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Supermid

Fir de sutura sintetic, parno,
neresorbabil, steril, realizat
din poliamida 6 nailon Multifilament

DESCRIERE

Produsul Supermid este un fir de suturd
sintetic, neresorbabil, steril. Acesta este
realizat din polimeri poliamidici. Firul de
sutura este si vopsit.

Firul de suturd Supermid are o rezistentd
ridicata la tractiune in vivo, nu favorizeaza
dezvoltarea bacteriilor si are avantajele
suplimentare de a fi remarcabil de neted
si usor de manevrat.

Firul de suturd Supermid respects ce-
rintele farmacopeii Statelor Unite ale
Americii (U.S.P), ale farmacopeii europe-
ne (Ph. Eur.) si ale Directivei europene pri-
vind dispozitivele medicale 93/42/CEE.

INDICATII

Firul de sutura Supermid este indicat
pentru utilizare in apropierea si ligatura-
rea tesuturilor moi, fiind utilizat in cadrul
unei game largi de proceduri chirurgicale.

CONTRAINDICATII

Firul de suturd Supermid nu trebuie utili-
zatin situatiile in care este necesara pastra-
rea permanenta a rezistentei la tractiune,
cum ar fi fixarea lentilelor intraoculare sau

a grefelor vasculare sintetice, din cauza

pierderii treptate a rezistentei la tractiune

care poate apdrea in vivo.

AVERTISMENTE

Utilizatorii trebuie sa fie familiarizati cu
procedurile si tehnicile chirurgicale care
implica fire de sutura resorbabile inainte
de utilizarea firului de sutura Supermid
pentru inchiderea pldgilor, deoarece
riscul de desfacere a buzelor plagii poate
varia in functie de locul de aplicare si de
materialul de sutura utilizat.

La fel ca in cazul altor corpuri straine, con-
tactul prelungit al oricarui fir de sutura cu
solutii saline de tipul celor din tractul uri-
nar sau biliar poate duce la formarea de
calculi.

Trebuie respectata practica chirurgicala
acceptabild in ceea ce priveste gestionar-
ea plagilor infectate sau contaminate.
Eliminati firele de sutura neutilizate siam-
balajele deschise.

A nu se reutiliza.

A nu se resteriliza.

MASURI DE PRECAUTIE

La manipularea acestui fir de suturd sau a
oricarui alt material de sutura, trebuie sa
se procedeze cu grija pentru a se evita de-
teriorarea in urma manipuldrii. Evitati de-
teriorarea prin strivire sau pliere ca urma-
re a aplicarii de instrumente chirurgicale,
cum ar fi pensele sau portacele.

Firele de suturd Supermid, care sunt tra-
tate in vederea imbunatatirii caracteristi-
cilor de manipulare, impun utilizarea teh-
nicii chirurgicale acceptate a nodului pat-
rat si plat, cu treceri suplimentare ale firu-
lui, dupa cum o justifica circumstantele
chirurgicale si experienta chirurgului.

Utilizarea trecerilor suplimentare ale firu-
lui poate fi adecvata indeosebi in cazul in-
nodarii firelor de sutura din poliamida.
Pentru a preveni deteriorarea varfurilor
acelor si a zonelor ingustate, prindeti acul
de la o treime (1/3) pana la o jumatate
(1/2) din distanta de la capatul ingustat la
varf. Remodelarea acelor poate conduce
la pierderea rezistentei acestora la indoire
si rupere.

Utilizatorii trebuie sa fie precauti atunci
cand manipuleaza acele chirurgicale,
pentru a evita intepaturile accidentale.
Aruncati in recipientul special pentru
obiecte ascutite acele utilizate.

Evitati expunerea prelungita la tempera-
turi ridicate.

A nu se utiliza dupa data de expirare.

REACTII ADVERSE

Efectele adverse asociate cu utilizarea aces-
tui produs includ desfacerea buzelor plagii,
reactie tisulara inflamatorie acuta minima,
formarea de calculi in tractul urinar si cel
biliar atunci cand are loc contactul prelun-
git cu solutii saline, cum sunt urina si bila,
pierderea treptata a rezistentei la tracti-
une in timp, durere cauzata de infectia
bacteriana si iritatie locala si edem tranzi-
torii in zona plagii. Acele rupte pot duce
la interventii chirurgicale extinse sau su-
plimentare sau corpuri straine reziduale.
Intepéturile accidentale cu ace chirurgica-
le contaminate pot duce la transmiterea
de agenti patogeni transmisibili pe cale
sanguina.

STERILIZARE

Firele de suturd Supermid sunt steriliza-
te cu oxid de etilena. Sterilitatea se pastrea-
za numai atunci cand ambalajul produsu-
lui este deschis in conditii sterile.

