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MONOKAPROL Kullanma Talimati
Cerrahi, Polilglikold(75%) ko-kaprolakion(25%)]

Emiebilr PGCL Siitur

Sentetik, Monofilaman, Undyed/Violet

Poli(glikolid-co-kaprolakton)'dan yapiimis MONOKAPROL, kisa dénemli emilebilen

flament bir ipiktr Yizeysel yaralarin kapatimasinda boyasi
operasyonlar igin de mor renkli sekide meveuttur, MONOKAPROL, mikemmel
Kullanim ozellikierive yiksek dugim givenligi sunar.

KULLANIM ALANI
MONOKAPROL, gastrointestinal cerrahi, jinekolojik/obstetrik, rolojik, plastik ve
rekonstruktif cerrahi deri kapama (ic, alt deri) dahil olmaik iizere tim yumusak doku
uygulamalan velveya dikisierinde tavsiye edilir. Ancak kardiyovaskiller ve ndrolojk
dokularda; mikrocerrahi ve oftalmik cerrahide kullaniimamalidir. MONOKAPROL iplik
tekkullanimiiktr.

KULLANILMAMAS| GEREKEN YERLER
Emilebilir ip olmasindan dolay) dokuya uzun sirell baski gereken kapanmalarda
Kullanimamalidi,

ETKILER]

Cerrahi PGCL iplik dokuda hafifbir sekilde akut yangi reaksiyonu olusturabilir ve doku

icinde fibroz bag doku olusumu olabil. Hidroliz yoluyla PGCL ipligin zamanla
el szalr ve smiimi gerceKlesc. PGCL hdroliz sonucunds su ve

Karboruiksigekinds vocd digna i, Kl eyt skben ko

12 ve diger

Igne uglar: ve kalip bolgelerine zarar vermeme igin, igneyi ipligin takildigi ucundan

11251 kadar mesafeden tutun. Igneleri yeniden sekilendirme.

nelerin saglamiiginin ve kirima direncinin azalmasina neden olabilr. Istenmeyen

igne kazalarindan kagmmak igin kullaniciar cerrani muamele srrasinda dikkatl
omald

MONOKAPROL iplikler, uygulama ozelliklerini artirmak icin, cerrahi sartlara ve

teknikleri ile birikte ilave dugimler gerekirr. Monofilaman iplere digim atiimasinda
ilave dugimierin kullanimi 6zellikie uygundur.

Kontamine ve Grinleri bbgesel ve
imha edini

Kularian Gneler “kesicialet” kaplarina atnz.

uygun olarak

YANETKILER

Sentetik emilebilen iplikierin kullanimi ile il yan etkler: yaranin agimasi, sisme,
geriime ya da genislemenin olustugu bolgelerin kapatimasinda yeterl destegin
saglanamamasi, yasii, yaniis beslenen ya da asin zayif hastalarda, yara iylesmesinin
gecikmesinden dolay!_rahatsizlik_geken hastalarda yeterli yara desteginin
saglanamamas), enfeksiyon yangili akut doku reaksiyonu, deri dikisierinin 7ginden
fazla kaldigi durumlarda bolgesel irtasyon (tahris), kan dolasiminin zayif oldugu
dokularda emilimin gecikmesi ve dikisin atmasi, idrar ve safra gibi tuz cozeltieriyle
ipligin uzun siirel temas! sonucu idrar ve saffa kanallarinda tas olusumu ve yaral
boigede gesicibolgesel tahris olusmasdr.

PIYASAYASUNUS SEKLI
MONOKAPROL iplikler boyasiz ya da boyall (mor) sekilde, USP 6/0 (0,7metrik) ve USP

opm:
zalmas ile emilim baslar. PGCL iplk implantasyondan sonra 7 gt lginds odinal
Gerime

MONOKAPROL iplkler bir, ki veya i diizinelik kutularda bulunmaktadir.

90-
UYARILAR

MONOKAPROL

DEPOLAMA
25°C'ninaltinda ve giines isigindan uzakta depolayiniz.

iliskin’ cerrahi yontem v teknikleri bilmelidirer. Doklorlar hastalarda by ipligi
Kullanirken ETKILERI"

ETIKETLEMEDE KULLANILAN ISRETLER

ya da yaranin iyilesmesini gecikiirebilen rahatsiziiklara sahip olan hastalarda uygun
olmayabilr.
Tollai safa ya da Griver sistermdekd gl meveut tuz obzsilertBe uzun strel tomasi
ta3 olusumuna sebebiyet verebiir. Emiebien bir ik olan MONOKAPROL, gecic
olarak yabanci bir cisim eder. Enfekte ve kontamine olmus yaralarin ele
alinmasinda kabul et caraht uyguiamaler eKip eimeiar, MONCKAPROL
emilebilen genisleme, ia lave destek
gerektlrehﬂecek Volgelorde, ou Kisumian kapatimasinda_tamamlayici olarak

