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Antibakteriyel polidioksanon (PDO)
Steril absorbe edilebilir antibakteriyel cerrahi iplik

TANIM

KATSAN ALCADINONE PLUS siitiirleri Polidioksanon'dan
olusmus sentetik, emilebilir, steril cerrahi siiturlerdir. Genis
spektrumlu antibakteriyel ajan olarak “Klorheksidin diasetat”
igerir.

KATSAN ALCADINONE PLUS siitiirleri yasayan bir
organizmaya implante edildiginde organizma tarafindan
emilir ve asin doku tahrigsine sebep olmaz. KATSAN
ALCADINONE PLUS siitiirleri antijen ve pirojen degildir,
emilim sirasinda sadece hafif doku reaksiyonu ortaya gikar.
KATSAN ALCADINONE PLUS siitiirleri Avrupa Farmakopesi
(EP) ve Amerika Birlesik Devletleri Farmakopesi'nde (USP)
emilebilir sentetik sitirler igin tanimlanmig tiim gereklilikleri
karsilar.

Operasyonu kolaylastirmak amaciyla, KATSAN ALCADINONE
PLUS sitlrler D&C mor No:2 ile boyanmistir ya da
boyanmamistir (bej, natiirel) . KATSAN ALCADINONE PLUS
sitdrler, USP 5/0 — USP 2 araliginda, 10' cm den 150 cm’
e kadar cesitli uzunluklarda, paslanmaz celik igneli veya
ignesiz olarak Uretilirler.

KULLANIM ALANLARI

KATSAN ALCADINONE PLUS, genel olarak emilebilir siitiir
gerektiren yumusak doku uygulamalar veya dikislerinde
tercih edilir.

ETKILERI

KATSAN ALCADINONE PLUS siitiirler dokuda minimal akut
inflamatuvar reaksiyonu ortaya gikmasina ve fibréz bag doku
mesine neden olabilir. KATSAN ALCADINONE PLUS
siittirlerde emilim ve genel mukavemet kaybi, agsamali hidroliz
ile gergeklesir. KATSAN ALCADINONE PLUS siitiirlerde
emilim, genel mukavemet kaybi ile baslar ve kiitle kaybi ile
devam eder. Yapilan implantasyon galigmalarinda KATSAN
ALCADINONE PLUS siitiirler organizmaya implante edildikten
sonra 2. haftada en az %75 doku destegini korumustur. 4.
Haftada en az %60 doku destegini korumaya devam etmistir.
KATSAN ALCADINONE PLUS siitiirler, tamamen emilimlerini
180 ile 210 giin arasinda tamamlarlar. KATSAN ALCADINONE
PLUS sditdrlerinin doku destek siiresi yaklasik 60 guindiir.
Organizmaya bagh olarak ilgili oranlarda degisiklikler
meydana gelebilir.

KONTRAENDIKASYONLARI

KATSAN ALCADINONE PLUS siitiirler emilebilir 6zellige sahip
olduklarindan 6 haftadan uzun siireli doku kapamalarinda ve
protez cihazlarla baglanti yapacak yerlerde kullaniimamalidir.

UYARILAR

Sitiir materyaline ve uygulanan bolgeye gore yara agilma
riski degiseceginden, kullanicilar yara kapamada emilebilir
sutdrler igin cerrahi prosediirleri ve teknikleri iyi bilmelidir.
Kullanicilar siitiir segiminde “ ETKILERI" bélimiinde yer alan
in vivo performansi dikkate almalidir.

Her yabanci cisim gibi, cerrahi siitiir de idrar veya safra
sistemindeki tuzlu soliisyonlarla uzun siire temas halinde
oldugunda, bobrek/safra tasi olusumuna sebep olabilir.
Bakteri kontaminasyonu oldugu durumlarda, her yabanci
cisim gibi bakteri infektivitesini artirabilir. Drenaj ve
kontamine olmus veya enfekte doku kapamalarinda kabul
edilmis cerrahi uygulamalarin takip edilmesi gerekmektedir.
Yasli, zayif hastalar veya yara iyilesmesinde gecikm nu
yasayan hastalarda KATSAN ALCADINONE PLUS si in
kullanimi uygun olmayabilir. KATSAN ALCADINONE PLUS

sitiirlerinin etkisi ve emniyeti yetiskinlerin kardiyovaskiiler
dokularinda, sinir dokularinda ya da mikrocerrahide
kanitlanmamistir.

