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FRAME"

Instructions For Use

INDICATIONS

The VGS FRAME is intended for external support of autologous grafts in bypass or reconstruction of
peripheral blood vessels.

CONTRAINDICATIONS

« Use of FRAME to support vein grafts with external pressurized diameter <35 mm or >8mm.
* Known allergy to cobalt chrome alloy (CASTM 1058) or its components.

ACCESSORIES
* VGS Olive Cannula FG013

* FRAME Selection Tool FGO73

POTENTIAL ADVERSE EVENTS

Potential adverse effects associated with FRAME may include the usual complications reported for
conventional peripheral bypass or reconstruction surgery procedure such as: infection and swelling, loss
of limb or limb function, claudication, MI, CVA, death or need for repeat revascularization.

The following complications may be associated with the implantation of FRAME:
« Vein graft failure or occlusion

« Perigraft hematoma or seroma formation

« Infection

« Bleeding

WARNINGS & PRECAUTIONS &

For single use only. Do not re-use, reprocess, or resterilize. Reuse, reprocessing or resterilization may
compromise the structural integrity of FRAME and/or lead to FRAME failure which, in turn, may result in
patient injury, illness or death. Re-use, reprocessing or resterilization may also create a risk of
contamination of FRAME 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 FRAME may lead
to injury, illness or death of the patient.

The sterile packaging and FRAME should be inspected prior to use. If sterility or performance of FRAME
is suspect to be compromised, the device should not be used.
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The date of expiration is indicated on the box. Do not store or use beyond the expiration date because
materials and package may deteriorate. In such cases no guarantee can be made that the product will
function properly.

FRAME is intended for use by trained vascular surgeons who received appropriate training.

FRAME is NOT intended for use in vessels of the central circulatory system

MRI SAFETY INFORMATION

Non-clinical testing has demonstrated that FRAME is MR conditional
It can be scanned safely under the following conditions:

« Static magnetic field of 15-Tesla or 3-Tesla, only.

« Maximum spatial field gradient of 3000 gauss/cm (30 T/m)

« Maximum MR system reported, whole body averaged specific absorption rate (SAR) (Normal
Operating Mode) of:
o 2 W/kg for landmarks above the level of the heart.
o 1W/kg for landmarks between the heart and above umbilicus.
o 025 W/kg for landmarks at and below umbilicus.

« Under the scan conditions defined above, FRAME is expected to produce a maximum temperature
rise of less than 7 °C after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact caused by FRAME extends approximately 17 mm from the device
when imaged with a spin echo pulse sequence and a 3 T MRI system.

GENERAL NOTICE:

The whole body averaged (WBA) software displayed SAR is inappropriate to scale exact local temperature increases.

Measurement inaccuracies and additional safety margins should be taken into account. Local SAR can deviate and result in
much higher values than the WBA-SAR software displayed

INTRAOPERATIVE USE

1. Post harvesting, cannulate the vein graft with the VGS designated olive cannula and tie with a suture
knot.

2. Use sutures or ties to ligate side branches. The use of metallic clips should be avoided (Figure 1).

3. Vein graft preparation and FRAME model selection.

3.1 While gently pressurizing the graft, inspect for any leakage from side branches and apply
corrective action if needed.

3.2 Use the FRAME selection tool to determine which FRAME model should be used to best match
the external diameter of the vein. There are four different FRAME models indicated by the letters A,
B, C and D, which correspond to the graft diameter as detailed in the table below. While the vein is
gently pressurized, place the groove of the selection tool under the vein and let the vein slide into
the groove. The vein will stop in the space corresponding to the model most suitable for its external
diameter (Figure 2.
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Do not apply force to fit the vein in the groove, it should easily slide into the correct space. If the vein
is too large to fit in the widest area of the groove (Dmax) it means that the vein exceeds the
compatible range for FRAME (>8mm).

FRAME Model Table

Vein Graft External
Diameter [mm]

FRAME Diameter

DA 35-45
B 46-55
%9 56-65
@D 66-80

3.3 Please note that the vein graft diameter may vary along its length. Use the selection tool in
several different locations along the graft to evaluate the largest diameter section. Choose the
FRAME model according to the widest area measured (not including side branches and/or valve
areas).

3.4 Itisrecommended to mark the vein at 10cm intervals using a surgical marker to enable (1) Easy
length assessment; (2) Visual inspection to verify that all marks are aligned and there is no twisting
of the graft (Figure 3).

