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® Kullanma Talimats
MONOPROLEN* POLIPROPILEN IPLIK
EMILEMEYEN CERRAHI IPLIK, U.S.P/ EurPh./ITSEK

TANIM

Kontamine ve kullaniimamis iriinleri boigesel ve tesis gereksinimlerine
uygun olarak imha ediniz.
Kullanilan igneleri*kesici alet’ kaplarina atiniz.

YANETKILER
MONOPROLEN ipligin kullanimina bagli yan etkiler uzun siire tuz

Ol MONOPROLEN, pchpmpuemn izotekik istain siereoizomerinden
olusan, sentetik bir ineer igin maviye

Griner sistemde , enfeksiyon, minimal
akut doku yangilanma reaksiyonu, yara boigesinde gegici tahrisi

(C.1.#61568 veya C.. #74160) ve siyah (C.| w77265;boyanm.;ur

KULLANIMALANI

MONOPROLEN iplik kalp-damar, oftalmik ve sinir cerrahisi uygulamalar:
dahil, genel yumusak doku kapanmasinda velveya baglanmasinda
kullanilir.

ETKILERI
Cerrahi MONOPROLEN iplik dokuda hafif bir sekide akut yangilanma

. bu tepkyi ipin olarak fibréz bag
doku olusumunu Lekwp eder. MONOPROLEN iplik emilemez ve doku
enzimlerince

PIYASAYAARZ-SUNUS SEKLI

Boyanmis veya renksiz MONOPROLEN iplikler U.S.P. 10/0 ve 2 (metrik
0.2-5.0) arasinda steril olarak meveuttur.

MONOLENE _iplikler degisik boylarda, igneli olarak arz_edilirler.
MONOPROLEN iplikler boyanmis ve renksiz sekilde, politetrafloroetilen
(PTFE)
MONOPROLEN iplikler bir, iki veya iig diizinelik kutularda bulunmaktadr.
MONOPROLEN iplik tek kullanimiiktir.

DEPOLAMA
25°C’

MONOPROLEN anfekiona drendidr vé sonvadan olusabiecek snds
formasyonu ve ipligin atiimini en aza indirmek veya ortadan kaldirmak igin
enfekte veya kontamine olmus yaralarda basarili bir sekilde
kullaniimaktadir. Dokulara yapismamasi MONOPROLEN ipligin gikarilip,
alinmasini kolaylastirr.

KULLANILMAMASI GEREKEN YERLER
Bilinen yoktur.

UYARILAR

Yaranin agilma riski, uygulama bolgesi ve kullanilan malzemeye gore
degisebildigi icin kullanicilar MONOPROLEN ipligi kullanmadan once
emilebilir olmayan cerrahi iplerin kullanimina liskin igili cerrahi yontem ve
tekniklere asina olmalidr.
Tekrarsteril Al imha ediniz.
Ipliklerin kordon, safra ya da driner sistemde meveut olan tuz gozeltileri ile
Enfekte ve kontamine yaralarda kabul ediebilr cerrahi takip

9
Nemden koruyunuz.
Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN ISRETLER
)
() Boyasz, Emilemez Monofilaman
Katdog rumaras
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Tek kullanimik

®
)

Tekrar ster etmeyiiz

edilmelidir

ONLEMLER

MONOPROLEN ipligin kullaniminda iplige ve igneye zarar vermekten
kaginiimalidir. Forseps veya igne tutucu gibi cerrahi aletlerin kullanimina
bagli ezme veya garpma hatalarindan kaginimalidir. Yeterli diigiim
emniyeti icin, tek ipligin diiz, kare diigiimlenmesi seklindeki kabul gormis
cerrahi teknik gerekidir. Polipropilen cerrahi iplik ile diigiim atarken ilave
dagamlerin kullanimi ozellile uygun olur.

