Kullanim Talimatlari

NEOPLENE® Ultra - Steril POLIPROPILEN Cerrahi iplik

Tanim

NEOPLENE® Ultra, polipropilenden uiretilmis steril, sentetik
ve monoflaman bir emilmeyen cerrahi stitiir malzemesidir.
Kolayca ayirdedilebilmesi i¢in Mavi ve Siyah renklerde
boyanmistir. NEOPLENE® Ultra monoflaman yapisi, ideal
mukavemeti ve kayganld, minimum paket hafizasi,
yumusakligi ve kontrollii uzama gibi &zellikleriyle kolay
dugum oturtma, yiksek dugum guvenligi ve calisma
kolayli§i saglamasi yaninda, dokulardan en az siirtinme ile
minimum travma olusturarak gegis saglar. NEOPLENE®
Ultra Avrupa Farmakopisi (Pharm. EUR.) ve USP'nin tim
gerekliliklerinikarsilar.

Endikasyonlari

NEOPLENE® Ultra'nin stirekli doku destegi, dolayisiyla
emilmeyen stttr kullanimi gerektiren genel yumusak doku
kapamalarinda kullanimi endikedir. NEOPLENE® Ultra
oftalmik cerrahi, ortopedi, cilt kapamalari, plastik cerrahi,
kardiyovaskiiler cerrahi ve beyin cerrahisi'nde kullanim igin
uygundur.

Etkileri

NEOPLENE® Ultra suittir materyalinin kullanildi§i dokularda
hafif bir enflamasyon reaksiyonu olusabilir ki bu yabanci bir
cisme karsi olusan tipik bir endojenik reaksiyondur.
NEOPLENE® Ultra viicutta hidroliz veya enzimler yoluyla
parcalanmaz, viicut enzimlerinin zayiflatic ve parcalayici
etkilerine karsi biyolojik olarak inerttir. Zamanla sttir
materyali fibréz bag dokusundan olusan bir kapsiil icine
alinir. NEOPLENE® Ultra monoflaman ve homojen yapisi
sebebiyle bakteri kolonizasyonuna karsi direnclidir, bu
sebeple enfekte veya kontamine yaralarda kullanmak igin
ideal stturdir. Dokularla etkilesiminin minimum olmasi
sebebiyle stttriin alinmasi gereken durumlarda kullanim
icin uygundur (cilt alti dikisleri gibi).

Kontrendikasyonlari

NEOPLENE® Ultra, polipropilene karsi alerjisi veya asiri
hassasiyeti olan kisilerde kullanim icin uygun degildir. Ciltte
yedi giinden daha uzun sure kalan stturler lokal tahrise
sebep olabilir. Bu durumda dikis alinmalidir. Bu suturiin
icerigine karsi allerjisi oldugu bilinen hastalarda
kullaniimamalidir.

Uyarilar

NEOPLENE® Ultra tekrar sterilize edilmemelidir. Acilmis
veya zarar goérmus paketler kullanilmamalidir!
Kullaniimamis acik paketler atilmalidir. Serin ve kuru bir
ortamda (10°C-30°C arasinda) saklanmalidir. Uzun siire asiri
sicak veya soguga maruz birakilmamali, direkt giines
1si§indan ve nemden korunmalidir. Sadece yetkin ve yetkili
bir doktor tarafindan veya onun emrinde / gézetiminde
kullaniimalidir.

Notlar / Dikkat edilmesi gereken hususlar

NEOPLENE® Ultra sutir materyalleri ile calisirken,
kullanilan forseps ve i§ne tutucular gibi cerrahi aletlerin
sutlir materyaline ezme, kink yapma vb. suretiyle zarar
vermemesi igin azami dikkat gosterilmelidir. Yara agiimasi
ve benzeri diger olumsuz sonuglarla karsilasilmasi riski
stttiriin uygulandigi bélgeye, stttr secimine ve kullanici
yetkinligine bagh olarak degiseceginden, kullanici
NEOPLENE® Ultra stttr materyallerini kullanmadan 6nce
vakaya uygun sutir secimi ve cerrahi siitiirleme teknigi
konularinda yeterli bilgiye sahip olmalidir. Kullanim alani
icin genel kabul gérmiis cerrahi prosedir ve tekniklere
uygun olarak kullaniimalidir. Ortopedik mudahaleler gibi
bazi durumlarda, cerrahin uygun gérmesi halinde
eklemlerin dis bir destekle sabitlenmesi yolunagidilebilir.

Yan Etkileri

NEOPLENE® Ultra yarada hafif lokal irritasyona ve
kullanildi§i dokularda hafif bir enflamasyon reaksiyonuna
yolacabilir, yara acilmasi gorulebilir. Diger tum sutir
materyallerinde oldugu gibi, ¢ozeltiler, idrar ve diski gibi
etkenlerle uzun sureli temas halinde tortu ve tas olusumu
gorulebilir. Yara bolgesinde agri, ddem ve kizarikliga
yolagabilir.