3.5 FRAME is available for grafts up to 90cm long; choose FRAME length to be at least 10cm longer
than the graft's estimated final length.

FRAME should be applied over the vein after the first anastomosis (either distal or proximal) is
completed, and before tunneling. While the vein graft remains cannulated to VGS olive cannula,
thread FRAME over the cannula on a non-pressurized vein graft.

Use the olive cannula to advance FRAME along the vein graft by gently pushing and contracting
FRAME from the distal end of the cannula towards its proximal end (Figure 4) and then expanding
FRAME distally over the vein graft (Figure 5).

Repeat this motion of pushing and expanding to advance the FRAME over the entire vessel length.
Stop when FRAME reaches a few mm from the anastomosis.

After FRAME deployment, it is recommended to gently pressurize the vein and re asses the side
branches for leakage. Also, verify that FRAME is completely expanded over the entire length of the
vein. If you notice areas of compressed FRAME, make sure to gently expand them.

If a tunneler is used, cut the FRAME supported vein graft as close as possible to the cannula’s tip
using surgical scissors in order to release the cannula prior to tunneling. Fixate the end of the FRAME
supported graft to the tunneler inner rod and pass it through the tunnel. Make sure that both vein
graft and FRAME are secured to the inner rod before pulling through the tunnel.

Verify the final length of the vein graft and cut the FRAME supported graft accordingly using surgical
SCISSOrs.

FRAME should be slightly pulled-back and compressed (and subsequently re-expanded) to enable
convenient suturing of the anastomosis. When completed, adjust the ends of FRAME to their final
position. Allow clearance of at least 2 mm between FRAME and each anastomosis.
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10. After removal of the vascular clamps, observe the filling of the vein graft and examine for leakage at
the proximal/distal anastomoses and side branches.
11. Observe both anastomoses to preclude possible kinking. If necessary, apply corrective measures.

RECOMMENDATIONS & PRECAUTIONS A

Use of metallic clips should be avoided. Sutures and ties should be used when ligating side branches after
harvesting the veins.

Extra care should be taken while measuring the pressurized vein graft length and diameter. Precise
diameter assessment will enable optimized dimensional match between FRAME and the vein graft.

Extra care should be taken while maneuvering FRAME over the vein graft in order to prevent damage of
the side branches/sutures.

Cutting FRAME with surgical scissors should be performed perpendicular to the FRAME axis.

Aggressive clamping may result in deformation of FRAME. If needed, gently clamp the FRAME supported
vein. After clamping a FRAME supported vein, verify that there is no permanent deformation of FRAME.

FRAME does not require any attachment to the vein graft or the anastomoses. Do NOT use any
attachment method such as sutures or adhesive.

FRAME can mask kinking in the vein graft. Carefully check to preclude kinking in the vein graft.

FRAME is compatible with Transit Time Flow Measurement (TTFM). Flow measurements are highly
recommended to verify bypass quality.

PROVIDED MATERIALS
1FRAME

STORAGE & EXPIRATION
« Store at room conditions.
« "Use by" date is specified on the package.
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FRAME"

NHCTPYKUMA NO NPUMEHEHMIO

NOKA3AHMA K NPUMEHEHUIO

Ycrpoiticteo  VGS  FRAME  npepHasHauyeHO ANA  BHeWHeW NOAAEPXKKM  ayTONOrMYecKux
TPaHCNNAHTaToOB NpW  LWYHTUPOBAHUM WAM PEKOHCTPYKLMM Nepudepuyecknx KpoBEHOCHbIX
cocy/oB.

NPOTUBONMOKA3AHUA

« Wcnonb3osaHue yctpoiictea FRAME ana noaAep»KKyM BEHO3HbIX TPAHCMAAHTAaTOB C HAPYXKHbIM
AMamMeTpom nopa AasneHmem <3,5 mm unm >8 mm.
« Hanuuume anneprum Ha cnnas xpoma u kobanbta (ASTM 1058) unu ero KOMNOHEHTbI.