Bazi vakalarin ortopedik prosediirlerinde dis destekle
sabitleme uygulamalari cerrahin tercihine gére uygulanabilir.
Kapama bdlgesinde genlesme, gerilme veya sisme
oldugunda veya ek destek gerektiginde ek olarak emilmeyen
siitdir kullanilabilir.

Sterilite sadece steril kosullar altinda paket agildiginda
korunur.

Tekrar steril etmeyiniz.

Oda sicakhiginda yiiksek ve uzun siireli sicakliklara maruz
birakmadan muhafaza ediniz.

Acilmis paketleri veya agildiktan sonra kullanilmamis artan
iplikleri atiniz.

Acik veya hasarli tirtinleri kullanmayiniz.

ONLEMLER

KATSAN ALCADINONE PLUS ya da tim diger cerrahi sitiir
malzemelerini kullanirken, malzemeye zarar vermemeye
dikkat edilmelidir. Forseps ya da igne tutucular gibi cerrahi
aletlerin kullanimindan kaynaklanan ezme ya da koparma
hasarlari vermekten Gzellikle kaginilmasi gerekmektedir.
Diigumlerin yeterli diizeyde emniyetli olabilmesi igin, her
cerrahi duruma ve cerrahin deneyimlerine gére ek diigiimlere,
diiz, kare dugumlerin atilabildigi, kabul edilebilir cerrahi
teknikler kullanilmalidir.

Uzun siireli kalan konjunktival ve vajinal mukozal dikislerde
bélgesel tahrise neden olabilir. Cilt yiizeyine yakin dikislerde,
normal olarak emilime bagl olusan kizariklik ve sertlesmeyi
en aza indirmek igin dikigler mumkin oldugunca derinde
olmalidir.

Dokulardaki kan dolagiminin zayif oldugu durumlarda
sttlirlin atmasi veya emiliminin gecikmesi olabileceginden
emilebilir cerrahi siitiir kullanimina dikkat edilmelidir.

igne uglarinin ve baglanti bélgesinin zarar gérmesini
engellemek igin, igneyi baglanti bélgesinden iigte bir (1/3)
ile ikide bir (1/2) arasi mesafedeki diizlestirilmis bélgeden
tutunuz. igneye tekrar sekil vermek ignenin giiclini
kaybetmesine, ayrica biikiilme ve kirlmaya karsi daha az
direngli olmasina neden olur. Kullanicilarin istenmeyen igne
batmalarini engellemek igin cerrahi igneyi kullanirken daha
dikkatli olmalari gerekmektedir. Kullaniimis ignelerin “kesici-
delici” atik kutusuna atilmasi gerekmektedir.

kesinlikle

Kullanim  6mriini drtinleri

kullanmayiniz.

tamamlamig

YAN ETKILER

Bu cerrahi malzemenin kullanimi ile ilgili yan etkiler arasinda
yaranin agilmasi, kapama bélgesinde genlesme, gerilme veya
sisme oldugunda yeterli yara destegi eksikligi, yasli, biinyesi
zayif hastalarda veya yara iyilesmesinde gecikme sorunu
olan hastalarda yeterli yara destegi eksikligi, idrar veya safra
sistemindeki tuzlu soliisyonlarla uzun siire temas halinde
oldugunda, bobrek /safra tasi olusumu, enfeksiyon, minimal
akut enflamasyon, doku reaksiyonu ve 7 giinden daha uzun
kalmasi gereken cilt siturlerinin lokal tahrise sebep olmasi,
zayif kan destegi olan dokularda cerrahi siitiiriin gikmasi veya
emilim gecikmesi olabilir.

Kinlmis igneler ameliyat siresinin uzamasi veya yabanci
cisim komplikasyonlarina sebep olabilir. Kontamine olmus
cerrahi ignelerin yanlishkla batmasi kan yolu ile patojenlerin
yayllmasina sebep olabilir.

