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HanmeHoBaHMe  MeAULMHCKOIO
n3genna/ Name of medical device

CsegeHuns 0 npounssoguTene
MeLNLNHCKOTI0 n3genuvs
(HanmeHOBaHwe, agpec
MEeCTOHaxX0XAeHWA, NOYTOBbIN
agpec, TesepOH, ajpec MecTa
npounssoacTaa)/ Information
about manufacturer of medical

device (name, location address,
mailing address, phone number,
address of place of production)

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

Regulatoi
Lifetech SCT&ftific (b.

Dec. 12,20

TexHunyeckune aaHHble/ Technical details
CucTema cTeHT-rpadTa Ankura Ankura Stent Graft System

PA3SPABOTYMK
Lifetech Scientific (Shenzhen) Co., Ltd

«Jlanthtek CalieHTUdMK (LLIsHbYWK3HL) Ko., [1Ta.»,
Floor 1-5, Cybio Electronic Building, Langshan 2nd Street, North Area of High-Tech Park, Nanshan
District, Shenzhen, 518057, China E-mail: cs@lifetechmed.com

NMPON3BOANTENDb

Lifetech Scientific (Shenzhen) Co., Ltd

«Jlanthtek CalieHTNnK (LUsHbYX3HBL) Ko., /1Ta.»,

Floor 1-5, Cybio Electronic Building, Langshan 2nd Street, North Area of High-Tech Park, Nanshan
District, Shenzhen, 518057, China E-mail: cs@ lifetechmed.com

Ten.: +86 755 86026250

dakc: +86 755 86026251

YNONHOMOYEHHbIN npeacTaBuTesib nponssoanTens / Authorized Representative of Manufacti®rer-
LifeTech Scientific (Europe) Cooperatief U.A ‘
Kruisdonk 64, 6222 PH Maastricht, The Netherlands

KO puanyeckoe NMLLO, Ha MMA KOTOPOT0 MOXeT 6bITb BbI4AHO perucTpaymoHHoe ygoctosepeHune/ Legal
person in whose name may be issued the certificate of registration (name, address, tel, fax, e-mail,
website)

Lifetech Scientific (Shenzhen) Co., Ltd




HasHayeHne MeANLMNHCKOro
nsgennal/ Prescription of a medical
device

MokasaHWA K npumeHeHunto /
Indications for use
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«NaripTek CaneHTUPUK (LLU3HbYWKIHL) Ko., TT4.»,

Floor 1-5, Cyblo Electronic Building, Langshan 2nd Street, North Area of HI1 ~ecb Park blancb.»
District, Shenzhen, 518057, China E-mail: cs@lifetechmed.com

Apfpeca MecT npoussoacTBa meanumHckoro msgenuns/ Addresses of manufacturing facility  of

medical device

Floor 1-5, Cybio Electronic Building, Langshan 2nd Street, North Area of High-Tech Park, Nanshan

District, Shenzhen, 518057, China

YNOMHOMOYEHHbIN npeAcTaBuTeNb nNpoussBoauTens B Poccum / Authorized Representative of

Manufacturer in Russia

00O «KomnaHua «buBwu» [ Company BW, EEC

129085, Mockasa, MNMpocnekTt mupa 10 Icl komHata 17 (ogpuc 306a) (TeneoH +7(499)281-67-68)
129085, Moscow, Prospect Mira 101, bid. 1space 17 (office 306a), phone +7(499)281-67-68

Cuctembl AAA, AUI, CUFF cteHT-rpadTa, Ankura c
CUCTEMON J0CTaBKMW MoKaszaHa K NPUMeHeHU0 AN
3HA0BACKY/IAPHOIO IeYeHNs NauneHToB C aHeBPU3MOI
OPIOLLIHONM aopThl.

Cuctema TAA cTeHT-rpagTa Ankura nokasaHa gns
npefHasHavyeHa 45 3HLO0BACKY/ISAPHOTO SleYeHns
nauneHTOB C aHEBPM3MOI FPYAHOI aopThbl UK
pacc/0eHNEM TPYAHOW aopTbl.

[ns npogeccnoHanbHOro NCNoab30BaHMS.

Cuctema cTeHT-rpagta. Ankura AAA n CUFF c cuctemoit
[OCTaBKM MNOKaszaHa K MNPUMEHEHWUIO [18  3HAOBACKYNSAPHOro
NeYeHUs nNauMeHTOB C aHeBPWU3MON OpPIOLIHOW aopTbl, npw
HaMumu:

. Mopxopswero cocyga pAana  poctyna  (6egpeHHast
apTepus/NoAB3A0LLIHAA apTepus), COBMECTUMOrO C NPUMEHSEMON
CUCTEMOIA JOCTaBKM.

. [1VHbI NPOKCMMAaNbHOW LUEKN aopThl 6e3 aHeBPU3MbI
>15 Mm.

Ankura AAA, AUI, CUFF Stent Graft Systems are
indicated for endovascular repair of patients with
abdominal aortic aneurysms.

Ankura TAA Stent Graft System is indicated for
endovascular repair of patients with thoracic aortic
aneurysms or thoracic aortic dissection.

For professional use.
Ankura AAA and CUFF Stent Graft System is indicated. »

endovascular repair of patients with abdominal__

aneurysms, requiring: N
. Adequate iliac/femoral access vessel A
compatible with the required delivery system

. Non-aneurysmal proximal

>15mm. J

* Non-aneurysmal pro*

18-32mm.
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. [OvameTpa Wweiku aopTbl 6e3 aHeBpPU3MbI B AnanasoHe oT
18 no 32 Mm.

. Yron NPpoOKCMManbHO LLIEAKK aopTbl <60°.

. 30HbI AMCTaIbHOr0 KpernieHUs NOAB3LOLUHON apTepum
>15 mm.

. [unctanbHoro AvameTtpa NoAB3A0LLUHOM apTepumn 8-22 MMm.
. Mogxofswero anda  3HAOBACKYNAPHOrO  JIEYEHUS

aHaTOMMYeCKOro CTPOeHWS.
Cuctema cteHT-rpagta Ankara AUI. C cucTeMOin [OCTaBKM
nokasaHa K NMPUMEHEHWNIO B C/lyYae 3HLOBACKY/NSPHOMO /le4eHms
MaUueHTOB C aHEBPU3MOI GPIOLLIHOW aopTbl, MPX HAINUNK:

. Mogxogdwero cocygja pnd  poctyna  (6eapeHHast
apTepus/nNoaB3aoLLHas apTepusl), COBMECTUMOTO C NMPUMEHSEMO
CUCTEMOIA AOCTaBKMW.

. [NVHbI NPOKCUMaNbHOM LLeKM aopTbl 6e3 aHeBpU3Mbl
>15 mm.

. [vawveTtpa Wweikn aopTbl 6e3 aHeBpPU3MbI B AyanasoHe OT
18 0o 32 Mm

. Yron npoKCMMasibHOM LUerKu aopTbl <60°

. 30HbI AWCTaNIbHOrO KPErseHns MOoAB3AO0LLHOM apTepun
>15 mm.

. [ucTanbHOro AvameTtpa nogg3fowlHor aptepun 10-16
MM.

. MoaxofAawero [Ans  3HAOBACKYNAPHOrO  JIeYeHus

aHaTOMMYECKOr 0 CTPOEHMS.
Cuctema cteHT-rpahta Ankara TAA npefHa3HadeHa A9
9HA0BACKY/IAPHOI0 /IeYeHMS MaUMEeHTOB C aHEBPU3MON TpyaHOA
aopTbl UM PACCNOEHNEM TPYAHOIA a0PTbl, NPU HAUYUN:

. Moaxogdwero cocyga pAna  pgoctyna  (6eppeHHas
apTepus/NoAB3AoLLIHasA apTepus), COBMECTUMOIO C NPUMEHSEMON
CUCTEMOI [OCTaBKM.

. [NvHbI NPOKCUMa/IbHOW LIEKM aopTbl 6e3 aHeBpU3Mbl
>1,5 cm.

lal av,,
iliac artery
Distal iliac artery diameter
¢ Morphology suitable for endoya”cW
Ankura AUI Stent Graft with deliv™ ™, My-triiM
endoyascular ..repair of patientr~~dth”~h;~"
aneurysms, requiring:

. Adequate iliac/femoral access yessel that g
compatible with the required deliyery system.

. Non-aneurysmal proximal aortic neck length
>15mm.

. Non-aneurysmal proximal aortic neck diameter of
18-32mm.

. Proximal aortic neck angulation < 60°.

. Distal iliac artery anchorage zone > 15mm.

¢ Distal iliac artery diameter of 10-16mm.

. Morphology suitable for endoyascular repair.
Ankura TAA Stent Graft System is indicated for

endoyascular repair of patients with thoracic aortic
aneurysms or thoracic aortic dissection, requiring:

. Adequate iliac/femoral access yessel that is
compatible with the required deliyery system.

. Non-aneurysmal aortic proximal neck
length>1.5¢cm.

. Non-aneurysmal aortic  distal anchorage
zone>1.5cm.

. Non-aneurysmal aortic diameter in the range of 18-
42mm.

. Morphology suitable for endoyabcular repair.

Additional considerations for patient selection include:
¢ Patient’s age and life expectancy;
¢ Co-morbidities (e.g., cardiac, pulmonary or renal



MNpoTmnBONOKa3aHUA
Contraindications
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30Hbl AMCTaNbHOTO KpenseHus aopTbl 6e3 aHeBPM3MbI

>1,5 cm.

. [namveTpa aopTbl 6€3 aHeBPU3MbI B inana3oHe oT 18 1o 42
MM.

o Moagxopnauiero ansa 3HAO0BACKY/IAPHOTIO neyeHus

aHaTOMWYEeCKOro CTpoeHuns.

LJononHuTenbHble TpeboBaHWA Npu oT60pe NayMeHTOB:
. Bo3pacT nauveHTa U 0Xujaemass NPOAO/DKUTENbHOCTb
KU3HU.

. ConyTcTBylOUW e 3a6oneBaHus (Hanpumep, cepaevHas,
neroyHas UWAM  No4yeyHass HeAOCTATOYHOCTb [0 ONepauwuu,
naTo/orMyeckoe 0XXKuUpeHue).

. MepeHocuMoCcTb 06WLeli, MPOBOAHMKOBOMW WAN MECTHOW
aHecTe3nwu.

OKOHYaTe/IbHOE pelLeHne MPUHMMAKT Bpay U NaLueHT.

Wcnonbsosanue  CTeHT-rpagra__ Ankura-------- AAA ----CUFF
MPOTMBOMOKA3aHO M5 NaLWeHTOB:

C 0oCTpoli CUCTEMHOIN NH(EKLMEA.
. C OpbhkeeyHbIM KpOBOOOpALLEHWEM, B  OCHOBHOM
OCYLLECTBNSEMBIM 3a CHET HUDKHEN BPbKEEYHON apTepun.
. C po6aBOYHOM MOYEYHOW apTepueli  OT  OPHOLLHON
apTepum.
. C annepruyeckMy peakLmaMi Ha n3genve.
. C aHaTOMWYeCKMM CTPOEHMEM COCY/0B, He MOAXOAALLMM
[)19 3H0BACKY/IAPHOIO JIeYeHWS.

. C HenepeHOCMMOCTBbIO  KOHTPACTHbIX  BELEeCTB U3-3a
MOYEYHOIN HEOCTATOYHOCTH.

. C anneprumeit Ha KOHTPaCTHbIE BELLECTBA.

. C TpOM6OM B LLEIKE aHEBPU3MbI.

insufficiency prior to sur”ry, morbi”obesity);

¢ Toleration to the general, regional or local
anesthesia;

The final decision is at the discretion of the physician
and patient.

The Ankura AAA, CUFF Stent Graft is contraindicated in:

+ Patients with acute systemic infection;
. Patients with mesenteric blood flow mainly supplie
by the inferior mesenteric artery;
. Patients with accessory renal artery original froi
abdominal artery;
. Patients who have allergic reaction to the device;
. Patients who are not suitable for endovascular repa
in vascular morphology;
. Patients who can not tolerate contrast agents”®i”
renal insufficiency;
. Patients who are allergic to contrasj[/"_‘l;’}’\
. Aneurysms neck with thrombu™ =~ —S""'A
. Non-aneiirysmal proxiiw™~ AN A
<15mm.

N\
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. C A/IMHOW MPOKCUMAaNbHOM LIENKy aopTbl 6€3 aHeBPU3MbI
<15 mm.

. C amameTpom aopThl 6e3 aHeBpu3Mbl <18 1 >32 MMm.

. C yrnom npoKcMMasibHOM ek aopTbl> 60°.

. C 30HOV AMCTaNIbHOrO KpenaeHns NoAB3A0LLIHON apTepum
<15 Mm.

. C gmameTpoM MoAB3LO0LUHONM apTepun < 8 nam >22 M.

Wcnonb3oBaHue cTeHT-rpadta Ankara AUl npoTyBOMOKa3aHo
AN19 NaLUneHTOB:

. C 0oCTpOIi CUCTEMHOI MH(EKLIMENA.

. C O6pbbKeeyHbIM  KPOBOOOpALLEHNEM, B OCHOBHOM
OCYLLECTBNSEMbIM 32 CHET HWKHEN OPbIKEEUHON apTepun.

. C [06aBOYHON MOYEYHOW apTepueld OT  GPHOLLHON
aprepum.

. C annepruyeckMmmn peakumsaMmn Ha usgenmve.

. C aHaTOMMYECKVM CTPOEHMEM COCYZO0B, He MOAXOAALLMM
[N19 3HJ0BACKY/IAPHOIO JIeYeHWS.

. C HenepeHOCMMOCTbIO KOHTPaCTHbIX BELLECTB U3-3a
MOYEYHOIN HEAOCTAaTOYHOCTH.

. C annepruein Ha KOHTpPaCTHbIE BeLLEeCTBa.

. C TpOM6OM B LLIEIKE aHEBPU3MDbI.

. C ANVHOI NPOKCUMAbHON LLERKN aopTbl 63 aHEBPU3MbI
<15 Mm.

. C amameTpoMm aopTbl 6e3 aHeBpU3Mbl <18 1 >32 MMm.

. C yrnom npoKcUManbHOM Leinku aopTbl >60°

. C 30HOW AMCTaNbHOTO KpPenseHns NoAB3A0LWHON apTepui
<15 mm.

. C gnameTpom noagsgoLHomn aptepun < 10 nam >16 mm

Wcnonb3oBaHue cteHT-rpadra Ankura TAA npoTMBOMOKa3aHO
419 NaLUVeHToB:
. C 0oCTpoli CUCTEMHOIA MH(EKLEN;

%

Proximal aorticneck”~gu,™/ \ %

Distal Iliac artery anchorage zon>"'

Distal ihac artery diameter <8mm or >23 % %
The Ankura AUI Stent Graft is ‘c

Patients with acute systemic infection;

. Patients with mesenteric blood flow mainly
supplied by the inferior mesenteric artery;
¢ Patients with accessory renal artery original from
abdominal artery;
¢ Patients who have allergic reaction to the device;
¢ Patients who are not suitable,for endovascular
repair in vascular morphology;
. Patients who can not tolerate contrast agents due to
renal insufficiency;
¢ Patients who are allergic to contrast agents;
. Aneurysms neckwith thrombus.
. Non-aneurysmal proximal aortic neck length
<15mm.
. Non-aneurysmal proximal aortic neck diameter
<18mm or >32mm.
* Proximal aortic neck angulation > 60°.
. Distal iliac artery anchorage zone <15mm.
. Distal iliac artery diameter <10mm or > 16mm.
The Ankura TAA Stent Graft is contraindicated in:
. Patients with acute systemic infection.
. Patients with mesenteric blood flow mainly
supplied by the inferior mesenteric artery;
. Patients who have allergic reaction to the device;
. Patients who are not suitable for endovascular
repair in vascular morphology;
. Patients who can not tolerate contrast agents due to



B03MOXHble Nob6oYHble fencTBuA/
Potential side effects
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. C OpbbkeeyHbIM  KpoBOOOpaLleHWeM, B OCHOBHOM
OCYLLIECTB/ISIEMbIM 32 CHET HIDKHEN GPbKeeUHO apTepuu;

. C annepruyeckummn peakumsamMn Ha Usgenme;

. C aHaTOMMYECKVM CTPOEHMEM COCYL0B, HE MOAXOAALLM
[J151 3H0BACKYNAPHOI O /leYeHUs;

. C HenepeHOCUMOCTbIHD KOHTPACTHbIX BeLeCTB M3-3a
MOYEYHOW HeJoCTaTOuHOCTH;

. C annepruein Ha KOHTPAaCTHbIE BELLECTBa;

. C TpoM6OM B LLEIKe aHEBPU3MbI;

. C ANMHOIA NPOKCMMASTbHOM LUEMKN aopThl 63 aHEBPU3MbI
<15 cm;

. C 30HOI ANCTaNbHOrO KpenjeHus aopTbl 6e3 aHeBPU3MbI
<1,5 cm;

. C amameTpom aopThl 6e3 aHeBpu3Mbl <18 1 >42 mMm.
HexxenaTenbHble  ABIEHUS, CBSi3aHHble C  MCMO/b30BaHWEM

cucTembl  cTeHT-rpadpta  Ankura,  BK/IOYaOT, HO  He
OrpaHNYMBatOTCA ClefyHoLWUM:

y YBenvyeHve aHeBpu3Mbl

y Pa3pbIB cocyfa/aHeBpU3Mbl

. ApTepua/ibHbIA - MM BEHO3HbI  TPOM6O03  (BK/IHOYas
TpPom603 1 3MBONN3ALINIO)

g MoBpexxaeHre apTepun

y Mpokon apTepuu

. ApTepnoBeHo3Has uCTyna Un NncesgoaHeBpusMa

. KposoTeyeHune/remaToma

. OCNOXHEHWS CO CTOPOHbI KMLLIEYHMKA

. CeppeyHas HeloCTaTOUYHOCTL/UHDaPKT

. Mepexof K OTKPbITOMY XMPYPrmyecKOMy BMeELLIATENIbCTBY
. CmepTe/bHbIV Ucxos,

y Otek

. MHbekups

renal insufficiency;

. Patients who are allergic to contrast agents;

. Aneurysms neck with thrombus.

