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Cordis Cashel

PuncyHok 1. KoMNoHeHTbl cucTembl cTeHT-rpadpTa INCRAFT/TAA/
Figure 1. Components of INCRAFT AJIA Stent Graft System

Aortic Bifurcate Prosthesis/
AopTanbHblii PasaBOEHHbIR '
MpoTes

;lliac Limb

Prostheses /|  jA
m3MoaB3L0WHbIE A
CerMeHTl >

iliac Lirnb Prosthesis used as
lliac Extension Prosthesis /
MoaB3AOWHBIA CETMEHT nNpoTesa
NCNONb30BAHHbIN B KavyecTBe
YONWHHUTENbHOTO NpoTesa

npotesa [

Assembled Prosthesis /
CoGpaHHblii npoTes

Each prosthesis is constructed of a
seamless, low porosity, woven polyester graft
supported by a series of short,
electropolished, laser-cut, self-expanding
nitinol stent-rings throughout the entire
length. The nitinol stent-rings are sutured to
the inner surface of the graft material. In
addition to the stents being visible under

Kaxgbii  npoTte3  M3rotoBsieH U3
nMmnnaHTata 6ecllOBHON HU3KOMOPUCTOM
NOM3(MPHON TKaHW, KoTopasi Mo BCel
ONMHe MOLAEPXMBAETCA PALOM  KOPOTKMUX
caMopacLUMPSAONTUXCS
3M1EKTPOMO/IMPOBAHHbIX  KOJlel,  CTeHTa,
Bblpe3aHHbIX M3  HUTWHONA  METOLOM
nasepHo pes3kn. HUTMHONOBbIE KO/MbLA

fluoroscopy, radiopaque markers are sewn CTeHTa BLUWTbI BO BHYTPEHHIOI0
onto each component to aid visualization and NOBEPXHOCTb UMNaHTaUWoHHOIo
to facilitate accurate placement. mMarepuvana. YUT06bI obecreynTb

BM3yanM3aLMio M TOUYHOE pasMeLleHMne, Ha
KaXObli KOMMOHEHT CTeHTa MpULINTbI
PEHTIEHOKOHTPACTHble MapKepbl, KOTOpble
ynydlialT  BUAUMOCTb  CTeHTa  Mpw
PEHTIEHOCKOMMW.

aopTanbHbIi 6UPypKauMmoHHbIM NnpoTes/ aortic bifurcate

PROSTHESIS

The Aortic Bifurcate Prosthesis is AOpTa/ibHbIN  6UGYPKALMOHHbIA NPoTe3

deployed first into the cranial portion of the
infra-renal aorta. It has a flared bare trans-
renal stent with 8 or 10 laser-cut barbs
depending on the cranial diameter. The
barbs help keep the prosthesis in place.

CHayasia yCTaHaB/IMBaeTCA B KpaHa/IbHOM
oTaene  WHGpapeHanbHoi  aopTbl. OH
OCHaLLeH PacLUMPEHHBbIM  OrOJIEHHbIM
TpaHcpeHaslbHbIM cTeHTOM C¢ 8 w10
Bblpe3aHHbIMX  flazepoMm  3ybuamn, B
3aBMCUMOCTU OT KpaHWaslbHOro AuvameTpa.
3ybubl yOepPXunBarT KateTep B
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accordance with the accepted medical
practice and with applicable local, state and
federal laws and regulations.

Cordis Cashel

6ronornyeckyto onacHocTb. ObpalaTbes ¢
HAMW U YTUNN3UPOBATb UX HEOOXOAMMO B
COOTBETCTBUM c NPUHATBIMA B
MeAVLMHCKON NpaKTUKe HOpMamu, a Takxke
PYKOBOZACTBYSCb MECTHbIMM n
rocyfapCTBeHHbIMM  3aKOHOAATe/bHbIMU
aKTaMmm 1 UHCTPYKLUUAMMU.

