Prospektuis
Prospectus

MULTAMID

Emilemeyen Cerrahi Ameliyat ipligi
Non-Absorbable Surgical Sutures
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D Kullanma Talimatr
MULTAMID* NAYLON IPLIK

EMILEMEYEN, ORGULU, CERRAHI IPLIK, U.S.P/ Eur.Ph./TS5504

WOLTAMID Naylon 6 veya Naylon 66 larak anan uzun aifat polimerer
olusar steril, I hi ir. MULTAMID

carahi o dokodaki Gorinabili) artrmak amaci 6 syaha (C.|-renk

indeks no. 75290) veya maviye (C.. renk index no: 73015) boyanir. Ipler

boyasiz olarak da arz edilebil

MULTAMID ipler Amerikan Farmakopesinde (U.S.P.) emilmeyen cerrahi

ipliklerigin kabul edilmis olan tiim gerekiiikler saglar.

KULLANIMALANI

MULTAMID iplik kalp-damar, oftalmik ve sinir cerrahisi uygulamalari dahil,
genel yumusak doku kapamasinda ve/veya baglanmasinda kullanilir.
MULTAMID iplik tek kullanimiiktir.

ETKILERI

Cerrahi MULTAMID iplik dokuda _hafif bir sekilde akut yang! reaksiyonu
gosterebilr, bu tepkiyi ipin cevresinde dereceli olarak fibréz bag doku
olusumu takip eder. Naylon iplik emilmeyen ip olsa da, naylonun organizma
iginde ilerleyen hidrolizi, zamanla ipin kopma giiciinde dereceli bir kayba
neden olabil

KULLANILMAMAS| GEREKEN YERLER

Uzun siirede organizma  igerisinde meydana gelebilecek mukavemet
kaybina bagl olarak, kopma dayanimi direncinin kalici olmasi istendigi
yerlerde naylon kullaniimamalidir.

UYARILAR

Yaranin agilma riski, uygulama bolgesi ve kullanilan malzemeye gére
degisebildigi igin kullanicilar MULTAMID ipligi kullanmadan once emilebilir
olmayan cerrahi iplerin kullanimina iligkin ilgili cerrahi yontem ve tekniklere
asina olmalidirlar.

iplikleerin kordon, safra ya da riner sistemdeki gibi mevcut olan tuz
Gozeltiler ile uzun vl tma tas olusumuna sebebiyet verebilir. Tekrar
imha ediniz.
Enfekte ve kontamine olmus yaralarin ele alinmasinda kabul edilebilir
cerrahi uygulamalar takip ediimelidir.

ONLEMLER
MULTAMID ipligin ve diger tim cerrahi iplerin kullaniminda iplige ve igneye
zarar vermekten kaginimalidir. Forseps veya igne tutucu gibi cerrahi

MULTAMID ipler kullanim karakteristigini artirmak icin, cerrahi sartiara ve
cerrahin tecriibesine bagli olarak garanti altina alinan kabul gérmils diiz ve
jerekirir
igne uglarinin ve baglant! bolgesinin hasar gormemesi igin, baglanti ucu ve
igne ucu arasindaki mesafenin (te biri (1/3) ile yarisi (1/2) arasindaki
kisimdan tutun. g glglerini

Karsi

Istem disi igne batmalanndan kaginmak igin kullanicilann cerrahi igne
kullanirken dikkatli olmalari gerekir.

Kontamine ve kullanimamis trinleri béigesel ve tesis gereksinimierine
uygun olarak imha ediniz.

Kullanilan igneleri“kesici alet” kaplarina atiniz

YAN ETKILER

Bu cihazin kullanimina bag yan etkiler; yara agilmas1, zamana bagli olarak
mukavemet kaybi, uzun siireli tuz gézeltileri ile temasta riner sistemde tortu
(tas), enfeksiyon, minimal akut doku yang| reaksiyonu ve yara bolgesinde
gegicitahrisi igermektedir.

PIYASAYA ARZ-SUNUS SEKLI

MULTAMID iplikler steril, 6rgli, siyah, mavi veya renksiz (seffaf), U.S.P.
12/0 ve 5 (metrik 0,01- 7) arasinda, degisik boylarda, igneli ve ignesiz olarak
meveuttur. MULTAMID ipler Politetrafloroetilen (PTFE) plejitiere takili
bigimde de bulun

MULTAMID\ptherbIr ikive i diizinelik kutularda bulunmaktadr.
MULTAMID ipler steril olarak arz edili.

DEPOLAMA

25°C ninaltinda ve giines isigindan uzakta depolayiniz.

Nemden koruyunuz.

Son kullanmatarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER
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Instructions for Use

LTAMID* NYLON SUTURE

NONABSORBABLE, BRAIDED, SURGICAL SUTURE, U.S.P/ Eur.Ph./TS5504

sirengin and be less resistant to bending and breaking, Users should

with local

D\sposeci and unused product
D

DESCRIPTION

MULTAMID braided suture
composed of the long-chain aliphatic polymers Nylon 6 or Nylon 6,6
MULTAMID sutures are dyed black (C.1. color index no: 75290) or blue (C.I
color index no: 73015) to enhance visibility tissue. The suture is also
available undyed (clear).

MULTAMID suture meets all requirements established by the United States
Pharmacopeia (U.S.P) and European Pharmacopeia for nonabsorbable
surgical suture.

INDICATIONS

MULTAMID suture is indicated for use in general soft tissue approximation
and/or ligation, including use in cardiovascular, ophthalmic and
neurosurgical procedures. MULTAMID suture s for single use only.

ACTIONS
MULTAMID suture elicits a minimal acute inflammatory reaction in tissue,

sharps containers.

