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GLIKOSORB

Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures
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GLIKOSORB

Corahi, Polgiclc Ast

Emilebiii PGA Sit

Senlot, Mltiiaman, Orgd, Undyecvilt

GLIKOSORB glikolik asidin homopolimerinden olusan sentetik, steril, emilebilir
cerrahi poliglikolik_asit (PGA) ipliktir. Poliglikolik asidin ampirik formils
(-0-CH,-CO-0-CH,-CO-)n sekiindedir. GLIKOSORB kaplama maizemesi kalsiyum
stearat (C.H,.0.Ca) ve polikaprolakton (C(H‘(O:)n kangmindan olusur
GLIKOSORE iplik ve kaplama maddesi inert, kolajen yapida olmayan, antienik ve
ok omayan maisomedi Dekada ot Gororeblg Sagiamar lon mor
rengine boyanmisir(DAC Ve No.2C.. 480725/ Solvent Vice 3)

KULLANIMAL

GLIKOSORB \pl\k‘ oftalmik uygulamalarin da dahil oldugu genel yumusak doku
kapamas velveya baglanmasinda kullanili, Kalp-damar ve sinirsel dokularda
kullaniimaz. GLIKOSORB iplik tek kullanimiiktr

ETKILERI
Cerrahi

hafif bir sekilde akut odrked

direni I Istem dist igne Kaginmak igin
kullanicilarin cerrahi igne kullanirken dikiatli olmalan gerekir. PGA iplikler, kullanim
Karakieristigini arturmak igin cerrahi sartiara ve cerrahin tecribesine bagi olarak
garanti altina alinan kabul gormils diz ve kare digim teknikleri ile beraber ilave
digimler gerekirr.

imha ediniz.
Kullanilan igneleri *kesici alet” kaplarina atiniz.

YANETKILER

Bu cihazin kulanimina bagh yan etkiler; yaranin agimasi, sisme, geriime ya da
genislemenin olustugu_bolgelerin kapatimasinda yeterli yara  desteginin
saglanamamas, yasli, yanlis beslenen ya da asin zayif hastalarda ya da yara
iyilesmesinin_gecikmesinden dolay! rahatsizlik_ceken hastalarda yeterli yara
desteqini saglanamarmas., enfeksiyon, minmal akit doku yangi reaksiyonu, i
ciltizerinde 7 fazl if
K ki oo dokda igan ot ve ol Geckime ueun sl 1t
cozelieri ile temasta iriner sistemde ve safrada tortu (tas) olusumu ve yaradaki
gecici bdlgesel tahrisi igermekiedir

enimi garcakiesi HIGrolz scnuconda s ve karbandiokat moydana ool vo vicul
disia st Kl keyoi tskiben bopme mukavemetmm ‘azalmasi ile emilim baslar.
inal

yak\aw\ 7 minaiags cder USF &0 v i BUVOK Sanar Gguned hatada
orijinal gerilme mukavemetierinin yaklasik %50 sini, USP 7-0 ve daha kigk olanlar
ise orjinal gerilme mukavemetlerinin yaklasik %40 ini korurlar. Implantasyondan
sonra orijinal geriime mukavemetlerinin tamamini dordincii ve besinci haftalarda
kaybeder. 60-90 giin igerisinde ise tamani enilr

KULLANILMAMAS| GEREKEN YERLER
Emilebilir ip olmasindan dolay! uzun siireli doku destegi gereken kapanmalarda
Kalp-

UYARILAR

Yara aynimas: riski, uygulanan bolgeye ve kullanilan siitur malzemesine gore
degistiginden kullanicinin yara kapamas icin situru kullanmadan once emilebilen
oktoriar
hastalarda kullanilacak situru segmeden once in vivo performansi (ETKILERI
kisminin altinda) dikkate almalidir

Deride 7 giinden fazla alan ciltsiturlan boigesel tahrise sebep olabilir Bu durumda
siiturlar kesiimeliya da uzaklastinimalicir

cerrahin sagduyusuna gore yonlendirimektedir. Iplik disan atilabilecegi ve emilim
gecikebileced igin bu durum, emilebilir pliklerin zayif kan akiminin oldugu dokuda
kulaniminda g6z Gniinde bulunduruimalidir. Ipliklerin kordon, safra ya da driner
sistemdeki gibi mevout olan tuz gdzeltilri ile uzun sireli temasi tas olusumuna
sebebiyet verebilr Tekrar steril etmeyiniz. Agimis posetleri ve kullanimayan ipleri
imha ediniz.