STERILITE
KATSAN ALCADINONE PLUS siitiirleri Etilen Oksit ile steril
edilir.

Tekrar steril etmeyiniz!

Agik veya hasarli iriinleri kullanmayiniz.

Acilmis paketleri veya agildiktan sonra kullanilmamis artan
iplikleri atiniz.

DEPOLAMA

KATSAN ALCADINONE PLUS driinii kuru ve temiz sartlar
altinda saklanmalidir. 5°C ile 25°C arasinda, direk giines
1s1gindan ve nemden uzak tutunuz.

Kullanim 6mriint tamamlamis driinleri kullanmayiniz.

TICARI TAKDIM SEKLI
KATSAN ALCADINONE PLUS irleri, steril, monofilament,
mor ya da boyanmamis (dogal, bej) , USP 5/0 — USP 2
(metrik 1-5) araliginda, 10 cm' den 150 cm' e kadar cesitli
uzunluklarda, paslanmaz celik igneli veya ignesiz olarak
tretilirler.

Sttiirler bir ve iki diizinelik paketler halinde sunulmaktadir.

ETiKETTE BULUNAN SEMBOLLER

CE Uygunluk isareti ve onaylanmis kurulug

c kimlik numarasi. Uriin, 93/42/EEC No'lu Tibbi
~——™ Cihazlar Direktifinin temel gerekliliklerini

1014 Karslar.

M ——  Uretici

@ — = Uretim tarihi (Yil-Ay)

8 ——»  Son kullanma tarihi (Yil-Ay)

——  Lotnumarasi

— .~ Urinkodu

EO : Sterilizasyon methodu - Etilen Oksit

Dikkat

Kullanma kilavuzuna bakiniz

Direkt giines isigindan uzak tutunuz

Nemden koruyunuz

<,
2
. Saklamakosullan : 5°C - 25°C
® — = Tekkullanimliktir
@ o+ Tekrar steril etmeyiniz
@ ———»  Paketler zarar gérmiig ise kullanmayiniz
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SURGICAL SUTURES
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KATSAN ALCADINONE PLUS ©

Antibacterial polydioxanone (PDO)
Sterile absorbable antibacterial surgical suture

DESCRIPTION

KATSAN ALCADINONE PLUS sutures are synthetic absorbable
sterile surgical sutures which are made of Polydioxanone.
KATSAN ALCADINONE PLUS sutures contain “Chlorhexidine
di " a broad ! ial agent.

KATSAN ALCADINONE PLUS sutures when implanted into a
living organism, it is absorbed by that organism and causes
no undue tissue irritation. KATSAN ALCADINONE PLUS sutures
have been found to be non-antigenic, non- pyrogenic and elicit
only a mild tissue reaction during absorption.

KATSAN ALCADINONE PLUS sutures meet all requirements for
synthetic absorbable surgical sutures specified at the European
Pharmacopoeia (EP) and United States Pharmacopoeia (USP).
In order to ease of KATSAN AL PLUS
sutures are coloured D&G violet No:2. KATSAN ALCADINONE
PLUS sutures have been presented in USP 5/0 — USP 2 gauge
sizes in a variety of lengths from 10 cm to 150 c¢m, as non-
needled or attached to stainless steel needles of varying types
and sizes.

INDICATIONS

KATSAN ALCADINONE PLUS sutures are indicated for general
use in soft tissue approximation, paediatric cardi llar
tissue and ophthalmic surgery where growth is expected
occur up to 6 weeks. On the other hand, KATSAN ALCADINONE
PLUS suture is not indi in adult cardi lar tissue,
microsurgery and neural tissue.

ACTIONS

KATSAN ALCADINONE PLUS sutures elicit a minimal acute
inflammatory reaction in tissue and ingrowth of fibrous
connective tissue. Progressive loss of tensile strength and
eventual absorption of KATSAN ALCADINONE PLUS suture
occurs by means of hydrolysis, gradually and decreases the
strength in the body. The absorption process begins with a loss
of tensile strength followed by a loss of mass. Implantation
studies indicate that KATSAN ALCADINONE PLUS suture retains
approximately 75% of the original tensile strength at 2 weeks
and in excess of 60% at 4 weeks post implantation. Absorption
of KATSAN ALCADINONE PLUS suture is essentially complete
between 180 to 210 days. Wound support period of KATSAN
ALCADINONE PLUS is approximately 60 days.