. Non-aneurysmal aortic proximal neck length
<1.5cm.

. Non-aneurysmal aortic distal anchorage zone
<1.5cm

. Non-aneurysmal aortic  diameter  <18mm
or >42mm.

Adverse events associated with use ofthe Ankura Stent
Graft System include, but are not limited to the following:

Aneurysms enlargement

Aneurysms/vessel rupture

Avrterial or venous thrombosis (including thrombosis
and embolization)

Avrterial damage

Arterial perforation

Arteriovenous fistula or pseudoaneurysm

Bleeding/Hematoma

Bowel complications

Cardiac failure/Infarction

Conversion to open surgery

Death

Edema

Erectile dysfunction, .

Infection

i s 2



Ycnosus Use

Conditions

npumeHeHuns/
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. HeBponornyeckoe  NOBpPeXAeHWe,  MEeCTHOe  WIn
CUCTEMHOe (Hanpumep, UHCYNLT, Naparnierns, napanapes).

. OCNOXHEHUs CO CTOPOHBbI Nerknx

. HapyLueHue NOYeYHbIX hyHKUMIA/NoYeYHas
He0CTaTOYHOCTb

. OCNoXXHEHUs, CBSAi3aHHble C paHoil, K nocnegytouime
CONyTCTBYHOLLME NPOGNEMbI

. OcCnoXKHeHus, CBA3aHHbIE C U3LENNeM:

TpyLHOCTW C BHEAPEHUEM U U3BIEYEHNEM
TpyaHOCTY € OTKpensieHnem
HeBO3MOXXHOCTb pacKpbITUA
HenpasunibHoe pasmeLleHve
JHfonoaTeKaHne

CwmelLeHMe CTeHTa

lMonomka cTeHTa

PaspbiB MmaTepuana rpafra

3posua

Tpom603 nnm ambonmn3aums CTeHTa

* & &6 O 6 o O o o o

Cuctema  cTeHT-rpaita  Ankura  3KcnayaTtupyetcs B
OMepaLyOHHbIX YC/IOBUAX CNeLuabHO 06yYeHHbIM NepcoHasIoM.
Temnepatypa OKpyXatowlein cpefbl 25+10°C; OTHOCUTENbHAS
BnaxHocTb 30-75%; aTmocepHoe gasneHune 40-106 Kla.
CTeHT-rpaT MMNIaHTUPYETCHA BO BHYTPEHHIOK Cpesy
opraHusma v aKkcnayarmpyetcs npu temnepartype 32-42 °C,
BnaxxHocTn 100%.

. MoaroTtoBKa n3genms

. [vameTp cTeHT-rpata NpegnovTUTeNbHO NOA6MpaeTcs,
NCXoAa M3 pasMepa BHYTPEHHEro, a He BHELUHEero Auamerpa
cocyda. HenpaBunbHO MoAOGpaHHbIA pasvep M3Aenuss MOXeT
NPVBECTY K 3HAOMOATEKAHMIO W/ CMELLIEHNIO CTEHT-rpagTa. Kak

paraplegia granaresis)

. Pulmonary complications

. Renal function insufficiency/ki®
. Wound complications and
problems

. Device complications due to:
Insertion and removal difficulties
Release difficulties

Failure to deploy

Inaccurate placement

Endoleak

Stent migration

Stent fracture

Rupture of graft material

Erosion

Stent thrombosis or embolization

subsequei

* & & & O O o o o o

The Ankura stent-graft system is operated under operating
conditions by specially trained personnel.

Ambient temperature 25 + 10°C; Relative humidity 30-
75%; Atmospheric pressure 40-106 kPa.

The stent-graft is implanted into the internal environment of
the body and is operated at a temperature of 32-42 °C,
humidity 100%.

. Products preparation

. The Stent Graft diameter should be selected by the
vessel inner diameter ,and not outer diameter. Selecting an
improper size of device may result in endoleak or stent-graft
migration. Generally, the diameter of Stent Graft selected
should be 11 to 1.2 times larger than the landing zone vessel
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MPOTOKO/MA, BbIGPAHHOTO NEYEOHBIM YUPEXJEHWEM U BpauoM.
Ecnv  npoTvBOMOKasaH renapuH, Heo6X0AyMMO  MCMOoMb30BaThb
aNbTEpPHATUBHbIA aHTUKOAryNsHT.

Knaccnpmnkayma megnumnHckoro nigenua/ Classification

Knacc B 3aBUCUMOCTM OT MOTEHLMNA/IbHOrO pUCKa NMPUMEHEHUS MeAULUHCKOTO N34eNuns, B
COOTBETCTBMU C HOMeHKNaTypHOI Knaccugukaumein/ Class depending on the potential risk
of a medical device, in accordance with the nomenclature classification

Knacc anieKTpobesonacHoCTH,
nasepHoir 6e30MacHOCTN U APYrux
BMAOB onacHocTel (npu Hanuuun)/
Class of electrical safety, laser
safety, and other types of hazards

(if any)

Bug KOHTakTa ¢ OpraHmsmMom
yenoseka/ Patient Contact
OnuncaHne NpNHUUNOB, Ha
KOTOPbIX OCHOBaHa paboTa
MeAUUNHCKOro N3genns, n nx
oco6eHHocTu/ Principles of
Operation of medical device and
their features
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He npumeHnm

MOCTOAHHbBIA WAW ANUTENbHbLIA KOHTaKT C KPOBbHO U
nmmagoi (MmnnaHTupyemoe nsgenue)
Cuctema cTeHT-rpathta Ankura BkntoyaeT B cebs:
. CteHT-rpaTbl Ankura.

. Cuctemy goctaBku, Ankura.

Cuctema  cTeHT-rpapta Ankura  npejBapuTenbHO
3arpy>eHa B CUCTEMY [OCTaBKW. 3arpyXeHHas cuctema
[OCTaBKM  yCTaHaB/MBAeTCA BHYTpPb cocyfa u4epe3
6eipeHHYI0 WM NOAB3AOLWHYK apTepuu, 3aTem
npoABuraeTca No COCYAWCTOM cucTeme nauueHTa AN1s
[LLOCTaBKU CTeHT-rpagTa Ha MecTo yCTaHOBKU.

V 4.V °o -V om
% b- N O_l /\.

1 4% IA4I

> g 4>

of medical device

Not applicable

Permanent or prolonged contact with the blood and
lymph (Implantable product)
The Ankura Stent Graft System includes:

e The Ankura Stent Grafts

* The Ankura Delivery System

The Ankura Stent Graft is pre-loaded into the Delivery
System. The loaded delivery system is inserted
endoluminally via the femoral or iliac artery and tracked
through the patient’s vasculature to deliver the stent graft
to the target site
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CrteHT-rpagTel, ucnons3yemole 8 AAA, CUFF cucrteme
Ankura, ABNAOTCA MOALY/bHBIMW W COCTOAT U3 Tpex
KOMMNOHEHTOB - ofgHoro AAA, CUFF cTeHT-rpagt
Ankura, ©n ABYX [LOMOJIHUTE/NIbHbIX MOAB3AOLIHbIX
KomnoHeHToB Ankura. Kaxgblli KOMNOHEHT BBOAUTCA B
COCYAUCTYHO CUCTEMY NaLMeHTa OTAeSIbHO.

CteHT-rpatht Ankura npeactaBnser coboil  TpyobKy,
coctoaryyto 13 nMTPI3-nneHKU, NOLAEPXKNBAEMON
MeTa//IMYeCKOW CeTKOM -  cTeHTOM. KOHTpacTHble
MapKepbl PUKCMpPOBaHbI Ha CTeHTe. ['padT, npescrasnseT
CO60/  yNbTPAaTOHKWIA  WCKYCCTBEHHbIA  COCYAMCTbINA
maTepuan, NPUKpPenaeHHbIn K CTEHTY 6e3 MCMo/b30BaHUs
LWOBHbIX MaTepuanos, KOTOPbIA CNOCO6GEH M301MPOBATb
aHeBpU3MYy OT TOKa KposBu. Martepuan Kkpenye, 4em
ocnabneHHasa apTepusi, 4TO obecneymBaeT ABMXKEHUE
KpoBoTOoKa 6e3 paBfeHUs Ha aHeBpusmy. CTeHT
obecneynBaeT CcTabubHOE W paclwupsloLwwee ycuave ang
packpbITUs rpagra.

(b) CTeHT-rpajr Ankura AUI

O-oflpuwMM uapcep 8-06pasHblii M pnp

RY, ninn

W Vv

\N\i —CoepunaTyan wike

NN

J—0-

\NJ
\m

M

I ft|*AV -06p*SH M ii mapkep

ST

graft com

Ankura C

of one AAA,

Grafts. Each componentisin”r~?2”2

patient’s vascular systbm. The A

tube composed of ePTFE film supported

called a stent. The mark points are fixed on HHA

graft which is ultrathin artificial vascular materiaTf A" |
to the stent without suture, can isolate aneurysm
blood, and it is stronger than the weakened artery andTt
allows the blood to pass through it without pushing on the
bulge. The stent can provide stabile and expansionary
force necessary to open the graft.

(©) Ankura AUI Stent Graft _
A view IKL B view
o-shaped merk point “8-shaped mark point
A WV B i
Wy
\I\I\J"connecting BR
m
m
M

shaped mark point

ull



CteHT-rpatT Ankura AUl npegctasnseT coboit TpyoKy, The Ankura AUI stent graft is a tube compos®

cocToAwyo n3 NMATDI-NNeHKN, NOLAEPXKUBAEMON film supported by a metal mesh called a to the
MeTaNIN4YeCcKOn CeTKOW - CTeHTOM. [padr, which is ultrathin artificial vascular material ~ blood,
npegcTaBnatoWmMiA coboin yNbTPaTOHKMIA UCKYCCTBEHHBIN  stent without suture, can isolate aneurysm allows
BaCKY/NAPHbIA MaTepuan, NPpUKPeneHHbIn K CTeHTY 6e3 and it is stronger than the weakened artery » bulge,
NCNoNb30BaHUA WOBHbLIX MaTepuanos, cnocobeH the blood to pass through it without pushing force
N3011MpOBaTb aHEBPU3MY OT KPOBU; NPOTE3 Kpenye, Yem The stent can provide stabile and expansi
ocnabnieHHas apTepus, U 06ecneynBaeT ABUXKEHNE necessary to open the graft.

KPOBOTOKa 6e3 AaB/eHNs Ha CTEHKY paclUMpPeHHOro
cocyga. CTEHT MOXeT 06ecneunTb CTabuIbHOE U
paclupstoLLee ycunme, He06X0ANMOE AN PacKpbITUS

rpadra.
(r) CteHT-rpadt Ankura TAA (d) Ankura TAA Stent Graft s vier
Ayiew o
o-shaped mark point "8-shaped mr'i
0-06pB«Hb I McOKep A j-l\l A \ / W
v/ W Vv mH7"A “MggER =~ VWA
N1y iwm An
Tnl WwN
LN WA/
WA/
VW WV
VW (1AY

AN WV

A\
—V-o6i>ftgKwn uapiep V-shaped mark

. The Ankura TAA stent graft is
CreHT-Tpat AnkuraTAA npeacTaBnseT cobont TpYOKY,  epTEE film supported by a metal

cocTosAwyo 13 NMTPIS-nieHK, NoALepXNBaeMOii mark points are fixed on the
METas/INYeCKO CETKOM - CTEHTOM. PEHTIeHKOHTPACTHbIE  |trathin artificial vascular ™
MapKepbl (OUKCUPOBaHbl Ha CTeHTe. padT, without suture. can isol™

npeAcTaBNALWMNA cCOBOMA YNbTPATOHKUIA NCKYCCTBEHHbIN stronger than thejj
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COCYAMCTbIA MaTepman n NPUKpenneH K CTeHTY 6e3
MCNONb30BaHMA LWOBHbLIX MaTepManoB, CNOCobeH
13011MpoBaTb aHEBPU3MY OT [aBfIEHNSA KPOBU; NPOTE3
Kpenue, 4eM ocnabneHHas apTepus, n obeenevynBaeT
ABMXEHME KPpOBOTOKa 6€3 jaBNeHNs Ha CTEHKY
pacwunpeHHoro cocyga. CTeHT MOXeT 06ecneymnTb

cTabubHOe U paclumpsitoLiee ycunme, Heob6xogumoe s

packpbITMA rpadTa.

Cuctema goctaBku, Ankura (AAA, AUI, TAA,
CUFF)

9 o

U@ 6 w

(@) Cuctema goctaBkn Ankura (cTeHT-rpagt AAA, AUI,
TAA)

00 0 "6
G
(b) Cuctema goctaBku Ankura (cteHT-rpadpT CUFF)
. KOHMYecknin HakoHeYHUK (1rna)
. Mapkep
MpoKcuManbHbIA hukcaTop
. FToOKpbITUE CTEHT-TpaTa
BHyTpeHHWI1 npoceeT
HenoasmxHasa yacTb
. MpoBogHNK
. MNepegHaAs pykoaTka

O~NOO A WN R

can provicraabile
open the graft.

Ankura Delivery System (AAA, AUI, TAA, CUFF)
® P 9 0

® @

(a) Ankura Delivery System (AAA, AUI, TAA Stent
Graft)

(b) Ankura Delivery System (CUFF Stent Graft)
Tapered Tip

Markband

Proximal Anchor

Stent Graft

limer Tube

immobile Pole

Sheath

Front Grip

O NOUTRWDN
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B03M0OXHOCTb 1 Cnocobbl
WHTErpupoBaHuna ¢ gpyrumm
MegnUMHCKUMU nagenuamm / The
possibility and ways of
integrating with other medical
devices (device compatibility)

KOHCTPYKLUNA W BHEWHWA BUA,
(oTorpacms mnm mnsobpaxeHue,
obuiasn cxema  (6bnok-cxema)/
Design and appearance, photo
and/or image, the General Scheme
(flowchart)
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Heobxoanmble maTepuasbl

¢

CaepxkecTkuin  nposogHuk 0,0354t01Mma/260cM;
Hanprmep, CBEPXXKECTKUIA MPOBOAHMK  Surpass,
CBEPXXKECTKMIA NPOBOAHUK Amplatz unm aHanoru;
®ntoopockon c OYHKLMAMM LM poBOI
aHruorpaguu;
AHruorpahmyeckuin
Karertep;
KoHTpacTHOe BeLLecTBo;

LLInpuy, 4719 BLICOKOTO AaB/IeHNS;
"enapyHU3NPOBaHHbIA (hrn3nonornyeckuii

KaTeTep W MapKepHbIi

Materials requii
0.03577260cm
Surpass Super Stiff
Guidewire or comparable. \
Multi-plane fluoroscopic imaging
Angiographic sheath and marker sheath-
Contrast agent;
High pressure syringe;
Heparinized saline solution;
Any other devices required by the physician for the
procedure (including devices used for femoral artery

PacTBop; . dissection).
Mpoune YCTPOICTBA, He0b6XOAMMblE Bpadvy /14
npoBeseHns onepauymn (BKIKOYas yCTPOKMCTBA AN
paccnoeHusi 6epeHHOIn apTepum);
Ankura AAA
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Ankura AUI

Ankara TAA
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Package
YnakoBka
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Martepunansil, n3 KOTOpPbIX

N3roTOBJIEHO mMeguuunHckoe CTteHT-rpadT Ankura npegcraenset coboi Tpy6Ky, The Ankura Stent Graft is a tube composed of ePTFE
n3genvie NN ero OCHOBHbIe YacTU  COCTOALLY U3 NI TP I3-nneHKN, NoALeP>KMBAEMON film supported by a metal mesh called a stent. The mark
(B TOM umncne maTepuanbl YacTel MeTaIMYEeCKON CETKOM - cTeHTOM. KOHTpacTHble points are fixed on the stent. The graft which is ultrathin
MEeANLMHCKOI0 U3Jenuns, KoTopble MapKepbl (OMKCMPOBaHbl Ha CTeHTe. padr, artificial vascular material fixed to the stent without
MCNONb3YIOTCA B KOHTaKTe C MNpefcTaBnseT cob60i yNnbTpaToOHKMNIA NCKYCCTBEHHbIN suture, can isolate aneurysm from blood, and it is stronger
opraHnsaMom 4enioBekoMm)/ The cOCyAaUCTbI matepuan, NPUKPenIeHHbIn K CTEHTY 6e3 than the weakened artery.

materials from which it is made or ©“cnonb30BaHWA LLOBHbLIX MaTepuanos, KOTOPbIA
its medical device basic parts cnocobeH U3011MpPOBaTb aHEBPU3MY OT TOKa KPOBMW.
(required patient  contacting Ylarepuan kpenuye, yem ocnabneHHas apTepus.

materials of a medical device) Cucrema CreHT-rpadt - HutmHon (Ni 54.5- Ankura TAA Stent-Graft - Nitinol (Ni 54.5-57 %; C
CTeHT-rpara 57 %; C <0.05 %; Co <0.05 %; Cu Stent Graft <0.05 %,; Co <0.05 %; Cu <0.01 %; H
Ankura TAA <0.01 %; H <0.005 %; Cr <0.01 %; Fe System <0.005 %,; Cr <0.01 %; Fe <0.05 %;
<0.05 %; Nb <0.025%; N+0 < 0.05%; Nb <0.025%; N+0 < 0.05%; Ti -
Ti - 6anaHc), npousson. Fort wayne balance), supplier Fort wayne metals,
metals, CLLIA; MoKpbIBatoLLWiA €101 - USA; Covered film- ePTFE LQ-
PaclumpeHHblin MTP3 LQ-ePTFE ePTFEJVDbI, supplier Ling Qiao,
Nel, npousson. Ling Qiao, Kutaiz; China; Steel tube -SUSS 16L (C
CranbHas Tpy6Ka - HepykaBetoLLas <0.030%; Mn <2.00%; P <0.025%; S
ctanb SUS316L (C <0.030%; Mn <0.010%; Si <1.00%; N <0.10%; Cr
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<2.00%; P <0.025%; S <0.010%; Si
<1.00%; N <0.10%; Cr 17-19%; Mo
2.25 - 3.00%; Ni 13-15%; Cu <0.50%;
Fe - 6anaHc), npowssosn. Fort wayne
metals, CLLIA; MnaTuHOBbLIA Mapkep -
MnatnHa 0213, npon3Bon.
Cendres+Metaux, LLIBeliLapus;
LLIoBHbIA mMaTepuan - MonunponuneH
HLK-PP#!, npousson. Hua Li Kang,
KuTaii.

