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GLIKOSORB PLUS

Anti Bakteriyel Emilebilir Cerrahi Ameliyat ipligi
Antibacterial Absorbable Surgical Sutures
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Kullanma Talimat
GLIKOSORB PLUS
Poligliolik Asit (PGA) Cerrahi Iplik
SENTETIK, EMILEBILIR, ORGULU, USP/EP
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TANI
GLIKOSORB PLUS dlkolk asidn homopolmerinden lusan, senteli. ier,
emilebilir cerrahi pliktir. Kimyasal formiilasyonu; (C, H,0,)n. seklindedir.
GLIKOSGRB PLUS yeni gorgirien azel bf kaplaria mzemesi e kaplanmisti
(US Patent # 5609609 3/11/97). Bu kaplama malzemesi Kalsiyum stearat
(C...H,,Ca0,) ve poli(glikolid-co-laktid) den olusur.

GLIKOSORB PLUS iplik ve kaplama maddesi inert, kolajen yapida olmayan,
antijenik ve pirojenik olmayan malzemedir.

ONLEMLER
PGA ipligin ve diger tim cerrahi iplerin kullaniminda iplige ve igneye zarar
vemekien agnimaldr. Forsepe vera ne b g canahl detiarin

PGA llikie, kullmim keraklersigin artirmak g cerrahi sarara ve cerrahin
tecriibesine bagli olarak garanti altina alinan kabul gormils diiz ve kare diigim
tekniklerile beraberilave digimler gerektirr

L

YANETKILERI
Bu cihazin kullanimina bagh yan etkiler: yaranin agilmasi, sisme, gerilme ya da
genislemenin olustugu bolgelerin kapatimasinda yeterli yara desteginin
saglanamamasi, yasliyanhis beslenen ya da asin zayif hastaiarda ya da yara
iyilesmesinin gecikmesinden dolayi rahatsiziik geken hastalarda yeterli yara

Dokuda rahat ~ gérinebilirigi saglamak icin Menekse olarak
letno.2C.1.

)
GLIKOSORB PLUS 60yg/m'den fazla olmayan genis spekirumiu antibakteriyel
Diasetat (C

KULLANIMALANI

GLIKOSORB PLUS iplik genel yumusak doku kapanmas: veiveya
imik, kalp-damar ullaniimaz.

GLIKOSORB PLUS ik ek Kallamimiikar

ETKILERI
Cerrahi PGA iplik dokuda hafif bir sekilde akut yangi reaksiyonu gosterebilir ve
fibréz bag doku olusumu ortaya ikar. Hidroliz sonrasinda PGA ipligin

desteginin enfeksiyon, minimal akut doku yang! reaksiyonu,
ipligin cilt iizerinde 7 giinden daha fazia kalmasi durumunda bolgesel tahris,
ipliklerin_zayif kan akiminin oldugu dokuda disar atilmasi ve emilimin
‘gecikmesi,uzun siireli tuz gozeltileri ile temasta iriner sistemde ve safrada tortu

PIYASAYASUNUS SEKLI

GLIKOSORB PLUS siiturlar U.S.P. 5/0 ve 2 (metrik 1 - 5) arasinda degisik
boylarda, drgiili, boyanms (ila) ve boyanmarnis (dogal), igneli veya ignesiz
olarak meveuttur.

GLIKOSORB PLUS silturiar bir, ii veya iig diizinelik kutularda bulunmaktadir
GLIKOSORB PLUS siltur steril olarak arz edilr

DEPOLAMA

takiben kopma
zaims o milim boslar. PGA plk implonizsyondan sorraki 2 hafia eriindo

Nemden koruyunuz.

1k % 90t
orinal gerime mukavemeteriin yak\a§\k %505 Koratar \mplamasynndan
sonra orijinal gerime mukavemetinin tamamini dérdiincii ve besinci haftalarda
kaybeder. 70-90 giin ierisinde se tamami emilr

In-vitro ve in-vivo calismalar kullanilarak GLIKOSORB PLUS'n siitur iizerinde
Staphylococcus_epidermidis, Staphylococcus aureus ve  Metisilin direngii

KULLANILMAMASI GEREKEN YERLER
Emilebilir ip olmasindan dolay! uzun sireli doku destegi gereken kapanmalarda
kullaniimamalidir.

