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Absorbable Surgical Sutures
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D GLIKOLAK Wallanma Taman

Corraht PolGlkol(00%)ko1aki( 10%)
Emilobilr P
Semoi i, Orgls, VislotUndyed

ONLEMLER
Ciltte 7ginden fazla kalan dikisler lokal tahrise neden olabilr ve bu durumda dikisler
kesimeli ya da gikanimalidir. Baz kosullarda ozelikle ortopedik prosedirlerde; cerrahin

Zayif kan dolagiminin oldugu dokularda dikis atma ve geg emilim olabileceginden,

TANIM
GLIKOLAKiiur, 10 Llakii'

bir kopolimerden olusmus. esnck yapida, sentelk, emilebil
Kapolmerin ampitk il (G0, n(CH0n selndedi:
rlerepitesirimes fomeydanagei:

GLIKOLAK siturun kapl e it mitarda kantrian ks sirat
(S211,0,Co) o 30 kol o 470 K0 (C OG0 ormlinde .7l
Rozrammantad. GLIKGUAK s, anh organzmnads klamiaconda smiobir vo g

rise neden olmaz. Kopolimer ve kaplama maddesi kalsiyum siterat, nonantienik,

steril cerrahi ikt
ultflaman situr, fiberlerin

GLIKOLAK cerahi pler USP 810 ve 2 (metk 0.05) rasinda, defisk boylarda, Gnesiz

veya cesilli tip ve boylarda paslanmaz celik ignelere takil olarak meveuttur:

i minan Ak i mor (GG Viek o, 5 C.1.4 60735 FDA Par 743803 |
g

be).

)8!
‘Siturlar Monogrami” gerekliiklerini ve Avrupa Farmakopesinde (E.P.) tanimianan ‘Steril
Sentetik Emilebilen Orgiili Siiturlar Monogram; 01/2008:0667gerekliiklerini, bazi

KULLANIMALANI
GLIKOLAK siltur oftaimik

ETKILERI

GLIKOLAK veya diger siturlarin kullaniminda ipiige ve igneye zarar vermekien

Kaginimalidrr. Forseps veya igne tutucu gibi cerrahi aletlerin kullanimina bagh ezme veya
ahatalarindan kagininiz

{ine ilannin ve bagian bogesinin hasar gomees! iin, bagiant ucu ve Kine ucu

ncans mosatont e B 1)l yan (13, sk Heman utan enion

yeniden sekillendirmek, gulerini kaybetmelerine ve bukiime ve kinimalara karsi

direnglerinin azalmasina neden olabilr. Istem disi igne batmalarindan kaginmak igin

GLIKOLAKipliki i
teknikler ile cerrahi durum ve cerrahin deneyimine bagh olarak lave dugam teknikleri
gerektimektedir.

ediniz

Kullanilan igneleri“kesici alet”kaplarinaatiniz,

YANETKILERI

Bu cihazin kullanimina bagh yan etiller; yara bélgesinde gecici tahris, akut doku yang!
reaksiyonu, kizankiik ve deri alt dikislerin emilimi srasinda sertlesme  sekindedr

LIKOLAK
PIYASAYASUNUS SEKLI

‘GLIKOLAK siturlar steri, i, boyanmis (mor) ve boyanmamis (dogal), U.S.P.8/0 ve 2
(melrik 0.4-5) arasinda, deisik boytarda, Gesil tip ve ebatlarda pasianmaz Geik igneli
veyaignesiz olarak meveuttur.

GLIKOLAK siltur,
olabilr

Ipiklerbir,
GLIKOLAK

meydana gelrr. Hidrolizden sonra karbondioksit ve su sekiinde viicuttan atir. Emilim,

DEPOLAMA
25°Chnin altinda ve giines s1gindan uzakta depolayiniz.

IKOLAY fa sonra
m.mal gerime Kwetiin 75 i emgw gostermistir. En az 21- Y G dok

Orjinal Mukavemetin
Yakiask Kalan Yizdosi
GUKOLAK

Implantasyon Gini

KULLANILMAMASI GEREKEN YERLER
Emilebilir ip olmasindan dolayi uzun sirell doku kapanmas: gereken yerlerde
Kullanimamaiidr:

UYARILAR

aranin agim sk wyulama bdiges ve Kulanian maizemeye e degisebiddicn
kullaniciar yara kapamas: igin sufuru klan snce emilebilr corrahi ipiKlerin
Killandg “coean yonsam vo Sokmiiere-agins oA Dokiomar noselands
Kullaniacak sGiur secimi yaparken in-vivo perormansi (ETKILERI" baliminde) goz
Gninde bulunduruimaldir.

