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WNHCTPYKUMS NO NPUMEHEHWIO

Y CTPOWCTBO /11 CTEHTUPOBAHUA MHTPaKpaHuanbHbIX COCYL0B
Cerenovus Enterprise 2 Ha cucteme 40CTaBKK

(ans npumeHeHns B Poccuiickoii degepaunn)

mJ
«Mepoc NHTepHewHn CAPJT»

LLiemeH-BnaH 38
Ne-Noknb, CH-2400, LWBeiiyapus
0 41 329338300

Y NO/MHOMOYEHHbIN NpeacTaBuTeNs B Poccuiickon ®egepatmm
00O «[1>KOHCOH & [AXOHCOH»

Poccua, 121614, r. Mocksa, yn. Kpblnatckad, 4. 17 kopn. 2
TenetoH: 8 (495) 580 77 77, dakc: 8 (495) 580 78 78

BAXHAA NHPOPMAL WA
O3HaKOMbTeCh Nepef 1CMo/b30BaHNEM

HanmeHoBaHne MW, mofenn unm sapuaHTbl UcnosiHeHns MU

Instruction for use

CERENOVUS ENTERPRISE 2 Vascular Reconstruction
Device

(for use in the Russian Federation)

m |

Medos International SARL
Chemin-Blanc38,CH-2400
Le Lode, Switzerland

41 32 933 83 00

AUTHORIZED REPRESENTATIVE OF THE
MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

IMPORTANT INFORMATION
Please read before use

Medical Device name, models or variations of MD
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YCTpPOICTBO A5 CTEHTMPOBaHMA MHTPaKpaHWanbHbIX COCYA0B
Cerenovus Enterprise 2 Ha cucteme AOCTaBKKW, BapuaHTbl UCMOMHEHUS:

1 YCTPOWCTBO A/19 CTEHTMPOBAHUA UHTPaKpaHUaibHbIX COCYA0B
Cerenovus Enterprise 2 Ha cCTeMe JOCTaBKN C PEHTTeHOKOHTPACTHbIM
AMCTaNnbHbIM KOHLOM NPOBOAHMKA 12 MM, MakcUMasbHbI pabouunii
AnameTp CTeHTa 4 MM, MMHMMasbHasa paboyas (3gheKTUBHAS) ANnHa
CTeHTa 16 MM, B COCTaBe:

1.1. CTeHT camopacwupsoumiica - 1wr.

12. CwncTtema focTaBku B cocTase: NpOBOAHMK C
PEHTreHOKOHTPACTHbIM AUCTaNbHbIM KOHLOM - 1 WT., MHTpoAbtocep - 1
L.

13.  WHcTpykuma - 1wr.

14, KapTa MmnnaHtaumu cTeHTa - 1uwr.

2. YCTPOICTBO ANA CTEHTUPOBAHWUSA UHTPaKpaHWabHbIX COCY/0B
Cerenovus Enterprise 2 Ha cucTemMe AOCTaBKW C PEHTIEHOKOHTPACTHbLIM
AUCTaNbHbIM KOHLOM MPOBOAHMKA 12 MM, MakCUMabHbIA pabounii
AnameTp cTeHTa 4 MM, MUHUManbHas paboyas (3hdekTMBHasA) AMHA
CTeHTa 23 MM B COCTaBe:

2.1. CrteHT camopacwuumpsowmics -1wT.

2.2.  Cuctema focTaBku B cocTase: [MpoOBOAHUK C
PEHTreHOKOHTPACTHbIM ANCTaNbHbIM KOHLOM - 11UT., MHTpOAbOCEp - 1
LT,

2.3.  WHcTpykuua - | wr.

24. Kaprta nmnnaHtaumm cteHTa - 1wr.

3. YCTPOWCTBO A/19 CTEHTUPOBaHUSA UHTPaKpaHWaibHbIX COCY0B
Cerenovus Enterprise 2 Ha cMcTeMe [OCTaBKW C PEHTTEHOKOHTPACTHbIM
ANCTa/IbHBIM KOHLLOM NPOBOAHMKA 12 MM, MakcMMasbHbI pabounii

Tr

Cerenovus Enterprise 2 intracranial vessel stenting device on the
delivery system in variants:

1 Cerenovus Enterprise 2 intracranial vessel stenting device
on the delivery system with radiopaque distal guidewire tip 12
mm, working diameter of stent 4 mm, minimal working
(effective) length of stent 16 mm in composition:

11. Self-expanding stent - 1pc.

1.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1 pc.

1.3. Instructions for use - 1pc.

14. Implant card - 1pc.

2. Cerenovus Enterprise 2 intracranial vessel stenting device
on the delivery system with radiopaque distal guidewire tip 12
mm, working diameter of stent 4 mm, minimal working
(effective) length of stent 23 mm in composition:

2.1. Self-expanding stent- 1pc.

2.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1pc.

2.3. Instructions for use - 1pc.

2.4. Implant card - 1pc. ‘

3. Cerenovus Enterprise 2 intracranial vessel stenting device
on the delivery system with radiopaque distal guidewire tip 12
mm, working diameter of stent 4 mm, minimal working
(effective) length of stent 30 mm in composition:

3.1. Self-expanding stent- 1pc.

3.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1pc.

3.3. Instructions for use - 1pc.
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JnameTp CTeHTa 4 MM, MMHMMasnbHasa paboyas (3thheKTUBHAsA) ANNHA
cteHTa 30 MM B COCTaBe:
3.1.  CrteHT camopaclumpsiowuiica —1wr.
3.2.  CucTtema gocTaBKu B cocTase: [MpoBOAHMK C
i PEHTreHOKOHTPACTHLIM AUCTa/IbHbIM KOHLUOM - 1T, MHTpOAbloCcep- 1

LUT.
0 3.3.  WHcTpykums - 1wr.
3.4. KapTa vMmnnaHTaummn cteHTa - 1 wWr.
4. YCTPONCTBO 419 CTEHTUPOBAHUS MHTPaKpaHWaibHbIX COCYL0B

2 Cerenovus Enterprise 2 Ha cucTeme ,OCTaBKM C PEHTTEHOKOHTPACTHbIM
ANCTaNnbHbIM KOHL,OM MPOBOAHMKA 12 MM, MaKCUManbHbIA pabounii
3 AnameTp CTeHTa 4 MM, MMHMMaNbHaa pabodas (3adhekTnBHaA) AnHA

CTeHTa 39 MM B cocTaBe:

4.1. CTeHT camopacLumpsowmincs - L.

4.2. Cwucrema focTaBku B cocTase: MNpoBOAHMK C
PeHTreHOKOHTPACTHbLIM AUCTaNIbHbIM KOHLOM - 11WT., UHTpoAbtocep - 1

= =

LUT.
3 4.3.  WNHcTpyKuma - 1wr.
E‘Z 4.4, KapTa umnnaHTauum cteHTa - 1 wWr.
5. YCTpONCTBO AN CTEHTUPOBAHUSA MHTPaKpaHuanbHbIX COCYA0B

Cerenovus Enterprise 2 Ha cucTeme JoCTaBKU 6€3
PEHTTeHOKOHTPACTHOI0 ANCTabHOIO KOHLIA MPOBOAHMKA.

H MaKCUMasibHbI pabounin juamMeTp cTeHTa 4 MM, MUHUMaIbHas paboyas
© (atppekTUBHAA) ANMHA CTeHTaA 16 MM B COCTaBe:
© 5.1. CTeHT camopacLumpsitoimincs - .

5.2. Cwuctema focTaBKu B cocTase: [1poBOAHUK 6e3

PEHTreHOKOHTPACTHOr0 AUCTaNbHOTO KOHLA - 1 WT., UHTpoabtocep - 1
L.

5.3. WHcTpykuma - 1wr.
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3.4. Implant card - 1pc.

4, Cerenovus Enterprise 2 intracranial vessel stenting device
on the delivery system with radiopaque distal guidewire tip 12
mm, working diameter of stent 4 mm, minimal working
(effective) length of stent 39 mm in composition:

4.1. Self-expanding stent- 1pc.

4.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1pc.

4.3. Instructions for use - 1pc.
4.4. Implant card - 1pc.
5. Cerenovus Enterprise 2 intracranial vessel stenting device

on the delivery system without radiopaque distal guidewire tip.
working diameter of stent 4 mm, minimal working (effective)
length of stent 16 mm in composition:

5.1. Self-expanding stent - 1pc.

5.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1pc.

5.3. Instructions for use - 1pc.
5.4. Implant card - 1pc.
6. Cerenovus Enterprise 2 intracranigl vessel stenting device

on the delivery system without radiopaque distal guidewire tip,
working diameter of stent 4 mm, minimal working (effective)
length of stent 23 mm in composition:

6.1. Self-expanding stent - 1pc.

6.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1pc.

6.3. Instructions for use - 1pc.

6.4. Implant card - 1pc.
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5.4. KapTa umnaaHTaumMm cteHTa- 1wr.

6. YCTPOWCTBO A/19 CTEHTUPOBaHUA MHTPaKpaHMaibHbIX COCY/0B
Cerenovus Enterprise 2 Ha cucteme goctaBku 6e3
PEHTIeHOKOHTPACTHONO AMUCTa/IbHOTO KOHLA NPOBOAHMKA,
MaKCc/UMasbHbIA pabounii anameTp cTeHTa 4 MM, MUHMMabHasA paboyas
(athhekTMBHAA) ANMHA CTeHTa 23 MM B COCTaBe:

6.1. CTeHT camopaclumpsowmincs - 1.

6.2. CwucTtema focTaBku B cocTaBe: [1poBOAHUK 6e3
PEHTTeHOKOHTPACTHOr0 AUCTaNIbHOMO KOHUa - 1wT., HTpogbtocep - 1
L.

6.3.  WHcTpyKumna - 1wr.

6.4. KapTa umnaaHTauuMu cTeHTa- 1LWrT.

7. YCTpOICTBO 4/19 CTEHTUPOBaHMA MHTPaKpaHWa/bHbIX COCY/0B
Cerenovus Enterprise 2 Ha cucTeme goctaBku 6e3
PEHTreHOKOHTPACTHOr0 AMUCTalbHOr0 KOHLA NPOBOAHMKA,
MaKCMMasibHbI pabounin guameTp CTeHTa 4 MM, MUHUMa/IbHas paboyas
(athbhekTMBHAA) AnnHa cTeHTa 30 MM B COCTaBe:

7.1.  CTeHT camopaclwupstowmiica - 1ur.

7.2.  Cwuctema focTaBku B cocTase: IMpoBOAHMK 6e3
PEHTIeHOKOHTPACTHOM0 AMUCTaNbHOr0 KOHLA - 1 wWT., uHTpoAbtocep - 1

7.3.  WVHcTpyKuma - 1 wr.

7.4. KapTa umnaaHTaumm cteHTa - 1wr.

8. YCTPOWCTBO 418 CTEHTUPOBAHWA UHTPaKpaHManbHbIX COCY0B
Cerenovus Enterprise 2 Ha cucTeme f0CTaBKM 6e3
PEHTreHOKOHTPACTHOIO A4WUCTa/IbHOTO KOHLA MPOBOAHUKA,
MaKCUMa/lbHbI pabounii anamMeTp cTeHTa 4 MM, MMHUMaNbHas paboyas
(atpchekTUBHAA) ANMHA CTeHTa 39 MM B COCTaBe:

8.1. CTeHT camopaclumnpsawowmiica - 1wr.
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7. Cerenovus Enterprise 2 intracranial vessel stenting device
on the delivery system without radiopaque distal guidewire tip,
working diameter of stent 4 mm, minimal working (effective)
length of stent 30 mm in composition:

7.1. Self-expanding stent- 1pc.

7.2. Delivery system in composition: guidewire with
radiopaque distal tip - 1pc., introducer 1pc.

7.3. Instructions for use - 1pc.

7.4. Implant card - 1pc.

8. Cerenovus Enterprise 2 intracranial vessel stenting device
on the delivery system without radiopaque distal guidewire tip.
working diameter of stent 4 mm, minimal working (effective)
length of stent 39 mm in composition:

8.1. Self-expanding stent - 1pc.

8.2.  Delivery system in composition: guidewire with
radiopaque distal tip - 1 pc., introducer 1 pc.

8.3. Instructions foruse - 1pc.

8.4. Implantcard - 1pc.



8.2. CwucTtema foCTaBKU B cocTaBe: [poBOAHUK 6e3
PEHTreHOKOHTPACTHOr0 ANCTANbHOr0 KOHLA - 11wWT., UHTpoAbtocep - 1
LUT.

8.3.  WHcTpyKumsa - 1wr.

8.4. KapTaumnnaHTaumu cteHTa- 1 wr.

KaTtanoxHble Homepa/ Product Codes

Table 1- Product Codes

Ne Product Code Description

1 ENC401612 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx 16mm

2 ENC402312 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx23mm

3 ENC403012 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx30mm

4 ENC403912 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx39mm

5 ENC401600 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmxI6mm NO TIP
6 ENC402300 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx23mmNO TIP
7 ENC403000 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx30mm NO TIP
8 ENC403900 Cerenovus Enterprise 2 Vascular Reconstruction Device 4.0mmx39mm NO TIP

Tabnuua 1. KatanoxHble HOMepa

No KaTtanoxHblli Homep OnHcaHHe
YCTPOIACTBO ANst CTEHTUPOBAHUS MHTPaKpaHWa/IbHbIX cocyaoB Cerenovus Enterprise 2 Ha CCTEME [OCTaBKM C
1 ENC401612 PEHTTEHOKOHTPACTHLIM AMUCT/IbHLIM KOHLOM MPOBOAHMKA 12 MM, MakCcUManbHbIi pabounii fuameTp CTeHTa 4 MM,

MUHMUManbHasA paboyas (3¢ekTnBHasA) ANMHA CTeHTa 16 MM.
YCTPOICTBO /19 CTEHTUPOBAHUS MHTPaKpaHuanbHbIX cocyoB Cerenovus Enterprise 2 Ha cucTeMe JOCTaBKM €

2 ENC402312 PEHTreHOKOHTPACTHbIM AUCTaNbHLIM KOHLIOM NPOBOAHMKA 12 MM, MaKCUMaJ/IbHbIA pabounii fuaMeTp CTeHTa 4 MM,
MUHUMaNbHas paboydas (3th(heKTUBHasA) ANNHA CTEHTA 23 MM.
YCTpOICTBO /19 CTEHTUPOBaHWUA MHTPaKpaHuanbHbIX cocyfoB Cerenovus Enterprise 2 Ha cucteme JOCTaBKM €

3 ENC403012 PEHTTEHOKOHTPACTNbIM ANCTaNbHBIM KOHLIOM MPOBOAHMKA 12 MM, MakCUMa/bHbI/ pabounii AnaMeTp CTeHTa 4 MM,
MUHUMaNbHas paboydas (3thheKTUBHasA) ANnHa cTeHTa 30 MM.
YCTPOICTBO 4151 CTEHTUPOBaHNSA MHTPaKpaHuanbHbIX cocyfoB Cerenovus Enterprise 2 Ha cucTeme JOCTaBKM C

4 ENC403912 PEHTreHOKOHTPACTHbIM AMCTa/IbHbIM KOHLLOM NPOBOAHMKA 12 MM, MaKCUManbHbIA paboumnii auameTp cTeHTa 4 MM 1
MUHUMaNbHaa paboyas (3heKTUBHaAA) ANMHA CTEHTa 39 MM.
YCTpOICTBO A1 CTEHTUPOBaHUSA UHTPaKpaHuanbHbIX cocyfoB Cerenovus Enterprise 2 Ha cucteme focTaBKu 6e3

5 ENC401600 PEHTreHOKOWMTPACTHOIO AUCTaNbHOMO KOHLA MPOBOAHMKA, MaKCMManbHbIA pabouunii guameTp crettra 4 MM, MUHUMaIbHAA
paboyas (ahtheKTUBHAS) 4NMHA CTEHTA 16 MM.
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YCTPOIACTBO ANS CTEHTUPOBAHWS UHTPaKpaHuabHbIX cocyoB Cerenovus Enterprise 2 Ha cucTeme OCTaBKU 663

| PEHTTEHOKOHTPACTHOrO AMCTa/IbHOrO KOHLIA MPOBOAHUKAE, MaKCUMa/bHbIM pabounii nameTp cTeHTa 4 MM, MUHUMabHas

WY CTPOICTBO A/19 CTEHTUPOBaHUSA MHTPaKpaHManbHbIX cocyfoB Cerenovus Enterprise 2 Ha cucTeme OCTaBKM 6e3

| PEHTTEHOKOHTPACTHOrO ANCTA/IbHOTO KOHLIA MPOBOAHUKA, MaKCUMa/bHbIV pabounii AnameTp cTeHTa 4 MM, MUHUMabHas

, YCTPOIACTBO ANa CTEHTNPOBaHUA MHTPaKpaHUa/ibHbIX cocyoB Cerenovus Enterprise 2 Ha ccTeme 4OCTaBKM 6e3

ENC402300

’ paboyas (aththeKTMBHAA) A/IMHA CTEHTA 23 MM.
ENC403000

| paboyas (aththekTBHAsA) AMHa cTeHTa 30 MM.
ENC403900

] pabouan (apdpekTBHAA) AIMHA CTEHTA 39 MM.

Ha3HaueHue
MeaunumnHckoe wn3fgenue YCTPOWCTBO [ANs CTeHTMpoBaHus Cerenovus
Enterprise 2 npefHasHayeHO A1  WCNOMb30BaHWUA COBMECTHO C
OKK/O3NOHHBIMW U3JENNAMU /15 NleYeHUS BHYTPUYEPENHbIX aHeBPU3M.
O6nacTb NpUMeEHeHNs: Hellpoxmpyprusa aHA0BacKynspHas.

OnwncaHwne

MeguumnHcKoe wu3genve YCTPOWCTBO NS CTeHTMpoBaHus Cerenovus
Enterprise 2 cOCTOMT M3 CamMOpacLUMpAIOWErocs CTeHTa W CUCTeMbl
poctaBkn (puc. 1). Cuctema [0CTaBKM COCTOUT W3 MPOBOLHMKA U
NUHTpoabtocepa. CTeHT npeaBapuTeNbHO YCTaHOB/IEH Ha MNPOBOAHMK
BHYTPU UHTpPOAbIOCEpA.

