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VIOLA™

Instructions for Use

INDICATIONS

VIOLA clampless proximal anastomosis sealing system is indicated for use by cardiac surgeons
during coronary artery bypass grafting procedures to maintain hemostasis and facilitate the
completion of proximal anastomoses to the aorta without the application of an aortic clamp.

DEVICE DESCRIPTION
The VIOLA Sealing System is composed of:
1. Aconcentric 4.0 mm aortic punch with a detachable handle.
2. Asealing assembly comprising of a sealing element and sheath, an operating handle,
and a fixation strap.
3. Asilicone boundary marker stencil for marking the maximal suture line around the
aortic incision.

The VIOLA is composed of the following main materials:
1. Nitinol
2. Stainless steel (304/316)
3. Silicone
4. PEEK, Pebax, and PTFE
5 Polycarbonate based Silicone elastomer
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CONTRAINDICATIONS

® Do not use the VIOLA in the portion of the aorta where surgical anastomosis would typically
not be created due to the presence of palpable disease. Such determination may also be
based on echocardiograms, epiaortic ultrasound, or other relevant imaging modalities.

® Do not use the VIOLA on patients with a known allergy to nickel
® Do not use the VIOLA on patients with aorta of less than 20 mm in external diameter.
® Do not use the VIOLA on patients with a thin-walled aorta.

® Do not use the VIOLA for more than 4 anastomoses in a single patient.

POTENTIAL COMPLICATIONS
Potential adverse effects associated with VIOLA may include known complications reported for
coronary artery bypass grafting procedure, such as:

® Infection

® Bleeding

® Blood vessel injury

® Embolic event

® Myocardial Infarction

® Death

® Need for repeat revascularization

WARNINGS A

Contents supplied STERILE. Inspect prior to use, if sterility of the device is suspected to be
compromised, the device should not be used.

For single-patient multiple uses only. Do not reprocess, resterilize, or reuse in other patients.
Reprocessing or resterilization may compromise the structural integrity of the device and/or lead
to device failure which, in turn, may result in patient injury, iliness, or death. Reuse, reprocessing,
or resterilization may also create a risk of contamination of the device and/or cause patient
infection or cross-infection, including, but not limited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the device may lead to patient injury, illness, or
death.

The date of expiration is indicated on the box. Do not store or use beyond the expiration date
because materials and package can deteriorate. In such cases, no guarantee can be made that the
product will function properly.

Physicians should be properly trained prior to using the VIOLA.

The VIOLA should not be used in patients with thin-walled aortas due to the potential risk of
lacerating the side of the aortotomy.

When performing multiple anastomoses, ensure that the aortic anastomoses are located at least
1.5cm apart to ensure hemostasis.

VIOLA™ [4]
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INTRAOPERATIVE USE

1.  Measure the ascending aorta external diameter at the designated proximal anastomosis
site and select the appropriate VIOLA model as follows:

a.  VIOLA 15.0 mm model for aortic diameter > 20 mm and < 25 mm

b.  VIOLA 17.0 mm model for aortic diameter 2 25 mm

2. While maintaining sterility of the content, remove the VIOLA and tray from the sterile
packaging and immerse the entire sheath and sealing element (in its expanded position) in
heparinized saline. Alternatively, saline can be poured directly into the tray basin.

3. Ensure the mechanical integrity of the VIOLA system as follows:

a.  Use the operating button of the VIOLA handle to close and open the sealing
element twice, while immersed in heparinized saline. Inspect the integrity of the
sealing element, sheath, and handle components. End with the sealing element
folded within the sheath.

Connect the punch handle to the punch and test the punch.

c.  Release the punch from its handle and connect it to the punch snap lock in the
VIOLA handle.

4. Place the boundary marker stencil at the intended anastomosis site on the aorta. Mark the
central needle hole and the anastomosis outer boundary using a surgical marker through
the designated gaps (Figure 2). Remove immediately after use.

Figure 2

5. Use a 14G-18G needle to create a needle hole in the intended pre-marked anastomosis
site (Figure 3).

6. Insert the sheath through the needle hole while gently holding it at the middle portion and
avoiding the use of excessive force. If insertion is not smooth, increase the hole size with a
larger needle.