Bu

ayifvelveya yara yetersiz
olan yas\lhasta\amauyguno\mayabmr
Iplier or sistemde bulunan tuz gzslieri e uzun sireli tomas: tas
mluwmunanedenwlabmr

LIKOLAK emiebilt bir situr oldudundan: yayims, gerimis, sismis ya da ilave destek
Senen yarh bogalatn KapanmaBings o ok enilomeyen S da Kol

‘Son kullanmatariinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER
Tek kullanimik

Boyasiz Emilebic Orgil Kaplamal

Tekrar sterl etmeyiniz Katalog numarast

25Cn altinda muhafaza ediniz
Ginesten uzak tutunuz

Yy e g ami i

Nemden koruyunuz

2 YYYY-MM Son kullanma tarihi, Yil-Ay @

Soo
Boya, Emiabi,Oril, Kaplama c € 2292
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GLIKOL AK Instruction for Use
Surgical, Polllycolde(00%) coracide( 10%)

Absorbable PGLA Sul

Syninsto, Mliament, Braded, Violetncyed

DESCRIPTION
GLIKOLAK

As GLIKOLAK is an absorbable suture material, the use of supplemental non-absorbable

tretching, or distension,

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

composed of a copolymer synthesized !mm 90% glycolide and 10 % L-lactide 4dsrweﬂ
from glycolic and lactic acids). mpirical formula of the copolymer
(L .5 B, Miiamen suure s conasing af lemaniary s whicn are
assembled by braiding
GLIKOLAK sutire s paparad by osing suur matrl v it composed of
jal parts calcium slearal (C,.Hv(O C ) and 30% glycolide and 70% \actlda
(lC H,0,)m(C.H,0,)n 7). When GLIKOLAK suture is introduced into
ing orbanam- s ‘beorbed by fhal organam cass po umdoe tesve miaton.
Copolmer an he coating wih cacum siearals nave been ound 16

S n7
and should be sripped off or Tomavos Uner some Sheurmtinces, noramy arhopsge
o

Conciserason shoid b taken i he use o sbsorbable suures i tssues withpoor oo

upply, as suture extrusion and delayed absorp!

Tn hading GLIKOLAK.or any other suturs materal. care shouid be taken fo avoid
0 needle and suture. Avoid crushing or crimping damage due to application of

surgicansrumentssuch s forcops o nescleholdrs

GLIKOLAK suture has been presented in USP 810 to 2 (metric sizes 0.4 and 5) gauge
sizes in a variety of engif, as non-needled or attached to stanless stcel needles of
(D&C Violet No. 2 C.1. # 60725,
FONRaNT4.3802 | Seivon Vet 13) 1 anhance bl 1 esue. Toe i s 168
avalable nihe undyed naurl beige) o
LAK suires et Unted States Pharmacaposia (U SF) roqurements as
Goscioga 1 the U5 Monograph fo AboorbaRE Surgea Suires and Eur
Phamacoposia (E.P.) requirements as described in the E.P. “Monograph for Sures,

, rae thoceedis i anarss one 7

4 (172 l
may cause them to ey Sirengih and be less resstant to bending and breaking. Users

GLIKOLAK sulre wtich ae resed to anhance handing charecarisis reques the
scospted surgicltchriaue offat and square s withacdionsl hrows ss waanied
surgical circur experiences oft
voidprlongod exposurs o Bvated lenpersturs

f contaminated and unused products are in accordance with local and facilty
eeements Dacardsseanastiosin “sharps” containers.

slight oversize in some gauges,
INDICATIONS
GLIKOLAK suture is indicated for use in general soft tissue dlor

Adverse reactions associates with the use of GLIKOLAK sutures include transitory local
imitation at the wound site, acute inflammatory tissue reaction, er and induration
during the absorption process of subcuticular sutures. Like all foreign bodies GLIKOLAK

Vigation,inclucing use i ophthaic procedures but ot fr use n Cardiovascular and
neurological iss
ACTIONS

GLIKOLAK

HOWSUPPLIED

GLIKOLAK suture is available sterile, as braided dyed (violet) and undyed (natural)
sirands in sizes 810 10 2 (metic sizes 0.4 - 5) n a variely of lengths, as non-needed o
attached ] t iable one, tw

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

mal and in-vitro hydrolysis studies indicate that GLIKOLAK suture retains
Spproximately 75% of e orgnal tensits stengih (Break Sirength Retention BSR) at
two weeks post implantation. This suture provides tissue suppering during 21-28 days

Days implantation

28 Days (60 and arger)

CONTRAINDICATIONS
This suture, being absorbable, should not be used where extended approximation of
tissue s required.