MMnnaHTMpyemblii  CTEHT  BbINOAHEH W3 HWUTMHOMA W UMeeT
3aKPbITOAYENCTYHO KOHCTPYKLUMIO. Ha KaXA0M KOHLe CTEHTa Haxo4uTCH
Mo YeTblpe OTMETKW, Ha CaM CTEHT HaHECEeHO MOJIMMEPHOE MOKpPbITHE.
MpoBoAHMK cocTont n3 HUTUHOJI0BOIO cepaeyHmnka c
PeHTreHOKOHTPAaCTHLIMN OTMETKaMMU.

WHTpogbtocep COCTOMUT M3 MNOAUMEPHON TPpyb6KM C  CyxXalowmmcs
OUCTanbHbIM KOHUOM. OH npegHasHayeH Ana 3aWuTbl CTEHTa OT
NOBPEXAEHNI 1 06ecneymBaeT CNAOWHON KaHan Ana BBEAEHUS CTeHTa B
NH(Y3NOHHbIN KaTeTep.

' PEHTreHOKOHTPAaCTHOr0 AUCTa/IbHOr0 KOHLA NPOBOAHNKA, MaKC/MaJsibHblIi pa60q|/|l7| AvameTp CTeHTa 4 MM, MUHUMaIbHasA

Intended use

Cerenovus Enterprise 2 Vascular Reconstruction Device is
intended for use with occlusive devices in the treatment of
intracranial aneurysms.

Application area; Endovascular neurosurgery.

Description

The CERENOVUS ENTERPRISE 2 Vascular Reconstruction
Device (VRD) consists of a self-expanding stent (VRD) and a
delivery system (Figure 1). The delivery system is comprised of a
delivery wire and an introducer. The stent is pre-loaded on the
delivery wire inside the introducer.

The implantable stent is made of Nitinol and has a closed cell
design. The stent has four markers on each end, and is coated with
a polymer.

The delivery wire is composed of a Nitinol corewire with
radiopaque markers.

The introducer consists of a polymer tube with a tapered distal end.
It is designed to protect the stent from damage and creates an
uninterrupted passage for the stent to be transferred from the
introducer into the infusion catheter.
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PucyHoK 1- YCTpoiicTBO Ans CTEHTMPOBAHUS WHTpakKpaHuanbHbIX cocygoB  Figure 1- Cerenovus Enterprise 2 Vascular Reconstruction Device
Cerenovus Enterprise 2

A. OTmeTKa (150 AVIOT KOHYMKa NPOBOSIOYHOI0 NPOBOAHMKA) A. Reference marker (150 cm from delivery wire tip)
B. MNMpokcumaibHas YyacTb NPOBO/IOYHOIO MPOBOAHMKA B. Proximal delivery wire

C. VIHTpogabtocep C. Introducer

D. MpokcrMmasibHas peHTreHOKOHTpacTHasA MeTKa (Mapkep) NpoBOI0YHOIO D. Proximal marker of delivery wire
NPOBOLHMNKaA E. Proximal stent markers

E. MpokcnMasibHble PEHTTeHOKOHTPACTIbIE MeTKM (MapKep) CTeHTa F. Stent positioning marker of delivery wire

F.  PeHTreHokoHTpacTHasa meTka(Mapkep) NO3ULMOHUPOBaHUS CTEHTA Ha G. Stent body

NpPOBO/IOYHOM MPOBOAHUKE H. Distal stent markers

G. Teno cTeHTa I. Distal marker of delivery wire (if applicable)
H. AvcTa/ibHble peHTTeHOKOHTPACTHbIE METKUN (MapKep) CTeHTa J. Introducer Flush Holes

I. OucTtanbHas peHTreHOKOHTpacTHas MeTka (Mapkep) MPOBOIOYHOIO MPOBOAHMKA (NpK

HaMumm)

J. poMbIBOYHbIE OTBEPCTUSA MHTPOALIOCEPA
YCTPOWCTBO AN CTEHTUPOBaHMA UHTPaKpaHmanbHbiX cocyaoB Cerenovus The CERENOVUS ENTERPRISE 2 Vascular Reconstruction

Enterprise 2 npefHa3Ha4yeHO ANs UCMONb30BaHNA Noj, Device is designed for use under fluoroscopy with the PROWLER
PEHTIFEHOCKOMNYECKUM KOHTPOMEM COBMECTHO C MUKPOKATETEPOM SELECT Plus Microcatheter (Infusion Catheter), (a 0.021" inner
(MHPY3noHHBbIM KaTeTepoM) PROWLER SELECT Plus (MukpokaTeTep diameter, 5 cm distal length microcatheter (infusion catheter)
(MH(Y3MOHHbIV KaTeTep) Npom3BoAcTBa Cerenovus ¢ BHYTPEHHUM manufactured by Cerenovus).

anameTpom 0,53 MM 1 AIMHOIN TMBKOI YacTh 5 cm). CAUTION: Compatibility with other microcatheters (infusion

catheters) has not been established.
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BHVMAHWE! CoBmecTUMOCTb C Apyramu MUKpOKaTepeamu
(MH(Y3MOHHBIMY KaTeTepaMun) He yCTaHOB/EeHa
OCHOBHbIe XxapacTepuCTUKKN NpescTaB/eHbl B Tabnuuax 2-6.

Table 2 Nominal characteristic of stents
Recommended Stent Length @ 4.0

Specifications are represented in tables 2-6.

Length Foreshortening @ 4.0 mm Vessel % Open Area Unconstrained

Parent Vessel mm Vessel Diameter Stent Diameter
Diameter (mm) Diameter (mm) % mm 4.0 mm 2.0 mm (mm)

2.0n.0 16 7.3 12 96.3 92.9 5.0

2.07.0 23 177 2.0 9.1 92.7 5.0

2.07.0 30 85 2.8 96.1 92.6 5.0

2.07.0 39 9.9 4.3 96.0 92.4 5.0

PekomMeHA0BaHHbI OnvHa cTeHTa YKopaynBaHue CTeHTa Npu AnameTpe Jona npocseTta NOBEPXHOCTU, B OnameTp cTeHTa

amameTp npoceeTa npu gnameTpe cocyga 4,0 mm npoueHTax B pa3BepHYTOM
apTepuu, Mm cocyja 4 MM, MM % MM 4,0 Mm 2,0 Mm COCTOSHUUN, MM
2,0..4.0 16 7.3 1,2 96.3 92,9 5,0
2,0..4,0 23 7,7 2,0 96,1 92,7 5,0
2,0..4,0 30 8,5 28 96,1 92,6 5.0
2,0..4.0 39 9,9 4,3 96,0 92,4 5,0
Table 3 - Stents Specifications (for all codes)
Parameter Value
Unconstrained Stent OD 50mm (+0.5/-0.3) mm
Unconstrained Stent Flare OD > 6.8 mm
Markerband 4 proximal markerbands and 4 distal'markerbands
Markerband OD 0.2 +/-0.038 mm
Markerband Length 1.00 +/- 0.05 mm
Coating thickness 25+0.5um
Tabnuua 3 - XapaKTepucTUKK CTEHTOB (4/151 BCEX BapUaHTOB UCMOMTHEHNS)
XapaKTepucTnka 3HaueHue
BHeLIHWI gnaMeTp pacKpbITOro cTeHTa (CBOOOAHbIA BHELLUHWUIA AnameTp) 50Mm+0,5/-0,3 Mm
BHeLHWI anameTp KOHLEBbIX YUYaCTKOB CTEHTA B Pa3BEPHYTOM > 6,8 MM
PeHTreHOKOHTpacTHbIE METKU 4 npoKcuMmasibHble 1 4 fucTasbHbIE METKN
BHeLWHWiI1 gnameTp MeTOK 0,2 +/- 0,038 Mm
[nvHa MeToK 1,00 +/- 0,05 Mm
Page 8 of 42
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ToswmHa NoKpPbITUSA 2,5+ 0,5 MKm

Table 4 Unconstrained Stent Length

Product Code Unconstrained Stent Length
ENC401612 14mm +/-3mm
ENC402312 20mm +/- 3mm
ENC403012 26mm +/- 3mm
ENC403912 34mm +/- 3mm
ENC401600 14mm +/-3mm
ENC402300 20mm +/- 3mm
ENC403000 26mm +/- 3mm
ENC403900 34mm +/- 3mm

Tabnuua 4 - [n1Ha cTeHTa B pa3BepHYTOM COCTOSHUM
KaTanoxHbIli HoMep [nvHa cTeHTa B pa3BepHYTOM COCTOSAHUM
ENC401612 14 MM £ 3 MM
ENC402312 20 MM = 3 MM
ENC403012 26 MM £ 3 MM
ENC403912 34 MM = 3 MM
ENC401600 14 MM £ 3 MM

ENC402300 20 MM = 3 MM
ENC403000 26 MM = 3 MM
ENC403900 34 MM = 3 MM

Table 5 Introducer Specifications
Parameter Value
Inner Diameter 0.55+/-0.01 mm -
Outer Tip Diameter 0.660 + 0.076/-0.051 mm
Outer Body Diameter 1.270 mm £ 0.025 mm
Length 483 +/- 25 mm
Tip Angle ne+4°/-2”
Flush Hole Diameters 0.30+/-0.08 mm
Distance to Flush Hole Flush Hole &
min 5.08 mm
Flush Hole 2:
max 45.7 mm

Tabnmua 5 - XapakTepucTuKN MHTPOAbocepa
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XapaKTepHCcnka
BHyTpeHHUIA AnameTp
BHeLIHUI AnameTp KOHYMKa
BHeLwuH®in gnameTp
OnnHa
Yron nsrnba KoHumKa

[MameTp NpoMbIBOYHbIX OTBEPCTUI
PaccTosiHME OT KOHLA 10 NPOMbIBOYHOFO OTBEPCTUS

Table 6 Corewire Specifications
Parameter
Type
Max Outer Diameter
Engagement Gap Diameter
Engagement Gap Length
Length
Tip Length (ifapplicable)
Reference marker location
Roughness

Tabnuua 6 - XapakTepucTUKM NpoBOAHMKA
XapalcTtepuctumka
Tun

MaKcuManbHbIA BHELLUHWIA anameTp
[nameTp cy>keHnst NPOBOAHMKA, Ha KOTOPOM pasMeLLeH CTEHT
[nvHa cy)XxeHns NpoBOAHMKA, HA KOTOPOM pasMeLLieH CTeHT

OnuHa

[/ MHa pCHTFeHOKOHTPacTHOIO ANUCTANLHOTO KOHUMKA (MPY Hannuum)

PacnonoxeHue KOHTpOfIbHOVI METKN

LLIepoxoBatocTb

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3HayeHune
0,55+7-0,01 mm
0,660 + 0,076 / - 0,050 Mm
1.270 mm £ 0.025 mMm

483 +/- 25 Mm

Mne+4®/-2 °

0,30 +/- 0,08 Mm
oTBepcTme 1. MMHMMYM 5,08 MM
0TBEpCTUE 2: Makcumym 45,7 Mm

Value
Straight
0.41 mm £ 0.01 mm
0.091 +/-0.008mm
>1.27 mm
220+10 cm
12 + Imm
150 + 1 cm from distal tip
254 + 3.18 um

3HayeHune
Mpsimoit
0,41 mm = 0,01 MM 1
0,091 +7-0,008 mm
>1,27 MM
220+ 10cMm
12+1 mm
150 + 1cm OT AnCTaNbHOIO KOHUA
254.00 + 3,18 MKM
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NMoka3aHMA K NPUMEHEHNIO
MeauuMHCKOe un3aenne YCTPOWCTBO [A1S CTeHTUpoBaHusa Cerenovus
Enterprise 2 nCN0/Ib30BaHNUA COBMECTHO C OKK/THO3MOHHbIMUW U34eNNAMU
npw fIe4eHN BHYTPUYEPENHbIX aHEBPU3M.

MpumeyaHune - OKOHYATeENbHOE PeLleHne O NMPUMEHEHUN MeAULMHCKOTO
n3genns ycTpoincTeBa Ans cTeHTwupoaHus Cerenovus Enterprise 2
[OOMKHO ObITb NPUHATO NONb30BATENEM HA OCHOBE UMEIOLLMXCA 3HAHWIA 1
VMEIOLLMXCH PUCKOB, CBSA3AHHbIX C KOHKPETHbLIM CNy4YaeMm.

MpoTuBONOKasaHWs

CTeHTUpOBaHMe NHTPaKpaHManbHbIX apTepwui 00bIYHO
MPOTMBOMOKA3aHO CnefytoLW MM TUnam naymMeHToB:

e [laumeHTam, KOTOpPbIM MPOTUBOMOKAa3aHbl AHTUTPOMOOTMYECKME

npenapatbl U/UW aHTUKOArYNAHTBI.

 lMaymeHTam, y KOTOpbIX aHrmorpaus BbISBNSIET HEBO3MOXHOCTb
9HL0BACKYNSAPHOrO JIeYeHUs N0 CleAyLUM NpUYMHaMm:

- 3HauMTenbHasA CTeneHb U3BMTOCTU MU CYXXEHUS UHTPaKpaHuaibHbIX
cocyfioB

- WNHTpakpaHuWanbHbIi
Tepanuu.

MpumeyaHne - OKOHYaTeNbHOE peLleHne 0 NPUMEHEHUN MeSULUHCKOTO
n3genua ycTpoiicTsBa AnA CTeHTuposaHus Cerenovus Enterprise 2
[OMKHO 6bITb NPUHATO NONL30BATENEM HA OCHOBE UMEIOLLUXCS 3HAHUIA 1
VMEIOLLMXCSH PUCKOB, CBA3AHHbLIX C KOHKPETHbLIM Cly4aeMm.

Basocnasm He nognexuT ﬂeKapCTBeHHOVI

MpegynpexaeHns

. Onepauns  CTEHTMPOBAHMA  [O/HKHA  NPOBOAWUTLCA  MOA
PYKOBOACTBOM nepcoHana, npoLueaLlero noaroToBKy rno
WHTEPBEHLMOHHbLIM MeTOoAam BMeLLaTenbCTBa, B YaCTHOCTWU, METOAMKAM
WHTPaKpaHWaNbHOr0  CTEHTMPOBaHMS. Ha  cayvail  BO3MOXHbIX
OC/OXXHEHWI/ BO Bpems onepauuy [o/mKHa OblTb MNOArOTOB/EHA
COOTBETCTBYIOLLAA annapartypa.

. MaHunynsumm ¢ faHHbIM YCTPOWCTBOM /18 CTEHTMPOBAHUA
Cerenovus Enterprise 2 [OJIKHbI NPOBOANTLCH nog

PEHTIEHOCKOMNYECKNM KOHTPOJSIEM C WUCNO/b30BaHNEM OGODyAOBaHMﬂ,

Indications for use

The CERENOVUS ENTERPRISE 2 Vascular Reconstruction
Device is intended for use with occlusive devices in the treatment
of intracranial aneurysm.

Note - The final decision on the application of Cerenovus
Enterprise 2 must be accepted by user on the basis of existing
knowledge and risks associated with aparticular case.

Contraindications

Intracranial artery stenting is generally contraindicated in the

following patient types:

» Patients in whom antiplatelet and/or anticoagulation therapy is
contraindicated.

» Patients in whom the angiography demonstrates the anatomy is
not appropriate for endovascular treatment, due to conditions
such as:

Severe intracranial vessel tortuosity or stenosis
Intracranial vasospasm not responsive to medical
therapy.

Note - Thefinal decision on the application o f Cerenovus

Enterprise 2 must be accepted by user on the basis o fexisting
knowledge and risks associated with a particular case.

Warnings

* The stenting procedure should be carried out under the direction
of personnel with the requisite interventional training, especially
intracranial stent procedures. Appropriate facilities should be
available for managing the potential complications of the
procedure.

 The device is designed to be manipulated while under high-
quality fluoroscopic observation. If resistance is met during
manipulation, determine the cause of resistance before proceeding.
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[AloLLEero BbICOKOE KayeCTBO M306paxeHus. Ecnm npu maHunynauum
BBOJ OKa3blBaeTCs 3aTPyAHeHHbIM, HEOOX0AMMO 4O Hayana npouesypbl
OnpesennTb NPUUNHY.

. [aHHoe n3genue CHabXeHo 3TUKETKOMN-NHANKATOPOM
TeMMepaTypbl, HaxoAsWEencs Ha BHYTPEHHe CTOPOHe nakeTa.
MpurogHoCTb M34ennsa K MCNofb30BaHWO 0603HaYeHa rpaduyeckum
CUMBOJIOM C 3€/IEHON «NTUYKOW» MOf4 ITUKETKON WHAMKaTopa.
HenpurogHocTb un3genns o603HayeHa rpaMyeckuMy CUMBOAAMMU C
KpacHol 0ykBoW «X». EcnM uHAMKaTtop TemnepaTypbl OTOOpaxaeT
rpagpmyeckme CMMBO/bI HENPUTOLHOCTU, MCNOJb30BaTb CTEHT HEMb3A, Tak
KaKk ero [umaMeTp MOXEeT He COOTBeTCTBOBaTb 3afB/IEHHOMY U3-3a
BO3EeNCTBMSA BbICOKUX TeMnepaTyp.

. He ucnonb3oBaTb, €CnM BHYTPEHHAS YnakoBKa OTKpbITa WM
NOBpeXAeHa.
. Y NauueHTOB C annepruyeckuMmn peakumnsMu Ha HUKeNb, TUTaH

UAW UX CNiaBbl (HUTUHOM), MOXKET Hab/I0AaTbCA annepruyeckas peakuus
Ha AaHHbIA UMMNAAHTaT,

. OnbIT NPUMEHEHWS CTEHTOB YKa3blBaeT Ha HalMuMe pucka
cTeHo3a. BO3HMKHOBEHME CTeHO3a MOXeT MoTpe6oBaTh AunaTauum
CEerMeHTa cocyaa, B KOTOPOM YCTaHOBNEH CTEHT. Ha fJaHHbIli MOMEHT
MH(opMauMs 0 [AONTOCPOYHbIX PUCKAX W pesynbraTax Agunatayuu
3HAOTENN3NPOBAHHbLIX CTEHTOB OTCYTCTBYET.

. BblbepTe CTEHT, KOTOPbIA A/IMHHEe LWeliKn  aHeBPM3MbI
MUHUMYM Ha 10 MM, 4T06bl 06ECNeUnTb BbIXO[ 32 MpPeAenbl LWelikn He
MEHee 5 MM C KaX[oi CTOPOHbl. 3HAUMTENIbHOE PAcXOX[eHWe MEeXAy
AvameTpaMy MNPOKCUMAaNbHOro ¥ AMCTaNbHOr0 CEerMeHTOB OCHOBHOIO
cocyfia MOXeT NOBbICUTb PUCK CMELLEHNS CTEHTA.

