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DAMADIOXANONE VET
Poly(P-dioxanone)
Monofilament

Sentetik emilebilir steril stitiir
Boyali(Mor) ve Boyasiz

TANIM

DAMADIOXANONE VET sentetik, steril, emilebilir cerrahi ameliyat ipligidir.

%100 polidioksanonun homo polimerinden olusur. Monofilament boyali
yada boyasiz gesitleri vardir.

DAMADIOXANONE VET antijen ve pirojen degildir. Emilim sirasinda sadece
hafif doku reaksiyonu ortaya gikar. Yasayan bir organizmaya
yerlestirildiginde organizma tarafindan 180-240 giin iginde tamami
emilir.in vitro ortamda, 4 hafta icinde mukavemetini %65 oraninda korur.
DAMADIOXANONE VET Avrupa Farmakopesi, Avrupa Tibbi cihazlar
yonetmeligi 93/42/EEC ve Amerika Birlesik Devletleri Farmakopesi‘nde
emilebilir sentetik sitirler igin tanimlanmig gerekliliklerin timinu

karsilar.

ENDIKASYONLARI

DAMADIOXANONE VET oftalmik ameliyatlar ve pediatrik kardiovaskdiler
ameliyatlar dahil olmak lizere genel olarak yumusak doku yakinlastirma-
larinda kullanilir. DAMADIOXANONE VET emilebilir siitlr kullaniimasi
gereken durumlarda ve 6 haftaya kadar yara destegi gereken durumlarda
kullanilir.

DAMADIOXANONE VET yetiskin kardiovaskiiler, norolojik dokularda ve
mikro cerrahide kullaniimaz.

KONTRENDIKASYONLARI

DAMADIOXANONE VET emilebilir sitlir oldugundan, uzun sireli doku
yaklastirmasi gereken durumlarda(6 haftadan fazla) ve kalp kapakgigi
yada sentetik protezlerin viicuda yerlestirilmesinde kullanilmamalidir.

UYARILAR

Sinir dokusu ameliyatlarinda, yetiskin kardiyovaskiiler doku ameliyatlarin-
da yada mikro ameliyatlarda Polidioksanon‘un kullanim giivenligi ve
etkinligi onaylanmamstir.

Uygulanan bélge ve sitiir materyaline gore yara aglima riski degisecegin-
den, kullanicilar; yara kapama icin DAMADIOXANONE VET siitiir
uygulayacaklarindan cerrahi prosediirleri ve teknikleri iyi bilmelidir.
Kullanicilar stitirleri segerken in vivo performansi dikkate alinmalidir.Yagl,
biinyesi zayif hastalarda veya yara iyilesmesinde gecikme sorunu yasayan
hastalarda bu siitiirtin kullanimi uygun olmayabilir.

Her yabanci cisim gibi , cerrahi iplik de idrar ve safra sistemindeki tuzlu
sollisyonlarla uzun siire temas halinde oldugunda, bobrek/safra tasi
olusumuna sebep olabilir.

DAMADIOXANONE VET emilebilir bir siitiir materyali oldugundan gegici
olarak yabanci cisim gibi davranig gosterebilir. Kontamine olmus veya
enfekte yaralarin tedavisinde kabul edilmis cerrahi uygulamalarin takip
edilmesi gerekmektedir.

Kapama bolgesinde genisleme, gerilme veya sisme oldugunda veya ek
destek gerektiginde cerrah ek olarak emilmeyen sttur kullanabilir.

Tekrar steril etmeyiniz.

Sitirler tek kullanimliktir.

Agllmis posetleri veya artan iplikleri atiniz.

ONLEMLER

DAMADIOXANONE VET ve diger cerrahi iplik malzemelerinin kullanimi
sirasinda iplige zarar verilmemesine dikkat edilmelidir. Forseps veya igne
tutucular gibi cerrahi aletlerin kullaniminda ezilme veya kivriima
hasarlarindan 6zellikle kaginilmasigerekmektedir.

Her cerrahi iplik malzemesinde oldugu gibi, cerrahi kosullar ve cerrah
tecrlibesine bagli olarak, yeterli digiim emniyeti igin kabul edilen cerrahi
tekniklere uygun diiz ve kare dugimler ile ek dugumler gerekebilir.
Kullanicilar cerrahi igneleri kullanirken yanlislikla igne batmalarini
onlemek igin tedbirli olmalidir.