BbIBOP MALUMEHTA/ PATIENT SELECTION

 lrregular calcification and/or plaque
may compromise the fixation and sealing of
the implant, especially at the cranial and
caudal sealing zones.

* Inadequate seal zone length may
result in increased risk of leakage into the
aneurysm or migration of the prosthesis.

* All patients should be advised that
endovascular treatment of infra-renal
Abdominal Aortic Aneurysms requires
lifelong, regular follow-up to assess their
health and the performance of the implanted
endovascular prosthesis.

* When selecting a bifurcate prosthesis,
attention should be given to the abdominal
treatment length from the lowest renal
artery to the aortic bifurcation. If this length
is less than the length of the contralateral
length of the aortic bifurcate prosthesis (8.6
cm) then it could result in increased
difficulty with cannulating the contralateral
gate.

* HeperynspHas Kaibuudukauus u
(Mnn) BNAWKN MOTYT HapyLUUTb (PUKcalmto
N YNNOTHEHWE MMMIaHTaTa, 0Co6eHHO Ha
KpaHU&/TbHOM 1 Kay[fa/lbHOM  y4yacTKax

YMIOTHEHMS.

e Henogxogsiwasa  AMHa  y4yacTkKa
YNOTHEHNS MOXeT NpUBECTM K
NOBbILLIEHNIO pucka noaTeKaHus

aHeBpPU3Mbl UM MUTPaLLMKX MpoTesa.

» Bcex nauneHToB HeobxoaMMmo
ocBeOMNATL 0  TOM,  4YTO  riocne
NPoBefeHNA  3HA0BACKY/IAPHON  Tepanuu
WH(papeHasibHOM  aHeBPU3Mbl  GPIOLLIHOWA
aopTbl Heob6xo4nm NOXW3HEHHbIV
PerynsipHbiii  KOHTPO/Ib 3@ COCTOSHWEM
300pOBbs n (hYHKLMOHMPOBaHNEM
WUMMNIaHTUPOBAHHOIO  3HA0BACKY/IAPHOIO
nporesa.

* [Mpn BbIGOPE OMypKaLMOHHOTO
nportesa o06paTUTe BHUMAHWe Ha [A/IVHY
06pabaTblBaEMOro  yyacTka  OpOLLIHON
apTepun OT HWDKHEN MoYeyvHor apTepun [o
pasfBoeHWs aopTbl. Ecnn gnvHa y4vactka
MeHblUe  [A/INHbI KOHTpasaTepasibHo
HOXKWN aopTa/ibHOro  6uiypKaLMoHHOro
npotesa (8,6 cMm), 3TO MOXeT MPUBECTU K
OC/TI0XKHEHUIO KaHNMpoBaHus
KOHTpasiaTepasibHOro 0TBEPCTUS.

BE3OINMACHOCTb 1 COBMECTUMOCTb C MATHUNTHO-PESOHAHCHOW
TOMOTPA®UEWN (MPT)/ MAGNETIC RESONANCE (MR) IMAGING SAFETY AND
COMPATIBILITY

JoknnHuyeckune uccnegosaHnA
nokasanu, 4to cTeHT-rpapt fNCRAFT
AAA 4BNdAeTCA YC/0BHO MPUrogHbIM ANnd
MCMosib30BaHNA B MP-oKpy»eHnw.
BesonacHoe CKaHMpoBaHue MOXXHO
NMpoBOAWUTL C  WCMOJIb30BAHWEM  CUCTEM
MPT 15 n 3 Tecna (Tn) npu cobnogeHnn
YKa3aHHbIX HUXe YC/TIOBUNA.

Static magnetic field of 1.5T or 3T » Crartnyeckoe MarHuTHoe none 1,5

Non-clinical testing has demonstrated
that the INCRAFT AAA Stent Graft is MR
Conditional. It can be scanned safely in
both [.STesla (T) and 3T magnetic
resonance (MR) systems under the
following conditions:
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stent. Optimization of MR imaging
parameters is recommended. The image
artifact extends approximately 2mm and
5mm from the device, both inside and
outside the device lumen when scanned in
nonclinical testing using the sequence spin
echo and gradient echo respectively, in a 3
Tesla GE Signa HDx MR system with a
whole body coil.