Igne uglarinin ve baglanti balgesinin hasar gérmemesi icin, baglanti ucu ve
igne ucu arasindaki mesafenin (gte biri (1/3) ile yansi (1/2) arasindaki
kisimdan tutun. igneleri yeniden sekillendirmek, giiglerini kaybetmelerine
ve biikillme ve kinimalara karsi direnglerinin azalmasina neden olabilir.
Istem disi igne batmalarindan kaginmak igin kullanicilarin cerrahi igne
kullanirken dikkatli olmalari gerekir.
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@ Instructions for Use
MONOPROLEN* POLYPROPYLENE SUTURE
NONABSORBABLE SURGICAL SUTURE, U.S.P/ Eur.Ph/TSEK

DESCRIPTION

MONOPROLEN polypropylene suture (clear or pigmented) is a
monofilament, non-absorbable, sterile surgical suture composed of an
isotatic crystalline stereoisomer of polypropylene, a synthetic linear
polyolefin. The suture is pigmented blue (C.1. #61568 or C.I. #74160) and
black (C.I. #77266) to enhance visibility.

INDICATIONS
MONOPROLEN suture is indicated for use in general soft tissue
approximation and /or ligation, including use in cardiovascular, ophthalmic
and neurosurgical procedures.

ACTIONS
MONOPROLEN suture elicits a minimal acute inflammatory reaction in
tissue, which is followed by gradual encapsulation of the suture by fibrous
connective tissue. MONOPROLEN suture is not absorbed and it is not
degraded or weakened by the action of tissue enzymes. As a monofilament,
MONOPROLEN auturs, tesists Involvement n infacton snd has besn
andinf

iimisa ot o forason and auure oxnision, The ack of 3dherence
totissues has facilitated removing of MONOPROLEN suture.

CCONTRAINDICATIONS
Notknown.

WARNINGS
Users should be familiar with surgical procedures and techniques involving
nonabsorbable sutures before employing MONOPROLEN suture for wound
closure, s risk of wound dehiscence may vary with the site of application
and the suture material used. Do not resteriize. Discard opened packages
and unused sutures. 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. Acceptable surgical practce must be
followed for infected or

PRECAUTIONS
Im handiing tris suture maerial,caro should be taken to avoid damage ©
needle and st imping

applcation of surgmal nenumaonts suah 23 rceps o Doedle holders.
Adequate knot security requires the accepted surgical technique of flat,
square ties of single suture strands. The use of additional throws is

P pprop
To avoid damaging needle points and swage areas, grasp the needle in an
area one-third (1/3) to one-half (1/2) of the distance from the swaged end to
the point. Reshaping needles may cause them to lose strength and be less
resistant to bending and breaking. Users should exercise caution when
inadvertent

Dispose of and unused product dance with local
and facility requirements. Discard used needles in “sharps” containers.

ADVERSE REACTIONS
Adverse effects associated with the use of MONOPROLEN suture include
wound dehiscence, calcul formation in urinary and biliry tracts when
d bile occurs, infection,
minimal acute mﬂammamry tissue rsacuon and transitory local irritation at
the wound site.

HOW SUPPLIED

MONOPROLEN sutures pigmented or clear, are available as sterile strands
in USP sizes 10/0 to 2 (metric sizes 0.2 to 5). MONOPROLEN sutures are
available in a variety of lengths, with permanently attached needles.
MONOPROLEN sutures, pigmented and clear, are also available attached
to Polytetrafluoroethylene (PTFE) pledgets. MONOPROLEN sutures are
available in one, two, and three dozen boxes. MONOPROLEN 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

s

Do notreuse!

®
®

Donotuseifpack agels damaged

[™ [

v vy (] oo oot

7* Profect fom hurmicly

Attentio, Sea istrucion for se.

c € 1014

2 YYYY-MM Exgie Date, Year-onin
STERILE[EO] sterile EO: Ethylene oxide.
Bofch Number

[
(D 0y, on-absorbabie Monoflament

1fU-ML-rev-04-05-05-2017

Issue date: 11.09.2012
1

[

] 207 71951 MALZEME SANAYIVE TICARET A 5
Saglik Sokak No:33/5 Sihhiye/ANKARA/TURKIYE
Tl (312) 435 50 B0.81 Fakei+90 (312) 435 41 25
wi.boztobi.com_e-mail: boz@boztibbi.com

%Z‘\




Mode d'emploi
MONOPROLEN* FIL POLYPROPILENE
FIL CHIRURGICAL NON RESORBABLE, U.S.P/ Eur.Ph.ITSEK

Le remodelago des igulles peutlour caser ung porte do force o lesrendre
moins résistantes a la flexion et & la rupture. Les utilisateurs doivent faire
atantion & a menipulation des aigulles chinglcales pour évier ios pigOres
a a.gumes accidentales.