Konjunktival ( g6z kiiresi ve g6z kapaklarinda bulunan mukoza zari ) ve
vajinal mukoza bélgelerinde 10 giinden daha uzun kalmasi gereken cilt
sutdrleri lokal tahrise sebep olabilir ve belirtilere gére makasla kesilmeli
veya gikariimalidir. Deri altinda kullanilan siturler, emilime bagl olarak
sertlesme ve kizariklik ihtimalini diigtirmek igin olabildigince derine
yerlestirilmelidir.

TR

Zayif kan destegi olan dokularda cerrahi ameliyat ipliginin gikmasi veya
emilim gecikmesi olabileceginden emilebilir cerrahi iplik kullanimina
dikkat edilmelidir.

igne uglarinin ve baglanti noktalarinin hasar gérmemesi igin, igneyi
baglanti noktasindan 1/3 ile > mesafede tutmak gerekir. igneye tekrar
sekil vermek kuvvetin azalmasina, bikiilme ve kirimaya karsi daha az
direng gdstermesine sebepolur.

Bazi kosullarda, 6zellikle ortopedik prosediirlerde, eklem sabitlemesinde
cerrahin kararina gore disaridan destek uygulamasi yapilabilir.
Kullanilmis ignelerin 6zel tibbi atiklar olarak imha edilmesi gereklidir.
Kullanim émri bitmis Grinleri kullanmayiniz.

Uzun siire yiiksek sicakliklara maruz birakmayiniz.

YAN ETKILER

DAMADIOXANONE VET kullanimi ile ilgili yan etkiler arasinda yaralarin
aciimasl, kapama bdlgesinde genlesme, gerilme veya sisme oldugunda
yeterli yara destegi eksikligi, yasli, biinyesi zayif hastalarda veya yara
iyilesmesinde gecikme sorunu yasayan hastalarda yeterli yara destegi
eksikligi, idrar veya safra sistemindeki tuzlu soliisyonlarla uzun siire
temas halinde oldugunda, bobrek /safra tasi olusumu, enfeksiyonu,
konjonktival ve vajinal sttirlerin uygulandigi bolgede 10 giinden daha
uzun kalmasi durumunda cilt sttirilerinin lokal tahrise sebep olmasi,
zayif kan destegi olan dokularda cerrahi ameliyat ipliginin gikmasi veya
emilim gecikmesi olabilir.

Kirilmis igneler ameliyat siresinin uzamasina veya ilave ameliyatlara,
kalintilar yabanci cisim komplikasyonlarina sebep olabilir. Kontamine
olmus cerrahi ignelerin yanliglikla batmasi kan yolu ile patojenlerin
yayllmasina sebep olabilir.

STERILITE
DAMADIOXANONE VET siitirleri etilen oksit ile sterilize edilmistir.
Steril ortamda agildigi takdirde Uriin steril halini korumaktadir.

Tekrar sterilize edilmez.
Aglimis posetleri veya artan iplikleri atiniz.
Aglk veya hasarll Uriinleri kullanmayiniz.

DEPOLAMA

Uriin kuru ve temiz olarak saklanmalidir. 25°C'nin altinda depolayiniz ve
direkt glines 1sigindan ve nemden uzak tutunuz. Kullanim émri bitmis
Urtinleri kullanmayiniz.

URUN UZERINDEKi SEMBOLLER
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Do Not Use If Pack Is Opened or Damaged
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Tek Steril Bariyer Sistemi

Single Sterile Barrier System
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Etilen Oksit ile Sterilize Edilmistir
Ethylene Oxide Sterilized Product
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Tekrar Sterilize Edilmez
Do-Not Re-Sterilize
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Kullanmadan Once Kullanim Kilavuzunu Okuyunuz
Consult Instructions For Use
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DAMADIOXANONE VET
Poly(P-dioxanone)

Monofilament Synthetic
Absorbable sterile surgical suture

DESCRIPTION

DAMADIOXANONE VET suture is synthetic absorbable sterile surgical
suture. It is composed of polymers made from 100% homo polymer of
polydioxanone. It is Monofilament sutures dyed (violet) or undyed.

DAMADIOXANONE VET suture is non-antigenic, non-pyrogenic and elicits
only a mild tissue reaction during the absorption process, and is
completely absorbed in 180-240 days. The In vitro retention of strength

is 65% in four weeks.

