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FASTSORB

Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures

Latfen dilinizi seginiz
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B Kullanma Talimat:

D@ FASTSOR

Gerrahi, Poligikolk Asit
izl Emiebilr PGA Situr
Senteti, Multflaman, Orgii, Undyed

FASTSORB glikolik asidin homopolimerinden olusan sentetik, steril, emilebilir
cerrahi degrade poliglikolik asit (PGA) iplikir. Poliglikolik asidin ampirik formili
{:0-CH,-CO-O-CH,-CO-)n seklindedir. Polimer zinciri gama isinimi le bozunur.
FASTSORS kalsyum stearat (CyH.0.Ca) ve poliaprolakion (GO,
TSORB iplik ve
kaplama maddesi inert, kolajen yapida oimayan, antjenik ve wm]emk olmayan
malzemedir

FASTSORB plkboyasz,dogal b renktedi

KULLANIMALANI
FASTSORS iplik, oftalmik uygulamalarin da dahil oldugu genel yumusak doku

kapanmasi velveya baglanmasinda kullanilrr. Kalp-damar ve sinirsel dokularda
Kellanimas. FASTSORB plk ok Kuflanmiki

ETKILERI
Cerrahi PGA iplik dokuda hafif bir sekide akut yang: reaksiyonu gsterebilir ve
fibréz bag doku olusumu ortaya cikar. Hidroliz sonrasinda PGA ipligin

meydana gelir ve viicut disina atir. Kiltle kaybini takiben kopma mukavermetinin
azalmasi ile emilm baslar. PGA ipli 7giin igerisinde orijinal geriime
Tkavemeinin yakagik %75 ol munafaza eder, 42 gin igesinds 1ss gorimini
kaybeder.

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

UYARILAR
Yara ayrimas risd, uyguanan blgeyo ve kullanian silur malzemesine gére
degistiginden kullanicinin  yara kullanmadan
emilebilen siiturlarin kullanildigi ooty orosediler Ve ekkder aina olmas:
gorskir. Doklorar hastalarda kullaniacak situru_segmeden 6rnce in vivo
TKIL

Deride 7 giinden fazla kalan cilt siturlan blgesel tahrise sebep olabilir. Bu
durumda kesilmeli ya da uzaklastirimalidir.

Bazi durumlarda, ozellikle ortopedik prosedirlerde, dis desteklerin

 emilebilriplklerin

zayif
iplikierin kordon, safra ya da iriner sistemdeki gibi meveut olan tuz ozeltler ile

Tekrar
Kontamine veya iltihapli yaralarin tedavisi igin kabul edilen cerrahi uygulamalar
izlenmelidir

ONLEMLER
FASTSORB pligin veya diger tiim cerrahi iplilerin kullaniminda iplige ve igneye
zarar vermekten kaginimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin

Igne uglarinin ve baglant: bélgesinin hasar gérmemesi igin, baglanti ucu ve igne

Igneleri yeniden sekillendirmek, giiclerini kaybetmelerine ve biikiime ve
Kirimalara karsi direnglerinin azalmasina neden olabillr. Istem disi_igne
batmelarindan kagnmele in Kullrucierin osrahl (gne. kulanekon ikt
olmalari gereki

PGA lpiker, kllaim kerakteisigiol artirmak ign cerrahi sarra ve cerrahin
tecriibesine bagl olarak garant altina alinan kabul gérmis diiz ve kare digim
teknikleri le beraber lave diigimler gerektirr.

Yiksek

Konfaine ve kilarbmami rinle! bigesel ve teis gereksinimlerine uygun
olarakimha edi
Kallanian gnelokesiialet kaplarinaatz,

YANETKILER

Bu cihazin kullanimina bagi yan etkiler; yaranin agiimasi, sisme, gerilme ya da
genislemenin olustugu bolgelerin kapatimasinda yeterli yara desteginin
saglanamamasi, yasl, yanlis beslenen ya da asin zayif hastalarda yara
yllesmesinin gecikmesinden dolay! rahatsizlik geken hastalarda yeteri yara
desteginin saglanamamasi, enfeksiyon, minimal akut doku yangi reaksiyonu,
inigi cil izerinde 7 ginden daha fazla kamas: durumunda bolgesel tahis.
ipliklerin zayifk atim:

Ui strel tuz gosattia fl temasta. Griner Sitemde ve sairada tort (a5}

PIYASAYAARZ-SUNUS SEKLI
FASTSORB iplikler steri, 6rgiili, boyanmarmis (bej) olarak U.S.P. 810 ve 6 (metrik
0.4-8.0) arasinda, degisik boylarda, igneli olarak meveuttur.