DESCRIPTION

La suture MONOPROLEN polypropyléne (claire ou pigmentée) estun mono-
ament,nor-absarbable. siéle et chirurgicale composée dune crysialine
isotatique stéréoisomére dupolypropyléne, aun _polyoléfine linéaire
Synihelique. La sulure oot pigmentée en bleo. (G #6156 or G1. #74160)
and black (C.I. #77266) pour augmenter la visibilite.

INDICATIONS
Lasutura MONGPROLEN estndlqué pourfapproimstion tiou Igaturs des
tissus mous en généal y inclus les application:

t etnon utilisés est en conformité avec
e exigences ocaros ot aimaiatation seter 08 aiguilles utiisées dans des
‘conteneurs “pour “objets pointus”.

EFFETS SECONDAIRES

Les effets secondaires lies a lutilisation du fil MONOPROLEN sont la
sédimentation dans le systéme urinaire par le contact prolongé avec les
solutions de sel, Ia formation du calcul dans les voies urinaires et biliaires
lorsqu'un contact prolongé est nécessaire avec les solutions salées comme
\unne et Ia bille, Iinfection, la réaction minimale dinflammation aigue et

ophtalmiques etnerveuses.

EFFICACITE

La suture MONOPROLEN manifeste une faible réaction inflammatoire aigue
dans e tissue,suvi dun formaton e lssue colagere flbreuse. La sulire
MONOPLEN nfest pas absorbée et est Faction
des enzymes du tissu. Comme un monoiiament 18 ssre MONGRROLEN,
résiste contre linfection et elle est utiisée avec succés pour la formation de
sinus_susceptible de se présenter postérieurement et minimaliser ou
Supprimorkorciotcu il ans o5 pliGe FoEi66S O COAMINGZs. LoMmanas

é tissusa é INOPROLEN.

CCONTRE-INDICATIONS
Aucunes reconnues.

AVERTISSEMENTS

Les utilisateurs doivent étre familiers aux procédures et techniques
chirurgicales concernant les sutures non absorbable savant demployer la
suture MONOPROLEN pour la fermeture des plaies, ~car le risque de
déhiscence de plaie peut varier avec la zone d'application et le matériel de
suture utilisé. Ne pas  restériliser. Détruire les sachets ouverts et les sutures
non utilisées. Comme avec tout corps étranger, le contact prolongé de toute
suture avec les solutions de sel, telles que celles trouvées dans les voies

Une pratique chirurgicale acceptable doit étre poursuivie pour la gestion des
plaies contaminées ou nfectées.

PRECAUTIONS

En manipulant ce matériel de suture
dlendommager la suture et I
broyage et
e forceps oule porte-aiguille

on doit &tre attentif & eviter
iquille. Eviter les endommagements comme le
{de rappication comme

rtlefil
estnoué en carré ou aplati est nécessaire. Il convient notamment utiise des
nosuds supplémentaires en faisant des noeuds avec le fil chirurgical en
polypropylén

Pour éviter d' endammager les points de Iaiguille et les zones de d'étampe,
agrippez laiguille dans une zone tierce  (1/3) a une-demi  (1/2) de la
distance de 'extrémité foncée a a pointe.

CCOMMERCIALISATION

Les suiures do MONOPROLEN pigmentées ou daires sunt disponiies
stériles en tresses et dimensions  USP 10/0 to 2 (dimensions métriqut

25). Les sutures de MONOPROLEN sont disponibles dans une variét ¥
longueurs _avec des aiguilles attachées en permanence. Les sutures
MONOPROLEN,
tampons douate and Polytétrafluoroethyléne (PTFE) . Les sutures
MONOPROLEN sont disponibles dans des boites a un, deux et trios
douzaines. La suture MONOPROLEN est pour utilisation unique.
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