GLIKOSORB PLUS siitur Klorhekzidin Diasetat (CHA) maddesine alerjik

UYARILAR
Deride 7 giinden fazla kalan cilt siiturlan bolgesel tahrise sebep olabilir. Bu

Bazi durumlarda, ozeliikle ortopedik prosedirlerde, dis desteklerin

Iplik disan atilabilecegi ve emilim gecikebilecegi icin bu durum, emilebilir
iplilerin zayif kan akiminin oldugu dokuda kullaniminda gdz Gniinde
bulundurulmalidir. Kullanici cerrahi prosedir ve tekniklere asina_olmalidir.
Ipliklerin kordon, safra ya da iiriner sistemdeki gibi meveut olan tuz gozeltleriile
uzun sirell temasi tas olusumuna sebebiyet verebili. GLIKOSORB PLUS
kullanimi normal hijyen gézetiminin velveya gereken durumlarda antibiyotik
tedavinin yerinitutmaz.

ETIKETLEMEDE KULLANILAN ISRETLER
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EASSI (Avrupa Cerrahi Sutur Sanayi Bifig) cositl sutur Grin Sezgiselve

iz Direkif (Mocical Dovice Diracive) (MDD B342IEEC) izn vermeKiadir ve G i {aroimesing gorok keimadan treiclerin Kulanicanna b seglamasina imkan tanimakicir
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Instructions for Use
RB

Ll LUS
Polyglycolic Acid (PGA) Surgical Suture
SYNTHETIC, ABSORBABLE, BRAIDED, USP/EP

DESCRIPTION
GLIKOSORB PLUS Surgical Polyglycolic acid (PGA) suture; synthetic, sterile,
absorbable, is homopolymer of glycolic acid. The chemical formulation is;

. H, O.)n.
GLIKOSORBPLU IS Patent#
5609609 3/11/97); involving the mixture of calcium stearate (C,; H,, Ca0,) and
poly(glycolide-co-actide).
The suture and coating materials are inert, noncollagenous, nonantigenic and
non-pyrogenic.
Coloured violet (Antraquinone dye-Solvent violet 13 D&C Violet no.2 C.1.60725)
toenhance visibilty in tissue.
GLIKOSORB PLUS suture provides an antibacterial effect by means of a broad
spectrum antibacterial agent Chiorhexidine Diacetate (CHA) content no more
than 60pg/m

INDICATIONS

GLIKOSORB PLUS suture is indicated for use in general soft tissue

approximation andor ligation but not for use in ophthalmic, cardiovascular &
GLIKOSORB PLL

AcTions

ﬁhmus connectve issue. Progressive loss of tensile Srengih and sventual

b strengm in the body. After hydrolysis its executed from the body as carbon
dioxide and water. Absorption begins as a loss of tensile strength followed by a
loss of mass. PGA suture retains approximately 90% of the original tensile
strength at two weeks post implantation. At three weeks, approximately 50 % of
the original tensile strength is retained. All of the original tensile strength is lost
between four and five weeks post implantation. In 70-90 days it is totally

sorbe
GLIKOSORB PLUS suture has been shown to inhibit microbial adherence and
colonization of the suture by Staphylococcus epidermidis , Staphylococcus

CCONTRAINDICATIONS
This sut

of tissue is required. GLIKOSORB PLUS suture should not be used in patients
Diacetate (CHA)

WARNINGS
Skin sutures which must remain in place longer than 7 days may cause localized
irftation and should be snipped off or removed as indicated. Under some
circumstances, notably orthopaedic procedures, immobilization of joints by

Consideration should be taken in the use of absorbable sutures In tissues with
poor blood supply, as suture extrusion and delayed absorption may ocur. Users
should be familar with surgical procedures and techniques. As with any foreign
bacdy,prolonged conlactof any suro wihsal sollons, such as those found n
The use of GLIKOSORB PLUS doss notsubslitute normal bservance of hygiene
andlor otherwise needed antibiotic treatment.

Do not resterilze. Discard open packages and unused sutures.

PRECAUTIONS
In handiing PGA or any other suture material, care should be taken to avoid
damage 1o needle and suture. Avoid crushing or crimping damage due to
application of surgical instruments such as forceps or needle holders.

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

Avoid prolonged exposure 1o elevated temperatures.

ADVERSE REACTIONS
iverse effects associated with the use of this device include wound
0 provide adequate wound supportin closure of the sites.
ing, or distension occur, fa

in place for greater than 7 days, sutures exin

longed contact with salt solutions such as urine and bile occurs, an
«rznsumy local irrtation at the wound site.

HOW SUPPLIED
GLIKOSORB PLUS sulures are availablo braided, dyed (vole)strands insizes
strands in sizes 5/0 to 2 (metric sizes 1-5), in a variety of lengths, as non
needled or attached to stainless steel needles of varying types and sizes,
GLIKOSORB PLUS sutures are available in one, two and three dozen boxes.
GLIKOSORB PLUS suture is supplied sterile.

STORAGE
Store below 25°C and keep away from sunlight.
Protect from hurnidity.

Do ot use after expiry date.

SYMBOLS USED ON LABELLING
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