Cwuctema nocrtasku: VIHTponbrocep:
MokpbITye -
MonuteTpadTopaTnneHosoe (MTPI)
nokpbITre Polyflon F-205, npow3son.
ZEUS, CLUA; MpyXunHa 13
HEPXKaBEIOLLIEN CTa/In - HepKaBeroLLas
ctasib 304 (C <0.08%; Si <1.00%; Mn
<2.00%:; P <0.045%; S <0.03%:; Cr
18-20%; Ni 8-11%; Fe - 6anaHc),
npounsson. Motion, CLUA,
MapknpoBoYyHas nosoca -
MnatuHompunwuessbli cnnas (Pt 90/ Ir
10) MDL-PtIr#l, nponsson. Medelec,
LLigelinapus; BHewwHWiA croit
nHTposblocepa - Monvamun Arkema
Pebax 5533, npousson. ZEUS, CLUA,;
"MnpodmnbHOE NOKPLITUE, MPOU3BON.
Coatings2GO, CLUA: lMokpbiTne
100% MBIl
(NOAMBUHMANUPPONIOH), KOTOPbIN
MoyYaroT peakLmein nonvmepm3saLum
Tpex MepBUYHbIX MaTepuanos: 1)
YPEeTaHOBOr 0 MOKPLITUS - (hopmyna B
(nacnopt 6e3onacHocTy Ne 1006); 2)
npaimepa 5-017 (nacnopt
6e3onacHocTy Ne 1030); u 3)
KpoccnnHkepa A(nacnopt
6e3onacHocTy Ne 1007). Kopnyc
PYKOATKM -

17-19%; Mo 2.25 - 3.00%; Ni 13-
15%; Cu <0.50%; Fe - balance),
supplier Fort wayne metals, USA;
Platinum marker - Platinum 0213,
supplier Cendres-I-Metaux,
Switzerland; Suture- Polypropylene
HLK-PP#1, supplier Hua Li Kang,
China.

Delivery System: The sheath: Sheath
- Polytetrafluoroethylene (PTFE) liner
Polyflon F-205, supplier ZEUS, USA,
Stainless steel spring -304 (C
<0.08%; Si <1.00%; Mn <2.00%:; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - balance), supplier
Motion, USA; marker band -Pt 90/ Ir
10 MDL-PtIr#1, suppliei' Medelec,
Switzerland; outer layer of sheath -
Polyether block amides Arkema
Pebax 5533, supplier ZEUS, USA,
Hydrophilic coating, supplier
Coatings2GO, USA: coating 100%
PVP (polyvinylpyrrolidone), which is
produced through polymerization
reaction of three raw materials: 1)
Urethane Coating - Formula B
(MSDS # 1006); 2) Primer 5-017
(MSDS # 1030); and 3) CTosslinker A
(MSDS # 1007).. Shelliiandle-
Acrylonitrile Butadiene"Styrene Sabic
HMG94MD, Sabic HMG47MD
nature, supplier Xin Hu"Jia, Chin”
stainless steel pipe - 304 (C <0.0"

Si <1.00%; Mn <2.00%;

<0.03%; Cr 18-20%;

balance), suppi ler

Switzerland,; o" A e

Am
[
\ "S5 E" e,
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aKpUNOHUTPUNBYTaaMeHCTMPON Sabic
HMG94MD, Sabic HMG47MD
nature, npon3seon. Xin Hua Jia, Kutaiz;
TpyObKa 13 HepXKaBetoLLei CTann -
HepxxagetoLas ctanb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%); Fe -
6anaHc), npousson. Medelec,
LLseriyapnst; CuInMKoHOBas
npoknagka - CunnkoH Dow Coming
qpl, npousson. Xin Yuan, KuTaii;
PykaB - TepMonnacTU4HbIi
nonuypetaH TPU58315, npov3Bsor.
Kist, Kutaii. MemocTaTuyecKkumii
KnanaH: Monukap6oHat RX1805
(BAYER MAKROLON), npoussor.
Qiao Pai, KuTait; 3arnywka
TpExxoaoBas -
aKpunoHuTpunoyTagueHctupon AbC
757K, npousson. Qiao Pai, Kutaii;
PYKOATKA TPEXXOA0BOM 3aryLUKu -
MonnaTuIEH BbICOKOI MNOTHOCTK
PE2911, npousson. Qiao Pai, Kutaii.
BHyTpeHHWIA pykaB: PykaB —
Hep>kasetoLas ctasb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
6anaHc), npousson. Medelec,
LLIseiiLapus; KoHn4ecKuii
HaKOHeYHMK - 69% [Monnammng Pebax
4033 + 30% BaS04 + 1%TiQ2,
npousson. Arkadia Plastics,Inc.,
BputaHus; MNMpoKcUManbHBbIiA
(hmkcatop -HepxkasetoLas ctaib 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - 6anaHc), NPOU3BOII.
Medelec, LLseliuapus; MiA-pykas -

\J1 4y W 5 7l -V

China;

Acrylonitrile Butadients?”'
supplier Qiao Pai, China-

Stopcock (three-way) - polyethvleL
PE2911, supplier Qiao Pai, Chba
Inner tubing: Sleeve - stainless steel
304 (C <0.08%; Si <1.00%; Mn
<2.00%; P <0.045%; S <0.03%; Cr
18-20%; Ni 8-11%; Fe - balance),
supplier Medelec, Switzerland,;
Tapered Tip -69% Polyamide
Pebax 4033 + 30% BaS04 + 1%Ti02,
supplier Arkadia Plastics,!nc., Britan;
Proximal anchor - stainless steel 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - balance), supplier
Medelec, Switzerland; PI tubing -
Polyimides Ne 1, supplier
Microlumen, USA. Immobile pole:
Immobile pole - 75 % polyethylene
X0 1,25 % BaSQ4, supplier Kist,
China; metal tube - stainless steel
304 (C <0.08%; Si <1.00%; Mn
<2.00%:; P <0.045%; S <0.03%:; Cr
18-20%; Ni 8-11%; Fe - balance),
supplier Medelec, Switzerland,;
Locked connector - Acrylonitrile
Butadiene Styrene Sabic HMG47MD
nature, supplier Xin Hua Jia, China;
Gripping handle - stainless steel 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
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Cucrema
CTeHT-rpadra
Ankura AAA

Monunmng Ne 1, npownsson.
Microlumen, CLUA. HenoasmXHblii
nontoc: HenoasmxHbIA nontoc - 75 %
MonuatnneH Ne 1,25 % BaS04,
nponsson. Kist, Kutai;
MeTannuyeckas Tpyoka -
Hepxasetowas ctanb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%); Fe -
6anaHc), nponssos. Medelec,
LLiseliLapus; 3anupatoLmiics
KOHHEKTOp -
aKpunoHUTpUNByTaaneHcTMpon Sabic
HMG47MD nature, npoussos. Xin
Hua Jia, KnTaii; 3axxumatoLiias
PYKOATKA - HepXkaBetoLas ctanb 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ne
8-11%; Fe - 6anaHc), npomsson. Kai
Nai Te, Kutaii.

CreHT-rpadt - HutmHon (Ni 54.5-

57 %; C <0.05 %; Co <0.05 %; Cnu
<0.01 %; H <0.005 %; Cr <0.01 %; Fe
<0.05 %; Nb <0.025%; N+0O < 0.05%;
Ti - 6anaHc), npon3sson. Fort wayne
metals, CLLIA; MokpbIBatoLwuii cnoi -
PacwmpeHHblii NTO®3 LQ-ePTFE
Nel, npousson. Ling Qiao, Kutaij;
CranbHas Tpybka - HepxxaBeroLLas
ctanb SUS316L (C <0.030%; Mn
<2.00%; P <0.025%; S <0.010%; Si
<1.00%; N <0.10%; Cr 17-19%; Mo
2.25-3.00%; Ni 13-15%; Cu <0.50%;
Fe - 6anaHc), npomsson. Fort wayne
metals, CLLIA; MnaTMHOBbLIN Mapkep -
MnatnHa 0213, npon3son.
Cendres+Metaux, LUBeiilapus;
LLloBHbIN MaTepuan - MonvnponuseH

Ankura AAA
Stent Graft
System

8-11%; Fe - balance), supplier Kai
Nai Te, China.
Stent-Graft-Nitinol (Ni 54.5-57 %; C
<0.05 %; Co <0.05 %; Cu <0.01 %:; H
<0.005 %; Cr <0.01 %:; Fe <0.05 %;
Nb <0.025%; N+O < 0.05%; Ti -
balance), supplier Fort wayne metals,
USA; Covered film- ePTFE LQ-
ePTFENel, supplier Ling Qiao,
China; Steel tube-SUS316L (C
<0.030%; Mn <2.00%; P <0.025%; S
<0.010%; Si <1.00%; N <0.10%; Cr
17-19%; Mo 2.25-3.00%; Ni 13-
15%; Cu <0.50%; Fe - balance),
supplier Fort wayne metals, USA,
Platinum marker - Platinum 0213,
supplier Cendres+Mdtaux,
Switzerland; Suture - Polypropylene
HLK-PP#!, supplier Hua Li Kang,
China.

Delivery System: The sheath: Sheath
- Polytetrafluoroethylene (PTFE) liner
Polyflon F-205, supplier ZEUS, USA;
Stainless steel spring -304 (C
<0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - balance), supplier
Motion, USA; marker band -Pt 90/ Ir
10 MDL-PtIr#1, supplier Medelee,
Switzerland; outer layer of sheath -
Polyether block amides Arkema
Pebax 5533, supplier ZEUS, USA,
Hydrophilic coating, supplier
Coatings2GO, USA: coating

PVP (polyvinylpyrrolidone” 2)
produced through po A/

reaction ofth reej’\'W’\@/ﬂAy
Urethane

ﬂl

4 47 ays?
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HLK-PP#1, npousson. Hua Li Kang,
KuTaii.

Cuctema foctasku: VIHTpoabrocep:
MokpbiTHe -
MonutetpagTopatuneHosoe (MTP3I)
nokpbiTre Polyflon F-205, npow3son.
ZEUS, CLUA; IMNpy>xunHa u3
HEPXKaBEHOLLel CTaNM - HepXXaBeroLLas
ctasib 304 (C <0.08%; Si <1.00%; Mn
<2.00%:; P <0.045%; S <0.03%:; Cr
18-20%; Ni 8-11%; Fe - 6anaHc),
npowussosn. Motion, CLLA,
MapkunpoBoyHas nosoca -
MnatnHompmaneBblid cnnas (Pt90/ Ir
10) MDL-PtIr#l, nponsson. Medelec,
LLigelinapns; BHewwHWiA cnoi
nHTpoAbtocepa - Monvamng Arkema
Pebax 5533, npousson. ZEUS, CLUA,;
"'MapothunbHOE NOKPLITUE, MPOU3BON.
Coatings2GO, CLLA: MokpbiTHe
100% MBI
(NOAMBUHMANUPPONNAOH), KOTOPbIN
NoNyyaroT peakumein nonnuMepusalm
Tpex nepBuYHbIX MaTepuanos: 1)
YPEeTaHOBOro NOKpbITUS - (hopMmyna B
(nacnopT 6e3onacHocTvt Ne 1006); 2)
nparimepa 5-017 (nacnopt
6e3onacHocTy Ne 1030); un 3)
KpoccnunHkepa A(nacnopt
6e3onacHocTy Ne 1007). Kopnyc
PYKOSATKM -
aKpUNOHUTPUNBYTaamMeHcTMpon Sabic
HMG94MD, Sabic HMG47MD
nature, npomsson. Xin Hua Jia, Kutai;
TpyOKa 13 HepXKaBeHoLLER CTanu -
Hep>kasetoLas ctasb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%); Fe -
6anaHc), npousson. Medelec,

HMG94MD
nature, suppUer % 't

stainless steel pipe

Si <1.00%; Mn <2.00%-

<0.03%; Cr 18-20%; Ni 8 A
balance), supplier Medelec,
Switzerland; Silicon gasket -Dow
Coming gpl, supplier Xin Yuan,
China; hose - Thermoplastic
polyurethane TPU58315, supplier
Kist, China. Haemostatic Vale:
Polycarbonate (PC) RX1805 (BAYER
MAKROLON), supplier Qiao Pai,
China; Stopcock (three-way) -
Acrylonitrile Butadiene Styrene 757K,
supplier Qiao Pai, China; handle of
Stopcock (three-way) - polyethylene
PE2911, supplier Qiao Pai, China.
Inner tubing: Sleeve - stainless steel
304 (C <0.08%; Si <1.00%; Mn
<2.00%; P <0.045%; S <0.03%; Cr
18-20%; Ni 8-11%; Fe - balance),
supplier Medelec, Switzerland;
Tapered Tip - 69% Polyamide
Pebax 4033 + 30% BaSQ4 + 1%Ti02,
supplier Arkadia Plastics,1nc., Britan;
Proximal anchor - stainless steel 304
(C <0.08%); Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - balance), supplier
Medelec, Switzerland; PI tubing-
Polyimides Ne 1, supplier
Microlumen, USA. Immobile pole:
Immobile pole - 75 % polyethylene
Ne 1, 25 % BaS04, supplier Kist,



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

LLIseriyapus; CuNMKoHOBas
npoknagka - CunmkoH Dow Coming
qpl, npomsson. Xin Yuan, Kutaii;
PykaB - TepmMoniacTUYHbIi
nonuypetad TPUS58315, npon3sos.
Kist, Kutain. MemocTaTn4eckuia
KnanaH: Monvkap6oHat RX1805
(BAYER MAKROLON), npousson.
Qiao Pai, Kutai1; 3arnyiuka
TPEXX0[0Bas -
aKpunIoHnTpunbyTagueHcTnpon AbC
757K, npownsson. Qiao Pai, KuTaii;
PYKOATKA TPEXXOA0BOWA 3ar/lyLUKM -

MonnMaTUNIEH BbICOKOM NIOTHOCTM Ankura Cuff
PE2911, npownsson. Qiao Pai, Kutaii. Stent Graft
BHyTpeHHWIT pyKaB: PykaB - System

HepxaBetowlas ctanb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%); Ee -
6anaHc), nponssosn. Medelec,
LLiBeliuapws; KoHnyeckuii
HaKOHeuYHWK - 69% Monnamng Pebax
4033 + 30% BaS04 + 1%THO2,
npoussos. Arkadia Plastics,Inc.,
BpuTaHus; MpoKcMManbHbIiA
(hmkcaTop -HepxkasetoLas ctanb 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Ee - 6anaHc), Npoun3ssor.
Medelec, LUseliuapus; MA-pykas -
Monnmmung Ne 1, npon3eon.
Microlumen, CLUA. HenoasmxHbll
nontoc: HenogswkHblii nostoc - 75 %
MonuatuneH Ne 1, 25 % BaSO04,
npowusson. Kist, Kuaiz;
MeTannuyeckas Tpyoka -
Hepxkaserowas ctasib 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S

China; metal tube - stainless steel
304 (C <0.08%; Si <1.00%; Mn
<2.00%; P <0.045%; S <0.03%; Cr
18-20%; Ni 8-11%; Ee - balance),
supplier Medelec, Switzerland;
Locked connector - Acty lonitrile
Butadiene Styrene Sabic HMG47MD
nature, supplier Xin Huadia, Ching;
Gripping handle - stainless steel 304
(C <0.08%; Si <1.00%; Kti *.00%; P
<0.045%; S <0.03%; Cr (8-20%; Ni
8-11%; Ee - balance), supplier Kai
Nai Te, China.

Stent-Graft - Nitinol (Ni 54.5-57 %; C
<0.05 %; Co <0.05 %; Cu <0.01 %; H
<0.005 %; Cr <0.01 %; Ee <0.05 %;
Nb <0.025%; N+O < 0.05%; Ti -
balance), supplier Eort wayne metals,
USA; Covered film- ePTEE LQ-
ePTEE Ne 1, supplier Ling Qiao,
China; Steel tube -SUS316L (C
<0.030%; Mn <2.00%; P <0.025%; S
<0.010%,; Si <1.00%; N <0.10%; Cr
17-19%; Mo 2.25-3.00%; Ni 13-
15%; Cu <0.50%; Ee - balance),
supplier Eort wayne metals, USA,
Platinum marker - Platinum 0213,
supplier Cendres+Metaux,
Switzerland; Suture - Polypropylene
HLK-PP#!, supplier Hua Li Kang,
China.

Delivery System: The sheath: sneatn,
- Polytetrafluoroethylene (PTEB”
Polyflon E-205, supplier

Stainless steel spring A
<0.08%; Si <1
<0.045%; -1
Moti-;?

1 IOH O Q
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Cuctema
CTeHT-rpafdTa
Ankura Cuff

<0.03%; Cr 18-20%; Ni 8-11%); Fe -
6anaHc), nponsson. Medelec,
LLIseriLapus; 3anuparoLmiica
KOHHEKTOp -
aKpUIOHUTPUNBYTaaneHcTupon Sabic
HMG47MD nature, npou3son. Xin
Hua Jia, Kutaii; 3akumatoLas
PYKOATKA - HepxkasetoLllasa ctasb 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - 6anaHc), npomssos. Kai
Nai Te, Kutai.

