@ Instructions for Use
GLIKOSORB PLUS
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;
(C,H,0,)n.

GLIKOSORB PLUS is coated with newly developed coating material (US Patent #
5609609 3/11/97); involving the mixture of calcium stearate (C,, H,, CaO,) and
poly(glycolide-co-lactide).

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 visibility in tissue.

GLIKOSORB PLUS suture provides an antibacterial effect by means of a broad
spectrum antibacterial agent Chlorhexidine Diacetate (CHA) content no more
than 60pug/m.

INDICATIONS

GLIKOSORB PLUS suture is indicated for use in general soft tissue
approximation and/or ligation but not for use in ophthalmic, cardiovascular &
neurological tissues. GLIKOSORB PLUS suture is for single use only.

ACTIONS

PGA suture elicits a minimal acute inflammatory reaction in tissue and ingrowth of
fibrous connective tissue. Progressive loss of tensile strength and eventual
absorption of PGA suture occurs by means of hydrolysis gradually and decreases
the strength 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
absorbed.

GLIKOSORB PLUS suture has been shown to inhibit microbial adherence and
colonization of the suture by Stapt epidermidis , J
aureus and its 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. GLIKOSORB PLUS suture should not be used in patients
with known allergic reactions to Chlorhexidine Diacetate (CHA).

WARNINGS

Skin sutures which must remain in place longer than 7 days may cause localized
irritation and should be snipped off or removed as indicated. 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, as suture extrusion and delayed absorption may occur. Users
should be familiar with surgical procedures and techniques. As with any foreign
body, prolonged contact of any suture with salt solutions, such as those found in
the urinary or biliary tracts may results in calculus formation.

The use of GLIKOSORB PLUS does not substitute normal observance of hygiene
and/or otherwise needed antibiotic treatment.

Do not resterilize. Discard open packages and unused sutures.

PRECAUTIONS

In handling PGA or any other suture material, care should be taken to avoid
damage to 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 handling 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 to elevated

ADVERSE REACTIONS

Adverse effects associated with the use of this device include wound
dehiscence, failure to provide adequate wound support in closure of the sites
where expansion, stretching, or distension occur, failure to provide adequate
wound support in elderly, malnourished, or debilitated patients, or in patients
suffering from conditions which may delay wound healing, infection, minimal
acute inflammatory tissue reaction, localized irritation when skin sutures are left
in place for greater than 7 days, sutures extrusion and delayed absorption in
tissue with poor blood supply, calculus formation in urinary and biliary tarcts
when prolonged contact with salt solutions such as urine and bile occurs, and
transitory local irritation at the wound site.

HOW SUPPLIED

GLIKOSORB PLUS sutures are available braided, dyed (violet) strands in sizes
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 humidity.
Do not use after expiry date.
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@ Kullanma Talimati
GLIKOSORB PLUS
Poliglikolik Asit (PGA) Cerrahi Iplik
SENTETIK, EMILEBILIR, ORGULU, USP/EP

NIM
GLIKOSORB PLUS glikolik asidin homopolimerinden olusan, sentetik, steril,
emilebilir cerrahiipliktir. Kimyasal formtilasyonu; (C, H,0,)n. seklindedir.
GLIKOSORB PLUS yeni gelistirilen 6zel bir kaplama malzemesi ile kaplanmigtir
(US Patent # 5609609 3/11/97). Bu kaplama malzemesi kalsiyum stearat
(C4 H,, Ca0,) ve poli(glikolid-co-laktid)'den olusur.
GLIKOSORB PLUS iplik ve kaplama maddesi inert, kolajen yapida olmayan,
antijenik ve pirojenik olmayan ma\zemedlr
Dokuda rahat géri icin olarak renkler
(Antraquinone dye-Solvent violet 13 D&C Violet no.2 C.1.60725)
GLIKOSORB PLUS 60pg/m'den fazla olmayan genis spektrumlu antibakteriyel
ajan Klorhekzidin Diasetat (CHA) igerigi sayesinde antibakteriyel etki saglar

KULLANIMALANI

GLIKOSORB PLUS iplik genel yumusak doku kapanmasi ve/veya
baglanmasinda kullanilir. Oftalmik, kalp-damar ve sinirsel dokularda kullaniimaz.
GLIKOSORB PLUS iplik tek kullanimliktir.

ETKILERI

Cerrahi PGA iplik dokuda hafif bir sekilde akut yangi reaksiyonu gésterebilir ve
fibr6z bag doku olusumu ortaya cikar. Hidroliz sonrasinda PGA ipligin
mukavemeti azalir ve emilimi gergeklesir. Hidroliz sonucunda su ve karbondioksit
meydana gelir ve viicut digina atilir. Kiitle kaybini takiben kopma mukavemetinin
azalmasi ile emilim baslar. PGA iplik implantasyondan sonraki 2 hafta igerisinde
orijinal gerilme mukavemetinin yaklagik % 90'ini muhafaza eder. Uglinci haftada
orijinal gerilme mukavemetlerinin yaklasik %50'sini korurlar. Implantasyondan
sonra orijinal gerilme mukavemetinin tamamini dérdiincti ve besinci haftalarda
kaybeder. 70-90 giinigerisinde ise tamami emilir.