KOMMNNEKTAUMA
« VGS KaHIoNA € KOHLOM TUNa «0AuBa» FGO013
* MHCTpymeHT ans Bbibopa moaenu yctpoiictea FRAME FG073

BO3MOXHbIE MOBOYHbIE AB/IEHNA

K BO3MOXHbIM MNOBOYHBIM ABAEHUAM NpUMeHeHua ycTpoiictBa FRAME moryT OTHOCWUTbCA
06bI4HbIE OCNI0XKHEHNSA, BO3HUKAIOLLME NPY MPOBEAEHUM CTaHAAPTHOM onepaLum WyHTUPOBaHUA
nepudepuyecknx apTepuit UM PEKOHCTPYKTUBHOM XMPYPruYecKoi npoueaypbl, TakuMe Kak
MHOEKLMA 1 OTeK, NOTEPA WU HapyLieHne GpYHKLMU KOHEUHOCTU, XPOMOTa, MHOAPKT MUOKapAa
(M), MHCYNbT, CMEPTb MAM HEOBXOAMMOCTL NOBTOPHOI PeBaCcKy/IAPU3ALUN.

CnepytoLme OCNOXKHEHWUSA MOTYT BbITb CBA3aHbI C UMNNAHTaLMel ycTpoiictea FRAME:

* HECOCTOATENbHOCTb BEHO3HOrO TPAHCMNAHTaTa UK 3aKynopuBaHue;
« hopmMMpoBaHME CEPOMBI UM NOATEKAHNE KPOBY;

o UHbeKuus;

« KpoBoTeueHue.

NPEAOCTEPEXEHMA N MEPbI NPEAOCTOPOXHOCTU &

TonbKo ANA OAHOPA30BOroO UCMONb30BaHUA. He MCno/b3yiiTe NOBTOPHO, He nepepabaTbiBaiiTe n
He pecTepunusyiite. MoOBTOpHOE WCMONb30BaHWe, nepepaboTka MM pecTepunansauua Moryt
HapyLWWTb CTPYKTYPHYIO LEeNoCTHOCTb ycTpoiictea FRAME u/unu npusectu K oTKasy ycTpoiicTsa
FRAME, uTO, B CBOWO O4Yepedb, MONET MoBaedb TpasBMmy, G0NE3Hb WMAU CMepTb nauueHTa.
MoBTopHOe Wcnonb3oBaHue, nepepaboTka UM PecTepuansaLvA CO34al0T PUCK 3arpA3HeHUs
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ycTpoiictea FRAME v/uan nHOMUMPOBaHWA UK NEePeKPecTHOTo 3apaskeHns NaLumeHTa, BKYas,
NOMMMO npoyero, nepegavyy MHOEKLWMOHHOro 3abosneBaHWA OT O4HOrO NaLMeHTa ApYromy.
3arpsasHeHue yctpoiictBa FRAME MOXKeT npuBecTu K TpaBme, 601€3HU UAKM CMEPTU NaLMeHTa.
LlenocTHOCTb YNaKoBKM U CTepuUbHOCTb ycTpoiictea FRAME aonkHbl 6biTb NpoBepeHbl nepes
1cnonb3oBaHuem. Mpy Ha MUK COMHEHWI B CTEPUIBHOCTU M PaboOTOCNOCOBHOCTM YCTPOICTBA
FRAME ero He cnegyeT ucnonb3osatb.

CpOK rofiHOCTM yKasaH Ha ynakoBKe. He XxpaHWUTe AW He UCMOAb3yiiTe MOC/Ae UCTEYEHWA CPOKa
rOZIHOCTH, TaK Kak BO3MOXHO MOBPEXAEHWE U3AeNNA U YNaKOBKU. B 3TOM ciyyae HeT rapaHTuy,
4TO NPOAYKT 6yAeT GYHKLMOHMPOBATbL A0MKHBIM 06pasom.

Ycrpoicteo FRAME npefHasHayeHo ANA UCNONb30BaHUA KBaAUGULMPOBAHHBIMU COCYAUCTbIMU
XUpYypramu, KOTOpble NPOLLIN COOTBETCTBYIOLLEE 0BYyYeHwe.

Ycrpoicteo FRAME HE npeaHasHayeHO ANA UCNO/b30BaHWUA € COCYAAMU LEEHTPaNbHOWM CUCTEMbI
KpOBOOGpaLLEeHNA.

WH®OPMALUA O BE3ONACHOCTU NPOBEAEHNA MPT

HeknnHuyeckune nccnepoBaHua nokasanu, Yto ycrpoiictso FRAME sBnsetca MP-coBMeCTUMbIM
npv cobntofeHnn paaa ycaosuit.

