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Instructions to Use
o4 GLIKOLAK PLUS

90 % glycolide and 10 % L-lactide (PGL) Suture
SYNTHETIC, ABSORBABLE, MULTIFLAMENT, USP/EP

DESCRIPTION
GLIKOLAK PLUS I flexibl d
composed of a copolymer synthesized from 90% glycolide and 10 % L-lactide (derived from
glycolic and lactic acids). The empirical formula of the conohymer s (C2H202)m(C3H402)n.
fibr by braiding.
GLIKOLAK PLUS suture is prepared by Goating suture material with a mixture composed of
equal parts calcium stearate (C36H7004Ca) and 30% glycolide and 70% lactide
((C2H202)m(C3H402)n where m:n=3:7). When GLIKOLAK PLUS suture is introduced intoa
living organism it is absorbed by that organism cause no undue tissue iritation. Copolymer
and the coating with calcium stearate have been found to be and

As GLIKOLAK PLUS is an absorbable suture material, the use of supplemental non-
should b by the surgeon in the closure of the sites which may
stretching, or orwhich may req

Do not re-sterilize. Discard open packages and unused sutures.

Acceptable surgical practice should be followed for the management of contaminated or

infected wounds.

PRECAUTIONS

Skin sutures which must remain in place longer than 7 days may cause localized iritation and

should be snipped off or removed. Under some circumstances, notably orthopaedic

procedures, immobilization of joints by external support may be employed at the discretion of

the surgeon.

Consideration should be taken in the use of absorbable sutures in tissues with poor blood

supply, delayed

In handling GLIKOLAK PLUS or any other suture materials, care should be taken to avoid

damage to needle and suture. Avoid crushing or crimping damage due to application of

surgical forceps or h

elicitonly amild tissue reaction during absorption.
GLIKOLAK PLUS suture provides an antibacterial effect by means of a broad spectrum
antibacterial agent Chlorhexidine Diacetate (CHA) content no more than 60 pg/m. GLIKOLAK
PLUS suture has been presented in USP 5/0 to 2 (metric sizes 1 and 5) gauge sizes in a
variety of lengths from 15 cm to 500 cm, as non-needled or attached to stainless steel needles
of varying types and sizes. The suture is colored with violet (D&C Violet No. 2 C.1. # 60725,
FDA Part 74.3602 / Solvent Violet 13) to enhance visibility in tissue. The suture is also
available in the undyed (natural, beige) form.

GLIKOLAK PLUS suture meets United States (U.S.P) requi as

g 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.

GLIKOLAK PLUS suture, which are treated to enhance handling characteristics requires the

accepted surgical technique of flat and square ties with additional throws as warranted by
. d th

o
Avoid prolonged exposure to elevated temperatures.
Dispose of contaminated and unused products are in accordance with local and facility

described in the U.S.P. “Monograph for Absorbable Surgical Sutures’ and European
Pharmacopoeia (E.P.) requirements as described in the E.P. “Monograph for Sutures, Sterile
Synthetic Absorbable Braided; 01/2008:0667" with the exception of an occasional slight
oversize insome gauges.

INDICATIONS

GLIKOLAK PLUS suture is indicated for use in general soft tissue approximation and/or
ligation, but not for
ACTIONS
GLIKOLAK PLUS suture elicits a minimal acute inflammatory reaction in tissue and ingrowth
of fibrous connective tissue. Progressive loss of tensile strength and eventual absorption of
suture occurs by means of hydrolysis gradually and decrease the strength in the body. After
hydrolysis it is executed from the body as carbon dioxide and water. Absorption begins as a
loss of tensile strength followed by a loss of mass.

Animal and in-vitro hydrolysis studies indicate that GLIKOLAK PLUS suture retains
approximately 75% of the original tensile strength (Break Strength Retention-BSR) at two
weeks post implantation. This suture provides tissue supporting during 21-28 days and suture
absorption is essentially complete between 55 and 70 days.

‘Approximate % Orginal Strength
Remaining (%Break Strength
Days Implantation %BSR)
GLIKOLAK PLUS

14 Days 75%

22 Days 50%
GLIKOLAK PLUS suture has been shown to inhibit microbial adherence and colonization of
the suture by E.coli, Klebsiella aureus,

epidermidis and their Methicillin resistant strains using in-vitro and in-vivo studies.

CONTRAINDICATIONS

This suture, being absorbable, should not be used where extended approximation of tissue is

required. GLIKOLAK PLUS suture should not be used in patients with known allergic

reactions to Chlorhexidine Diacetate (CHA).

