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Omniflow™ Il VVascular Prosthesis

Instructions for Use

STERILE - FOR SINGLE USE ONLY

Description

Omniflow Il Vascular Prosthesis is
constructed from a composite biosynthetic
material comprised of polyester mesh
incorporated within a cross-linked ovine
fibrocollagenous tissue matrix. The prosthesis is
sterilised in a glutaraldehyde solution.

The prosthesis is supplied sterile and non-
pyrogenic in a solution of 50% ethanol. The
prosthesis remains sterile unless the primary
package is opened or damaged.

The Omniflow Il Straight Vascular Prosthesis
is mounted on a glass mandrel contained in a
glass tube. The mandrel design prevents the
prosthesis slipping off the mandrel when it is
removed from the glass tube. The diameter and
minimum length of the prosthesis is specified on
the label applied to the glass tube.

The Omniflow Il Curved Vascular Prosthesis
is contained in a sterile flexible inner bag within
an outer bag. The diameter and minimum length
of the prosthesis is specified on the label applied
to the outer surface of the outer bag.

Indications for Use

The Omniflow Il vascular prosthesis is indicated
for the replacement, reconstruction, bypassing
or patching of diseased vessels in patients
suffering occlusive or aneurismal diseases, in
trauma patients requiring vascular replacement
or for patients requiring vascular access such as
for haemodialysis.

The Omniflow Il Straight Vascular
Prosthesis is intended:

1. To bypass, replace or reconstruct
diseased or injured blood vessels

2. To patch and repair peripheral vessels

3.  For arteriovenous access when a straight
configuration is required.

The Omniflow Il Curved Vascular Prosthesis
is intended for arteriovenous access when a
looped configuration is required.

Storage

Storage recommended at room temperature.

Warnings

1. Do NOT re-sterilise the Omniflow Il
prosthesis. It is supplied sterile and pyrogen
free. Use the prosthesis immediately after
opening the package and discard any
unused portions.

2. Do NOT expose the prosthesis to sunlight
or extreme temperatures (Do not freeze, do
not store in temperatures above 55°C).

3. Do NOT use the prosthesis if the primary
package is damaged as sterility may be
compromised.

4. Do NOT use the prosthesis if the glass
mandrel is broken.

5. Do NOT use the prosthesis if it is not
completely covered by the storage solution.

6. Do NOT attempt to reposition the
prosthesis after removal of the tunnelling
instrument.

7. Do NOT straighten the curved prosthesis
during preparation or implantation, as this
will cause disruption of the mesh tissue
interface.

8. Do NOT use the straight prosthesis to
fashion a looped arteriovenous access as
this may cause kinking.

9. Do NOT pull, stretch, twist, squeeze or
pinch the body of the prosthesis.

10. Do NOT use ablation techniques such as
cutting balloons, laser, or radio frequency
ablation with the Omniflow Il prosthesis.

11. Do NOT attempt to dilate the prosthesis
with balloon angioplasty or stenting
procedures.
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Technical Information /
Precautions

1. Ensure the rinsing procedure has been
performed to remove the storage solution
prior to implanting the prosthesis. Failure
to do so may cause occlusion. Keep the
prosthesis moist with sterile physiological
saline during the procedure.

2. The use of a tunnelling instrument for the
passage of the prosthesis is essential.
Failure to do so may cause disruption to the
biosynthetic material and lead to occlusion,
dilatation or aneurysm formation.

3. Ensure that the prosthesis does not
become twisted when passing through the
tunnelling instrument as this may lead to
occlusion.

4. Avoid cross clamping with metal
instruments as this may damage the
prosthesis and cause occlusion, dilatation
or aneurysm formation. If clamping is
necessary use only a-traumatic clamps and
avoid repeated or excessive clamping in the
same position on the prosthesis.

5. The prosthesis has minimal longitudinal
elasticity. Ensure the prosthesis is cut to the
correct length. If it is too short it may cause
suture pullout with a risk of anastomotic
aneurysm. If it is too long it may kink and
cause occlusion.

6. Cut off the sections of the prosthesis which
were clamped during rinsing. Ensure that
the full wall thickness and a mesh eyelet
are incorporated with each stitch when
performing the anastomosis. Failure to
do so may result in stitch pullout and
anastomotic aneurysm formation.

7. When the prosthesis is used for
arteriovenous access some redness and
swelling may be present over the implant
area for a few days following implant.

8. Insufficient data is available on which to
base any conclusions regarding the use
of the Omniflow Il vascular prosthesis for
aortocoronary bypass procedures.
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9. ltis recommended that the Omniflow ||
prosthesis not be implanted into an area
with an ongoing infection.

Thrombectomy

Prompt intervention when occlusion occurs

has been found to restore prosthetic function.
Therefore the patient should be advised to report
to the clinician if symptoms return.

When performing a thrombectomy choose
an embolectomy catheter of the appropriate
size and follow the catheter manufacturer’s
instructions for use.

To avoid damage to the wall and flow surface of
the prosthesis:

1. Do NOT exert undue pressure when
inflating the balloon

2. Do NOT exert undue force when with-
drawing the catheter from the prosthesis.

Contraindications

The prosthesis should not be used in patients
with a known hypersensitivity to ovine material or
glutaraldehyde.

Potential Complications with the
use of Vascular Prostheses

Complications may occur with the use or

in conjunction with any vascular prosthesis
and include but are not limited to: infection,
thrombosis, dilatation, aneurysm formation,
pseudoaneurysm formation, suture pullout and
adverse tissue responses.

Late aneurysm formation in Omniflow Il has been
reported (more than 4 years after implantation).
Ongoing patient monitoring is recommended.

Wall integrity of the prosthesis may be
adversely affected by collagenase-producing
microorganisms.
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Pre-implant preparation

Prepare a sterile basin with adequate sterile
physiological saline to cover the prosthesis, a
sterile 20 ml syringe, sterile heparin 5,000 I.U.
per ml.

Removing the prostheses from the
container

STRAIGHT VASCULAR PROSTHESIS

1.

Remove the seal and cap from the glass
tube. Remove the silicone stopper with
sterile forceps. The forceps and stopper are
discarded. Fig. 1.

Aseptically remove the prosthesis from
the glass tube by grasping the end of the
glass mandrel with sterile forceps and
lifting it gently out of the glass tube. Fig. 2.
The hook on the bottom of the mandrel
will prevent the graft from slipping off the
mandrel.

Grasp the mandrel by the hook, turn it
upside down and allow the prosthesis to
slide into the basin of sterile saline. If the
prosthesis does not slide off easily, gently
push it down the mandrel. Do NOT pull the
prosthesis.

CURVED VASCULAR PROSTHESIS

1.

Aseptically remove the sterile inner bag
containing the prosthesis from the outer
bag. Fig. 3. Only the inner bag is sterile.

Cut the corner of the inner bag with sterile
scissors and allow the storage solution to
drain into a container. Fig. 4. Discard the
container of storage solution.

Remove the prosthesis from the inner
bag and place it into the basin of sterile
physiological saline.

Rinsing the prosthesis

STRAIGHT VASCULAR PROSTHESIS

1.

Use a sterile syringe to flush the lumen

of the prosthesis with 20 ml of sterile
physiological saline. Fig. 5. Repeat at least
twice.

Clamp one end of the prosthesis. Insert
sterile heparin at a concentration of 5,000
I.U. per mlinto the lumen of the prosthesis
to a maximum of 50,000 I.U (10 ml) for
prostheses 35 cm and longer and to a
maximum of 25,000 .U (5 ml) for the
shorter prostheses. Add sufficient sterile
saline if necessary to fill the prosthesis so
that the entire flow surface of the graft is
coated with the solution.

Apply a clamp to the other end of the
prosthesis.

Place the prosthesis back into the basin
completely covered by the sterile saline until
it is time for implantation. This should be a
minimum of 10 minutes.
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When it is time to implant the prosthesis, remove
the clamps from the prosthesis and allow the
heparin and saline to drain out.

CURVED VASCULAR PROSTHESIS

The curved prosthesis is rinsed in the same
manner as described above for the straight
prosthesis. The curved configuration is
maintained throughout the procedure. Fig. 6.

Do NOT straighten the prosthesis.

Implantation
Prepare the incisions in the normal fashion.

Use of a hollow tunnelling instrument

STRAIGHT VASCULAR PROSTHESIS

Form a tunnel for the prosthesis using a metal or
plastic hollow tunnelling instrument and pass the
prosthesis through the instrument. Fig. 7.