CreHT-rpat - HutmHon (Ni 54.5-

57 %; C <0.05 %; Co <0.05 %; Cn
<0.01 %; H <0.005 %; Cr <0.01 %; Fe
<0.05 %; Nb <0.025%; N+0 < 0.05%;
Ti - 6anaHc), npoussos. Fort wayne
metals, CLLUA; IMOKpbIBaOLLWIA CNOV -
PacwmpeHHbili T3 LQ-ePTFE

Ne 1, npomsson. Ling Qiao, Kntai;
CranbHas TpybKa - HepaBetoLLas
ctanb SUS316L (C <0.030%; Mn
<2.00%; P <0.025%; S <0.010%; Si
<1.00%; N <0.10%; Cr 17-19%; Mo
2.25 - 3.00%; Ni 13-15%; Cun <0.50%;
Fe - 6anaHc), npousson. Fort wayne
metals, CLLUA,; MnaTuHOBLIA MapKkep -
MnatnHa 0213, npor3Bsor.
Cendres+Metaux, LLBseliuapus;
LLloBHbIN MaTepuan - MonunponuneH
HLK-PP#!, npousson. Hua Li Kang,
KuTaia.

Cuctema foctasku: VIHTpoabrocep:
MokpbITHe -
MonuteTtpagTopatuneHosoe (MTDI)
nokpbiTne Polyflon F-205, npownssor.
ZEUS, CLUA; MNpy>xxnHa n3
Hep)KaBeloLLel CTa/IM - HepyKaBetoLLas
ctab 304 (C <0.08%; Si <1.00%; Mn

0. T ‘A
Pebax 5S33
Hydrophiu,’
Coati GQ, UsA —
P\O/EIiD ”%g%%yv?ny psy,,"|:°®"|ng|o,fo’\
produced through [ ]

reaction of three raw materSs”~u

Urethan%Coating - FormulaB ~
(MSDS # 1006);2) Primer 5-017

(MSDS # 1030); and 3) Crosslinker A
(MSDS# 1007).. Frontgrip-
Polyoxymethylene (POM) RTP-800Z
supplier Kai Nai Te, China; Silicon
gasket- Dow Coming gpl, supplier
Xin Yuan, China; Hose-
Thermoplastic polyurethane (TPU)
TPU58315, supplier Kist, China.
Haemostatic valve : Polycarbonate
(PC) RX1805 (BAYER
MAKROLON), supplier. Qiao Pai,
China; Stopcock (three-way) -
Acrylonitrile Butadiene Styrene ABC
757K, supplier Qiao Pai, China;
handle of Stopcock (three-way) -
polyethylene PE2911, supplier Qiao
Pai, China. Inner tubing; tubing -
stainless steel 304 (C Si
<1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
balance), supplier Medkrc,
Switzerland; Tapered tip -69%
polyamide Pebax 4033 + 30% BaS04
+ 1%Ti02, supplier Arkadia
Plastics,Inc., Britan; Luer connector -
Polycarbonate (PC) 41518, supplier
Qosina,USA. Immaobile pole:
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<2.00%; P <0.045%; S <0.03%; Cr
18-20%; Ni 8-11%; F e - 6anaHc),
npousson. Motion, CLUA,
MapkrpoBoYHasa nosoca -
MnatnHompmanessblin cnnas (Pt90 / Ir
10) MDL-PtIr#l, nponsson. Medecel,
LLIseiinapvsi; BHeLWwHMIA croi
nHTpoAbtocepa - Monvamng Arkema
Pebax 5533, npousson. ZEUS, CLUA,
"'MapodmnbHOE NOKPLITYE, MPOU3BOI.
Coatings2GO, CLLUA: MokpbITne
100%MBM
(NONVBUHWANMPPONNAOH), KOTOPbIN
NOyyaroT peakLmeid nonMmepusaLmmn
Tpex NepBUYHbIX MaTepuaios: 1)
YPEeTaHOBOr o NOKpbITUA - (hopmyna B
(macnopT 6e3onacHocTy Ne 1006); 2)
nparimepa 5-017(nacnopt
6e3onacHocTy Ne 1030); n 3)
KpoccnnHkepa A(nacnopt
6e3onacHocTy Ne 1007). dpoHTanbHas
pyuka - NonvokcumeTuneH RTP-
800Z, npomnsson. Kai Nai Te, Kutai;

CunnkoHoBasa npoknagka - CUnnkoH Ankura AUI
Dow Corning gpl, npousson. Xin Stent Graft
Ynan, Kutait; Pykas - System

TepmonnacTUyHbIN NONNYpeTaH
TPU58315, npousson. Kist, Kutaii.
"feMoCTaTUYECKWNIA KnanaH:
Monvkap6oHat RX1805 (BAYER
MAKROLON), npousson. Qiao Pai,
KwuTaii; 3arnyiuka TpéxxooBsas -
akpuioHuTpunbyTagueHctupon AsC
757K, npousson. Qiao Pai, Kutaii;
PYKOATKA TPEXXO0BOW 3aryLUKu -
MonuaTuNIeH BbICOKOW NIOTHOCTH
PE2911, npomnsson. Qiao Pai, KuTaia.
BHyTpeHHUIA pyKaB: Pykas -

Immobile pole - 75 % Polyethylene
Ne 1, 25 % BaSQ4, supplier Kist,
China; Metal tube - stainless steel
304 (C <0.08%; Si <1.00%; Mn
<2.00%:; P <0.045%; S <0.03%:; Cr
18-20%; Ni 8-11%; Fe - balance),
supplier Zhi Yuan, China; Rear grip
- Polyoxymethylene (POM) RTP-
800Z, supplier Kai Nai Te, China;
Gripping handle - stainless steel 304
(C <0.08%; Si <1.00%; Mn <2.00%; P
<0.045%; S <0.03%; Cr 18-20%; Ni
8-11%; Fe - balance), supplier Kai
Nai Te, China; Fix pole -
Polyoxymethylene (POM) RTP-800Z,
supplier Kai Nai Te, China;

Immobile pole connector - stainless
steel 304 (C <0.08%; Si <1.00%; Mn
<2.00%; P <0.045%; S <0.03%; Cr
18-20%; Ni 8-11%; Fe - balance),
supplier Xin Hua Jia, China; Silicon
gasket - Dow Coming gp 1, supplier
Xin Yuan, China.
Stent-Graft - Nitinol (Ni 54.5-57 %; C
<0.05 %; Co <0.05 %; Cu <0.01 %; H
<0.005 %; Cr <0.01 %; Fe <0.05 %;
Nb <0.025%; N+0 < 0.05%; Ti -
balance), supplier Fort wayne metals,
USA; Covered film- ePTFE LQ-
ePTFENel, supplier Ling Qiao,
China; Steel tube -SUS316L (C
<0.030%; Mn <2.00%; P <0.025%; S
<0.010%; Si <1.00%; N <0.10%; Cf
17-19%; Mo 2.25 - 3.00%; NJ>4 .s
15%;Cu<0.50%;Fe-
supplier Fort
Platinum S M N

N\ N\
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Hepkasetowan ctasib 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%:; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
6anaHc), nponssos. Medlec,
LLigelinapns; KoHM4Yeckuia
HaKOHeYHuK - 69% lMonnamung Pebax
4033 + 30% BaS04 + 1%THO2,
npomnsson. Arkadia Plastics,Inc.,
BpuTaHusa; KoHHekTop J1to3pa -
Monvkap6oHat 41518, npou3Bon.
Qosina, CLLUA. HenoaswXHbIn NONtOC:
HenoapwxkHebIin nontoc - 75 %
MonuatuneH Ne 1, 25 % BaSO04,
npomsson. Kist, Kutaii;
MeTannmuyeckas Tpyoka -
HepxkasetoLan ctasb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%:; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
6anaHc), npousson. Zhi Yuan, Kutai;
3agHaAs py4ka - [onvokcnMeTueH
RTP-800Z, npousson. Kai Nai Te,
KuTaii; 3axxumaroLLas pykosTka -
Hep>kasetowas ctasb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
6anaHc), npounssosn. Kai Nai Te,
KuTait; Montoc KpenneHus -
MonnokcumeTuneH RTP-800Z,
npomnsson. Kai Nai Te, Kutaiz;
KOHHEKTOp HenoABMXHOro nostoca -
Heprkasetowas ctasib 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%); Fe -
6anaHc), nponseosn. Xin Hua Jia,
Kwutaii; CunnkoHoBasi Npoknaaka -
CununkoH Dow Coming gpl,
npounsson. Xin Yuan, Kutai.

t 4°

d).
- Polytetrafl XN O->
Polyflon F-20s7'
Stainless steel N

<0.08%; Sis, ,00% I mI™'5,.
70.045%; S <0.03%; Cr

8-11%; Fe - balance), supplier
Motion, USA; marker band -Pt 90/ ir
10 MDL-PtIr#l, supplier Medelec,
Switzerland; outer layer Of sheath -
Polyether block amides Arkema
Pebax 5533, supplier ZEUS, USA;
Hydrophilic coating, supplier
Coatings2GO, USA: coaling 100%
PVP (polyvinylpyrrolidone), which is
produced through polymerization
reaction of three raw materials: 1)
Urethane Coating - Formula B
(MSDS # 1006); 2) Primer 5-017
(MSDS # 1030); and 3) Crosslinker A
(MSDS # 1007).. Shell handle -
Acrylonitrile Butadiene Styrene Sabic
HMG94MD, Sabic HMG47MD
nature, supplier Xin Hua Jia, China;
stainless steel pipe - 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
balance), supplier Medelec,
LLseiuapus; Silicon gasket -Dow
Coming gpl, supplier Xin Yuan,
China; hose - Thermoplastic
polyurethane TPU58315, supplier
Kist, China. Haemostatic Vale:
Polycarbonate (PC) RX1805 (BAYER
MAKROLON), supplier Qiao Pai,
China; Stopcock (three-way) -
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(NONMBMHWUANUPPONINAOH), KOTOPbIN
NoNyyaroT peakuyein nonnmepmnsalmm
Tpex NepBUYHbIX MaTepuanos: 1)
YPeTaHOBOr0 NOKpbITUA - (hopmyna B
(macnopT 6e3onacHocTy Ne 1006); 2)
npaimvepa 5-017 (nacnopt
6e3onacHocTy Ne 1030); n 3)
KpoccnnHkepa A(nacnopt
6e3onacHocTn Ne 1007). Kopnyc
PYKOSATKM -
aKpUIOHUTPUNGYTaamneHCTUpon Sabic
HMG94MD, Sabic HMG47MD
nature, npousson. Xin Hua Jia, Knaiz;
Tpy6Ka 13 HepyKaBetroLLeli CTanm -
HepxkasetoLan ctanb 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%; Fe -
6anaHc), npounsson. Medelec,
LLseriyapnst; CUInKOHOBas
npoknagka- CununkoH Dow Coming
qpl, npousson. Xin Yuan, Kutaiz;
PykaB - TepmMoniacTU4HbIi
nonuypetaH TPU58315, npov3Bsor.
Kist, Kutain. FemoctaTnyeckuii
knanaH: Monvkap6oHat RX1805
(BAYER MAKROLON), npousBsos.
Qiao Pai, Kutaii; 3arnyLuka
Tpéxxonosas -
akpunoHUTpunbyTaamneHcTupon AbC
757K, npousson. Qiao Pai, Kutaii;
PYKOATKA TPEXXOA0BOM 3arfyLLKM -
MonuaTuIeH BbICOKOIA MIOTHOCTY
PE2911, npousson. Qiao Pai, Kutaii.
BHyTpeHHWIA pykaB: Pykas -
Hepxkasetowwan ctaib 304 (C <0.08%;
Si <1.00%; Mn <2.00%; P <0.045%; S
<0.03%; Cr 18-20%; Ni 8-11%; Ee -
6anaHc), npousson. Medelec,

X

nJo

> b,

>

0

% cC
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CvicTemHas
TOKCUYHOCTb
(BHYTPUMGPHOLL
VHHas
VHBEKLVISA)
CvictemHas
TOKCUYHOCTb
(BHYTpVBEHHA
Al IHBEKLWS)
BHyTpUKOXKHa
£ peaKLya

MporeHHocT
b

CeHcnbunmsa
A Ha
BblAB/IEHME
rVINepyyBCTBI
Te/lbHOCTU
3aMezy1IeHHOro
TMna
(nonspHas
JKCTpaKLWA)
CeHcnbnnmsa
LA Ha
BbIfIB/IEHME
rMrnepyyBCTBU
Te/bHOCTU
3aMefyy1IeHHOro
TMna
(HernonspHas
IKCTpaKLYA)
Tect Ha
reMosvi3

1SO10993-
11:2006

1SO10993-
11:2006

1SO10993-

10:2002/Amd.

1:2006

1SO10993-
11:2006

1SO10993-

10:2002/Amd.

I :2006

1S010993-

10:2002/Amd.

1:2006

1SO10993-
4:2002/Amd.|
: 2006

CvicTEMHOI
TOKCUYHOCTM
He
Habnoaanoch

CvcTeMHoiA
TOKCUYHOCTM
He
HabMtoaaNoCh
Ha koxe nm
KpO/Kax He
HabMoaaNoCh
SBHOVA
3pUTEMBI 1
OTEKOB.
PebpunbHOro
OTK/MKA
VCTbITYEMbIX
KPOJIMKOB He
Ha6/HOAAMOCh.
["'MnepuycTBm
Te/IbHOCTU
3aMefy/1IeHHOro
TVNa He
Habnoaanoch

"MnepuycTsu
Te/IbHOCTU
3aMefy/1IeHHOro
TvMa He
HabMoaANoCH

OrcyTtctBre
remMosnmsa

MpoiigeH

MpoiineH

MpoiiaeH

MpoiigeH

MpoiigeH

MpoiigeH

MpoiigeH

Systemic
Toxicity
(Intraperiton
eal

injection)
Systemic
Toxicity
(Intravenous
injection)
Intracutaneo
us Reactivity

Pyrogen test

Maximization
sensitization
test (polar
extraction)

Maximization
sensitization
test (non-
polar
extraction)

Hemolysis
test

ml/4-.2006

15010993-
11:2006

1ISO10993-
10:2002/Am
d.1 :2006

1ISO10993-
11:2006

1ISO10993-
10:2002/Am
d.1 :2006

1ISO10993-
10:2002/Am
d.1 :2006

1ISO10993-

4:2002/Amd.

1: 2006

not

the e -

3luic wer0 "1,

not acute
toxicity for
the article
No obvious
erythema
and oedema
was
observed on
the skin or
the rabbits.
Febrile
response of
the test
rabbits was
not
observed.
There was
not delayed-
type
hypersensitiv
ity response
for the test
article
There was
not delayed-
type
hypersensitiv
ity response
for the test
article.

The
hemolytic
grade of the
test article

]

Pass

Pass

Pass

Pass

Pass

Jii
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Tpom603

Tect
6aKTepuanbHO
n obpaTHoOM
MyTauum

Tect
XPOMOCOMHOW
abeppauun B
MJIeKonuTa
wmx in vitro

TecT
K/1eTOUHOM
reHHo
MyTayumn B
MNeKonuMTaw
wmx in vitro

WccnepoBaHn
e
cyb6xpoHuyec
KOW
TOKCUYHOCTH

1SO10993-
4;2002/Amd.I
12006

1SO10993-
3:2003

1SO10993-
3:2003

1SO10993-
3:2003

1SO 10993-
4:2002/Amd.1
12006

He 661710
CYLLeCTBEHHO
N pasHuLbl
XapakTepucTu
KTpom603a
Mexay
NCNbITYEMbIM
N N3nennamm
n
KOHTPO/bHbIM
N N3genmamu.
He
Habnganocb
3HauYUTeNnbHOr
OyBenuyeHuns
6aKTepuanbH
bIX 06paTHbIX
MyTauuii ans
KaXkgoro
6aKTepuasnbHO
ro wramMma
O6pasel, He
MOT BbI3BaTb
XPOMOCOMHOWA
abeppauun B
YCNOBUAX
ncnbITaHnA
O6pasel, He
MOT BbI3BaTb
KNeTOoYHOW
reHHowm
MyTauum B
YCNOBUAX
ncnbITaHnA
He 6b1710
CYLLLEeCTBEHHO
i pasHuubl B
XapakTepucTu
Kax Tpom603a
Mexay
NCNbITYeMbIM
N U3genmamm

MpoiigeH

MpoigeH

MpoigeH

MpoigeH

MpongeH

Thrombosis
Test

Bacterial
reverse
mutation
study

In vitro
mammalian
chromosome
aberration
test

In vitro
mammalian
cell TK gene
mutation test

Subchronic
Toxicicity
Study

1ISO10993-

4:2002/Amd.

1:2006

1ISO10993-
3:2003

1ISO10993-
3:2003

1ISO10993-
3:2003

1ISO10993-
4:2002/Amd.
1:2006

was
nonhemolyti
c

There was
no significant
difference of
thrombosis
characteristi
cs between
test articles
and the
control
articles.

No
significant
increase of
bacterial
reverse
mutations for
each
bacterial
strain was
observed
The test
sample
could not
induce
chromosome
aberrations
at the test
condition.
The test
sample

could not
induce gene
mutation at
TK locus
There was
no signific,e”
diffeirgn

Pass

Pass

Pass

Pass
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WNcenepoBaHu
e
nMnnaHTaumm
y Kposnuka c
rucronaronor
nei

1S010993-
6:2007

CucTtema gocTtaBku Ankura

LIMTOTOKCUYH
0CTb

CeHcumbunmnsa
s Ha
BbISIB/IEHWE
rmnepyyBCcTBMU
TeNIbHOCTYU
3aMeIeHHOro
TMna
(nonsipHasn
3KCTpaKLus)
CeHcumbunmnsa
s Ha
BbISIB/IEHWE
rmnepyyBCcTBU
Te/IbHOCTU
3aMeIeHHOro
TMna
(HenonspHas
3KCTpaKLus)
CuctemHas
TOKCUYHOCTb
(BHYTpUGPIOLW
MNHHas
NHbEKLMNS)
CuctemHas
TOKCUYHOCTb
(BHYTpMBEHHA
1 UHbEKLNS)

18010993.5:2
009

1SO10993-

10:2002/Amd.

1:2006

1SO 10993-

10:2002/Amd.

