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Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures
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@ POLIDIOX Kullanma Talimati
Corari Podksanon

Emiebiir PDO Si

Senlati. Monofiaman, Videt

Poumox I olusan
monofilaman, sentelik, emilebil iplkir. Polimerin ampirik molakiler formalt:
(C4HBO3)x seklindedir. Dokuda rahat goriinebilirigi saglamak igin mor (D&C
Violet No. 2 C.I. # 60725/ Solvent Violet 13) olarak renklendirilmistir.
bir yapiya sahiptir ve

polimer ve
emilim sirasinda hafif doku reaksiyonu gosterir

KULLANIMALANI
POLIDIO;

Istem dis1 igne batmalarindan kagmmak igin kulanilarm cerafi igne
kullanirken dikkatliolmalari gerel

PDO iplikler, kullanim karaklensugw arttirmak igin kabul gérmils diiz ve kare
diigiim teknikler ile cerrahi durum ve cerrahin deneyimine bagi olarak ilave
diigiim teknikleri gerektimektedir. Monofilaman iplere digim atimasinda

Uzun siire kalan konjunktival ve vajinal mukoza dikisler, bolgesel tahrise
o °

¥
eritem (kizarik) ve sertlesmeyi en aza indimek igin miimkiin oldugunca
derinde olmalidir

Enfekte yaralarin kapanmasinda ve drenajda kabul edilebilir cerrahi
uygulamalartakip edilmelidir.

olarak imha ediniz.
g *kesicialet"

bilyime meydana gelecegi beklenen pediatrik kardiovaskiler dokunun da
dahil oldugu baglamalarda kullanilir. POLIDIOX yetiskin_ kardiovaskiiler
dokusunda, mikrocerrahide ve sinir dokuda kullanilmaz. POLIDIOX iplik
ozellikle emilebilen siiturlarin kullanidigi ve yara desteginin uzatiimasi (alti
hafta kadar) arzu edilen yerlerde yararlidrr

ETKILER]

POLIDIOX sentetik emilebilr, uzun iyilesme periyodu siresince yara destegi

saglamak amaciyla formille edilmisti.

Hayvanlar iizerinde yapilan implantasyon 9ahsma sonucwam POLIDIOX
ipliklerin orijnal k %70ini iki hafta

muhafaza ettigini gostermlsw \mp\anlasyon Sonvaaina 60 giin boyunca

doku destegini sagla m eden siturlarin tamamen emilimi ise alt

ayda(amam\anmaktad\rﬂ&ﬂ 240, qiin),

KULLANILMAMAS| GEREKEN YERLER
Emilebilen POLIDIOX iplikler dokunun uzun siireli (6 haftadan fazla) gerilim
altinda kalmasi istenilen yerlerde ve protez cihazlar ile (5rnegin; kalp kapagi

YANETKILER

plik emiliminin uzun siimesinden dolay1, bazi bdlgesel yangil tahris, akut
doku yang reaksiyonu, cerrahi bolge enfeksiyonu, yabanci cisim reaksiyonu,
yaranin agilmasi ve kanamalar gozlenebilr.

PIYASAYAARZ-SUNUS SEKLI
POLIDIOX iplikler steril, monofilaman, boyanmis (mor) olarak U.S.P. 7/0 ve 2
(metrik 0.5-5.0) arasinda, degisik boylarda igneli olarak meveuttur.