Ero moHo 6e30MacHO CKaHMpPOBaTb NPU CNEAyIOLLIMX YCAOBUAX:
* MarHuTHaa MHAYKLUMA CTaTUYeCcKoro marHutHoro nona 1,5 Tecna uam 3 Tecna.
« MaKcrManbHbIi rpagMeHT NPOCTPAHCTBEHHOrO MarHUTHoro noas 3 000 'c/cm (30 T/m).

« B HOpmanbHom pexume paboTbl cuctembl MPT makcMmanbHas 3asBneHHas yzesbHas
MOLLHOCTb NOrNOLEHNA U3nydeHuna (SAR), ycpesiHeHHas Ha BCe Te/o, JO/IKHA COCTaBAATb:
O 2 BT/Kr 418 y4acTKOB BblLLe YPOBHA cepaLa;
o 1 BT/Kr A8 y4acTKOB HUKe cepALa v Bblllie NyMKa;
o 0,25 BT/Kr 4N y4acTKOB Ha YPOBHe U HUKe MynKa.

« [py 0603HaYEHHBbIX BbilIE YCNOBUAX CKAHUPOBAHWUA OXKMAAETCA MAaKCMMaNbHOE MoBbILEHUE
Temnepatypbl yctpoiictBa FRAME Ha meHee yem 7 °C nocne 15 MUHYT HenpepbiBHOrO
CKaHMpOBaHWA.

B HEKAMHWUYECKUX WCCNefOBaHWUAX BbI3BaHHbIM ycTpolicTBom FRAME apTedakT Ha CHUMKe
pacxoAuTcA NpUMeEpHO Ha 17 mMm OT ycTpoicTBa NpW MOCTPOEHUM W306PaKeHUA METOAOM
nocnes0BaTe/IbHOCTV UMMY/ICOB CMMHOBOTO 3Xa U UCMOb30BaHUM cuctembl MPT 3 Tecna.

OBLUME 3AMEYAHUA:

Henpvemnemo 1cnoib3oBaHWe NPOrpamMMHO PacCYUTaHHbIX YCPeAHEeHHbIX Ha Bce Teno (WBA) BeanunH SAR ans
BbIYUCNEHNA MO MACLITaBY TOYHbBIX MECTHbIX MOBbILIEHNI TemnepaTyp.

Cne/yet yuuTbIBaTb NOFPELIHOCTI U3MEPEHUIT U JONONHUTE IbHbIE pe3epBbl 6e30MacHOCTU. JIoKa/bHbIE BEAUYMHDI
SAR MOTYT OTK/IOHATLCA U MPUBOANTD K rOpaszo 6osiee BbICOKMM , 4em o 8 NPOrPaMMHOM
obecneyeHnn sHaueHna WBA-SAR.
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NPUMEHEHUE BO BPEMA OMNEPALUA

1.

Mocne  uM3BneyeHWs  NPOBEAUTE  KAHIOMPOBAHWE  BEHO3HOrO  TpaHCM/iaHTaTa
npegHasHaueHHOM 4R 3Toro VGS KaHIoNei ¢ KOHLOM TUMa KONMBa» U 3aBAMKUTE LIOBHbLIM
y310M.

Y1o6bl nepesssaTb 6OKOBbIE OTBETBAEHWS UCMO/b3YATE LWBLI UAM Y3/ibl. He ucnonb3yiite
MeTanNMYeckne Kauncbl (PUCyHOK 1).

MoparoToBKa BEHO3HOrO TPaHCNAaHTaTa U Bbibop moaenu yctpoiictea FRAME.