. OCNOXHEHNs MOryT BO3HMKaTb 6e3 npeanocbiiok. Cnegyet
06€ecneynTb MOCTOSHHYI AOCTYMHOCTb MOMHOCTbIO 060pPYyA0BaHHON
TENEeXKMN IKCTPEHHOW NOMOLLM 1 peaHMaLIMOHHO annapaTypbl, a TaKXe
nepcoHana, Croco6HOro BbISBUTb W YCTPaHWUTb OCMOXHEHUS NH6BOro
YPOBHS CNOXHOCTH.

* This product is equipped with a temperature indicator label,
found on the inner pouch. The acceptance criterion for the product
is delineated by the graphic below the indicator label with the
green check mark. The reject criterion for the label is delineated
by the graphics marked with a red “X”. Do not use if the
temperature exposure indicator mirrors the reject criterion
graphics, as the constrained stent diameter may have been
compromised by exposure to high temperature.

» Do not use if the inner package is opened or damaged.

* Persons with allergic reactions to nickel titanium (Nitinol) may
suffer an allergic response to this implant.

« Experience with stent implants indicates that there is a risk of
stenosis. Stenosis may require dilatation of the vessel segment
containing the stent. The risks and long-term outcome following
dilatation of endothelialized stents is unknown at present.

* Select a stent length that is at least 10 mm longer than the
aneurysm neck to maintain a minimum of 5 mm on either side of
the aneurysm neck. A large differential in diameter between the
proximal and distal segments of the parent vessel may increase the
risk of stent migration.

* Adverse events may occur without warning. At all times a fully
equipped emergency cart and resuscitation equipment should be
readily available, and personnel competent m recognizing and
treating adverse events of any severity should be on hand.

* In parent vessels with a diameter of less than 2.5 mm, only the
Microcatheter Jailing Technique should be used. At diameters of
less than 2.5 mm, the stent cell opening will not be able to
accommodate a pass-through access of a Cerenovus microcatheter.
* During the Microcatheter Jailing Technique, loss of
microcatheter position of the jailed microcatheter may lead to
inability to re-access the aneurysm or coil protrusion out of
aneurysm.
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. B OCHOBHbIX cOCyfjax [AuameTpoM MeHee 2,5 MM cnegyet
MPUMEHATL TOMIbKO TEXHUKY «apecta» MUKpokaTetepa (Microcatheter
Jailing). Mpu gnameTpe MeHee 2,5 MM pasMmep iYeeK CTEHTa He NO3BONSET
HanpsMyto NpoBecT MUKpoKaTeTep 6peHaa Cerenovus.

. Bo Bpems BbINMOMHEHNS TEXHUKMN «apecTa» MUKPOKaTeTepa noTeps
MOMIOXKEHUA MMUKpOKaTeTepa MOXET chenatb MOBTOPHbIA AOCTyn K
aHeBpM3Me HEBO3MOXHbLIM WM MPUBECTM K BbIMUPAHUIO ChvMpanu U3
aHeBpU3Mbl.

. Bbi6op HenoaxoAsALwel KOH(MIypauum cUCTeMbl JOCTaBKU MOXKET
MPUBECTN K HECTAOU/ILHOCTW CTEHTA, HETOYHOMY pa3MeLLeHNI0 BO BpeMs
pas3BepTbiBAHMSA UM NOBPEXAEHMIO COCyAa.

Mepbl NPefOCTOPOXHOCTU

* OMbIT NPUMEHeHNs CTEHTOB YKa3blBaeT Ha Ha/MyMe pucka CTeHO3a.
BO3HMKHOBEHME CTeHO3a MOXEeT noTpeboBaTb [AunaTauuMm CermeHTa
cocyfa, B KOTOPOM YCTaHOB/IEH CTeHT. Ha faHHbIl MOMEHT MHGopMaLms
0 [0/TTOCPOYHbIX pUCKax 7 pe3ynbTarax aunartauun
3HAOTENN3NPOBAHHbIX CTEHTOB OTCYTCTBYET.

e YCTpoiicTBO Ans cTeHTUpoBaHus Cerenovus Enterprise 2 He
NpeAHa3HaYeHO [ANs  MCMONb30BaHMS B KauyecTBe aBTOHOMHOFO
ycTpoiicTBa, T. e 6e3 nocneaytolleii 3mM60nM3aLUM  aHEBPU3MBI
cnupansmu.

* He ncnonb3yiTe yCcTPOMCTBO ANs CTeHTUpoBaHUa Cerenovus Enterprise
2, eCNX KaKoN-N1bo 13 ero KOMMNOHEHTOB MOBPEXAEH WK OTCYTCTBYET.
* YbeanTtecb, YTO Ha MapKMpOBKe YCTPOMCTBA YETKO YyKasaH pasmep
MCMO/b3yemMoro CTeHTa.

* [pepoxpaHaiiTe  cuctemy  OT
pacTsopuTenein (Hanpumep, cnMpTa).

* TonbKo And 0AHOPA30BOro MPUMeHeHWs. 3arnpeLyaeTca CTepuansosaThb
NN NCNONb30BaThL MOBTOPHO.

* /13genve Heo6Xx04MMO MCNOMb30BaTh A0 UCTEYEHUS CPOKA MOLHOCTH.

» XpaHuTe yCTpOWCTBO Ans cTeHTUpoBaHusa Cerenovus Enterprise 2 B
TEMHOM, CYyXOM, NMPOXnafHOM MeCTe.

BO3JECTBMA  OpraHUYecKumx

« Selection of improper delivery system configuration may cause
stent instability, inaccurate placement during deployment, or
vessel damage.

Precautions

* Experience with stent implants indicates that there is a risk of
stenosis. Stenosis may require dilatation of the vessel segment
containing the stent. The risks and long-term outcome following
dilatation of endothelialized stents is unknown at present.

* The CERENOVUS ENTERPRISE 2 Vascular Reconstruction
Device is not intended for use as a stand-alone device, i.e. without
subsequent coil embolization of the aneurysm.

* Do not use the CERENOVUS ENTERPRISE 2 Vascular
Reconstruction Device if any component appears damaged or
missing.

» Confirm that the device labeling clearly indicates the size of the
stent to be used.

» Do not expose the system to organic solvents (e.g., alcohol).

* For single use only. Do not resterilize or reuse.

» Use product prior to the “Use By” date.

« Store system in a cool, dark, dry place.

« Dispose ofall used devices in accordance with hospital policy
for biohazardous materials.

« Coil protrusion during embolization may not be visualized
fluoroscopically because of the superimposition of the stent and
coil mass. Intermittent angiograms in multiple views may be
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* YTUIM3NPYiATE WCNONb30BaHHbIE YCTPONCTBA B COOTBETCTBUM C
npouesypaMmy  YUYpexkaeHns B OTHOLUEHWM OUONOTMYECKM OMacHbIX
OTXO/0B.

* Bbinupanne cnupanm BO  Bpemsa  3mb6onu3auMmM  MOXeT
PEHTreHOCKOMMYEeCcKM He PernmcTpupoBaThbCa M3-3a Ha/IOXKEHUA CTeHTa U
cnupanu  apyr Ha fgpyra. MoxeT noTpe6oBaTbCA  BbINOSHEHMWE
MPOMEXYTOUYHbIX aHrMorpaMM B HECKONbKMX MPOEKLMAX, 4TOObI
y6eamnTbCa, YTO BUTKM CNUPAN HE BbICTYMAaKT B OCHOBHYIO apTepuio.

* 3anpelLaeTca BbINOMHATL 06paTHbIV 3aXBaT CTeHTa 60/1ee 04HOro pasa.
» Bo Bpems pa3BepTbiBaHWA [NHY YCTPOWCTBA [N PEKOHCTPYKLUK
COCY/I0B MOXXHO YMEHbLUNTb. 3HAYEHNA YMEHbLUEHUA [/INHbI Y KaX4oro
U3 pa3MepoB YCTPOMCTBA A1 PEKOHCTPYKLUUWM COCYAOB CM. B pasfene
«OnuncaHne ycTpoicTear.

e O(®MeKTUBHOCTL M 6e30MacHOCTb
MepekpbIBaOLLNXCA CTEHTOB He YCTAHOBJIEHbI.
Bbl4EpXM1BaTb MOCTAUMATALMIO HE YCTAHOB/EHA.
» CobnofaiTe 0CTOPOXHOCTb NP NPOXOXKAEHWUN Pa3BepHYTOro CTeHTa
MPOBOAHMKaMMN U/IX BCMIOMOraTe/lbHbIMUW YCTPOKCTBAMM.

* MpumeHeHne yCcTpoiicTBa Ana cTeHTUpoBaHna Cerenovus Enterprise 2
Ha MauMeHTax, KOTOpPbIM MPOTMBOMOKAa3aHbl aHTUTPOMOOTUYECKNME
npenapartbl U/MNN aHTUKOATyNAHTbI, MOXET MOBLICUTb PUCK TPOM6O3a.
B03M0OXHbIe NOOGOYHbIE AECTBUSA

Mpn  NpUMEHeHUW  MeAWLMHCKOro  u3fenus  YCTpoicTBa  [Afif
cTeHTMpoBaHuA Cerenovus Enterprise 2 MoryT BO3HUKHYTb CnefytoLue
OCNOXHEHUSA:

* PekaHanunsauuns aHeBpu3Mbl

* VIHhapKT Mnokapga

* Annepruyeckas peakuus, B TOM YWCNe HA KOHTPACTHbIA pacTBop,
MeTan HATUHOA W npenapaTsbl

* HeBponorunyeckoe pacCTporcTso

* bosib u/mnn nHprunposaHue (B MecTe BBEAEeHUS KaTeTepa)

* Apntmuna

* Meptopayms

YCTaHOBKM ABYX W 6onee
CnocobHOCTb CTeHTa

necessary to ensure there are no coil loops protruding into the
parent artery.

* Do not recapture the stent more than once.

* During deployment, the vascular reconstruction device may
foreshorten. Refer to the “Device Description” section to examine
foreshortening values for each of the vascular reconstruction
device sizes.

» The performance and safety oftwo or more overlapped stents has
not been established. The ability of the stent to withstand post
balloon dilatation has not been established.

 Use caution when crossing the deployed stent with guidewires or
accessory devices.

* The use ofthe CERENOVUS ENTERPRISE 2 Vascular
Reconstruction Device in patients in whom antiplatelet and/or
anticoagulant therapy is contraindicated could result in a higher
risk of thrombosis.

Potential adverse events

Adverse events that may be associated with the use of Cerenovus
Enterprise 2 in the intracranial arteries include:

* Aneurysm recanalization

» Myocardial infarction
» Allergic reaction
medications

* Neurologic deficit

« Pain and/or infection (at insertion site)
* Arrhythmia

* Perforation

* Arteriovenous fistula

including, contrast, Nitinol metal, and
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» ®OpMUPOBaHUNE apTEPNO-BEHO3HbIX LLIYHTOB
» O6pa3oBaHune MCeBA0AHEBPU3M

« CMelleHNe/BbiNaaeHe cnpany B HOpPMasbHble COCY/bl, HAX0AsLLMecs

Mo COCeACTBY C aHEBPU3MOA

e [MoyeyHasd HeJOCTATOYHOCTb

 Pa3pbIB cOCyAa UM aHEBPU3MbI

e Cypoporu

* [leTanbHbIin ncxon

¢ CTEHO03 CTEHTMPOBAHHOIO CErMeHTa

» PaccnoeHuve

* Murpauusa cteHTa/aMm60/1M3aLns CTEHTOM

* Pseudoaneurysm

e Coil migration/prolapse into normal vessels adjacent to the
aneurysm

* Renal failure

* Rupture, vessel or aneurysm

* Seizures

* Death

» Stenosis of Stented segment

* Dissection

« Stent migration/embolization

« Emboli (air, tissue or thrombotic emboli)

e OMmb6onus  (BO3AYLUHbIE MNy3bIpbKW, (parMeHTbl TKaHeir wunm e« Stent thrombosis/occlusion
TPOM603M6O/bI) * Stroke
» Tpom6006pa3oBaHVe/OKKNIO3UA BOKPYT CTeHTa » Emergent neurosurgery
* iHCcynbT * Total occlusion of treated segment
* DKCTPEHHas HeNpoxXunpyprus * Failure to deliver the stent to the intended site
* Mo/IHas OKK/K03UA NOBPEXEHHOI0 y4acTKa * VVasospasm
* Hecnoco6HOCTb JOCTAaBKM CTEHTA B XXeNaemMoe MeCcTo * Vessel thrombosis
« Basocnasm « Hemorrhage
» Tpom603 cocyga * Cerebral edema
» KpoBousnusHue * Hematoma
* OTeK Mo3ra * Fracture of delivery wire or stent strut
» ObpasoBaHue remaTombl » Hypotension/Hypertension
* MexaHN4yecKoe paspyLueHvie NpoBOAHMKA UK KapKaca CTeHTa * Retroperitoneal hematoma
* [TOHMKeHWe/MOoBbILEHVE KPOBAHOTO AaBNeHNns * Incomplete Aneurysm Occlusion
* 3a6ploLMHHas remaToMa * Transient elevation or decrease in blood pressure
* HenosiHasa OKK/t03MsA aHeBPU3MbI * Infection
* [Meprogunyeckoe CHKEeHNE UK MOBbILEHNE KPOBAHOMO AaB/eHns * Injury to normal vessels or tissue
* IHekuua * Deployment difficulty
* TpaBMMpOBaHVe HOPMasbHbLIX COCYA0B WKW TKaHeil * Ischemia
» CNI0XHOCTb pa3BepTbiBaHUSA * Occlusion of side branch
* Vwemus
* OKKNt031A 6OKOBOW BETBY
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OcnoXxHeHund, HabntogaeMble B paMKax KJIMHNUYECKOro
nccnegoBaHus

TpuauaTb OAWMH WCMbLITYEMbIA NPUHAN yyacTve B EBponeickom
KIMHWYECKOM  WCC/IeflOBaHUM W MpOLIen npoueaypy JfedyeHna c
YyCTPOMCTBOM AN cTeHTupoBaHua Cerenovus Enterprise 2. KomuTeT no
KMHUYECKMM  UCCNefOBaHMAM paccMoOTpen Bce HebnaronpusTHble
CO6bITUA N BbIHEC 3aK/HOYEHME MO BCEM CEPbE3HbIM He6MaronpuUATHbLIM
cobbITUAM, MPOU3OLWEAWNM B XOAe WccnefoBaHUs. HebnaronpuaTHoe
CobObITME OMpeaensnocb Kak f060e OCNOXHEHMEe, KOTOpOe He
Habn4anoch paHee, BO3HMKLLEE Y UCMbITYEMOro B X04e KINHUYECKOro
nccnefoBaHus.

[Baguatb NATb HE6NAroNPUATHBLIX COOLITUIA, KOTOPblE MOTAN WMETb
OTHOLIEHWe K Mpouefype WAN YCTPOWCTBY, OblIM paccMOTpeHbl y 18
NCMNbITYEeMbIX.

BonbwmnHecTBO (72,0%) M3 3TMX COOLITMIA Npom3ownn B TeyeHme 30
AHeN.

CornacHo 3akioyeHnio Komurteta no KAMHUYECKUM UCCefOBaHUAM, Y
naTM nayueHtoB (16,1%) umeno Mecto 0AHO WAM 60nee cepbesHoe
0C/I0XHeHue (Tabn. 7).
Cnegytouime npenapatbl 418 CONYTCTBYHOLWEA Tepanuu 6binmn
pPEeKOMeHA0BaHbI A1 KIMHUYECKOTr0 UccnefoBaHuns:

MpenBapuTenbHasa npouegypa - nfaHoBbIe Npouesypsbl

* AcnupuH (ASA) 75-325 Mr Kaxgbll [eHb 3a 72 vaca [0
npouenypsl

e Knonuporpenb: 75 Mr Kax/blil feHb 3a 72 4Yaca 4o npoueaypsbl
nnn go3a 300 Mr HO MeHbLUEn Mepe 3a LIeCTb YacoB 40 Npoueaypbl

MpepBapuTenbHan npoueaypa <akCTpeHHble nNpouesypsbl
* AcnupuH (ASA) 75-325 Mr BO BpeMs KateTepmsauunm o

npoLeaypbl

Observed Adverse Events from Clmtcal Study

Thirty-one subjects were entered into the European clinical study
and treated with a Cerenovus Enterprise 2 Vascular
Reconstruction Device. A Clinical Events Committee reviewed all
adverse event listings and adjudicated all reported serious adverse
event summaries during the course of the study. An adverse event
was defined as any untoward medical occurrence in a subject
compared to pre-existing conditions that occurred during the
clinical investigation.

Twenty-five adverse events that were considered to be at least
possibly procedure or device related occurred in 18 subjects.

The majority (72.0%) of these events occurred by 30 days.

Based on the Clinical Events Committee adjudication, five patients
experienced one or more serious adverse events for an estimated
rate of 16.1% (Table 7).

The following concomitant medical therapy was
recommended for the clinical study:

Pre-procedure - elective procedures

* Aspirin (ASA) 75-325 mg g.d. 72 hours prior to procedure

« Clopidogrel: 75 mg qg.d. 72 hours prior to the procedure or the
loading dose of 300 mg given at least six hours prior to the
procedure

Pre-procedure - emergency procedures
e Aspirin (ASA) 75 - 325 mg at the time of the catheterization
prior to the procedure
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* Knonungorpens: go3a 300 Mr knonugorpens Bo Bpems » Clopidogrel: A loading dose of 300 mg Clopidogrel given at

KareTepusauuun go npouegypsl time of catheterization prior to the procedure.
Elective intra-procedure medications
ONeKTUBHOE MeVUKaMEeHTO3HOe CONPOBOX/EHVE BO BPEMS It was recommended that a weight-adjusted bolus of intravenous
BbIMOJIHEHUA NpoLesypbl heparin be given to maintain the activated clotting time near 250-

Bbino pekomMeHAOBaHO BBOAUTL renapuH ¢ yyetoM Beca nauumeHta 300 seconds throughout the procedure. If a GP Ilb-llla Inhibitor
60NHCHO BHYTPMBEHHO, YTOObI MNOAAEPXKMBATbL aKTUBMPOBaHHOE Bpemss  was given, the study protocol recommended that the ACT be
CBepTbIBaHMS KpoBM 0K0M0 250-300 cekyHp B TeueHMe BCeld npoueaypbl.  maintained at less than 220 seconds to minimize the risk of
Ecnn 6binn gaHbl MHrmoutopsl rnmkonpotenHoB llb-Illa, To cornacHo  bleeding.

