Prospektuis
Prospectus

Emilebilir Cerrahi Ameliyat ipligi
Absorbable Surgical Sutures

Luitfen dilinizi seciniz
Please select your language

=
[_FR N AR _|




Kullanma Talimat:
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EMILEBILIR, CERRAHI IPLIK, USP/ EP//TS3497
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TANIM

Cerrahi steril katgit, emilebili bir dikis malzemesi olup saflastinimis koyun ince

barsag) mukoza alt fibroz dokudan (coklukia kollajen) olusmustur. Cerrahi katgt
‘olmak iizere ik tiptr. Krome katgtitie emilme karst daha direnl

fogal
Fertdendirimis Kiome Katgit Mav (ndige) reme ik g meveutu

Kkatgitler kuru veya sartlandirma gézeltisi ieisinde paketeni. Sartiandima cozoltis
asagidak bilesenlerden olusur:

Izopropi aka, % 89.50

ietil etanol amin, %1.00
Sodyum borsoan, %4025
Su, %9.25

Cerrahi katgit, Amerikan Farmakopesi monograflarinda yer alan tim kosullari yerine
getirmektedir.

KULLANIM ALANI

Cerrahi Katgiit, oftalmik uygulamalarin da_ dail oldugu_genel yumusak doku
Kapanmasi velveya baglanmasinda kullani. Kalp damar dokularinda ve sinir
dokularinda kullanilmaz.

ETKILER]

Cerma kaigit dokuya yeresiidi zaman, vicudun yabanci csme fars
Karakterlstik cevabi olarak e tok enfiamasyonu ougur. Bun takien
el anm st katgmu aitken, pliie Mukavemet ve Kile kayb! ot 51
proses iplik tamamen emilene kadar devam eder. Birgok dedisik etken emilimin hizini
etkileyebil. Direnci ve emilim hizin etkieyen baslica etkenler sunlardir;

~Kalgiit tipi (Normal katgit genelike krome kalgiite gore daha cabuk emilim

g

josterir)
“Enfeksiyon (Cerrahi katgiit enfekte olmus dokuda daha gabuk emilim goster).
~Doku konumu (Cerrahi katgt mide, rahim boynu, ve vajina gibi proteoiiik enzim

seviyesinin salgilarla yiiksek oldugu dokularda daha gabuk emilr).
KULLANILMAMASI GEREKEN YERLER

Emilebili ip olmasindan dolay! uzun sireli doku destegi gereken kapanmalarda
Kullanimamalidir.

Katgiit kolajen bazli ve Krome Katgiit krom tuzlari ile islem gormiis olmasindan dolays
Kolajen ve krom hassasiyeti veya alerjisi olan hastalarda kullanimamalidr.

UYARILAR
agiima riski, uygulama blgesi ve kullanilan malzemeye gore degisebil

igin kulanicilar katgits kullanmadan Gnce cerrahi katgt Iplerin kullanimina iliskin
ilgil cerrahi yontem ve teknikiere asina olmalidilar. Kullanici cerrahi iplk segiminde
organizma igerisindeki performansini diisinmelidir. Yasll, yanlis beslenen, gticsiiz
{aay) ya da baz hastlarcan doley yaras geg yegen hasiaarda bu it
Kullanimi uygun olmayabil.
Tekrar Ster elmeyiniz. A poseter ve kullanimayan per mha edinz.
E ntamine olmus yaralarin ele alinmasinda kabul edilebilrcerrahi
uyoulamaler takip edimeiy
Geriimeye ugrayabilen veya sisme olabilen ya da ilave destek gerektirebilen yakin
bogelerd cmiebilr malzemeer yannd lave oark mlemeyen per lanimi

da cerrah tarafindan dikkate alinmaldir.

ONLS

Coman ka e diger tim cerrahi iplerin kullanimda iplide ve igneye zarar

vermekion tacimaar Eorsape veya igne tutucu gibi cerrahi aletierin kullanimina

bag ezme, sikma ve bikme hatalarindan kagininiz

Bazi durumlarda, destek

camin 580 duyusuna gereyonjendrimeldade.

Cerrah diigim atarken, ipin incelmesi ve yipranmasini olabildigince azaltmak icin

gereKsiz germs igomirinden kagmalklr

Cerrahi katgiit pler, cerrahi sartiara ve cerrahin tecriibesine bagl olarak garanti

altina alinan kabul gormis diz ve kare dugim teknikieri le beraber ilave digumler

gerekiir

Cerrahi katgiiteri uzun sire yilksek sicaklikiara maruz birakmaktan kagininiz.

