@ Instructions for Use
MONOKAPROL PLUS
Poly[glycolide(75%)-co-caprolactone(25%)] (PGCL) Surgical Suture
SYNTHETIC, ABSORBABLE, MONOFILAMENT, USP/EP

DESCRIPTION

MONOKAPROL PLUS is a short-term absorbable synthetic monofilament suture made of

glyconate available in undyed color for the closure of superficial wounds and in violet color for

the rest of indications. MONOKAPROL PLUS offers excellent handling properties and high

knotsecurity.

MONOKAPROL FLUS suture provides an antibacterial effect by means of a broad spectrum
e

In handling MONOKAPROL PLUS or any other suture material, care should be taken to avoid
damage to needle and suture. Avoid crushing or crimping damage due to application of
surgical instruments such as forceps or needle holders.

Kullanma Talimati
MONOKAPROL PLUS

D

MONOKAPROL PLUS sutures, which are treated to enhance handling

require the accepted surgical technique of flat and square ties with additional throws as

warranted by surg\ca\ circumstance and the experience of the surgeon. The use of additional
knotting

exposure
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. User should
exercise caution when handling surgical needles to avoid inadvertent needle sticks. Discard
used needles in "sharps” containers.

ADVERSE REACTIONS

Adverse effects associated with the use of synthetic absorbable sutures include wound
dehiscence, failure to provide adequate wound support in closure of the sites where
expansion, stretching or distension occur, failure to provide adequate wound support in

Poli %75)-co-kaprolakton(%25)] (PGCL) Cerrahi Iplik
SENTETIK EMILEBILIR, MONOFILAMAN, USP/EP

TANIM
Glikonattan yapilmis MONOKAPROL PLUS, kisa donemli emilebilen bir ipliktir.

Forsepsler ya da igne tutacaklari gibi cerrahi alet uygulamalari nedeni ile ezilme, kivriima,
skma hatalarindan kaginiimalidir. MONOKAPROL PLUS iplikler, uygulama 6zelliklerini
arttirmak igin, cerrahi sartlara ve cerrahin deneyimine bagl olarak garanti altina alinan kabul
gormu§ iz v kare dugum teknikerile birikte lave dugurmler gerektiir. Monofilaman iplere
diig ozellikle uygundur.

MONOKAPROL PLUS pikleriuzun sire yiiksek sicaklilara maruz birakmaktan kaginin.

igne uglan ve kalip boigelerine zarar vermemek icin, igneyi ipligin takildigi ucundan igne
boyunun 1/3-1/2'si kadar mesafeden tutun. Igneleri yeniden sekilendirme, - ignelerin

Yuzeysel yaralarin kapatimasinda boyasiz ve diger operasyonlar icin de violet renkli sekilde
meveuttur.

MONOKAPROL PLUS mitkemmel kullanim 6zellikleri ve yiiksek diigim gavenligi sunar..
MONOKAPROL PLUS 60yg/m'den fazla olmayan genis spektrumlu antibakteriyel ajan
Klorhekzidin Diasetat (CHA) icerigi sayesinde antibakteriyel etki saglar

KULLANIMALANI
MONOKAPROL PLUS, drolojik, ~plastik,
cerrahi deri kaplama (ic,alt den) dahwl olmak uzere tim yumusak doku

elderly, debilitated patients or in patients suffering

agen Diacetate (CHA) tno more than 60pg/m.
INDICATIONS
MONOKAPROL PLUS s recommended for all soft Iissue approximations and/or ligations
ludi rology, i

surgery, kin dlosure (lntra ity skin). But it Shouldt be_used in

es; yor irgery. MONOKAPROL PLUS suture Tefor
single useomy
CONTRAINDICATIONS

This suture, being absorbable, should not be used where extended approximation of tissue
under stress is required. MONOKAPROL PLUS suture should not be used in patients with
known allergic reactions to Chlorhexidine Diacetate (CHA).

ACTIONS
PGCL suture elicits a minimal acute inflammatory reaction in tissue and ingrowth of fibrous
connective tissue. Progressive loss of tensile strength and eventual absorption of PGCL
suture occurs by means of hydrolysis gradually and decreases the strength in the body. After
hydrolysis its executed from the body as carbon dioxide and water. Absorption begins as a
loss of tensile strength followed by a loss of mass. PGCL suture retains 75-70% of the original
tensile strength in 7 days after i At two weeks, i 40-50% of the
original strength is retained. Complete mass is absorbed in 90 to 120 days.

MONOKAPROL PLUS suture has been shown to inhibit microbial adherence and
colonization of the suture by E.coli, Klebsiella

s Methicill

tro and in-vi d

WARNINGS

Users should be familiar with surgical and involving

sutures before employing MONOKAPROL PLUS suture for wound closure, as fisk of wound
dehiscence may vary with the site of application and the suture material used. Physicians
should consider the in vivo performance when selecting a suture for use in patients. The use
of this suture may be inappropriate in elderly, malnourished, or debilitated patients, or in
patients suffering from conditions which may delay wound healing

The use of MONOKAPROL PLUS does not substitute normal observance of hygiene and/or
otherwise needed antibiotic treatment.