WARNINGS

Users should be familiar with surgical and iques involving

sutures before employing for wound closure, as risk of wound dehiscence may vary with the

site of application and the suture material used. Physicians should consider the in vivo
(underACTIONS use n patients.

The use of this suture may be inappropriate in elderly malnourished or debilitated patients, or

in patien delay

As with any foreign body, prolonged contact of any suture with salt solutions, such as those

found in the urinary or biliary tracts may resultin calculus formation.

The use of GLIKOLAK PLUS does not substitute normal observance of hygiene and/or

otherwise needed antibiotic treatment.

Discard used needles in “sharps” containers.
ADVERSE REACTIONS

Adverse reactions associates with the use of GLIKOLAK PLUS suture include transitory local
irritation at the wound site, acute inflammatory tissue reaction, erythema and induration during
the absorption process of subcuticular sutures. Like all foreign bodies GLIKOLAK PLUS may
potentiate an existing infection.

HOW SUPPLIED

GLIKOLAK PLUS suture is available sterile, as braided dyed (violet) and undyed (natural)
strands in sizes 5/0to 2 (metric sizes 1-5) in a variety of lengths, as non-needled or attached to
stainless steel needles of varying types and sizes. Suture is available one, two and three
dozen nboxes. GLIKOLAK PLUS suture s for single use only.

STORAGE

Store below 25 °C and keep away from sunlight. Protect from humidity. Do not use after expiry
date.

SYMBOLS USED ON LABELLING

@ Do not resterilize
@ Do not use if package is damaged

Dyed Absorbable, Braided, Coated

D) Undyed Absorbabe, Braided,
Coa

Catalogue Number

¢
u Manufacturer Store below 25°C
e
=i
YYYY il’{ Date of Manufacture, Year ,/.i\ Keep away from sunlight

2 YYYY-MM Expiry Date, Year-Month

Protect from humidity

STERILEJEO] sterile EO: Ethylene oxide @ Recyciable pack

Batch Number Attention, See instruction for use

IfU-GLP-rev-05-19-01-2023 Issue date: 11.09.2012

“EASSI(The European Association of Surgical Suture Industry) has developed a system of symbols which is designed to describe various suture product characteristics in an intuitive, pictorial manner.
The use of symbols is permitted by the Medical Device Directive (MDD 93/42/EEC) and enables companies to provide information to the customer without having to provide multingual translations.”
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® Mode d'emploi
GLIKOLAK PLUS
Fil chirurgical % 90 Glicolite ve % 10 L-lactide (PGL)
FIL CHIRURGICAL SYNTHETIQUE, RESORBABLE, MULTIFILAMENT, USP/EP

DESCRIPTION
Lasuture de GLIKOLAK PLUS estune suture synthétique absorbable stérile chirurgicale étantune
¢ 10 % L-lactide (dérivé d

zones montrant une dilatation, un étirement ou distension ou qui peut demander un support
additionnel.
teril 6 s fi i

Des pracllques chirurgiques acceptables doivent étre suivies pour la gestion des plaies contaminées et

féctée:
PRECAUTIONS
tures de la peau qui

rester en place plus de 7 tcauser doi

éd
onnupemques immobilisation des joints by un support externe peut étre employé & la discrétion du
chirurgien.

c

I'acide glycolique et les acides lactiques). La formule empirique du
(C2H202)m(C3H402)n. La suture de multi-flament consiste aux fibres élémentaires qui sont
assemblés partressage.

La suture GLIKOLAK PLUS est préparée en revétant le matériel de suture avec un mélange
compose des parts égaux de calcium stéarate (C36H7004Ca) et 30% de glycolide et 70% de lactide
((C2H202)m(C3H402)n o m:n=3:7). Lorsque la suture de GLIKOLAK PLUS

sang i é
Lors de la manipulation du GLIKOLAK PLUS ou dautres matériaux de suture, on doit étre attentif a
éviter dendommagera sulure et aiguille. Eviterles endommagements comme 6 broyage etle serrage

Pour éviter les points de faiguille ot es zones de d'stampe, agrippez faiguille dans une

organisme vivant il est absorbé par cet organisme causant une Iégére imitation de tissu. Le

Copolymére et le revétement avec le calcium stéarate ont été trouvés étre non antigens, non
eulement faible ré " tion..

