@ Instructions for Use
POLIDIOX PLUS
Polydioxanone (PDO) Surgical Suture
SYNTHETIC, ABSORBABLE, MONOFILAMENT, USP/EP

DESCRIPTION

POLIDIOX PLUS (polydioxanone) monofilament synthetic absorbable suture
is prepared from the polyester, poly(p-dioxanone). The empirical molecular
formula of the polymer is (C4H603),. POLIDIOX PLUS sutures are dyed violet
(solvent violet 13 D&C No:2 C.I. 60725) to enhance visibility in tissue.
Polydioxanone polymer has been found to be nonantigenic, nonpyrogenic and
elicits only a slight tissue reaction during absorption.

POLIDIOX PLUS suture provides an antibacterial effect by means of a broad
spectrum antibacterial agent Chlorhexidine Diacetate (CHA) content no more
than 60pg/m.

INDICATIONS

POLIDIOX PLUS mor synthetic sutures are indicated for
use in all types of soft tissue approximation, including use in paediatric
cardiovascular tissue where growth is expected to occur and ophthalmic
surgery. POLIDIOX PLUS suture is not indicated in adult cardiovascular
tissue, microsurgery and neural tissue. These sutures are particularly useful
where the combination of an absorbable suture and extended wound support
up the four weeks is desirable.

ACTIONS

POLIDIOX PLUS synthetic absorbable suture has been formulated to provide
wound support through an extended healing period. The results of
implantation studies of POLIDIOX PLUS monofilament suture in animals
indicate that approximately 70% of its original strength remains two weeks
after implantation. POLIDIOX PLUS suture provides tissue supporting during
60 days post implantation. Absorption is essentially complete within six
months (180-240 days).

POLIDIOX PLUS suture has been shown to inhibit microbial adherence and
colonization of the suture by E.coli, Klebsiella pneumoniae, Staphylococcus
epidermidis, Staphylococcus aureus and its Methicillin resistant strains using
in-vitro and in-vivo studies.

CONTRAINDICATIONS

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

prosthetic devices, i.e., heart valves or synthetic grafts.

POLIDIOX PLUS suture should not be used in patients with known allergic
reactions to Chlorhexidine Diacetate (CHA).

WARNINGS

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

PRECAUTIONS

Adequate knot security requires the accepted surgical technique of flat and
square ties with additional throws as warranted by surgical circumstances and
the experience of the surgeon.

As with any suture, care should be taken to avoid damage to needle and
suture. Avoid the crushing or crimping application of surgical instruments,
such as needle holders and forceps.

Conjunctival and vaginal mucosal sutures remaining in place for extended
periods may be associated with localized irritation.

Subcuticular sutures should be placed as deeply as possible in order to
minimize erythema and induration normally associated with absorption.
Acceptable surgical practice should be followed with respect to drainage and
closure of infected wounds.

ADVERSE REACTIONS

Due to prolonged suture absorption, some irritation and bleeding has been
observed in the conjunctiva and mild irritation has been observed in the
vaginal mucosa.

HOW SUPPLIED

POLIDIOX PLUS sutures are available as sterile, monofilament, dyed (violet)
strands is sizes 5/0 to 2 (metric sizes 1-5), and sterile, in a variety of lengths,
as non-needled or attached to stainless steel needles of varying types and
sizes.

POLIDIOX PLUS sutures are available in one, two and three dozen boxes.
POLIDIOX PLUS suture is supplied sterile.

POLIDIOX PLUS suture is for single use only

STORAGE

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

Do not use after expiry date.
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® Kullanma Talimati
POLIDIOX PLUS
Polidioksanon (PDO) Cerrahi iplik
SENTETIK, EMILEBILIR, MONOFILAMAN, USP/ EP

TANIM

POLIDIOX PLUS poly(p-dioxanone)'dan olusan monofilaman sentetik
emilebilir ipliktir. Kimyasal formilasyonu; (C4H603)x seklindedir. Dokuda
rahat gériinebilirligi saglamak icin menekse (Antraquinone dye Solvent violet
13 D&C Violet no.2 C.1.60725) olarak renklendirilmistir. Polidioksanon
polimer nonantijenik ve nonpirojenik bir yapiya sahiptir ve emilim sirasinda
hafif doku reaksiyonu gésterir.

POLIDIOX PLUS 60ug/m'den fazla olmayan genis spektrumlu antibakteriyel
ajan Klorhekzidin Diasetat (CHA) igerigi sayesinde antibakteriyel etki saglar

KULLANIMALANI

POLIDIOX PLUS monofilaman sentetik emilebilen iplikler oftalmik
uygulamalarin ve pediatrik kardiovaskiler dokunun da dahil oldugu
baglamalarda kullanihr. POLIDIOX PLUS vyetiskin kardiovaskiler
dokusunda, mikrocerrahide ve sinir dokuda kullaniimaz. POLIDIOX PLUS
iplik 6zellikle emilebilen stturlarin kullanildigi ve yara desteginin uzatiimasi
dort haftaya kadar arzu edilen yerlerde yararlidir.