In-vitro ve in-vivo gahgmalarl kullanilarak GLIKOSORB PLUS'in stitur tizerinde
Staph Staph: 1s aureus ve  Metisilin direngli
turlerinin mikrobiyal tutunma ve kolonizasyonunu inhibe ettigi gésterilmistir.

KULLANILMAMASI GEREKEN YERLER

Emilebilir ip olmasindan dolayi uzun stireli doku destegi gereken kapanmalarda
kullaniimamalidir.

GLIKOSORB PLUS sutur Klorhekzidin Diasetat (CHA) maddesine alerjik
reaksiyon go: gibilinen

UYARILAR

Deride 7 glinden fazla kalan cilt stiturlari bélgesel tahrise sebep olabilir. Bu
durumda suturlar kesilmeli ya da uzaklastiriimalidir.

Bazi durumlarda, o&zellikle ortopedik prosedirlerde, dig desteklerin
immobilizasyonu cerrahm sag duyusuna gore yonlendlrllmekledlr

Iplik disar ve emilim icin  bu durum, emilebilir
ipliklerin zayif kan akiminin oldugu dokuda kullaniminda g6z éniinde
bulundurulmalidir. Kullanici cerrahi prosedir ve tekniklere asina olmalidir.
Ipliklerin kordon, safra ya da tiriner sistemdeki gibi mevcut olan tuz gozeltileri ile
uzun sireli temasi tas olusumuna sebebiyet verebili. GLIKOSORB PLUS
kullanimi normal hijyen gézetiminin ve/veya gereken durumlarda antibiyotik
tedavinin yerini tutmaz.

Tekrar steril etmeyiniz. Agilmis posetleri ve kullaniimayan iplikleriimha ediniz.

ER
PGA ipligin ve diger tim cerrahi iplerin kullaniminda iplige ve igneye zarar
vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin
kullanimina bagl ezme,sikma ve bilkme hatalarindan kagininiz.
PGA iplikler, kullanim karakteristigini arttirmak igin cerrahi sartlara ve cerrahin
tecriibesine bagh olarak garanti altina alinan kabul gérmis diz ve kare dugim
teknikleriile beraber ilave digtmler gerektirir.
Uzun sireli sicaklik artisina maruz birakmaktan kagininiz.

YAN ETKILERI

Bu cihazin kullanimina bagli yan etkiler; yaranin agilmasi, sisme, gerilme ya da
genislemenin olustugu bolgelerin kapatiimasinda yeterli yara desteginin
saglanamamasi, yasli,yanlis beslenen ya da asin zayif hastalarda ya da yara
iyilesmesinin gecikmesinden dolayi rahatsizlik ¢eken hastalarda yeterli yara
desteginin saglanamamasi, enfeksiyon, minimal akut doku yangi reaksiyonu,
ipligin cilt Gzerinde 7 guinden daha fazla kalmasi durumunda bélgesel tahris,
ipliklerin zayif kan akiminin oldugu dokuda digari atiimasi ve emilimin
gecikmesi,uzun stireli tuz ¢ozeltileri ile temasta tiriner sistemde ve safrada tortu
(tas) olusumu ve yaradaki gegici bélgesel tahrisi icermektedir.

PIYASAYA SUNUS SEKLI

GLIKOSORB PLUS siiturlar U.S.P. 5/0 ve 2 (metrik 1 - 5) arasinda,degisik
boylarda, 6rgili, boyanmis (lila) ve boyanmamig (dogal), igneli veya ignesiz
olarak mevcuttur.

GLIKOSORB PLUS stiturlar bir, iki veya ti¢ diizinelik kutularda bulunmaktadir.
GLIKOSORB PLUS stitur steril olarak arz edilir.

DEPOLAMA

25°C'nin altinda ve glinesten isinlarindan uzakta depolayiniz.

Nemden koruyunuz.

Son kullanma tarihinden sonra kullanmayiniz.
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“EASSI(The European Association of Surgical Suture Indusiry) has developed a system of symbols which is designed to describe various suture product characteristics in an intuitive, pictorial manner. “EASSI ( Avrupa Cerrahi Sttur Sanayi Birligi) gesitli sutur Grin karakteristiklerini sezgisel ve resimsel olarak igin bir sistem gel: Sembol Tibbi
The use of symbols is permitted by the Medical Device Directive (MDD 93/42/EEC) and enables companies to provide o the customer without having to provide Cihaz Direktifi (Medical Device Directive) (MDD 93/42/EEC) izin ir ve goklu dil gerek kalmadan ireticilerin bilgi sag imkan "
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