NPOTOKONY MCCNeAoBaHMA OblIN faHbl PEKOMeHAALUN NOALEpPXKMBATb

aKTMBMPOBAHHOE BPeMS CBEPTbIBAHUA Ha ypoBHe MeHee 220 CeKyHS, Post-procedure medications
4TO6bI CBECTU K MUHUMYMY PUCK KPOBOTEYEHWS. * ASA (75-325 mg/day) should be continued for at leas tone
year.
MegnKaMeHTO3HOE CONPOBOXAEHWE NOCNE BbIMOHEHMNA e Clopidogrel (75 mg/day) for at least 30 days.
npoueaypsl

o AcnupuH (75-325 Mr B fieHb) cieflyeT NpoAoXKaTe NPUHUMATL B
TeyeHue No KpawviHel mMepe O4HOrO0 roga.

* Knonugorpens (75 Mr B fieHb) cnefyeT NPoLo/KaTb NPUHUMATb
B TeueHue no KpariHeli mepe 30 gHel.

Device or Procedure Related' All Sebject8(N-31) 95% Confidence Interval
Anv Procedure or Device Related Event 16.1%(5/31) 15.5%, 33.7%1
Stroke/eVA 6.5% (2/31) 10.8%,21.4%1
Stent thrombosis 3.2%(1/3t) JO.1%, 16.7%1
Coil prolapse or migration 3.2% (1/3n ro.1%, 16.7%1
Neurological deterioration 3.2% (1/31) [0.1%, 16.7%1
Extracranial/intracranial bypass 3.2% (1/31) [0.1%, 16.7%1
Incomplete Embolization of aneurysm 3.2% (1/31) [0.1%, 16.7%1
Infection of femoral vein 3.2% (1/31) [0.1%. 16.7%1
Leg Hematoma 3.2%(1/31) [0.1%. 16.7%1
Retroperitoneal hematoma 3.2%(1/31) [0.1%. 16.7%1

' One subject experienced five Serious Adverse Events

Tabnuua 7 - CepbesHble HeGnaronpusTable COBbITUSA, CBA3aHHbIE C MPOLEAYPOl UMM YCTPOICTBOM
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YCTpoicTBO U npouegypa’

Hannuue ntoboro He6naronpuAaTHOro cOBLITUSA, CBA3AHHOIO C
npoLeAypoli N ycTpoiicTBOM
WHeynbT
Tpom603/3aKyrnopKa B MeCTe pacrnosioXeHUs CTeHTa
CMelLieHWe/BbINaJEHWE CIMPanK B COCeAHWUE COCY bl
HeBponoruueckoe yxyaLueHune
3KcTpakpaHuanbHoe / BHyTpUYepenHoe LWyHTUpOoBaHne
HenonHas am60nu3aLms aHeBpU3MbI
3apaxeHue befjpeHHON BeHbI
emaToma Ha Hore
3abploLwrHHan rematoma
* OAVH CY6BEKT UCMbITan NATb CEPbE3HbIX HEBMAronPUATHLIX COBLITUI
KnnHuyeckoe ncenegoBaHue
WccneposaHue yctpoiictBa Cerenovus Enterprise 2 npoBOANIOCH B TPEX
€BPOMEeNCKNX MCCnefoBaTeNlbCKMX LeHTpax. MauueHTbl fOoNyCcKannch K
y4acTuio B UCC/Ie[0BaHNN, ECIV Y HUX nMesack pasopsasLuascs (1-111 no

lWKane XaHTa-Xecca) WAM  Hepa3opBaBLIAACA WHTpPakKpaHuaibHas
MelLloTYaTas aHeBpU3Ma C LUMPOKOW LLUEAKON, KOTOPYH cneuuanncTt no
WHTEPBEHLMOHHON  HEWPOPEHTIreHONOrMN  CYen  MpUemreMoil  ans

9HA0BACKyNsipHOM ambonusaumn cnvpansmu. LLUnpokoin cumTanach
WeiiKa, MMetoLas WnpuHy 6onee 4 MM UM OTHOLLIEHME Kynona K Lelike
MeHee 2.

K yyacTuio B mMccnefoBaHMn Obin AONYLLEH TPUALATb OLMH NalWeHT.
CpegHuin BospacTt 31 yuacTHMKa cocTaBun 54,5 roga, 60NbLUINHCTBO
YUaCTHMKOB ObIn XeHwmHamn (87,1 %).

Y 38,7 % naumeHTOB B aHamMHe3e Mmefiacb runepteHsuns, ay 25,8 % —
60/1e3Hb 3HAOKPWHHOW CUCTEMbl W HapylleHne O0OMeHa BeLlecTB.
Hawn6onee 4yacTbIM HEBPOJIOrNYeCKUM NposiB/iIEHNEM 6b1/10
cybapaxHouganbHoe KposoumsnusHue (38,7 %), npu atom B 161 %
cny4YaeB Habnganca napanny yepenHbix HepBoB UB 16,1 % cnyvyaeB —
faBALmne/nynbCUpyoLLne ronoBHbIe 60/N.

MpepBaputensHo 452 %  nayMeHTOB  MPOLUK npoueaypy
WHTpaKpaHuanbHoi ambonusauuun. M3 31 4yenoseka, LOMNYLLEHHOro K
KNIUHWYECKOMY  WUCCNEeAOBaHMIO WU MpOLIefllero  jeyeHue

Bce cybbekThl (N = 31) 95% poBepuTeNbHbI UHTepBan

16,1% (5/31)
6,5% (2/31)

['5,5%, 33,7%L1
[0,8%,21,4%1

3,2% (1/31) [0,1%. 16,7%1
3,2% (1/31) [0,1%, 16,7%1
3.2% (1/31) [0,1%, 16,7%1
3,2% (1/31) [0,1%, 16.7%1
3,2% (1/31) [0,1%, 16,7%1
3,2% (1/31) [0.1%, 16,7%1
3,2% (1/31) [0,1%, 16,7%1
3,2% (1/31) [0,1%, 16,7%1

Clinical Study

The Cerenovus Enterprise 2 Vascular Reconstruction Device and
Delivery System Study was conducted at three investigative
centers in Europe. Subjects were eligible if they presented with a
ruptured (Hunt and Hess Grade I- 111) or non-ruptured intracranial
wide neck saccular aneurysm that was deemed by the attending
interventional neuroradiologist to be an acceptable candidate for
endovascular coil embolization. Wide neck was defined as having
a neck width >4 mm or a dome-to-neck ratio <2.

Thirty-one subjects were enrolled into the study. The mean age of
the 31 subjects enrolled in this study was 54.5 years and a majority
of the subjects were female (87.1%). A medical history of
hypertension was reported in 38.7% of the subjects enrolled and
25.8% had an endocrine/metabolic disease. The most commonly
reported neurological event was subarachnoid hemorrhage
(38.7%) with 16.1% reporting a history of cranial nerve palsy and
16.1% reporting of pounding/pulsatile headaches. At baseline,
45.2% of the subjects had undergone an intracranial embolization
procedure.

Of the 31 subjects who were entered into the clinical study and
treated with a Cerenovus Enterprise 2 Vascular Reconstruction
Device, the aneurysms were most commonly located in the internal
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ncnonb3oBaHnem ycTpoiicTBa Cerenovus Enterprise 2 aHeBpu3Mbl vawle carotid/ophthalmic location (32.3%). Table 8 summarizes the
BCEro pacnofaranncb BHYTPU COHHON/rnasHoi aptepun (32,3 %). B locations of the treated aneurysms.

Tabnvue 8 npmBefeHbl MecTa pacrnofioKeHUs aHeBpW3M, NMOABEPTLLINXCS

NEeYeHNHo.

Tabic 8 - Aneurysm Location

Aneurysm Total (All Subjects N = 31)
N %

Carotid-Ophthalmic 10/31 32.3

Posterior Communicating Artery 6/31 194

Basilar Artery 5/31 16.1

Middle Cerebral Artery 4/31 12.9

Anterior Communicating Artery 3/31 9.7

Carotid, Other 2/31 6.5

Vertebral i/31 3.2

Tabnuua 8- PacnonoXeHme aHeBpN3M
PacnonoxeHne aHeBpPU3M Bcero (Bce nauneHTsl N = 31)
N %
CoHHas apTepust / ohTanbMONOrMUECKUNIA CErMEHT 10/31 32,3
3afHAs coeanHUTENbHAA apTepus 6/31 19,4
basunapHas apTepus 5/31 16,1
CpegHsas apTepus 601bLLIOro Mo3ra 4/31 12,9
MepeaHAa coeMHUTENbLHAA apTepus 3/31 9,7
CoHHas aptepus. Jpyroe 2/31 6,5
Mo3BOHOYHasA apTepus 131 . 3,2
asMepbl aHeBPM3Mbl N POAUTENLCKON apTepun Aneurysm and Parent Artery Dimensions

Pasmepbl aHeBpM3Mbl W poAMTENbCKOW apTepum oueHmBanucb B An independent angiographic core laboratory was used to assess the
He3aBMCMMOI aHrmorpagmMyeckoin LeHTpanbHOW nabopatopun. B aneurysm and parent artery dimensions. Table 9 contains the pre-
Tabnuue 9 npuBefeHbl pa3Mepbl aHeBPM3Mbl A0 Npoueaypbl, nocne  procedure, post-procedure and six months aneurysm dimensions and
npoLeaypbl 1 Yepes LWeCTb MecsALeB nocne npoueaypsbl. B Tabnmue 10  Table 10 contains the parent artery dimensions. At pre-procedure,
npuBefeHbl pa3mepbl POAUTENbLCKOW apTepumn. [o nposegeHuss  the mean aneurysm dome height and width were 6.3 mm and 7.0
npoueaypbl CpeaHsas BbICOTa 1 WMPKUHA KyMona aHeBpU3Mbl Oblin 6,3 mm, respectively. The mean neckwidthwas4.8mm, and mean dome
MM 1 7,0 MM COOTBETCTBEHHO. CpefHAs WMpKHa Weikn cocTaBnana  width-to- neck ratio was 1.47. The mean proximal/distal diameter
4,8 MM, a 3Ha4YNT COOTHOLLEHME LWMPUHBLI KYMona K LUeiike coCTaBuIo of the parent vessel pre- procedure was 3.1/2.8, and 2.8/2.5 at six
1,47. CpefHuUA  NpOKCUMaNbHbIA [/ AUCTalbHbIA  guameTp months.
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poaMTenbCKoro cocyga Ao npoueaypbl 6uin 3,1 /2,8 n 2,8/ 2,5 yepes

LeCTb MecCALEB.

Parameters .Measured Pre-Procedure 95% Post-Procedure 95% Six Months 95%
(N=31) > Confidence  (N=31)* Confidence (N = 31)* Confidence
Interval Interval Interval
Dimensions of Aneurvsm
Neck Width (mm)
Mcan+ SD(N) 4.8+2.2 (26) [3.9, 571 4.9 2.3 (23) [3.9, 591 45+ 17(23) [3.8,531
Ranjjc (min., med.. max.) (1.7,4.3, 11.6) (2.1,4.7, 11.6) (2.0,4.4,7.9)
Maximum Dome Height (mm)
Mean + SD (N) 6.3+4.1 (30) [4.8,7.81 7.1 +4.3 (25) [5.3, 891 7.5 4.4 (24) [5.6,931
Range (min., med.. max.) (2.3,5.2, 18.5) (2.2,5.7, 18.2) (2.5, 6.0, 18.1)
Maximum Dome Width (mm)
Mean + SD (N) 7.0 £4.0 (30) [5.5,8.51 7.0 £3.8 (28) [5.5, 851 6.8 +3.8 (27) [5.3,8.31
Range (min., med., max.) (1.9, 5.4, 18.7) (1.9.5.7, 16.8) (1.9.5.5, 17.1)
Dome Width: Neck Width Ratio
Mean * SD (N) 1.47+0.52 (25) [1.26, 1.691 151 £0.53 (22) [1.27, 1741 151 +£0.45 (22) [1.31, 1711

Range (min., med., max,) (0.79, 144, 2.9)
Numbers arc % (numcrator/denoininaior) or mean £1 SD
1 Sample sizes vary due to observations classified as N/D = Not Determinable.
2 One subject was lost to follow-up and did not complete the six-month assessment.

(0.82, 1.44,2.77) (0.86, 1.49, 2.56)

M3mepsiemble napameTpsbl [Jo npouenypbl 95% Mocne npouenypbl 95% Uepes LecTb 95%

(N=31)" [OBEPUTENbHBIN (N=31)" [OBEPUTENbHbIN MecsiLeB * [0BEPUTENbHBIN
WHTepBaJI MHTEepBas (N=31) * MHTepBa

Pasvepbl aHeBpU3MblI

LLnpuma weinku (Mm)

CpefHee + cTaHgapTHoe oTKnoHeHne (N) 4,8+2,2 (26)  [3>9,5,7] 49+2.3 (23) [3.9,591 45+1,7 (23) [3,8.5.31

[OnanasoH (MuH., med., Makc.) (1.7,4.3. 11.6) (2.1,4.7, 11.6) [2.0,4.4, 7.9)

MakcvMasibHble BbicOTa Kynona (Mm)

CpefHee + cTaHjapTHoe oTknoHenme (N) 6,3 +4,1 (30) [4,8,7,81 71 £4.3 (25) [5.3,8,91 75+ 4.4 (24) [5,6,9,31

[OvanaszoH (MyH., Mef., Makc.) (2,3,5,2, 18,5) (2.2,5.7, 18.2) [2.5. 6.0, 18.1)

MakcrmanbHas WupuHa Kynona (M)

CpefHee £ cTaHaapTHoe oTKNoHeHne (N) 7,0+4,0 (30)  [5,5,8,51 7,0+ 3,8 (28) [5,5.8,51 6,8 £ 3,8 (27) [5,3,8,31

[wnanasoH (MuH., med., Makc.) [1.9,5.4, 18.7) (1.9, 5.7, 16.8) (1,9,55, 17.1)
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COOTHOLLIEHME LUMPUHBI Kynosa K Luelike
CpegHee = cTaHgapTHoe oTkoHeHve (N) 1,47 +0.52 (25) [1,26,1,691 151 0,53 (22) [1.27.1,741 151 £0,45 (22) [1,31.1,711
[OvanasoH (MuyH., meg., Makc.) (0,79, 1,44, 2,9) (0,82, 1,44, 2,77) (0,86, 1,49, 2,56)
3HayeHUsa NpuBefeHbl B NpoLeHTax (YMcnutenb/3HaMeHaTesb) UK B BUAE «CpefHee + | cTaH4apTHOe OTK/IOHEHMe»
1 Pasmep BbIOOPKM pa3finyaeTca 13-3a TOro, YTo HeKOTopble HabLeHNSA Bbln KnaccumumpoBaHsbl
KaK HernoAjatoLLmMecs onpeaeneHuto.
2 OAVH 13 NauMeHTOB He Y4acTBOBa/ B HAGMHOAEHNM 1 HE MPOXOAU OLEHKY MO NPOLLECTBMN LLECTU MECSILIEB.

Table 10 - Parent Artery Dimensions

Parameters Measured Pre-Procedure 95% Post-Procedure 95% Six Months 95%
(N=3t) " Confidence (N»31)¢ Confidence (N=31) *2 Confidence
Interval Interval Interval

Dimensions of Parent Artery
Proximal Diameter (mm)

Mean + SD (n) 31 +0.9(31) [2.8,3.41 3.1+0.8 (31) [2.8,3.41 2.8 +0.9 (30) [2.5, 311
Ran)>e (min., med.. max.) (1.8,3.1,5.2) (1.8,3.1,5.2) (1.0, 2.6, 4.3)

Distal Diameter (mm)
Mean + SD (n) 2.8+0.9 (31) [2.4.3.1] 2.7+0.9(31) [2.4,3.11 2.5+0.9 (29) [2.1,2.81
Range (min., med., max.) (1.2,3,1,5.0) (1.2, 2.8, 5.0 (1.1,2.5,4.7)

Numbers are % (numerator/denominator) or mean £1 SD
1 Sample sizes vary due to observations classified as N/D = Not Determinable.
2 One subject was lost to tbllow-up and did not complete the six-month assessment.

Tabnumua 10 - Pasmepbl poanTeNbCKOl apTepum

M3mepsemble napameTpbl [Jo 95% Mocne npoueaypbl 95% YUepes LLIECTb 95%
npoueaypbl  AOBEPUTENbHBbI (N=31)° [OBEPUTENbHbIN MecsiLieB J0BepuUTENbHbIN
(N=31)° UHTEpBa NHTEpBaN (N=31) =2 UHTepBan

Pasmepbl poAMTENbCKOW apTepum
MpokcManbHbIi JuameTp (Mm)

CpefiHee = cTaHAAapPTHOE OTK/IOHEHWe 31+0,9 (31) [28,34] 31+0,8 (31) [2,8, 3,4] 2,8+ 0,9 (30) [2,5, 31]
W)

[vanasoH (MyH.. Meg., Makc.) (1.8,3.1,5.2) (1.8,3.1,5.2) (1.0, 2.6, 4.3)

AucTtanbHbiin AuameTp (Mm)

CpefiHee + CTaHAPTHOE OTK/IOHEeHWe 28+0,9 (31) [24,31] 2,7£0,9 (31) [2,4, 31] 25+0,9 (29) [2,1, 2,8]
()

[OvanasoH (MyH.. Meg., Makc.) (1.2,3.1,5.0) (1.2,2.8,5.0) (1.1,2.5,4.7)

3HaueHWs NpuBeAeHbI B MPOLEHTAX (YMCNnTeNb/3HaMeHaTeNb) UK B BULE «CPefHee = 1cTaHAapTHOe OTKNOHEHE»
1Pa3mMep BbIGOPKM pas/INyaeTcs 13-3a TOr0, YTO HEKOTOPbIE HABIOAEHNS BblM KNacCUMULIMPOBaHbI KaK HEMOAAAOLLMECS ONPEeLeneHUIo,
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2 OAnH 13 NaLMeHToB He y4acTBoBas B HabNtogeHNN U He npoxoann oueHKY no npoLecTsnmn LECTU MeCALIEB.

KpuTepun ycnewHoro nposefeHns npouesypbl

M3 31 4enoBeka, AOMYLEHHOrO K KANHWYECKOMY WCCNefoBaHUIO U
npoweawero  fleYeHne C  WUCMOMb30BaHMEM  YCTpoOiCTBa  ANd
PEKOHCTPYKUMM  cocygoB, 30 HaxoAuAuCb MOA  Aa/bHeL MM
HabnogeHnemM B TeyeHWe LecTn MecsaueB (OAUH M3 NALUEHTOB He
yyacTBOBan B HabMOAEHMUM W He MNPOXOAWUS OLEHKY MO MNPOLUECTBUM
LLEeCTW MecCALeB).