Kontamine veya itihapli yaralarin tedavisi igin kabul edilen cerrahi uygulamalar
izlenmelidir

ONLEMLER

PGA ipligin veya diger tim cerrahi ipliklerin kullaniminda iplige ve igneye zarar
vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletierin kullanimina
bagl ezme veya garpmahatalarindan kagiminiz

dl ,baglant ucvo e oy
arasindaki 173)1le yarisi ( ineleri
yeniden sekilendimek. giiglerini kaybetmelerine ve bilkiime v kinimalara karsi

i i
‘GLIKOSORE iplikler drgild, boyanmis (mor) ve boyanmamis olarak U.S.P. 8/0 ve 6

GLIKOSORB iplkler bir iki veya ¢ diizinelik kutularda bulunmaktad.
GLIKOSORB plikler steril olarak arz edilr.
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GLIKOSORB Instruction for Use
Surgcal, Poygelc Acid

Absorbable PGA Sul

Synineti, Moliflamont,Braidod, UndyadNialt

D

To avoid damaging needle points and swage areas, grasp the needle i an area one-
third (1/3) to one-half (112) of the distance from the swaged end to the point.
Reshaping

and breaking. L

DESCRIPTION

GLIKOSORB Surgical Polyglycolic acid (PGA) suture; synthetic, sterile, absorbable,

is homopolymer of glycolic acid. The empirical formula of polyglycolic acid is

(-0-CH,-CO-0-CH,-CO-)n. GLIKOSORB is coated with the mixture of calcium

stearate (C,H,0,Ca) and polycaprolactone (C,H..0,)n.The suture and coating
it

PGA sutures, which are treated to enhance handiing characteristics requires the
accepted surgical technique of flat and square ties with additional throws as

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

(D&C VioletNo. 2 C.1. #60725/ Solvent Violet 13) to enhance visibility in tissue.

INDICATIONS
GLIKOSOR sutur s incicate for use n genars!softssue spproximtion ardior
ligation,

facility requirements. Discard used needles in “sharps” containers.

AADVERSE REACTIONS
Adverse effects associated with the use of the device include wound dehiscence,
felure to provide adquate wound support in lsure ofthe sies whero expansion

GLIKOSOI

ACTIONS
PGA suture elicits a minimal acute inflammatory reaction i tissue and ingrowth of
(brous conneclive tssue. Progressive loss of tensll strangth and eventusl
absor

stretching, or . failure in elderl

malnounshed o Gabiltaled pationts, o patients suering o condions which

 delay wound healing, infection, minimal acute inflammatory tissue reaction

localzed taton when Skih Sulres e e in lace fo aroater than 7 days, Suure
poor blood supply,

in urinary and biliary tracts when prolonged contact with salt solution such as urine

suengm nthe bocy. Afr hydrolysis ' executed from e body as carbon dioxide
followed by a loss of mass.

HOW SUPPLIED
IKO!

three weeks,
of the original e ongth (sreak Srongih Retonion BSR)  etaned o sizes
6-0 and larger and approximately 40% of its original tensile strength (Break Strength

(Break Strength Retention-BSR) is lost between four and five weeks post
implantation. In 60-80 daysitis totally absorbed.

CONTRAINDICATIONS
‘The sutures being absorbable should not be used where extended approximation of
tissue is required. The sutures should not be used for cardiovascular and
neurosurgical tissue.

WARNINGS
Users should be familiar with surgical procedures and techniques involving

SORE.
810 thru 6 (metric sizes 0.4 — 8) in a variety of lengths, with a variety of needles.
GLIKOSORB sutures are available in one, two and three dozen boxes. GLIKOSORB
suture s supplied sterile.

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

SYMBOLS USED ON LABELLING

O o s s

Do not reusel

e site of appl d Phy h
consider the i vivo performance (under ACTIONS section) when selecting a suture
forusein patients.

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

u

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

blood suppl;

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. Do not re-
teril

orinfected wounds.