VIOLA™ [5]
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Figure 3 Figure 4

Note: when the operating button is facing up (“open” indicator on the handle), the sheath is
pointing left.

7. Advance the outer tube several centimeters towards the aortic arch (Figure 5) and open
the sealing element by advancing the operating button on the handle. Gently pull back the
VIOLA handle to position the sealing element against the aortic wall and secure sealing
(Figure 6) Minimal pulling force of the VIOLA handle at any desired angle should be
sufficient to achieve an effective seal.

Figure 5 Figure 6

8. While actively maintaining slight tension of the sealing element against the aortic wall:

a.  Detach the punch from the VIOLA handle (Figure 7) and attach it to the punch
handle; a clicking sound should confirm the attachment.

b.  Advance the punch towards the anastomosis site and activate it to create a 4.0
mm aortotomy (Figure 8).

c.  Retract the activated punch along the outer tube while the punch handle is still
pressed.

d. Identify and remove the rounded piece of excised aortic tissue from the punch.

e. Release the punch from its handle and snap it back onto the Punch Snap lock.

VIOLA™ [6]
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Figure 7 Figure 8

9.  To allow convenient suturing of the anastomosis, The VIOLA can be fixated to the surgical
field using the fixation strap held with surgical clamps. Minimal gentle tension is required
to maintain hemostasis.

10. Suture the anastomosis leaving a small gap of 2.0 mm (1-2 sutures) through which the
sheath would be retracted (Figures 9, 10).

11. Release the fixation strap, if fixated.

N
J{ A
= A
. b )
—/
Figure 9 Figure 10
; P
G 7
\J_,j N .
/e A p)
N = — A\
Figure 11 Figure 12

12. To retrieve the VIOLA, advance the outer tube several centimeters towards the aortic arch
and then close the sealing element. Complete closure of the sealing element is indicated
when the operating button is fully retracted towards the fixation strap.

VIOLA™ [7]
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13.
14.

Rinse the anastomosis site with saline to allow for smooth retraction of the sheath.
Gently retract the sheath from the aorta. Complete the last sutures of the anastomosis
(Figures 11, 12).

15. For the creation of additional anastomoses, perform the following steps before each reuse:

a.  Verify that the punch has no tissue inside.

b.  Immerse the VIOLA handle in heparinized saline to remove blood residues.

c.  Open the sealing element, immerse in heparinized saline, and wash several times
until complete removal of all blood residues from the sealing element and sheath.

d. Inspect the integrity of the sealing element.

e. Inspect the integrity of the sheath.

f. Open and close the sealing element 2-3 times to verify device functionality.

16. Repeat steps 3-15. The VIOLA can be used for hemostasis in up to 4 proximal anastomoses

in the same patient.

RECOMMENDATIONS AND PRECAUTIONS &

Do not apply excessive force when introducing the sheath into the aorta through the needle
hole. If the sheath doesn’t enter smoothly through the hole use a larger needle to enlarge
the hole.

Do not apply excessive force when pulling the sealing element against the aortic wall at any
time. A gentle pull is sufficient to create an effective seal. Applying excessive forces may lead
to sealing element collapse, flattening against the wall, and/or inversion, leading to loss of
hemostasis.

If hemostasis is not obtained or is inadequate after the sealing element was deployed,
readjust the sealing by gentle maneuvering of the VIOLA handle.

Care should be taken when suturing the anastomosis to avoid puncturing or dislodging of
the sealing element. If a change in sealing is observed during needle passage, the needle
should be immediately retrieved. If sealing is still compromised, the VIOLA should be
retrieved and replaced.

Before completion of the anastomosis, leave a ~2mm gap for extracting and retrieving the
sheath. If the sheath cannot be retracted from the anastomosis because the remaining gap
is too small, release one or more sutures until the gap is large enough for the sheath to be
retrieved. Do not use force to extract the sheath through the gap. Maneuvering the device
aggressively may result in damage to the anastomosis or the aortic tissue.

If, for any reason, the sealing element cannot be re-sheathed (closed) and retrieved from
the aorta, pull the open sealing element through the anastomosis hole while applying
counterforce on the anastomosis. This maneuver will lead to the inversion of the sealing
element, enabling its retrieval from the anastomosis. Consider removing some stitches to
facilitate easier retrieval. Do not reuse the device after retrieval.