TexXHUYeCKUii acnekT YCMewHOCTM OLeHWBancs Mo pesynbTaram
aHrmorpatmMyeckon LeHTpanbHOM nabopatopun. [o0Nna  yCnewHbIX
pasMellleHUin  yCTPOCTBA AN PEKOHCTPYKUMM  COCYy[JOB  C
YAOBNEeTBOPUTENIbHBIM ~ PacrnofioXXeHWeM  cnupanu  cpasy  nocne
npoueaypbl M 06e3 Ccepbe3HbIX OCM0XHeHWn coctaBuna 90,0 %.
YCnewHbIM cyYMTanocb CTabunbHOe pasMelleHne YCTpoicTBa AN
PEKOHCTPYKUMM  COCYLOB, MOSIHOCTbIO  OXBaTbiBaloLiee  LUEAKY
aHeBpu3Mbl 1 06ecrneynBatoLlee OTKPbITOE COCTOSHWE OCHOBHOM
apTepuun; pacronoXXeHwe CAUPann CUYMTANOChb YLOBNETBOPUTENbHBIM,
eCNN YCTPOWCTBO A48 PEKOHCTPYKLMM COCYL0B YAEPXMBano cnupaib B
MellKe, ob6ecrneymBas OTKPbITOE COCTOSIHME OCHOBHOM — apTepuu.
lMokasaTe/lb COXPaHEHMS TMOJIOKEHWUA Chvpann 3a LWeCcTb MecsLeB
cocTtaBun 96,7 %. CpefHuii nokasaTenb OKKIKO3MM NOC/e Npoueaypbl 1
yepes LWeCTb MecdAueB nocne Hee coctasun 93,0 % wun 93,9 %.
Onpegensemble  MPOTOKONOM  KpPUTEpPUW  YCMELIHOCTW  MNpoLueaypsbl
npueegeHsbl B Tabn. 5. Ana ABYX NauyMeHTOB, NPOXOAUBLUNX NleHeHNE Y
OfHOr0 creymanucta, cHayana OblIO pa3MeLLeHO YCTPOWCTBO AN
PEKOHCTPYKUMM cocyfoB, a u4epes 30 [fHeil, Korga YCTPOWCTBO
3aKpenunocb 3a CcYeT 3HAOTENM3auMu, B aHeBpM3My Oblna BBefAeHa
cnupanb. ITOT METOZ /IeYEHUA He MOBAUAN Ha MONYYEHHblE B paMKax
nccrefoBaHWA NokKasaTeny yCrnewHoCTU NpoLeaypsbl.

Table 11 - Procedure Success Measures
Parameters Measured

Procedure Success Measures

Post-Procedure (N=31) *

Procedure Success Measures

Of the 31 subjects entered into the study who received the VRD,
30 were followed for six months (one subject was lost to follow-
up and did not complete the six-month assessment).

Technical success was judged based on angiographic core lab
assessment. Successful VRD placement with satisfactory coil mass
position immediately post-procedure, and without occurrence of
any procedural serious adverse events reported by the site was
90.0%. Successful VRD placement was defined as stable VRD
placement with complete coverage across the aneurysm neck and
parent artery patency, while satisfactory coil mass position was
defined as VRD maintains coil position within the sac with parent
artery patency. Maintenance of coil mass position was 96.7% at six
months. The mean post-procedure and six month percent aneurysm
occlusion were 93.0% and 93.9% at six months. The protocol-
defined procedural success measures are provided in Table 11. Two
subjects treated by the same investigator are known to have had the
VRD placed, and then returned at 30 days for coiling of the
aneurysm when the VRD was fixed due to endothclialization. This
method of treatment did not affect the study's procedural success
measures.

95% Confidence
Interval

95% Confidence
Interval

Six months (N = 31)
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Proximal Parent Artery Coverage (mm)

Mean + SD (n) 9.7+4.4(31) 18.1, 11.31 -1+.(0)
Range (min., med., max.) (3.5, 9.4, 18.6)
Distal Parent Artery Coverage (mm)
Mean = SD (n) 6.6+3.0(31) [5.5, 7.7] -£-(0)
Range (min., med.. max.) (0.0, 6.7, 12.6)
Stable VRD Placement with Complete Neck Coverage 96.8% (30/31) [83.3%, 99.9%)] -(-1-)
Maintenance of Coil Mass Position 96.7% (29/30) 182.8%, 99.9%] 96.7% (29/30) [82.8%, 99.9%)]
Percent Aneurysm Occlusion
Mean + SD (n) 93.0%+5.6(31) [90.9%, 95.0%)] 93.9% + 10.8(30) [89,9%, 98.0%]
Range (min., med., max.) (77.3%, 95.0%, 100.0%) (50.0%, 99.0%, 100.0%)
Procedure Success 3 90.0% (27/30) [73.5%, 97.9%] -(-1-) [-m-]
Numbers are % (numcrator/denominator) or
mean *1 SD.

I Sample sizes vary due to observations classified as N/D = Not

Determinable.

20ne subject was lost to follow-up and did not complete the six-month

assessment.

3 Successful VRD placement with satisfactory coil mass position angiographically assessed Immediately post procedure, and without the occurrence of procedural
serious adverse events. The duration of the procedure was defined as the time the stent delivery system was introduced into the infusion catheter until the time the
guiding catheter was removed from the subject

Ta6bnuua 11 - Kputepuu ycnewHoro npoBeeHns Npoueaypb!

M3mepsaemble napameTpbl Mocne npoueaypsl 95% poBepuTeNbHbIA  Yepes WecTb mecAueBs  95%
(N=31)° NHTepBa (N=31) 00BEPUTE/bHbIN
MHTEpBa

KpnTepuu ycneLLHoro NpoBeAeHns npoLieayphbl
MOKpPbITUE MPOKCUMALHOFO CErMeHTa POAUTENbCKON
apTepum (Mm)
CpefiHee + cTaHapTHOe 0TKNoHeHMe fN) 9.7+4,4 (31) [81, 11,3] -+-(0)
[lnanasoH (MWH., cpef., Makc.) (3,5, 9.4, 18,6) (-.-.9)
MOKpbITUE ANCTANLHOTO CErMeHTa POAUTENbCKOM
apTepum (Mm)

CpefiHee + cTaHAapTHOe oTknoHeHMe (N) 66+3.0 (31) [5.5, 7,7]_ 1 -+-(0) _b.j
[anasoH (MUH., Cpes., MaKc.) (0,0, 6,7, 12,6)
CTabunbHoe pasMelLieHIe C NO;LIbIM NOKPbITHe 96.8% (30/3T) [83,3%. 99,9%] -(-1-) [- -]
LK aHeBPU3MbI
MoAAepXaHVE CVDANIA B HyXHOM NONOKEHM 06.7% (29/30) [82,8%, 99,9%] 96,7% (29/30) [82,8%, 99.9%1
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MpPOLEHT OKK/HO3UW aHEBPU3MbI
CpepHee + cTaHfapTHOe oTKoHeHKe (N)
[unanasoH (MUH., cpeg., Makc.)
YcnewHocTb npoLeaypsl 3

93,0%:+5,6(31)
(77,3%, 95,0%. 100,0%)
90,0% (27/30)

[90,9%, 95,091 93,9% + 10,8(30)

(50,0%, 99.0%, 100,0%)
(1)

[89.9%, 98,0%1

[73,5%, 97,9%1

3HauyeHus NpuUBefeHbl B MPoLEHTax (YNCAKUTENb/3HaMeKaTesNb) UK B BUAE «cpefHee + | cTaHAApPTHOE OTKNOHEHME.

1Pa3mep BbIGOPKU pa3fiMyaeTcs M3-3a TOr0, YTO HEKOTOPble HAGMOAEeHNS Gbinn KNacCcU(ULMPOBaHbl KaK HEMoAAaloLLMECS ONPEeaeNieHuo.

2 OAMWH U3 NauMeHTOB He Y4acTBOBA/ B HABMIOAEHUM U HE MPOXOAWI OLLEHKY MO NPOLIECTBUM LLIECTW MECSILIEB.
3 YcneluHoe pasmelleHne ycTpoiicTBa Ans PeKOHCTPYKLWM COCYAOB C YAOBNETBOPUTE/bHBLIM MO aHr1Orpaduyeckoii OLeHKe pacrofioXeHUeM Crupany cpasy nocrne
npoLeaypbl 1 663 CEPbE3HBIX OCMIOXHEHUIA. JANTENBLHOCTb NpoLeaypbl Gbina onpeaeneHa paBHO BPEMEHU, UCTEKLLEMY C MOMEHTA BBEAEHWS CUCTEMbI JOCTaBKW CTEHTA B

VIH(bySVIOHHbIVI KaTeTep 40 MOMEHTa U3BNEYEHUA NPOBOAHNKOBOIO KaTeTepa M3 naumeHTa.

TpeboBaHMA 6e30nMacHOCTM NpU NpoBedeHUN npoueaypbl MPT

YCTPONCTBO AABNSAETCA YCNOBHO MP COBMECTUMbIM

B [OKAMHMYECKUX WCMbITAHMAX MOKa3aHo, 4YTO YCTPOWCTBO A/1A
cTeHTUpoBaHusa Cerenovus Enterprise 2 orpaHuM4yeHHO MPUroAHO ANA
MPT.

MaymMeHT Cc  3TUM  YCTPOWCTBOM
CKaHMpOoBaHWe cpasy ke nocne
cobnaeHNN cnefyowmx yCnoBuii:

* VIHAYKTMBHOCTb CTATMYECKOrO0 MarHMWTHOro Mons CcocTas/ser
TONbKO 15 nnn 3 Tn

* MakcuManbHbI NPOCTPaHCTBEHHbIV FpajUeHT MarHUTHOTO MoJs He
npeeblwaet 4000 Fc/cm (40 Tn/m)

* MakcumanbHoe  ony6/AMKOBaHHOE  3HaYyeHWMe  YAeNbHOro
Koa(huumeHTa nornoweHuns (SAR) npu MPT agns Bcero tena coctaBuso
4 BT/Kr B KOHTpONMpyeMoM paboyem pexume nepsoro yposHs MPT-
CUCTEMBI.

HarpeB, cBs3aHHbIl ¢ npoueaypoit MPT

B ykasaHHbIX YCNOBMAX CKaHMpPOBaHMA TemnepaTypa CTeHTa
Enterprise 2, B caMOM XyfLLEM C/ly4ae, MOXeT MOBbICUTLCA He 60nee vem
Ha 2,5 °C uepe3 15 MWHYT HenpepbIBHOIO CKaHuposBaHua (Mo
nocnefoBaTeNbHOCTU MMMNY/bCOB). [laHHble O Harpese, CBA3aHHOM C
npoueaypoit MPT, ans nepekpbiBalOLMXCH CTEHTOB WM CTEHTOB C
pa3opBaHHbIMW MOANOPKAaMUN OTCYTCTBYHOT.

MHpopmauma o Bbl3blBaeMblX apTedakTax

MOXeT
YCTaHOBKM

6e3onacHo  MpoiTK
MMNNaHTaTa  npu

MRI Safety Information

MR Conditional

The device is conditionally MR compatible

Non-clinical testing demonstrated that the Enterprise 2 Stent is MR
Conditional. A patient with this device can be scanned safely,
immediately after placement under the following conditions:

« Static magnetic field of 1.5-Tesla and 3-Tesla, only

e Maximum spatial gradient magnetic field of 4,000 Gauss/cm
(40T/m)

* Maximum MR system reported, whole body averaged specific
absorption rate (SAR) of4-W/kg with the MR system operating in the
First Level Controlled Operating Mode

MRI-Related Heating

Under the scan conditions defined above, the Enterprise 2 Stent is
expected to produce a maximum temperatifre rise of 2.5°C after 15
minutes of continuous scanning (per pulse sequence). The effect of
MRI related heating for overlapping stents or stents with fractured
struts is unknown.

Artifact Information

The maximum artifact size extends approximately 5-mm from the
Enterprise 2 stent when imaged using a gradient echo pulse sequence
on a 3.0 T MRI System. The lumen of this stent cannot be visualized.
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MakcumanbHbIi  pasmep  apTedakta, Habnwgawouwerocs  npu
nocnefoBaTeNlbHOCTU WUMMNYNbCOB TrPajgueHT-3x0 Ha cucteme MPT
MOLWHOCTbO 3,0 Tn, NpoCcTUpaeTca MNPMMEPHO Ha 5 MM OT CTeHTa
ycTpoicTBa Ans cTeHTMpoBaHmsa Cerenovus Enterprise 2. MpocBeT 3TOro
CTeHTa HeNb3a BM3yannsmpoBarb.

MofAroTtoBKa K UCMO/Ib30BaHMUIO

Ana  ncnonb3oBaHWA  MeAWLMHCKOro  W3feNnus  YCTPOMCTBO  Ans
cTeHTMpoBaHusa Cerenovus Enterprise 2 pekoOMeHAOBaHbl cfefytoLime
maTepuanbl 1 060pyLoBaHue:

* NIHTpoblocep COOTBETCTBYHOLLErO pasmepa nto6oro
NpoOu3BOAMTENS.

* MukpokateTep (MH(Y3NOHHbIW KaTeTep) PROWLER SELECT Plus
(MykpokaTeTep (MH(Y3MOHHbIA KaTeTep) C BHYTPEHHUM AMamMeTpoM
0.021" (0,533 mMm), 4AMHON TMBKOM YacTu 5 CM, NPOM3BELEHHbIR Noj
6peHgom Cerenovus) (PY Ne ®C3 2010/07085 YctpoiictBa Ans
aHruorpaum n améonusaymm).

e OTgensemble cnupanu cepun TRUFILL (PY X» ®@C3 2010/07084
YcTpoiicTBa A4S aHTMONAacTUKM U CTEHTUPOBaHUSA C
npuHagnexxHoctammn) n nugepnatop TRUFILL DCS (PY XR®PC3
2010/07085 YcTpoiicTBa Ans aHrmorpapmm 1 ambonusaumm).

* CMeHHbI/i NPOBOAHUK NO6Oro NPOU3BOAMTENS, pa3Mep KOTOPOro

COOTBETCTBYET  BbI6paHHOMY  MUKpokaTeTepy  (MH(Y3MOHHOMY)
KaTeTepy.
» Karetep nposogHukoBbli ENVOY (PY X« ®C3 2010/07085

YcTpoiicTBa ansa aHrnorpadun n améonusaumm n PY X° P3H 2013/676
KateTepbl BHYTpuUcOCyauCTble, BapuaHTbl ucnonHeHua: PROWLER,
ENVOY, REVIVE), pa3smep KOTOpOro COOTBETCTBYeT BblOpaHHOMY
MUKpoKaTeTepy (MH(Y3NOHHOMY KaTeTepy).

e 1Ba unu 6onee Y-06pasHbiX BpalLatoLLMXca reMocTaTu4eckKunx
knanaHa (RHV) ¢ gnameTtpom npoceeta > 0.076" (>1,9 mm) nto60oro
npoun3BOAUTENS.

o CTepusibHbIN renapuHN3NPOBaHHbI PU3N0N0TNYECKUIA pacTBOP
nto60oro npoussBogMTeNs.

Preparations for Use

In addition to the CERENOVUS ENTERPRISE 2 Vascular
Reconstruction Device, the following items are recommended:

« Appropriately sized Sheath Introducer of any Manufacturer.

* APROWLER SELECT Plus Microcatheter (Infusion Catheter)
(0.021" inner diameter, 5 cm distal length microcatheter (infusion
catheter) manufactured under Cerenovus brand) (RC FSZ
2010/07085 Devices for Angiography and embolization).

* TRUFILL family of Detachable Coils (RC FSZ 2010/07084
Angioplasty and stenting devices with accessories) and TRUFILL
DCS Syringe (RC FSZ 2010/07085 Devices for Angiography and
embolization).

» Appropriately sized exchange length guidewire of any
Manufacturer for the selected infusion catheter.

* ENVOY Guiding Catheter (RC FSZ 2010/07085 Devices for
Angiography and embolization and RC RZN 2013/676 Intravascular
catheters, variations: PROWLER, ENVOY, REVIVE) for the
selected microcatheter (infusion catheter).

» Two or more Y connector/Rotating Hemostasis Valves (RHV)
with >0.076" lumen diameter of any Manufacturer.

» Sterile heparinized saline solution of any Manufacturer.

Vascular Reconstruction Device Selection
Appropriate selection of the CERENOVUS ENTERPRISE 2
Vascular Reconstruction Device is important for patient safety. In
order to choose the optimal CERENOVUS ENTERPRISE 2
Vascular Reconstruction Device for any given lesion, examine pre-
stent procedure angiograms.
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Bbibop ycTpoiicTBa A1 CTEHTUPOBaHMUA

Bbi6bop noaxopawero ycTpoictsa Ans CTeHTUpoBaHusa Cerenovus
Enterprise 2 aBnseTca HeobXoAMMbIM 7151 06ecneveHns 6e30nacHoOCTH
naymeHTa. [Ana Bbibopa ONTMMaNbHOrO pasMepa YCTpoWcTBa ANs
CcTeHTUpoBaHMA Cerenovus Enterprise 2 npu N06bIX MMEKOLWMXCA
pasmepax MOpPaXEHHOro y4yacTka, rnepes CTEHTUPOBAHWEM HEO6XOAVMMO
N3Y4nUTb NCXOAHbIE aHTMOTPaMMBbl.
Y KazaHua no NpUMeHeHUo

1. ObecneybTe COCYAMCTbIA LOCTYM B COOTBETCTBUM C NPUHATON
MeToANKOW. TMpumeyaHune. EcCnv NpUMEHSAETCA TeXHWKa «apectax
MWKpOKaTeTepa, BblbepuTe MPOBOAHUKOBBIA KaTeTep € LOCTaTOYHbLIM
NpOCBETOM (BHYTPEHHUM Anametpom)  And pasmeLLeHuns
MUKpokaTeTepa (MH(Y3MOHHOrO KaTeTepa), Heo6XoAMMOro [Ans
[OCTaBKM YyCTpoiicTBa ANA cTeHTMpoBaHuWa Cerenovus Enterprise 2
(MmukpokaTteTep (MHPY3MOHHbIN kKaTeTep) PROWLER SELECT Plusc
BHYTPeHHUM fuametpom 0,53 MM M AIMHON rnbKoi yactm 5 cm), a
TaKXXe MUKpokaTeTepa (MHPY3MOHHOIO KateTepa), HEOOX04MMOTO N5

[OCTaBKM  3MOOMM3MPYIOLMX  CNupaneid, nNpu  3TOM  [JOJIXKHA
obecneynBatbCAa afekBaTHasd MWH(Y3MA KOHTpacTa BOKPYr 3TUX
MUKpPOKaTeTepoB (MHY3MOHHBIX KaTeTepos) ons

PEHTIeHOCKOMNYECKOro N306paxKeHus.