DEPOLAMA

25°C'ninaltindave gines 51gindan uzakia depolayiniz
Nemden koruyunu:

Sonkulanma arhinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER

)bag| P

UYARILAR

Yara ayrilmasi riski, uygulanan bolgeye ve kullanilan siitur malzemesine gre

degistiginden kullanicinin yara kapamasi icin siituru kullanmadan once

emilebilen siiturlarin kullanildigi cerrahi prosedilrler ve tekniklere asina

olmasi gerekir Doktor‘lar h7s|a\arda kullanilacak siituru semeden once in

(ETKILER

POLIDIOX (polidioksanon) ipliklerin etisi ve emniyeti sinir dokularinda,
a da mikrocerrahide

kanilanmamistir. Bazi vakalarda, Gzellikle onopemk prosedirlerde, dis

Tekrar steril etmeyiniz

ONLEMLER
POLIDIOX ipligin veya diger tiim cerrahi ipliklerin kullaniminda iplige ve
igneye zarar vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi

Igne uglarinin ve baglanti bolgesinin hasar gérmemesi igin, baglant ucu ve
igne ucu arasindaki mesafenin gte biri (1/3) ile yanisi (1/2) arasindaki
kisimdan tutun. Igneleri yeniden sekillendirmek, giiglerini kaybetmelerine ve.

Tekrar storl etmeyiniz 25C'n altinda muhafaza ediniz
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POLIDIOX Instruction for Use
Surgical, Polydioxanone
Absorbable PDO Suture

ihetic, Monofilament, Violet

D

PDO sutures, which are treated to enhance handling characteristics requires
the accepted surgicaltechnique of flatand square ties wwth additional throws as
the surgeon. The use
of additional throws may be pamcu\ar\y apprcpmale when knotting

DESCRIPTION
POLIDIOX (polydioxanone) monofilament synthetic absorbable suture is
prepared from the polyester, poly(p-dioxanone) The empirical molecular
formula of the polymer is (C,H,0,)x. POLIDIOX sutures are dyed violet (D&C
Violet No. 2 C.I. # 60725/ Solvent Violet 13) to enhance visibilty in tissue.

Conjunctival and vaginal mucosal sutures remaining in place for extended

P
Subcuticular sutures should be placed as deeply as possible in order to

Acceplable surgical pracice should be folowed with respect o dranage and
ure

has been found to be
elicitsonlya slight issue reaction during absorption

INDICATIONS

POLIDIOX

all types of soft tissue including use in pedias

tissue where growth is expected to occur and ophthalmic surgery. POLIDIOX

suture is not indicated in adult cardiovascular tissue, microsurgery and neural

tissue. These sutures are particularly useful where the combination of an
the six

d for use in

ACTIONS

clos
Dlspose o( contaminated and unused products are in accordance with local
and Discard “sharps” containers.

ADVERSE REACTIONS

Due to prolonged suture absorption, some local inflammatory irritation, acute
inflammatory issue reaction, wound/surgical site infection, foreign body
reaction,

HOW SUPPLIED
POLIDIOX sutures are available as sterile, monofiament, dyed (violet)
70to 5-5.0), and sterile, in

POLIDIO been formulated to pr

of POLIDIOX monoflament suture in animas ndicate that approximately 70%
of

STORAGE

OLIDIOX suture
implantaton Absorption is essenuany complete within six months (180-240
ys)

CCONTRAINDICATIONS
These sutures, being absorbable, are not to be used where prolonged (beyond
six weeks) approximation of tissues under stress is required and are not to be

ind keep awa
Protect from humidity.
Do notuse after expiry date.

SYMBOLS USED ON LABELLING

ie., heartvalves or

WARNINGS
Users should be familiar with surgical procedures and techniques involving
absorbable sutures before employing for wound closure, as risk of wound
dehiscence may vary with the site of application and the suture material used.
Physicians should consider the in vivo performance (under ACTIONS section)
when selecting a suture for use n patients.

The safety and effectiveness of POLIDIOX (polydioxanone) sutures have not
been established in neural tissue, adult cardiovascular tissue, or for use in
microsurgery. Under certain circumstances, notably orthopedic procedures,
immobilization by external support may be employed at the discretion of the
surgeon. Do notresterilize.

PRECAUTIONS
In handling POLIDIOX or any other suture materials, care should be taken to
avoid damage to needle and suture. Avoid crushing or crimping damage due to

Toavoid damaging needle points and swage areas, grasp the needle in an area
one-third (1/3) o one-half (1/2) ofthe 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 handling surgical
needles to avoid inadvertent needle sticks.
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@ POLIDIOX Mode d’emploi
chtuge, Fodoranons
DO absorbable Suture
Syninetae Monotiament Vioet

DESCRIPTION
DIO.