A nu se resteriliza.

Nu utilizati produsul daca observati ca am-
balajul este deschis sau deteriorat.
Eliminati firele de sutura neutilizate ale
caror ambalaje au fost deschise.
DEPOZITARE

Feriti produsul de umezeala si de actiu-
nea directd a caldurii.

Se recomanda depozitarea in medii cu
temperaturi cuprinse intre 5 °C si 25 °C.

A nu se utiliza dupa data de expirare.
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Supermid EN

Polyamide 6 Nylon
Multifilament , Synthetic, White
Non-absorbable sterile surgical suture

DESCRIPTION

Supermid suture is synthetic non-ab-
sorbable sterile surgical suture. It is com-
posed of Polyamide polymers. It is Multif-
ilament sutures.

Supermidsuture has high in vivo tensile
strength, does not support bacterial
growth and has the further advantages of
being remarkably smooth & easy to han-
dle.

Supermid suture complies with the re-
quirements of the United States pharma-
copoeia U.S.P. and European pharmaco-
poeia Ph. Eur. and European Medical De-
vice Directive 93/42/EEC.

INDICATIONS

Supermid suture is indicated for use in
general soft tissue approximation and li-
gation, and used in a wide variety of sur-
gical procedures.

CONTRAINDICATIONS

Supermid suture should not be used
where permanent retention of tensile
strength is required as in fixation of intra-
ocular lenses or synthetic vascular grafts,
due to gradual loss of tensile strength
which may occur over prolonged periods
invivo.

WARNINGS

Users should be familiar with surgical pro-
cedures and techniques involving
absorbable sutures before employing
Supermid suture for wound closure, as
risk of wound dehiscence may vary with
the site of application and the suture
material used.

As with any foreign body, prolonged con-
tact of any suture with salt solutions, such
as those found in the urinary or biliary
tracts may result in calculus formation.
Acceptable surgical practice should be
followed for the management of contam-
inated or infected wounds.

Discard opened packages and unused
sutures.

Do not re-use.

Do not re-sterilize.

PRECAUTIONS

In handling this or any other suture mate-
rial, care should be taken to avoid dam-
age from handling. Avoid crushing or
crimping damage due to application of
surgical instruments such as forceps or
needle holders.

Supermid sutures, which are treated to
enhance handling characteristics, require
the accepted surgical technique of flat
and square ties with additional throws as
warranted by surgical circumstance and
the experience of the surgeon. The use of
addition throws may be appropriate
when knotting Multifilament polyamide
sutures.

To avoid damaging needle points and
swage areas, grasp the needle in the area
one-third (1/3) to one-half (1/2) of the dis-
tance 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 han-
dling surgical needles to avoid inadverten
needle sticks.

Discard used needles in “sharps”
container.

Avoid prolonged exposure to elevated
temperatures.

Don't use after expiry date.

ADVERSE REACTIONS

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

Broken needles may result in extended or
additional surgeries or residual foreing
bodies. Inadvertent needlesticks with
contaminated surgical needles may result
in the transmission of bloodborne
pathogens.

STERILITY

Supermid sutures are sterilized by
ethylene oxide. Sterlity is preserved only
when opened under sterile conditions.
Do not re-sterilize.

Do not use if package is opened or
damaged.

Discard opened unused sutures.

STORAGE

Keep away from moisture and direct heat.
Recommendded storage condition is
between 5-25°C. Don't use after expiry
date.
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Supermid cz
Polyamid 6 Nylon
synteticky, bila barva, Multifilament
nevstiebatelny sterilni chirurgicky steh

POPIS

StehSupermid je synteticky nevstieba-
telny sterilni chirurgicky steh. Sklada se z
polyamidovych polymert. Jsou to stehy
obarvené.

Steh Supermid mé vysokou pevnost v
tahu in vivo, nepodporuje rust bakterii a
ma daldi vyhody spocivajici v tom, ze je
pozoruhodné hladky a snadno se s nim
manipuluje.

Stehy Supermid spliuji pozadavky Iéko-
pisu USA USP a evropského lékopisu Ph.
Eur. a evropska smérnice o zdravotnic-
kych prosttedcich 93/42 / EHS.

INDIKACE
Steh Supermid je indikovan k pouziti pfi
obecné aproximaci a ligaci mékkych
tkani. Jemngjsi velikosti pouzivané v
oftalmologickych a mikrochirurgickych
postupech.

KONTRAINDIKACE

Stehy Supermid by se nemély pouzivat
tam, kde je vyzadovana stala retence pev-
nosti v tahu, jako pfi fixaci nitroocnich
cocek nebo syntetickych cévnich stépd,
kvili postupné ztraté pevnosti v tahu,
ktera mGze nastat po delsi dobu in vivo.