VIOLA™ [8]
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® Heparinize the patient per standard practice for CABG procedures.

PROVIDED MATERIALS

1 VIOLA

1 Punch handle
1 Boundary marker

STORAGE AND EXPIRATION

® Store at room conditions

® Use the device prior to the "Use by" date noted on the package

g

Medical device

)

Single patient multiple use

Do not re-use

srenieo

Sterile by Ethylene oxide

Do not use if package is damaged

Single sterile barrier system with protective packaging inside

=>0® @

Warnings and precautions

0
(@]
3
<

Restricted for use by or on order of a physician

Consult instructions for use

Catalogue number

Lot number

Date of manufacture

eI EER

Use-by date
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~1 Peel here
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Qﬁz‘) Sealing element diameter
T

Aorta diameter

TEED Punch diameter

Manufacturer:
Vascular Graft Solutions Ltd.
24 Raoul Wallenberg St.
Tel-Aviv, 6971921, ISRAEL
Tel: +972-3-5499054 www.graftsolutions.com
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VIOLA™

MHCTPYKLKA MO NPUMEHEHUIO

MOKA3AHNA

Cnerema repmeiusauiy NPOKCUMAIBHOTD aHacTomoda Bes sakuma VIOLA npeaHasHadeHa Ana
MCNONL30BAHWA KapONMOXMPYPIamMK BO BRpEMA NPOLLEAYPbI 30PTOKOPOHAPHOTO LIYHTUPROBAHKMA AR
NOAAEPMBHWUA TeMOCTaza U YNPOIEHUA HANIOKEHUA NPOKCUMAALHOTO AHACTOMO3a Ha aopTy fe3
NRPUMEHEHKA a0PTAIEHOTO 3KUMA.

OTNMMCAHWE U30ENUA

Cuctema VIOLA npesiHazHaveHa 49 Menoib30BaHuA BO Bpems RROLEAYPbi a0NTOKOPOHAPHOID
WYHTUPROBaHMA ANA NOALEDWAHWA feMOCTa3d W YNPOWEHWA HaNOMEHWUs NPOKCUMAABHOTO
BHACTOMO3a Ha aopTy Be3 NpumMeHeHuA A0PTANbHOTD 3aMUMa.

Cricrema VIOLA COCTOWT U3 CAe yIOWMX YacTen:

1. KoHUeHTpu1ecknia nepdopatap aopTsl 4,0 MM CO CheMHbIM AepKaTeNem.

2. YCTPORCTBO A1 repMeTU3aLmMm, COCTOALLEE U3 [ePMETUINPYIOLLETO 3AeMeHTa,
KateTepa, GUKCUPYIOWETD PEMELLIKE I JepaTens.

3. CUNUKOHOBbIN TpadapeT ANA MapPKMPOBKU rPaHML, 30Hb! HANOKEHMA LWBA BOKPYT

paspesa aopTsl.

OCHOBHbIE MaTEPUalibl, M2 KOTOPLIX M3rOTOBNEHA cUcTema VIOLA:

1. Huturon.

2. Heprrapelowas ctans (304/316).

3. CUANKOH,

4. M33K, Pebax® 1 NTHI.

5. CUMAMKOHOBBIN 21aCTOMED Ha OCHOBE NOAMKa DSOHaTa.
YHARATEAL Varatent
«Patupmeys w{Rontenn
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NPOTUBONOKAZAHKA

®  He ucnonssyite cuctemy VIOLA Ha OTpeske aopTbl, Ie HaNOMEHWE aHacTOMO2a OBbIYHO He
ANOU3BOAMTCA M3-3a HaAMUUR Nanbhiupyemoro zaboneparuns, OTKE3 0T ACNOAL3OBIHUS
CHCTEMbI TaKKe MOMET DbiTh NPOAMKTOBEH aHANUZOM IXOKAPAUGTDaMMDI.