CURVED VASCULAR PROSTHESIS

Marking the proposed graft layout on the skin
with a sterile surgical marker may facilitate final
positioning of the prosthesis. Maintain the curve
of the graft by inserting 2 hollow tunnelling
instruments and passing both straight sections
of the graft through simultaneously from the
distal to the proximal incision. Fig. 8. Ensure
that the graft does not kink at the curve during
placement.

Carefully remove the tunnelling instrument when
the graft has been correctly placed.

Anastomoses

1. When fashioning the ends for the
anastomoses it is essential to cut off
those portions of the prosthesis that were
clamped during preparation.

2. Monofilament polypropylene is the preferred
suture material. During suturing evert the
edges of the prosthesis and ensure the full
wall thickness and a mesh eyelet are taken
up with each stitch. Fig. 9.

3.  Prior to completion of the second
anastomosis flush the prosthesis with blood
to ensure complete removal of the heparin.

4. Anintra-operative angiogram may be
performed at the time of the procedure to
document function. Ensure that the artery
rather than the prosthesis is used for the
injection.

At the completion of the procedure the patient

record labels supplied with the prosthesis should

be affixed in the patient and hospital records.

Fig. 7
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Arteriovenous Access

1. ltis preferable to allow the prosthesis to
heal for a minimum of two weeks prior to
commencement of puncturing.

2. Do NOT puncture the arteriovenous access
repeatedly in the same site as this may lead
to disruption of the wall of the prosthesis,
haematoma formation or pseudoaneurysm
formation. Rotation of the puncture sites
along the length of the prosthesis is
necessary.

3. Do NOT puncture the curve of the
prosthesis.

4. Do NOT puncture within 3 cm of the
anastomotic sites.

5. Strict adherence to aseptic technique is
essential to minimise the risk of infection.

6. Moderate compression of the puncture site
will achieve haemostasis.

Vascular Patch

Cut the tubular prosthesis longitudinally to
fashion into a vascular patch. Ensure that the
blood flow surface is not damaged. When
suturing the patch into place, ensure that the full
wall thickness and the mesh are incorporated
into each stitch.

Return to Bio Nova
International Pty Ltd

Patient Implant Data Form

The implant data form should be completed
immediately after surgery by the surgeon and
returned in the envelope provided.

Explanted specimens of prosthesis

If the Omniflow Il vascular prosthesis is

removed from a patient for any reason it may

be returned to Bio Nova International Pty Ltd for
analysis. Rinse blood and contaminants from
the prosthesis using sterile saline. Return the
specimen in a sealed container of 10% formalin.
Include the serial number, catalogue number and
reason for removal. Contact your local Omniflow
Il representative who will make arrangements for
the specimen to be returned.
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STERILE

Stored in 50%
ethanol

Imported by

Attention, see instructions for use

Chemically sterilised in glutaraldehyde.
Contents sterile unless package has
been opened or damaged

One use only, do not reuse

Stored in 50% ethanol

Imported by

Authorised Representative in the
European Union

Internal diameter

Minimum length

REF

LOT

SN
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Catalogue number

Sterile Lot Number

Serial Number

Straight Prosthesis

Curved Prosthesis

Use by

Manufactured by

Quantity
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Omniflow™ Il Zilna proteza

Navodilo za uporabo

STERILNO — SAMO ZA ENKRATNO UPORABO

Opis

Zilna proteza Omniflow Il je zasnovana iz
kompozitne biosinteti€ne snovi, ki jo sestavlja
poliestrska mreza, vdelana v navzkrizno
povezano ov¢jo matrico iz fibrokolagenskega
tkiva. Proteza je sterilizirana v glutaraldehidni
raztopini.

Proteza je dobavljena sterilna in nepirogena v
raztopini 50 % etanola. Proteza ostane sterilna
do odprtja ali poSkodovanja sti¢ne ovojnine.

Ravna Zilna proteza Omniflow Il je names$¢ena
na stekleno vpenjalo v stekleni cevki. Kavelj
prepreci zdrs proteze z vpenjala ob odstranitvi

iz steklene cevke. Premer in minimalna dolzina
proteze sta navedeni na oznaki, nalepljeni na
stekleni cevki.

Ukrivljena zilna proteza Omniflow Il je
pakirana v sterilno fleksibilno notranjo vre¢ko
z zunanjo vre€ko. Premer in minimalna dolzina
proteze sta navedeni na oznaki, nalepljeni na
zunanjo povrsino zunanje vrecke.

Indikacije za uporabo

Zilna proteza Omniflow Il je indicirana za
nadomestitev, rekonstrukcijo, obvod ali krpanje
obolelih Zil bolnikov, ki imajo okluzivne bolezni
ali anevrizme, pri poskodovanih bolnikih med
menjavo zil ali za bolnike, pri katerih je potreben
zilni dostop, npr. kot za hemodializo.

Ravna Zilna proteza Omniflow Il je namenjena:

1. Obvodu, nadomestitvi ali rekonstrukciji
obolelih ali poskodovanih krvnih Zil.

2. Krpanju in obnovi perifernih zil.

3. Arteriovenskemu dostopu, ko je potrebna
ravna oblika.

Ukrivljena zilna proteza Omniflow Il je
namenjena arteriovenskemu dostopu, ko je
potrebna zavita oblika.

Shranjevanje
Priporo€a se shranjevanje na sobni temperaturi.

Opozorila

1. Proteze Omniflow Il NE sterilizirajte
ponovno. Dobavljena je sterilna in
nepirogena. Protezo uporabite nemudoma
po odprtju embalaze. Vse neuporabljene
dele zavrzite.

2. Proteze NE izpostavljajte son¢ni svetlobi ali
izjemnim temperaturam (ne zamrzujte, ne
hranite na temperaturah nad 55°C).

3. Proteze NE uporabite, ¢e je ovojnica
poskodovana, saj sterilnost ni ve¢
zagotovljena.

4. Proteze NE uporabljajte, Ce je stekleno
vpenjalo zlomljeno.

5. Proteze NE uporabite, ¢e ni povsem prekrita
z raztopino, v kateri je shranjena.

6. Proteze NE poskuS$ajte premestiti, ko
odstranite instrument za vstavljanje.

7. Ukrivljene proteze NE ravnajte med pripravo
ali vsaditvijo, saj s tem razbijete vmesno
ploskev mrezastega tkiva.

8. Ravne proteze NE uporabljajte za
oblikovanje ukrivljenega arteriovenskega
dostopa, saj jo lahko prelomite.

9. Osrednjega dela proteze NE vlecite,
razteguijte, upogibajte, stiskajte in ne
SCipajte.

10. Na protezi Omniflow Il NE smete
uporabljati postopkov ablacije, kot so npr.
rezanje z Barathovimi baloni, laserska in
radiofrekvencéna ablacija.

11. Proteze NE smete razsiriti z uporabo
balonske angioplastike ali z vstavljanjem
zilnih opornic.
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Tehniéne informacije / opozorila

1. Pred vsaditvijo protezo sperite, da odstranite
raztopino, v kateri se hrani. Nesprana
proteza lahko povzroci okluzijo. Protezo
morate ves ¢as postopka vlaziti s fizioloSko
raztopino.

2. Uporaba inStrumenta za vstavljanje (za
oblikovanje poti za protezo) je bistvenega
pomena. Ce tega ne storite, lahko
povzrogite prekinitev biosinteti¢ne snovi,
kar povzro€i nastanek okluzije, dilatacije ali
anevrizme.

3. Proteza se med prehajanjem skozi
inStrument za vstavljanje ne sme ukriviti, saj
lahko to povzroéi okluzijo.

4. Ne spenjajte s kovinskim instrumentom, saj
lahko tako po$kodujete protezo in povzrocite
nastanek okluzije, dilatacije ali anevrizme.
Ce je treba spenjati, uporabite le sponke,
ki ne povzro€ajo poskodb. Veckratnemu
ali pretiranemu spenjanju proteze v istem
polozaju se izognite.

5. Proteza je po dolzini minimalno prozna.
Protezo odrezite na pravilno velikost.
Prekratka proteza lahko povzro€i iztrganje
Sivov s tveganjem anastomoti¢ne
anevrizme. Predolga proteza se lahko zgiba
in povzroci okluzijo.

6. Dele proteze, ki so bili med spiranjem
speti, odrezite. Vsak Siv mora zajeti
celotno debelino stene proteze in iti skozi
luknjico mreze, ko izvajate anastomozo. V
nasprotnem primeru se lahko Siv izvlece in
nastane anastomoti¢na anevrizma.

7.  Pri uporabi proteze za arteriovenski dostop
se lahko na mestu vsaditve pojavi nekaj
rdecice in oteklosti, kar lahko traja nekaj dni
po vsaditvi.