1:2006

1SO 10993-

11:2006

1SO 10993-
11:2006

n
KOHTPO/IbHbIM
N U3nenmamm
Bunonoruyeck
ne
pesynbTaThbl
NCMbITYEMOrO
n3gennsa bbian
CXOfHbI C
KOHTPO/IbHbIM
N U3nennsamm

MpoigeH

LIMTOTOKCUYH
0CTUN He
Habnganocb
MnepuycTBN
TeNIbHOCTU
3aMef1IEHHOr0
Thna He
Habnganochb

MpoigeH

MpongeH

r UNepyycTBu
Te/bHOCTH
3aMef/1IeHHOr 0
ThNa He
Habnganocb

MpoigeH

CucTtemHom
TOKCUYHOCTU
He
Habnganocb

MpoigeH

CucTtemHom
TOKCUYHOCTU
He
Habnoganocb

MpongeH

Implantatio
n Study in

Rabbit with
Histopathol

ogy

15010993 —

6:2007

Ankura Delivery System

Cytotoxicity

Maximization
sensitization
test (polar
extraction)

Maximization
sensitization
test (non-
polar
extraction)

Systemic
Toxicity
(Intraperiton
eal injection)
Systemic
Toxicity
(Intravenous
injection)

1ISO10993.5:

2009

1ISO10993-
10:2002/Am
d.1 :2006

1ISO10993-
10:2002/Am
d.1 :2006

1ISO10993-

11:2006

1ISO10993-
11:2006

~ W
A RX %
Cf_bé_l_l > . <

SN %

-|ﬁﬁ,!es

biological
responses of 1
the test 1

article were
similar with
the control
articles

There was
no
cytotoxicity
for the test
article
There was
not delayed-
type
hypersensitiv
ity response
for the test
article.
There was
not delayed-
type
hypersensitiv
ity response
for the test
article.
There were
not acute
toxicity for
the article.
There were
not acute
toxicity for
the article.

Hass

Pass

Pass

Pass

Pass

®
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HutuHon/ 3arofnoBoK 1

KaHLUMPOreHHOCTb /abcTpakT

HutuHon / CTtatbs /abcTpakT 0

KaHUMPOreHHOCTb

HwuTuHon / pak 3arofnoBoK 50
/abcTpakT

HuTunHon / pak - 196

HutuHon / - 20

TOKCUYHOCTb

MonnTeTpagTopaT  3arosoBoK 4

neH / /abcTpakT

KaHUMPOreHHOCTb

MonutetpaTopaTn  CTaTbs /abCcTpakT 3

neH /

KaHUMPOreHHOCTb

MonuTeTpadhTopaTn  3aronoBoK 54

neH /pak /abcTpakT

MonuTeTpagpTopatn - 497

neH /pak

MonunTeTpagTopatn - 119

NeH /TOKCMYHOCTb

3 HacTosleM [oKnafe NPUBOAWTCA KPaTKOE W3/0XKeHue
61MOCOBMECTUMOCTY HATUHONA U PaCLLUMPeHHbIR NTPI (e-
PTFE).

HUTMHOT B KAMHWYECKOM  MpakTWKe  HaKomM/eH
3HAYUTE/IbHBLIA  OMbIT WUCMOMb30BaHUA HWUTWHONA. bBbino
BbISIB/IEHO, YTO HWUTWHON SBNSETCA GUOCOBMECTUMBIM MpU
MPOBELEHUN  UCTbITAHUIA HA JKMBOTHbIX W  YenoBeke.
MeTannnyeckme MMMNAaHTaTbl NPeACTaBnAOT COB0MA MyyOK
MWUKPO3/IeMEHTOB B OpraHu3Me, KOTOpble BbIIMBAKOTCA
KOppo3uel M MOryT  HapywaTtb TOHKUWA  6anaHc
MUKPO3/IEMEHTOB B OKPYXaIOWMX TKaHAX, a Takxke,
BO3MOXHO, BCEro OpraHvMamMa WM [axe BbI3bIBaTb
annepruyeckrie, TOKCUYECKMe M KaHLeporeHHble LeiCTBUS.
Uto kacaeTcs CTeHT-rpada Ankura, BbIGpPOC HUKeNs
obycnaenuneaeT HebnaronpusTHble nocneAcTBumS.
BoNbWMHCTBO HabMOAEHMIA, OCHOBAHHbIX Ha KOPOTKOW W
[O/ITOCPOYHOM  MMMNIaHTaUuKn, COrnacyroTcs C Tem, 4TO
MMMMAHTaTbl U3 HWUTUHOMA HEe MOKa3blBalOT HUKaKNX
MpV3HaKoB Koppo3un B opraHnsme [19-20]. Xota Ha

Key words

Nitinol/carcinoginr~
c
Nitinol/carcinogeni
city

Nitinol/cancer title/abstract 1

Nitinol/cancer o

Nitinol/toxicity -

Polytetrafluoroethyl title/abstract -4 . I
ene /carcinogenic

Polytetrafluoroethyl title/abstract R 1
ene /carcinogenicity

Polytetrafluoroethyl title/abstract 54

ene /cancer

Polytetrafluoroethyl 497

ene /cancer

Polytetrafluoroethyl ' 119

ene /toxicity

The present report gives a summary of biocompatibility of
Nitinol and e-PTFE.

Nitinol There is a substantial experience accumulated on the
use of Nitinol in clinical practice. Nitinol have been shown to
be biocompatible through extensive animal and human.
Metallic implants represent a pool of trace elements in the
body which by corrosion are poured out and may disturb the
delicate balance of trace elements in the surrounding tissues as
well as possibly of the entire organism, or even cause allergic,
toxic, and carcinogenic actions. As for the Ankura Stent Graft,
Ni release is responsible for the adverse effects.

The majority of observations based on short and long term
implantation agree that nitinol implants do not show any
corrosion signs in the body [19-20]. Though occasionally
slight corrosion is noticed on the surface of retrieved implants,
the corrosion rate falls into the range of “excellent” according
to Fonana’s classification [19]. Impaired cell behavior occurs
at 4x103-9x103 pg/l Ni concentration. The higher the Ni
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MOBEPXHOCTY BOCCTaHOB/EHHbIX MMNNaHTaToB
HabMoAaeTcs 3amMeTHas KOppo3wWsi, CKOPOCTb KOPPO3uu
OTMeYeHa B [Mana3oHe «OT/IMYHO» B COOTBETCTBUM C
KnaccudmkaLmen Fonana [19]. HapyLieHue
(hYHKLMOHMPOBaHNS KNeToK NPOUCXOANT npu
KOHUeHTpaumm 4 x 103 ~ 9 x 103 mkr / 1 Hukens. Yem BblLe
KoHUeHTpaums Ni, Tem 60nee Tsxesble NOCNeACTBUAS MOTyT
BO3HVKHYTb B paboTe KNETOK WM AaXe BCEro opraHu3mMa.
OueHKa KOHLEHTpaUWiA HUKeNs, KOTopble MOryT OblTb
VHAYLMPOBaHbI NPW BO3LEACTBUM UMMNAHTaTa U3 HUTUHONA
B OpraHu3me, Bapbupyet oT 140 100 MKr/ n B COOTBETCTBUM
C pa3nMyHbiMM  aBTopamu [21]. To eCTb, HWKAKOro
oTpuuatenibHOro  apekta  He  BO3HMKaeT  K3-3a
BbICBOOOXAEHNA HUTMHOMA B OpraHu3Me. HekoTtopble u3
3TUX MUCCeL0BaHNIA NOATBEPAWIN, YTO BO3AENCTBYE HUKENS
13 (hunbTpa HUTUHONA B Mpegenax LOMyCTUMbIX HOPMbI.
OheKTUBHBIM  MEXaHM3MOM WX  YCTpaHeHust SABNSETCH
(bakTop 6GMOCOBMECTUMOCTU MeTa/1a, KOTOPbIA TPyAHO
Heflo0LEeHMBaTb. MccnefoBaHns pacnpeaeneHns MeTasiios,
KOTOpble CNnefoBanv 3a AepMaiibHbIM M CUCTEMHBbIM (Yepes
WHBbEKUMKW) BBeAEeHMEM in Vivo, NMOKasblBaloT, YTO HUKE/b
3heKTUBHO YyJanseTca W3 opraHu3smMa uepes Mouy W
thekanuu.

[pyrum BaXKHbIM KOMMNOHEHTOM HUTUHOMA SBMISIETCA TUTaH.
TpagnumoHHo Ti cumTancs coBepLUEHHO 6MOCOBMECTUMbIM
MET&//IOM M3-32 €ro COOCTBEHHOW  «BUOMHEPTHON»
MOBEPXHOCTHON OKCUAHOW nneHkn. OfHako B NocneaHee
[lecaTuneTne OTHOLIEHMe K Ti M ero cnnaeam ObI10
N3MeHEHO. B HeCKONbKMX COOGLLEHMAX OblN BbISBMEHDI
pa3NnNYHble TOKCUYEeCKne apdeKTbl Ti Ha TKaHW. ToaTomy B
HacTosLee BpeEMS! HabnroaaeTcs BO30OHOB/IEHNE
ncecneaoBaHui CMN/iaBoB u3 TUTaHa "n Ti.
Henb3s cgenatb  BbIBOA, 4YTO  HWUTUHON  0b6najaeT
abCOMOTHOW He KaHLepOreHHOCTbI0, HO MO CPaBHEHUIO C
OPYrMM  CriaBaMK, TakvMM KaK Hepkaserollas CTaib,
316L, ncnonb3yembIMU B MEAVLMHCKON MPaKTUKE, HUTUHON
MPEBOCXOAMT WX NPW UCMONb30BaHUM 11 BUOCOBMECTMMOCTb
KOTOPbIX aHanormyHa WM B OnpegesieHHOM OTHOLUEHWM
elwe nydwe, 4em BMOCOBMECTUMOCTb YMCTOrO TUTaHa.

concentration achieves the more severe situation the cell or
even the entire organism is. Estimation of the Ni
concentrations that could be induced upon exposure to a
Nitinol implant in the body ranges from 1to 100 pg/l
according to various authors [21]. That is to say, there is no
adverse effect result from the release Ni of Nitinol in the body.
Some did the relevant research thus proved that exposure to
nickel from Nitinol filter is well within accepted limits.

An effective mechanism of their elimination is a factor in
metal biocompatibility that is difficult to underestimate.
Studies on the distribution of metals that have followed dermal
and systemic (through injection) administration in vivo show
that Ni is efficiently eliminated from the body through urine
and feces.

Another important component of Nitinol is Titanium.
Traditionally Ti was considered as a perfectly biocompatible
metal because of its native “bioinert” surface oxide film.
However, in the last decade, the attitude to Ti and its alloys has
been changed. Several reports have warned different toxic
effects of Ti on the tissues. So the renewal of investigations on
Ti and Ti-base alloys is observed presently.

It can not be concluded that Nitinol is absolute non-
carcinogenicity, but compared with other alloys such as
stainless steel, 316L used in medical practice, Nitinol is
superior to them in use and whose biocompatibility is similar
to or in certain respect even better, than the biocompatibility of
pure titanium.

Take into account the fact that Nitinol is widely used in
clinical practice without being reported carcinogenic and the
researches suggesting the safety of Nitinol implant in vivo, we
think that the risk on carcinogenicity is negligible.

e-PTFE (e-Polytetrafluoroethylene)

The ePTFE membrane, which used in the Ankura Stent.”

can immediately block the irregular blood flow

the hemolysis. The ePTFE has good biocon”e

been use in the clinical practice withou””'

carcinogenic.

With the analysis above,

is safe and have a ;
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MpumnTe BO BHMMaHWe TOT (aKT, YTO HUTWMHOM LUMPOKO
MCNOMb3yeTca B K/IMHWUYECKOW NpaKTUKe, He coobuias o
KaHLEPOreHHOCTW, W UCCNefoBaHWs,  npegnaratolme
6e3onacHocTb MMnaaHTaTa Nitinol in vivo, Mbl cuMTaem, 4YTo
pUCK KaHL,eporeHHOCTH HUYTOXHO man.
E-PTTE (pacLumMpeHHsbIi NnoNnUTeTPaTOPITUIIEH)
Memb6paHa ePTFE, ncnonb3yemas B CTeHTe AMKuUra, MOXeT
HEeME[/IEHHO G/IOKMPOBaTb HEPErynsipHbIA  KPOBOTOK MU

cvdAryatb  remonms.  E-PTFE  o6nagaet  xopouleit
ONOCOBMECTUMOCTBLIO U UCMOMb30BA/ICS B KMHWUYECKOM
NpaKTuKe, He coo06LLas 0 KaHLLepOreHHOCTM.

Ha ocHOBaHMM BbILLECKa3aHHOI0, Mbl CYATAEM, YTO CUCTEMA
cTeHT-rpajta Ankara Ge3onaceHa W 00/1afaeT XOpoLUei
6uocoBMecTUMOCTbIO.  M3ydeHHass  ndTepatypa  He
yTBepXzana, 4YTO Matepuasnbl, MCMOMb3yeMble B CTEHTe
AnKura, NpMBOAAT K KaHLIEpOreHHocTn. Pa3ymeeTcs, pUCK
0N KaHUEepOoreHHocTn  Obll  Cepbe3HO  PacCMOTPeH
KOMNaHvein, n Mbl OyfeM [epxaTb CUTyaumio Mog
KOHTPO/IEM, CWUCTEMATUYECKU KOHTPOAWPYS JIMTepaTypy,
OTHOCSILLLYHOCS K 3TO Teme.

OnuncaHune ynakoBku

Cuctema CTeHT-rpadT BK/IOYaeT B cebs cam CTEHT-
rpadT n cucTemy focTaBku. Pasmep LBeTHOW KOPOOKK
(puc. 2) c cuctemoir: 1585 + 8x165 + 3x56 + 2 mm.
YnakoBKa COCTOUT U3 TpeX CNOEB: NePBUYHOM
(BHYTpeHHei) ynakoBku (puc. 1), BTOPUYHOM
(BHeLLHel/uBETHOW KOPO6KM) ynakoBKku (puc.2), a Takxe
TpaHCNoOpTHON Tapbl (puc.3).

Bce KOMMOHEHTbI CTEHT-rpag)T CUCTEMbI YMaKoBaHbl Ha
NoAAOHE 1 3aneyataHbl B MePBUYHYIO YNaKOBKY,
cocToAWyo 13 nucTa Tansek 1073B n aByx
Avanun3nposBaHHbIX Naketos u3 M3/T3T nneHku ¢
HaK/IeeHHbIM MePBUYHbIM BHYTPEHHUM SIP/IbIKOM. 3aTeM
NPOAYKT MOMeLLEeH BO BTOPUYHYIO YNAaKOBKY C
NPUKPENAeHHbIM SPAbIKOM 1 KneéHoli haHepoii. B
KaXXoli BTOPUYHOM YNaKoBKe COAEPXUTCSH OAUH

beri | v

will keep the situation
monitoring the literature relat?ng”,fb”
®this xop

O u s C

Package Description

The stent graft system includes a stent graft and its
delivery system. The size of color box (Fig.2) ofthe
stent graft system is 1585+ 8* 165+ 3*56 + 2mm.

The package system includes three layers, that is primary
package (inner, Fig.l), secondary package (outer/color
box, Fig.2) and transportation package (Fig.3).

All the components of the stent graft system are packaged
in a preformed tray, and sealed in the primary package,
which is constructed by Tyvekl073B sheet and two
dialyzing pouches made of PE/PET film on which a
primary label is stuck. Then the product is put in the
secondary package on which a label is stuck with a scale
board. Each secondary package contains one set. During
transportation, the product will be put in the transport
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KOMM/eKT. Bo BpemMs TPaHCMOPTUPOBKN MPOAYKT
yNaKoBbIBAeTCA B TPAHCMOPTHYO Tapy, B KOTOPOiA
cofepXatca HeCKO/IbKO KOMMN/EKTOB U3fennii. bonee
nogpobHas nHgpopmayua npueedeHa B Tabnuuye 1

Tabnuua 1 YnakoBOYHbIA MaTepuan

Cnoii

MepBuyHas
ynakoBka

(BHYTpeHHsA)

BTopuuHas
ynakoBKa
(BHeLLHAA)

TpaHcnopTHa
fl yNaKoBKa

Martepuan

[Ba Anann3npoBaHHbIX NakeTa:
nucTTansek 1073B + M3 58 /
M3T 12 nneHKn, NPOU3BOSI.
Bao Bo, Kuaiz;
®opmMOoBaHHbIV NOAAOH:
NOMN3TUNEHTepedTaNaTI IMKON
b (M3TI) 6763, npounsson.
Sen Hua, Kutaii

LlBeTHas KopoobKa:
Xy[oxecTBeHHas 6ymara 400 r;
3awmTHaa yniaoTHAOLLAA
NpoKnajKa: OAHOCMOMHBbIV
ropoKapToH

[BYXCNOViHbIA rothpoKapToH

Kon-Bo
eq.
npoay
KTa

OauH
Komrne
KT

OpnH
KOMMe
KT

Heckon
bKO

package which includes several pieces of products.
Details are shown in Table 1.

