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TANIM
FASTLAK siitur, %90 glikolid ve %10 L-lakiidten (glikolik ve lakiid asit tirevi)
sentezlenen bir kopolimerden olusms. esnekyapma senteti. emiebil,seri cerrahi
ipliktir,

ONLEMLER

Gl Tginden fzia kalan didsler okal taviss neden olabiir ve by urumds dslr
kesimeli ya da gikanimalidi. Bazi kosullarda ozellikle ortopedik dirierde;
cenahm rciine bagh oarak baglantiann, &5 destekis haroketsis e getimest
saglanabilr.

Sayi kan olagimini ocugu doularda s atma ve geg emili clablleceginden,

veya diger siturarn kullaniminda iplige ve igneye zarar vermeklen
kaclm\mahd\r Forseps veya igne tutucu gibi cerrahi aletlerin kullanimina bagl ezme

mu|smsrag-rhkhPsuurmua
K siirun koplama mlzomesi egit midara kangtian keisiyum siorst
4c‘H,,0 oy V6. %30 kil B 70 lakid (CHOMCHON min= 27yder

Igne Uglaninin ve baglants baigesinin hasar gérmermesi gin, baglant ucu ve igne ucu
mesafenin iicte biri (1/3) ile yarisi (1/2) arasindaki kisimdan tutun. Igneleri

n sekilendimek, giglerini kaybetmelerine ve bikiime ve kinimalara karsi
Grongirnin azalmasina neden olabill. Istem dis: igne batmalarindan kaginmak igin

FASTL
tahrise neden olmaz. Kopohmer "ve Kaplara maddssi kalsyu strat, ronantienk.

FAS 9 g
teknikler fle cerrahi durum ve cerrahin deneyimine bagli olarak ilave dgum teknikleri

FASTLAK cerrahi pler USP 80 ve 2 (metrik 0.4-5) arasinda, siz

igne:
veya cesill tip ve boylarda paslanmaz celik ignelere takili olarak meveuttur. Bununia

be).

makopesinde (U.S.P) tanimianmis olan “Emilebili
rekliiklerini ve Aviupa Farmakopesinde (E.P.

{animlanan "Sterl Sentaik Emiebien Orgila Sdturar Monogram;

gereKiiiklerini, dugim geriime gici ve bazi caplarda az mikiarda biyik olanlar

o, sagiamakiad FASTLAK dubim gerime adcd. kacjen stturr ign USP

standarlarna ve aynica Avupa Farmakopesinin “Chorda Resorbilis Steriis

standartlarina uygundur

KULLANIM ALANI

FASTLAK siitur oftalmik_prosedirlerin de dahil oldugu genel yumusak doku

kapanmasinda ve/veya baglanmasinda kullaniir. Kalp-damar ve sinirsel dokularda

kullaniimaz.

ETKILERI

FASTLAK situr, dokuda hafif akut yang reaksiyonu ve fibréz bag doku olusumuna

neden olabilir. Hidrolizle kademeli emilim gerceKlesir ve zamanla geriime

Kontamine ve kullanimais Grinleri bgesel ve tesis gereksinimlerin uygun olarak
acciniz
Kulanianigrolr‘osicat kapiarmastmz
KILERI
FASTLAK siturun kulanimina bagl yan etiier; yara balgesinde gecic tahis, akut
ang reaksiyonu, kizariik ve der alti dikislerin omiimi sirasinda sertiesme
;emma.r FASTLAK.

PIYASAYASUNUS SEKLI
FASTLAK siturlar U.S.P. 8/0 ve 2 (metrik 0.4-5) arasinda, degisik boylarda, steril
1 ve boyanmam (4ol G U ve cbtlrse pasanna ceik dne veya
ignesiz
Ith\evmr iveya Godisineicaulrdabuunmakiadr

K siturtar ek kulanimiitr
DEPOLANA
25°C' n\nall\ndavegune$ Is1gindan uzakta depolayiniz.
Nemdenkoroyun

vloutan ai. i, gerime kuwetinin azaimasi i baslar ve bunu kil kayb takip

Hayvanve in-vitro hidroliz galismalan FASTLAK siturun implantasyondan sonra en az
jostermisti. Or

|mp\amasynndan sonra 10-14 gin iginde kaybolur ve siturun emilimi 42 giinde

tamamlani.

KULLANILMAMAS| GEREKEN YERLER

Emilebilir ip olmasindan dolayr uzun siireli doku kapanmas gereken yerlerde

Kullanimamaiidir.