®  TIatMeHThl C M3BeCTHOM aNfeprMen Ha HUKeb.
® Hewucnonbayite cuctemy VIOLA Y MaUMEHTOB ¢ HAPYKHbBIM AMAMETROM aopTol MeHee 20 MM.
®  He ncnonbayiite cuctemy VIOLA y NEUMEHTOB € TOHKOCTEHHOM a0pPTOM.

HlonyckaeTca Menonbaoganme 1 foBTODHOES UCAOAL3OBaHKE cucTemsl VIOLA ANA HanosKeHus
He bonee 4 aHacTOMO308 Y O/IHOMO NauveHTa. g

BO3MOMXHbBIE OCNOXHEHWA

BoamoKHble HeOnaronpuatHbie coBbiThaA, CBA3GHHBIE C NPUMEHeHrem cucTembl VIOLA, moryT
BK/IIOUATE OCAOMHEHWSA, 00bitHbIE 418 NPOLELYPb SOPTOKOPCHAPHOIG WYHTUPOBAHWA;

® UHperLMI;

® KFJOFSOT@LEQS-MH;

®  NOBPERIEHMA KPOBEHOCHLIX COCYLOB;
®  ambonuueckoe cobbitue;

®  PHGAPKT MAOKAPAR;

& CMEpTE;

HeoOXOAMMOCTL NOBTOPHON PEBACKYAADUSALINIA.

OCOBbBIE YKASAHUA Z&

Noctapnsemoe  cogepkumos CTEPWAILHO. OcmoTpute wagenve nepes WCnonbl0BaHWem, He
MCTIONB3YATE MBARAKME TTPW HBAWYUU OA03PEHNIA B HAPYWEHWK €10 CTEPUABHOCTY.

Mapenne mMoKeT MHOTOKPATHO WCMNONb30BATLCA TOALKO OOHMM naumerTOM. He nposoaurs
NOBTOPHYID 0ORabOTKY UAK NOBTOPHYIO CTEPUAM3ALMI W HE MCNONBIYIATE MOBTOPHO AR ADYIUX
naupeHtos. flosTophas o0paboTika WAW CTepunu3ayua  cnocolHLl HapyWUTe CTPYKTYDHYIO
UENOCTHOCTL M3ARANA W/UNW BBI3BATL €r0 OTKA3, YTO B CBOI OHEDEeab MOMET NPUBECTH K TDABME,
3abonesaHuio Wi cMepTr nauvedta, [OBTOPHOE MCNONL30OBARKE, NOBTOPHAR obpaboTha i
NOBTOPHAR CTEPWIK3ELIMA TakKe CBA3AHbI € PUCKOM 3arpPA3HEHKUA U3AeAKA, MHOUUMPOBAHWA
nauMeHTa 1 pacapocTpaHerns BHYTPUOOABHUYHBIX WMHOEKUME, B TOM 4YUChAe ¢ nepeladel
MHPEKUMOHHEIX 3a60/eBaHiit OT OAHOMO NauMeHTa OPYTromMy. 3arpazHeHie usfehua cnocobHo
noBNedb 3a cobol Tpaemy, 3aB0AeBaAHKE WK CMEPTL NaLueHTa.

CPoK FAHOCT U3ARMMA YKasaH Ha KOPOBKe. He XpaHuTe 1 He NCMonb3yiTe NOCe MCTENEHIA CpoKa
FONHOCTH, MOCKOAbKY CBOWCTB2 MaTepUanos ¥ yNakoBKW yxXyAwaloTea, B Takmx caydasx Her
rapaHTil HAZNEMALIer0 KauecTsa M3Lenmna..

MNepen ucnonsaosannem cucTempl VIOLA Bpay A0MHKEH NPOATH COOTBETCTBYIOWEE OBYUeHMe.

Cuctemy VIOLA we cnesyet WCNons3oBaTs Y NAlMeHTOR ¢ TOHKOCTEHHOM aopTol W3-3a pUCKa
paspLiBa MeCTa NPoBeSeHUA a0PTOTOMMU.

VIOLA™ [2]
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Mpy HANOMEHNU HECKONBKMX aHACTOMO30B 018 nbecnedeHuns remocTasa MecTa HalowWeHus
AHACTOMO3O0B A0MMHbBI HAXOANTLCA Ha PACCTOAHMY He meHee 1,5 cv apyr oT apyra.