3.6 Cospgasas HebosbluOe AaBneHWe B TpaHCMAaHTaTe, NpoBeAUTe OCMOTP Ha npeameT
YTeUKM U3 6OKOBbIX OTBETBAEHWIA, M MPU HEOBXOAMMOCTU NPUMUTE KOPPEKTUPYIOLLME MEPbI.
3.7 WcnonbayiiTe MHCTPYMeHT ansa Bbibopa mogenu yctpoiictea FRAME ans Toro, 4To6bl
onpefenuTb, UCNonb3oBaHWe Kakoi mogenv FRAME gact Haubonee TouHOe coBnageHue ¢
BHELWHUM AnameTpom BeHbl. CyliecTByeT YeTbipe pasHbix moaenun yctpowctsa FRAME ¢
o6o3HauveHnamu A, B, C u D, cooTeTcTByIOWME ANAamMETPam TpaHCNAaHTaTa, Kak yKasaHo B
Tabnuue Huke. MomecTuTe KenoboK WMHCTPYMeHTa [A/A Bbl6Opa MOLENM MOA BEHy,
HaxoZAlLytoca NoA HebOoNbWUM AaBNEHNEM, U [laiiTe el COCKONb3HYTb BHWU3 MO KeNobKy.
BeHa OCTaHOBMTCA B MPOMEXYTKE, COOTBETCTBYIOLLEM Haubosnee noaxoAswen K ee
BHELIHeMy AnameTpy mogenu (PUCyHOK 2).

He npumeHsaiTe ycunuii, nomewias BeHy B KeNobOK; OHa AO/KHA BOWTU B HYXHbIA
NPOMEXKYTOK N1erko. Ecn BeHa CAULLIKOM Be/IMKa, YTO6bl MOMECTUTLCA B CamMblil LUIMPOKMIA
NPOMEXYTOK Kenobka (Dmax), 3To O03HauyaeT, YTO AMameTp BeHbl MpeBbllaeT npegen
COBMECTMMOrO AManasoHa ans ycrpoictea FRAME (>8 mm).

Ta6bauua mogeneit ycrpoiictea FRAME

BHewHui AUnameTp BEHO3HOro

7 FRAME
Anamerp ycrpoiicraa TpaHcnnaHTara [mm]

@A 3,5-4,5
@B 4,6-55
@C 56-6,5
2D 6,6 -8,0

3.8 Cneayert y4ecTb, YTO BEHO3HbIM TPAHCMNAHTAT MOXKET BapbMpOBaTbCA B AMameTpe no
cBoeit AnnHe. Mcnonb3yiTe MHCTPYMEHT ANA BbIGOpa MOZE/N B HECKObKUX PasNUYHbIX
MecTax Mo A/MHe TpaHCMaaHTaTa, YTobbl ONpefenuTb y4acTok Haubosbliero Auamertpa.
Bbibepute mogenb ycrtpoitctea FRAME B COOTBETCTBMM C CamMbiM GONbWUM B AMameTpe
y4acTKom (Mckatouas 6oKoBble OTBETBAEHWA U/UM KNanaHbl BeH).

3.9 PekomeHAyeTcs MapKUpoBaTh BEHY C MHTEPBasOM B 10 CM C NOMOLLLbIO XMPYPrUieckoro
mapkepa, YTobbl (1) Nerko oUeHWUTb AAKHY; (2) 3pUTENbHO YAOCTOBEPUTLCA, YTO BCE METKU
BbIPOBHEHbI 1 OTCYTCTBYET CKPY4YMBaHMeE TpaHcnAaHTaTa (PucyHok 3).
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10.

11.

3.10 Yctpoiicteo FRAME nogxoAut Ans TpaHcnnaHTtatoB AnuHon Ao 90 cm; Bbibepute
ycTpoiictBo FRAME, AnvHa KOTOpOro npesbillaeT npeAnonaraemyio UTOrOBYIO AJIUHY
TpaHCcniaHTaTa no KpaiHeit mepe Ha 10 cm.

Ycrpoiicteo FRAME cneayeT HaknazblBaTb Ha BEHy Noc/ne 3aBepLUeHUA NepBOro aHacTomosa
(AMCTanbHOrO MAM NPOKCMManbHOTO) M nepeA TyHHenAusauueid. HafeHbTe yCTPOWCTBO
FRAME Ha BEHO3HbIl TPAHCNAAHTAT HE MO AaBJeHUEeM, KaHIONMPOBaHHbIN Ha VGS KaHione
C KOHLLOM TUNa «0AnBa».

Wcnonbayitte VGS KaHI0110 C KOHLLOM TUMa «0N1Ba» [/1A TOro, YTo6bl NPOABMIaTh YCTPOMCTBO
FRAME no BEHO3HOMY TPaHCNNaHTaTy, OCTOPOXKHO NPOTANKMBAA U CyXKan ycTpoiicTBo FRAME
OT UCTa/IbHOTO KOHLLA KaHI0/I1 K ee NPOKCUManbHOMY KOHLY (PUCYHOK 4) 1 3aTem paclumpas
yctpoiicteo FRAME AucTanbHO No BEHO3HOMY TpaHCNAAHTATy (PUCYHOK 5).