L
résistantes a la flexion et a la rupture. Les utiisateurs doivent faire attention & la
manipulation des aiguilles chirurgicales pour éviter les piadres d‘aiguilles
accidentales.

Les sutures PDO qui sont traitées pour augmenter les caractéristiques de
manipulation demandent la technique chirurgicale acceptée des noeuds droits et
cartés avec des jets supplémentaires comme garant par les dirconstances
hi

le polyester,

I du chirurgien. L'usage des jets additionnels peut

u polymére est (C4HGO3)x Les sutures Poumox sont en couleur _violette
(D&C VioletNo. 2 C 1. #60725/ Solvent Violet 13)

Les sutures conjonctivales et vaginales muqueuses de longue durée peuvent

fissu, Le Polymare Polydicxanons a &8 fouvs non anigénique, non pyrogans et
manifeste une faible réaction lors de fabsorption

INDICATIONS
Les suires POLIDIOX & mono-fiament, syrthétiues sont Indouses pour

les a surveni
Gt dons T chirrge ophiaimiaue. La suture POLIDIOX Suture oSt pes indiuse
dans les tissus cardiovasculaires, en microchirurgie et dans les tissus nerveux
& s ¢ g

causer:

Les sutures restantes sur la surface de la peau doivent rester au plus profond que

possible pour minimaliser la rougeur et lendurcissement dus & Fabsorption

normale.

Poursuivre les applications chi e tables pour plaies

infectées etle drainage.

La disposition des prodits contaminés et non uisés est en conformité avec les
finstallation. Jeter |

“pour’ ume's pmr\lus

estdésiré

EFFICACITE
La suture absorbable synthétique POLIDIOX a été formulée pour assurer le
une longue L tats d

DU & Fabsorption prolongée de a suture , on a observé une iitation inflammatoire
locale, une réaction aigue inflammatoire du tissu, ne infection de plaielzone
chirurgicale, une déhiscence de plaie etun saignement

tud POLIDIOX chez les animaux
diquent quenviron le 70% de sa force originale reste deux semaines aprés
rimplantation. La suture de POLIDIOX suture fournit le support du tissu pendant
jours aprés implantation. L'absorption est essentiellement compléte dans six
mois (180-240 jours)

CONTREINDICATIONS

es  sutures, étant absorbables, ne doivent pas étre utiisées lorsquiune
approximaion prolongée (au-del3 do six semaines) des tsus ost exigée o no
doivent pas étre util les valvules
ducoeuroules greffes: synlheuques.

AVERTISSEMENTS
Les utiisateurs doivent étre familiers avec les procédures et techniques

i (sous i secton EFFICAGITE) on A horsssant s sutre oo Tutlsaton
chezles malades

La sécurité et eff e POLIDIOX ntpas été
dEmonttées dans les fissus mervew, s s cardiovasclae ches 5 ades ou
Iutiisation en microchirurgie. Dans certaines circonstances, notamment dans les
étre utiisée

aladiscrétion du chirurgien. Ne pas réstériliser.

PRECAUTION:

En manipulant B OLIDIOX ou tout autre materiel ce suture, on doit étre attentif &
etlaiguille.

broyage et o serage resulant de Fappication ds oulls ChLIGIGauK comme is

forceps ou e porte-aiguille

Pour éviter d'endommager les points de laiguille et les zones de d'étampe,

agrippez aiguille dans une zone tierce (1/3) a une-demi  (1/2)dela distance de

Fextrémité foncée ala pointe.

ISATION
Le DIOX sont tresse, stéril
couleur (voltt) et dimensions de 710 & 2 (dmensions méinues 0.550), &

CCONSERVATION

nserver 25°Cetg
Protéger de Mhumidits.
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