VHTPAOTEPALIMOHHOE MPUMEHEHME

1.

N3mepbTe HapyKHbIA AMameTp BOCXOAALLEN a0PThl B MECTE, NPeAHA3HA4YSHHOM A8
Ha/IOKEHUA NPOKCMMATIBHOIO aHacTOMO3a, U BbIDepUTe COOTBETCTBYIOLIYIO MOAENb
cuctembl VIOLA COrnacHo cneayiowmm KpUTepusam:

a.  Mogenb VIOLA 15,0 mm ans amameTpa aopTol 2 20 MM 1 < 25 mm,

b.  Mogenb VIOLA 17,0 MM Ana anamerpa aopTst = 25 mm.

COXpaHsas CTePUALHOCTL COASPIKMMOTD, MasnekuTe cuctemy VIOLA 1 N0TOK 13 CTEPUNBHOM
YNakoBKK ¥ NOMHOCTBIO AOTPY3UTE MHTPOABIOCED U TEPMETUIUPYIOLLMA aAeMeHT (8
PACKPBITOM COCTOAHMM) B reNapuHn3upoOBaHHbLIA PACTBOP HATPUA XA0pKuaa. B kayecTse
ANbTEPHATUBLI PACTBOP HATPKUA XNOPUAA MOKHO HAUTL NPAMO B AOTOK.

Ybenmrecs B MeXaHMHECKON LENOCTHOCTH cicTemsl VIOLA cregytowmm obpasom:

a.  [lpr NOMOLWM KHOMKK yNpaBneHna Ha Aepxartene VIOLA ABaw bl CAOKKTE W
PacKpo#Te repmMeTU3INPYIOLLIA 3NEMEHT, NOTPYKEHHBIN B TeNapuHU3MPOBAHHDBI
PacTBOP HaTpwa XN0pKUaa (PacnonoweHue yrkazaTeNen «Packpoi™ 1 «CROMKeH» Ha
AgpwaTene ¢m. Ha puc. 1). Ybeautecs B Le/CCTHOCTH TepMETHIUPYIOLLEro
3nemeHTa, VHTPOABIDCEPA W 31EMEHTOB AepaTena. [0 OKOHYaHWK 0CMOTPa
BTRHUTE TePMETUSMPYIOLLMIA SAEMEHT BRYTPb MHTPOAbLIOCEPA.

b.  MNoacoeanrute Kk nepbopaTopy Aepatens 1 nposepbTe paboty nepdopatopa.
Orcoegmuute aeparenb 0T NepdopaTopa U NoAcoeanHuTe nepdoparop K
dukcatopy nepdopatopa ¢ 3alearoi Ha aepraTene VIOLA.

MomecTute TpadapeT ANA MAPKUPOBKK 30HBI HAaIOKEHWA LWBa Ha NPRANO/NATaeMOe MECTO
aHaCTOMO3a Ha aopTe. XMpypruyecKnM MapKkepom OTMETETE No WabnoHy MecTo BeeleHHA
WINbI U BHELUHIOKD TPaHMLy HaNoXeHWa aHacTomo3a (puc. 2). Yaanute wabnod cpasy nocne
HCMNONB30BaHNA.

e

9%
/

PUCYHOK 2

Y

VIOLA™ [3]

Perucrpanuga MH B Poc3gpaBHamsope
www.nevacert.ru | info@nevacert.ru



TRUE COPY

5. Menonwsyinte uray 14G-18G, 4Tobbl NpojenaTs 0TBEPCTHE B 3apaHEE HAMEYEHHOM MECTE
477 aHactomosa (puc. 3).
6. Hepes oTBEPCTME OT UMbl BBEAMTE UHTPOALIOCED C HEPACKPLITLIM FePMETUINPYIOLLAM

anemeHToMm (puc. 4).

m——— e e |

PUCYHOK 3 PrucyHox 4

Obpatute BHUMAHWE: KOTAA DUOACTOBAR KHOMKA YNPaBAerua Hanpasnena spepx
{VKasaTenk Ha AepKaTeNe HaXOAMTCA B NOAOKEHNM « PACKDLITS, CM. puc, 1), uHTpoasiocep
HalpasneH BAeBRQ,