2. [Mepemectnte MuKpokateTep (MHGY3MOHHBLIA KaTeTep) ANs
pasBepTbiBaHUS CTeHTa (MuUKpokaTeTep (MH(DY3MOHHbLIA KaTeTep)
PROWLER SELECT Plus ¢ BHYTpeHHUM pauameTpom 0,53 MM K
ANHOR TMOKOWM YacTh 5 cMm) Yepes NPoBOAHMK, YTOObI OH HAXOAWUIICS He
6onee yem B 1,2 CM OT LEWKN aHEBPU3MbI B UCTa/IbHOM HanpaBieHNN.
MpumeyaHne. Ecnm ncnonb3yertcs TeXHMKa «apecTa» MUKpPOKaTeTepa,
nepemMellariTe MUKpOKaTeTep (MHY3UOHHBIN KaTeTep) c
aMB0M3NPYIOWMMN  CNUpaNsMU B COOTBETCTBUWM CO CTaHAApTHOM
9HA0BaCKYNAPHOM NpPaKTUKOWA, MOKa He noOABefeTe ero K MecTy
aHeBpU3Mbl.

3. YpanuTe nNpoOBOAHUK W3  MUKpOKaTeTepa
KaTeTepa), MCMO/Ib3YeMOro A1 pa3BepTbiBaHUA CTEHTA.

(MHY3MOHHOTO
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Directions for Use

1. Gain vascular access according to standard practice. Note: If
using the Microcatheter Jailing Technique, select a Guiding
Catheter of sufficient lumen (ID) to accept the Microcatheter
(Infusion Catheter) required for delivery of the CERENOVUS
ENTERPRISE 2 Vascular Reconstruction Device (0.021"
PROWLER SELECT Plus Microcatheter (Infusion Catheter), 5
cm distal length) as well as the Microcatheter (Infusion Catheter)
required to deliver embolic coils, while allowing adequate contrast
infusion around these two Microcatheters (Infusion Catheters) for
fluoroscopy mapping.

2. Navigate the microcatheter (infusion catheter) for stent
deployment (0.021" PROWLER SELECT Plus Microcatheter
(Infusion Catheter), 5 cm distal length) over a guidewire at least
12 cm distal to the aneurysm neck. Note: If using the
Microcatheter Jailing Technique, navigate the microcatheter
(infusion catheter) delivering the embolic coils, using standard
endovascular practice, until the aneurysm site has been accessed.

3. Remove the guidewire from the microcatheter (infusion
catheter) being used for stent deployment.

4. Maintain flush through all microcatheters (infusion
catheters) per standard endovascular practice.

5. Select the appropriate CERENOVUS ENTERPRISE 2
Vascular Reconstruction Device.

6. Carefully inspect the Vascular Reconstruction Device
package for damage to the sterile barrier.




4. TlopgepxuBaiiTe MPOMbIBKY — 4epe3  Bce
(MHQY3MOHHbIE  KaTeTepbl) B COOTBETCTBUU  CO
3HL0BACKYNAPHON MPaKTUKON.

5. Bblbepute nogxopsiiee yCTPOMNCTBO A1 PEKOHCTPYKLUN COCY0B
Cerenovus Enterprise 2.

6. BHMMaTenbHO  OCMOTPUTE  YNaKoOBKY  YCTpoicTBa  ANd
PEKOHCTPYKUWUW COCYAO0B U ybefmTecb B TOM, YTO CTEPU/IBHOCTb He
HapyLueHa.

7. OTKpONTe nakeT, cobnogas npasumia acenTUKM.

8. OCTOPOXXHO NOMECTUTE KOMbLO ANCNEHCEPa B CTEPUILHOE Nofe.

9. W3Bneknte nNpoOBOAHUK K3 32XKW.Ma Ha KOJbLe [ucreHcepa.
Bo3bMuTE NPOKCHMMAabHbIV KOHEL, MHTPOAbOCepa U MPOBOAHWK B TOM
MecTe, rje OH BbIXOAUT U3 MHTPOAbIOCEPa. Y AepXKuBaliTe NPOBOLHUK U
WHTPOAbIOCEp BMeCTe, 4TOObl NpPefoTBPaTUTL [ABWXKEHWEe CTeHTa.
YpanuTe yCTPONCTBO Ans cTeHTMpoBaHua Cerenovus Enterprise 2 u3
KoJibLia fmcneHcepa.

* YacTU4YHO He BbICBOOOXAaliTe CTEHT U3 UHTPOAbIOCEPA.

e Y6eguTecb, 4YTO BO BpPeMsA W3BeYEHUs YCTpoiWcTBa Ans
cTeHTUpoBaHua Cerenovus Enterprise 2 ©3 KonbLa AucreHcepa
MPOBOAHMWK He MepemMeLL,aeTca OTHOCUTENBHO MHTPOAbOCEpa.

* Y6eanTechb, YUTO HAaKOHEYHUK MPOBOLHMKA NONHOCTLI0 Haxo4MTCA
BHYTPWU UHTPOAbIOCEPA.

* Y6eanTech, YTO NPOBOLHMK He MeET nepern6os., a ero
HAKOHEYHWK He nospexaeH. HE MPOAO/MKAWTE PAEOTY, ecaun
NMPUCYTCTBYET 1060I M3 YKa3aHHbIX Ae(eKTOB; BEpHUTE YCTPONCTBO
Mpou3BOAMTENIO.

* MPEAYNPEXAEHWE. He npuaasainTe popMy HaKOHEYHUKY
NMPOBOAHUKA, eCiv BblbpaHa KOH(pUrypauusa ¢ 12-MuniMMeTpoBbIM
HAKOHEYHNKOM. 3TO MOXET NPUBECTU K MOBPEXAEHUIO WU OTPbIBY
NMpPOBOAHMKA.

10. Mpogasurarite ancTanbHbIA KOHEL MHTPOAbOCEPA BO
BpaLaloLLMincs remocTaTMyecknin KnanaH, NoACOeAMHEHHbIN K
MUKpoKaTeTepy (MH(PY3MOHHOMY KaTeTepy), NoKa OH MO/HOCTLIO He

MUKpOKaTeTepbl
CTaH4apTHOM
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7. Peel open the pouch using aseptic technique.

8. Carefully place the dispenser hoop into the sterile field.

9. Remove the delivery wire from the clip on the dispenser
hoop. Grasp the proximal end of the introducer and the delivery
wire at the point where it exits the introducer. Hold the delivery
wire and introducer together to prevent stent movement. Remove
the CERENOVUS ENTERPRISE 2 Vascular Reconstruction
Device from the dispenser hoop.

Do not partially deploy the stent from the introducer.

» Confirm that the delivery wire does not move relative to the
introducer during removal ofthe CERENOVUS ENTERPRISE
2 Vascular Reconstruction Device from the dispenser hoop.

 Confirm that the tip of the delivery wire is entirely within the
introducer.

e Confirm that the delivery wire is not kinked and that the
introducer tip is not damaged. DO NOT CONTINUE if either
defect is observed; return the device to Manufacturer.

* WARNING: Do not shape the tip of the delivery wire ifa 12
mm tip configuration is selected. This could lead to damage or
separation of delivery wire.

10. Advance the distal end of the introducer into the RHV
connected to the microcatheter (infusion catheter) until it is fully
engaged with the microcatheter (infusion catheter) hub (0.021"
PROWLER SELECT Plus Microcatheter (Infusion Catheter)),
then tighten the RHV locking ring. Flush the y-connector of the
RIIV with sterile saline and verify that fluid exits the proximal end
of the introducer.

« WARNING: Purge the device carefully to avoid the
accidental introduction of air into the system.

* WARNING: Confirm that there are no air bubbles trapped
anywhere in the system.



BOWAET B afanTep MuMKpokarteTepa (MH(Y3MOHHOIO KaTeTepa)
(MykpokaTteTep (MH(Y3MOHHbIN KaTeTep) PROWLER SELECT Plus
C BHYTPeHHUM anameTpom 0,53 MM), a 3aTem 3aTAHUTE PUKCUpyoLlee
KONbLIO BpaLLatoLLlerocs remoctaTuyeckoro knanasa. MpomoiTe Y-
00pa3sHbIil TPOMHUK BpaLLatoLLLEr0Cs reMOCTaTUYeCKOro KnanaHa
CTepubHbIM (M3N0NOTNYECKUM PacTBOPOM U ybefuTech, 4To U3
MPOKCMMaNIbHOI0 KOHLA UHTPOAbIOCEPA BbITEKAET XMULKOCTD.

*MPEAYNPEXAEHWE. MNMpombiBaiiTe yCTPONCTBO C
OCTOPOXKHOCTbH, UTOObLI M36eXaThb Cy4yalnHOro nonagaHna Bo3gyxa B
cuctemy.

*MPEAYNPEXOEHWNE. Y6eantecb B TOM, UTO B CUCTEME He
ocTanoch NysbipbkoB Bo3gyxa. BHUMAHWE! Y1066l 06ecneunTb
BBeJEeHWe CTEHTa B MUKpoKaTeTep (MH(DY3NOHHbIW KaTeTep), cnefyet
npaBWIbHO MOACOEAMHUTL MHTPOALIOCEP K afanTepy MUKpoOKaTeTepa
(MH(Y3NOHHOT O KaTeTepa).

11. MNpoaBurainTe NPOBOAHUK 418 NEPeMeLLEHNA CTeHTa U3
NHTPOAbOCEepPa B MUKpPOKaTeTep (MH(Y3MOHHbIA KaTeTep).

NMPEAYNPEXOEHWE. He cneayeT Bpaliatb NPOBOAHUK, YTOObI
MoyyYnTb JOCTYN K aHEBPU3ME.

12. MpogomkaliTe NpoABUraTb NPOBOAHMUK B MUKPOKATETEP
(MHY3MOHHBIA KaTeTep), NOKa ANCTaNbHbIA KOHEL, KOHTPONbLHOWA
MeTKMN NpoBoAHuMKa (B 150 cM OT AMUCTaNbHOIO KOHLA NPOBOAHMKA) He
BOWAET BHYTPb MHTPOAbtocepa. OcnabbTe hKcupytoLiee KonbLio
BpaLLaloLLLerocsa remocTaTMyecKoro KnanaHa, U3BnekuTe MHTPoAbHCep
n oTnoxute ero. NMpumeyaHune. [1o 3TOro0 MOMeHTa Mo YCMOTPEHUIO
Bpaya MOXET MCMOJIb30BaTLCA PEHTIEHOCKOMUA.

NMPEAYTMPEXAEHWE. B cnyyae BO3HUKHOBEHUA CONPOTUBIEHUA
Ha to60M 3Ttane paboTbl CO CTEHTOM, He NpunarainTe U3nuLHee
ycunve gnsa ero npeogoneHuns. N3sneknte aToT 3/IEMEHT M BCTaBbTe
HOBBIA.

13. MNMpoBeauTe CTEHT Yepe3 MUKpPoKaTeTep (MH(Y3NOHHbIA KaTeTep)
[0 HaKOHeYHUKa.
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CAUTION: The introducer must be properly engaged with the
microcatheter (infusion catheter) hub to enable stent introduction
into the microcatheter (infusion catheter).

11. Advance the delivery wire to transfer the stent from the
introducer into the microcatheter (infusion catheter).

WARNING: Delivery wire should not be torqued to gain
access into the aneurysm.

12. Continue advancing the delivery wire into the microcatheter
(infusion catheter) until the distal edge of the delivery wire
reference marker (150 cm from the delivery wire distal tip) enters
the introducer. Loosen the RHV locking ring, remove the
introducer, and set it aside. Note: Fluoroscopy may be used up to
this point at the physician’s discretion.

WARNING: Do not apply undue force if resistance is
encountered at any point during stent manipulation. Withdraw the
unit and advance a new one.

13. Track the stent through the microcatheter (infusion
catheter) to the lip.

14. Position the stent for deployment by aligning the stent
positioning marker of the delivery wire with the target site (Figure
2).

15. If stent positioning is satisfactory, carefully retract the
microcatheter (infusion catheter), while maintaining the position
of the delivery wire, to allow the stent to'deploy across the neck
ofthe aneurysm. The stent will expand as it exits the microcatheter
(infusion catheter).

WARNING: Do not deploy the stent if it is not properly
positioned in the vessel. Note: If using the Microcatheter Jailing
Technique, verify that the position of the microcatheter (infusion
catheter) delivering the embolic coils has been maintained. If
necessary, reposition the microcatheter (infusion catheter) using
standard endovascular practice.
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14. Pacnono>xuTe CTEHT N5 pa3BepTbiBaHWSA, BbIPOBHAB METKY
MO3WNLNOHMPOBAHNA CTEHTA Ha MPOBOAHUKE C Tpebyemol 30HOI (puc.
2).

15. B cny4ae y0BNeTBOPUTENILHOTO NO3ULUOHMPOBAHNA CTEHTA
OCTOPOXHO BTAHWUTE MUKpOKaTeTep (MHMY3MOHHBIN KaTeTep),
COXpaHsAsA MosoXeHne NPoBOAHNKA, YTOObI 06ecneUnThb

pasBepTbiBaHNE CTEHTA MONEPEK LLENKM aHespusMbl. [Mocne Bbixoaa U3

MUKpOKaTeTepa (MHPY3MOHHOIO KaTeTepa) CTeHT pacLumMpuTc.

NMPEAYNPEXAEHWE. He pa3sepTbiBaiiTe CTEHT, €C/IN OH He
Mo3ULMOHNPOBAH B COCYfe AO/MKHbIM 06pa3om. MpumedaHune. Ecnn
MCNONb3YeTCs TEXHMKA «apecTa» MUKpPOKaTeTepa, y6eanTeCh, 4To
COXPaHeHOo MOoJsIoKeHe MUKpoKaTeTepa (MHPY3MOHHOIO KaTeTepa) ¢
am6onmM3npyrLWnUMn cnupanamu. Npm Heo6XoANMOCTN N3MEHNUTE
MonoXeHne MuKpokarteTepa (MH(PY3MOHHOrO KaTeTepa) B
COOTBETCTBUM CO CTAHJAPTHON 3HAOBACKYNSIPHON MPAKTUKOW.

MPEAYNPEXAEHWE, He pa3BepTbiBainTe CTEHT, €CNN HYXXHOE
nonoXeHne mukpokarteTepa (MH(PY3MOHHOr0 KateTepa) ¢
aM60NN3NPYIOLWMMUK CMpanaMn Obl1o NOTEPSHO.

16. ECcnu CTEHT pacnosioXeH HenpasuibHO, MOXXHO BbIMOAHUTL
06paTHbIli 3axBaT U NOBTOPHOE pasMelleHne cTeHTa. O6paTHbIV
3axBaT CTeHTa MOXHO OCYLLEeCTBAIATb A0 TOW TOUKM, rae
MPOKCUMasIbHbIA KOHeL, METKN NO3ULMOHNPOBAaHNSA CTEHTA BbIPOBHEH
C AMCTanbHOM MON0CON-0TMETKOM MUKpoKaTeTepa (MH(Y3MOHHOTO
KaTeTepa) (npefen obpaTHoOro 3axsata) (puc. 2). Ecnn Tpebyetcs
N3MEHWUTb NOSIOXEHME CTEHTA, OCTOPOXKHO HafABUHbLTE MUKPOKaTeTep
(MHY3MOHHbIA KaTeTep) Ha pa3BepHYTbI CTEHT (He 3aTArMBas CTEHT
06paTHO B KaTeTep), U3MEHUTE MOJSIOXKEHME CUCTEMbI U MOBTOPHO
pa3BepHWUTe CTEHT B HOBOM MecTe. [pumeyaHue. Bo Bpems
HaflBUraHus mMukpokarertepa (MH(PY3MOHHOr0 KaTeTepa) Ha CTEHT MNpu
06paTHOM 3axBaTe MOXeT NoTPeb0BaTbCA YAepPXKMBaTb CTEHT HA MeCTe
C NOMOLLLIO MPUNOXKEHUSA YCUNNA K MPOBOAHUKY.

BHUMAHWE! Ecnu npu o6paTHOM 3axBaTe CTeHTa OLLyLaeTcs
COnpoTUB/EHNe, NpoLesypy 06paTHOro 3axearta CneAyeT npekpaTuTb.
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WARNING: Do not deploy the stent if the position of the
microcatheter (infusion catheter) delivering the embolic coils has
been lost.

16. If stent positioning is not satisfactory, the stent may be
recaptured and repositioned. The stent may be recaptured until the
point where the proximal end of the stent positioning marker is
aligned with the microcatheter (infusion catheter) distal
markerband (recapturability limit) (Figure 2). If stent
repositioning is required, gently advance the microcatheter
(infusion catheter) over the deployed stent (do not pull the stent
back into the microcatheter (infusion catheter)), reposition the
system, and re-deploy the stent in the new location. Note: When
advancing the microcatheter (infusion catheter) over the stent
during recapture, it may be necessary to keep the stent stable with
tension on the delivery wire.

CAUTION: Ifresistance is felt while recapturing the stent, do
not continue to recapture the device. Withdraw the microcatheter
(infusion catheter) slightly to unsheathe the stent (without
exceeding the recapture limit), and then attempt to recapture the
stent again.

CAUTION: The stent may be fully recaptured once. Note: Be
careful to maintain delivery wire access through the detached stent
to facilitate access distal to the deployed stent, if necessary. Note:
Maintain adequate stent length (approximately 5 mm) on each side
of the aneurysm neck to ensure appropriate neck coverage.

17. Prior to removing the delivery wire, position the
microcatheter distal to the stent to maintain access through the
stent. Slowly remove and discard the CERENOVUS
ENTERPRISE delivery wire.

18. Advance an exchange-length guidewire through the 0.021"
PROWLER SELECT Plus Microcatheter (Infusion Catheter).



HemHOro n3enekute MMKpokatetep (MHPY3MOHHbIA KaTeTep), YTOObI
BbIBECTU CTEHT U3 060/104KN (He HapyLlas npegen o6paTHOro
3axBaTta), a 3aTeM CHOBa NOMbITANTECh BbINOMHUTL 06PaTHbIN 3axBat
CTeHTa.