Piyasayaarz sekli

NEOPLENE® Ultra USP 10/0 (0.2 metrik) USP 2 (5 metrik)
aras! kalinliklarda, Mavi ve Siyah renklerde, igneli formda,
selefon kapl 12'lik kutular icinde yeralan cift kath birim
ambalajlarda ve steril olarak piyasaya sunulmustur. Etilen
Oksit ile sterilize edilmistir. Kullanilan igneler 300 veya 400
serisi kaliteli paslanmaz gelikten Gretilmistir. Dokulardan
etkin ve kolay gegis saglamak icin igneler medikal dereceli
silikonlakaplanmistir.
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Etiketlemede kullanilanisaret ve semboller

STERILE Etilen Oksit ile sterilize edilmistir
[tot] Lot numarasi
d Uretim tarihi (AA YYYY)

2 Son kullanma tarihi (AA YYYY)

Q@ Tekkullanimiktir

A Dikkat! Ozel uyari ve énlemleri kontrol ediniz
[:E] Kullanim talimatlarini okuyunuz

‘r Nemden koruyunuz, kuru ortamda saklayiniz
:{;'/1 Gunes isinlarindan koruyunuz

@ Zarar gormus, acik ve yirtik tekli ambalajlari kullanmayiniz

£
/ﬂ/ 10°C-30°C arasi sicakliktaki ortamda saklayiniz

10C

65%
% Maksimum %65 bagil nemli ortamda saklayiniz
0% =

Tekrar sterilize etmeyiniz
d Uretici

Loop formunda (Gift katlr) siittr

Mikron cinsinden igne kalinhigi
(mikrocerrahi igneleri igin)

Heavy (kalin) igne
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Instructions For Use

NEOPLENE® Ultra - Sterile POLYPROPYLENE Surgical Suture

Description

NEOPLENE® Ultra is a sterile, synthetic and monofilament
non-absorbable surgical suture material made of
polypropylene. It is dyed in blue or black to make it easily
distinguishable. NEOPLENE® Ultra's monofilament
structure, ideal tensile strength, smooth and slippery
surface, minimal pack memory, extra smoothness and
controlled linear elongation provides excellent knot
placement and tie-down, high knot safety and perfect
handling, as well as providing smooth passage through
tissues with minimum resistance, thereby inflicting
minimal trauma on tissues. NEOPLENE® Ultra meets all
requirements of the European Pharmacopoeia (EP -
Pharm. Eur.) and the United States Pharmacopoeia (USP).

Indications

NEOPLENE® Ultra is indicated for use in general soft tissue
approximation and/or ligation, where long term wound
support - and therefore use of non-absorbable sutures - is
required. NEOPLENE® Ultra is particularly suitable for use
in opthalmic surgery, orthopedics, general skin closures,
plastics surgery, cardiovascular surgery and neurological
surgery.

Mode of Action

NEOPLENE Ultra elicits a minimal inflammatory reaction in
tissues where it is used, which is a typical endogenous
reaction against a foreign substance. NEOPLENE® Ultra
cannot be broken down by enzymes or hydrolysis in-vivo,
it's bioloically inert against degradatory and weakening
effects of enzymes. As time passes, the suture material is
encapsulated in fibrous connective tissue. Due to its
monofilament and homogenous structure, NEOPLENE®
Ultra is resistant to bacterial colonization so it is the ideal
suture for use in contaminated or infected wounds. Having
minimal interaction with tissues, it is useful as a pull-out
suture (eg. subcuticular closure)

Contraindications

NEOPLENE® Ultrais contraindicated for use in patients who
are known to be highly sensitive or allergic to
polypropylene. Sutures that remain longer than 7 days on
skin can cause local irritation and should be removed or
snipped off. NEOPLENE® Ultra should not be used in
patients with known sensitivities and allergies to its
components.

Warnings

NEOPLENE® Ultra should not be resterilized. Opened or
damaged packages should not be used! Unused open packs
should be properly discarded. NEOPLENE® Ultra should be
kept in a cool and dry place (between 10°C-30°C), away
from humidity and/or direct sunlight. Prolonged exposure
of suture packs to extreme temperatures should be
avoided. Should only be used by or under the order /
supervision of aqualified medical doctor.
Notes/Precautions

While handling this suture material, extreme care should
be taken to avoid damaging the suture thread by crushing,
kinking and/or crimping it with surgical instruments such as
forceps, needle holders, tweezers etc. Users should
possess adequate knowledge on appropriate suture
selection and suturing techniques, as the risk of
experiencing wound dehiscence and other similar negative
outcomes will vary with factors like site of application,
suitable suture selection and user's qualification.
NEOPLENE® Ultra should be used in accordance with the
generally accepted surgical practices and techniques of its
application domain. In certain cases, notably orthopedic
procedures, immobilization of joints by external support
may be employed at the discretion of the surgeon.

Adverse effects

Reported adverse effects include slight local irritation on
the skin, slight tissue inflammation and wound dehiscence.
Like all other suture materials, prolonged contact with
factors like urine and bile can lead to lithiasis. It may cause
mild pain, edema and erythemaat the wound site.

Howsupplied

NEOPLENE® Ultra is available in sizes ranging from USP 10/0
(0.2 metric) to USP 2 (5 metric), colored in Blue or Black, in
needled form and in shrink wrapped boxes of a dozen of
sterile, double layer unit packs. NEOPLENE® Ultra is
sterilized with ethylene oxide. The needles are made of
high quality 300 or 400 series stainless steel. To enable
smooth passage through tissues, the needles are coated
with medical gradesilicone.
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Symbols and signs used in labelling

STERILE Sterilized with Ethylene Oxide
Lot no

d Manufacturing date (MM YYYY)

& Expiry date (MM YYYY)

@ For single use only

A Caution! Check for specific warnings or precautions
[:E] Consult instructions for use

‘r Keep dry and away from moisture

2/1 Keep away from sunlight

@ Do not use damaged, open or torn single packs

30c
/ﬂ/ Keep/store between 10°C-30°C
10¢

85%
% Keep/store below 65% relative humidity
0%~

Do not resterilize
d Manufacturer

Suture in loop form (double thread)

Needle thickness in microns
(for microsurgery needles)

Heavy (thick) needle
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