VAROVANI

Uzivatelé, ktefi by méli byt obeznémeni s
chirurgickymi postupy a technikami, za-
hrnujicimi nevstiebatelnym materialem
pied pouzitim Supermid stehu pro uza-
viraniran, jako nebezpeci otevienirany se
muze lisit v zavislosti na misté aplikace a
Siciho materidlu.

Stejné jako u jinych cizich télisek mlze
dlouhodoby kontakt jakéhokoli stehu se
solnymi roztoky, jako jsou roztoky naleze-
né v mocovych nebo Zlucovych cestach,
vést k tvorbé zubniho kamene. Pii [écbé
kontaminovanych nebo infikovanych ran
je tieba dodrzovat pfijatelnou chirurgic-
kou praxi.

Zlikvidujte oteviené bali¢ky a nepouzité
stehy.

Nepouzivejte znovu.

Nesterilizujte znovu.

OPATREN(

Pfi manipulaci s timto nebo jinym materi-
alem pro siti je tfeba dbat na to, aby nedo-
3lo k poskozeni pii manipulaci. Vyvarujte
se pomackani nebo poskozeni zvinéni v
dusledku poutziti chirurgickych nastrojg,
jako jsou klesté nebo drzaky jehel.

Stehy Supermid, které jsou o3etfeny tak,
aby zlepsily manipula¢ni vlastnosti, vyza-
duji akceptovanou chirurgickou techniku
plochych a ¢tvercovych kravat s dalsimi
héazenimi, jak to vyzaduje chirurgicka
okolnost a zkusenosti chirurga. Pfi vazani
polyamidovych stehti s vldk nem muze-
byt vhodné pouzit pfidavné hody.

Abyste zabranili poskozeni hrotu jehly a
zUzenych oblasti, uchopte jehlu v oblasti
jedné tretiny (1/3) az jedné poloviny (1/2)
vzdélenosti od zGzeného konce k bodu.
Tvarované jehly mohou zpUsobit, Ze ztrati
pevnost a budou méné odolné vici ohy-
béni a lamani.

UZivatelé by méli pfi manipulaci s chirur-
gickymi jehlami postupovat opatrné, aby
nedoslo k neimysinému zaseknuti jehly.
Pouzité jehly vyhodte do nadoby na ostré
predméty.

Vyvarujte se dlouhodobému ptisobeni
zvysenych teplot.

Nepouzivejte po uplynuti doby pouzitel-
nosti.

NEZADOUCI UCINKY

Mezi nepfiznivé acinky spojené s
pouzivdnim  tohoto  zafizeni  patii
dehiscence ran, neposkytnuti adekvatni
podpory rény pfi uzavirani mist, kde
dochézi k expanzi, protahovani nebo
distenzi, neposkytovani  adekvatni
podpory ran u starSich, podvyzivenych
nebo oslabenych pacientti nebo u
pacientd trpicich od podminek, které
mohou zpozdit hojeni ran, infekce,
minimalni akutni zanétliva reakce tkané,
lokalizované podrazdéni, kdyz jsou kozni
stehy ponechany na misté déle nez 7 dni,
vytla¢ovéni stehli a opozdéna absorpce
ve tkani se Spatnym zdsobenim krvi,
tvorba kament v mocovych a zlu¢ovych
cestach pfi dlouhodobém kontaktu se
solnymi roztoky, jako je moc¢ a Zlu¢, a
prechodnym lokalnim podrézdénim v
misté poranéni.

Zlomené jehly mohou mit za nésledek
prodlouzené nebo dalsi operace nebo
zbytkova cizi télesa. Neimyslné zaseknuti
jehly  kontaminovanymi chirurgickymi
jehlami muize vést k pfenosu patogent
prendsenych krvi.

STERILITA

Stehy Supermid jsou sterilizovany
ethylenoxidem. Sterilita je zachovéana
pouze pfi otevieni za sterilnich
podminek.

Nesterilizujte.

Nepouzivejte, pokud je obal otevieny
nebo poskozeny.

Zlikvidujte oteviené nepouzité stehy.

ULOZNY PROSTOR

Chrante pred vlhkosti a pfimym teplem.
Doporuc¢ena skladovaci teplota je nizsi
nez 25 ° C. Nepouzivejte po uplynuti doby
pouzitelnosti.
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Supermid
Poliamid 6 Naylon
Multifilament, Sentetik
Beyaz Emilemeyen steril stitlr

TANIM

Supermid sentetik, steril, emilemeyen
Poliamid polimerlerinden olusur. Multifil -
ament.