Cordis Cashel

MPT MOXeT yxyAawuTbcsa. PekomeHayeTcA
ONTUMU3NPOBATL napameTpsbl MPT-
BU3yanunsaunm. B LOKTMHUYECKUX
nccnefoBaHMAX ¢ nomowbio MPT cuctembl
3 Tn GE Signa HDx apreakTbl,
BbI3BaHHbIe YCTPOMCTBOM Ha
N300paXkeHNsAX, [OCTUralT B pasmepax
NPUBIN3NTENIBHO 2 N 5 MM Kak BHYTpW, TaK
W CHapy>Xu MnpocBeTa CTeHTa  npu
CKaHpoBaHUK nocrefoBaTeIbHOCTAMN
CMUH-3X0 U FPajgneHT-3x0 COOTBETCTBEHHO.

BO3SMOXHBIE NMOBOYHbIEgeiicTtBU A MNMPU NCITOJIbSOBAHUN
MEAVNLUIMHCKOIO N3AENNA/ADVERSE EVENTSAND POTENTIAL RISKS

Potential adverse events and potential device
risks include, but are not limited to following:

1 Amputation

2. Anesthesia complications

3. Aneurysmal enlargement

4. Aneurysm sac rupture

5. Aortic damage (perforation, dissection.
bleeding, rupture)

6. Arterial or venous thrombosis

7. Bleeding, hematoma or coagulopathy

8. Bowel complications (e.g., ileus, transient

ischemia, infarction, necrosis)
9. Cardiac arrhythmia
10. Cardiac complications
11. Cardiac failure or infarction
12. Claudication
13. Contrast toxicity
14. Death
15. Edema
16. Embolism
17. Endoleak
18. Fever
19. Gastrointestinal complications

20. Genitourinary complications (e.g., isehemia.

erosion, fistula, incontinence, hematuria)
21. Hematoma (surgical)
22. Hepatic failure
23. Impotence
24. Infection
25. Lymphatic complications
26. Neurological complications
(e.g. CVA, TIA)
27. Paralysis or paraparesis
28. Post-implant syndrome

B03MOXHble OC/MOXHEHUA U PUCKN BK/KOYaloT.

HO He OrpaHMYMBAKOTCS CIEAYHOLWUMU:

L AmnyTauus

2. OcnoXXHeHNA aHecTesnu

3. AHeBpM3MaTMYeCKOe pacLunpeHue

4. Pa3pbIB aHeBPU3MaTUYECKOr0 MeLLIKa

5. MoBpexaeHnss  aopTbl  (Mepdopauus.
paccioeHne, KpoBOTeYEHME, Pa3pbIB)

6.  ApTepvasibHbli NN BEHO3HbIA TPOMO03

7. KpoBoTeueHue, rematoma W
KoarynonaTtusi

8. KuweyHble  ocnoXHeHns  (Hanpumep.
HernpoxoanuMocCTb K/LLIEYHVKA.

npexoAALLan nwemMmns, MHHapKT, HEKPO3)
0. CepgeyHasa aputMmng
10. CeppeyHble 0COXHEHUSA
11. CeppgedHas
WH(apKT
12. XpomoTta
13.  TOKCWYHOCTb KOHTPacTHOro BeLLleCTBa
14. JleTanbHbIl ncxof
15. Ortek
16. 3mb6onus
17. 3HponoaTeKaHue
18. BblcoKasa Temnepartypa
19. >Kenyno4yHo-KuLIEYHbIE OC/IOXHEHNSA
20. MouyenosnoBble OCMOXHEHUA (Hanpumep.

