Kullanim Talimatlari

NEOLACT® - Steril PGLA (Polyglycolide-Co-L-Lactide) Cerrahi iplik

Tanim

NEOLACT® PGLA, %90 Glikolik Asit + %10 Laktik Asit'ten
yapilan steril, sentetik, 6rgiilii ve kaplamali bir emilebilir
cerrahi sittir malzemesidir. Kolayca ayirdedilebilmesi igin
FDA onayl Lila (D&C Violet No.2) renginde boyanmistir.
Non-antijenik ve non-pirojeniktir. NEOLACT® PGLA cok
yuksek dugumli ve dugumsiz baslangic mukavemet
degerine sahip olmasi yaninda, tutarli ve tahmin edilebilir
bir emilim profiline sahiptir. Oriilen lifler PGLA 37 (%30
Glikolik Asit + %70 Laktik Asit) ve Kalsiyum Stearat ile
kaplanmistir. Emilim karakteristikleri ve profili agisindan
sttiirle uyumlu olan bu kaplama, sttiire non-kapilerlik
ozelligi kazandirmasi yaninda, sutlriin digum atarken
tiftiklenme veya tilylenme olmadan saglam bir sekilde ve
kolayca kendi tizerinden kaymasini ve stitiirtin dokulardan
en az sirtiinme ile minimum travma olusturarak gegmesini
saglar. NEOLACT® PGLA tiim bu 6zellikleri yaninda minimum
paket hafizasi ve yumusakhigi ile mikemmel dugim
oturtma, yiksek dugim givenligi ve calisma kolayhig
saglamaktadir. NEOLACT® PGLA Avrupa Farmakopisi
(Pharm. EUR.) ve USP'nin (capin 6ngoriilen degerden cok az
kalin olmasi harig) tim gerekliliklerini karsilar.
Endikasyonlari

NEOLACT® PGLA'nin oftalmik cerrahi de dahil olmak tzere
orta dénem doku destegi gerektiren, genel yumusak doku
kapamalarinda ve/veya baglamalarinda kullanimi
endikedir. NEOLACT® PGLA genel kapamalar, oftalmik
cerrahi, ortopedi, jinekoloji (epizyotomi onarimi) ve
gastrointestinal sistem cerrahi mudahaleleri gibi alanlarda
kullanim igin uygundur. Kardiyovaskiler ve norolojik
cerrahi uygulamalari igin kullanimi uygun degildir,
kullanilmamalidir.

Etkileri

NEOLACT® PGLA siitir materyalinin kullanildidi dokularda
hafif bir enflamasyon reaksiyonu olusabilir ki bu yabanci bir

cisme karsi olusan tipik bir endojenik reaksiyondur. Zamanla
sutir materyali fibréz bag dokusundan olusan bir kapsiil
icine alinir. NEOLACT® PGLA, yara bélgesinde hicbir kalici
degisime yolagmadan hidroliz yoluyla metabolize edilerek
emilir. Emilim kitle kaybiyla baslayarak gerilim dayaniminin
azalmaslyla kendini gosterir. Sutlr, uygulama sonrasi 14.
giinde baslangic mukavemet degerinin yaklasik %75'ine, 21.
glinde ise yaklasik %50'sine sahiptir. Yaklasik 28 gtine kadar
doku destedi saglar. NEOLACT® PGLA'min tam emilimi
dokularin normal perfiizyonunda 56-70 giin arasinda
gerceklesir.

Kontrendikasyonlar

NEOLACT® PGLA, suitiir materyali tarafindan kuvvet/gerilim
altinda ve/veya uzun streli doku destegi gerektiren yara
kapamalarinda kontrendikedir (kardiyovaskiler ve
norolojik midaheleler gibi). Bu stitiir icerigine karsi allerjisi
oldugu bilinen hastalarda kullanilmamalidir.