Supermid siitiirli in vivo ortamda yiik-
sek gerilime dayanalikli, bakteri olusumu-
nu engelleyen ve mikemmel bir sekilde
kullanimi kolaydir.

Supermid Avrupa Farmakopesi, Avrupa
Tibbi cihazlar yonetmeligi 93/42/EEC ve
Amerika Birlesik Devletleri Farmakope-
si'nde emilebilir sentetik sutrler icin ta-
nimlanmis gerekliliklerin timana karsilar.

ENDIKASYONLARI

Supermid siitiirii genel olarak yumusak
doku yakinlastirnimasinda kullanilir. Ktigiik
capli olanlari oftalmik ve mikro cerrahi is-
lemlerde kullanilabilir.

KONTRAENDIKASYONLARI

Supermid in vivo ortamda uzun stire
zarfinda olusabilecek cekme mukavemeti
kaybi nedeniyle, goz ici lens veya sentetik
damar grefleri gibi sabitlenmesi gereken
ve uzun streli cekme mukavemeti gere-
ken dokularda kullanilmamalidir.

UYARILAR

Uygulanan bolge ve siitlir materyaline
gore yara acilma riski degiseceginden,
kullanicilar; yara kapama icin Supermid
sttlr  uygulayacaklarindan cerrahi
prosediirleri ve teknikleri iyi bilmelidir.
Her yabanci cisim gibi, cerrahi iplik de
idrar ve safra sistemindeki tuzlu soltisyon-
larla uzun sire temas halinde oldugunda
bobrek/safra tasi olusumuna sebep ola-
bilir.

Supermidsiitiir gegici olarak yabanci ci-
sim gibi davranis gosterebilir. Kontamine
olmus veya enfekte yaralarin tedavisinde
kabul edilmis cerrahi uygulamarin takip
edilmesi gerekmektedir.

Tekrar sterilize etmeyiniz.

Acilmis posetleri veya artan iplikleri atiniz.

Acik veya hasarli Griinleri kullanmayiniz.

ONLEMLER

Bu ve diger cerrahi iplik malzemeleri kul-
lanimi sirasinda iplige zarar verilmemesi-
ne dikkat edilmelidir. Forseps veya igne
tutucular gibi cerrahi aletlerin kullanimin-
da ezilme veya kivrilma hasarlarindan
ozellikle kaginilmasi gerekmektedir.

Her cerrahi iplik malzemesinde oldugu gi-
bi, cerrahi kosullar ve cerrah tecribesine
bagl olarak, yeterli dugum emniyeti igin
kabul edilen cerrahi tekniklere uygun diiz
ve kare dugumleri ile ek dugtimler gere-
kebilir.

Kullanicilar cerrahi igneleri kullanirken
yanlislkla igne batmalarini 6nlemek igin
tedbirli olmalidir.

igne uclarinin ve baglanti noktalarinin ha-
sar gérmemesi icin, igneyi baglanti nokta-
sindan 1/3 ile 1/2 mesafede tutmak gere-
kir. igneye tekrar sekil verme kuvvetin
azalmasina ve biikilme ve kirlmaya karsi
daha az direng géstermesine sebep olur.
Kullanilmis ignelerin 6zel tibbi atiklar ola-
rak imha edilmesi gereklidir.

Kullanim émrii bitmis Grinleri kullanma-
yiniz.

Uzun siire yiiksek sicakliklara maruz birak-
mayiniz.

YAN ETKILER

Bu cerrahi ameliyat ipliginin kullanimi ile
ilgili yan etkiler arasinda yaralarin agiima-
si, kapama bolgesinde genlesme, idrar
veya safra sistemindeki tuzlu soltsyonlar-
la uzun sure temas halinde oldugunda,
bobrek/safra tasi olusumu, enfeksiyonu,
gegici lokal tahrise ve 6deme sebep olabi-
lir.

Kirilmis igneler ameliyat stiresinin uzama-
sina veya ilave ameliyatlara, kalintilar
yabanci cisim komplikasyonlarina sebep
olabilir. Kontamine olmus ignelerin
yanlislkla batmasi kan yolu ile patojenle-
rin yayllmasina sebep olabilir.

STERILITE

Supermidsitirleri etilen oksit ile sterili-
ze edilmistir.

Steril ortamda acildigi takdirde Griin steril
halini korumaktadir.

Tekrar sterilize edilmez.

Paket acik ya da zarar gérmiis ise kullan-
mayiniz.

Acilmis posetleri veya artan iplikleri atiniz.

DEPOLAMA

Uriin kuru ve temiz olarak saklanmalidir.
5-25%de depolayiniz ve direkt giines isi-
gindan ve nemden uzak tutunuz. Kulla-
nim émrii bitmis driinleri kullanmayiniz.
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