NLEMUSI, 3P03UST, (UCTYNbI, HefepXKaHue

MOYN, remMaTypus)
21. TemaToma (XvMpyprudeckas)
22. [leyeHo4Has HeLOCTATOUYHOCTb
23.  MmnoTeHuwms
24.  WNHpuumnposaHue
25.  JlnmcpaTnyeckme 0C/I0XKHEHUSA
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29. Prosthesis occlusion/stenosis 26.
30. Pseudoaneurysm, fistulas
31. Pulmonary complications 217,
32. Radiation complications 28.
33. Renal failure/renal insufficiency 29.
34. Stenosis of native vessel 30.
35. Surgical conversion to open surgery 3L
36. Vascular ~ access  site  complications 32.
occlusion/stenosis 33.
37. Vascular trauma
38. Wound complications 34.
35.
36.
3r.
38.

Cordis Cashel

HeBponiornyeckure oC/i0KHEHUA
(Hanpumep, OMHK, NMHMK)

Mapanny nnu napanapes
MocTUMNNaHTaUNOHHbIA CUHAPOM
OKKN031A/CTeHO3 NpoTesa
MceBpoaHeBpm3Ma, UCTY bI

JleroyHble 0CNOXXHEHUA

JlyyeBble 0CMOXKHeEHUSA

OTka3 noyek / noyeyHas
HefoCTaTOYHOCTb

CTeH03 HaTMBHOIO CyaHa

Mepexos K OTKPbITON XUPYPruyecKom
oriepauuu

OcCnoXXHeHUA cocyaucToro poctyna K
YyYacTKy M3-3a OKKJ/1H03UN/CTEHO3a
Tpasma cocyga

OcnoXkHeHUs B MecTe paspesa

Tab6nvnuya 1. Pasamepbl NpoTe3a aopTanbHOro buypkaynmoHHoro/ykasaHuma no nopbopy

pasmepos
Basic Diameter range of Introducer Internal
diameter of the aortic vessel sleeve working diameter of
the bifurcated  to be treated, mm length, cm / the delivery
graft, mm/ / Onana3soH [nvHa system /
BHeLLHWIA [AnameTpoB 060/104KMN BHyTpeHHWi
AnameTtp aopTasibHOro WHTPOLbHOCEPA, [vametp
pa3aBOeHHOro cocyfa ans cM CUCTEMbI
npoTesa, MM 06paboTKy, MM [oCTaBKuM
Fmm
22 17,0-19,9 54 13 4,3
26 20,0-22,9 54 13 4,3
30 23,0-26,9 54 13 4,3
34 27,0-31,0 54 15 4,3

External Ipsilateral length, Contralateral length,
diameter cm/ cm/

ofthe delivery [OnvHa [nvHa
system/ uncunatepasibHoli  KOHTpasiaTepasibHOM
BHeLUHWIA HOXKM, HOXKMU,
nametp cM cM
CUCTEMBI
[0CTaBKU
F MM

14 47 94 8,6

14 47 94 8,6

14 47 94 8,6

16 53 94 8,6

Tabnuuya 2. Pasmepbl npoTe3a noAB3g0WHOro/ykasaHmsa no nogbopy pasmMmepos

Diameter Diameter range Length Length of External
ofthe of the iliac ofthe the diameter of
limb, mm vessel to be limb, delivery the delivery
/ treated, cm/ system, system /
[nawetp, mm/ [nvHa, cm/ BHeLH®IA
npoTesa [wnanasoH npoTesa OnnHa onameTtp
MM [vameTpoB M CUCTEMbI CUCTEMbI
nozB3a0LLHOro [ocTaBKM [oCTaBKM
cocyga ansi M mm
F
06paboTKK, MM / Mm
10 7,0-8,9 8,2 77 12 40
10 7,0-8,9 10,1 77 12 4,0
10 7,0-8,9 12,0 77 12 4,0
10 7,0-8,9 13,8 77 12 4,0