8. Podatki na voljo ne zado$¢ajo za sklepanje
v zvezi z uporabo zilne proteze Omniflow Il
za postopke aortokoronarnega obvoda

9. Priporo€amo, da proteze Omniflow Il ne
vsadite na vneto mesto.

Trombektomija
Ce pride do okluzije, lahko pravoéasno

ukrepanje ponovno vzpostavi delovanje proteze.

Zato je treba bolnika opozoriti, naj obis¢e
zdravnika, ¢e se simptomi ponovno pojavijo.

Ko izvajate trombektomijo, uporabite kateter
ustrezne velikosti za embolektomijo in
upostevajte proizvajal¢eva navodila za uporabo
katetra.

Poskodbe sten proteze in pretoéne povrsine
proteze preprecite tako:

1. NE uporabljajte prekomernega tlaka pri
napihovanju balona.

2. NE uporabljajte prekomerne sile pri
odstranjevanju katetra iz proteze.

Kontraindikacije

Proteze ne smete uporabljati pri bolnikih z
znano preobdutljivostjo na snovi ovéjega izvora
ali na glutaraldehid.

Mozni zapleti pri uporabi zilne
proteze

Zapleti, ki se lahko pojavilo z uporabo vsake
Zilne proteze ali v zvezi z uporabo vklju€ujejo,
a niso omejeni na: okuzbo, trombozo,
dilatacijo, nastanek anevrizme, nastanek
psevdoanevrizme, iztrganje Sivov in negativni
odziv tkiva.

Obstajajo porocila o poznem pojavu anevrizma
v protezi Omniflow Il (ve¢ kot 4 leta po vsaditvi).
Priporo¢amo stalno spremljanje bolnikov.

Na neopore¢nost stene proteze lahko negativno
vplivajo mikroorganizmi, ki proizvajajo
kolagenazo.

VNIQSN3IAOTS
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Priprava pred vsaditvijo

Pripravite sterilno posodo, v kateri naj bo dovolj

fizioloSke raztopine, da se proteza prekrije,
sterilno 20 ml brizgalko, sterilni heparin
5.000 I.U. na ml.

Jemanje proteze iz (vsebnika) posebne
embalaze
RAVNA ZILNA PROTEZA

1. S steklene cevke odstranite zalivko in
zamasek. S sterilnimi kle§€ami odstranite

silikonski ¢ep. KleS€e in zamaSek odstranite.

Sl 1

2.  Asepti¢no odstranite protezo iz steklene
cevke tako, da primete konec steklenega
vpenjala s sterilnimi kle§€¢ami in jo nezno
dvignete iz steklene cevke. SI. 2. Kavelj
na dnu vpenjala prepredi, da bi presadek
zdrsnil z vretena.

3. Vpenjalo primete na kavlju, ga obrnite
in pustite, da proteza zdrsne v posodo s
sterilno fiziologko raztopino. Ce proteza
ne zdrsne zlahka, jo nezno potisnite po
vpenjalu. Proteze NE vlecite.

UKRIVLJENA ZILNA PROTEZA

1. Asepti€no odstranite sterilno notranjo
vrecko, ki vsebuje protezo, iz zunanje

vrecke. Sl. 3. Sterilna je le notranja vrecka.

S sterilnimi Skarjami odreZite rob notranje
vre€ke in pustite, da raztopina, v kateri je
proteza shranjena, stece v posodo. Sl. 4.
Raztopino v posodi odstranite.

Vzemite protezo iz notranje vrecke in jo
polozite v posodo s sterilno fizioloSko
raztopino.

Spiranje proteze

RAVNA ZILNA PROTEZA

1.

Za spiranje svetline proteze z 20 ml sterilne
fizioloSke raztopine uporabite sterilno
brizgalkoo. SI. 5. Ponovite vsaj dvakrat.

Spnite en konec proteze. Vstavite sterilni
heparin v koncentraciji 5.000 I.U. na ml v
svetlino proteze do najve¢ 50.000 I.U (10
ml) za protezo 35 cm in dalj$e in najve¢
25.000 I.U (5 ml) za krajSe proteze. Po
potrebi dodajte dovolj sterilne fizioloSke
raztopine in prekrijte protezo, tako da je
celotna povrsina presadka, ki v njej plava,
prekrita z raztopino.

Drugo stran proteze spnite.

Protezo namestite nazaj v posodo, prekrito s
sterilno fizioloSko raztopino, do vsaditve. To
naj traja vsaj 10 minut.

Ko je Cas za vsaditev proteze, odstranite sponko
s proteze in pustite, da se heparin in fizioloska
raztopina odcedita.
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UKRIVLJENA ZILNA PROTEZA

Ukrivljena proteza se spere na enak nacin, kot
je opisan za ravno protezo. Ukrivljena oblika se
ves ¢as postopka ohranja. Sl. 6.

Proteze NE ravnajte.

Vsaditev
Na obi¢ajen nacin pripravite vrez.

Uporabite votel in§trument za vstavljanje

RAVNA ZILNA PROTEZA

S kovinskim ali plasti¢nim in§trumentom za
vstavljanje oblikujte predor in protezo potegnite
skozi instrument. SI. 7.

UKRIVLJENA ZILNA PROTEZA

Na kozZi oznacite predviden polozaj presadka
s sterilnim kirurskim markerjem kar vam lahko
olajSa konéno namestite proteze. Ohranjajte
ukrivljeno obliko presadka z vstavitvijo 2 votlih
inStrumentov za vstavljanje tako, da oba ravna
dela presadka hkrati potisnete z distalnega
konca proti proksimalnemu koncu vreznine. SI.
8. Zagotovite, da se presadek ne prepogne na
krivulji med namestitvijo.

Po pravilni namestitvi previdno odstranite
inStrument za vstavljanje.

Anastomoze

1. Pri oblikovanju koncev za anastomoze je
bistveno, da odrezete tiste dele proteze, ki
s0 bili med pripravo speti s sponko.

2. Priporo¢an material za Sivanje je
monovlakno polipropilen. Med Sivanjem
zasukajte robove proteze in zagotovite, da
vsi Sivi zajamejo celotno debelino stene in
gredo skozi luknjico mreze. Sl. 9.

3. Pred kon€anjem druge anastomose sperite
protezo s Kkrvjo in zagotovite, da se heparin
v celoti odstrani.

4. V ¢asu postopka se lahko za
dokumentiranje delovanja izvaja
intraoperativni angiogram. Zagotovite, da se
za injiciranje uporablja arterija in ne proteza.

Ob koncu postopka nalepite evidenéne oznake
za bolnika, dobavljene s protezo, v evidenci
bolnika in bolni$nice.

11
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Arteriovenski dostop

1. Najbolje je pustiti, da se proteza vsaj dva
tedna pred prebadanjem celi.

2. Arteriovenskega dostopa NE prebadajte
veckrat na istem mestu, saj lahko to
povzro€i pretrganje stene proteze, nastanek
hematoma ali nastanek psevdoanevrizme.
Mesta prebodov vzdolz proteze morate po
potrebi menjavati.

3. Krivulje proteze NE prebadajte.

4. NE prebadajte v obmo¢ju 3 cm od mesta
anastomoze.

5. Zanajman;jSe tveganje okuzb je bistveno
dosledno upostevanje asepti¢nih tehnik.

6. Zzmerno kompresijo mesta preboda
dosezete hemostazo.

Vaskularna zaplata

Cevno protezo prerezite vzdolzno, da oblikujete
vaskularno zaplato. Ne poskodujte povrsine
krvnega toka. Ko zaplato Sivate se prepricajte,
da v vsak Siv zajamete celo debelino stene in
luknjico mreze.

Vraéanje k podjetju Bio Nova
International Pty Ltd

Obrazec s podatki o vsaditvi za bolnika

Obrazec s podatki o vstavitvi kirurg izpolni takoj
po operaciji in ga vrne v prilozeni ovojnici.

Eksplantirani vzorci proteze

Pri odstranitvi Zilne proteze Omniflow Il iz
bolnika zaradi katerega koli razloga, jo lahko
vrnete podjetju Bio Nova International Pty Ltd
zaradi analize. S proteze sperite kri in ostalo
s sterilno fizioloSko raztopino. Vzorec vrnite
v zatesnjenem vsebniku z 10 % formalina.
Vkljucite serijsko Stevilko, katalosko Stevilko
in razlog odstranitve. Povezite se z lokalnim
predstavnikom Omniflow II, ki bo ukrenil vse
potrebno za vrnitev vzorca.



