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Instructions for use
SURGICAL STEEL

Monofilament Stainless Steel Wire —
non absorbable sterile surgical suture

Description

Surgical Steel is a sterile, monofilament, non
absorbable surgical suture composed of stainless
steel. The suture is available attached to stainless
steel needle.

Surgical Steel sutures are manufactured according
to the requirements of the European
Pharmacopoeia for sterile non-absorbable sutures
and with the essential requirements of the directive
93/42/EEC.

Indications

Surgical Steel sutures are for use in abdominal
wound closure, hernia repair, sternal closure and
orthopaedic procedures including cerclage and
tendon repair.

Application

Surgical Steel suture selection depends on the
condition of the patient, the size of the tissue and
wound and the experience of the surgeon.

Performance

The implantation of the Surgical Steel suture in
tissues results to an initial inflammatory reaction,
followed by gradual encapsulation of the suture by
connective tissues and is not absorbed.

Contra indications

The use of Surgical Steel is contraindicated in
patients with known sensitivity or allergy to
stainless steel or constituent metals such as
chromium and nickel.

Warnings / Precautions / Interactions

Surgical Steel sutures should be used only from
members of experienced surgical teams. Users
must be familiar with suture handling and knotting
techniques. Knot security requires standard
surgical technique of flat and square ties according
to the experience of the surgeon and the nature of
the operation. Unnecessary knot tension and
suture handling with surgical instruments such as
needle holders or forceps can damages the surface
and weaken the suture and therefore must be
avoided.

The image produced by NMR Imaging Equipment
could be distorted in patients with stainless steel
sutures. There is a minimal risk of suture
movement during procedures using NMR Imaging
Equipment.

With Surgical Steel sutures, kinking or excessive
twisting should be avoided and special care should
be taken in relation to sternal dehiscence. Surgical
Steel sutures can be difficult to knot. Unless large
loops are thrown when forming knots the material is
liable to fracture at the final throw. The sutures may
also be secured by twisting the two ends of the wire
together, either manually or mechanically, taking
care to avoid fracture of the material.

Special care should be taken in handling of surgical
needles. The needle should be grasped with the
needle holder in an area 1/3 to 1/2 of the distance
from the attachment end to the point. Grasping the
needle from the opposite end area can damage the
point or even cause a needle fracture. Deformed
needles should not be forced to their original shape
as this can cause loss of strength or even needle
fracture. Used needles should be safely discarded
in special containers.

Adverse reactions

The use of the suture in some patients can cause
allergic response or temporary local irritation which
is followed from temporary inflammatory reaction.
As every foreign body it can enhance an existing
infection.

Sterilization

Surgical Steel sutures are sterilized with
Ethylenoxide gas. The sterilization is mentioned on
each single package. It is intended to be used only
once and it should be discarded if its package is
damaged or opened. Unused open sutures must be
discarded. Sutures should not be re-sterilized.

Storage
Store bellow 25 °C, away from direct heat and
moisture. Never use after expiration date.
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OAHrIEZ XPHZHZ
SURGICAL STEEL

MovokAwvo avogeidwTo Xeipoupyiko
ATOAAI - N ATTOPPOPRTINO
ATTOOTEIPWHEVO XEIPOUPYIKO pAMMA

Mepiypaen

To Surgical Steel eival éva ammooTeipwpévo, HOVOKAWVO,
N OTTOPPOPATIHO XEIPOUPYIKO PAMA TTOU aTToTEAEITAI
aTtré avogeidwTo atodAl kal dIaTIBETaI TTPOTAPHOCHEVO
o€ avogeidwTn atodAivn BeAdva. To XeIPoupyIko pappa
Surgical Steel kataokeudgetal CUPPWVA E TIG
Trpodiaypagég TG Eupwrdikrg PapuakoTroliag Kai Tig
0OUCIWBEIG aTTAITATEIG TNG 0dnyiag 93/42/EOK.