ADVERSE REACTIONS

Adverse effects associated with the use of this device include wound
dehiscence, gradual loss of tensile strength over time, calculus formation in
urinary and biliary tracts when prolonged contact with salt solutions such as
urine and bile occurs, infection, minimal acute inflammatory tissue reaction
and transitory local iritation at the wound site.

HOW SUPPLIED
MULTAMID sutures are available as sterile, braided, black, blue or undyed
(clear) strands in U.S.P sizes 12/0 thru 5 (metric sizes 0,01- 7) in a variety of
lengths with and without permanently attached needles. MULTAMID
sulures are also available attached fo Polytetrafluoroethylene (PTFE)
pledget

MULTAMID sut

two, and

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

which is followed by a gradual encapsulation of the suture by fibrous
progressive the
y time

‘CONTRAINDICATIONS

Due to the gradual loss of tensile strength which may occur over prolonged
periods in vivo, nylon suture should not be used where permanent retention
oftensile strength is required.

WARNINGS

Users should be familiar with surgical procedures and techniques involving
nonabsorbable sutures before employing MULTAMID suture for wound
closure, may vary

and the suture material used.

As with any foreign body, prolonged contact of any suture with salt solutions,
such as those found in the urinary or biliary tracts, may result in calculus
formation.

Do not resterilize. Discard open packages and unused sutures. Acceptable
surgical practices must be followed for the management of contaminated or
infected wounds,

PRECAUTIONS
Inhandling MULTAMID or any other suture material, care should be taken to
avoid damage to needle and suture. Avoid crushing or crimping damage due

MULTAMID sutures, which are reated o enhance handing cheracteiscs,
dditional
throws as warranted by surgical clrcumstances and the experience of the
surgeon. To avoid damaging needle points and swage areas, grasp the
needle in an area one-third (1/3) to onerhalf (1/2) of the distance from the
swaged end o the point. Reshaping needles may cause them to lose

Protect
Donotuse after expiry date.

SYMBOLS USED ON LABELLING
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Mode d'emploi
ULTAMID* FIL EN NYLON
FIL CHIRURGICAL NON RESORBABLE, TRESSE, U.S.P./ E ur.Ph.//TS5504

DESCRIPTION
MULTAMID est un fil chirurgical sterile, tressé, non résorbable

Reformer les aiguilles peuvent causer la perte de force et Ia diminution de
leur résistance contre les flexions et les ruptures. Les utilisateurs doivent
&tre prudents lors de lutilisation des aiguilles chirurgicales pour éviter les
piqures d'aiguilles involontaires.

Détruire les produits contaminés et non utilisés selon les exigences
régionales etd'installation.

longues chaines de polyméres aliphatiques dits Nylon 6 ou Nylon 5 6.Le m

erl “pointus”.

EFFETS

chirurgical MULTAMID est coloré en noir pour augmenter la

tissu (C.I. no dindexe de couleur: 75290) ou en bleu (nr.d'indexe de oty

C.1:73015) Lesfils peuvent étre aussi fourni sans couleur.

Les fils MULTAMID sont conformes aux exigences valables pour les fils de
é éeAmé USP)

INDICATIONS

Lefil chirurgical MULTAMID est utiisé pour a fermeture ou le raccordement
tissus mous en général applications

cardiovasculaires,ophtalmiques et nerveuses.Le fil MULTAMID est pour

utilisation unique.

EFFICACITE

Le fil chirurgical MULTAMID peut manifester une faible réaction
mﬂammato\re a\gue dans le tissu,cette réaction est suivie d'une formation
n résorbable,
mydrohse du nylon qul avance progrossivement dans forganisme peut
causer une perte de la force de rupture dufil

CCONTRE-INDICATIONS

En fonction de la perte e résistance qui peut survenir dans l'organisme &
long terme, le fil en nylon ne doit pas étre utilisé pour les cas ot fon désire
une résistance de rupture permanente.

AVIS

Les effets secondaires liés a I'utilisation de cet appareil sont, I'ouverture de
plaie, la perte progressive de résistance, la sédimentation dans le systéme
urinaire par le contact prolongé avec les solutions de sel, lnfection, la
réaction minimale d'inflammation aigue et lirritation provisoire dans la zone
deplaie

COMMERCIALISATION

Les fils  MULTAMID sont stériles, tressés, noirs bleus ou incolores
(transparent dans différentes tailles entre U.S.P. 12/0 et 5 (métrique 0.01-
7.0)avec ou sans aiguille.

Les fils MULTAMID se trouvent aussi branchés & des tampons d'ouate en
Polytétrafloroethyléne (PTFE).

Les fils MULTAMID sont commercialisés dans des boites  une, deux et trois
douzaines. Les fils MULTAMID sont stérilisés

CONSERVATION
Conserver sous température 25°C et loin de la lumiére solaire. Protéger de
Ihumidité. Ne

lonla
malene\ employé, les utllsateurs dolvent éire familiers aux méthodes el
techniques chirurgicales concernant les fils chirurgicaux de suture non
résorbables avant|'utilisation de MULTAMID.

Le contact des fis avec les solutions de se\ présents dans le cordon, la bile
ou lieua

Détruire

pour le traitement des
plaies infectées et contaminées.

PRECAUTIONS

Veller & ne pas endommager le fil et Iaiguille lors de tutiseiin du il

MULTAMID et tous les fils chirurgicaux. Eviter les commme le

broyage ot hourt résultant de Futisation des out chrurgioau comme lo

forceps oule porte-aiguille.

Lss Ns MULTAM\D Bcessitent des techniques de noeuds supplémentaires
iques de noeuds droits et carrés selon la situation

chlruvg\cale Texpanonca du ohiurgien peut augmenter 4 caractérisiques

dutiisat

Pourqus émité illes et |

tenirdela

ne soient pas

moitié (112).
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