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Corahi Pogiclc Ast

Emilebiir PGA Sit
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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 malzemesi kalsiyum
sioarst (CH.0.Ca) ve polikaprolakion (CHOn karigimindan alusur.
‘GLIKOSORS iplik ve kaplama maddesi inert, kolajen yapida olmayan, antienik ve
ik omayan maisomedi Dokada raat GorirebIic Sagiamar lon mor
rengine boyanmistir D&C Violet No.2 C.I. #60725/ Solvent Violet 13)

KULLANIMAL

GLIKOSORS iplk, oftalmik uygulamalarin da dahil oldugu genel yumusak doku
kapamasi velveya inda kullanilr, Kelp-damar ve sinirsel dokularda
kullaniimaz. GLIKOSORB iplik tek kullanmiiktr

ETKILERI

Cerrahi P volirtz

hafif bir sekilde akut

direni I Istem dist igne kaginmak igin
kullanicilarin cerrahi igne kullanirken dikiatli olmalari gerekir. PGA iplikler, kullanim
Karakteristigini arttirmak igin cerrahi sarllara ve Gerrahin tecriibesine bagh 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 kullanimina bagl yan etiiler; yaranin agimasi, sisme, geriime ya da
genislemenin olustugu bolgelerin kapatiimasinda yeterli yara desteginin
saglanamarmasi, yasli, yaniis beslenen ya da asin zayf hastalarda ya da yara
iyilesmesinin_gecikmesinden dolay! rahatsizlik_eken hastalarda yeterli yara
desteginin saglanamamasi, enfeksiyon, minimal akut doku yang reaksiyonu, ipligin
it izerinde 7 fazla kalmas: durumunda pliklerin zayif
kan akiminin oldugu dokuda disan atimas: ve emiimin gecikmesi, uzun sireli tuz
cozeltieri ile temasta riner sistemde ve safrada tortu (tas) olusumu ve yaradaki
gecici bdlgesel tahrisi igermekledir

enimi garcakiesi HIGrolg scnuconda s ve karbandiokalt moydana ool vo vicul
disia st Kl keyoi tskibenkopms mukavemeﬂnm ‘azalmasi ile emilim baslar.
inal

yak\aw 7 mnaiags cder USF &0 v DOk lanir lgdnct hflsca
arijinal gerilme mukavemetierinin yaklasik %50 sini, USP 7-0 ve daha kick olanlar
o0 orinal gerime makavemationmin yakiagk 540 m oruar. mplamasyondan
sonra orijinal gerime mukavemetlerinin tamamini dordincii ve besinci haftalarda
kaybeder. 60-90 giin igerisinde ise tamani el

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

UYARILAR
Yara aynimasi riski, uygulanan bolgeye ve kullanilan siitur malzemesine gore
degistiginden kullanicinin yara kapamas icin situru kullanmadan once emilebilen
oktoriar
hastalarda kullanilacak sturu segmeden once in vivo performansi (ETKILERI
kisminin altinda) dikkate almalidir
Deride 7 giinden fazla kalan 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 ipliklerin zayif kan akiminin oldugu dokuda
kulaniminda goz Gniinde bulunduruimalidir. Ipliklerin kordon, safra ya da driner
sistemdeki gibi mevaut olan tuz gdzeltileri ile uzun sireli temasi tas olusumuna
sebebiyet verebilir Tekrar steril etmeyiniz. Agilmis posetleri ve kullaniimayan 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 kagimiiz

or gl ,Saglant ucu ve e vy
arasindaki 1/3) le yarisi neleri
yeniden sekillendimek, giiglerini kaybetmelerine ve biikiilme ve kinimalara kars
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‘GLIKOSORE iplikler drgild, boyanmis (mor) ve boyanmamis olarak U.S.P. 8/0 ve 6

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

Absorbable PGA Sul

Synineti, Moliflamont,Braided, UndyodNiolt

D

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

and breaking.

DESCRIPTION

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

i 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
i

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 sutu s incicate for use i genarsl sot ssue approximation andior
ligation,

GLIKOSOI

ACTIONS
PGA suture elicits a minimal acute inflammatory reaction i tissue and ingrowth of

mmus conneclyve tssue. Prograssive loss of tensll strangth and eventusl
absor

facilityrequirements. Discard used needles in “sharps” containers.