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Internal Ipsilateral Contralateral
diameter of treatment length,  treatment length, mm
the delivery mm / /OnnHa

system/ [nvHa KOHTpanatepasibHol
BHYTpeHHWIA  nncunatepasbHON 06paboTKKM, MM

AnaveTp 06paboTkn, MM
CUCTEMBI
[0CTaBKU

mm
F / Mm
un 3,7 128-147 128-156
n 3,7 147-166 147-175
1 3,7 166-185 166-194
u 3,7 184-203 184-212
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Diameter Diameter range Length Length of External Internal Ipsilateral Contralateral
of the ofthe iliac of the the diameter of diameter of treatment length, treatment length, mm
limb, mm vessel to be limb, delivery the delivery the delivery mm/ / OnvHa
/ treated, cm/ system, system/ system/ [OnvHa KOHTpanaTepasibHol
[nameTp, mm/ [OnvHa, cm/ BHeluHwWii BHYTpeHHMIA  uncunaTepasbHon 06paboTKM, MM
npotesa [Jvana3oH npotesa [OnvHa avamveTp onametp 06paboTKu, MM
MM JvaveTpoB cM CUCTEMBI CUCTEMbI CUCTEMBI
noAB340LLHOro [0CTaBKM [0CTaBKU [0CTaBKU
cocypna ans M F mm F mm
06paboTKn, MM [/ MM / MM
13 9,0-10,9 8,2 77 12 4,0 1 3,7 128-147 128-156
13 9,0-10,9 10,1 77 12 4,0 1n 3,7 147-166 147-175
13 9,0-10,9 12,0 77 12 4,0 u 3,7 166-185 166-194
13 9,0-10,9 13,8 77 12 4,0 1u 3,7 184-203 184-212
16 11,0-13,9 8,2 77 12 4,0 n 3,7 128-147 128-156
16 11,0-13,9 10,1 77 12 4,0 u 3,7 147-166 147-175
16 11,0-13,9 12,0 77 12 4,0 u 3,7 166-185 166-194
16 11,0-13,9 13,8 77 12 4,0 u 3,7 184-203 184-212
20 14,0-17,9 8,2 77 12 4,0 u 3,7 128-147 128-156
20 14,0-17,9 10,1 77 12 4,0 1 3,7 147-166 147-175
20 14,0-17,9 12,0 77 12 4,0 u 3,7 166-185 166-194
20 14,0-17,9 13,8 77 12 4,0 u 3,7 184-203 184-212
24 18,0-22,0 10,1 77 13 4,3 12 4,0 147-166 147-175
24 18,0-22,0 12,0 77 13 4,3 12 4,0 166-185 166-194
24 18,0-22,0 13,8 77 13 43 12 4,0 184-203 184-212

Warning: BHumMmaHue!

Failure to comply with sizing HeBbINoNMHEHWE NPUBELEHHbIX B Tabnumue
requirements outlined in the table above Bbllle TpeboBaHMii K pasmepcll MOXKeT
may  result in  prostheses leaks, npMBecTM K MNOATEKaHWO  MpoTesa,
compromised flow, prostheses migration, HapyLUeHno KPOBOTOKa, CMeLLeHNIo
compromised long term device durability or npoTe3a,  HapyleHW  4AWTeNbHOCTHU

KOMMNEKTAUNA/THE DEVIVERY SET

INGRAFT AAA Stent-Graft System consists of:
1 Stenf-graft pre-installed into the delivery

other complication or adverse event.

system - 1pc.
2. Stent implant card - 1 pc.
3. Instruction for use - 1pc.

Cordis Cashel

CpoKa CnyXK6bl U APYF/Ll  OCNOXKHEHUSIM
WM HeXKeNaTeNbHbIM SBMEHNSM.

B cocTaB OfHOM YMakKoBKM CUCTEMbl CTEHT-

rpagta INCRAFT AAA BX0oauT:
1 CreHT-rpaT npegBapuTesibHO
YCTaHOBJ/IEHHbIN B CUCTEMY [OCTaBKU
- 1w
2. KapTouka umniaHTayum cteHTa - 1 Wr.
3. VIHCTpyKUMA MO NPUMEHEHNIO - 1 T,

CtpaHuua 18 uns 52
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CTepunusauusa, xpaHeHue n obpawieHune/
Sterilization, Storage and Handling:

. The package contents of the
INCRAFT AAA Stent Graft System have
been sterilized with ethylene oxide gas. The
system is provided sterile for single use
only. Do not resterilize any components of
the system.