Omniflow™ Il Zilna proteza

Kode oznake

1]

STERILE

Stored in 50%
ethanol

Imported by

Pozor, glejte navodila za uporabo

Kemicno sterilizirano z
glutaraldehidom. Vsebina je
sterilna, ¢e ovojnina ni odprta ali
poskodovana

Samo za enkratno uporabo, ne
uporabljajte ponovno

Shranjeno v 50 % etanolu

Uvoznik

Pooblas¢eni predstavnik za
Evropsko unijo

Notranji premer

Minimalna dolzina

REF

LOT

SN

#‘mn

Kataloska Stevilka

Stevilka sterilne serije

Serijska Stevilka

Ravna proteza

Ukrivljena proteza

Uporabno do

Proizvajalec

Koli¢ina

VNIQSN3IAOTS
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Omniflow™ Il Ayyelakn rmpoobeaon

Odnyieg xpAong

ANOZTEIPQMENO - I'lA MIA KAl MONH XPHZH

Mepiypadn

H ayysiakn nmpéaBson Omniflow Il eival
KATAoKeuaouévn anod ouveeTo BLoouvOETIKO
UAIKO Tou amoTeAe({tal and MOAUEDTEPLKO TAEYHA
EVOWUATWHEVO O dlAOTAUPWTN UHTPA MPORELIOU
WVoKOAAay6vou LoTou. H mpbabeon eivat
AMoOTEPWHEVN 0 SIAAUMA YAOUTAPaASEdNG.

H npboBeon dlatifetal anooTelpwUEVN Kat un
TupeTOYOVA OE dlaAupa pe 50% atbavoin. H
MP60Be0N MAPAUEVEL ATIOCTEIPWHEVT) EKTOG
edv n KUpla cuoKeuaoia £€xel avolxTei
urootel Inuid.

H guBcia (straight) ayysiaki npéoOeon
Omniflow Il eival mpooappoouévn oe €va
YUAALVO KUALVEPO TOTIOBETNONG TIOU MEPLEXETAL
oe €va yudAvo a&ova. ‘Eva AykloTpo
anoTPEMEL TNV OAloBNON NG MPdobeong and
Tov d€ova 6Tav apalpeital anod To YUAAlvo
OwAfva. H 3laueTpog Kat To eAAXIOTO UNKOG
™G poobeong kabopileTal oTNV ETIKETA TIOU
elval eTukoAANpévn oto YyudAlvo cwAfva.

H kapnuAwTh (curved) ayysiaki npdéaBeon
Omniflow Il mepiéxetal oe €vav anooTelpwUEVO
€0WTEPLKO OAKO EVTOG eVOG EEWTEPLKOU
0dkou. H d1aueTpog Kat To eAAXIOTO UNKOG TNG
Mpboobeong kabopileTal oTNV ETIKETA TIOU €ival
ETUKOAANUEVN OTNV €EWTEPLKY) ETUdAVELA TOU
eEwTepLkoU odkou.

Evdci&eig xpnong

H ayyetakn mpooBeon Omniflow Il evdeikvuTtal
yld TNV avTikatdoTtaon, avakaTaokeun,
napdkapyn, n TonobETNon eUBAA®UATOS
aocBevav ayyeiwv oe acbeveig mou TGoyouv and
anodpaxTIKEG | AVEUPUOUATIKEG A0BEVELEGS,

oe aoBeveiq MOU £XOUV UTIOOTEL TPAUNATIONO
Kal amattoUv ayyelakn avTikataotaon, N yla
aoBeveig mou amnaltouv ayyelakn mpoéoBaon, yla
AOyoug Omwg N aokadapaon.

H guBcia ayyeiakn npéabeon Omniflow Il
mpoopileTat:

1. Ta v napakapyn, aviikataotaon,
| AVOKATAOKEUT) aoBevov 1
TPAUUATIOHEVWY AlHODOPWY ayYEiwY,

2. Ta v TonoB£Tnon euBAA®UATOG
MEPLPEPIKDV ayyeiwy,

3. Tla aptnploayyelakn mpdéoBaon étav
anatteital (owa dlapdpdwon.

H kapmuAwTn (curved) ayyelakn mpocbeon
Omniflow Il poopileTal yla aptnploayyelakn
npoéoBaon 6tav anatteitat dlapdpdwon
Bpoyxou (loop).

Anobnksuon
SuvioTdrtal anobnkeuon oe Beppokpaacia
dwuaTiou.

Mposidomnoinosiq

1. MHN enavamnooTtelp@veTe TNV MPoOcbeon
Omiflow II. AlatiBeTal anooTtelpwpévn Kal
eAelBepn TIUPETOYOVWYV. XPNOLUOTIOOTE
v Mpdécobeon apéowg PeTd To Avolypa Tng
ouokeuaaoiag Kat anoppiPTte omoladnroTe
Tepdyla mou dev £XouV XpnaolyomnonBei.

2. MHN ekBétete TV MPOGOeoN OE NALAKO
dwg 1) oe akpaieg Beppokpaaieg. (Mnv
KataPUXeTe KAl PNV anobnkeleTe o€
Beppokpaoieq avw twv 55°C).

3. MHN xpnolporoleite TIg MpoodBETeLg £av
€xel UTIooTel {nuLa n KUPLA cuoKeuaoia
KaBwg prnopei va dlakuBeuTei n otelpoTNTA
TOU TPOIoVTOG.

4.  MH xpnotuoroleite TV Mpoodean €av Exel
OTIAOEL O YUAALVOG KUALVSPOG.

5. MH xpnouuoroleite Tnv mpodBeon eav
elval Minpwg epparmiopévn oto StdAupa
anoBnkeuong.

6. MHN eruxelpr|0eTe va EMAVATOMOBETAHOETE
v mpdéobeon HETA TNV adaipeon Tou
epyaleiou dlavol&ng onpayyag.

7. MHN (0lOVETE TIG KAMTUAWTEG TIPOCBETELS
KATA TNV MpoeTolpaacia n v euputeuon,
KaBwg autd Ba MPoKaAEéoel 0TV
aAAnAenidpaon 10ToU Tou TAEYHATOG.

8. MHN xpnouuoroleite Tnv iowa mpdoobeon yla
dlapdpdpwon aptnplodpAeBIknG pooRaoNg
Bpoyxou KaBmg auTtd Uropel va MPoKaAEoeL
oTpéBRAwOn.

9. MHN tpaBdte, kataroveite, oTpifete,
OUNTIEZETE 1) HAYKOVETE TO OWMUA TNG
npoobeong.

10. MH XpnOLUOTOLE(TE TEXVIKEG EKTOUAG OTIWG
UraAovia Kotmg, AELCep, N EKTOWUN e
padloouxvOoTNTEG He TNV MPOaOeoN
Omniflow 1.

11. MHN emuxelpeite T dlaoToAN TNG MPOOOEDNQ
e UMAaAOVL aYYELOTINACOTIKAG, 1) e
eMeBATELG EVOOAUALKNG IPOCOEONG (OTEVT).



Omniflow™ Il Ayyelakn rmpoobeaon

Odnyieg xpAong

Texvikég mMAnpodopicg /
npoq>u)\aE,s|q
BeBalwbeite 0TI £xel mpaypaTononbein
dladikaoia EKMuong yia Tnv adaipeon
Tou dlaAlPATOG anmoBnKeuoNg TpLY
v epdUTeuon g npdobeong. Eav
TO TapaleiPeTe, pmopei va mpokAnOei
andédpa&n. Alatnpnote v npoécbeon
UypN HE amnooTELPWHEVO GUOLOAOYLKO 0pd
Katda tn dldpkela TNG eMEUPBAONG.

2. Hxpnon epyakeiou diavolEng onpayyag
yla To Mépaopa tng mpdobeong, eivat
avaykaia. EGv 1o mapaieipete, pnopei va
mpokAnBei avwuaAia oto BloouvBeTikd
UAIKO Kal va 0dnynaoel oe anoppagn,
dldtaon, N OXNHATIONO aveupUOHATOG.

3. BeBalwbeite 6TL N Mpdobeon dev
oTpeRAOVETAL OTAV TIEPVAEL HECW TOU
epyaleiou dlavolEng onpayyag, KABmg
auTd unopel va 0dnynoet oe anoppadn.

4. Ano¢pUyete aAANAO-CUODIEN e HETANAIKA
epyaleia, KaBWG auto prnopei va
TPOKAAECEL (LA 0TV MPOoBeoN Kat
va TIPoKaAEoel anoppagn, diataon N
oXnHatiopd aveupuopatog. Edv eival
avaykaia n cUoPIEN, XpPNOLLoTONoTE HOVO
aTPAUMATIKOUG OPLYKTPEG Kal anopUyeTe
Vv enavalapBavopevn 1) uriepROALKN
oUodIEN oTnV idla B€on e v mpdobean.