: igin
Kullanicilar yara kapamasi igin situru kullanmadan Gnce emilebilir cerrahi ipiklerin
Kullanildigi cerrahi ybntem ve tekniklere asina olmalidiriar. Doktorlar hastalarda
kullanilacak situr segimi yaparken in-vivo performans! (‘ETKILERI” bolimande) g6z
Gniinde bulundurulmalidir

Bu siturun kullanimi giigten dlsms, binyesi zayif velveya yara iyilesme cevabi
yetersiz olan yasli hastalarda uygun olmayabilr

Ipliklerin sara ya da tiriner sistemde bulunan tuz gozelter ile uzun siireli temasi tas

igundan;
sismis ya da ilave destek istenen yarali bolgelerin kapanmasinda
emilemeyen siturlarin da kullaniminin gerekebilecegi cerrah tarafindan goz dniinde
bulunduruimalidir.

Enfekte ve kontamine olmus yaralarda kabul edilebilir cerrahi uygulamalar takip
edilmelidir

ETIKETLEMEDE KULLANILAN ISRETLER
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FASTLAK Instruction for Use
Surgial Poylgycols(a07%)coracide(10%)]

Rapid Absorbable P

S et uament Sried, Undyed

DESCRIPTION
FASTLAK suure i synhetcsbsorbatle st sugialsuurs whic s flexlestrand
Gomposed of acopolymer ynthesized rom 90% glycolide an 10 % Liacide (derved
fom gyeolic. and acic acide). The. empircal formula. of polymer s
(C.H.0)m(C,H.0,)n. Multifilament suture is consisting of e\ememsry Tores which are
assemb\edbyhr iding
FASTL/

molecular weight form of PGL to supply
rapid nydro\ys\s/absutmmn oiPaL

STLAK sutura o proparad by costing auturo matorkst wih @ mixure composod of
equal parts caloum stearate (C,H,0.Ca) and 30% glycolde and 70% lactide
(KC:HAO:)'"(QH,O ). When FASTLAK
organism it is absorbed by that organism cause no undue tissue iriation. Cﬂpo\ymev

PRECAUTIONS

o should be snipped off Under

cadnos, mmadizaton. of s by oweral Suppon may o ampleyed o e
Giscrotionofthe surge
Consideration should be taken in the use of absorbable sutures in tissues with poor
blood suppl
In har\dhng FASTLAK or any other suture materials, care should be taken to avoid
dam: sedle nd sture: Avok rushing o cimping damage due o appicaton of
g eanatments such o oroopacr oo e
To avld damaging nesdle poins and swage areas, grasp the needle in an area one-
third ( (112) of lothe point. Reshaping

Users should exercise caution when handiing surgical needles to avoid oot

needle sticks.

FASTLAK sutures, which are treated to enhance handiing characteristics requires the

accepted surgical technique of flat and square ties with additional throws as warranted
o

and elicitonly amild tissue reaction during absorption.

FASTLAK sulure has been presented in USP 8/0 to 2 (metric sizes 0.4 and 5) gauge

sizes in a variety of lengths, as non-needied or attached to stainless steel needies of
beige)

Dispose of contaminated and unused products are in accordance with local and facility
Tequremants Discard usadnaedles n sharps: containrs.
ADVERSE REACTIONS

FASTLAK sutures meet Unisd States, Pharmacoposia (US.F) requirements a3
described in the U.S.P. raph for Absorbable Surgical Sutures® and Eur
Pharmacopoeia (E.P) requiremens as deseribed i 1 &7 Monograph for Smures
terile Synthetic Absorbable Braided; 01/2008:0667 with the exception
occasional slight oversize in some gauges and the. excepion of knot tensile slrenglh
o for

Adverse react it the use of ASTLAK suturs include tanstorlocal
inttation at the. induration
ticular sutures. Like all FASTLAK

may potentate anexising nfocton.
HOWSUPPLIED

FASTLAK meets Ut

in. ty of lengths, attached

INDICATIONS
FASTLAK
incuding use n ophihalmic procedures but not for use. in cardiovascular and
naum\og\ca\ tissues

ACTI

ERSTOAR suur e

ingrowth of

suture occur 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

timplantation. Al of the-
{Bresk Strength RetentnSR) s ost between 10-14 days post mplantation and
suture absorptionis essentially complete 42 days
ontaindicatons

his suture, being absorbable, should not be used where extended approximation of
it require

WARNINGS
Users should be familiar with surgical procedures and techniques involving absorbable

the site of application and the suture material used. Physicians should consider the in
TIo!

The use of this suture may be inappropriate in elderly malnourished or debilitated
patients,
s wih any foreign body protongod contact of any suture with salt solutons, such as

ASFASTL/
avtes shoula pe considered by the Surgeon in the closure of the sites which may
ordistension,

D lize. D)

infected wounds.

Suture is available in one, two and three dozen boxes. FASTLAK suture is for single use
only.