MoBTOpANTE 3TO ABMKEHUE MPOTANKUBAHWMA U PaCLUMPEHUs A1 TOro, YTO6bl MPOABUHYTL
yctpoiicteo FRAME no Bceit AnvHe cocyaa. OctaHoBuTECh, KOraa ycTpoiicteo FRAME 6yget
HaX0AMTbCA B HECKO/IbKUX MM OT aHacTomMo3a.

Mocne ycraHoBKuM ycTpoiicTea FRAME pekomeHayeTca co3faTb HebonbLoe AaBieHne B BEHe
1 NOBTOPHO NPOBEPUTL GOKOBbIE OTBETB/IEHUA Ha NPeAMeT yTeuku. Kpome Toro, ybeaurech
B TOM, 4YTO ycTpoicTtBo FRAME No/sHOCTbIO paclumpuaock no Bcew AnvHe BeHbl. Ecau Bbl
06HapyKWUAKM yyacTku, rae ycrpoicteo FRAME cxkato, 06s3aTeNbHO OCTOPOXKHO paclimpbTe
UX.

Ecnu ucnonb3yeTcs TyHHenep, obpexbTe NoaaepKuBaemblin ycTpoitcteom FRAME BEHO3HbIN
TPaHCNAAHTaT Kak MOXXHO BAMKE K KOHUMKY KaHIONM C MOMOLLBIO XMPYPIUYECKUX HOKHULL,
4TO6bI 0CBOGOAMTDL KaHIONIO Nepes TYHHenu3auuei. 3akpenuTe KoHel, NoAaepK1Baemoro
ycTpoiicteom FRAME TpaHcnnaHTaTa Ha BHYTPEHHEM CTEepXKHe TyHHesIiepa U NpoBeuTe ero
no TyHHento. Y6eauTecb, YTO BEHO3HbIM TpPaHCNAAHTAT U ycTpoicteo FRAME HagexHo
3aKpeneHbl Ha BHYTPEHHEM CTEPXKHE Nepes, NPOTATMBaHNEM Yepes TYHHe b.

MpoBepbTe WUTOrOBYIO A/NMHY BEHO3HOTO TPaHCMNaHTaTa M obpexbTe NOAAEpPKMBaEMblit
ycTpoiicteom FRAME TpaHCcniaHTaT COOTBETCTBYIOLLMM 06pa30M C MOMOLLLbIO XMPYPIUYECKMX
HOMHULL.

Ycrpoiicteo FRAME cnepyeT cnerka oTTaHyTb Has3af M CKaTb (2 3aTem CHOBa PacTaHyTb),
4TO6bI 06ecneynTb yao6HOe HaNoXeHWe WBOB Ha aHacTomo3. Moc/ie 3aBeplueHKs paboTbl
OTKOppeKTUpyiiTe Kpas ycTpoiictea FRAME B ux OKOHYaTenbHoe nosnoeHue. OcTaBbTe
3a30p He MeHee 2 MM mexay ycTpoicTBom FRAME 1 KaxAbiM aHaCTOMO3OM.

Mocne CHATUA CcOCYAMCTbIX 3aKMMOB HabnlofaiiTe 3a  3ano/HEeHMEM BEHO3HOro
TpaHcnAaHTaTa U MpoBepbTe MPOKCUMasbHble/ANUCTaNbHbIE aHAcTOMO3bl U 6GoKoBble
OTBETB/IEHUA HA NPELMET yTeUKU.

Habntogaiite 3a 060MMKU aHACTOMO3amMu, YTOBbI UCKNIOUYUTE BOSMOXKHOCTb O6pasoBaHUs
nepern6os. Mpn HEOBXOAMMOCTU NMPUMEHSAIOTCA KOPPEKTUPYIOLLME MEPbI.
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PEKOMEHAALUU U MEPDI A

He MCHOﬂbayﬁTe MeTaNIInYecKkue KAUNCobl. an IMrMpoBaHumn 6OKOBbIX OTBETBAEHWIA Ha
NOAroTOBNAEHHbIX BEHAX MCnOnb3yﬁTE WBbI U y3/ibl.