ETKILERI

POLIDIOX PLUS sentetik emilebilir iplik, uzun iyilesme periyodu siiresince
yara destegi saglamak amaciyla formdile edilmistir.

Hayvanlar Gzerinde yapilan implantasyon galisma sonuglari; POLIDIOX
PLUS monofilaman ipliklerin orijinal mukavemetlerinin yaklasik %70'ini iki
hafta muhafaza ettigini gostermistir.

Implantasyon sonrasindaki 60 giin boyunca doku destegini saglamaya
devam eden siturlarin tamamen emilimi ise alti ayda tamamlanmaktadir
(180-240 giin).

In-vitro ve in-vivo galismalari kullanilarak POLIDIOX PLUS'In siitur Gizerinde
E.coli, Klebsiella pneumoniae, Staphylococcus epidermidis, Staphylococcus
aureus ve Metisilin direngli tirlerinin iyal tutunma ve kolonizasy wu
inhibe ettigi gosterilmistir.

KULLANILMAMASI GEREKEN YERLER

Emilebilen POLIDIOX PLUS iplikler dokunun uzun stireli (6 haftadan fazla)
gerilim altinda kalmasi istenilen yerlerde ve protez cihazlar ile (6rnegin; kalp
kapagi ya da sentetik grefler) baglanti yapilacak yerlerde kullaniimamalidir.
POLIDIOX PLUS siitur Klorhekzidin Diasetat (CHA) maddesine alerjik
reaksiyon gosterdigi bilinen kt ir

UYARILAR

POLIDIOX PLUS ipliklerin etkisi ve emniyeti sinir dokularinda, yetiskinlerin
kardiyovaskuler dokusunda, ya da mikrocerrahide kanitlanmamistir. Bazi
vakalarda, o&zellikle ortopedik prosedirlerde, dis destekle sabitleme
cerrahin tercihine gére uygulanabilir.

POLIDIOX PLUS kullanimi normal hijyen goézetiminin ve/veya gereken
durumlarda antibiyotik tedavinin yerini tutmaz.

Tekrar steril etmeyiniz.

ONLEMLER

POLIDIOX PLUS iplik dugiumt gtivenli olarak oturmalidir. Diger sentetik
ipliklerde oldugu gibi diigiim emniyeti, cerrahi sartlara ve cel In tecriibesine
bagl olarak diiz ve kare dugim teknikleriile beraber ilave dugtmler gerektirir.
Diger sentetik iplerde oldugu gibi kullanim sirasinda iplige ve igneye zarar
vermekten kaginilmalidir. Forseps veya igne tutucu gibi cerrahi aletlerin
kullanimina bagli ezme, sikma ve biikme hatalarindan kagininiz.

Uzun stire kalan konjunktival ve vajinal mukoza dikisler, bolgesel tahrise
neden olabilir.

Deri yiizeyine yakin dikisler, normal olarak emilime bagli olusan eritem
(kizariklik) ve sertlesmeyi en aza indirmek i¢in mimkiin oldugunca derinde
olmalidir.

Enfekte yaralarin kapanmasinda ve drenajda kabul edilir cerrahi uygulamalar
takip edilmelidir.

YANETKILER
Iplik emiliminin uzun stirmesinden dolayi, konjunktivada bazi tahris ve
kanamalar, vajinal mukozada hafiftahris gézlenir.

PIYASAYAARZ- SUNUS SEKLI

POLIDIOX PLUS stiturlar monofilaman, boyanmis (violet) olarak U.S.P. 5/0 ve
2 (metrik 1-5) arasinda, degisik boylarda, igneli veya ignesiz olarak mevcuttur.
POLIDIOX PLUS siturlar bir, iki veya tig diizinelik kutularda bulunmaktadir.
POLIDIOX PLUS sttur steril olarak arz edilir.

POLIDIOX PLUS siiturlar tek kullanimliktir.

DEPOLAMA
25°C'nin altinda ve glines 1sinlarindan uzakta depolayiniz.

Nemden koruyunuz.
Son kullanma tarihinden sonra kullanmayiniz.
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“EASSI(The European Assodiation of Surgical Suture Indusiry) has developed a system of symbols which s designed 1o describe various suture product characteristics in an inluitive, pictorial manner.

EASSI (Awmupa Cetrahi Sutur Sanayt BF) gesilsliur rin Karakierstlor sozgisel ve resmsel olarak igin
ve goklu dil tercimesine gerek kalmadan dreicilerin iigi imkan

Cihaz Direktifi (Medical Device Directive) (MDD 93/42/EEC) izin

bir sistem gelisti Sembol Tibbi ‘
bilgi "

The use of symbols is permitted by the Medical Device Directive (MDD 93/42/EEC) and enables companies to provide information to the customer without having to provide
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