BHVUMAHWE! MonHblin 06paTHbIA 3aXBaT CTEHTA MOXXHO
BbIMO/IHUTL TO/IbKO OAUH pa3. MpumeyaHue. CoxpaHuTe 4OCTYnN
NPOBOAHMKA Yepe3 OTCOeAMHEHHbIN CTEHT, YTOObI YNPOCTUTb
AUCTaNbHbIN LOCTYN K pa3BepHYTOMY CTEHTY, eC/1 OH NoTpebyeTcs.
MpumeyaHue. ObecneybTe afieKBaTHYIO AJIMHY CTeHTa (0KOJI0 5 MM) €
KaXKA0l CTOPOHbI LLEKN aHEBPU3MbI, YTOObI 06eCneUnTb
HeobX0AMMbI OXBaT LLUEAKN.

17. Mepep yaaneHneM NpoBOAHMKA PacronoXunTe gUCTanbHbINA
KOHeL, M1KpoKaTeTepa y CTeHTa, YT06bl COXpPaHWUTb AOCTYN Yepes
CTEHT. MeJ/IeHHO U3BMIEKUTE W YTUIN3UPYITE NPOBOLHUK YCTPONCTBA
Aana cteHTnposaHus Cerenovus Enterprise 2.

18. MpoaBurainTe 06MeHHbI NPOBOAHMK Yepe3 MUKpoKaTeTep
(MHDY3MoHHbIN KaTeTep)PROWLER SELECT Plus BHyTpeHHUM
AnameTpom 0,53 Mm.

19. Ecnm npuMeHseTcs TEXHUKA «apecTta» MUKpPOKaTeTepa,
N3BEKNUTE MUKpoKaTeTep (MH(Y3MOHHBIN KaTeTep) PROWLER
SELECT Plus BHyTpeHHUM anameTpomM 0,53 MM 1 nepenanTe K
nelicteuio 25.

20. N3BneknTe MmMKpokaTeTep (MHAY3MOHHbIN KaTeTep) PROWLER
SELECT Plus BHyTpeHHMM anameTpom 0,53 MM 1 NpOABUHbTE
MUKpoKaTeTep (MH(Y3MOHHbIN KaTeTep) C BHYTPEHHUM AVaMEeTPOM
0,35 MM (B COOTBETCTBUW C MHCTPYKLUAMU MO NPUMEHEHUIO
oTaensiemMmblx cnupanei cemerictea TRUF1LL).

21. Vicnonb3yiiTe NPOBOAHUK U MUKPOKaTeTep (MH(Y3NOHHbIV
KaTeTep), YTOObI NONYYNUTb AOCTYN K aHEBPU3ME Yepe3 AYeKn CTeHTa
(puc. 3). MpumeuaHue. MpoLecc NonyyYeHUs [OCTyna K aHeBpu3mMe
MOXHO YNpOCTUTb, NPMAaB NOAXOAALYI0 (JOPMY MUKpOKaTeTepy
(MHGY3NOHHOMY KaTeTepy).
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19. When using the Microcatheter Jailing Technique remove
the 0.021" PROWLER SELECT Pius Microcatheter (Infusion
Catheter) and skip to step 25.

20. Remove the 0.021" PROWLER SELECT Plus
Microcatheter (Infusion Catheter) and advance a 0.014"
(according to the TRUFILL family of Detachable Coils
Instructions for Use) inner diameter microcatheter (infusion
catheter).

21. Use the guidewire and microcatheter (infusion catheter) to
access the aneurysm through the stent cells (Figure 3). Note:
Access to the aneurysm may be facilitated by the use of an
microcatheter (infusion catheter) that has been shaped.

22. After the microcatheter (infusion catheter) is positioned
within the aneurysm, detachable coils may be delivered into the
aneurysm according to conventional methods.

CAUTION:  Compatibility of the CERENOVUS
ENTERPRISE 2 Vascular Reconstruction Device has only been
established with the TRUFILL family of Detachable Coils.

WARNING: Observe stent marker position during the coiling
procedure to ensure that the stent does not migrate from its
deployed position.

23. After placement of the last coil, verify that the stent has
remained patent and properly positioned. Carefully remove the
microcatheter through the stent cells. ‘

24. After completing the procedure, withdraw and discard all
applicable accessory devices.

The following steps apply to the Microcatheter Jailing
Technique only:

25. Deliver detachable coils using the microcatheter (infusion
catheter) previously placed within the aneurysm according to
conventional methods.



22. Tlocne pacnonoXxeHusa Mukpokaretepa (MH(Y3MOHHOTO
KaTeTepa) B aHEBPU3ME B HEE MOXXHO [OCTaBUTb OTAENIAEMbIe CNINPaX,
NCNo/b3ya TPaAULNOHHbIE METOLUKN.

BHMUMAHWE! CoBMeCTMMOCTb YCTPOICTBA AN CTEHTMPOBAHMS
Cerenovus Enterprise 2 c oTaenseMbiMn cnvpansammy ycTaHOB/IEHA
TO/IbKO ¢ cemelictBom TRUFILL.

MNMPEAYTMPEXAEHWE. Cnegnte 3a N0SI0XKEeHMEM METKW Ha CTEHTe
BO BpeMs BBeAeHWA cnupanu, 4Tobbl NpesoTBpaTUTL CMELLEHMe
CTEHTA C M3HAYaNIbHOI0 NOJIOXKEHWUS.

23. Mocne NnomeLeHns nocnegHen cnupanu ybeanTech, YTo CTEHT
OCTaNCs OTKPbITbIM Y HAXOAUTCA HA HYXHOM MecTe. OCTOPOXHO
N3B/IEKNTE MUKPOKATETEP Yepes SYelikn CTeHTa.

24. T10 OKOHYaHUKM onepaummn U3BNEKUTE N YTUNN3UPYIATE BCe
COOTBETCTBYIOLLME NPUHALNEXXHOCTHN.

Hwke npusefeHbl AeACTBUA, KOTOPbIE OTHOCATCA TOMbKO K TEXHUKE
«apecTa» MUKpokareTepa:

25. [locTaBbTe OTAENAeMble CNNPav C MOMOLL IO MUKpPOKaTeTepa
(MHGY3MOHHOTO KaTeTepa), KOTOpbIil paHee Obln MOMELLEH B
aHeBpM3MYy C UCMOMb30BaHNEM TPAAULNOHHbLIX .METOAVK.

BHMMAHWE! CoBMeCTUMOCTb YCTPONCTBA 4151 CTEHTUPOBAHUS
Cerenovus Enterprise 2 ¢ otgensemMmbiMu CnvpansamMmn yctaHoBneHa
TONbKO ¢ cemeiictBom TRUFILL.

MNPEAYTMPEXAEHWE. Cneante 3a NOMOXEHMEM METKM Ha CTEHTE
BO BpPeMs BBeAEeHWA crnvpanu, Ytobbl NpefoTBpaTUTh CMELLEHNE
CTEHTa C U3HAYya/lbHOro NOMIOXeHNS.

MPEAYTMPEXAEHWE. INMpoBepbTe MeTKM Ha MUKpPOKaTeTepe
(MH(Y3MOHHOM KaTeTepe) AN 40CTaBKW Crivpanei, 4Tobbl yoeanThes,
YTO MOMOXEHWE KaTeTepa He U3MEHWUIOCh.

26. [Nocne nomelleHns nocneaHel cnupany ybeamTech, YTO CTEHT
OCTa/ICA OTKPbITbIM W HAXOAUTCA HA HYXXHOM MecTe. OCTOPOXHO
N3BIEKNTE KaTeTep, NCMNOJIb30BaHHbIN A8 4OCTaBKN CriMpanei.

MNMPEAYMPEXAEHWE. Mpn n3snevyeHUn MUKpoKaTeTepa
(MH(Y3MOHHOTO KaTeTepa), UCMOMb30BAHHOIO ANS AOCTaBKU
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CAUTION:  Compatibility of the CERENOVUS
ENTERPRISE 2 Vascular Reconstruction Device has only been
established with the TRUFILL family of Detachable Coils.

WARNING: Observe stent marker position during the coiling
procedure to ensure that the stent does not migrate from its
deployed position.

WARNING: Observe markers on the microcatheter (infusion
catheter) used for coil delivery to ensure catheter position has been
maintained.

26. After placing the last coil, verify that the stent has remained
patent and properly positioned. Carefully remove the catheter used
for coil delivery.

WARNING: Remove microcatheter (infusion catheter) used
for coil delivery carefully to prevent movement of stent.

27. Complete procedure by withdrawing and discarding all
applicable accessory devices.



cnupanei, cnegyet co6/04aTb OCTOPOXKHOCTb, YTOObLI HE CMECTUTH
CTEeHT.

27. [Ans 3aBeplleHUs npoueaypbl W3BMEKUTE U YTUAU3UPYIWATE BCe
COOTBETCTBYHIOLLNE NPUHALNEXHOCTN.

Figure 2 - Vascular Reconstruction Device deployed to recapturability limit (Proximal end of the stent positioning marker is even with the distal microcatheter
(infusion catheter) marker band).
LEFT: vessel and microcatheter (infusion catheter) shown as transparent to indicate Vascular Reconstruction Device and Delivery Wire landmarks. MIDDLE:
schematic of fluoroscopic view with 12 mm Tip Delivery Wire. RIGHT: schematic of fluoroscopic view with No Distal Tip Delivery Wire.

PrcyHoK 2 - Pa3BepTbiBaHWe YCTPOICTBA A0 AOCTVKEHMA Npedena Ans NOBTOPHOro 3axBarta (MPOKCMManbHbIA KOHeL, Mapkepa no3uuuno#poBar (Ms CTEHTa BPOBEHb C
[MCTaNIbHBIM MapKepoM MUKpOKaTcTepa (MHgy3noHHoro katetepa)). C/IEBA: cocya v MrKpokaTeTep (MH(Y3UOHHBI KaTeTep) NOKasaHbl MPO3pavHbIMU A5t 0603HaUEHUS
BU3YaslbHbIX OPUEHTMPOB ANA CTeHTa M npoBogHuKa. MOCEPEAVHE: cxemaTW4HOE M306paKeHWe PeHTreHOCKOMMYECKoro M306paxeHus and ycTpoiicTea ¢ 12 MM
KOMYMKOM Ha nposofHuKe. CITPABA: cxemaTUyHOe n306paxeHe PEHTFEHOCKOMMYECKOro n300paxeHuns Ang yCTpoiicTea 6e3 AUCTasbHOro0 KOHYMKa Ha NPOBOAHNKE.
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Figure 3- Microcatheter {Infusion catheter) positioned in aneurysm through Vascular Reconstruction Device cells.
PricyHoK 3 - PacnonoxeHue MuKpokaterepa (MH(Y3MOHHOr0 KaTeTepa) B aHEBPM3ME NPU ero YCTaHOBKe Yepes iUeliku CTeHTa.
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Figure 4: Microcatheter Jailing Technique - Microcatheter (Infusion catheter) position in the aneurysm adjacent to the Vascular Reconstruction Device.
PucyHok 4 - TexHuka Jailing. PacnonoxeHue MmkpokaTetepa (MH(DY3MOHHOI0O KaTeTepa) B aHeBPU3ME pPALOM CO CTEHTOM.

FapaHTuiiHble 0653aTenbCTBa W arranty

Mpown3BoanTens rapaHTUpyeT, YTO JaHHOE MeLULUHCKOe YCTPONCTBO Manufacturer warrants that this medical device is free from
He COAEpPXMT AeeKTOB Npoum3BoAcTBa M Matepuanos. Hactoswmm defects in both materials and workmanship. Any other express or
3asBNeHNEM OTMEHAITCA N6ble Npoune nNpsMble 1 nogpasymeBaemble implied warranties, including warranties of merchantability or
rapaHTMM, BKAKYas  rapaHTMM  TOBapHOM  npurogHoctm  unm fitness, are hereby disclaimed. Suitability for use of this medical
cooTBeTCTBMS. TMPUroAHOCTb MCMOMb30BaHUA AaHHOro MeauumHckoro device for any particular surgical procedure should be determined
YCTPOIACTBA AN KOHKPETHOW XMpypruyeckoi npouegypbl onpegensietca by the user in conformance with the manufacturer’s instructions for
nosb3oBaTesieM B COOTBETCTBMM C WMHCTPYKLMAMU MNpou3BoAMTENs no use. There are no warranties that extend beyond the description on,
MCNOMb30BaHNIO TOBapa. HUKakux npounx rapaHTuii, Kpome ykasaHHbiX the face hereof.
B JAHHOM [OKYMEeHTe, He npejocTaBnseTcs. Warranty shelf life is 3 years from the manufacturing date.
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FapaHTUIHbIN coctasnfetr 3
N3roTOBNEHUS.

YTunusayms

N3penve He okasbliBaeT BPeAHOro BO3AENCTBMSA Ha OKPYXKatoLLyo cpeny
npu cobMAeHNN YCNOBWIA 3KCNyaTaLMmn, TPaHCNOPTUPOBKMN, XpaHEHUA
N yTUAN3aLUN.

Vicnonb3oBaHHble M3Lenns, a TakXke ynakoBKa, Nognexar yTuansauum B
COOTBETCTBMM C HOpPMamu, MPeAyCMOTPEHHbIMU ANF  YTUAU3aunu
MOTEHLUMNA/IbHO 3arpA3HALWMUX MEULNUHCKMX OTXOLO0B.

B Poccuiickon ®degepaumn KateTepbl MNPOBOJHWMKOBbIE NOAMEXAT
yTUAM3auum no WUCTeYeHWUM CpoKa CyXObl B COOTBETCTBUMM C
TpeboBaHuaMKU CaHlMuH 2.1.3684-21 CaHWTapHO-3NMAEMUONOTMYECKNE
Tpeb0oBaHUS K COJEPXaHUO TeppuTOpuiA TFOPOACKUX W CEeNbCKMX
noceneHuii, K BOAHbIM 06bekTam, MWUTLEBON BOAE W MNUTLEBOMY
BOJOCHAOXeHWI0,  atMOC(epHOMY  BO34yXy,  M0OYBaM,  XWJbIM
MOMELLLeHUAM,  3KCnayaTtauuv NPOM3BOACTBEHHbIX, O0OLLECTBEHHbIX
MOMELLLeHUA, opraHusaymm 7 NpoBeAeHNIo CaHUTapHo-
NPOTUBO3NMAEMUYECKUX (NPODUNAKTUYECKMX) MEPONPUATUIA.

[na ncnonb30BaHHOMO U3LENNA KNacc ONnacHOCTU MeAULMHCKUX OTX040B
NCXOAA W3  XapakTepuCTUKM MOPJOSIOrMyeckoro cocraea: Knacc b
(anmpemmnoniornyecky onacHole oTxogpbl). Knacc meauuMHCKUX OTXOL0B
Hencnonb3oBaHHOIO n3genus - A.

B cnyyae wucteyeHWs cpoka rOAHOCTU WU MOBPEXAEHUS YNaKOBKM
N3[enns TakxKe Moasiexar yTuamsaumm.
YCcnoBusa TpaHCNopTUPOBaHUA N XpaHEHUS

Ycnosus TpaHcnopTuposaHus: Temnepartypa: -40°C...+50°C
OTHocuTenbHaa BRaxHocTb Bo3ayxa: 20 %...80 %
ATmocdepHoe gasneHue: 50... 106 klMa

CPOK  XpaHeHus roga c [Jathl

Ycnosua xpaHeHusa: Temnepatypa: -40°C...+25°C OTHocuKTeNbHaA
Bo3gyxa: 20 %...80 % ATmocdgepHoe fasneHue: 60... 106 klMa Boanu
OT COJIHEYHbIX NyYeit

Disposal

The product has no harmful effect on the environment to the
conditions of operation, transportation, storage and disposal.

Used products, as well as packaging, must be disposed of in
accordance with the standards provided for the disposal of
potentially polluting medical waste.

In the Russian Federation, conductor catheters are to be disposed of
at the end of their service life in accordance with the requirements
of SanPiN 2.1.3684-21 Sanitary and epidemiological requirements
for the maintenance of the territories of urban and village
settlements, for water objects, drinking water and drinking water
supply, atmospheric air, soils, residential premises, operation of
industrial and public premises, organization and conduct of sanitary
and anti-epidemic (preventive) measures.

The hazard class of medical waste for used device is based on the
characteristics of the morphological composition: class B
(epidemiologically hazardous waste). Medical waste class of
unused product- A.

In the case of expiration date or damage to the packaging, the
products are also subject to disposal.

Conditions of transportation and storage
Transportation conditions: Temperature: -40°C...+50°C
Relative Humidity: 20 %...80 %

Atmospheric pressure: 50... 106kPa

Storage conditions: Temperature: -40°C...+25°C Relative
Humidity: 20 %...80 % Atmospheric pressure: 60... 106kPa Away
from sunlight
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CTepunnsoBaHo
3TUIEHOKCUAOM

STERILE EO

REF

KaTanoxHblin Homep

Mcnonb3osaTh A0

JononHuTtenbHasa nHgopmauusa 41a NpUMeHeHUa Ha TeppuTopumn
P®

MoTeHuManbHble NOTPebUTENN
MeanunHCKoe n3genme yCcTponcTBo ANs CTeHTUpoBaHus Cerenovus
Enterprise 2 4ONKHO 6bITb MCMO/B30BAHO TO/LKO
KBaIM(OULMPOBAHHBIMW CNeuuanncTamm, UMeLWNMy OnbIT
MCNO/Mb30BaHUsA NOAOOHBIX N3AeNni U (UNK) NpoLesLlnX 06yyeHue no
MPUMEHEHNIO NOAO0OHbBIX U3LENNIA NOL PYKOBOLCTBOM CreLunanucTa,
MMEIOLLLEro ONbIT UCMO/b30BaHUSA MOLOOHbIX U3AENUi.
MprMeyaHue - YpoBeHb Hagfexallein ksanudukaumm n (unm)
Hag/iexxalero obyyeHuns Lo/mKeH ObITb onpeaenéH pyKoBOACTBOM
MeULMHCKOr0 YUYPEXAEeHUA UK NALAMN UMW Ha3HAYEHHbIMU.
JlekapcTBeHHble npenaparbl 1 hapmaLleBTUyecKne CybcTaHLMM B COCTaB
MeANLMHCKOro 13fenns Y CTpoincTBo 4ns cTeHTUpoBaHus Cerenovus
Enterprise 2 Ha cMcTemMe JOCTaBKW He BXOAAT U He MPUMEHSAINCH Npu
ero npousBoACTBE.