. Use prior to the “Use By” date
specified on the package.

. Store the packaged INCRAFT AAA
Stent Graft System to avoid exposure to
extreme temperatures (below -40°C or
above 60°C) and humidity.

Caution:

. The black dottedpattern on the grey
temperature exposure indicator, located on
the pouch label, must be clearly visible as
shown below.

S

Do not use if the temperature exposure
indicator is completely black because the
unconstrained prosthesis diameter may have
been compromised, as illustrated below. A
completely black indicator signifies that the
product has been exposed to temperatures
out of an acceptable temperature range.
This indicates that the product should not
be used.

MpurogHo Anst ucnosnb3oBaHus /

OKfor use

. Cojep>Xnmoe ynakoBK/ CUCTEMbI
cTeHT-rpapta INCRAFT AAA
CTepuIN30BaHO 3TUIEHOKCMAOM. Cuctema
NpefoCcTaBNAeTCA CTEPUNIBHONM TONIbKO /1A
04HOPa3oBOro ncnonb3oBaHus. MNMoBTopHas
cTepunmsaums nobbIX KOMMNOHEHTOB
CUCTEMbI 3anpeLleHa.

. Vcnonb3oBaTth 0 UCTEYEHUSA CpoKa
rOAHOCTU, YKa3aHHOIo Ha yrnaKoBKe.

. Mpn XpaHeHUN ynakoBaHHOM
cuctembl cTeHT-rpagTa INCRAFT AAA
n3beranTe BO3AENCTBUSA IKCTPEMA/IbHBIX
TemnepaTyp (Hxe -40 °C v Bbiwe 60 °C) u
B/TXKHOCTMW.

Mpegynpe>XgeHue

. UepHblIii TOYEYHbIA PUCYHOK AOMKEH
ObITb OTYET/IMBO BUAEH HA CEpOM
VHAVKaTOpe TemnepaTypbl.
pacrnonoXXeHHOM Ha BHY TPeHHell ynakoBke.
Kak n300padkeHo HMKe.

HJ

|
Ecnu NHAMKATOP TemnepaTypbl
MOSIHOCTBID  YEpHbI, KaK MN300padKeHo

HWXKe, MCMo/b30BaTb MPOTE3  3amnpeLLeHo.
TaK Kak nrpu 3TOM ero fjuameTp B
PacKpbITOM  COCTOSIHUM MOXeT  He
COOTBETCTBOBATb 3as1B/IEHHOMY.
MONHOCTBIO YepHbIA MHAMKATOP YKas3blBaeT
Ha TO, 4TO Wu3denve  MoOABeprasochb
BO34eNCTBUIO Temnepartyp BHe
[JONYCTMMOro [AmanasoHa. JTO 03HauaeT.
YTO YCTPOMCTBO MCMNO/Ib30BaTh HeMb3s.

HenpurogHo ans ncnosnb3osaHuns/
Do not use
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Cordis Cashel

NMMMNNAOAHTAUNA NOAB3AOLLHOIO CEFMEHTA MPOTE3A B KAYHECTBE
noAB3AOWHOINO YANVUHWUTENA/ IMPLANT THE ILIAC LIMB PROSTHESIS

USED /15 ILIAC EXTENSION

Note:

Similar to iliac limbs, the amount of
overlap is adjustable, however, minimum
overlap is recommended as to prevent the
potential multiple overlap of the bifurcate
leg, iliac limb, and iliac extension, which
may result inflow restrictions.

Note:

When wusing iliac leg extension, the
minimum overlap varies by the iliac limb
size being extended as per the Table 3.

Tabnuuya 3.
Table 3

OuameTp yanMHaemoro
MOAB3O0LLIHOIO CerMeHTa, MM

[AnvHa  nofB3goLuHoro
CermMeHTa, NPUMeHAemMoro B

MpumeyaHue.