STORAGE

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

SYMBOLS USED ON LABELLING

Coogueumber

D0 not reusel

®
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Store below 25C

Donotuselfpack ageis damaged
Koep away flom sunight
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D

FASTLAK

Chirurgie, Polylglycolique(90%)-colactide(10%)]
PGLA absorption rapide Suture

Mode demploi

Synthétique, Multfiament, Tresss, Non coloré

PRECAUTION
UE5 cutrs epomiaues qui doivent rester en place plus de 7 jours peuvent causer une

Dans certains cas, notamment dans les procédures orthopédiaues, fimmobilisation du joint

DESCRI

La sulure 2o FASTLAK st une sutre stérle chiurge absorbale ofsynhstaue i estun
étisés de 90% de glycolide et 10% de Lactide
). La formule smpriaue du copolymere est 15

(GHOIMGHO . La sulre & mit fament consiste aux ores ementaes assembiés

t une dégradée ou ayant un poids moléculaire plus bas du PGL pour

Toumir Tyroleeliavsorion rapide duPGL.

Lo sulure de PASTLAK estpréparé on evetant e maérl de suure avec un mélange
o parts égaux do calcium siarato (C,H,0,Ca) et 0% de gycoldo of 70% do

Tacide (CHOMMGHOINoaMN3T) L

des sulures absorbables dans les issus avec une faible fourniture de sang, i faut tenir en
compl cet siuation

Lors de la manipulation du FASTLAK ou tout autre matériel de suture, veiller 4 ne pas
endommager le fi et Faigule lors de Tutiisation Eviter les erreurs comme le broyage, le
sertage otla floxion réslan d utisation des outls chirurgicaux comme e frceps ou o
porte-aiguil

i e
Le remodelage des aiguilles peut leur causer une perte de force et les rendre moins
L

un organisme vivant elle est absorbée par et organime mai ne cause pas diiaion de
tissu. Le copolymére et le revétement calcium stéarate
sntigénigues, non pyrogénes ot antainent Sodemont une éaclon ible o tshus pendant
Fabsor

pores

Les sutures de FASTLAK qui sont traitées pour augmenter les caractéristiques de

s supplémentaires comme garanii par les circonstances chirurgicales et les
petnces b argon

La FAS gauge
etiques. 0.4 15) dans une vare do onguors comme nos prcelss 0 Sachds. sox
L

saversion sans couleur (nature, beige).
Les sutures de FASTLAK dela
(US!
Absorbables” P. 6 i

utures, Stériles Synthétiques Absorbables Tressées; do EP. : 01/2008:0667° avec
Fexception d'une sur dimension faible rare dans cerlains jauges et fexceplion de Ia force de
raction du noeud. La force du noeud de traction de FASTLAK couvre les exigences de USf
pour les sulures de collagéne et aussi les exigences de fa Pharmacopée Européénne pour
CrordaResoril Stris”.

INDICAT

Etats-Unis

La dits contaminés et non ‘
locales etdnstalla bi
EFFETS SECONDAIRES

L

exigences

plate, Ia réaction dinfammation aigue de lissue, la rougeur et le durcissement lors de
Tabsorpon des sulures hypodermiquss. FASTLAK peut augmanler inecton présente
comme tous les corps étrangers
Commerdalisation

sulure de FASTLAK et dispoible atérle, resséa sans couleur (naurl) e dimansions
/523 (amoraion matipaes 045, Gins une varité o6 longoor. bomme 106

La Sulure est disponible dans des boites 4 ne, deux ou trios douzaines.  La suture de

ooy comps. 1o plocéduves eariaimique. N pas. e pour 1ot toats
cardiovasculaires etnerveu
EFFICACITE

L

FASTL
CONSERVATION
25

Protéger defhumidit.
o

tissus connectives fibreux. Une perte progressive de force de traction et ne absorplion
force dans lo
corps. Apres ydrolyse, le carbone dioxyde et eau sont rejetés du corps. L/Absorption

Les études sur| K conserve

50% de sa force de tension originale jusqu'a minimum une semaine aprés mplantation. Le

total de la force de tension disparait dans 10-14 jours aprés implantation et fabsorption de la

sutur st essentlamant compléée dans 2jours

Contre-indications.

Gone e, St sbsorbabo, o doit pas 8o ulséo dans les Z0nes nécessant ine

fermeture de tissue delongue

AVERTISSEMENT

Les uleaelrs dfvet dre famifers avec lo procédure of echniues chiurgiales
antls sulures sbsorbables avant femplo por a femeture de plale cr o

Gaacence de I it pou vaer et applaon ot o mtdrel e e s,

et physicans dcmont consdere s periormance hiv (a00s 1 secon EFFICACITE) on

choisissantla suture pour [utisation chez les malades.

Dans certains I

dujoint

P
S

SIGNES UTILISES POUR L'ETIQUETAGE

[ —— i o con

I — -

™ [

Protéger du solsi

YYYY ] 0 g proction e Conserver dans un leu sec
gvvywt M| -mois @

urinaires ou 2 laformation
de calcul,

Comme FASTLA

Des pratiques chirurgiques acceplables doivent ére sulvies pour la gestion des plaies
contaminées etinféctées.
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