ADVERSE REACTIONS
Adverse effects associated with the use of the device include wound dehiscence,
failure to provide adequate wound support in closure of the sites where expansion,
stretching, o distension occur, failure to provide adequate wound support in elderly,
malnourished or debilitated patients, or in patients suffering from conditions which

ay delay wound healing, infection, minimal acute inflammatory tissue reaction
localized irritation when skin sutures are left in place for greater than 7 days, suture

poor blood supply,

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

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

HOW SUPPLIED

tthree weeks,
of the original ol ongth (reak Srangin 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.

CCONTRAINDICATIONS
‘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

e site of application and Phy hould

GLIKOSOR
800 thru 6 (msmc 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 humiity. Do not use
after expiry date.

SYMBOLS USED ON LABELLING

Do not reusel

O o s s

y
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 paygcolaue
PGA absorbable Sut
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DESCRIPTION

GLIKOSORB Suture dAcide Poliglycolique ; synthétique, stérile, absorbable, est u
homapolymers de facde gicolque. La formule empinque de facde glyclue es\
(o 0-). GLIKOSORB

Pour éviter d'endommager les points de laiguille et les zones de détampe, agrippez
raiguille dans une zone tierce  (1/3) & une-demi (1/2) de la._ distance de lexirémité
Pt h

Le
a Ia manipulation des aigulles chirurgicales pour éviter les piqures daiguilles
accidentales. Les sutures PGA qui sont tralées pour augmenter les caractéristiques de
maniualon demandenta echniqu chinrgaleaccepié des poaude drofs ol cariés
avec des. les
otnamcesdrerargen

(c./ N 5.0 ot poiaprilacons (G100 Lo auurs 1o matérs!de revbloment sont
(D&C

La disposition des produits contaminés et non utiisés est en conformité avec les
Jeter it ‘pour

o e ) pour

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 sulure PGA suscite une réaction inflammatoire aigue minimale dans le tissue et une
fibreux. Une force et une absorpi

force dans e
ops. Aprs ycrlyse, ol es rjtée du cope comme carbane dioyde el eau.

L‘Absorption commen ot de for extansble suivie dune pets o
masse: La sutura do. PGArétcent approximaivement los. 78% do i force extansible

. environ les 50%

dolaforce ¢ les USP

Leseffets I
lo marue de soulen do plie pourles sones do confement dexensen ou
de plaie pou

oo S o o oo falocsarocton s riachon mammetars igoe
minimale, liritation locale dans e cas ol la suture reste plus de 7 jours sur la peau,
Textrsion ds sutus e Fabsorpton etrdée, dans I tssus avc e fourure fibls
sanguine, la formation de calcul dans les voies urinaires et biliaires lorsquil existe.
conthct prolongé avec Ia saltion do 56l comm Ia bl durne of imiation locals
provisoire dans a zone de plaie.

COMMERCIALISATION
Les sutures GLIKOSORB tesce, taiien

dans les dimensions de 80 ot (mmenmn mélrique 0.4 - §) dans une o
Suturos GLIK

les. Elle
perd a totalité de sa

60-90jours.
CONTRE-INDICATIONS
L

it yd oSt

CONSERVATION

Protéger de Mhumidit.
I

L
cardiovasculaires et neurochirurgiques.

AVERTISSEMENTS

Les utisaturs doivent i familers avec los procédures ot techniques chirurgicales

couvrant les su Iaie, car e risque.
otle matril do suure

uiisé. Les physmnens Coont contccrer o porormanes n e (aoss 15 soetn

EFFI

Le 7, une

Dans certains cas, notamment dans les procédures onthopédiques, immabilisation du

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

Tosrenron mmpm cotosituaton
-anger, le contact

les solutions.

ormlion o e e pas re-stériliser. Deétruire les sachets ouverls et les sutures non
utiisées.

Une praiue chirgcale acceptable doit tre pouruiie pour Ia geston des plaies

contaminées ou nfectée:

PRECAUTIONS
Lors de la manipulation de PGA ou dautres matériaux de suture, on doit étre attentif &
éviter drendommager la suture et aiguile. _Eviter les endommagements comme le

oule porte-aiguille.

SIGNES UTILISES POUR L'ETIQUETAGE
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