wax
orsilicone. Black dye is Hematein HCK ( C. |.-color index no. 75290). SILK suture s
also available in its natural color, ivory. Virgin silk suture is available in which the
sericin gum is not removed and serves to hold the filaments together. Virgin silk
1 )or Y

rps” containers

ADVERSE REACTIONS
Adverse effects associated with the use of SILK suture include, allergic response

HOW SUPPLIED
SILK sutures are available in U.S.P sizes 10/0 to 5 (metric sizes 0.2 -7.0) in a

blished by the United States
(u < P) for Nonabsorbable. Surglca\ Suture Monogram and the of

on-needled.
ILK t

P).

INDICATIONS
SILK sutt

ILK

STORAGE

ligation,

ACTIONS

SILK sulur el an acut nflammalory reacton  ssue, which s folowed by a
e by While silk sutures

are not absorbed, pregresswe degradahon o the proleinaceous sk ber i vivo

CONTRAINDICATIONS

The use of this suture is contraindicated in patients with known sensitviies or

allergies to silk. Due to the gradual loss of tensile strength which may occur over
rolonged periods in vivo, silk should not be used where permanent retention of

tensile strength is required

WARNINGS

Users shou be tamiar wih surial procedurs. and techniues invoting
LK suture for s risk of

waund dehiscence may vary with the site of application and the sulure malema\

e with any foreign body, prolonged contact of any suture with salt solutions, such

D i
Acceptable surgical practice should be followed for the management of
contaminated or infected wounds.
Skin sutures which remain in place for periods of longer than seven days may
caused localized topical iritation and the extended portion of suture may be
snipped offafter ive to seven days.

PRECAUTIONS

any other
to needle and suture. Avoid crushing or crimping damage due to application of

Silk sutures, which are treated to enhance handling characteristics requires the
accepted surgical technique of flat and square ties with additional throws as

Donotuse after expiry date.
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Mode d'emploi
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FIL DE SOIE CHIRURICAL NON RESORBABLE, USP/ EP/TS5505

Chez les fils soyeux, on nécessite les techniques de noeud carré ou plat chirurgical

Pour que les extrémités de laiguille et la région de connection ne s'endommagent
pas, tenez par Ia parlie entre lo tiers (1/3) de la distance entre fextremilé do

DEFINITION

etlamoité (112). des aiguilles

CPesn Tuptures, I faut que es utlisateurs soiont attents lrs dé 1usage de Farulle

Le fil soyeux chirurgical est un fil chirurgical steril, non absorbable, composé par des.
. A o . ,

Bormbisis mori (B.mori) domestiquée de la famille de Bombisida. La cire et les colles.
se trouvant dans la nature du fil Soyeux natirel ont été éliminées par traitement. Il a
une structure tissée au-dessus de USP 7/0 . l existe en USP 7/0 et 8/0 courbé ou
tsst.L teint en noi o

licon T

(cire)
(C.l-nrde lindex

I ICK
o o 75280, Lo Soyeux existe dans sa couleur el (ivoire).La série de
sole vierge (vign) est ofert sans félminaion de alle o enant e fles loutes
ensem! dindex
G couleur 520180 oo avec namatine
L

Fils

Defrurelos prodis con t & I les et de
nstal

EFFETSADVERSES
Les effets adverses vis-a-vis de Iuilsation de cet appareil couvrent la sensitivté au
zols connus comme wne réaction sllérgiqus chez s petier. |a résctlon
plaie.

de Sulure Chirurgicaux non absorbables des Etats-Unis d'Amérique et & la
Monographie des Fils Soyeux Tressés Stériles de la Pharmacopée Européenne
(EP).

CHAMP D'UTILISATION
Lol soyeux cmvurg\ca\ estutisden géncraldans a fermeture el igation des
tissus mous, y incluses les applications des chirurgies cardiovasculaires,
ophtamiques etnerveuses.

EFFETS
Le il soyeux chirurgical peut former une réaction Iégére acoute sur le tissu. Cete
réaction est poursuivie par la formation graduée du tissu conjonctif fibreux autour du
i

structure de proteine dans Forganisme avec le temps peut causer une diminution
graduelle dans la résistance de a rupture du fil,

CAUTION DE NON UTILISATION
Onne doitp:

délai, on ne doit pas utiiser le fil soyeux ou lon désire que la résistance de
rendurance de rupture soit permanente.

AVERTISSEMENTS

Comme le isque de séparation de plaie change selon la région apphquee otle
matériel de suture utiisé, Tutlisateur, avant dutiliser Ia asuture de SOIE pour la
fermets de i e, doit 8ifo e aus procédures et ischnidues cHrurghas

Camme chez tous les fis chinugicau. dans e long contact ave les soluons
salin

o
On doit i h le traitement des
plaies infectées ou contaminées.
L tant plus de sept

O dot nter dandommagr o 1 ot Flgulle fors do utlisstion du i soyour ot de

tous les autes fls chirurgicax. Evitez les erreurs com ent ou le heurt

venant de lutiisation des appareils chirurgicaux comme e veape ou e pori:
iguile.

Chez les fils soyeux, on nécessite les techniques de noeud carré ou plat chirurgical

DE DE
s fils soyeux chirurgicaux existent en dimensions variées entre U.S.P. 10/0 et 5
1mémquec 2-7.0)avecousans aiguille.

d
et oo est présone da fagon strie. Lo 1 soyeu cmmrgvca\ est pour usage

EMMAGASINAGE
iagasiner sous 25°C etloin de la lumiére solaire.
Protéger de humidite.
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