Donot resterilize. 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 resultin calculus formation. As on absorbable suture,
MONOKAPROL PLUS suture may act transiently as a foreign body. Acceptable surgical
practice should be followed for the management of contaminated or infected wounds. As this
is an absorbable suture material, the use of supplemental nonabsorbable sutures should be
considered by the surgeon in the closure of the sites which may undergo expansion,
stretching or distension, or which may require additional support.

PRECAUTIONS
Skin sutures which must remain in place longer than 7 days may cause localized iritation and
should be snipped off o removed as indicated. Subcuticular sutures should be placed as
deeply as possible to minimize the erythema and induration . Normally associated with
Under some notably of
joints by external support may be employed at the discretion of the surgeon. Consideration
should be taken in the use of absorbable sutures in tissue with poor blood supply as suture
extrusion and delayed absorption may occur.

delay wound healing, infection, minimal acute inflammatory tissue reaction, localized irri
when skin sutures are left in place for greater than 7 days, suture extrusion and delayed
absorption in tissue with poor blood supply, calculus formation in urinary and biliary tracts
when prolonged contact with salt solutions such as urine and bile occurs, and transitory local
irritation at the wound site.

HOW SUPPLIED

MONOKAPROL PLUS sutures are available in undyed, dyed (violet) strands, in sizes USP
5/0 (1 metric) to USP 2 (5 metric), in a variety of lengths, as non-needled or attached to
stainless steel needles of varying types and sizes.
MONOKAPROL PLUS sutt

MONOKAPROL PLUS suture s supplied sterile.
STORAGE

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

Donotuse after expiry date.

, two, and boxes.

SYMBOLS USED ON LABELLING

Do not reuse! Dyed, Absorbable,
@ (D 1 /crcicmens
@ Do not resteriize 6 Undyed, Absorbable,
Monofiament
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Keep away from sunlight

Profect from humidity

@ Recyclable pack

Attention, See instruction for use
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STERILE[EO] sterile EO: Ethylene oxide

Batch Number

uygulamalari velveya dikislerinde tavsiye edili. Ancak kardiyovaskiiler ve norolojik
dokularda; mikrocerrahi ve oftalmik cerrahide kullaniimamalidir. MONOKAPROL PLUS iplik
tek kullanimiiktir.

KULLANILMAMASI GEREKEN YERLER
Emilebilic ip olmasindan dolayi dokuya uzun sireli baski gereken kapanmalarda
kullanimamalidir. MONOKAPROL PLUS siitur Klorhekzidin Diasetat (CHA) maddesine
alerjik jbilinen

ETKILERI

Cerrahi PGCL iplik dokuda hafif bir sekilde akut yangi reaksiyonu olusturabilir ve doku iginde

fibréz bag doku olusumu olabilir. Hidroliz yoluyla PGCL ipligin zamanla mukavemeti azalir ve

emilimi gergeklesir. PGCL hidroliz sonucunda su ve karbondioksit seklinde viicut disina atilr.

Kitle kaybini takiben kopma mukavemetinin azalmasi ile emilim baslar. PGCL _iplik
sonraki 7 giin de orijinal gerilme aklasik %75-70'ini

muhafaza eder. Iki haftada orijinal gerilme mukavemetinin %40-50'si Ralr 90-120 gin

igerisinde tamarm emilr.

In-vitro ve in-vivo galismalari kullanilarak MONOKAPROL PLUS'n siltur iizerinde E.coli

Klebsiella aureus ve Metisilin

direnglitirlerinin mikrobiyal tutunma 3igo

UYARILAR

Yaranin agima riski, uygulama bolgesi ve kullanilan malzemeye gére degisebildigi igin

kullanicilar MONOKAPROL PLUS ipligi kullanmadan énce emilebili ipliklerin kullanimina

iliskin cerrahi yontem ve teknikleri irler. Doktorlar bu ipl

organizma igindeki performansini da gz 6niinde bulundurmalidir. Bu ipligin kullanimi; yasli,

yanhis beslenmis, asin zayif hastalarda ya da yaranin iyilesmesinigeciktirebilen

uygun

MONOKAPROL PLUS kullanimi normal hijyen gozetiminin ve/veya gereken durumlarda
antibiyotik tedavinin yerini tutmaz.
PGCLipler aketleri ipleri
Iplikierin saffa ya da orner sistamdeki g\b\ meveutolan tuz gozeltileri fl uzun strel temast tas
olusumuna sebebiyet verebilir. Emilebilen bir iplik olan MONOKAPROL PLUS, gegici marak
yabanci bir cisim gibi etki eder. Enfekte ve olmus yaralarin ele
edilebilir cerrahi uygulamalar takip edilmelidi. MONOKAPROL PLUS emilebilen blr .pnk
malzemesi oldugu igin, genisleme, sisme olabilecek e da ilave destek gerektirebilecek

, bu kisimlarin jarak ipliklerin kullanimi,
cerrahtarafindan degerlendiriimelidir.