5. Hmpbdobeon éxel eNAXLOTN EAACTIKOTNTA
Katd To dlaunkn a&ova. BeBaiwbeite
OTL T POCBEON EXEL KOTIEL OTO OWOTO
UnKog. Eav eivat oAU KovTn, uropei va
TPOKAAECEL ATIOKOAANON PAUMATOV e
KivdUVO avaoTOUWTIKOU aveupUoUaToq.
Edv eival moAU pakpld, propei va
oTpeBAOOEL KAL VA TPOKAAEDEL ATIOGPAEN.

6. KOWTte Ta Tepdxla g mpdobeong ta omoia
nTav ouaplypéva Katd v EKMuaon.
BeBalwbeite 6TL OAOKANPO TO TAXOG
TOU TOIXWHMATOG Kal éva opBaAuidio Tou
TAEYHATOG €XOUV eVOWHATWOEL Ye KABE
pAUMa Katd Tnv Mpaypartomnoinon g
avaoTtopwong. Eav to mapaleiyete, To
anotéAeopa prnopel va eival anokdAAnon
PAUMATOG KAl OXNMATIONOG AVACTOUWTIKOU
aveuplopaTog.

7. ’'Otav n np6éabeon xpnotyornoleitat yia
aptnplodAeBIKN POoRaAON, Uropei va
mapouclaoTel epuBpoTNTA (KOKKLVIAQ)

Kat oidnpa otV reploxn epdUTELONG Yia
Alyeg pHépeg HeTA TNV epdUTEUON.

8. Aev dlatiBevTal emapkn| dedopéva ata
oroia va BaototoUpe yla oToladhmoTe
OUUTEEPACATA OXETIKA [E TN Xpnon
g ayyelakng mpdéabeong Omniflow
Il yia emeppdaoelg aoptooTtedaviaiag
napakaudng (bypass).

9.  Zag OuVIOTOUME va PNV epduTEUETE
v npdéabean Omniflow Il og B€on pe
eEeAlooOpevn HOAUvVON.

OpoupekTopn

H éykalpn mapéupaon o€ mepimrwon
anodpa&ng, £xel anodeixdei wg LEB0dOQ
anoKaTAoTaoNG TNG MPOCOETIKNG AelTOUPYiag.
SUVETWG, TIPETEL VA OUBOUAEUCETE TOV
aoBevi va avapépel 0To yiatpd TuxoV
UTIOTPOTT] TWV CUMIMTTWUATWV.

m
>
S
I
=
=
>

‘OTav ekteAeite BpopuBeKkToun, eTAEETE
KaBeTNPA EUBOAEKTOUNG TOU KATAAANAOU
HeYEBOUG Kal akoAouBnoTE TIG 0dNYieg
XPNONG TOU KATAOKEUAOTN TOU KaBETAPA.

MNa amopuyn INUIAg 0TaA TOLXWUATA KAl TNV
emupavela pong g npdodeong:

1. MHN e¢papudlete uttepBOALKY| Tieon Kata
™ S1a0TOA ToU praloviol

2. MHN edapuodlete unepBoAikn duvaun
KATA TNV anoécupaon Tou Kabethpa and v
npbobeon

AvTtevdeigelg

H mpboBeon dev mpéTel va Xpnotpornoleital
oe aoBeveic pe yvwoTn unepeualodnoia oe
MPOBEL0 UAIKO 7 0TN YAouTapaAdelidn.

Ev3eXOlEVEG EMMAOKEG HE TN
XpAon ayyeiakAg mpé6song

Mnopei va mapouctacToUv eTUMAOKEG e TN
Xpnon, ) L€ CUVOUACKEVT HE OTIOLAdNTOTE
ayyelakn poodeaon aAld neplopifovral
og: Aolpwén, BpouBwon, didtaon,
OXNHATIONO aveupUopaTog, OXNUATIONO
PeudoaveupUoPaTog, arnoKOAANGON PAUUATOG
Kal ETUMAOKEG AMOKPLONG LOTOU.

‘Exel avapepBel oxNUATIONOG OYLOU
aveupUopatog oto Omniflow Il (Mavw armo 4
Xpovia pHeTa TNV epdUTEUON). ZUVIOTATAL N
OUVEXNG TIapakoAouBnon Tou acBevoug.

15
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Omniflow™ Il Ayyelakn mpoobeaon

Odnyieg xpAong

H akepaldTNTA TOU TOLXMHUATOG TNG TPOGBeaNg
uropel va etmpeaoctel apvnTika and
HIKpoopyaviopoUg Mou mapdyouv KoAAayevaan.

npoeromaoia TpIvV ThV 8|.|¢l'lT8UGI‘|
MpoeTOLACTE AMOCTELPWHEVN AeKAVN

€ ETAPKY TIOCOTNTA ATIOOTEIPWHEVOU
¢puololoyikoU opoU yia TARpPN eUpArTTion g
Mp60oBeoNng, A ArMooTelpwUEVN auplyya 20
ml, anooTtelpwpévn nrapivn 5.000 diebvav
Hovadwyv (1.U.) ava ml.

Adaipeon Tng MpdcoBeong amd Tn cuoKeuaaia
EYOEIA ATTEIAK'H NMP'OZGEZH

1. Adalpéate T odppAyLon KAl TO KATIAKL AT
TO YUAALVO owAnva. ApalpéoTte To KAAUMHA
OIALKOVNG e TNV anooTelpwpévn AaBida.
AnoppidTte TNV anootelpwpévn AaBida kat
TO KamakL. Ewkova 1

2. AdalpéaTe, e AoNTIN TEXVIKN, TNV
Mp60BeoN and To YUAALVO CwANRva,
mavovtag To dkpo Tou YudAwvou d&ova pe
anooTelpwpévn AaBida Kal avaonk®vovTag
TO TIPOOEKTLIKA Kal £Ew aTd TO YUAALVO
owAnva. Eikéva 2 To AyKLoTpo OTO KATW
UEPOG TOU YUAALlvou a&ova Ba anoTtpéPel
NV oAioOnon Tou pooxeUaTog and To
Yu@Awvo kUAwvdpo.

3. Maote Tov G&ova amd to AyKloTpo, Yupiote
ToV avarnoda Kat aprote TNV Mpdaobeon va
0ALoBNoel 0N AgKAVN TOU ATIOOTELPWHEVOU
opoU. Eav n mpdobeon dev oAloBnoel eUKOAQ,
wONMoTE TNV anald mpog To KATw HEPOG Tou
a&ova. MHN tpaBdate tnv mpdabeon.

KAMMNYAQT'H ATTEIAK'H NMP'OZOEXH

1.  Adalpéote pe donren TEXVIKN ToV
AMOCTEIPWHEVO ECWTEPIKO GAKO TIOU

TEPLEXEL TNV MPOGOEON, and Tov eEWTEPIKO
odko (ouokeuaoia). Eikéva 3. Mévo o
£0WTEPLKOG 0AKOG e{val ATIOOTEIPWHEVOG.
2. Koyte mn ywvia Tou ecwTepIKOU 0AKOU
He anooTelpwiévo YaAidt kal adpnoTe To
Sl1dAupa anoBNKeUONG va OTpayyYLoTEl Og
éva doyelo. Elkdva 4. Aroppiyte To doxeio
Tou SLaAUpaTOG arMoBnKeUoNg.
3. Adalpéote TNV Mpdobeon amnd Tov ECWTEPIKO
odKo Kal ToroBeTNOTE TNV 0TN AekdAvn Tou
aTIOOTEIPWHEVOU HUCLONOYIKOU 0poU.

‘EKTAuOn TnG nMpoodesong

‘IZIA ATTEIAK'H NMP'OXOEZH

1. XPNOIHOTOINOTE Hid ATIOOTEIPWHEVT
oUplyya yla EKMAUoN Tou aulol Tng
mpoabeong e 20 ml AMooTELPWHEVOU
duotoloylkoU opou. Eikéva 5. Emavaidpete
TOUAAXLOTOV U0 POpPEG.

2. ZuooiEte To €va Akpo NG Mpdobeong.
Elodyete anootelpwpévn nrapivn oe
OUYKEVTPWON 5.000 SleBVOV HoVAdwV
(1.U.) ava ml otov aulo6 g mpdobeong oe
HéyLoTn 50.000 diebvav povadwy (1.U.) yia
mpo6obeon Twv 35 cm Kal Avw Kat og PEYLOTN
25.000 d1ebvv povadwv (1.U.) yla o Kovtn
npbdoBeon. MpoobEéaTe eMapkn MOCOTNTA
¢duolohoyikoU opoU edv eivat avaykaio,
yla M\ pwaon g mpoéobeong e TETOLO
TPOTIO WOTE OAOKANPN N eTUdAVELA PONG
TOU HOOXeUMATOG Va £XEL KAAUDBEL e TO
dldhupa.