Mofo6HO MOAB3AOLUHLIM — CErMeHTaMm,
BE/IMUMHA MEPeKPbITUS peryimpyeTcs. Tem
He MeHee, PEKOMEHJ0BaHO MWHUMasIbHOe
MepekpblITVe C UEMblo  NpefoTBpaLLeHNs
BO3MOXKHbIX MHO>KEC TBEHHbIX
NEPEKPbITUA  BUYPKALIMOHHON  HOMKKN,
MOAB3LOLUHOIO CerMeHTa M MoAB340LLUHOMo
YWHATENS, Tak KaK 3TO MOXKET
MPMBECTU K HAPYLLIEHNIO KPOBOTOKA.

MpumeyaHue.

Mpy  1CNOMb30BaHUN  Y/IMHUTENIBHOTO
MozAB3L0LLHOI0 cerMeHTa BE/INYMHA
MVHUM&/IbHOrO MePeKpbITUS BapbupyeTCA
B 3aBMCUMOCTM OT pasmepa Y4/ IMHAEMOro
NofB3A0LLHOIO cermeHTa (cM. Tabnmuy 3).

YanmHeHve
(MakcvmasbHoe), MM

KavyeCTBeEYNIMHUTENA, CM

Limb Diameter being
extended (mm)

13

16

20

24

Length oflliac limb usedto
extend (cm)

8

10
12
14
8

10
12
14
8

10
12
14
8

10
12
14

(Maximum) Length
Extended (mm)
52

7
90
108
16
35
54
72
5
24
43
61
il
14
3
51
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Note:

If deploying the Iliac Limb Prosthesis
near the vascular access site, take extra
care to ensure that sheath remains
intravascular.

6. Under fluoroscopy, advance the lliac
Limb Delivery System beyond the targeted
deployment site but not beyond the
Maximum overlap marker of the aortic
bifurcate and pull back such that the
Extension (Limb) Cranial Edge

Marker is more cranial than three short
non-tapered z-stents (refer to Figure 8).

Cordis Cashel

MpumeyaHue.

Mpn  pa3BepThiBaHUM  MOAB3AOLLIHOMO
cermMeHTa MpoTes3a Bo3fe MecTa JocTyna
K cocyay cobnoganTe 0CobyH0
OCTOPOXKHOCTb, YTOObI MM/b3a OCTALLCh

BHY TPV COCYy/a.

6. lNop PEHTreHOCKOMNYECKNM
KOHTPO/1IEM MPOABMHbLTE CUCTEMY [OCTaBKU
MOAB3AOLIHOr0 CerMeHTa fJanee LesieBow
061aCTU PacKpbITUA, HO He Jasee Mapkepa
MaKC/MaJIbHOro NepekpbITUS aopTasibHOro
OM(ypKaLMOHHOrO  MmpoTe3a W 3aTem
NPOTAHUTE O00paTHO TaK, 4TOOblI MapKep
KpaHWa/IbHOTO  Kpas  YA/IMHUTENbHOro
(NoAB340LWHON0) CerMeHTa pPacronoXmusca
KpaHWasibHO oT LBYX KOPOTKUX
HEKOHYC000pasHbIX Z-06pa3HbIX CTEHTOB
(cm. PucyHok 8).

PucyHok 8. Pacnono><eHune yanMHUTENbHOI0 NOAB3A0LIHOMO cermeHT a/
Figure 8. Placementoflliac Limb Extension

Mapkep MUHUMaNbLHOIO
MepekpbiTnal/
Minimum Overlap E

LK

} KopoTkne HekoHuyeckne Z-o6pasHble
CTEHTbI/
Short Non-Tapered Z - Stents
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Cordis Cashel

Cunwmsonbl/ HanmeHoBaHue cumsona/

Symbols Symbol name
Caution: Federal (USA) Law Restricts This Device To Sale By Or On
The Order OfA Physician.