"able 1 Package Material
Unit

Layer Material
Y ateria Amount

Two Dialyzing pouches:

Tyvek 1073B sheet+PE5S8

/PET 12 film, manufacturer

Bao Bo, Ching; One set
Preformed tray: PETG6763,

man manufacturer Sen Hua,

Primary
Package(Inner)

China
Secondary Color box:400g art paper;
Package Scale board: single-wall One set
(Outer) corrugated board
Transportation  Carton: double-wall Several
Package corrugated board

YKasaTb (PM3NKO-MexaHn4veckue napameTpbl ynakosku / Specify physical and mechanical parameters of

and packaging
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M AUI2412B120

A n ku ra ESt] 100901
AUI Stent Graft System g 2013-08-31

Ankara AUI2412B120
Al stent Graft System

EN AUI stent Graft System IT Sistemadell'lnnestodello
PT SistemadeEnxertode Stent AUI SlentperAUl
ES Sistema da endoprdtesis stentgraftsystem
cubierta AUI NL AUl-stentgraftsysteem
FR Systfemed'endoprothfeseAUl TR AUIStentGreftSistemi
DE AUI-Stentgraft cuctema cteHT-rpadta Ankara AUl
E13 AUI2412B120 E°3 100901 001
2010-09-01 S 2013-08-31
Proximal Dja.(Di) 24mm Distal Dia.(D2) 12mm

Bare Stent Length(Lo) 16mm

Covered Length(Li) 120mm
Sheath Length(L2) 780mm Sheath Dia, 21F
Artua’ALHSMOratSysMm ArBnran1s Cna3y (L
E3 AJZIRID  HIH i MABD
33l It
AHSatGMSy/m Atart'ao Satart Sgem
BOAIAID BLARAREID
S 230831 S ZM3®B3L

ML ERVEHoso$ () QuDi |

©sss.”—n. T «o»
W reneear ~DreiMtaritz sy RO

KlsS\le BBV
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M cuffl416C120

Ankurci- o000
Cuff Stent Graft System g 2013-08-31

Ankura"  cuffidicid
Cuff stent Graft System

EN Cuff Stent Graft System (T Sistemadell'innestodello
PT Sistema de Enxerto de Stent cuff Stent per Cuff

ES Sistema de endoprbtesis DE CuffStentgraft
cubiertacuff TR Cuff Stent Graft Sistemi

FR Syst4med'endoprothdsecuff NL Cuffstentgraftsysteem
SV Stentgraftsystem med kuff R(j Cuctema cteHT-rpacta Ankura Cuff

[HU CuH1416C120 EHI 100901 QHI 001
H 1 2010-09-01 2 2013-08-31

Proximal Dia.(Di) 14mm

Oistat Dia.(D2) 16mm

Covered Length(Li) 120mm

Sheath Length(L2) 780mm Sheath Dia. 21F
|0 n=ws.-o0

QFSBIGYSSir jpptoylil  /YYoerCuTStentCka Syswn
........ EE3 Bufiitieci?0 BDatidsib

L 2013-08-31 . Q 2013-0831
Mua QURS\QrdtSystwr CuffStentGelt System
EI3 euffUieci20 EM1 ou>1415C120

2 2013.08-31 2 20130831

W Cen*fffireiiuciancforuc® ) OorooTe J ﬂmﬂe’” A e

TN M oeaiie f »* ce
okl Kyt esligy
Non-texle

| FloeM'S. cy&«16m»r*n eeuihtine.lenew» " No-IHAreeefH MBeh PeK.
<€
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Label of Ankura AAA Stent Graft

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



[HE3 AAA2412B120

Ankura

AAA Stent Graft System g 2019-07-31

M 160801

Ankura  AAA2412B120
AAAstent Graft System

EN AAA Stent Graft System ES Sistema de endoprdtesis
PT Sistema de Enxerto de StentAAA cublerta AAA

FR Systems d'endoprotheseAAA TR AAA StentGreftSistemi
IT Sistema deirinnestodello SV AAAstentgraftsyslem

Stent per AAA NL AAA'Stentgraftsysteem
DE AAA-Stentgraft RU Cuctema cTeHTTpaTa

nkura AAA
AAA2412B120 E)s )f IS\I @1

2016-08-01 S 2019-07-31
Proximal Dia.(Di) 24mm Distal 01a.(0r) 20mm Distal Dia.(0<) 20mm
Bare Stent Length(L<)  17mm Covered Length(L<) ~ 120mm
Covered Length(Lr) ~ 50mm Covered Length(L4)  30mm
Sheath Length (L<) 780mm Sheath Dla. 21F

Arttwa MASiBrtGraf Sydam © H fsrtsrt-  4rkura AAAStertGnl System
E3 AARABI0 [ED AAA24i2¢i20
u| 018073 S 2018-07-31

Mua AfAStotGIM System
(ED AMA2SI20
Y 28073l

Deasii 1B |

CoMuiliatiricliontlerus*

Ksn-pyn>fisnk Q™ n W)
e Graddradifie- 428 TR esHe-idirte,

H(M»b*s OLLMM, SiiMXMn $190*7. ejICtiH*

T*1«-7$8-a8028250 8M:*»-716a«02$281

v AT R R
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Ankuro'

TAA Stent Graft System

AnkUra""

ETE TAA2420B120
n 100901

2 2013-08-31

TAA2420B120

TAAStent Graft System

EN TAAStentGraftSystem

ES Sistema de endopré6tasis
cubierta TAA

PT Sistema de Enxerto de Stent TAA

PR Syst*me d'endoprothdse TAA

IT Sistema delllnnesto dello
Stent per TAA

DE TAA'Stentgraft
TK TAAStentGreftSistemi
NL TAA-stentgraftsysteem

SV TAAstentgraftsystem RU CucTema cTeHT-rpachta Ankara T/IA
TAA2420B120 100901 001
HI 2010-09-01 S 2013-08-31

Proximal Dia.(Di) 24mm
Bare Stent Length(Lo) 14mm
Covered Length{Li) 120mm

Sheath Length(L2) 780mm

©an)!' TAAShnt Graf
EE3 Tanca208120
A 2015083t

Ankura™T M Shw* Qrtf Syslen
EI3 1an24208120
2 203-as3t

GrvpHitolioufr.k9 DorotraAl
amsppSateflday
A MiHyapte

Distal Dia.(D2) 20mm

Sheath Dia. 21F

Wa<an

W s it - Ankm'TAASMnIGraf System
E3 TAA2420B120

L 20308*3t

TAAStontGraf System
£3 TAA2420ei20
2 20135083t

A MRCentkien’)
keityligbiriee 73

Nendgsle

I F(e<M-S Cyii'oiesiiontSuRif>ng, U>nj [»lii->Jnn3I Mi.NeeArMitH<gi Hehf>a(V,

Menehan Oieirtot. Sh»ni>'etvSISACT. P>i.(XiNe
Tel-gft-T66.$5(122S0 P«c*:*»8-785-LI2»r61

112<03 Vl.e 03/2314
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Non-toxic

He TokcuuyHO

M3rotoButensb

YNONHOMOYEHHbIA NpeacTaBuTENb B
ec | rep -
EBponeiickom coobuiecTBe

XpaHUTb NPO KOMHATHOW TemnepaType

MP-ycnoBHO 6e30nacHbl i1

YnakoBka 6blna nofBeprHyTa CefytoLwmmM UCnbliTaHUAM:

MpoBepka Bakyyma: Pe3ynbTarbl He MOKasbiBatOT
YTEeUKu BaKyyMa B yNakoBKe MpoJyKTOB.

McnbiTaHne Ha MPOHVKHOBEHME KPacUTeNs:
Pe3ynbTaT TecTa NnoKasbIBaeT, YTO KPacuTe/lb HE MOXET
MPOHWKHYTb B YM/JIOTHEHME. 3TO 03HAYaeT, YTO YNaKOBOYHbIV
maTepuan 061afaeT XopoLlein MacLUTabrpyeMoCTbHO.

McnbiTaHne CBoIACTBa MMKPOGHOIO Gapbepa:
PesynbTart TecTa nokasbiBaeT, Uto MMKpob bacillus subtilis He
MOXET MPOHMKATb B YNaKOBOYHbIA MaTepuan, YTo yKa3biBaeT
Ha TO, YTO 3TOT YNaKOBOYHbIA MaTepWan CrocobeH
npefoTBpaLiaTb NPOHNKHOBEHVE MUKPOOPTraH13MOB.

VicnbiTaHne Ha NPOYHOCTL MPU PaCTAXEHUN: PeXum
0TKa3a TeCTOBOro obpasLia - 3T0 afre3MoHHbI 0TKa3
YNNOTHEHVS BU3Ya/ibHbIM OrMpejesieHrem. MNMpoYHoCTb
cooTBeTCTBYeT 2,44+0,49 hyHT/atolim (16,82 + 3,37 Kla)

WcnbiTaHne Ha paspbie: >0.25 Mna

MpoBepKa CTEPUIbHOCTN U3LeNns: TeCTOBbI 0bpaseLl
MO-NPeXXHeMy 0CTaeTCs CTEPUIIbHBIM MOC/E COXPaHEHWS B
€CTECTBEHHbIX YCNOBMSX 60nee 39 mMecsaLEeB. TO 03HAYAET,
4TO YNaKOBOYHbIN MaTepuas MMeET XOPOLLYH
repMeTUYHOCTb.
CTtepunnsaumns cUCTeMbl CTEHT-rpa)Ta NPoBOANTCA
OKMWCbIO 3TU/IeHa. Y CNnoBMa NPon3BOACTBA MO3BONAIOT

A

The packaging was subjected to the following tests: ~

Vacuum leak test: The results show no vacuum leak
in the package of products.

Dye penetration test: The test result shows the dye can
not penetrate the seal. This means the packing material has the
good scalability.

Test Microbial barrier properties: The test result
shows the microbe bacillus subtilis can not penetrate the
packing material, which indicates this packing material is
capable of preventing the microbial penetration.

- Tensile seal strength test: The mode of test sample failure is
adhesive failure of the seal by visual determination. The
peeling strength is 2,44+0,49 Ibs/in

- Burst test: >0.25 MPa

- Product sterilization Test: The test sample are still remained
sterile after preserved under natural conditions for more than
39 months. This means packaging material has good
sealability

The stent graft system is sterilized with ethylene oxide.
Conditions of production allow to ensure the specified
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obecneynTb 06ecneYnTb HOPMapPOBaHHbIE
XapaKTePUCTUKN KOHCTPYKLMU U maTepuanos. Mpouecc
CTepUAM3aLnN BaNMAMPOBaH M MOLBEPraeTca TeKyLemMy
KOHTPO/HO.

Mpouecc cTepunusaymm ocylwectenserca cornacHo NCO
11135-2014 n NCO 10993-7

Kpartkoe pe3tome:

1  [aHHbli  [OKYMEHT
rapaHTMpPOBaHHOIO

NnoATBepXAaeT  Hanuuyume
YPOBH$ CTEPUNIBHOCTK

1
SAL= =7.14*10-~ ~ 10"
1.4*10'

2 [lpefHa3HayeHHble AN TPaHCMOPTUPOBKW W3Lenus
CTEPUNN3YIOTCA B COOTBETCTBMU C NPeLCTaBNeHHbIMU Ha
PucyHke 6 nmapameTpamMu cTepunmsauuu, rno3BONSHOLLEN
cTabunbHO nosyyatb CTEPU/IbHYIO npoayKumio,
OTBeYyarLlyto HOPMaTUBHbLIM TPEGOBAHMUAM.

3. C nonyyeHnem NOATBEPXAEHMA 00 OKOHYaTEIbHOM
YTBEPXAEHUN OT4yeTa CnefyeTt MnepecMoTpeTb LOKYMEHT
LT/TS/00T-02 «Paboyass MHCTPYKLUMSA MO CTepuan3aLmnm
3TWU/IEHOKCUAOM npegHasHavyeHHbIX ons
TPaHCNOPTMPOBKN U3AENNIA».

PucyHoK 6.0: Tabnuua napameTpoB CTepuamnsaunm ang

TemnepaTypa 5043

cTepununsaumm/C°

Mpogo/mKnTeNbHOCTb 60£2

TernnoBoro

KOHCEPBUPOBAHNA/MUH.

MpenBapuTeNbHbIN -65+2

Bakyym/klNa

MpoAomKMTEeNbHOCTL 10+2

06paboTKN/MUH.

BnaxHocTb npu PasHWua [AaBneHns [0 W

CTepuIn3aLmm nocne YyBNaXHeHWdA: 2+1

design and material characteristics. The sterilization
process is validated and subject to routine control.

The sterilization process is carried out according to 1SO
11135-2014 and 1SO 10993-7

EXECUTIVE SUMMARY
1 Atthis time, it confirms that the sterility assurance
level is
1

1.4*10'
2. The transportation products can continuously, stably
produce qualified sterile product through the
sterilization in figure 6.
3. After confirming the completion of report approval, it
should revise LT/TS/OOT-02 Transportation Product EO
Sterilization Operation Instruction.

=7.14*10" 1090

Figure 6.0: sterilization parameter chart of transportation
product family

Sterilization 5043

temperature/°C

Heat preservation 60£2

period/min___

Fore-vacuum/ Kpa -65%2
Dwell time/min 10+2

Pressure difference before
and after humidification:
2xlKpa (humidity:

30 %RH — 80 %RH},
Pressure different

and after
91+5

Humidity of sterilization

Injection rate of sterilizing
agent

Sterilizing time/min
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(BNaXXHOCTb: Cleaning -
OTHOCUTE/IbHAsA BNaXXHOCTb
degree/Kp” X Y VX
30% ~  oTHOCUTenbHasa Number 5A -0 - 0% \
BNIAXHOCTbL 80%) VentilatiorTdmiA”ibrAn
MapameTpbl BBEEHWS PasHWLA [JaBneHus [0 W Analysis Time
CTEPUIN3YIOLLETO nocrne BBEAEHWS BeLLecTBa: Temperatur
BeLLecTBa 91+5 «kMa (B [o3vpoBKe e (‘C)
nNpueAN3NTENbHO 4 8Kr-
5,2kr)
Mpofo/MmKMTENLHOCTD 300+2
cTepunmsauun/muH.
MapameTpbl BakyyMHOn -40%2
ouncTku/KMa
Kon-Bo ouncTok/pa3s
MpoAomKMTENbHOCTL 3045
BEHTWU/IMPOBAHNSA/MUH.
Mpogomknut 120 4yacos
AHIA3 eNbHOCTb(4)
Temnepatyp  33-40
1(£1

KpaTkune cBefieHMA 0 cucteme cTeHT-rpagpta An cura AAA

Mpokcu
MaJIbHbl

AnameTp
(DO/mm)
+15

20
22
24
26
28
30
32
34

AucTanb
Hbll
AnamveTp
(D l/mm)
+1,5

10

i

[nvHa nokpeitua (bl/mwm)

100,
100,
100,
100,
100,
100,
100,
100,

Mo,
Mo,
Mo,
Mo,
Mo,
Mo,
Mo,
Mo,
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5

120,
120,
120,
120,
120,
120,
120,
120,

130,
130,
130,
130,
130,
130,
130,
130,

140,
140,
140, 160
140, 160
140, 160
140, 160
140, 160
140, 160

160
160

'ﬂl_fam [OnunHa
MOKpbI
MoKp
bITNA
L2/ ('-SI;M
“ﬂ"g) +5
Jn JU

Cucte
Ma
JlocTaB
KU

21F
21F
21F
21F
23F
23F
23F
23F

Summary of Ankura AAA Stent Graft System

Proxima
1
Diamete
r
(DO/mm
)
+1,5
20
22
24
26
28
30
32
34

Distal
Diamete
r
(Dl/mm

+ 15

10

iz

Covered Length (L1/mm)

100,
100,
100,
100,
100,
100,
100,
100,

110,
110,
110,
110,
110,
110,
110,
110,

+5

120,
120,
120,
120,
120,
120,
120,
120,

130,
130,
130,
130,
130,
130,
130,
130,

140,
140,
140,
140,
140,
140,
140,
140,

160
160
160
160
160
160
160
160

Cove
red
Leng
th
L2/
mm)
5

Cover
ed
Length
(L3/m
m)
+5

30

Deliver

Y
System

21F
21F
21F
21F
23F
23F
23F
23F



36

100,110,120,130,140,160

23F

KpaTkune cBefieHMA 0 cucTteme cTeHT-rpapta Ankura CUFF

IMpoKcMMasbHbI
i anameTp
(DO/mm)

+15
10
12
14
1
14
16
(W
14
16
1
14
16
12
14
16
18
14
16
14
16

KpaTkue cBefieHMA 0 cucteme cTeHT-rpagpta Ankura AUl

MpoKcuMasibHbI
i anameTp
(DO/mm)

+1,5
20

22
24

JuncTasbHbl
i gnametp
(D 1/mm)
+15

10

12

14

16

18

20

22

JuncTasibHbI
i amameTp
(Dl/mm)
+15
12
12
14
12

[Onvna nokpbitua (L 1/mm)

15

40, 60, 80

40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80,90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80,90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,
40, 60, 80, 90,

LnnHa nokpbitus (L1/mm)

+5

120, 140, 160,
120, 140, 160,
120,140,160,
120, 140, 160,
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100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,
100,

180
180
180
180

120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120

Cuctema
[OCTaBKU

18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F

Cuctema
[OCTaBKU

21F
21F
21F
21F

36

Summary of Ankura CUFF Stent Graft System

Proximal
Diameter
(DO/mm)
+ 15

10

12

14

12

14

16

12

14

16

12

14

16

12

14

16

18

14

16

14

16

100, 110, 120, 130, 140, 160

Distal
Diameter

(Dl/mm)
15

10

14

16

18

20

22

Covered Length (LI/mm)

5

40, 60, 80

40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80,90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,
40, 60, 80, 90, 100,

Summary of Ankura AUI Stent Graft System

Proximal
Diameter
(DO/mm)
+ 15
20

22
24

Distal
Diameter
(Dl/mm)

12
12
14
12

Covered Length (L1/mm)

+5

120, 140, 160I'180
120, 140, 160, 180

120, 140, 1 ~ 181
120J40- 1 “

120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120
120

23F

Delivery System

18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
18F
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32

34

36

38

40

42

46

24
26
30
24
26
28
32
26
28
30
34
28
30
32
36
30
34
36
38
32
34
36
40
34
36
38
42
36
38
40
44
38
40
42
46

120, 140, 160, 180, 200

60, 80, 100, 120, 140, 160, 180, 200
40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40,60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60, 80, 100, 120, 140, 160, 180, 200
120, 140, 160, 180, 200

120, 140, 160, 180, 200

120, 140, 160, 180, 200

40, 60. 80, 100, 120, 140, 160, 180, 200

KpaTkue cBefieHMA 0 cucteme goctaBku Ankura
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21F

23F

23F

23F

24F

24F

24F

24F

24

120, 140, 160, 180, 200

26 60, 80, 100, 120, 140, 160, 180, 200
30 40, 60, 80, 100, 120, 140, 160, 180, 200
24 120, 140, 160, 180, 200