FASTSORB pl 3
FASTSORB plikler steril olarak arz edilir.

25'Cninaltinda ve giines isigindan uzakta depolayiniz.
Nemden koruyunuz.
Son kullanma tarihinden sonra kullanmayiniz.
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® FASTSORB Instruction for Use
Suical Polygycoe Aot
Rapid Absarbable PGA S
Syminee Moiiamen, Braided, Undyed

DESCRIPTION

FASTSORB Surgical Degraded Polyglycolic acid (PGA) suture; synthetic, sterile,
absorbable, is homopolymer of glycolic acid. The empirical formula of polyglycolic
acid is (-0-CH,-CO-O-CH,-CO-Jn. The polymer chain is degraded by gamma
radiation. FASTSORB is coated with the mixture of calcium stearate (C..H,,0.Ca)
and polycaprolactone (C,H,0,)n. The suture and coating material are inert,
noncollagenous, nonantigenic, and non-pyrogenic.

FASTSORB suture is undyedin natural beige color.

INDICATIONS

FASTSORB suture s indicated for use in general soft tissue approximation and/or
ligation, including use in ophthalmic procedures but not for use in cardiovascular
FASTSOI

ACTIONS

reaction in tissue and ingrowth of
ovous comnécie saue. Progress:ve loss of tenslle siangth and aventual

tho sttength n he body. Aer hydrolvas 6% oxocuiod fom the body as carbon

of mass. PGA suture retains approximately 75% of the original tensile strength
in7 days.

CONTRAINDICATIONS
The sut

of tissue is required. The sutures should not be used for cardiovascular and
neurosurgical tissue.

WARNINGS

Users should bo familar wilh surgical procedures and techniques involving
absorbable sutures isk of w
dehiscence may

Brysicians should cansider the in vvo performancs (under ACTIONS aection)
when selectingasuture for use in patients.

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

Under:

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

poor

As with any foreign body, prolonged contact of any suture with salt solutions, such

as those found in the urinary or biliary tracts may resultin calculus formation. Do
ize. D

Acceptable surgical practice should be followed for the management of
contaminated orinfected wounds.

PRECAUTIO!
In handiing OASTSORE or any other suture materials, care should be taken to
avoid damage to needle and suture. Avoid crushing or crimping damage due to

To avoid damaging needle poins and swage areas grasp he necdie n an area
‘one-third (1/2)of the poin!

Reshaping needles may cause them to lose strength and be less resistant to
bending and breaking. Users shold exercise caulon when handing surgica
needles toavoid inadvertent needle stic

PGA sutures, which o troata t anhance handing characierstos equires the
sccepted surgcal tzchiaue of st and scuaro ties with widional trowes on

Dispose of contaminated and unused products are in accordance with local and
facility requirements. Discard used needles in ‘sharps” containers,

ADVERSE REACTIONS
Adverse effects associated with the use of the device include wound dehiscence,

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, suture extrusion and delayed absorption in tissue with poor blood

supply, Y
salt solution such as urine and bile occurs, and transitory local irritation at the
wound site.

HOW SUPPLIED

FASTSORB sutures are available as sterile, braided, undyed (beige) strands in
sizes 8/0 thru 6 (metric sizes 0.4 — 8.0) in a variety of lengths, with a variety of
needles. FASTSORB sutures are available in one, two and three dozen boxes.
FASTSORB suture s supplied sterie.