7. MApOABUHLTE KATETEP HA HECKOABKO CAaHTUMETPOB B CTOPOHY AyTK aopThl (pHc. 5) 1
PAcKPONTE FePMETUSUPYIOWUIA 3N1EMEHT, CABUHYB GUONETOBYIO KHOMKY YNIPaBASHUS Ha
Hepwarene Ao HOHLI,é Breped. OCTopomHo noTAHKUTe gepxaTtens VIOLA Hasaa, utobsl
PACcIONOKUTL F€PMETUIUPYIOWMIA SN1E@MEHT HANPOTHUB CTEHKKM a0PThl U 0becneunTs
HALAEKHYIO repMETU3aLMIo (PUC. 6). MUHUMAbHOTO TRHYLIETO YCUAMA aepwaTens VIOLA
noj, MoObimM MenaembIm YII0M AOMKHO BbITb OCTATOUHO ONA YCMNEWHON TePMETU3aUMNM,

{ \'\\'_ﬁ 14
e
PricyHoK 5 Pucyrow 6
8. Coxpansn flerkoe AasieHue repMeTU3URYIOLLETO 3NEMEHTa Ha CTEHKY aopTbI:

a.  Otcoeamnute nepdoparop ot gepwatens VIOLA (puc. 7) v npukpenute ero x
Aeprkateno nepdopatopa L0 XapakTepHOoro WemiKa.

b, MpoasuHbTe NnepdopaTop K MECTY aHACTOMO3a U aKTUBUPYITE ero, UTobbl c03aaTh
paspes aopTol 4,0 mm (puc. 8).

C.  BTAHWTE aKTUBMPOBaHHLINA NepdOPATOP C KATETEPOM, He OTAYCKAA AepKaTeNs
nepdopartopa. _

d.  HaiauTe u yaanuTe U3 nephopatopa 3aKpyraeH I GParMeHT MCCeueHHOM TRaHK
a0PTHI,

e, OTcoeamHuTe Aepxatesb OT Nnepdopatopa U CHOBa NOACOEANHNTE nepdopatop K
duKcaTopy nepdopatopa ¢ 3aWenKoi Ha gepwatene VIOLA.

VIOLA™ [4]
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PUCYHOR 7 PUCYHOK 8

9. Ana yaobeTBa HaNOXEHUA aHacTOMO3a CHCTEM\/ VIOLA MOXHO 3apMKCHPOBaTL Ha paboyem
none ¢ NOMOLLBIO GUKCUPYIOLLETO PEMELIKA, YASPKMBAEMOTO XUPYPIAHECKAMMI 3aKNMaMU.
HAna nogpepaHna remoctasa Tpebyetca MUHMMAaNbHOE Nerkoe HaTAKeHue.

0. HanowwuTe anactomos, octasne HeBo/bWON 3a30p B 2,0 MM (1-2 WBa), yepes KaTophIiA
6yaeT BrarnBaTbea MHTpoablocep (puc. 9 1 10),

11, CHUMUTE GUKCUPYIOWMI PEMELLIOK, ECAW Bbl UCMONBL3OBANK €10 ANA GUKCALM CUCTEMbI.

PucyHox 9 PucyHor 10
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PueyHoxr 11 Pucyronr 12
12, 41066l M3sneus cuctemy VIOLA, cHavana npoABUHbTE KaTeTep Ha HECKOAbKO CaHTUMETROB