YAN ETKILER

Bu cihazin kullanimina bag yan etkiler sunlardir;

- Yaranin agimasi,

- Enfeksiyon durumu, dokunun yeri ve kullanilan diks iplgi gesidine bagh olarak

zamanla emilim hizlarinda degisme,

Kapanma bélgesinde gerime, sisme, genisleme vb. goriimesi durumunda yara

desteginin yeterince saglanamanas,

- Emilemeyen ipliklerin kullanim ile desteklenmedikge yasi, yanlis beslenen ya da

asin zayif hastalarda ya da kanser, kansizlik, obezite, diyabet, enfeksiyon gibi
iesmesini_geciireblecsl  durumiarda  yeler yara. destedi

“lelon va Ko tuzlarna hassasiyeolan hasialerda yangianma, granliasyon
dokusu ya dafrosis lusumu v d yaranin thaplanmas ve kanamasi e
sonucianan imminoljie fekslyoiarn bl
nyabanc isme ke karakteris covabi Sarak ota drecede yangi

Teakshyonu olugmas,

"o st gozetlert e tomasta triner sisterd ve saada fort tag)oluumy,
Yarada gecic blgesal ahiein gordimes:
PIYASAYA ARZ-SUNUS
Emilebilir Steri Katgit \phk\eru S 610 ve 4 (et 1 - 8)arasnds, dgisk boylarda
igneli veya ignesiz olarak meve
i Ratgt plker o i voya G dzineli ktlarda bulummakiadr
Cerrahi hatgilt iplk steri olarak arz e
DEPOLAMA
25C'nin altinda ve giinesten rslarindan uzakta depolayiniz.
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Instructions for Use
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CATGUT
ABSORBABLE, SURGICAL SUTURES, USP/ EP/TS3497

DESCRIPTI
Surgcal gt Sour s an absorbaie, trie surgcal st composed ofpured

e tissue (mosly collagen) derived from submucosal fbrous layer of sh
(e esimes. Surocr gu res ars v i o vl Ghvome guts
chemically treated with chromic salt solutions to provide greater resistance to absorption.
Plain catgut is naturaly cream coloured. Chromic catgu s coloured brown by pyrogallol.
Chrommic gut suture s also available in blue (Indigo) dyed. Surgical catgut is packaged in
Gy or in conditoning flid. The fluid is consist o,

Isopropyl alcohol , % 89.50
Diethyl ethanolamine, %1.00
Sodum banzoats, %0.25
Water, %

Surgical gut suture meets all requirements established by the United States
Pharmacopoeia (U.S.P.) monographs.

INDICATIONS

urgical gut suture is indicated for use in general softtissue approximation andjor
ligation, including use in not for use in
neurological tissues.

CTIONS

Wnen surgcal gut suure o placad in tasus, a modrate tissue nlammaton

occurs which s characeristc response ofbody toa foaign subsance. This s

Tolowsd by loss of tensle._strengin and . loss. of suurs mass, as_the

oo enzymatc dgesive, process dnsomes ihe sugcal gul This
e s compiololy_absorbed. Wy variable

Faors oy st tha rae of sheorpion. Some. of e major factors which

can awed ol srengh Ioss and sbsorpion e ore

“Type raly sbsorbs more capidy than chromic gut

.wecm.. aurgieal Ut aosorbed mors ey i infeced eeus o]

s sies - sl gutuilsbsors moreapdynssue whero crossed
levels of proteolytic inthe

stretching, or distension, or which may require additional support.
PRECAUTIONS

Inhanding surgical CATGUT st o any ather suturo maleial,car shoud b takon (o
avoid to needle and sul mping damage
surgial nsiruments St foceps of neadehotior

Und

ures joints by

extomal upport may be employed at the discrotion of e surged

The surgeon s aveid unnecessary ension hen knoting, o reducs th cccurrence

of surface fraying and weakening of the st

Cumglea gt Stcrosroquie ihe Sckoptes sungial technique of ft and square tles with

adeions) thvows as warranied by surgical reumstance and the experience of the

surgeon.

Avoidprolonged exposuroto slevatd tomperaturs.

AADVERSERE ACTION:

Adverse effects assoc-aled it the use o tis devics include wound deniosnce,

variblratesofabsorpio ovorimo (dopendingon such faciors s he yp o suure
64, the prosence of nfection, and the asue She, falue 1 provide adefuate wound

sort in closure of sites where expansion, siretching, or distension ocours, etc., unless

2detional support s supplied hrough 1o uso o

provide adequate wound su

patients suffering from cancer, an:

ehich may dolay wound healing alergi rosponso in patents

Collagen or chvomim which may fasullin an mAunggical oacton resultng in

inflammation, issue granulation or fiorosis, wound suppuration and bleeding, as well as

sinus fomation, nfcton, moderst tssus nfammalory raponse characirsc of

foreign calculus in urinary and biliry tracts when prolonged

o aan st Suth a5 s an) b acre, o transitory local iritation at

the wound site.