2 26 120, 140, 160, 180, 200
28 120, 140, 160, 180, 200
32 40, 60, 80, 100, 120, 140, 160, 180, 200
26 120, 140, 160, 180,200

34 28 120, 140, 160, 180, 200
30 120, 140, 160, 180, 200
34 40, 60, 80, 100, 120, 140, 160, 180, 200
28 120, 140, 160, 180, 200

36 30 120, 140, 160, 180, 200
32 120, 140, 160, 180, 200
36 40, 60, 80, 100, 120, 140, 160, 180, 200
30 120, 140, 160, 180, 200

38 34 120, 140, 160, 180, 200
36 120, 140, 160, 180, 200
38 40,60, 80, 100, 120, 140, 160, 180,200
32 120, 140, 160, 180, 200

40 34 120, 140, 160, 180, 200
36 120, 140, 160, 180, 200
40 40, 60, 80, 100, 120, 140, 160, 180, 200
34 120, 140, 160, 180, 200

42 36 120, 140, 160, 180, 200
38 120, 140, 160, 180, 200
42 40, 60, 80, 100, 120, 140, 160, 180, 200
36 120, 140, 160, 180, 200

m 38 120, 140, 160, 180, 200
40 120, 140, 160, 180, 200
44 40, 60, 80, 100, 120, 140, 160, 180, 200
38 120, 140, 160, 180, 200

46 40 120,140,160,180,200
42 120, 140, 160, 180, 200
46 40, 60, 80, 100, 120, 140_a~~/ [IX

Summary of Ankura Delivery systen3Jjf™* v /

21F

23F

23F

23F

24F

24F

24F



Cucrema Jvnawvetp
[0CTaBKU HapYy>KHOM
060/104KM
DO (mMm)
CUFF18F 6.00
AAA/AU 7.00
121F
AAA/AU 7.67
123F
AAA/AU 8.10
124F
TAA21F 7.00
TAA23F 7.33
TAA24F 7.67

Jonyctymbl
e
OTK/IOHEeHUA
ana DO
(M)
+0.20

+0.20

+0.20

DheKTMBHasA
[JIMHA Hapy>KHOM
060/104KM
LO (mm)

510
510

510
510

800
800
800

Jonyctrmble
OTK/OHEHUA
ana LO (MMm)

+20

+25

25

Specificat  Diameter o f"

ion of outer sheath
delivery DO (mm)
system
CUFF18F 6.00 +030~~
AAA/AU 7.00
121F
AAA/AU 7.67
123F +0.20
AAA/AU 8.10
124F
TAA21F 7.00
TAA23F 7.33 +0.20
TAA24F 7.67

OCHOBHbIe NapamMeTpbl U XapaKTepUCTUKK MeAULMHCKOro u3genusa / The main parameters and characteristics of medical device

- yKaszaTb Maccy

Cuctema cteHT-rpadpta Ankura AAA/AUI/ITAA:1490+200 g
Cuctema cteHT-rpadpta Ankura CUFF :980+200g

4> Pasmepbl U MECTOPACMOJ/IOXKEHNE PEHTIeHOKOHTPACTHbLIX MapKeposB,

CTaHapTHble NapameTpbl N XapaKTEPUCTUKN:

Mapkepbl, U3rOTOBJ/IEHHbIE U3 NAATUHO-UPULNEBOTO CM/aBa,
BCTaBNAKOTCA MEXAY BHYTPEHHUM W HapyXHbIM CNOEM MAEHKMN U3
nopuctoro NTP 3, 1 He 6yAYT HANPSAMYO KOHTaKTUPOBaTh C KPOBbLIO.
MecTopacnonoxeHune nokasaHo Ha pUCYHKe.
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- Indicate weight

Ankura AAA/AUI/ITAA Stent Graft System:1490+200 g

Ankura CUFF Stent Graft System:980+200g

O The size and location of the radiopague markers parameters and
eharacteristics of the standard:

The markers, made from platinum-iridium alloy, are embedded
between the inner and outer layer of ePTFE film, and will not contact
with blood directly. The location is shown in Figure.
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M3 NNaTUHO-UPUAMEBOr0  ChnaBa, KOTOpbIA  06nagaet  OT/INYHOWA
KOPPO3NOHHOI CTOMKOCTbIO K OKUC/IEHUIO.
b) B03MOXXHOCTb M3HOCA: YUYeT KOPPO3MOHHOI0 paspyLUeHuns,

MeTKM  W3roToB/IeHbl U3 MNJaTUHO-UPWUAMEBOrOo  cnnaBa C

NMPeBOCXO4HON YCTOMYMBOCTHIO K KOPPO3MM, a TakKXe BCTPOEHbl MeXAy
BHYTPEHHUM W Hapy>XHbIM C/I0EM MAEHKKN 13 nopuctoro NT®P D 6e3 KOHTaKTa
C KpoBbk. bBbino npoBefeHO UCNbITaHWe Ha KOPPO3UKO CTEHT-rpa)ToB
Ankura, KOTOpOe nokasaso, 4To usgenne obnafaeT XxopoLlein KOPPO3NOHHOM
CTOMKOCTbIO, M TONbKO OYEHb BbICOKOE HanpshkeHue (>600 mMB) moxet
npmBecTy K 06pa3oBaHM0 04aroB KOPPO3MM Ha NOBEPXHOCTU U3LEeNns.
MoMuMMo 3TOro, KomnaHueln ««JlaipTex»» TakKe MPOBEAEHbI
NCNbITaHNUA MPOYHOCTU NNEHKM K3 nopuctoro MNTOI Ha conpoTuBneHUe
paspbIBY, KOTOPbIE MOKa3aau, YTo NAeHKa CNocobHa BbLLEPXMBATb YCUINE Ha
pa3pbiB, N0 MeHbWen Mepe, 90 H, 4TO MpeBbllaeT pacyeTHble TPe6OBaAHUS
(cuna conpoTuBneHns paspoisy > 25 H).
C) B oTHOWweHMN cocTaBa MMNaHTaTa MNPU KOHTAKTe C TKaHblO
cnegyeT yYnTbIBaTb C/eAytoLLLee:

1) BO3MOXHOCTb YCTAHOBKW KPOHLUTEHA, eCIN NPUCYTCTBYET;

- Her.

2) BO3MOXXHOCTb OTHOCUTENIbHOIO MepeMeLLeHNS MMNaHTaTa wu
TKaHW;

Bbina nponsBefeHa OLeHKa MUTpaLumn ycTpoincTea nocne pa3BepTbiBaHUS.
JTO UCMbITaHWE BbINOMHANOCL NOA AaBneHneM 180 mm pT. cT. 1 60 MM pT.
CT., COOTBETCTBEHHO. Pe3ynbTaTbl UCMbITAHWI NOKa3anu, YTo YCTPOMUCTBO He
MUTPUPOBAsO B MPOLLECCe UCTbITAHUA.

Kpome Toro, ycTpoiicTBo 6bLI0 pa3paboTaHO TakMM 06pa3om, 4ToObI
06/1a4aTb COOTBETCTBYHOLW MM BHELIHUM PagnanbHbIM YCUINEM, KOTOPOE
MOXeT obecneynBaTb NMOHOE pacnpaBieHne U3Lenuns K CTeHKe cocya un
fanee nsberaTb OTHOCUTENBLHOMO NepeMeLLeHns UMNaaHTaTa U TKaHw.
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%

which has excellentoxidati® 57

b) The opportunity to wear:

The marks are made from platinum w
corrosion resistance, and are embedded between the'
ePTFE film without blood contact. The Corrosion Test oT
had been performed which can demonstrated the devio«
resistance that only very high voltage (>600mV) can produce co”
on the surface of the device.

Moreover, Lifetech also test the burst strength of the ePTFE T\ 1
which indicated that the film can withstand burst force of at least 90N which

is larger than the designed requirements (burst force>25N).

ATV

C) With respect to the compounds of the implant with the tissue
should be considered:

1) the possibility of mounting bracket, if present;
-No.

2) the possibility of relative movements between the implant and the
tissue;

The device has been evaluated about the migration of the device after
deployment. This test was performed under the pressure of 1SOmmHg and
60mmHg respectively. The test results demonstrated that the device did not
migrate during testing.

Also, the device was designed to have suitable radial outward force that can
ensure complete apposition of the device to the vessel wall and further avoid
the relative movements between the implant and the tissue.



3) Ycunue, coobliaeMoe OKpYXXarLe TKaHblo;

CTeHKa cocypa b6yfeT felicTBOBaTb C CU/IONM Ha M3fenne nocne
pa3BepTbiBaHMA. C y4eTOM 3TOro ycunusa npu Bobibope usgenus ans
MMNaHTaLMm peKoMeHayeTcs usgenve pasmepa 60/ble HOMUHANBHOTO
(10-20%). STa peKoOMeHaLNA yUnTbIBaNacb B UHCTPYKL MK NO
NMPUMEHEHUI0. FTOMUMO 3TOro 661710 NPOBEAEHO UCMbITAHNE HA BHELLHee
pagunanbHoe yCuane n MUrpaLuio.

4) Ycunuve, Heobxogumoe ang gepopmanum nMnaaHTara;

[ns npefoTepalwieHnsa geopmanmy MMNIaHTaToB Oblna NponssegeHa
OLleHKa BHELWHEro pagnanbHoOro ycuansa, Murpaymm n CMoaenMpoBaHo
pa3BepTbiBaHMe.

HanpaBsneHHas Hapyxy

[OnameTp cTeHT-rpadra (Mm) paguanbHas cuna (H)

<20 >2
20-30 >3
>30 >4

VMcnbiTaHWe oueHKa MUrpaumn BbiNOAHANOCL Nof AaBneHnem 180 mm pT. CT.
”n 60 MM pT. CT., COOTBETCTBEHHO. Pe3ynbTaTbl UCMbITAHWIA MOKa3anu, 4To
YCTPOCTBO HE MUTPUPOBAsIO B MPOLECCE UCMbITaHUS.

CnocobHOCTb K NPOTaNIKUBAHUIO CUCTEMbI JOCTaBKN CTEHTA
Cwvna npoTankmaHua fo/kHa 6biTb MeHee 80 H.

d) Oxunpaemoe
CMELLEeHNE;

BpaCcTaHMe B TKaHb, TKaHn W«

nepdopawmsa

Mocne nmnnaHTauum 6yaeT NPONCXOANTL HAOTENMANMN3ALMA U3LENNS.
KomnaHusa «JlaiipTex» npon3senia OLeHKY NPOYHOCTM Ha pa3pbiB MAEHKN U3
nopuctoro NMT® 3, BHeWHEro pagnanbHOro ycunma u Murpaumm CTeHT-
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3) The force 1ran8wilwvein by the surrounding tissue;

The vessel wall will exert a force on the device after deployment.
Considering this force, an over-sized device (10-20%) is recommended
during selecting a device for implantation. This recommendation has been
addressed in the instructions for use. Also, the radial outward force and
migration testing have been performed.

4) The effort required to deform the implant;
Evaluations are performed for radial outward force, migration and,
simulation deployment to prevent the deformation of the implants.

Diameter of Stent Graft Radial Outward Force

(mm) (N)
<20 >2
20-30 >3
>30 >4

Test the migration of the device was performed under the pressure of

180mmHg and 60mmHg respectively. The test results demonstrated that th
device did not migrate during testing.

Pushability of Delivery System
The pushing force should be less than 80N.

d) the expected ingrowth into the fabric, tissue perforation, and
displacement;

There will be endothelialization of the device after

N



rpadpta, NnokKasaeLWyo, YTO M3aeNne He NPUBEAET K nepdopaumnm
KPOBEHOEHbIX COCYZ0B UM MUTPaLUN U3LENNS.

Pe3ynbTaT MUCNbITaHWI MOKa3blBaeT, 4YTO MPOYHOCTb HA PaspbiB MIEHKU
NOKPbITUS OTBEYaeT KOHCTPYKTOPCKUM TpeboBaHMAM U cuna, Tpebytowascs
ANA KaX[oro paspbiBa, 6osbwe 25 H.

VcnbiTaHne oueHKa MurpaLun BblMNoNHANOCHL Nog AasneHreMm 180 mm pT. CT.
“n 60 MM pT. CT., COOTBETCTBEHHO. Pe3ynibTaTbl UCNbITAHUIA MOKasanu, 4To
YCTPONCTBO He MUTPUPOBAJIO B NPOLECCE UCTbITAHUSA.

e) BBegeHune v cncteMbl 4OCTaBKMU,
a) CMOCOGHOCTbL UMMIaHTaTa pasBopaymBaTbCsa LO/HKHBIM 06pa3om
C HE06X0AMMOW TOUYHOCTbIO 1 6€30MaCHOCTbIO;

- MpaBunbHoe 1 6e30nacHoOe BbICBOOOXAEHME MOXET ObITb FAPAHTUPOBAHO
nyTem TOYHON HaCTPOMKN 3aBUHYMBAHUS B CUCTEME JOCTaBKM U Yepes
KOHCTPYKTWUBHOE UCMO/HEHWE NPOKCUMAbHOTO BbICBOOOXAEHUS noc/ne
TOro, Kak:

c nomowbo Y3U nnn KT Bpay HanpasiseT BeAyLiMiA KOHEL, CUCTEMbI
[0CTaBKM (KOHUYMK NPOBOAHMKA W BeAyLLIMiA KOHeL, MHTpoAblocepa) K
NOBPeXAeHHOW TKaHW naumeHTa yepes cocys. Beayuinin KoHel, cucTemMbl
[AOCTaBKM CNoco6eH NiaBHO JOCTUTHYTh XenaemMoro Mecta ¢ MoMoLbto
obnagaroLero rmbKoCTbI0 Y CTOMKOCTbIO K KOPO6eHUO NHTpOAbLOCepa v
HaHECEHHOr0 Ha Hero rmaponILHOI0 NOKPbLITUSA. MNaTnHoBas
MapKMpOBOYHAA Mosoca Ha nepefHeM KOHLe MHTPOAblOCepa MOXET NMOMOYb
Bpayy onpejennTb TOYHOE PacnosioXXeHne CTEHTa.

Bo-BTOpbIX, BbICBOOOXAAaTb MeAIEHHO MPY MOMOLLN TOHKOI HAaCTPOIKK
3aBMHYMBAs Py4YKYy CUCTEMbI AOCTaBKW: BO3bMUTECH 3a MEPELHIOD PYUKY,
noBopayuBas NpaBoi PyKOi 3aXXMM B 06paTHOM HanpaBneHUMU, MeA/IEHHO
BbIMyCKas Or0JIEHHYIO U MepeAHI00 YacTb CTEHT-rpaiTa; ABMXKEeHNE LO/MKHO
ObITb MeA/IeHHbIM 1 MOCTENEHHbIM, MOKa, N0 KpaliHeil Mepe, OANH KPyT
CTEHTa He COMPUKOCHETCA TECHO CO CTEHKOM cocyfa; TakuMm 06pasom.
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Lifetech evaluated the

and stent-graft migration,

vessel perforation or device migratio'i*"""

The test result indicates that the Burst Stn

design requirements, and each burst force

Test the migration of the device was perlorreH*"

ISOmmHg and 60mmHg respectively. The test results de
device did not migrate during testing.

e) administration and delivery systems,

a) the ability of the implant to unfold properly with the necessary
precision and safety;

- The correct and safety release can be guaranteed by fine tuning of screwing
the delivery system and the structure design of proximal release after:

By assist of B- ultrasound or CT, the doctor send the leading end of delivery
system (TIP and the leading end of sheath) to the lesion tissue ofthe patient
through the vessel. The leading end of delivery system can be smoothly
reach the desired location by the flexible & buckling resistance feature of
sheath and the hydrophilic coating on it. The platinum markerband at the
leading end of sheath can help the accuracy of stent position for the doctor.
Secondly, release slowly by fine tuning of screwing the handle of delivery
system: Grip the front handle, contrarotate sliding by right hand, to slow
release the bare part and forepart of the stent graft, the action is slow and
steady until at least one circle of stent contact closely with the vessel wall, so
the safety of release can be guaranteed.

Thirdly, into the process of quick release: Grip the front handle by left hand,
steady the delivery system, keep pressing the trigger, relieve the lock of
slider, pull back the sliding handle, make the stent graft quick release, until
the stent graft completely spread, the process can be guaranteed by the self-
expanding feature of stent.



MOXHO rapaHTupoBaTb 6€30MacHOCTb BbICBOOOXKAEHWS. Fourthly, through the near-end releaser: Grip the front handle by left hand,

B-TpeTbux, B npouecce 6bICTPOro BbICBOOOXKAEHNA: BO3bMUTECH 3a remove the safety catcher, retreat the near-end releaser, the near-end bare

nepejHIO0 PyyKy N1IeBOIN PyKOW, o6ecrneybTe YyCTONYUBOCTb CUCTEMBI part of stent has released and close contact with the vessel wall at this

[OCTaBKMW, NPOAOMKakTe HAXKMMaTb Ha CMYCKOBOM KPHOYOK, CHUMUTE moment, the releasing process is completed.