STORAGE

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

SYMBOLS USED ON LABELLING
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FASTSORB

Chirurgie, Acide polyglycolique
PGA absorbable rapide Suture
Synthétique, Multfiament, Tressé, Non coloré

Mode d’emploi

D

DESCRIPTION

La suture dacide Polyglycolique Dégradée Chirurgicale (PGA) FASTSORB ;
syietiqe, stére, absorsable, et  homopoymere de facide gycolque. La formule
empirique de ['acide polyglycolique est (-0-CH-CO-O-CH-CO-n. La chaine du

foncée ala pointe. L i

4 la manipulation des aiguilles chirurgicales pw éviter les piqires daiguilles

accidentales.

Les suturs PGAQU sont rafbes pour sugmerter les caraciéisiques de manipultion

demandent

supp\emenlalres ‘comme garanti par les Girconstances chirurgicales o les expériences

duchirurgien.

EvierTonpositon prolongée aux tarpératures levées.

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

AS
de calcium stéarate (C,H,0,Ca) and polycaprolactone (C.H,O,)n. La suture et le

¥
INDICATIONS
L

“objets pointus”

EFFETS SECONDAIRES
Les effets I g laie,

des tissus mous en général couvrant aussi les procédures ophtalmiques mais non pour
T les L
estdestine a une utlisation unique.

EFFICACITE
La suture de PGA suscite une réaction aigue faible dans le tissue et une croissance des.
Une perte

plaie,
le_manque de ol de plie pour les zones de gonflement, dextansion ou
e laie pour les patients

deleur age, la malnutiton ou Jour felbesss.Tnecton. a réecin nflmmatoir sigue
finmal, Tiaton local dans Jocae ol a uture rese iue da 7 fours sur s s
Terirusion do suture o Fabsorpion roardée dans o K65 avec un foumiure Ficks
sanguine, I formation de calol dans jes voles \winairs of Dilaies foraqud exste on
contact prolongé avec Ia solution de sel comme la bile diurine et fimitation locale
oveats dane i zone depiae.

e corps.

L‘Absorption

42jours.

CONTRE-INDICATIONS
Les sulres i sont_absoratiesno dfvrt pa e st of une

CexSilare da FASTORD sont disponitiesan esso s, séres. sans coulur (sege)

dans les dimensions de_8-0 thru 6 (dimension métrique 0.4 ~ 8.0) dans ne variété de.

longuours, avoe une varétd daigulles. Los suturos 06 FASTSORB sant dsporibles
a L

CONSERVATION
&

25°Cetgarder!

Cardiovascuilres ol peuroenirgoass

AVERTISSEMENTS
Les utlisateurs doivent étre familiers avec Jos procédes of tocniues crinugieles

o Gemicanas db s e ot vaner o 1 s0be 4 appliaton et o matérel do seure
utiisé, Les physiciens doivent considérer la performance in vivo (sous la section
EFFIC

L 7 une

Dans certains cas, notamment dans les procédures orthopédiques, fimmobilisation du
jointpar o

Etantdomne que e f peu it rojte ot que Fabsorption peut e etrder ceto sitution
doit étre tenue en compte lors de [utiisation des fils absorbables dans le tisst
reuiton i cang oo i, sataLr e bvo familer o srocbeuren o tesmiouoe
chirurgical

Comme aveotout cops tranger o coriact roongé e tuto suture avec es solutons

de.

ormaion do s X pae recioeer Detars oc sachets bovers ot s Suuree non
utiisées.

Une pratiue chirurgials acceplale. dot ére poursuie pour I geston des plsies
contaminées ouinfectées

PRECAUTIONS

Lors de la manipulation du FASTSORB ou d'autres matériaux de suture, on doit étre.
vite

le broyage et le serrage résultant de fapplication des outiis chirurgicaux comme le.

forceps ou e porte-aiguil

Pour éviter d'endommager les points de laiguille et les zones de d‘étampe, agrippez

aiguille dans une zone tierce  (1/3) a une-demi (1/2) de la distance de fextrémite.

Ne pas utiiser aprés la date limite de consommation

SIGNES UTILISES POUR L'ETIQUETAGE

Ne pas uilsersifemballage est endommagé

Pour utiisation unique
Conserversous 25°C

Protéger du soel

™ [

Yyvy o oue de production, Année

Conserver dans un leu sec

2\'YYY7MMDa«;a=xnmmn Année - mois @ Enbatage reoycable
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