3. lMpooapthHote éva odplyKThpa oTo AANo
AKPO NG MPOCBEONG.

4. TormoBeTtHoTe TNV MPOCHEON Kal TIAAL 0N
Aekdvn woTe va eppartiletal Mpws £wg
OTOU £Xel HTACEL N OTLYUN TNG eRdUTEUONG.

Eikova 1

Eikéva 3 Eikova 4



Omniflow™ Il Ayyelakn mpoobeaon 0dnyieg xpnong

AdalpéoTe TIPOOEKTIKA TO epyaleio dlavolEng
onpayyag 6tav 1o pdéoxeupa £xel TonobeTnOel

H gpBartrion mpémnel va dlapkEoeL
TouAdylotov 10 Aertrd.

‘Otav ¢TAcEL 1 OTIyU endUTEUONG TNG
np6obeong, apalpéoTe TOUG OPLYKTHPESG AMO
™V Pocbeon Kal adfoTe TNV nriapivn Kat Tov
op6 va anootpayyioouv.

KAMNOYAQT'H ATTEIAK'H MP'OZOEZH
H KaUMUAWTA TpOoBEea0N eKMAEVETAL UE TOV

owoTa.

AVAOTOHWOEIG

1.

‘OTav SLIaHoPPOVETE TA AKPA YIA TIG
AVOOTOUWOELG, elval TOAU ONPAvVTIKO va
KOYETE TA TUNHATA TNG TIPOCHEDNG TIOU
ouUOdiXTNKAV KATA TNV mpoeTolpaaia.

{510 TPOTO OTIWG TMEPLYPADETAL TAPATIAV® 2. To KaTa mpotiunon uAlké pauuatog eivat
yla Tnv euBeia mpooBeon. H KAUMUAWTY TO HOVOKAWVO TOAUTIPOTIUAEVIO. KaTtd T
Slapdépdwon dlatnpeital kab' 6An ™ dldpkela paon, avaoTpéPTe Ta Akpa TnG Mpocheong
g dladikaoiag. Eikova 6. Kal eEaodpaiiote OTL MepIkAeieTE TO TANPEG
MHN (01GVETE TNV TPGGBEM. TdY0G TOU TOLXWHATOG Kat €va 0pBaAuidLo

Tou TAéypatog. Eikéva 9. m
E|J¢l.’lTSU0l] 3. Mpwv and v oAokAnpwon g delTePNg ;
KAvTE TIG XELPOUPYIKEG TOUEG UE TO GUVAO avacTouwong, ekmdvete Ty npoodean §

, G XELPOUPYIKEG TOLEG | nen Me aipa ya va eEacdalioste v M pn =

TPOTO. p .

agaipeon Tng nrapivng. >
Xpnon koilou epyaleiou diavoi§ng onpayyag 4. Mropeite va MpaypaTonolnosTe

EYOEIA ATTEIAK'H MP'OZOEZH

Alapopd®oTe pia onfpayya yia tnv npoéabeon
HUE TN XPNon HETAAAIKOU 1) TAACTIKOU
epyaAeiou dl1AdvolEng onpayyag Kat mepdote
v nMp6cbeon pEow Tou epyaleiou. Elkova 7.

KAMMYAQTH ATTEIAK'H MP'OXGEZH

H ofjpavon g mpotetvopuevng didtagng
HoOXeUNATOG OTO dEPUA E ATOCTEIPWHEVO
XELPOUPYIKO HapKadOpo propel va dleuKoAUveL TV
TEAKI) TOMOBETNON TNG TPO0BeONG. Alatnpnote
NV KaunUAn Tou YpadnuaTtog Ue TV eloaywyn 2
KoiAwv epyaleiwv dlavolEng onpayyag kat To
MEPACHA AUPOTEPWY TWV (OlWV TUNUATWY TOU
MOOXEUATOG TAUTOXPOVA HECW TNG TEPLPEPLKNG
Kat eyyug Toung. Eikova 8. EEaopalioTe OTL TO
Hooxeupa dev eival oTpeBAWUEVO OTNV KAUMUAN
TOU KOTA TNV TOMoBETON.

7

Eikova 6

Eikéva 5

eVOOEYXELPNTIKO ayYElOYpAPN A KATA

™ didpkela TNG eMEpPBaong ya va
TeKUNPLOOETE TN Aettoupyia. EEaopaliote
OTL Xpnolgoroleital n aptnpia, mapan
mpooheoN, yla TNV £yxuon.

2710 TENOG NG EMEUPAONG, Ol ETIKETES
Kataypaodng otolxeinv aobevoug mou
dlatibevTal Ye Tnv mpo6obeon Ba mpémel va
€MKOAANBoUV oToV a0BeVN Kal 0Toug akEAOUG
TOU VOOOKOpE({OU.

$ a8
V{y/ﬂ\

P e N

Eikéva 7

Eikéva 9
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Omniflow™ Il Ayyelakn rmpoobeaon

Odnyieg xpAong

ApTI‘]pIO¢)\SBIKI‘] npoéofacn
Katd rpotiunon Ba mpénet va apfivete v
Mp6oBeoN va wpLPACEL Yid TOUNAXIOTOV
dUo eBdouAdeg TPLV apxioete ™
diatpnon.

2. MHN kavete emavalapBavoueveg
dlatpnoelg apTnplodAeBIkng Mpdoaong
oTo (810 onueio kKaBwG auTto propei va
0dnynoet o PHEN TOU TOLXWHATOG TNG
MPOOBEONG, OXNHATIOUO AUATOUATOS
N oxnuatiopd Yeudoaveuplopartog. H
evaAlayn Twv BEoewv dlATPNONG KATa
UfKog TG Tpoabeong, eival avaykaia.

3. MHN kavete dlatpnon g KAumUAng g
npbobeoNg.

4. MHN kavete dlatpnon evtdg 3 cm aro Tig
AVAOTOUWTIKEG BETELG.

5. Hauotnpr Tpnon aonmng TeEXVIKNG
elval ouolwdoug onpaciag yla Tnv
ehaxlotornoinon tou KivdUvou Ao{pwEng.

6. H péon oupnieon g B€ong diatpnong, 6a
€MTUXEL AlOOTAON.

Ayy<1aKo emifepa

Kéyte TNV KUALVOPLKA TipdoBeon kKatd uhKkog
yia dlapdpPwon ayyelakol ermOEPATOG.
EEaodaliote 6Tl dev £xel umooTei InuIa n
emdavela pong aipatog. Karda ) paor tou
embéparog otn B€on Tou, eEaodaliote OTL
£€XOUV eVOwHATwOEel TO TANPEG TIAXOG TOU
TOLXWHATOG KAl TO TAéYUA o€ KABe papua.

EmoTpogn oTnv Taipia
Bio Nova International Pty Ltd

‘EvTurmio dsdopévwyv eppiTeuong aoBsvolq

Ta dedopéva Tng epdpUTEUONG TIPETEL VA
KataypadoUv apuéomwg PETA TNV eMEURAON and
TO Xelpoupyd Kal va arootalolv e TN Xpnon
TOU TIapeXOUEVOU GAKEAOU.

AciypaTa npéoBeong mou adpaipEdnkav HeTa
amné epduTEUON

Eav adalpebein ayyelakn mpdobeon Omniflow
Il and Tov acBbevn yia omolovdAmoTe AdYo,
Uropeite va Tnv euoTpéPete oTNV eTAlpia
Bio Nova International Pty Ltd yia avdAuon.
EKmAUveTE TUXOV TIOOOTNTEG aipaTog Kat
HOAUOHATIK®V OUCLOV amnod Tnv mpodobean pe
™ XpNon pucioloyikol opoU. Eruotpédte

To delypa oe oppaylopévn ocuokeuaoia pe
10% GOpPUOAN. SUPTEPINABETE TO OELPLAKO
aplOpo, Tov aplBud Kataldyou Kal To AOYo
g adaipeong. EMKolVwVNOTE e TOV TOTUKO
oag avTinpoéowtio Tou Omniflow Il, o omoilog Ba
dleuBeTnoeL TNV €TLOTPOGY) TOU delylaTog.