B CTOPOHY Oy a0QTbl, & 3aTEM CAOKNATE FEPMETUIUPYHOILMI anemeHT. O NoaHom
CRNafpiBaHn repMETUIUPYIOULIETD 3/1EMERTE CBMARTENLCTBYET NOMHOE BO3BPalleHue
KROMKK YNPaBAEHUA B CTOPOHY QUKCUPYIOLLETO PEMELLIKA.
13. Mpomoiite MECTo aHacTOMO3a PACTBOPOM HATPUA xAopuaa, 4tobel obecnednTs NNasHoe
BTATMBAHUE MHTPOABOCEPA.
4, OCTOPOMKHO BTAHMTE MHTPOALIOCEP U3 A0PTbl. HanoxuTe NOCAEAHME WBbl AHACTOMO33
(puc. 11 m 12).
15. AnA cO3NAHNSA LONONHUTENbHLIX aHACTOMO30B NEPE, KA lpIm MOBTOPHbLIM
MCTO/Ib30BaHNEM CUCTEMbI BbINOAHANTE CNeayIolMe NeiCTBIA:
a.  YBeawtecs, YTo BHYTPH neppopaTopa He OCTANOCH TKAH M.
b.  Torpyaute aepxatens VIOLA B renapiHUsMpoBaHHbIi PacTBOP HaTPUA X/I0pKUAa,
YTOBB! YAAAUTL OCTATKM KPOBK.
C.  PackpolTe repmeTusUpYIOLLXIT 3N1EMEHT, TOTPY3UTE B reNapMHU3UPOBaHHbI
PaCTBOP HATPUA XA0PUAA U HRCKONLKO Pas MpoMonTe 40 NOAHOMO YAA/IEHUA BCEX
OCTaTKOB KPOBY C TEpMETUIUPYIOLLETD 3NIEMEHTA U UHTROABIOCENA.
d.  Tlposepbre LENOCTHOCTb FEPMETUIUPYIOLLErO 31eMEeHTa.
MpoBepbTe LENOCTHOCTE MHTPOALIOCEPA.
f, Ba-Tpw pasa noApan pacKporTe K CAOKUTE FEPMETUSUPYIOWKIA S1eMeHT, YTobbI
yOeanTucs B paboTocnocabHocTH uagenma. |
6. NosTopuTe Wark 3-15. Cuctema VIOLA MOXET UCNOAL30BATHCA ANA FROAAERMARKA
remocTasa nNpu HasloKeHUn [0 4 NPOKCUMa/bHbBIX aHACTOMO30B Y OAHOMO NaLyneHTa.
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PEKOMEHOALUMU 1 MEPBI NPEOOCTOPOMHOCTH A

L

He npunaraiiTe upeamepHbIX YCUAWA NPY BBEASHK HTPOALIOCEPA B A0PTY Yepes OTBepCTUE
OT UMbl ECAY UHTPOABIOCED HE BXOAWT B OTBEPLTUE MAABHC, MCNONL3YHTE BoNee KpyiHyio
NIy, UTo0B! yBEAVUNTE oTREpCTHE.

HyRoTAa HE NPUKNafeiBalTe YPe3MepHLIX YCUAUNA, NPWKIUMAA FepMEeTUIUPYIOUWIMIA 3N1eMeHT K
CTEHKE 80pThl [ repMeTU32umMi 0CTaTOMHO IBTKOTO HATAMEHKUA. TTPUAOKEHUE UDEIMEDHDIX
YCMNUIA MOXKET TIPUBECTMI K NOBPEXAEHWUK TePMETUIMPYIOLIETO SAEMEHTA, €10 CrUTIOWMBAHMIO
00 CTeHKY a0PThl U/ MAKN BLIBOPAYMBAHMIO, UTO NPUBEAET K HapyLIEHMIO reMoCTasa.

Ecin nocne  pacKpbiTva  repMEeTUSUPYIOWErD  3JIeMeHTa remocTas He  JOCTUrHYT MW
HeAOCTaTOuEH, OTPEIY/IMPYIATE MOAGKEHWE TepMETUINPYIOUIETO INEeMEHTa  OLTODOMHbLIM
ABkKeHrem aemkatens VIOLA.

CobnopainTe OCTOPOKHOCTL NPY HANOKEHUU LWBOB, YTOBLI M3BEMaTh NPOKOAE M CMELLeHUA
FEPMETUINPYIOETD BNIeMERTE. ECAK BO BREMA NPOXOKASHUA UMbl FeDMETU3aUMA HapyillaeTcs,
NIy chefyeT HEMEANEHHO U3BNeYL. EC/IM repMeTUzativa Nno-npexHemy HapyeHa, uisiexute
cructemy VIOLA v ycTaHosuTe ee B Apyrom mecTe.