PGCL

ONLEMLER

Deride 7ginden fazla kalan dikisler bélgesel tahrise sebep olabili. Bu durumda
Kesimeliya da begeden gkarimaldr: Deri alt Gikger normal olarak emilm e i
ortaya gikan kizarikiik Kigin
yeralmalidir.

az1 durumiarda, ozellide ortopedik prosedirlerde, eklemlerin dis destelerle
hareketsiz tutulup tutulmayacagi cerrahin yetkisindedr. Ipligin disan atilabilecegi ve
emilimin gecikebilecegi zayif kan akiminin oldugu dokularda emilebilen iplikierin
kullanimiii degeriendirimelidir

PROL

kaynaklanan hasarlardan kaginmaya 6zen gdsteriimelidr. Forsepsier ya da igne
tutacaklan gibi cerrahi alet uygulamalar nedeni ile ezime veya garpma hatalarindan
Kaginiimalidir.
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MONOKAPROL Instruction for Use
Surgical Pollgols(75%)co-caprlactone(Z5Hl

Absorbable P

Syoihene, onaament Uncyediilet

DESCRIPTION

MONOKAPROL is a short term absorbable synthetic monofiament suture made of

ol gycoide-co-csprlactone) avaiable in undyed color for the closure of suprtcal

unds and violet color for the rest of indications. MONOKAPROL offers excellent

Panding propetios and igh knotsecurty.

INDICATIONS
MONOKAPROL is recommended for all Soft tissue approximations andor ligations.

includng gastromestnal surgery. gynaecologyctsteris, urology, plstc _and

reconsiucive suger. skin closure (s, sub k). But it shouldn't be uss

cardiovascular or neurological Ticrosurgery o opnthaimic. surgery

MONOKAPROL suture s for angio use oy

CONTRAINDICATIONS
“This suture, being absorbable, should not be used where extended

(113 o ane-haf (12) of the distance rom e Swaged end to he point Reshaping

Users should exercise caution when.andiing surgioal needles 1o avid inadvertont
needle sticks.

PROL sutures, which are treated to enhance handiing characteristics requires
the accepted surgical technique of flat and square ties with adm fonal throws a5
warranted by surgical circumstances and experiences of the surgeon. The use of

Dispose of contaminated and unused products are in accordance with local and facility
requirements. Discard used needles in “sharps” containers.

ADVERSE REACTIONS

ihe use of synthetic

Gehiaconca. falore v provde adcuato wound Support i Sore of 1 3165 whire

expansion, stretching, or distension occur, failure to provide adequate wound supportin
Iderl

infecti
initation when skin sutures are leftin place for greater than 7 days, sulure extrusion and
delayed absorption in tissue with poor biood supply, calculus formation in urinary and

issusunder stossisrequired

ACTIONS
PGCL suture elicits a minimal acute inflammatory reaction in tissue and ingrowth of

transitory local iritation at the wound site.

HOWSUPPLIED

MONOKAPROL sut lable in undyed, dyed ds. in sizes USP 6/0

PGCLsumve ‘occurs by means of hydrolysis gradually and decreases the strength in the

sorption

begms as a loss of tensile. s\renglh {olowed by a oss o mass, PGCL suture etains 45-

70% of the original tensile strength (Break Strength Retention-BSR) in 7 days after

mpantation, A¢ o waeke, Sbarmately 20% of he orghal rengc slrengm (Break
1204:

WARNINGS
Users should be familiar with surgical procedures and techniques involving absorbable.
ft for: Kof vary with

heinvivo
performance (under ACTIONS section) when selecting a suture for use in patients. The
useof patients or

As with any foreign body, prolonged contact of any suture with salt solutions, such as
those found In the urinary or blary tracts may result in alculus formation. AS an
absorbable suture MONOKAPROL s act transiently as a foreign body.

olowed or
infected wounds. As this is an absorbable suure material, he use of supplemerta)
nonabsorbable suurss should be consdered by the surgeon n he clasure of th sitss

et g I eng e, arelcing G heeneion o whic iy reduire add fona

PRECAUTIONS

than7
and should be snipped off removed as indicated. Subeuicular Sutures should be placed
as deeply as possible to minimize the erythema and induration normally associated with
absorplion.
Under some circumstances notably orthopedic procedures immobilization of joints by
be taken in the use of absorbable sutures in tissue with poor biood supply as suture
extrusion and delayed absorption may occt
OL or any other suture material, care should be taken to avoid

e and suture. Avoid crushing or crimping damage due to application of
surgical instruments such as forceps or neede holders.
Avoid prolonged exposure o elevated temperature.