GLIKOLAK PLUS assure un effet antibactériel grace au contenu de Chiorhexidine Diacétate (CHA)

zonetierce (1 (1/2)dela ncée a la pointe. Le remodelage des
sigulles peut eurcauser une pertede foroo e rendre molns résistanies 4 a flexon oL 2 upture,
éviter les piqares

d'augmues accidentales.
Les sutures GLIKOLAK PLUS qui sont traitées pour augmenter les caractéristiques de manipulation

m.
La suture de GLIKOLAK PLUS a été présenté_en USP 8/0 a 2 (métrique 0.4 et 5) di de
jauge dans une variété de longueurs entre 15-500 cm , comme sans aiguilles ou attachés aux
ypes ef aries La suture est colorée en violet (D&C Violet

No.2C.1. #60725, FDA Part 74.3602 / Solvent Violet 13) por permettre la visibilté dans le tissu. La
i beige).

La suture de GLIKOLAK PLUS couvre les exigences de la Pharmacopée des Etats-Unis (US.P)
comme décrites dans le U.S.P pour Sutures C} et les
igences de a Pharmacapee Europeénne (£.P) comme décries dans o EP. “Monographe pour
Sutures, Stérilem sees ; " avec I'exception rare d'une
sur dimension faible dans certaines jauges.

INDICATIONS

Lasuture GLIKOLAK PLUS ligature du
tssu mou. Elle et pas wilsée dans les tssus cardiovascaleires et neurdiogiues y Incks les
applications ophtalmique:

EFFICACITE

La suture GLIKOLAK PLUS peut donner eu & une faib réacton dnflammaton dans e issu ot un
Ia suture PGCL diminue par I'hydrolyse
et son absorption se réalise. Aprés I hydrolyse il est rejeté du corps comme carbone dioxyde et eau
L'Absorption commence comme une perte de force de détachement poursuivi par une perte de
masse.

Les études dhydrolyse sur les animaux et in-vitro montrent que la suture GLIKOLAK PLUS retient
environ 75% de sa force de tension originale dans deux semaines aprés  limplantation. La suture
supporte le tissu pendant 21/28 jours et Iabsorption de la suture est essentiellement compléte entre
556t 70jours.

Le pourentage apraxmanl
t de I origi

Le jour d'i i restant
GLIKOLAK PLUS
14 Jours
22 Jours %50

En utilisant les travaux in-vitro et in-vivo on a démontré finhibation de la teneur microbiale et de la
colonisation des espéces résistantes de E.colis, Klebsiella pneumoniae, Staphylococcus aureus,
Mitisilin sur/ IKOLAK PLUS

CONTRE-INDICATIONS

Cette suture, étant absorbable, ne doit pas étre utilisée ol une approximation étendue du tissu est

demandée. La suture de GLOKOLAK PLUS ne doit pas étre utilisée chez les patients montrant une
cl HA).

AVERTISSEMENTS

Les ulisateurs doivent ere familers avec lo proosdures e technigues chirgicales couvrant los
mploi pour a f . carle de la plaie

peul varier avec la zone uappncauon et le matériel de sulure utlisé. Les physiciens doivent

considérer la performance in vivo (sous la section EFFICACITE) en choisissant la suture pour

Iutiisation chez les malades.

Lutilisation de cette suture peut étre non appropriée chez les patients agés mal nourris ou débilités

Comme avec tout corps étranger, le contact prolongé de toute suture avec les solutions de sel, telles
A srangsr, ' cof # p et o caleu

par
Eviter ' I
Disposer les produits contaminés et les produits non utiizes en conformité aux exigences locales.
Detrwe les aiguilles utilisées dans des conteneurs “pointus”.

FETS SECONDAIRES

Les effets secondaires associés avec I'utilisation des sutures de GLIKOLAK PLUS couvrent une

iritation transitaire locale sur la zone de la plaie, la réaction inflammatoire aigue du tissu, Iérythéme et

Tinduration lors du processus d'absorption des sutures sous-cuticulaires. Comme tous les corps
g LAKPLL

COMMERCIALISATION

La suture de GLIKOLAK PLUS est disponible stérile, en tresss peinte (violet) et non peinte _(naturel)

dans les dimensions de 5/0 to 2 (métriques 1-5) en Une variété e longueurs, comme sans aiguilles et

attachés aux aiguilles en acier inoxydable dans des types et dimensions varies. La suture est disponible

dans des boites de une, deux, trois douzaines. La suture de GLIKOLAK PLUS est pour utilisation

unique.
CONSERVATION

dan: d de25°C.
Protéger de [humidité.

SIGNES UTILISES POUR L'ETIQUETAGE

@ Pour utiisation unique
Ne pas stériliser & nouveau
pi RLG) Sans peinture, absorbable,

tresse, revétu

@ Ne pas utiliser si l'emballage est endommagé Numéro de catalogue
) e
d Fabricant Conserver sous 25°C

.
YYYY &] Date de production, Année //TY

Avec peinture, absorbable,
tresse, revétu

Protéger du soleil

2 YYYY-MMDate deexpiration, Année - mois
Conserver dans un lieu sec

Lutilisation du GLIKOLAK PLUS ne tient pas la place de la - d

traitement d'antibiotique en cas nécessaire.