Nepel ManOKeHWem aHacToMO3a OCTasbTe 3a30p NPUMEPHo 2 MM A0S WU3BNEYEeHMS
WHTPOABIOCEPAE. ECIWM UHTPOALIOCED HEBO3IMOKHO U3BAEYL M3-33 TOTO, YTO OCTaBLLIKACS 3a30p
CAVWKOM Man, YAANUTE O4UH WKW HECKOABKO CTEMKOB, MOKa 3330pD He CTaHeT A0CTaToMHG
Oo/biMM  ANA  M3BAEMEHMA MHIPOAbIOCEpa. He npumeHsiTe cuay AR M3BAGUEHNA
MHTPOALIOCEPaA Yepe3 OTBEPCTUE,  AKTUBHOE [ABMMKEHWE YCTPOWCTBA MOMKET MPUBECTH K
MOBPEMAEHUIO aHACTOMO3E WM TKEHU A0DThE.

ECAM MO KakKoM-AMOO MpuUKHe repMEeTUIUPYIOWMI 3/18MEHT He NOAY4YaeTcA BTAHVTH B
VHTPOABIOCED (CNOMKUTL) M M3BAEYL U3 A0PTsl, NPOTAHUTE FEPMETUIMPYIOWMI SNEMEHT B
PAcKpLITOM BUAE Yepes OTBEePLTHE aHacToMO3a, OTTATMBAA aHACTOMO3 B NPOTUBOROAOKHYIO
CTOPOHY. 3TC NPUBEAET K BbIBOPAYUBAHMIO TEPMETUIUPYIOWETO 3/eMeHTa, YTO MNO3BOAMT

M3BAEYL ero M3 aHactomosa. [na obierdyeHmna M3siedeHns Bbl MOMeTe Y43NMTh HECKOABKO
CTEKKOB.

Mo menonbsosaHny  cuctembl VIOLA TenapuHusupyiite naupeqTa B COOTBETCTBUM CO
CTaHAAPTHON NpakTuKon AKLLL

VIOLA™ [7]

Perucrpanuga MH B Poc3gpaBHamsope
www.nevacert.ru | info@nevacert.ru



TRUE COPY

]

NPESOCTABMAEMbBIE MATEPUATbI

1 cucrema VIOLA _ LN 2 . ‘“‘HD.
1 nepwarent nepdoparopa aopTs : o
1 TpadapeT ANA MAPKUPOBKYK 30HL! HaN0MEeH KA LB

XPAHEHWE W CPOK ITOAHOCTHU

®  XpaHuTh NPKU KOMHaTHOW TemnepaType.

®  Mcnone3yiTe usaenne Ao 4athl «Menosib3osaTe 40%, YKa3aHHON HA yrnaKkoske.

Mponzpogurens:

Vascular Graft Solutions Ltd.

Y. Payna Bannenbepra, 24,

Tenb-Asue, 6971921, U3PAWIb

Ten.: +972-3-549-90-54  dakc: +972-3-602-49-66

YNO/IHOMOYEHHbI NpesicTaButent B EBpone:
- MedNet EC-REP GmbH

Borkstrasse 10

48163 Minster, FTEPMAHNA
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T/ TON AT

— DANAES t.ﬁm;a
MeaunimHeKkoe nanenne LN 21703 b

[na MHOTGRPDATHOTO MCNOANB3CBaHKA OAHKMM MauHMeHTOM

TOABKO AN OAHOPAIOBOTGC NPUMEHEHUA

CTGQMIIMBO 8aHO 3TUNAEHOKCHAOM

He ncnonsacsath NPy NoBpeaeHA YNaKOBRMA

Eaukan DapbepHas CUCTemMa 044 CTEPUAM3AUNK C 3aWUTHON
YNaKOBKOW BHYTHU

Ocobble yKasaHus U Mepbl NPaoCTOPOKHOCTH

MNpeaHasHaveHo gna BpadebHoro NoAb30BaHUA UAY NPUMEHEHNA
A0 HA3ZHAYEHWIO Bpaya

CM. VIHCTRYKLMIO 1O NPUMEHEHMIO

Homep no katanory

Homep naprin

Hata npouzsoactsa

CpoK rogHoCcTH

BCKPbIBATL 3080k

LyameTtp repmeTusnpyioulero snemenTa

@Aorta ArameTp aopThi

Ouamertp nepdpoparopa

\. 0297
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