KneTKu, TKaHW, opraHbl XXMBOTHbIX W/IN YenoBeKa 1 apyrue
buonoruyeckne matepuasnbl B COCTaB MEANLMHCKOrO 13aenms
YCTpOIACTBO Ans cTeHTUpoBaHus Cerenovus Enterprise 2 Ha cucTeme
[AOCTaBKWN He BXOAAT W He NPUMEHSNNCL NPU ero NPOV3BO/ACTBE.

YNOAHOMOYEHHbI

bC I EP npegcrasutens B EC

LOT

Not

JaTa n3rotosneHus

Additional information for Russian Federation

Potential users

Cerenovus Enterprise 2 should only be used by qualified medical
personnel with experience in the use of similar products or by
medical personnel who have completed training in working with
similar products under the guidance of an experienced specialist
with experience in the use of similar products.

Note - The level of proper training and qualification must be
determined by the management of the treatment institution or
persons appointed by them.

Medical device Cerenovus Enterprise 2 Vascular Reconstruction
Device does not contain any pharmaceutical drugs or
pharmaceutical substances and these substances were not used in
manufacturing process of this medical device.
Medical device Cerenovus Enterprise 2 Vascular Reconstruction
Device does not contain any animal cells, tissues or organs or
other biological materials, that also were not used in the
manufacturing process of this medical device.
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YcTpoiicTBa Ana cTeHTUpoBaHus Cerenovus Enterprise 2 Ha cucteme Cerenovus Enterprise 2 Vascular Reconstruction Devices are

[OCTaBlCcM ABNAOTCA MeANLUHCKUMWN N3aennamm ogHOKpPaTHOro

disposable medical products and are not subject to maintenance,

NPUMEHEHNA W He NOA/eXAT TEXHUYECKOMY 06CNYXXUBAHUIO, BKIOYas including cleaning and disinfection.

0YNCTKY W Ae3UH(EKLIO.

OCHOBHbIe CTaHAapPThbl, KOTOPbIM COOTBETCTBYIOT U3AeNnd

M3pennsa cooTBeTCcTBYHOT TpeboBaHunaM EN 1SO 13485 N3genus
MeanUUHCKMe. CUCTeMbl MeHeIKMeHTA KadecTBa. TpeboBaHNs A5t Lenen
perynupoBaHud, EN ISO 14971 N3genua meguumHckme. MNMpumeHeHne
MeHe>KMeHTa pucka K meguumHcekum nsgenvav n EN 1SO 10993-1
WN3penna meguumHekme. OLeHKa 61MON0rnMYecKoro AeiicTBUS MeANLMHCKNX
n3genuii. Yacte 1 OueHKa n uccnegosaHus. MonHbIA CAMCOK NPUMEHMMbIX

CTaHAapTOB AOCTYNEH M0 3arnpocy.

OnuncaHue mMeTofda cTepunmsaLmnm
YcTpoiicTBa AN cTeHTUpoBaHus Cerenovus Enterprise 2 Ha cucteme The Cerenovus Enterprise 2 Vascular Reconstruction Devices are

[OCTaBKWN ABNAKOTCA N30ENNAMN OAHOKPATHOIO NPUMEHEHNA U
NOCTaBNAKTCA B CTepI/II'IbHOI\/'I ynaKkoBkKe. 134enns B ynakoBKe

Main standards medical device comply with

Devices comply with 1SO 13485 Medical Devices: Quality
Management Systems Requirements for regulatory purposes, EN 1SO
14971 Medical Devices: Application of Risk Management to Medical
Devices, ISO 10993-1 Biological evaluation of medical devices - Part
1: Evaluation and testing within arisk management process - Edition 5.
A ftill list of applicable standards is available upon request.

Description of sterilization method

disposable medical devices and supplied in sterile packaging.
Packaging items are sterilized with ethylene oxide (EO) in

cTepununsoBaHbl aTuneHokengom (30) B cooteeTcTBMM ¢ EN ISO 11135. accordance with EN ISO 11135. Acceptance criteria ofa 10"

MWHUManNbHbIA FapaHTUPOBAaHHbIA YPOBEHb CTepUbHOCTK (SAL)

cocTasnset 10"

sterility.

CpoK rogHoCTH ycTpoicTB ans cteHtupoBaHua Cerenovus Enterprise 2 Shelf life of Cerenovus Enterprise 2 Vascular Reconstruction
Ha cMcTeme [OCTaBKM COCTaBnseT 3 roja.
B0O3MOXHOCTb 1 METOAbI MHTErpauumn ¢ Apyrumm MeauunHCKMmMm The possibility and ways of integrating with other medical

n3geinamm

Cwm. paszen lNoarotoeBka K UCNOJIb30BaHMIO.

Part Item
Stent
Radiopaque Stent Markers
Stent Assembly UV Curable Adhesive (for Stent Marker
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Devices is 3 years. :

devices
See section Preparations for Use.

MepeueHb 1 onucaHue matepuanos MW/ List and description of MD materials

attachment)
Stent Coating

Material
Nitinol
Platinum”ungsten

Adhesive 1128A-M-VT
Parylcne-C
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Corewire Nitinol
Distal Marker (coil) Platinum/Tungsten
Deli Wi Stent Positioning Marker (coil) Platinum/Tungsten
elivery vvire Proximal Marker (coil) Platinum/Tungsten
Solder/Flux (for Delivery Wire Marker Solder: EutecRod 157
attachment) Flux: Indallov flux #2
YacTtb JeTtanb Martepunan
CreHT HuTnHoN
PcH'T'eHOKOHTpACTHbIE METKWN CTEHTa MnatuHa, Bonbgpam
CreHT Y ®-0TBEPXKAAEMbINA KIEN (NS KpenneHms Keii 1128A-M- VT
MapKepoB)
[NoKpbITME CTEHTA Parylene-C
OCHOBHOI NpoBog, HutuHon
[JvctanbHblii Mapkep (cnupaibHas
06MO0TKa/060M04Ka) (NPU HaUUKK) Mnarvka, Bonbgpam
Mapkep pacnosnoXeHus CTeHTa (CnvpanbHas
MpoBOAHUK 00MOTKa/060N104Ka) Mnatura, Bornbtppau
MpokcuManbHbI Mapkep (cnvpanbHas MnatuHa, Bonbdhpam
06M0TKa/060104Ka)
o Mpunoii: EutecRod 157
Mpwnoii / ntoc (419 KPenieHnsa MapKkepos) dnioc: Indallov flux # 2
KomMnneKT noctaBku Package contents
YCTPONCTBO 415 CTEHTUPOBAHUS MHTpPalhaHnanbHbIX cocyfoB Cerenovus Cerenovus Enterprise 2 Vascular Reconstruction Device in
Enterprise 2 Ha cucTeme AOCTaBKW, BapnaHTbl NCMOJIHEHUSA: variants:

1 YCTpOWCTBO ANA CTEHTUPOBAHUS WMHTPaKpaHuabHbIX cocyfoB Cerenovus
Enterprise 2 Ha cuCTeMe A0CTaBKM C PEHTreHOKOHTpacTHbIM AucTanbHbiM 1. Cerenovus Enterprise 2 Vascular Reconstruction Device

KOHL,OM NPOBO/JHMKA, B COCTaBe: consisting of:

1) YCTpoIACTBO ANs CTEHTMPOBaHMA UHTpaKpaHmanbHbix cocyaoB Cerenovus 1) Cerenovus Enterprise 2 Vascular Reconstruction Device
Enterprise 2 Ha cucTeMe LOCTaBKM C PEHTFEHOKOHTPACTHbIM AUCTa/IbHbIM -1 pc:

KOHLLOM NPOBOAHMKA - 1LWT., CNefytoLlero TUNopasMepHoOro paga: » Cerenovus Enterprise 2 Vascular Reconstruction Device

* YCTPOWCTBO ANS CTEHTMPOBAHWA WHTpakpaHuanbHbiX cocyposB Cerenovus 4.0mmxiémm.

Enterprise 2 Ha cucTeMe AOCTaBKM C PEHTFeHOKOHTPAcTHbIM AucTanbHbiM * Cerenovus Enterprise 2 Vascular Reconstruction Device

KOHL,OM NPOBOAHMKA 12 MM, MaKCMMa/ibHbIM pabounm gnameTpoM cTeHTa 4 MM 4.0mmx23mm.

N MUHUMasbHOM paboyeit (3h(heKTUBHON) ANIMHONM cTeHTa 16 MMm. * Cerenovus Enterprise 2 Vascular Reconstruction Device
4.0mmx30mm.
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* YCTpOWCTBO A4/ CTEHTMPOBaHUSA WHTpakpaHuanbHbiX cocygoB Cerenovus e Cerenovus Enterprise 2 Vascular Reconstruction Device
Enterprise 2 Ha cucTemMe [0OCTaBKM C PEHTTEHOKOHTPACTHbIM AucTaibHbIM  4.0mmx39mm.

KOHL,OM NPOBOAHMKA 12 MM, MaKCMMasibHbIM pabounm AramMeTpom cteHTa4d MM 2) Instructions for use - 1pc.

¥ MUHUManbHON paboyeit (3h(HeKTUBHOI) AIMHON CTeHTa 23 MM. 3) Stent implant card - 1pc.

* YCTPONCTBO [AN1S CTEHTUPOBAHUA MHTPakKpaHuanbHbIX cocynoB Cerenovus

Enterprise 2 Ha cucTeme AOCTaBKM C PEHTreHOKOHTPACTHbIM AucTanbHbIM 2. Cerenovus Enterprise 2 Vascular Reconstruction Device
KOHL,OM MPOBOAHMKA 12 MM, MakCcMManbHbIM pabounm guameTpom cteHTa4d mv NO TIP

Y MUHMMaNbHOW paboyein (3PeKTUBHOM) ANMHON cTeHTa 30 MM. consisting of;

* YCTpPOWCTBO A1 CTEHTUPOBAaHWUA WHTpakpaHuanbHbiXx cocyfoB Cerenovus 1) Cerenovus Enterprise 2 Vascular Reconstruction Device
Enterprise 2 Ha cucTeMe [OCTaBKW C PEHTreHOKOHTPACTHbIM AucTanbHbiM NO TIP - |

KOHL,OM NPOBOAHMKA 12 MM, MakcHManbHbIM paboyunm AraMeTpom CTeHTa4d MM pcs:

N MUHMManbHOM paboyeii (3h(heKTUBHOIN) ANNHOK CTeHTa 39 MM. « Cerenovus Enterprise 2 Vascular Reconstruction Device
2) NHCTpYKUMA MO NPUMEHEHNIO - 1 LWT. 4.0mmxI6mm
3) KapTta mmnaaHTMPOBAHHOIO CTeHTa - 1 LWT. NO TIP.

2. YCTpOMCTBO AN CTEHTUPOBaHUS WMHTpakpaHuanbHbIX cocypoB Cerenovus e Cerenovus Enterprise 2 Vascular Reconstruction Device
Enterprise 2 Ha cucTemMe focTaBkM 6e3 PEHTIEHOKOHTPACTHOro AguctasbHoro 4.0 mm X23 mm

KOHU@a NpoBOAHMKa, B COCTaBe; NO TIP.

1) YCTpONCTBO /19 CTEHTMPOBAHUS MHTPaKpaHuanbHbIX cocyoB Cerenovus * Cerenovus Enterprise 2 Vascular Reconstruction Device
Enterprise 2 Ha cucteme J0CTaBKM 6e3 PeHTreHOKOHTPaCTHOro ANCTa/IbHOTrO 4.0 mm X30 mm

KOHLa NpoBOAHWKA - 1 LWT., CNeAytoLLero TMNOpasMepHOro psagaa; NO TIP.

* YCTPOWCTBO 415 CTEHTMPOBAHNA MHTPaKpaHuabHbIX cocygoB Cerenovus * Cerenovus Enterprise 2 Vascular Reconstruction Device
Enterprise 2 Ha cucTeMe J0OCTaBKM 6e3 PeHTreHOKOHTPACTHOr0 AMCTaNbHOrO0 4.0 mm X39 mm

KOHL,a NPOBOAHMKA, MaKCUMa/lbHbIM pabounM LMameTpoM CTEHTa 4 MM © NO TIP.

MWUHMUMasnbHOI paboueli (3PPEKTUBHOIN) ANNHONM CTeHTa 16 mMm. 2) Instructions for use - 1pc.

* YCTPOWCTBO 415 CTEHTUPOBAaHWA MHTPaKpaHuaibHbIX cocyaoB Cerenovus 3) Stent implant card - 1pc.

Enterprise 2 Ha cucteme A0CTaBKM 6€3 PEHTIEHOKOHTPACTHOrO ANCTaNbHOI0
KOHL,a NPOBOAHMKA, MaKCMMa/lbHbIM paboymm LMamMeTpoM CTeHTa 4 MM ©
MWUHUMaNbHON pabouyeli (3hheKTUBHOI) ANNHONM CTEHTa 23 MM.

* YCTPOWCTBO AN CTEHTMPOBAHMA MHTPaKpaHuabHbIX cocyfoB Cerenovus
Enterprise 2 Ha cucteMe A0OCTaBKW 6€3 PEHTreHOKOHTPACTHOIO A4MCTaNbHOro
KOHLA MPOBOAHMKA, MaKCMMaNbHbIM paboyM ANaMeTpoOM CTeHTa 4 MM U
MWUHUMaNbHON pabouyeli (3htheKTUBHOI) ANNHONM cTeHTa 30 MM.
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Y CTpoiACcTBO /15 CTEHTUPOBaHUS MHTPaKpaHWanbHbIX cocyoB Cerenovus
Enterprise 2 Ha cucteme foctaBku 6e3 PeHTreHOKOHTPaCTHOr0 AUCTa/IbHOro
KOHLla NpoBOAHNKA, MaKCUMa/IbHbIM paboynm AnameTpom CTEHTA 4 MM U
MWUHMUMasbHOI pabouyeli (3PPEKTUBHON) ANNHOI cTeHTa 39 MM.

2) IHCTpyKUMA MO NPUMEHEHUIO - 11T,
3) KapTa MNNaHTMPOBAHHOIO CTeHTa - 1 LWT.

Ycnosua npumMeHeHusa/akennyataunm MU Use/operation conditions of MD
MeanumHCKoe n3genne ycTpoicTBo Ana cteHTuposanus Cerenovus Enterprise  Cerenovus Enterprise 2 should be used in specialized
2 [O/HKHO 6bITh MCMOMB30BAHO B CreLnann3npoBaHHO 060pyA0BaHHbIX premises in accordance with good aseptic technique.

NMOMELLEHMAX C COONIOAEHMNEM HAAEXALLMX NPaBU acenTUKK. Cerenovus Enterprise 2 is implantable and intended to be
MeanumMHCKoe n3aenne yCTpoicTBo Ana cteHTupoBaHmsa Cerenovus Enterprise  used in the body's internal environment.

2 ABNAETCSH UMMNIAHTUPYEMbIM U NpeAHa3HAYeHOo AN UCMONb30BaHUS BO Recommended climatic conditions during the implantation:
BHYTPEHHEN cpeae opraHm3Ma. Temperature: +18.-.+35°C

PekoMeHAyeMble YCNOBUS OKpYXXatoLLeli cpebl BO BPEMS UMMIaHTaLUN: Relative Humidity: 30...85 %
Temnepatypa: +18...+35 °C Atmospheric pressure: 60... 106 kPa

OTHOCcKTeNbHaA BRaxHocTb Bo3gyxa: 30...85 % Operation conditions (inside human body) - from +32°C to

ATMmochepHoe aaBneHune: 60... 106 klMa +42®C
Ycnosusa akcnnyaTauumn (BHyTpPU YenoBedeckoro Tena) +32.. .+42 ®C
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<Jlorotun: O>XOHCOH & [>XOHCOH MEAOC MHTEPHELLUH>

[unpekTop oThena obecneyeHns KayecTsa, pyKoBoguTens HanpasneHnsa «Mitek. Spine & Trauma»
Hukonsa AitHap

<Haganucb oT pyku: 21 asrycTa 2021 roga>

<nojnucaHo>

CTaplunii LUPEeKTOop No opraHu3aLmnm coBMecTHoW paboTsl «ellbto CuHTe3 3c-Cu» (DePuv Synthes SC)
Mwuwenb PacuH

<Hapgnucot oT pyku: 5 asrycTta 2021 roga>

<nognucaHo>
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NEFrANN3ALUNA

Hwmxenognucaswuiica bepHap Jlamb6one, HoTapuyc KaHToHa HeBwartens (LLBeliyapus),
UMEKLWNIA HOoTapuanbHyt0 KOHTOpy B r. Jla LLo-ge-®oH, yaocTOBepseT, YTO MNOAMMUCH,
NMoCTaB/IEHHbIE Ha HAcToAWEeM 3asaBfIEHUMN, ABNAKOTCA BePHbIMU U NOAMHHBIMU NOAMUCAMU
r-na Hwukona Mbepa AWHAPA, poguswerocs B r. Banb-ge-Tpasep (LLBeiiLapus),
npoxueatowero B r. KyapegeH (LUBeliyapus), BbiCTynawolero B KadecTBe [upektopa
oTfena obecreyeHns KayecTea, pyKOBOAUTeNs HanpasneHusa «Mitek, Spine & Trauma», v r-
Ha Muwensd PACUHA, poguswerocsa B r. Mnato-ge-Aucc (LUseiyapuns), npoxusatoLLero
B r. Pexepcsunb (LUBeiuapus), felicTBylowero B kadectBe Crapluiero gupekropa no
opraHm3aunm COBMeCTHOW paboTbl «elbio CuHTes Ic-Cu» (DePuy Synthes SC), koTopble
NpPaBOMOYHbI AeCTBOBaTb OT UMEHM KomnaHun «Mepgoc MHTepHewHn CAPJ1», /e J1oKnb,
LLI BeiL,apus.
r. Na Wo-ge-®oH, gBajuaTh LWeCToe aBrycra ABe Thicauu fABafuaTb nepsoro roga (26
asrycta 2021 roga).
Homep B HoTapnanbHom peectpe 70 Ne 100

<Kpyrnas rep6osas neyatb: BEPHAP NTAMBOJE, HOTAPUNYC *
r. la Wo-pe-®oH >
<nognucaHo>
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CemuamnaTore ceBTafps ABe THICSYE ABAANATS NEPBOTO roA

A, Mouceepa Jlmmus BramuMEpoBHa, HOTapHyc ropofia MOCKBE, CBHACTENBCTSYIO
HDONTHHHOCTS MOAMHUCH nepeBoamxa Sinoan Nasaga I'eopraepuya.
Tommaces caenana B MOEM IMPHCYTCTBHH.
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