La suture GLIKOLAK PLUS étant une suture absorbable matériel de suture absorbable, lusage des
! p P érep

Attention, Voir les instructions
dutiisation

STERILE| EO| stérile EO: loxyde déthyléne @ Emballage recyclable

No de série

1fU-( GLP -rev-05- 19 01 -2023 Issue date: 11.09.2012
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les Dispositifs Médicaux (Medical Bovis Birecie) (MDD 93/42/55(:; permis 4 utiiser le symbole et il permet les informations aux utlisateurs des fabricants sans obliger  traduire en plusieurs langues.
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Kullanma Talimati
GLIKOLAK PLUS
%90 glikolid ve % 10 L-lactid (PGLA) Cerrahi Iplik
SENTETIK, EMILEBILIR, ORGULU, USP/EP

D

ONLEMLER

Ciltte 7giinden fazla kalan dikisler lokal tahrise neden olabilir ve bu durumda dikisler kesilmeli
yada glkanimaldr: Baz1 kosullarda ozelide otopedi prosedirierds; cerrahin terciine bagi
olarak il

Zayif kan du\a§|m|nm oldugu dokularda dikis atma ve geg emilim olabileceginden, emilebilir

TANIM
GLIKOLAK PLUS siitur, %90 glikolid ve %10 L-laktid'ten (glikolik ve laktid asit tiirevi)
sentezlenen bir kopolimerden olusmus, esnek yapida, sentetik, emilebilr, steril cerrahi ipliktir.
Kopolimerin ampirik forml (C2H202)m(C3H4O2)n sekindedir. Multflaman situr, iberlerin
orilerek

GLIKOLAK PLUS siiturun kaplama malzemesi esit miktarda kanistirian kalsiyum
(C36H7004Ca) ve %30 glkolk lle 70 akid ((C2H202Im(C3H402)n formd

ipliklerin

GLIKOLAK PLUS veya diger siturlarin kullaniminda iplige ve igneye zarar vermekten
kaginilmalidir. Forseps veya igne tutucu gibi cerrahi aletlerin kullanimina bagl ezme veya
carpma hatalarindan kagininiz.

fgne uglarinin ve baglanti bsigesinin hasar gérmemesi igin, baglanti ucu ve igne ucu
arasindaki mesafenin tgte biri (1/3) ile yanisi (1/2) arasindaki kisimdan tutun. Igneleri yeniden
sekillendirmek, gclerini kaybetmelerine ve bukilme ve kinimalara karsi direnglerinin
azalmasina neden olabili. istem dis igne batmalarindan kaginmak icin kullanicilarin cerrahi

7)'den hazirlanmaktadir. GLIKOLAK PLUS situr, canli ]
emuemnr ve ain tahrige neden olmaz. Kopolimer ve kaplama maddesi Kalsiyum siterat,
yol agarlar.

igne 3
GLIKOLAK PLUS iplikler, kullanim karakteristigini arttirmak igin kabul gérmils diz ve kare
digum teknikler le cerrahi durum ve cerrahin deneyimine bagli olarak ilave dugtm teknikleri

GLIKOLAK PLUS 60ug/m'den fazla olmayan genis ajan
Klorhekzidin Diasetat (CHA) igerigi sayesinde antibakteriyel etki saglar. GLIKOLAK PLUS
cerrahi ipler USP 5/0 ve 2 (metrik 1-5) arasinda, 15-500cm araliginda degisik boylarda,
ignesiz veya cesitli tip ve boylarda paslanmaz gelik ignelere takili olarak mevcuttur.
GLIKOLAK PLUS situr gériinirligii artirmak igin mor (D&C Violet No. 2 C.I. #60725 , FDA
Part 74.3602 / Solvent Violet 13) rengine boyanmistir. Bununla birlikte renksiz olarak da
meveuttur (dogal, bej).

GLIKOLAK PLUS sttur Amerikan Farmakopesinde (U1.P) tanimianmis olan “Emicbi
Cerrahi Siturlar ve Avrupa

‘Steril Sentetik Emilebilen Orgili Siturlar Monogrami; 01/2008 0667"gerek\|hklenn| bazi
caplarda az miktarda bilyik olanlar harig olmak izere saglamaktadr.