Omniflow™ Il Ayyelakn rmpoobeaon

KwdIKoi ETIKETWV

1]

STERILE

@

Stored in 50%
ethanol

Imported by

Mpoooxn, deite TIg 0dnyieg
xphHoews

‘EXeL amooTelpwOei xnUIKA og
YAOUTApaABE(dT. To replexdpevo
elval anooTelpwPEVO EKTOG €AV
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Omniflow™ Il VVaskUler Protez

Kullanma Talimatlan

STERIL- YALNIZCA TEK KULLANIMLIKTIR

Tanim

Omniflow Il Vaskiiler Protez, capraz bag
seklinde hazirlanmis bir koyun fibrokollajenéz
doku matrisi icine yerlestirilmis polyester agdan
olusan bir kompozit biyosentetik malzemeden
yapilmistir. Protez, bir gllteraldehit sollisyonu
icinde sterilize edilmektedir.

Protez, % 50 etil alkolden olugan bir soliisyon
icinde steril olarak ve pirojenik madde
icermeyen bir 6zellikte kullanima sunulmaktadir.
Protez orijinal ilk ambalaj agilmadigi veya hasar
gbérmedigi slrece steril olarak kalir.

Omniflow Il Diiz Vaskiiler Protez, bir cam tup
icinde yer alan bir cam mandrel Uzerine monte
edilmistir. Yerlestirilen bir kanca, mandrel cam
tpten cikarildiginda protezin mandrelden
kaymasini 6nlemektedir. Protezin capi ve
minimum uzunlugu, cam tlpe yapistirilan
etikette belirtilmistir.

Omniflow Il Kavisli Vaskiiler Protez, bir dis
ambalaj igine yerlestirilen steril esnek bir i¢
torba icinde yer almaktadir. Protezin capi ve
minimum uzunlugu, dis ambalajin dis yiizeyine
yapistirilan etikette belirtilmigtir.

Kullanim endikasyonlari

Omniflow Il vaskuler protez, okluzif veya
anevrizmal hastalik yakinmasi bulunan
hastalarda, hastalikli damarlarin replasmani,
rekonstriiksiyonu, bypass edilmesi veya
yamanmasi, vaskuler replasman gerektiren
travmall hastalarda veya hemodiyaliz gibi
damara giris gerektiren hastalarda kullaniima
endikasyonlarina sahiptir.

Omniflow Il Diiz Vaskiiler Protez, asagidaki
alanlarda kullaniimak Gzere tasarlanmistir :

1. Hastalikli veya hasar gérmus kan
damarlarini bypass etmek, degistiriimek
veya rekonstrikte etmek,

2.  Periferik damarlari yamamak ve tamir etmek,

3. Duz bir konfiglirasyonun gerekli olmasi
durumunda arteriyovendz giris amaciyla.

Omniflow Il “U” Vaskiiler Protez, kivrimli bir
konfiglirasyonun gerekli olmasi durumunda
arteriyovendz giris icin tasarlanmistir.

Saklanma kosullari
Oda sicakliginda saklanmasi Onerilmistir.

Uyarilar

1. Omniflow Il protezi yeniden sterilize
ETMEYINIZ. Protez, steril ve pirojen
madde icermeyen bir sekilde kullanima
sunulmaktadir. Protezi ambalaj agildiktan
hemen sonra kullaniniz ve kullanilmadan
geriye kalan herhangi bir kismini atiniz.

2. Protezi glines 1s1gina veya asir derece
dlsik ya da ylksek sicakliklara maruz
BIRAKMAYINIZ (Dondurmayiniz, 55°C
Uzerindeki sicakliklarda saklamayiniz).

3. Sterilitenin tehlikeye girme olasihgi
bulunmasi nedeniyle, orijinal ilk ambalajin
hasar gérmus olmasi durumunda protezi
KULLANMAYINIZ.

4. Cam mandrelin kirllmis olmasi durumunda
protezi KULLANMAYINIZ.

5.  Saklama solisyonu tarafindan tam olarak
kaplanmis olmamasi durumunda protezi
KULLANMAYINIZ.

6. Kilavuz enstrimaninin U ¢ikariimasindan
sonra proteze yeniden pozisyon vermeye
CALISMAYINIZ.

7. Ag doku arayuzeyinin bozulmasina neden
olabilecegi nedeniyle, hazirlama veya
implantasyon sirasinda kavisli protezi
DUZELTMEYINiz.

8.  Kivrilmaya yol agabilecegi nedeniyle, kivrimli
bir arteriyovend®z giris gerceklestirmek icin
duz protezi KULLANMAYINIZ.

9. Protez gbvdesini cekmeyiniz, germeyiniz,
déndirmeyiniz, sikmayiniz veya
kistirmayiniz.

10. Omniflow Il protez ile kesi balonlari, lazer
veya radyo frekans ablasyonu gibi ablasyon
tekniklerini KULLANMAYIN.

11. Protezi balon anjiyoplastisi veya stentleme
prosedrleri ile genigletmeye CALISMAYIN.



Omniflow™ Il VVaskUler Protez Kullanma Talimatlan

Omniflow Il vaskiiler protezin aortokoroner
bypass islemlerine yonelik kullanimt ile ilgili
esas alinacak herhangi bir sonu¢ konusunda
yetersiz veri mevcut bulunmaktadir.

Teknik Bilgi / Onlemler 8.

1. Protezin implantasyonundan énce saklama
sollisyonunu uzaklastirmak Gzere durulama
isleminin gerceklestirildiginden emin olunuz.

Bu islemin yapilmamasi, tikanikliga sebep 9.
olabilir. Bu islem sirasinda protezi steril

Omniflow Il protezin surekli enfeksiyonu
olan bir bélgeye implante edilmemesi

serum fizyolojik ile nemli tutunuz. tavsiye edilir.
2. Protezin yerlegtiriimesi i¢in bir kilavuz .
enstrimaninin kullaniimasi zorunludur. Trombektomi

Bu iglemin yapiimamasi, biyosentetik Prostetik fonksiyonu iyilestirmek igin oklizyon

malzemenin bozulmasina ve tikaniklik,
genigleme veya anevrizma olugsmasina yol
acabilir.

géruldugunde acil mudahale gereklidir. Bu
nedenle, belirtiler tekrarlanirsa hastaya bu
durumu klinisyene bildirmesi belirtiimelidir.

3. Tikanikhga yol agabilecegi nedeniyle,
kilavuz enstrimaninin iginden gegirilirken
protezin bukilmediginden emin olunuz.

Trombektomi uygularken uygun buyuklukte bir
embolektomi kateteri secin ve kateter Ureticisinin
kullanim talimatlarini takip edin.

4.  Proteze zarar verebilecegi ve tikaniklik,
genigleme veya anevrizma olugmasina yol gelmemesi igin:
acabilecegi nedeniyle, metal enstriimanlar . :
ile capraz sikistirmadan kagininiz. Klempe 1. Balonu sisirirken agin glic UYGULAMAYIN
etmenin zorunlu i olmasi durumunda, 2.
sadece atravmatik pensler kullaniniz ve
protezin ayni pozisyonda mukerrer veya
asiri sekilde klempe edilmesinden kagininiz.

Protezin duvarina ve akis ylzeyine zarar

Kateteri protezden gekerken asiri gli¢
UYGULAMAYIN

Kontrendikasyonlar

Protez, ovin (koyun) materyale ya da
gluteraldehite asirn duyarlilidi bilinen hastalarda
kullaniimamaldir.

5. Protez, uzunlamasina minimal seviyede
esneklige sahiptir. Protezin dogru uzunlukta
kesildiginden emin olunuz. Boyunun ¢ok
kisa olmasi halinde, protez, anastomotik
anevrizma riski ile birlikte olan sutir
cekilmesine sebep olabilir. Boyunun ¢ok
uzun olmasi halinde, protez, biikiilebilir ve
tikanikliga yol agabilir.

Vaskiiler Protezlerin Kullanimi
ile birlikte olan Potansiyel
Komplikasyonlar

Her tir vaskuler protezin kullanimi veya
kendisi ile birlikte komplikasyonlar olusabilir

6. Protezin durulama sirasinda klempe
edilmis bulunan kisimlarini kesiniz.

Anastomoz iglemini gerceklestirirken, her
dikisle tam duvar kalinhiginin ve bir ag
deliginin birlestirildiginden emin olunuz .

ve bu komplikasyonlar asagidakileri icerir
ancak bunlarla kisitli degildir : enfeksiyon,
tromboz, genigleme, anevrizma olusumu,

Bu islemin yapilmamasi, suttr ¢cekilmesi
ve anastomotik anevrizma olugumu ile
sonuglanabilir.

psddoanevrizma olusumu, sutlr ¢ekilmesi ve
istenmeyen doku yanitlari.

Omniflow IlI'de ge¢ anevrizma olusumu rapor
edilmistir (implantasyondan sonra 4 yili gecen
slrede). Surekli hasta izlemesi tavsiye edilir.