HOW SUPPLIED

Surgical gut sutures are available in U.S.P. sizes 6/0 thru 4 (metric sizes 1 - 8) in a variety

of lengths with and without permanently attached needies. The sulure is supplied sterile

in one, two, and three dozen boxes. Surgical gut suture is supplied sterile.

STORAGE

Store below 25C ana keep away from sunlight.

Protect from humidi

Do ot use ier xpry dae.

houn sonsitios 1o

SYMBOLS USED ON LABELLING

Stomach, Gorve, ond vagha.

CONTRAINDICATIONS

“This suture, being absorbable, should not be used where extended approximation of
tissue is required

The use of this suture is contraindicated in patients with known sensitivities or allergies to
collagen or chromium, as gut is a collagen based material, and chromic gut is treated with
chromic salt solutions.

cs

ouis e wth sl proceurs g s g g sutre

befor using surgicl Qut ulur fo wound cosure. a5 tho Jscance may

i e siect applcaion and he suure maier Lsed. User should consder the
suure. The i n

oty e o e e, o i patants s fom Comgons

iy ey

{rosterlize. isc
Accemab\e Sugea acion Shous b oowed o e management of contaminted o

N
Users sh

i 5 o apsorbabie material, e use ofsupplemerial nonabsarbable utres  shoud
be considered by the surgeon in the closure of sites which may undergo expansior

Do notreusel Bafch Numiber
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Mode d'emploi
ATGUT

FIL DE SUTURE RESORBABLE, USP/ EP/[TS3497

DESCRIPTION
matgriel de

fibrose de sous-
existe on deux types dont lo
catgut normal et e catgut chrome. Les catguts chromés sont passés par un traitement
résorplion. Le
calgul normalestde couleur créme. Lo calgut chromé estcoloréen marrn avec du
pyrogalll leu (indigo). L
Solution séche ou La solution de

Alcool isopropyliaue, % 89.50
Ethanol amine diéthylique, %1.00
Sodium benzoate, %0.25
Eau,%9.25

rempiitoutes les dans los

Phamacopés Amaticane

INDICATION
e catgu chirurgical est ulisé pour la fermeture etlou raccordement du tissu mou général
compris les applications ophtaimiques. Il ne s'utlise pas pour les tissus cardiovasculaires el

les fissus nerveux.

EFFICACITE
L

& dans le tissu, tissu en
a nsuite, tdo masse so proc
fors de ke
aniaramant resorbe, Phsiours dierans faciaurs pouvent agi S a viesss ce Tabsorpton
Les pinpaue ia

esten général

cnmme1

b6 dans o tissu absorbé).
R beiion 84 ens e oot entorgrcl oot plon rapement sore cans e esus dont s
ol de futérus et e vagin).

CONTRE-INDICATIONS
Etantdonno 291 l esorbable, n pasuiser pour s formotres qui ncssirt
i soutien continu de fssu.
Etant donné que
d e pas ulliser sur les

chrome

s

e p atériel
Crpioye, g lsmeurs dowenl e Tl s méthodes o lechniques hiurgicaux
concamant esfs cniurgicaun do suuro avant Tutisation du calgut Pour 16 chai de Tl de
isatour doi panser 3 32 prformance dans forganisme L uilsaton oo sos s sur

Tes paients Spse, el nourrs, e o Gon 1 ple 5 gute Brdvement e po

eolls, No pasrestérliser. Dairurs es sachets ouverts o ios s non tsables Poursuiv
les applications chirurgicales acceptables pour le traitement des plaies infectées et
contaminées. L'utlisalion des fls non résorbables dolt etre prévu avec les matériaux
résorbables dans les zones tendues ou gonfiées ou qui nécessitent un sotien
supplémentaie.

PRECAUTIONS

Veiller a ne. fil et Faiguile lors etde
fous s autes s chiruricaur, Ever s raurs commo o hroyags lo sorage ot 1a loxion

Dans certains cas, abopedieon
sonlens exérieurs di 7o arieié el o bon sens du chiurgier
Le chirurgien dolt éviter ous les actes de tension lors du nouage afin de minimiser le plus
possile Famincissemen et Fusure du i

Lefi techniques de a

techniques de

Eviter dlexposer les catgut chirurgicaux aux températures élevées pendant une longue durée.

COMMERCIALISATION
L stéries. 6 USP.
610 ot 4 (métrique 1-8) avec ou sans aiguille. Les fls calgut sont commercialisés dans des
boites a une, deux at rois douzaines. Les fis catgut sont stérises.

CONSERVATION
Conserver sous température 25'C et loin des rayons solaires. Protéger de Mumidit.

SIGNES UTILISES POUR L'ETIQUETAGE

Node sére

Pour utisation unique

®
®

Ne pas uliser s femballage est endommagé Gonserver sous 25C
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