KULLANIMALANI

GLIKOLAK PLUS situr genel yumusak doku kapanmas! velveya baglanmasinda kulanil
Oftalmik

ETKILERI

GLIKOLAK PLUS siitur, dokuda hafif akut yangi reaksiyonu ve fibréz bag doku olusumuna
neden olabilir. Hidrolizle kademeli emilim gergeklesir ve zamanla gerilme mukavemetinde
azalma meydana gelir. Hidrolizden sonra karbondioksit ve su seklinde viicuttan atilir. Emilim,
gerilme kuvvetinin azalmasi ile baslar ve bunu kiltle kaybi takip eder.

Hayvan ve in-vitro hidroliz galismalari GLIKOLAK PLUS siiturun implantasyondan 2 hafta
sonra orijinal gerilme kuvvetinin %75ini muhafaza ettigini gostermistir. En az 21-28giin doku
destegi saglayan bu siturlar 55-70 gin igerisinde tamamen emilmektedir.

Orijinal Mukavemetin Yaklasik
Implantasyon Giinii Kalan Yiizdesi
GLIKOLAK PLUS
14 Gin %75
22Gin %50

In-vitro ve in-vivo alismalari kullanilarak GLIKOLAK PLUS siitur tizerinde E.coli, Kiebsiella
ve Metisilin-direngli

tirlerinin mikrobiyal t

KULLANILMAMAS GEREKEN YERLER

Emilebilir ip olmasindan dolay uzun sireli doku kapanmasi gereken yerlerde

kulaniimamalidir. GLIKOLAK PLUS siitur Klorhekzidin diasetat (CHA) maddesine alerjik
ilinen hastalarda

UYARILAR
Yaranin agilma riski, uygulama bigesi ve kullanilan malzemeye gore degisebildigi icin
kullanicilar yara kapamast igin siituru cerrahiipliklerin
carrshiyBniom va tokniiors agina omalcrar. Doktodar hastlatds ulaniscak situr sagimi
yaparken KILERI"
Bu siturun kullanimi giigten au; , biinyesi zayif ve/veya yaraiyilesme cevabi yetersiz olan
yasli hastalarda uygun olmayabilir.
pliklerin safra ya da Griner sistemde bulunan tuz bzeltileri ile uzun sireli temasi tas
olusumuna neden olabilr.

GLIKOLAK PLUS kullanimi normal hilyen gozetiminin velveya gereken durumlarda
antibiyotik tedavinin yerini tutmaz.

GLIKOLAK PLUS emilebilir bir situr oldugundan; yayilmis, gerilmis, sismis ya da ilave
destek istenen yarali bolgelerin kapanmasinda ek olarak emilemeyen siturlarin da

Tekrar steril etmeyiniz. Agiimis posetleri ve kullaniimayan pleriimha ediniz.
Enfekte ve

yaralarda cerrahi

Yiksek un
Kontamine ve kul\am\maml; dranleri bolgesel ve tesis gereksinimlerine uygun olarak imha
ediniz

Kullanilan igneleri *kesici alet” kaplarina atiniz.

YAN ETKILERI

Bu cihazin kullanimina bagli yan etkililer; yara bsigesinde gegici tahris, akut doku yangi
reaksiyonu, kizariklik ve deri alti dikislerin emilimi sirasinda sertiesme seklindedir.
GLIKOLAK PLUS, biitiin yabanci maddeler gibi, mevcut bir enfeksiyonu artirabilir.
PIiYASAYA SUNUS SEKLI
GLIKOLAK PLUS silturlar steril, 8rgili, boyanmis (mor) ve boyanmaris (dogal), U.S.P. 5/0
Ve 2 etk 1.5) arauinda, dogisk boylarda, gegilp o ebatirda pasianmaz ceIK ignei veya
ignesiz olarak meveuttur.

Iplikler bi, ki veya g dazinelik kutularda bulunmaktadir.

GLIKOLAK PLUS siiturlar tek kullanimliktir.

DEPOLAMA

25°C'nin giines isigindan

Nemden koruyunuz

Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN iSRETLER

@ Tek kullanimiik
@ Tekrar steril etmeyiniz

@ Paket zarar gormisse kullanmayiniz Katalog numarasi

Boyall, Emilebil, Orgli,
Kaplamali

Boyasiz,Emilebilir, Orgi
Kaplamali
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Nemden koruyunuz

@ Geri donistimi paket

Dikkat, Kullanma kilavuzuna bakiniz
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“EASSI (Avrupa Cerrahi Situr Sanayi Birligi) gesill situr i

in karakteristiklerini sezgisel ve resimsel olarak
Dirokii (Modieal Dovice Directve) (MDD SIHZIEEC) izin vermekiedir ve gokla il toretmesine gerok kalmadan dretilerin

bir sistem Sembol
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