7. Protez arteriyoventz giris amaciyla
kullanildigi zaman, implantasyondan sonra
bir kac glin streyle implantasyon bélgesinde

biraz kirmizilik ve sislik olusabilir. Protezin duvar butinligu, kolajenaz ureten

mikroorganizmalar tarafindan kéti etkilenebilir.
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imp|antasyon oncesi hazirhik 3. Protezi i¢ torbadan ¢ikariniz ve steril serum
Protezi kaplamaya yetecek kadar steril serum fizyolojik iceren legenin i¢ine yerlestiriniz.

fizyolojik iceren bir steril legen, bir tane steril
20 mL'lik enjektdr, beher mL icin 5.000 .U steril
heparin hazirlayiniz.

Protezin durulanmasi

DUZ VASKULER PROTEZ

Protezin kabindan ¢ikariimasi 1. Protez liimenini 20 mL steril serum fizyolojik
. . ile ylkamak Uzere steril bir enjektor

DUZ VASKULER PROTEZ kullaniniz. Sekil 5. islemi en az iki kez

1. Cam tlpten mihiiri ve kapad! ¢ikariniz. tekrarlayiniz.
Steril forseps kullanarak silikon tipay 2. Protezin bir ucunu klempe ediniz. Beher
gikariniz. Forseps ve kapak atilir. Sekil 1. mL igin 5.000 I.U. konsantrasyonda olan

2. Steril forseps ile cam mandrelin ucunu steril heparinden, uzunlugu 35 cm ve daha
tutmak ve cam tipiin disina dogru nazik fazla olan protezler icin maksimum 50.000
bir sekilde gikarmak suretiyle, protezi cam .U. (10 mL) ve daha kisa olan protezler
tipten aseptik olarak gikariniz. Sekil.2. i¢in de maksimum 25.000 I.U. (5 mL)
Mandrelin tabanindaki kanca, greftin oraninda protez limeni i¢ine uygulayiniz.
mandrelden kaymasini engelleyecektir. Gerektiginde protezi doldurmak ve greftin

tm ytzeyinin solusyonla kaplanmasini
saglamak icin yeterli miktarda steril serum
fizyolojik ekleyiniz.

3. Mandreli kanca yardimi ile kavrayiniz,
tersine geviriniz ve protezin steril serum
fizyolojik legenine kaymasina izin veriniz.

Protezin kolayca kaymamasi halinde, mile 3.  Protezin diger ucuna bir klemp uygulayiniz.
dogru hafife itiniz. Protezi GEKMEYINIZ. 4. Protezi implantasyon zamani gelene
R kadar tamamen steril serum fizyolojik ile
“U” VASKULER PROTEZ kaplanacak sekilde legenin igine tekrar
1. Protezin bulundugu steril ic torbayi dig koyunuz. Bu siire, minimum 10 dakika
ambalajdan aseptik bicimde ¢ikariniz. Sekil olmalidir.
3. Sadece i¢ torba sterildir. Protezin implantasyon zamani geldiginde,
2. g torbanin késesini steril makas ile kesiniz klempleri protezden ¢ikariniz ve heparin ve
ve saklama soliisyonunun bir kabin icine serum fizyolojigin stiztilmesine izin veriniz.

bosalmasina izin veriniz. Sekil 4. Saklama
sollisyonunun kabini atiniz.
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Kullanma Talimatlan

“U” VASKULER PROTEZ

“U” protez, yukarida duz protez i¢in tanimlanmig
bulunan ayni yéntemle durulama iglemine tabi
tutulur. Kavisli konfigiirasyon, bastan sona islem
boyunca surduralar. Sekil 6.

Protezi DUZELTMEYINIZ.

implantasyon
insizyonlari normal sekilde hazirlayiniz.

Orta kismi delikli bir kilavuz enstriimani
(tuneler) kullaniniz

DUZ VASKULER PROTEZ

Kilavuz (tuneler) enstrimani kullanarak protez
icin bir tiinel olusturunuz ve protezi bu kilavuzun
icinden gegciriniz. Sekil 7.

“U” VASKULER PROTEZ

Steril bir cerrahi kalemle cilt (izerinde arzu edilen
greft yerlesim semasinin isaretlenmesi, protezin
nihai yerlestirilme iglemini kolaylastirabilir. 2
tane ortasi delikli kilavuz (tuneler) kullanmak

ve greftin her iki duz kismini ayni anda distal
insizyondan proksimal insizyona dogru gegirmek
suretiyle greftin kavisini koruyunuz. Sekil 8.
Greftin yerlestirme sirasinda kavis bdlgesinde
bukulmediginden emin olunuz.

Greftin dogru bigcimde yerlestiriimesinden sonra
kilavuzu (tuneler) dikkatlice ¢ikariniz.

Anastomoz

1. Anastomozlar i¢in uglara sekil verilirken,
hazirlama islemi esnasinda protezin klempe
edilmis bulunan bélumlerinin kesilmesi
zorunludur.

2. Monofilaman polipropilen tercih edilen
sutur malzemesidir. Dikme islemi sirasinda,
protezin kenarlarini digsa dogru geviriniz ve
her dikisin tam duvar kalinligi ve bir ag deligi
ile birlikte oldugundan emin olunuz. Sekil 9.

3. Ikinci anastomozun tamamlanmasindan
once, heparinin tam olarak
uzaklastinimasini saglamak lzere protezi
kanla yikayiniz.

4. Fonksiyonu belgelemek lzere, prosedur
sirasinda bir intraoperatif anjiyogram
gerceklestirilebilir. Enjeksiyon icin protezden
cok arter kullanildigindan emin olunuz.

islemin tamamlanmasindan sonra, protezle
birlikte verilen hasta kayit etiketleri, hasta ve
hastane kayitlarina eklenmelidir.
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Arteriyovendz Giris

1. Diyalize girilmeden 6nce minimum iki hafta
sUreyle protezin iyilesmeye birakilmasi
tercih edilir.

2. Protez duvarinda hasara, hematom
olusumuna veya psdédoanevrizma
olusumuna yol acabilecegi nedeniyle,
arteriyovendz girisi mukerrer olarak ayni
yerden GERCEKLTIRMEYINIZ. Protezin
uzunlugu boyunca giris yerlerinin rotasyona
tabi tutulmasi gereklidir.

3. Protezin kavis bdlgesini DELMEYINIZ.

4. Anastomoz yerlerine bitisik 3 cm lik bélgeleri
DELMEYINiz.

5.  Enfeksiyon riskini en aza indirmek igin
aseptik teknige siki bir sekilde sadik
kalinmasi zorunludur.

6. Giris yerine uygulanacak orta derecede
kompresyon, kanamanin durdurulmasini
saglayacaktir.

Vaskiiler Yama

Vaskdler bir yama olusturmak Uzere, tubuler
protezi boyuna kesiniz. Kan akim yiizeyinin
zarar gérmediginden emin olunuz. Yamayi
yerine sutlre ederken, tam duvar kalinhiginin ve
agin her dikis ile birlestirildiginden emin olunuz.

Bio Nova International Pty
Ltd'ye lade

Hasta implant Veri Formu

implant veri formu, cerrah tarafindan gerekli
cerrahi miidahalenin yapiimasindan hemen
sonra doldurularak verilen zarf icinde iade
edilmelidir.

Protezin cikartilan érnekleri

Hangi nedenle olursa olsun bir hastadan
Omniflow Il vaskuler protezin ¢ikartiimasi
durumunda, protez analiz i¢in Bio Nova
International Pty Ltd sirketine iade edilebilir.
Steril serum fizyolojik kullanarak protez
tizerindeki kani ve kirleri temizleyiniz. Ornegi,
% 10 formalin iceren ve muihurlenmis olan bir
sise icinde génderiniz. Seri numarasini, katalog
numarasini ve ¢ikartilma sebebini belirtiniz.
Ornegin iade edilmesi igin gerekli diizenlemeleri
yapacak olan yerel Omniflow Il temsilciniz ile
irtibata geciniz.



Omniflow™ Il VVaskUler Protez Etiketleme Kodlari

l:[i:l Dikkat, kullanim igin talimatlara REF | Katalog numarasi
bakiniz

Kimyasal olarak gllteraldehit ile

STERILE sterilize edilmistir. Ambalaj agiimadig LOT Steril Parti Numarasi
veya hasar gérmedigi slrece steril
olan igerik
Sadece tek kullanimliktir, yeniden SN Seri Numarasi
kullanmayiniz

Stored in 50% %50 etanol icinde saklanir mssmm Diz Protez
ethanol
Imported by ithalatg Kavisli Protez

Son Kullanma Tarihi

Avrupa Birligi'ndeki Yetkili Temsilci
@ ic capi

— X —»{  Asgari uzunluk
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