ONLEMLER
Deride 7 ginden fazla kalan dikisler bolgesel tahrise sebep olabilir. Bu durumda kesilmeli ya
da bolgeden gikariimalidir. Deri alti dikisler, normal olarak emilim ile ilgili ortaya gikan
kizariklik ve sertlesmeyi en aza indirmek igin mmkin oldugunca derinde yer almalidir.Bazi

ézellikle ortopedik i eklemlerin dis desteklerle hareketsiz tutulup
g cerrahin i pligin disari ve emilimin

ve kiriima direncinin azalmasina neden olabilir. istenmeyen igne kazalarindan
kaginmak icin kullanicilar cerrahi muamele sirasinda dikkatl olmalidirtar. Kullaniimis igneleri

igneler” kabina ayiriniz.
YANETKILER

Sentetik emilebilen ipliklerin Kul\amml ile ilgili yan etkiler; yaranin aglimasi, sisme, gerilme ya
da genislemenin olustugu bolgeleri i destegin yasli
ve yanlis beslenen ya da asiri zayw yara inden dolayi
rahatsizlik geken yeterli yara desteg g yangih akut
doku reaksiyonu, deri dikislerinin 7 giinden fazla kaldigi durumlarda bolgesel iritasyon
(tahris), kan dolasiminin zayif oldugu dokularda emilimin gecikmesi ve dikisin atmast, idrar ve
saffa gibi tuz gozeltileriyle pligin uzun streli temasi sonucu idrar ve saia kanallarinda tas
olusumu ve yarali bolged

PIYASAYA SUNUS SEKLI

MONOKAPROL PLUS iplikler boyasiz ya da boyall (violet) sekilde, USP 5/0 (1 metrik) ve
USP 2 (5 metrik) arasinda, degisik boylarda, igneli veya ignesiz olarak meveuttur.
MONOKAPROL PLUS iplikler bir, iki veya tg diizinelik kutularda bulunmaktadir.
MONOKAPROL PLUS iplik steril olarak arz edilir.

DEPOLAMA

25°C'ninaltinda ve giines isinlarindan uzakta depolayiniz.

Nemden koruyunuz.

Son kullanma tarihinden sonra kullanmayiniz.

ETIKETLEMEDE KULLANILAN i§RETLER

@ Tek kullanimlik
Tekrar steril etmeyiniz

@ Paket zarar gormisse kullanmayiniz
d Uretici

vyyy e+ Uretim tarii, Yi /.'

(WD :0/ci, Emilebilr Monofiamaon

(0 Boyast Emiebilr Monofiaman
P

¢
25°C'in altinda muhafaza ediniz

/\

N Giinesten uzak tutunuz
g YYY Y-MM sSon keilanma tarii, Yi-Ay ’? Nemden kouyunuz

@ Geri doniistimlis paket

STERILE | EO | steril EO: Etilenoksit

zayif kan akiminin oldugu dokularda emilebilen ipliklerin kullanimi iy
degerlendirilmelidir MONOKAPROL PLUS ya da herhangi bir iplik materyallnln kullanimi
sirasinda,
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“EASSI(The European Association of Surgical Suture Industry) has developed a system of symbols which is designed to describe various suture product characteristics in an intuitive, pictorial manner.
The use of symbols is permitted by the Medical Device Directive (MDD 93/42/EEC) and enables companies to provide information to the customer without having to provide

Seri No & Dikkat, Kullanma kilavuzuna bakiniz
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BOZ TIBBI MALZEME SANAYI VE TICARETA.S.
Sagiik Mahallesi Sagik 1 Sk. No:33/5 06410 Gankaya/ANKARATURKIYE
Tel : +90 (312) 254 03 40 (5 hat) Faks : +90 (312) 254 03 50
web:www.boztibbi.com e-mail:boz@boztibbi.com
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ASSI (Aviupa Cerrahi Sutur Sanayi Birigi) cesit sutur Grin karakteristiklerini sezgisel ve resimsel olarak igin bir sistem Sembol Tibbi
haz Direktifi (Medical Device Directive) (MDD 93/42/EEC) izin ktedir ve goklu di ine gerek kalmadan reticilerin ina bilgi sag imkan "

dBOZ TIBBI MALZEME SANAYIVE TICARETA.S.

Saglik Mahallesi Saglik 1 Sk. No:33/5 06410 Gankaya/ANKARA/TURKIYE
Tel : 490 (312) 254 03 40 (5 hat) Faks : +90 (312) 254 03 50
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