He ncnonb3oBath Npy NOBPeXAeHHOW yNnakoBke/
Do Not Use IfPackage Is Damaged
BHUMaHVe, 03HaKOMUTLCS C MHCTPYKUMSMUA 1O NPUMEHeHWo/
Caution, Consult Instructions For Use
AnwuporeHHo/
)K Non-Pyrogenic
MpefoxpaHATb OT BO3AECTBUA COMHEYHbIX Nyyeii/
Keep Away From Sunlight
3almiaTh OT BO3aeicTBms Bnaru/
Keep Dry
I BepxHuin n HXHWIA Npefen TemnepaTypbl/
Upper And Lower Limit Of Temperature
He cTepunn3oBatb NOBTOPHO/
Do Not Resterilize
(Tonu E) CTepunin3oBaHo 3TUNEHOKCUAOM/
Sterilized Using Ethylene Oxide
[aBneHwve B 6annoHe/
Balloon Pressure
OTW PekoMeHZyeMbIA NPOBO/IOYHbIN NMPOBOAHMK /
.018 Recommended Guidewire
PekoMeHA0BaHHbIN MHTpoAbtocep/
Recommended Catheter Sheath Introducer
[unamveTp 3anosHeHHOro 6asnoHa B MuinMmeTpax/
Inflated Balloon Diameter In Millimeters
[nviHa 6annoHa B caHTUmeTpax/
Balloon Length In Centimeters
Paboyast fi/iMHa KaTeTepa B caHTUmeTpax/
Usable Catheter Length In Centimeters

3Hak CE-mark, cooTBeTCTBME MPOAYKLUM TpeboBaHMSM eBPOMNENCKMX
CE pernameHTos/
CE mark, compliance ofdevice to European Regulations requirements
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MepeBo/ C aHTIMIACKOr0 A3bIKa Ha PYCCKMiA A3bIK

MepeBog, NeyarTein 1 WTaMmnoB Ha UHCTPYKLMK NO NpUMeHeHWto (Cuctema CTeHT-rpadra
INCRAFT AAA, B BapnaHTax UCMOSIHEHNSA)

/Ha othmumansHOM 61aHKe KomnaHun/
Kopauc Kawen
Kopauc Kawwen, Kawwnp Poyg, Kawen, Ko., Tuneppapu, VpnaHans
WHH: IE 9574526W, PernctpaunoHHblin Ne 424180

PykoBoauTe/lb 0TAeNna Kayectsa U HOPMOKOHTPONA
Hwkona Mappwu
/nognuce/

21 mapTa 2016 T.
/noanuce/

/nognwmcs/
Liramn: JO/Tb® Makl PAC

1 Onpg Botepdhopa Poya,

KnoHmen,

IMpadpctBO Tunnepapu, VpnaHans

["oCyaapCTBEHHDIA HOTapUYC

I"pachcTBa Tynnepapm

[MonHOMOUNS NOXKU3HEHHDBIE
Mevatb: Aonbth Maklpac, "ocyaapcTBeHHbI HoTapuyc IpadcTBa Tnnepspm

Kopauc Kawen, Kawnp Poya, Kawen, Ko., Tuneppapu, VpnaHausa
WHH: 1E 9574526W, PernctpaunoHHbIii Ne 424180

MepeBog, BbINOHEH NEPEBOAUMKOM

Yumnoew EneHol AHATONIbEBHON.
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ropof Mocksa.
Ll ecToro anpens fABe TbiCAYM LWIECTHAALATOro roga.

A, AkumoB [ne6 bopucoBu4y, HoTapuyc ropoga MOCKBbI, CBUAETENbLCTBYIO

NOAMIMHHOCTbL MOAMWUCK, CAENAaHHON NepeBogYMKOM Uumnoew EneHoil AHaATONbEBHOIA

B MOEM MNPUCYTCTBUU. JINUHOCTbL €@ yCTaHOBJ/IeHa.

3apernctpmpoBaHo B peecTpe 3a Ne J

B3bickaHo no Tapugy; 100 pyb6nei
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