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Emilemeyen Cerrahi Ameliyat ipligi
Non-Absorbable Surgical Sutures
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Kullanma Talimats
IONOTEF* POLITETRAFLOROETILEN IPLIK
EMILEMEYEN CERRAHI IPLIK, U.S P/ Eur. Ph.

@

ANIM:

MONOTEF Politetrafloroetilen den olusan, emilmeyen, monoflaman

yapida, steril cerrahi iplktir. Btnlik ve geriime mukavemetini muhafaza

ederken en az gozenek boyutu ve hacmi olan bir yapi iretmek igin
cekilerek, yiiksek yogunluklu %100 politetrafloroetilen polimerinden

et Sttutrenksizai(boyaz). katki madassive PFOAGarmes

MONOTEF ipler Amerikan Farmakopesi (U.S.P.) ve Avrupa
kopesindeki emilemeyen cerrahi ipler icin kabul edilmis olan tim
gerekilikleri karsilar.

KULLANIMALANI:

MONOTEF iplik kalp-damar, dis ve genel cerrahi uygulamalari ile birlikte
dura mater tamiri de_dahil, genel yumusak doku kapanmasinda velveya
baglanmasinda kullanilir. Cihaz, oftalmik cerrahi ve periferal néral dokusu
cerrahisinde kullanmakigin endike degildir

ETKILERI:
PTFE bilinen en i inimum

Gnlemek igin tercihen bir igne tutucu le; ipin birlesim yeri ile igne ucu
arasindaki mesafenin, Ugte biri ya da yarisindan tutulmahdir. igne
esnemesindeki degisim bir bikilme dayanimi kaybina yol agabilir ve
kinimasina sebep olabilir. Herhangi bir cerrahi iplikte oldugu gibi, yeterli
diigiim givenigi igin, cerrahi durum ve cerrahin deneyimine bagl olarak,
diger diisere biiie diz ve ke cemahi dUgim teknile! gerekid:

siitur le digimler atiirken, siturun her ipligine karst yonlerde
esn el Gekilerek geriim uygulanmalidir.

YANETKILER:
Bu hazin kullanmina bagli yan elkier; yara agimasi, enfeksiyon,

bolgesel yang! reaksiyonu, yara gevresinde gegici bolgesel tahris
seklindedir.

PIYASAYAARZ-SUNUS SEKLI:

MONOTEF cerrahi iplikler steril, monoflaman yapida, beyaz, U.S.P. 7/0 ve
3/0 (metrik 0.5 ile 2) arasinda, degisik boylarda igneli ve ignesiz olarak
bulunur. MONOTEF Iplikler yarim, bir, iki veya i diizinelik kutularda
bulunmaktadir. Cerrahi MONOTEF iplik tek kullanimliktr.

DEPOLAMA:
25'C'nin altinda ve giines isinlarindan uzakta depolayiniz.
Nemden koruyunuz.

nert & mi dok
yol agar. MONOTEF ipiikler emilmez. veya doku enzimiernin elkii 16
legildir. Enfeksiyon

KULLANILMAMASI GEREKEN YERLER:
Bilinen yoktur.

UYARILAR:

MONOTEF silturun periferal noral ve oftalmik giivenlik ve

ETIKETLEMEDE KULLANILAN ISRETLER

etkinligi belirlenmenmistir.
Yaranin agima riski, uygulama bolgesi ve kullanilan malzemeye gore
degisebildigi igin, kullanicilar MONOTEF ipligi kullanmadan énce emilebilir
olmayan cerrahi iplerin kullanimina iliskin cerrahi yontem ve tekniklere
asina olmalidirlar. Tekrar steril etmeyiniz. Agilmis posetleri ve
kullaniimayan ipleri imha ediniz. Agiimis ya da zarar gormis posetleri
kullanmayiniz

MONOTEF siiturun doku invazyonu siiturun penetre oldugu dokuya
tutunmasiyla sonuglanabilir. Bu tiir tutunma siiturun gikariimasini zor hale
getirebilr.

Enfekte ve kontamine olmus yaralarda kabul edilebilir cerrahi
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ONLEMLER:

MONOTEF ipligin ve diger tiim cerrahi iplerin kullaniminda iplige ve igneye
zarar vermekten kaginiimalidir. Forseps veya igne tutucu gibi cerrahi
aletlerin kullanimina bagh ezme, sikma ve bikme hatalarindan
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@ Instructions for Use
MONOTEF * POLYTETRAFLUOROETHYLENE SUTURE
NONABSORBABLE, SURGICAL SUTURE, U.S.P/ Eur. Ph

holders. Sutures should be handled preferably with a needle holder at a
third or half of the distance between the connection to the braid and the
point, to avoid penetration difficulties, rupture or needle bending. Changing
the bending of the needle leads to a torsion resistance loss and can cause

DESCRIPTION

MONOTEF suture is a non-absorbable, monofiament, sterile, surgical
it from 100%

igh-densily polytetrafiuoroethylene (PTFE) polymer, exiruded i such a

with aminimal

maintaining integrity and tensile strength. The suture is undyed (white),

contains no additives and free of PFOA.

MONOTEF sutures meet all requirement for non-absorbable surgical

sutures established by the United States Pharmacopoeia (U.S.P) and

European Pharmacopoeia (E.P.).

INDICATIONS:
MONOTEF suture is indicated for use in all types of soft tissue
approximation and/or ligation, including use in cardiovascular, dental and
general surgeries, as well as repair of the dura mater. The device is not
indicated for

ACTIONS:
PTFEisoneof the ONOTEF

minimal tissue reaction. MONOTEF Suture is not absorbed or subject to
weakening by the action of tissue enzymes. It does not degrade in the
presence of infection.

CCONTRAINDICATIONS:
Notknown.

WARNINGS:
The safely and effeciveness of this suture in peripheral neural, and

h familia 1 proced dtech )
nom absorbable sutres beors employing MONOTEF sulure for wound
closure, as risk of wound dehiscence may vary with the site of application
and the suture material used. Do not resterilize. Discard opened packages
Donotuseif damaged

MONOTEF in attachment of the suture
to the tissue it penetrates in long-term use. Such attachment may make
removal of the suture difficult.

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

PRECAUTIONS:

In handing MONOTEF or any other suture material, care should be taken
toavoid damage to needle and suture. Avoid crushing or crimping damage
due to application of surgical instruments such as forceps or needle

As with any suture material, adequate knot security requires the accepted
surgical technique of flat and square ties with additional throws as
warranted by surgical circumstance and the experience of the surgeon
When tying knots with the MONOTEF Suture, tension should be applied by
pulling each strand of the suture in opposite directions with equal force.

ADVERSE REACTIONS:

Adverse effects associated with the use of this device include wound
dehiscence, infection, localized inflammatory reaction, and transitory local
irritation at the wound site.

HOW SUPPLIED:

MONOTEF sutures are available as sterile, monofilament, undyed strands
in U.S.P.sizes 7/0 to 3/0 (metric sizes 0,5- 2) in a variety of lengths, with
andwihoutpermanenty atiached neecde:
MO half, one, two, and
MONOTEF suorcis for single use only.

STORAGE:

Store below 25°C and keep away from sunlight
Protect from humidity.

Do not use after expiry date.
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