Uyarilar

NEOLACT® PGLA tekrar sterilize edilmemelidir. Agiimis veya
zarar gormus paketler kullanilmamalidir! Kullanilmamis agik
paketler kullaniimamali, atilmaldir. Serin ve kuru bir
ortamda (10°C-30°C arasinda) saklanmalidir. Uzun siire asiri
sicak veya soguga, direkt glnes isinlarina maruz
birakilmamali, nemden korunmalidir. Sadece yetkin ve
yetkili bir doktor tarafindan veya onun emrinde /
gozetiminde kullanilmalidir.

Notlar / Dikkat edilmesi gereken hususlar

NEOLACT® PGLA siitiir materyalleri ile ¢alisirken, kullanilan
forseps ve igne tutucular gibi cerrahi aletlerin sutir
materyaline ezme, kink yapma vb. suretiyle zarar
vermemesi igin azami dikkat gosterilmelidir. Yaraagiimasi ve
benzeri diger olumsuz sonuglarla karsilagiimasi riski sittirtin
uygulandigi bolgeye, suitiir segimine ve kullanici yetkinligine
bagl olarak degisecedinden, kullanici NEOLACT® PGLA
sutur materyallerini kullanmadan 6nce vakaya uygun sttt

secimi ve cerrahi sutirleme teknigi konularinda yeterli
bilgiye sahip olmalidir. Kullanim alani igin genel kabul
gérmiis cerrahi prosedir ve tekniklere uygun olarak
kullaniimahdir. Ortopedik mudahaleler gibi bazi
durumlarda, cerrahin uygun gérmesi halinde eklemlerin dig
bir destekle sabitlenmesi yoluna gidilebilir. Kan dolasiminin
zayIf oldugu dokularda kullanilirken ge¢ emilim ve sttirin
doku tarafindan disari atilabilecegi goéz ontinde
bulundurulmalidir. Ciltte yedi giinden daha uzun siire kalan
stitlirler lokal tahrise sebep olabilir. Bu durumda dikis
alinmalidir. Kisa stirede iyilesmesi gereken yara ve kesilerde
de, gerekli siire gectikten sonra emilimin tamamlanmasi
beklenmeden dikis alinmalidir.

Yan Etkileri

Rapor edilmis yan etkileri ciltte hafif lokal irritasyon, hafif
doku enflamasyonu ve yara agilmasidir. Diger tim sitiir
materyallerinde oldugu gibi, ¢ozeltiler, idrar ve diski gibi
etkenlerle uzun sireli temas halinde tortu ve tas olusumu
gordlebilir.

Piyasayaarz sekli

NEOLACT® PGLA USP 8/0 (0.4 metrik) USP 2 (5 metrik) arasi
kalinliklarda, renkli (Lila) ve renksiz olarak, igneli ve ignesiz
formlarda, selefon kapli 12'lik kutular iginde yeralan ¢ift katl
birim ambalajlarda ve steril olarak piyasaya sunulmustur.
Etilen Oksit ile sterilize edilmistir. igneli formunda kullanilan
igneler 300 veya 400 serisi kaliteli paslanmaz celikten
Uretilmistir. Dokulardan etkin ve kolay gecis saglamak icin
igneler medikal dereceli silikonlakaplanmistir.
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Etiketlemede kullanilanisaret ve semboller

Etilen Oksit ile sterilize edilmistir
Lot numaras!

] Uretim tarii (A YYYY)

& son kullanma tarini (AA YYYY)

Q@ Tk kullanimiktir

A Dikkat! Ozel uyari ve dnlemleri kontrol ediniz
DII Kullanim talimatlarini okuyunuz

f Nemden koruyunuz, kuru ortamda saklayiniz
4;'7 Giines isinlarindan koruyunuz

@ Zarar gormus, acik ve yirtik tekli ambalajlari kullanmayiniz

£
Jf 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 icin)

Heavy (kalin) igne
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Instructions For Use