DAMADIOXANONE VET suture complies with the requirements of the
United States pharmacopoeia U.S.P. and European pharmacopoeia Ph.
Eur. and European Medical Device Directive 93/42/EEC.

INDICATIONS

DAMADIOXANONE VET suture is indicated for use in general soft tissue
approximation and ligation, including use in pediatric cardiovascular
tissue and ophthalmic surgery. It is also particularly useful where the
combination of an absorbable suture and extended wound support (up to
six weeks) isdesirable.

DAMADIOXANONE VET is not for use in microsurgery, adult cardiovascular
or neural tissues.

CONTRAINDICATIONS

DAMADIOXANONE VET suture, being absorbable, should not be used
where prolonged approximation of tissue under stress is required
(beyond six weeks), or in conjunction with prosthetic devices, i.e., heart
valves or syntheticgrafts.

WARNINGS

The safety and eff ectiveness of Polydioxanone have not been
established in neural tissue, adult cardiovascular tissue or for use in
microsurgery.

Users should be familiar with surgical procedures and techniques
involving absorbable sutures before employing DAMADIOXANONE VET
suture for wound closure, as risk of wound dehiscence may vary with the
site of application and the suture material used.

Users should consider the in vivo performance when selecting a suture.
The use of this suture may be inappropriate in elderly, malnourished, or
debilitated patients, or in patients suff ering from conditions which may
delay wound healing.

The use of supplemental non absorbable sutures should be considered
by the surgeon in the closure of the sites which may undergo expansion,
stretching or distention, or which may require additional support.

As with any foreign body, prolonged contact of any suture with salt
solutions, such as those found in the urinary or biliary tracts may result in
calculus formation.

As an absorbable suture, DAMADIOXANONE VET suture may act
transiently as a foreign body. Acceptable surgical practice should be
followed for the management of contaminated or infected wounds.
Discard opened packages and unused sutures.

Do not re-use.

Do not re-sterilize.

PRECAUTIONS

In handling this or any other suture material, 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.
DAMADIOXANONE VET sutures, which are treated to enhance handling
characteristics, require the accepted surgical technique of flat and square
ties with additional throws as warranted by surgical circumstance and
the experience of the surgeon.

Conjunctival and vaginal mucosal sutures remaining in place for extended
periods (more than 10 days) may be associated with localized irritation
and should be removed as indicated. Subcuticular sutures should be
placed as deeply as possible to minimize the erythema and induration
normally associatedwith absorption.

Under some circumstances, notably orthopedic procedures, immobiliza-
tion of joints by external support may be employed at the discretion of
the surgeon.

EN

Consideration should be taken in the use of absorbable sutures in tissues
with poor blood supply as suture extrusion and delayed absorption may
occeur.

To avoid damaging needle points and swage areas, grasp the needle in an
area one-third (1/3) to one-half (1/2) 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 handling surgical needles to avoid
inadvertent needle sticks.

Discard used needles in “sharps” container.

Avoid prolonged exposure to elevated temperatures.

Don't use after expiry date.

ADVERSE REACTIONS

Adverse eff ects associated with the use of this device include wound
dehiscence, failure to provide adequate wound support in closure of the
sites where expansion, stretching, or distension occur, failure to provide
adequate wound support in elderly, malnourished or debilitated patients
or in patients suff ering from conditions which may delay wound
healing, infection, minimal acute inflammatory tissue reaction, localized
irritation when conjunctival and vaginal sutures are left in place for
greater than 10 days, erythema and induration during absorption with
subcuticular sutures, suture extrusion and delayed absorption in tissue
with poor blood supply, calculi formation in urinary and biliary tracts
when prolonged contact with salt solutions such as urine and bile
occurs, and transitory local irritation at the wound site.

Broken needles may result in extended or additional surgeries or residual
foreign bodies. Inadvertent needle sticks with contaminated surgical
needles may result in the transmission of bloodborne pathogens.

STERILITY

DAMADIOXANONE VET sutures are sterilized by ethylene oxide.
Sterility is preserved only when opened under sterile conditions.
Do not re — sterilize.

Do not use if package is opened or damaged.

Discard opened unused sutures.

STORAGE
Keep away from moisture and direct heat. Recommended storage
condition is below 25 °C. Don't use after expiry date

SYMBOLS USED ON THE PRODUCT

Uretim Tarihi Uretici Firma
Date Of Manufacture Manufacturer
Datum Vyroby
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Batch Number Do-Not Reuse
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Unique device identifier
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