WARNIN

Users should be familiar with surgical procedures and techniques involving absorbable
, as risk of

the sie of applicaion and the suture material used. Physicians should consider the in

The use o this suture may be inappropriate in elderly malnourished or debiltated
patients,
As with any foreign body, prolonged contact of any sulure with salt solutions, such as

GLIKOLAK sutures for

vae be\ow 25°C and keep away from sunlight. Protect from humidiy. Do not use after

@ Do net reserize

™ [Er——

YYYY O] ot tbanscre veor

SYMBOLS USED ON LABELLING

Undyed Absorbable, Braided.
Coates

Catalogue Number

Store below 25°C

Keep awayfrom sunight

Attenton, Sea instrucon for ise

2 YYY Y-MM Eoiy Dst,Year-Mantr
STERILE[EO] Stere £0: Enyene oxide
Bateh Nomber

B 0y Avsorbatie, Breises, Costed

c € 2292
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GLIKOLAK Mode d’emploi

Chirurgie, Polylglycolique(90%)-colactide(10%)]

PGLA absorbable Sut
Synthétique. Multfiament, Tress?, Violet/Non coloré

DESCRIPTION
La suture de GLIKOLAK. tune

Des practiques chirurgiques acceptables doivent &tre suivies pour la gestion des plaies
contaminées etinféctées

PRECAUTIONS

L

dolvent 8tre découpées ou enlevées comme Indiqué. Sous certaines circonstances,
notamment des procédures orthopédiques, limmobilisation des joints by un support externe

st exilo omposs par un copolymere yningise G 80% do gycoldo ot 10 % Cincids

La
(CH,0)m(CHO)n. La sulure de muli-flament consiste aux fibres élémentaires qui sont
assemblés pariressage.

LasuroGLIkOL

lasu
Lors de la manipulation du GLIKOLAK ou d'aulres matériaux de suture, on doit ére attentif &
I Eviter |

des parts dgaux o calcum serst (C,H,0,Ca) st 30% de givcoldo ot 0% do Isclde
(OO 06 IS Ty: Lorsdus 1 suure do. GLIKGLAK et mrodue cans un
o s iloa eorh pa oot raasme cavaan une igbrs iatos & tam. La

tre non antigens, non

Pour éviter

points de faiguile ot . agrippez laiguille
(112) e’

L

L

Lasuture de GLIKOL
dans une varts do longueurs, conme sans aigules ou atachés aur agulles dacer
L

60725, FDA Part 74.3602
astaussiisponiblen formmeon peinte (nature be1ge).
La suur do GLIKOLAK couvs ls exigences de s Pharmacopée des Etats Uni (U.SP)

USP

exigences de la Pharmacopée Europeénne (E.P.) comme décrites dans e

pour Suturos, Sterlem Synindiquos Absoroabled Trasséos  01/2008.0667" avoc ! oxcopion
are dlune sur dimension faible dans certaines Jauges.

INDICATIONS

La sulure GLIKOLAK

Les sutures GLIKOLAK qui sont
demandent la technique chiurgicale acceplée des ncauds rofs et carrés avec Ges jos
supplémentaires comme garanil par les circonstances chirurgicales et les expériences du
chirurgien.
Eviter fexposition prolongée aux températures élove
Disposer 195 procuts contaminés et les produle o utizes en conformis aux exgences
Iocals Datrrsleslos igulles ulizes dans das conenaurs plnts’
EFFETS SECS

et sononaales assocés avec futlisaton des suluros de GLIKOLAK conront une
it wanoiat locaio st s sone 0 1 plae, 1 reaclon ifamimatone sigos 0 oo,
Férythéme et Comme

tissumou
tissus cardiovasculaires et neurologiques.

EFFICACITE

La sulure GLIKOLAK pe i

tous IKOLAK

COMMERCIALISATION

Lasuture de GLIKOL/ peir (naturel)
dans s dmensins 6o 310102 (méigues 0,05 on e vaiss o lonueure: comine sans

tissu conneclif peut se produie dans le tissu. La résistance de la suture GE s o

aiguiles

a
des bol La suture de GLIKOLAK

de une, deux,

po

une perte de
Sarene poncdeimases

Les études ycolyss s los animau ot o morirnt qus s suure GLIKOLAK etent
environ 75% de sa force de tension originale dans deux semaines aprés fimplant

Soure Suppora I s pondant 2128 Jours o Tabsebion 0o 1 suore o5 extonuormant
compléte entre 55 et 70jours.

25'C

Protéger de Mhumidité.
Ne pas utliser aprés a date limite de consommation

SIGNES UTILISES POUR L

ourcentage aproxmatt
Le jour dimplantation | restan de a ésistance originale

T

7T sours (B0 eTEpaR]
BT Fosr s
s E0et

CONTRE-INDICATIONS
Cete suture, é

estdemandée.
AVERTISSEMENTS
L

o
[ m—— R S o, s

@
™ -
yyyy (4]

Numéra de catslogue

Protéger du solel

Ia plaie peut varier avec la zone & h

doivent considérer la performance in vivo (sous la section EFF\CACWE) en chms\ssam la
suturo pourutiisation chez es malades.

Clisaton do cte saurs peu e non approprids chez s patents agés mal nourrs ou

‘Gonserver dans un ieu sec

2 YY'YY-MMate dexpiraton, Amée - mois

Emballage recyclable

calcul
Lasure GLIKOLAK usage des
ures non absorbables supplémentaires doit tre considéré par le ororgon s

un supportadditonnel.
——

STERILE[EQ

Node sére

o,

dutisation

c E 2292

Avec peinture, absorbable, ressé, revétu
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