Ypenute ocoboe BHUMaHWe M3MEPEHUIO A/IMHBI U AMaMeTpa BEHO3HOro TpaHCMaHTaTa nog
Aasnennem. TouHoe onpefeneHne AnameTpa Mo3BOUT NoAO6PaTb ONTUMaIbHOE pasmepHoe
cooTBeTcTBUe ycTporicTBa FRAME 1 BeHO3HOro TpaHcnaaHTara.

Cnepyet NpossaaTb 0cobY0 OCTOPOXKHOCTbL NPU NepemelleHun yctpoiictea FRAME no seHosHomy
TpaHCnAaHTaTy, YTo6bl He NOBPeAUTb GOKOBbIE OTBETBIEHUA/LWBbI.

PaspesaHue ycTpoiictBa FRAME XWMPYpPruyeckMMM HOMKHUL@MWU  [OMKHO MNPOU3BOAUTLCA
nepneHAnKyNapHo ocu yctpoiictea FRAME.

CAVIKOM CU/IbHOE 3axaTue MoXKeT npusectM K aedopmauum yctpoictea FRAME. [Mpu
HeobXOAMMOCTU aKKypaTHO 3axmuTe noaaep)kusaemyto yctpoiicteom FRAME BeHy. Mocne
3a)aTua noAaepxuBaemoit yctpoiicteom FRAME BeHbl y6eauTech B OTCYTCTBUM HeobpaTUmoii
pedopmaumm ycrpoiictea FRAME.

Ycrpoiicteo FRAME He TpebyeTca NpuKpennaTe K BEHO3SHOMY TpaHCNAaHTaTy uav aHactomosy. HE
MCMoNb3yiTe TakMe MeToAbl KpernueHns, Kak Wbl 1 Kelikue BellecTsa.

YcrpoiictBo FRAME Mo»KeT MackupoBaTb nepernb BEHO3HOTO TpaHCniaHTata. TuaTenbHo
npoBepbTe, YTOObI UCK/IOUNUTL Nepernb BeHO3HOTo TpaHCMaHTaTa.

Ycrpoiticteo FRAME coBmecTUMO € nNpubopamu M3MepeHUA napameTpoB MOTOKA YKUAKOCTU

(TTFM). [ns npoBepKM KauyecTBa LWYHTUPOBAHWA HACTOATE/NIbHO PEeKOMeHAYeTCs MNpoBecTu
M3MepeHUA NoToKa.

NPEAOCTAB/IEHHBIE MATEPUA/IbI
1 ycTpoiicteo FRAME

XPAHEHUE U UCTEYEHUE CPOKA rOAHOCTU
« XpaHWTb Npu KOMHATHOM TemMMepaType v BAAKHOCTY.
« CpOK roAHOCTM yKasaH Ha ynaKoBKe.
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Figure 1; PucyHok 1

Figure 2; PUCyHOK 2
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Figure 3; PucyHok 3

Figure 4; PUCYHOK 4

Figure 5; PucyHoK 5
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Do not re-use
He ucnonbayiite NnoBTOpPHO.

Do not use if package is damaged
He ucnonb3yite, ecnv ynakoBKa nospeskaeHa.

Sterile by gamma
CTepunnsaLms ramma-usnyyeHvem.

MR conditional
MP-coBMecTUMbIN Npu cobAoAeHUN paja YCAOBUA.

Warnings and precautions
MpepocTepeeHna u mepbl NPEOCTOPONKHOCTY.

Use by or on order of a physician
MprMeHEeHWe BPaioM UK MO ero yKasaHuio.

Consult instructions for use
CobntofaiiTe MHCTPYKLMIO MO MPUMEHEHMUIO.

Catalogue number
Homep no katanory

Lot Number
Homep naptun

Serial number
Homep cepuun

Use-by date
CpokK rogHocTH
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Mpounssoautens:
Vascular Graft Solutions Ltd.
24 Raoul Wallenberg St.
Tel Aviv, 6971921, ISRAEL
Tenedpon: +972-3-5499054  dakc: +972-3-6024966
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YnonHOMOYeHHbIV NpeacTasutens 8 Espone:
MedNet EC-REP GmbH
Borkstrasse 10
48163 Minster, GERMANY

LB132 GO5 Pepn,01

Vascular Graft Solutions Ltd. Bce npasa 3apernctpuposaHsl. 2017
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