(0.7 metiic) to U

MONOKAPROL
MONOKAPROL suture is supplied sterile.

STORAGE
Store below 25 °C and keep away from sunlight. Protect from humidity. Do not use after
expiry date.
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MONOKAPROL Mode d'emploi
Chirurgie, Poly[glycolique(75%)-Co-caprolactone(25%)]

PGCL absorbable Suture
Synthétique, Monofilament, Non coloré/Violet

dans une zone teros (114 une-demi _(172)de s isanc dTexrémis onose 3 s

poin
Tesstanies ' 1a Tokon o § 1 rupuro. . Les utlisatdurs doent fare aenton 3.1

DESCRIPTION

MONOKAPROL st une sl absorbable syninétque mono-flament do court lema
mposé de poly(glycolide-co-caprolactone) disy leur non peinte pour la

femere des ples superfieles el en couleur roets, Pour \e rese des eviCations

e haute sécurité de

neeud.

INDICATIONS
MONOKAPROL est recommandé pou ates s aprosmatons el igtres de sy

Les sutures qQui sont traitées pour augmenter les caractsristiques e

des s suppémentafes camme garan par es ofconstances chiugicdes e los
expériences ducti

mono-filaments.

locales et dinstallation. Jeter les aiguiles utlisées dans des conteneurs “pour “objets
pointu

is la_chiurgie urologique,
Pastius.e! Teconsiucive, femeture do 12 peay (peat ereure, inrieure, pen).

Les effets daires |

Ia plaie, le

chirurgie ophtalmique et la microchirurgie. La suture de MONOKAPROL est pour utisation

CONTRE-INDICATIONS
Cette suture qui est absorbable, ne doit pas 8tre use pou les fermetures nécessitant une
pression prolongée sur e tissu.

EFFICACITE
Lasulure P
connectif et o prasure dens o am La resictncs do a suturo PGCL dminuo par

o manqus do souten do pla\e pour les palients soufrants élan downé do leur dge. a

leu Tiritation
oche dane 5 o8 o o st roce e e s ot b phst. oxtmon de sure
Iabsorption retardée dans le lissue avec une fourilure faible sanguine, Ia formation de

COMMERCIALISATION
Les sutures MONOKAPROL s tresses non peines
ios dmensons do. USP 60 (07 dimensions mériques) to USP 2 i) ot one

oo do doeyde 3o Comone pat Tydeyen. L Abacrplion sommence comme uno por
de force de détachement poursuivi par une perte de masse. La suture PGCL retient les 45-

Les sutures de MONOKAPROL  sont disponibles dans des boites & une, deux et trois
douzaines.
Lasut

Dans deux
semains, i n reto lus qus s 20% de 1 frce detansion orignle Il st enerament
absorbé dans @0 120 ol

AVERTISSEMENTS
Les utiisateurs doivent ére familiers avec les procédures et technigues chirurgicales
couvrant les sutures absorbables avant femploi pou Ia fermeture de plaie, car le risque de

Ia section EFFICACITE) en
Choaantia s pous et res o8 e

s vos s corps lanaer o contacelong do toute sutre avec s soluons do
ol tlles quo clls rouuéos dans los voiesuinars ou biares powvert résler a a

ot dvanger Ganshorement Des praaues sccapianes cgcHes Sovort e
! > A

par le chirurgien dans la fermeture des zones monirant une dilatation, un élirement ou
distension ou qui peutdemander un supportadditionnel.

PRECAUTIONS
Les suures deIs pesu qui dojvet restr an pace pls de 7 jours pauvent causer ne

PROL
CONSERVATION

25°Cetg
Protéger de Mhumidie.
Ne pas utliser aprés a date limite de consommation

SIGNES UTILISES POUR L'ETIQUETAGE

monofiamen

[ LrT——
() o st noons [r——

utiiser si fe =

wl Fovricant S

Z

vyyy (] )

Proteger du soel

pot rougour etle
durcissementassocié & absorpti
Sous.cortaines. oiconstances.  notamment dans les. procédures

Conserver dans un e sec

Bien évaluer utlisation des sulures absorbables dans les lissus comportant une faible

Lors de la manipulation du MONOKAPROL ou d'autres matériaux de suture, on doit étre
Evite

porte-aigille.
Eviter lexposition prolongée aux températures élevées.
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