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

Donotuselfpack ageis damaged Store below 25C
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GLIKOSORB
Chiriri, Ackl paygycoiaue
PGA absorbable Sul
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DESCRIPTION

GLIKOSORB Suture d'Acide Poliglycolique ; synthétique, stérile, absorbable, est un
homapolymere de facide gycoique. La formule empique de [acde olycoligue est
(o 0-). GLIKOSORB

Pour éviter d'endommager les points de Iaiguille et les zones de détampe, agrippez
Faiguille dans une zone tierce  (1/3) & une-demi (1/2) de la. distance de lexirémité
p I L

Le
4 la manipulation des aiguiles chirurgicales pour éviter les piqires daiguilles
accidentales. Les sutures PGA qui sont trailées pour augmenter les caractéristiques de
maniualon demandenta echvie chinrgcaleaccepié des poude drofs el criés
avec des. les
expener\cesducmmrg\en

(c. Nmo (o) o polycapriacions (G20, s utre o 1o il de revalement som
(D&C

La disposition des produits ccnlammas et non uiiisés est en conformité ave les
Jet ‘pour

o C i

INDICATIONS
La suture de GLIKOSORB etiou

EFFETS SECONDAIRES

pour lusage dans les tissus cardiovasculaires et neurologiques. La sulure de
GLIKOSORB est pour utiisation unique.

EFFICACITE
La suture PGA suscite une réaction inflammatoire aigue minimale dans le tissue et une
fioreux. Une force et une absorpii

force dans e
cops. Aprs ycrlyse, ol es rjtée du cops comme carboe dixyde f es

LAbsorption commen uro perto de forcs axtansitie suvio duna P
masse. La sutura 4o PGArétcant approxmativement los. 78% do aforce. exlens\b\e
s 50%
delaorce Fexionsile gl sont relence pour 65 USP. ‘6:0 o supéreure el anvron
Elle

Leseffets I
le mangue de soulen de ple pour les Zones de onfement, dexlension ou

oo e o o oo falocsarrvocton s rbacion mammetars sigoe
minimale irition ocele dan e cas o s sulure rese pius de 7 jours sur Ia peat,
Textrsion ds sutus e Fabsorpton atrdée, dans I tssus avec o fourure fails
sanguine, la formation de calcul dans les voies urinaires et biliaires lorsquil existe.
contact prolongé avec Ia salution do sel comme Ia bl durne of imiation locals
provisoire dans a zone de plaie.

COMMERCIALISATION

Les sutures GLIKOSORB sont disponibles en tresse, teintes ~ (violet) et sans couleur

dana ea cineracns de_ 8.0 by emenaen meirique 0.4 #) e une variid de
sutures GLIKO:

perd attalte do 52

60-90jours.
CONTRE-INDICATIONS
L

it T oSt

CONSERVATION

Protéger de fhumidit.
p:

L
cardiovasculaires et neurochirurgiques.

AVERTISSEMENTS
Les uilsateurs doivent ére familers avec les procédures ot fechniques chiurgicales
couvrant les

uiise. Les physmnens Eoont contccrer b porormanes n e (aoss 15 soston
EFFIC/

Le 7, une

Dans certains cas, notamment dans les procédures orthopédiques, limmobilisation du

jointpar|

Comme une exiusion de sulure ot une absorpion reardée peuvent survenir dans
il

T mmpm cetesiuation
anger, le contact

les solutions.

Tormalon do S N s e sbriacs Dt s Sachets oovers o0 sorrcs o
utsees.

Une praus chinrgicle scceplable dof e poursuive pout a geston des piales

contaminées ouinfectée:

PRECAUTIONS
Lors de la manipulation de PGA ou d'autres matériaux de suture, on doit étre attentif a
éviter drendommager la suture et laiguile. _Eviter les endommagements comme le

oule porte-aiguille.

SIGNES UTILISES POUR L'ETIQUETAGE

(S ———

wl Favcon

YYYY (] ot oo ot

Conserversous 25°C.

Protéger du solll

Qi

2 YYY Y-MMate diexpiration, Année - mois.
STERILE] Stérile EO: loxyde déthyléne é

Attntion, Vol ls instuctions
autsaton

Node sére
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