CONTRAINDICATIONS

KATSAN ALCADINONE PLUS sutures, being absorbable, should
not be used where extended (beyond 6 weeks) approximation
of tissue is required and are not used in conjunction with
prosthetic devices; for example, heart valves or synthetic grafts.

WARNINGS

Users should be familiar with surgical procedures and
techniques covering absorbable sutures before employing
KATSAN ALCADINONE PLUS sutures for wound closure, as risk
of wound dehiscence may vary with the site of application and
the suture material is used. Users should consider the in vivo
performance, under ‘ACTION' section, when selecting a suture.
As with any foreign body, in surgery of the urinary or biliary
tracts, attention should be taken to avoid prolonged contact
of any suture with salt solutions, as may result in calculus
formation.

As any foreign material in the presence of bacterial

contamination may enhance bacterial infectivity, acceptable
surgical practice must be followed with respect to drainage and
closure of contaminated or infected wounds.

The use of this suture may be inappropriate in elderly
malnourished or debilitated patients, or in patients suffering
from conditions which may delay wound healing.

KATSAN ALCADINONE PLUS is an absorbable suture material,
the use of supplemental nonabsorbable 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.

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

Sterility is preserved only when opened under sterile conditions.
Do not re-sterilize.

Store at room temperature and avoid prolonged exposure to
elevated temperatures.

Discard opened packages and unused sutures.

Do not use opened or damaged products.

PRECAUTIONS

In handling KATSAN ALCADINONE PLUS or any other suture
material, care should be taken to avoid damage from handling.
Especially avoid crushing or crimping damage due to application
of surgical instruments such as forceps or needle holders.

STERILITY

KATSAN ALCADINONE PLUS sutures are sterilized by Ethylene
Oxide.

Do not re-sterilize!

Do not use if package is opened or damaged!

Discard opened unused sutures.

STORAGE

Recommended storage conditions: Store between 5°C-25°C,
away from moisture and direct heat.

Do not use after expiry date!

Protect from humidity.

HOW SUPPLIED

KATSAN ALCADINONE PLUS sutures are available as sterile,
monofilament dyed (violet) strands in sizes USP 5/0 through
USP 2 (metric sizes 1-5), in a variety of lengths, with or without
various needles.

Sutures are presented in one and two dozen boxes.

SYMBOLS USED ON THE LABELS

In order to adequate knot security requires the p
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 may be associated with localized irritation.
Subcuticular sutures should be placed as deeply as possible
in order to minimize the erythema and induration normally
associated with absorption.

Acceptable surgical practice should be followed with respect to
drainage and closure of infected wounds.

In order to prevent damaging needle points and swage areas,
the needle should be grasped on its flattened area which is one-
third (1/3) to one-half (1/2) of the distance from the swaged
area of the needle. Reshaping needle may result in loss of
strength of the needles and may result in less resistance of the
needle to bending and breaking. To prevent inadvertent needle
sticks, users should pay attention when handling surgical
needles. Discard used needles and PDO Plus surgical suture in
“sharps" container.

Do not use expired products.

ADVERSE REACTIONS

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

Adverse effects 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 suffering
from conditions which may delay wound healing, infection,
minimal acute inflammatory tissue reaction, localized irritation
when skin sutures are left in place for greater than 7 days,
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 blood borne pathogens.

CE Symbol and identification number of
c the notified body. The product satisfies the
—— Essential Requirements of directive 93/42/
1014 EEC on medical devices.
“ — = Manufacturer
ﬂ —»  Date of manufacture (Year/Month)
g — = Useby expiration date (Year/Month)

Lot Number

Product Code

EO : Sterilization Method - Ethylene Oxide

N
D}] —~ Consultinstuctions for use
e
/.T . Keepaway from sunlight
0
T — »  Protect from humidity
2

— = Storebetween: 5°C - 25°C
® .+ singleuse
@ — = Donot resterilize
@ ——»  Donotuse if package is damaged
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