Evdeieig

To xelpoupyikd pdppa Surgical Steel xpnoipoTroieital
YIo oUPPAPH) TPAUPATWY TOU UTTOYaOTpiou,
ATTOKATAOTAON KAANG, BWPAKIKEG PaPES Kal
0pBOTTESIKEG ETTEPRAOEIG, TTEPIAAUBAVOUEVNG TNG
TTEPIOTEPAVWONG KAl TNG OTTOKATACTAONG TEVOVTWV.

Eg@appoyn

To pn aTmoppoPrcIPo XeIPoupyIKd pdupa Surgical Steel
ETMAEYETAI IO XPrion avdAoya pe TNV KATAoTaon Tou
aagBevoug, To HEyeBOG TOU TPAUPATOG KAl TWV I0TWVY Kal
TNV XEIPOUPYIKK EPTTEIPIA KA TEXVIKH.

Atmédoon
To pdppa autéd eppavidel apxIKA pia HIKpH GAEyHovVwdN
avTidpaon oTov 10TO Kal SV aTToppoPdTal.

Avrevdeieig

Aev gvdeikvuTal n Xprion Tou XEIPOUPYIKOU PAUNATOG
Surgical Steel o€ aoBeveig ue eyvwopévn evaiodnoia
OTO ATOGAI I} TO CUCTATIKG TOU METOAAQ, OTTWG TO XPWHIO
KAIMIKEAIO.

Mposidotroioeig / Mpo@uAdgelg / ANANAemIdpdoeig
Ta xeipoupyikd pdupara Surgical Steel mpémel va
XPNOIHOTIOIOUVTAI ATTOKAEIOTIKG aTrd PéEAN
£EEIBIKEUPEVWV XEIPOUPYIKWV Oddwyv. O1 XprioTeg
TIPETTEI VA Eival EGOIKEIWMPEVOI LE TIG TEXVIKEG TOU
XEIPIOHOU TWV PAPHATWY Kal TNG KATAOKEUNG
XEIPOUPYIKWYV KOUTTWV. Na TNV £TTAPKA aoPAAEIa TwV
KOUTIWV aTTITEITAN N KABIEPWEVN TEXVIKT TWV
ETMITEDWV Kol TETPAYWVWY SETUWY, avaAoya Pe TRV
@UaOnN TOU TTEPICTATIKOU Kal TNV EUTTEIPIA TOU XEIPOUPYOU.
MpéTTel va aTToQeUYETAI N PN ATTAPAITNTN SIGTACT WOTE
va TreplopigeTal n mlavoTnTa ETMIPAVEIAKAS POoPd i
£&aoBévnaong Tou pduparog. Etriong pétel va
armo@eUyeTal n OoPd ToU PAPHATOG ATTO TNV ETTAPY| TOU
HE XEIPOUPYIKG epyaAeia.

Mo 10 XEIPIOUO HOAUGHEVWV T ETTITTETTAEYHEVWV
TPAUPATWY TIPETTEN VO AKOAOUBEITaI N kKaBIEpwuEVN
XEIPOUPYIKN TTPOKTIKH.

H eikéva TTou AapBdveTal atrd TIG CUOKEUEG ATTEIKOVIONG
NMR pTropei va diatapaxBei o€ aoBeveig pe pappaTa
avogeidwTtou atcahiol. YTIApXEl HIKPOG KivOuvog
HETOKIVNONG TWV PAPHATWY KATA TN XPioN CUTKEUWV
ameikéviong NMR.

