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Anti Bakteriyel Emilebilir Cerrahi Ameliyat ipligi
Antibacterial Absorbable Surgical Sutures
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Kullanma Talimati
POLIDIOX PLUS
Polidioksanon (PDO2) Cerrahi Iplik
SENTETIK, EMILEBILIR, MONOFILAMAN, USP/ EP

D

TANIM
POLIDIOX PLUS poly(p-dioxanone)dan olusan monofilaman  sentetik
emiebil plki. Kimyasal forniiasyonus (C4HEO3)« gekindedr. Dokuda

13 D&C Violet no.2 C.1.60725) olarak renklendirilmistir. Pcl\d\uksancn
polimer nonantijenik ve nonpirojenik bir yapiya sahiptir ve emilim sirasinda
hafif doku reaksiyonu gosterir

ONLEMLER
POLIDIOX PLUS iplk digtimi givenii olarak oturmalidr. Diger senteti
rahin tecriibesine
bagl olarak diiz teknikleriile beraber glmier gerekirr
Diger sentetik iplerde oldugu gibi kullanim sirasinda iplige ve igneye
kaginil

vermekisn egniadr Forseps veya ione utucu bl carahi fiotern

Unin Si kalan Konyimkival ve vaiinal mukosa dlk\s\sr, bigesel tarise
neden olabilr
Derl yizeyine yakan dkisker, nomnal olarck emiime bag olugan eriem
(kizariklik) ve sertlesmeyi en aza indirmek icin miimkiin oldugunca derin
olmalidrr

Enfekte yaralarin kapanmasinda ve drenajda kabul edilir cerrahi uygulamalar

POLIDIOX PLUS 60pg/m'den

KULLANIMALANI

POLIDIOX PLUS monofiaman sentetik emilebilen  iplikler _oftalmik
uygulamalarin ve pediatrik_kardiovaskiler dokunun oo cahi oiducy
baglamalarda_kullanilr. POLIDIOX PLUS  yeti

YANETKILER
Ipli_emiliminin uzun sirmesinden dolayl, konjunktivada bazi tahris ve
kanamalar, vajinal mukozada hafftahris gozlenir.

dokusunda, miktocerrahido ve sin dokuda kulanimaz. POLIDIOX PLUS
iplik 6zellikle emilebilen siturlarin kullanildigi ve yara desteginin uzatiimas!
dorthaftaya kadar arzu edilen yerlerde yarariidr.

ETKILERI
POLIDIOX PLUS sentetik emilebilr iplik, uzun iyilesme periyodu siiresince

Hayvarlar izerinde yapian implanizsyon salisma sonuglan: POLIDIOX
PLU! ipliklerin orijinal yaklasik %70'ni iki
haﬂa muhalaza eflpin gostermist
implantasyon sonrasindaki 60 giin boyunca doku destegini saglamaya
devam eden siturlarin tamamen emilimi ise alti ayda tamamlanmaktadir
{180-240g0n)
-Vitro ve in-vivo calismalari kullanilarak POLIDIOX PLUS'in situr iizerinde

aureus ve Metisilin direnglitirrlerinin mikrobiyal tutunma ve kolonizasyonunu
inhibe ettigi gosterilmistir.

KULLANILMAMASI GEREKEN YERLER
Emilebilen POLIDIOX PLUS iplikler dokunun uzun siireli (6 haftadan fazla)
gennm sltinda kamas stenlien yererde ve potez chazarle (megn; kelp

bagl a
F'OUD\OX PLUS siitur Klorhekzidin Diasetal (CHA) maddesine aleriik

UYARILAR

POLIDIOX PLUS ipliklerin etkisi ve emniyeti sinir dokularinda, yetiskinlerin
kardiyovaskiller dokusunda, ya da mikrocerrahide kanitianmamistrr. Bazi
vakalarda, ozellile ortopedik prosedirierde, dis destekle sabitleme
cerrahin tercihine gdre uygulanabili

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

Tekrar steri etmeyiniz.

PIYAS, )

POLIDIOKALS siturlar monofilaman, boyanmis (violet)olarak U.S.P. 5/0 ve
2(metrik 1-5) arasinda,
POLIDIOX PLUS siturlar br, ki veya g dizinelik kutularda bulunmaktadir.
POLIDIOX PLUS siitur steril olarak arz edilr

POLIDIOX PLUS siituriartek kullanimiiktir.

DEPOLAMA
25-Crinalindave gines gmianndan uzakia depolayinz
Nemden koruyunu:

Sonkulanma arinden sonrakullanmayniz.
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Instructions for Use
POLIDIOX PLUS
Polydioxanone (PDO2) Surgical Suture
SYNTHETIC, ABSORBABLE, MONOFILAMENT, USP/EP

DESCRIPTION

POLIDIOX PLUS

is prepared from the polyester, poly(p-dioxanone). The empirical ol

formula of the polymer is (C4H603).. POLIDIOX PLUS sutures are dyed violet

(solvent violet 13 D&C No:2 Cl. 60725 to enhance visbilly in tissue.
has been

D

POLIDIOX PLUS suture provides an antibacterial effect by means of a broad
spectrum t Diacetate (C! no more

than 60pg/m.

INDICATIONS

POLIDIOX PLL 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.

CTIONS
POLIDIOX PLUS synthetic absorbable suture has been formulated to provide
wound support xtended 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
aﬂer implantation. POLIDIOX PLUS suture provides tissue supporting during
days post implantation. Absorption is essentially complete within six
momhsuso 240 days).
POLIDIOX PLUS st has been shown to nhiit microbal acherence and
colonization of the suture by E.coli, Klebsiella pneumoniae, Staphylococcus
epidermidis, Staphylococcus aureus and its Methicilln 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

Jie.

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 cardlovascu\ar tissue, or for

ve i gery. Under certain ably p
cedures, immobilization by exteral support may be employed at Ihe

Gseration ofthe surgeon.

PRECAUTIONS
Adequate knot security requires the accepted surgical technique of flat 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

P
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 iritation has been observed in the
vaginal mucosa,

HOW SUPPLIED

POLIDIOX PLU dyed (violet)
strands s 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

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

POLIDIOX PLUS sutureis for single use only

STORAGE

Store below 25 °C and keep away from sunlight.

Protectfrom humidity.

Donotuse after expiry date.
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SYMBOLS USED ON LABELLING

Store beiow 25C
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STERILE Sterile EO: Ethylene oxide

Bafoh Number

Rocyciable pack
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