NEOLACT® - Sterile PGLA (Polyglycolide-Co-L-Lactide) Surgical Suture

Description

NEOLACT® PGLA, is a sterile, synthetic, braided and coated
surgical suture material made of 90% Glycolic Acid + 10%
Lactic Acid. It is dyed in FDA approved (D&C Violet No.2) to
make it easily distinguishable. It is non-antigenic and non-
pyrogenic. NEOLACT® PGLA has a reliable and predictable
absorption profile, as well as having very high initial tensile
and knot-pull strength. The braided threads are coated with
PGLA 37 (30% Glycolic Acid + 70% Lactic Acid) and Calcium
Stearate. This coating material, which is compatible with the
suture material in terms of its absorption characteristics and
profile, provides non-capillarity and enables the suture to
easily and reliably glide without damaging itself while tying
knots. It also provides smooth passage through tissues with
minimal resistance, thereby inflicting minimal trauma on
tissues. Furthermore, NEOLACT® PGLA's minimal pack
memory and extra smoothness provides excellent knot
placement and tie-down, high knot safety and perfect
handling. NEOLACT® PGLA meets all requirements of the
European Pharmacopoeia (EP - Pharm. Eur.) and the United
States Pharmacopoeia (USP), except for diameter, which is
slightly thicker than the required value.

Indications

NEOLACT® PGLA is indicated for use in general soft tissue
approximation and/or ligation, where middle term wound
support is required. NEOLACT® PGLA is suitable for use in
applications like general wound closures, ophthalmic
surgery, orthopedics, gynecology (episiotomy repair) and
gastrointestinal tract surgery. It's not intended for use in
cardiovascular or neurological surgery and thus should not
be used in those procedures.

Mode of Action

NEOLACT® PGLA elicits a minimal inflammatory reaction in
tissues where it is used, which is a typical endogenous
reaction against a foreign substance. As time passes, the
suture material is encapsulated in fibrous connective tissue.

NEOLACT® PGLA is broken down by hydrolysis and is
completely absorbed by metabolization, without causing
any permanent changes to the wound site. Absorption
begins with loss of mass which is followed by a loss of tensile
strength. NEOLACT® PGLA retains approximately 75% of its
initial tensile strength on 14" day of its application and has
approximately 50% of its initial tensile strength on day 21. It
provides wound support for up to 28 days. In normal
perfusion of tissues, NEOLACT® PGLA's absorption is
essentially completed between 56-70 days.
Contraindications

NEOLACT® PGLA is contraindicated for use in cases where
prolonged wound support by the suture material is required
(like cardiovascular surgery and neurosurgery). NEOLACT®
PGLA should not be used in patients with known sensitivities
andallergies toits components.

Warnings

NEOLACT® PGLA should not be resterilized. Opened or
damaged packages should not be used! Unused open packs
should be properly discarded. NEOLACT® PGLA should be
keptinacool 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 a
qualified 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 tissues that the sutures are applied, suitable
suture selection and user's qualification. NEOLACT® PGLA

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. Before applying
this suture in tissues with weak blood supply, it should be
considered that late absorption and suture extrusion may
occur. Sutures that remain longer than 7 days on skin can
cause local irritation and should be removed or snipped off.
In cases where quick healing of the wound is desired, the
sutures should be removed after the required period has
elapsed, without waiting for the absorption to be
completed.

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
suchasurineand bile can lead to lithiasis.

How supplied

NEOLACT® PGLA is available in sizes ranging from USP 80
(0.4 metric) to USP 2 (5 metric), colored (Violet) or undyed,
with or without needles and in shrink wrapped boxes of a
dozen of sterile, double layer unit packs. NEOLACT® PGLA is
sterilized with Ethylene Oxide. The needles used in its
needled form are made of high quality 300 or 400 series
stainless steel. To enable smooth passage through tissues,
the needles are coated with medical grade silicone.

NEOLACTE PGLA Instructions for Use = DD-A-18.04 = Revision: 9 = Revision Date: 05.04.2019

c € 2292

Symbols and signs used in labelling

STERILE Sterilized with Ethylene Oxide
Lot no

ﬂ Manufacturing date (MM YYYY)

& Expiry date (MM YYYY)

@ For single use only

A Caution! Check for specific warnings or precautions
DII Consult instructions for use

T Keep dry and away from moisture

7 Keep away from sunlight

@ Do not use damaged, open or torn single packs

30c
Jf Keep/store between 10°C-30°C
10

65%
m 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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