Me Ta pAppaTa aTTO aVogEidWTO aTodA TIPETTEI VOl
aTro@eUyovTal ol SITTAWOEIG 1) 01 UTTEPROAIKEG TUGTPOPES
Kal 1d1aiTepn TTpocoxr TTPéTel va SoBEi yia TNV atropuyn
NG dIGOTTAONG TOU XEIPOUPYIKOU TPAUUATOG
aTepvoTtopng. Eival BU0KOAOG 0 OXNUATIONOG KOUTIWY,
agou To UAIKO gival emdeKTIKG 0T Bpavon katd TNV
TEAIKH) POPr], EKTOG AV KATA TO OXNUATIONO KOPTTWY
£xouv yivel peydAeg OnAiEg. Ta pdupaTa uTropouv eTTiong
va ao@aNIoTouV ouoTpEPovTag Hadi Ta Suo dkpa Tou
oUpUATOG, PE TN XPAON TWV XEPIWV 1 HNXAVIKA,
TIPOOEXOVTAG VA UN TTPokANBei Bpalion Tou UAIkoU.
131aiTepn TTPOCOXN ATTAITEITAI YIA TOV XEIPIOPO TWV
XEIPOUPYIKWV BeAovwv. H BeAdva Trpétrel va
ouAMhapBaveral pe 1o BeAovokdToxo o€ amdoTaon ion pe
1/3 - 1/2 Tou GUVOAIKOU TNG PNKOUG, OTTO TO GNEio
OUYKPATNONG TOU VARATOG. ZUAANWN TG BeAdvVNG atmd
TV aIXur} PTTOpEi va TTPoKaAéaEl kataoTpo@n i Bpalon
TnG. H TTpooTrdBeia eTavapopdg piag Auyiopévng
BeAGVNG OTNV APXIKK) TNG HOPPI UTTOPET VA TIPOKAAETEI
onUavTikn aTTWAEIa otV avtoxr Tng. O1
XpNnoldoTToinuéveg BEAOVEG TEAOG TTPETTEI VA
aroppiTrTovTal o€ €181koUG KASOUG Yia alxunpd
QAVTIKEIPEVA.

Mopevépyeieg
H xprion Tou xeipoupyikol pdupatog Surgical Steel
UTTOPED va TIPOKAAEDE OE PEPIKOUG aoBEeVEIG aAAEPYIKT

avTidpaan,mapodiko TOTTKG £peBIoNd oTn Béon Tou
TPAUNATOG, TTOU aKOAOUBEITaI aTTd TTapodIKr
@Aeypovwdn avrtidpaon. Emiong 6w Aa ta §éva
OWHATA TO PAPPA QUTO PTTOPET VO EVIOXUTE! Hia
uTTdpyouoa poAuvon.

ATtrooTeipwon

To pn amoppoPncIPo Xeipoupyikd pdupa Surgical Steel
ATTOOTEIPWVETAI PE aépIo alBuAevogeidio . Mpoopietal
yia pia xprion poévo. Agv TTpETTEl va XpnaolpoTroindei av n
ouoKeuaoia £Xel avoIXTEl i ival kaTeoTpappévn. Mpétel
VO KATAoTPEPOVTAI TA AVOIYHEVA PN XPNOIUOTIOINPEVT
pappaTa.

ATrobrikeuon

ZuvioTdral n atmobfikeuon o€ TepIBAAAOV pe
Beppokpacia kATw Twy 25°C, pakpid atmé dueon
BeppdTnTa Kai Uypaoia. Aev TIPETTEl TTOTE va
XPNOIMOTIOIEITAI PETA TV NUEPOUNVia ARENg Tou.

Z0pBoAa TTou Xpnoip: Ovral oTn
ﬂ ‘Hyepopnvia Tapaywyrg
® ‘Nat pnv emavaypnoiporoieirar

ATOOTEIpWHIEVO EKTOG aV Xel avoixTel 1} KaTaoTpagEl
+ 1 guoKeuacia

166000 ATTOGTEIPWOTS : AtpI0 AIBUAEVOEEIBIO
A “Mpocoxi
g Xprion péxp! €106 Kal AV
KwBIKOS TTpOioVTog
“KuwBikog Trapriag

ol Keowuaom

% Aiavopéag

" Zuvigraral n amoBrikeyon pakpid aTio uypagia, GuEo!
FE LA Fugisan anodikeyon Lakpig ario LypaoTd, IS, 5ec

@ :MnV XpnOILOTIOIEiTE TO TIPOI6Y, £dv
) OUoKeUaoia éxe UTioaTe! BAGEN
[ :SupBouheuTeiTe TIG 0Bnyies XprioNG

“MovaBIkd QVayVWPIOTIKO GUGKEURS

IaTPOTEXVOAOYIKG TTPOiOV

S00TNUA HOVOU GTIOGTEIPWLEVOU GPayLol
{i€ TTPOOTATEUTIKA OUOKELCOIA OTO EOWTEPIKS

31ua CE Kot apIBU6E 10U apudiou
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