6/10KMPOBKY MON3YHKaA, NOTAHUTE CKONb3ALLYI0 PYUKY, ObICTPO

BbICBOOOXKaliTe CTEHT-rpadT A0 NOMHOIO PacKpbITUA CTEHT-rpadTa; 3ToT The pushability of the delivery system has been evaluated.

npoLecc MOXeT 6bITb rapaHTUPOBAH KOHCTPYKTUBHON CNOCOBHOCTbLIO

CTEHTa K CAMOPacKpbITULO. b) The ability of the implant is securely fastened in the bloodstream;

B-ueTBepTbIX, Yepe3 6/MKHUIA KOHeL, pacLennTens: BO3bMUTECH 3a - During release, the bleeding valve should be toward the patient, so that the

nepeaHIO0 PYYKy NeBOW PYKOW, CHUMUTE 6e30NacHbIn OrpaHNUnNTENb, accuracy of stent position can be guaranteed. When the sheath arrive to the

0TBeAMTE BAMXKHUIA KOHeL, pacuenuTens, B TOT MOMEHT, KOrAa 6/MmKHNR lesion tissue, and during the slow release by fine tuning of screwing, we can

KOHeL, OTOIEHHON YacTu cTeHTa 6yAeT BbIMYLEH M TECHbIA KOHTAKT CO confirm if the keel of stent is toward the greater curvature of vessel by the

CTEHKOW cocyfa yCTaHOB/EH, NPOLECC BbICBOOOXKAEHNA OYAeT 3aBEpPLLEH. assist of imaging equipment. The accurate release of stent can be guaranteed
by fine tuning of screwing the handle of delivery system. Dining the quickly

Bblna BbINOMHEHA OLEHKA CMOCOOHOCTM CUCTEMbI AOCTABKM K release of stent by tensioning the handle, the close contact between the

NPOTaNKNBaHUIO. released part of stent and vessel wall should be check after the retreat of

Cwuna npoTafnikmaHua go/mkHa 6biTb MeHee 80 H. sheath, by fine tuning of screwing the delivery system. The stent will stay at

the accurate position after completely correct release.
When the stent is completely released, the TIP should be back to the
b) Cnoco6HOCTb MMMNaHTaTa K HafeXHOMY 3aKpensieHWto B entrance of sheath by screwing the handle. The smoothly retreat of TIP can

KPOBEHOCHOM pYycCie; be guaranteed by the rigidity and slim feature of the inner sheath core, and
- Bo Bpems BbICBOGOX/AEHMS BbIMYCKHOM KnanaH fo/mkeH 6biTb HanpasneH B will not affect the position of stent.

CTOPOHY NauuneHTa TaKMm 06pa3om, 4Tobbl rapaHTUPOBaTh TOUHOCTb

NONOXeHsA CTeHTa. Korja MHTpoAboCep AOCTUraeT y4acTka Evaluations are performed for radial outward force and migration.
MOBPEXAEHHON TKaHWU, U BO BPEMS MeAJ/IEHHOr0 BbICBOOOXAEHMS
NoCpeacTBOM TOYHOM HACTPOMKMN 3aBUHYMBAHMSA Mbl MOXKEM C MOMOLLbHO Diameter of Stent Graft Radial Outward Force
060pyf0BaHNA BM3yanm3aLMm NOATBEPAUTL, YTO KU/IeBas YacTb CTEHTA (mm) (N)
PACMo/OXeHa B HaMpaBneHUM 60NbLIOIA KPMBU3HBI cocyaa. TouHoe <20 >2 -
BbICBOBGOX/JEHWE CTEHTA MOXET GbITh rapaHTUPOBAHO TOUHOW HACTPOMKOIA 20;’;0 >3

>

3aBMHYMBAHUS PYYKU CUCTEMbI AOCTaBKW. Bo Bpems GbICTpOro
BbICBOGOX/AEHUS CTEHTA NYTEM 3aTATMBaHUS PYYKMN TECHbIA KOHTAKT MexXay
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BbINYLLEHHOW Y4aCTbi0 CTEHTa M CTEHKOM cocyaa cnefyeT MpoBepuThL Noc/e
0TBOAA UHTPOAbOCEPA CNOCO60OM TOHKOW HACTPOMKM 3aBUHYNBAHNA B
cucTeme fOCTaBKM. CTEHT OCTaHeTCA B TOYHOM MOJIOXEHUN Noc/ie TOro, Kak
OyLeT NOSIHOCTbIO MPaBU/IbHO BbICBOOOXKEH.

Mocne NOAHOrO BbICBOBOXAEHHOIO CTEHTA, CNeAyeT, NOABUHTUB PYUKY,
YCTaHOBUTb KOHUYMK B 06paTHOM HanpaBneHWM K BXOAY MHTPOAbOCepa.
YKecTKoe 1 TOHKOe KOHCTPYKTUBHOE UCMOHEHNE BHYTPEHHETO CTEPXKHSA
MHTPOAbIOCEpPA rapPaHTMPYHOT NNaBHbIA 0TBOA KOHYMKA, KOTOPbIA He byaeT
BNNATbL Ha NOMIOXXEHWE CTEHTA.

Bblna npon3BeaeHa OLEHKa BHELIHETO PajuaibHOrO YCUNUSA Y MUTPaLuN.

[OvameTtp cTeHT-rpaTa HanpasneHHasa Hapyxy

(Mm) paguansHas cuna (H)
<20 >2

20-30 >3

>30 >4

VcnbiTaHne oueHKa MurpaLun BbliNnofHANOCHL Nog AasneHreMm 180 mm pT. CT.
”n 60 MM pT. CT., COOTBETCTBEHHO. Pe3ynbTaThl UCNbITAaHUA NOKa3anu, 4To
YCTPOWCTBO He MUTPUPOBAsIO B NPOLECCE MUCMbITAHUS.

C) CnocobHOCTb obecrieumsaTb

nMmnnaHTarta,

AOCTATOYHYI  LIeJIOCTHOCTb

Bo-nepBbiX, CTEHT MOHTUPYETCS B CUCTEMY AOCTABKM 3a CYET CBOEWA
COKPaTUTENbHON CMNOCOBHOCTM; CTEHT MOXET YCMELHO MePEHOCUTLCS C
NHTPOAbIOCEPOM MOCPEACTBOM O/IOKMPOBKM BHYTPEHHEr0 NHTpOAbIOCEpa U
NPOKCUMaNnbLHOro gukcaTopa.
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Test the migration ofthe'd~”

180mmHg and 60mmHg respe”w
device did not migrate during testin”™ '

C) the capacity to maintain adequate implant

- First, the stent assemble into the delivery system by

the stent can be successfully carrying with the sheath by

sheath and proximal anchor.

Secondly, the innermost layer of the inner sheath, which is cc\)/%%%'% Withi bk
stent directly, the material of it is pebax, pebax has excellent flexibility the
relative motion with PTFE (the material of the film covered on the stent) is
very smooth, never feeling block, and never damage the stent. It is free
contact between near-end anchor and bare part of the stent, not close contact.
The release would be very smooth, and never damage the stent. The rest part
ofthe delivery system does not touch the stent, so it is impossible for them
to damage the stent.

Moreover, after release, the retreat process of TIP is visible, it is impossible
for the TIP to damage the stent in the correct operation, not even touch the
stent again, so the integrity of the stent can be guaranteed. 1'be integrity of

the stent can be guaranteed

d) capability of the implant when used properly prevent blood flow
through the walls of the implant; Should take into account possible
changes in the permeability of the vessel wall after implantation.

- Evaluate the leakage of the ePTFE film.
The permeability of the Ankura Stent Graft are tallyed with the requirements
of designed, and all of them are less than 100mL/cm2/min.



Bo-BTOpbIX, CaMblil F1y60KWNIA CNOIN BHYTPEHHETO0 MHTPOAbOCEPA, KOTOPbIA
HenocpeLCTBEHHO KOHTAKTUPYET CO CTEHTOM M MaTepuasoM KOTOPOro
aBnseTcs nebakc; MNMebakc o6nafaeT NPeBOCXOLHON rMOKOCTbIO,
OTHOCUTeNbHOe nepemMelyeHne MTD I (MaTepuan NaeHKU, NOKPbIBAOLL WA
CTEHT) AB/IAETCA OYEHb MNABHbIM, HUKOT ja HE CO3/at0LLNM KaKnX-11m60o
nNpenaTCTBUA N HUKOrJa He NOBPeXaast CTEHT. DTO CBOBOAHbIN, a HE TECHbIA
KOHTaKT MeXAy (hMKcaTopoM Ha 6/IMXKHEM KOHLLE M Or0/IeHHOW YacTblo
CTeHTa. BbicBO6OXeHME OyeT 0UeHb MAaBHbIM, HUKOT4a He
noBpexXarLWwmnm cTeHT. OCTaBLLMeca YacTu CUCTEMbI LOCTAaBKN He
COMpuKacarTCH CO CTEHTOM, MO3TOMY NOBPeLUTb CTEHT UM HEBO3MOXHO.
K TomMy >Xe, nocne BbICBOGOXAEHMA NPOLECC OTBEAEHUS KOHUMNKA
NPOBOAHMKA ABNAETCS BUAUMbBIM; HEBO3MOXKHO, YTOObI MPU KOPPEKTHOW
paboTe KOHYMK MPOBOAHMKA NOBPEANS CTEHT, JaXe C HUM COMPUKOCHYNCH
CHOBAa, TaK YTO LLe/IOCTHOCTb CTEHTA MOXET 6bITb rapaHTUpOBaHa.
LLenoCTHOCTb CTEHTA MOXET ObITb FrapaHTMpOBaHa.

d) CrMOCOBHOCTbL MMNasaHTaTa npu Hagnexawem rnpuMeHeHNn
NMpensaTCTBOBaTb TOKY KPOBW 4epe3 CTEHKW umnniaHTata. Cnegyet
YUYNTbIBaTb BO3MOXHble W3MEHeHUS MNPOHULAEeMOCTU  COCYAUCTOM
CTEHKW Moc/ie MnaaHTaymm.

- MpounsBecTn OUEHKY pasynaoTHEHUA NMeHKN 13 nopuctoro MNTO3.
MpoHuLaemocTb CTeHT-rpadT Ankura COOTBETCTBYET KOHCTPYKTOPCKUM
TpeboBaHMAM, BCe 3HAUEeHUSA MeHbLUe 100 ma/cMNMUH.

e) B3anmopencTeme
3HA0BACKY/NAPHOI CUCTEMBI;

Mexay MOAYIAMMN (KOMMNoOHeHTammn)

- Cnctema 40CTaBKU MCNbliTaHa Ha MPOYHOCTb COEAUNHEHMNA.

Cwvna coefuHEHNs CUNY MeXAy UHTPOLbHOCEPOM U PYKOATKOW A0/MKHA ObiTh
6onbuie, yem 60 H.
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e) the interaction between modules (components) endovascular
system;
- Performed connection strength testing on the delivery system.

Connect force between sheath and Grip shall be larger than 60N.
Connect force between Tip and Inner tubing shall be larger than
15N.

Connect force between Tip and Grip shall be lager than 15N.
The force of sheath shall be larger than 60N.

f) matching the size and shape of the implant from the viewpoint of
compatibility when used in certain vascular diameters;

The stent graft has good flexibility and suitable radial outward force which
can make the device complete apposition to the vessel wall.

As addressed in the Instructions for Use, the size of the device should be
apporopriate to fit the patient’s aortic anatomy. Lifetech recommends an
oversized device by 10-20%.

g) the ability of the implant to maintain adequate blood flow
through the lumen (cross-country);

The stent graft has good flexibility and suitable radial outwaid force which
can make the device complete apposition to the vessel wall.

As addressed in the Instructions for Use, the size of the device
apporopriate to fit the patient’s aortic anatomy. Lifetech reconwJ"

oversized device by 10-20%.

h) the compatibility of the implant



0)
Cwuna coefjMHeHUs MeXy HaKOHEeYHUKOM N BHYTPEHHEW cucteMoin Tpy6 in magnetic resonancTmJ” 'ﬁl
JO/KHa 6bITb 60nbLIE, Yem 15 H. 4. "C A

i - I q1 "
Cuna coefiMHEHNA MeXY HAKOHEYHUKOM U PYKOATKOW LO/MKHA ObITh Evaluate the compatibility of the itnpia @
6onblue, yem 15 H. . I
design specification and suggest no to chlX
Cuna nHTpogbtocepa fo/mkHa 6biTh 60/bLLe, Yem 60 H. .
accordingly. ) \
f) COOTBETCTBME pasMepa v (opMbl UMANaHTaTa ¢ Touku spenus | ne angle is lager than 5°and the temperature is hi
This isn’t safe to human for MRI. So we suggest the
COBMECTUMOCTW TMPU  MCMNOJSIb30BAHUM B HEKOTOPbIX COCYAUCTbIX . A
MRI after implantation ()]
AnameTpax;
o i) relevance of the requirements of ISO 10993-1 and oth
CTeHT 06/1aJ3€T XOpOLIEeNn rMOKOCTbIO U COOTBETCTBYHOLLUM BHELLUHUM 1SO 10993: .
paguanbHbIM ycuamem, cnocobHbIM 06ecneynTb MONHON pacnpasBieHne K ' . .
- Yes, comply with the relevant ISO 10993 series standard.
CTeHKe cocypa.
J) distinguishability implant fluoroscopy or other methods.

Kak o6pawiaetcs BHMMaHWe B VIHCTPYKUMK NO NPUMEHEHUIO, pa3mep
n3gennsa 4omKeH 6biTb NOAXOAALLMM U COOTBETCTBATL aHATOMMM
aopTa/bHbIX COCYA0B NauneHTa. KomnaHua «Jlangptex» pekomeHayeT
n3genne pasmepa 60/blle HOMUHANLHOTO Ha 10-20%.

- During the operation, doctor judges the direction and position of the
implant by markers under X-ray observation, to facilitate aceurate
positioning of the implants into the vessel, and then inject contrast agent to
confirm the implant shape and operation effect.

Q) CnocobHOCTb  uMnnaHTata  obecneymBaTb  MojgepXkaHue
[OCTAaTOYHOr0 KPOBOTOKA Yepes3 NMPocBeT (HanpsAMyto);

CTeHT-rpaT 06/1agaeT xopowein rMbKOCTbI0 U COOTBETCTBYHOLL MM
BHELUHUM pafnanbHbIM YCUIMEM, CNOCO6HbLIM 06eCcneYnTb NONHOe
pacnpaBneHune K COCyANCTON CTEeHKe.

Kak o6paliaetcs BHMUMaHWe B VIHCTPYKLUMK NO NPUMEHEHUIO, pasmep
n3nenuns L4omKeH 6biTb NOAXOAALLMM U COOTBETCTBATb aHATOMMM
aopTa/ibHbIX cocyaoB nayueHta. KomnaHusa «Jlandrex» peKomMmeHayeT
nsgenne pasmepa 60/bllie HOMUHANBLHOTO Ha 10-20%.
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h) COBMECTUMOCTb WMMaHTaTa C [eiCTBMEM MAarHUTHbIX MOJeN
Npyv MarHUTHO-pe3oHaHCHOM Busyanusaunm (MPT);

BbINOMHUTL OLEHKY COBMECTMMOCTW MMMIAHTATOB, A1 KOTOPbIX YKa3aHo,
4YTO OHW HEe OTBEYAKT PaCYeTHbIM XapaKTepuUCTMUKaM, N COOTBETCTBEHHO
npeanoXnTb He NpoBoAUTE MPT nocne nmnnaHTaunm.

Yron 6onbwe 5 ° n Temnepatypa Boiwe 1.5°C.
370 He 6e3onacHo B cnyyae MPT Tena yenoseka. Taknum 06pasom, Mbl

npegnaraem He nogseprarb naymeHta MPT nocne nmnnaHTauuu.

i) cooTBeTcTBUE TpeboBaHmam ISO 10993-1 u gpyrux vacter 1SO
10993;

- [la, cooTBETCTBYET TPe6OBaHNAM COOTBETCTBYHOMLEro cTaHaapTa cepun
ISO 10993.

)] pacno3HaBaemMoCTb UMMIaHTaTa Npu NOMOLWU PEHTreHOCKOMUK
AN opyrummn metogamu.

- Bo Bpems onepauun Bpay cyguT 0 HanpasaeHUN U NOOXKEHNM

MMNaHTaTa ¢ MOMOLL b0 MapKepoB, Hab1t04aeMblX C MOMOLLbIO

PEHTreHOBCKMX Nydeid, Ans 06ecrneyvyeHns TOUHOro pacnosioXeHus

MMMNIAHTATOB B COCYAe, W C NOCNeAyoLWMM BBEAEHNEM KOHTPACTHOIO

BelllecTBa 415 MonyyYeHUs NOATBEPXKAEHNSA 0 (hOpMe MMMIaHTaTa 1

pe3ynbTaTe onepayuu.

@) Cuctema [0CTaBKM - MPOYHOCTb COEAMHEHMUSI - MPOYHOCTb Ha <> The delivery system - joints strength - bending strength -
M3rmé - MNPOYHOCTb COEAMHEHUS TNpPU CcKpyumBaHum - Ycunue, Of the connection torsional - The force required to
HeobxoguMmoe [Ansi  pacKpbITUs CTeHTa: npeogoneHme MecTHoro Breaking Local compressive resistance to the
COMPOTMBNEHNA CXAaTMUO MO OTHOWEHUK K NepemelieHnto BHewHel radial recoil force tensile strength of

pagmanbHOW  cunbl  TATM -  MpPOYHOCTL Ha  paspbiB  npu Corrosion strength anastomotic durabihtyA"/n
BHYTpPEeHHEM/BHelIHeM fAaBneHnn - Koppo3noHHas YCTOM4YMBOCTb condition Fatigue strength TensileMrSMm2** ~ a t A
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OueHka 3aBucMMOCTM fgedopmauum oT
BbIHOC/IMBOCTb - [1POYHOCTb Ha

NMPOYHOCTbL aHacTomosa -
Hanps>eHnsa - YcTanoctHas
pacTsaxeHue.

- B oTHOWeEHWN cncTemMbl A4OCTABKW BbIMO/HEHbI UCMbITAHWSA HA MPOYHOCTH
coeguHeHNA MeXay KOMMNOHEHTaMW, Ha COMPOTUBNEHNE CKPYYNUBAHUIO N Ha
conpoTuBnieHne BbICBO60)K,CI|eHI/II-O.

Cwvna coefjMHEHUSA CUNTY MeXY UHTPOAbIOCEPOM U PYKOATKOW LO/MKHA ObITh
6onblue, yem 60 H.

Cwuna coeiHEHMNSA MeXAY HaKOHEYHUKOM M BHYTPEHHER cuctemol Tpyo
[o/MKHa 6bITb 60NbLIE, Yem 15 H.

Cwvna coefiMHeHNA MeXY HAKOHEYHUKOM U PYKOATKOWN [OMXKHA ObITh
6onblue, yem 15 H.

Cwuna nHTpobtocepa A0/MKHaA ObITb 60nbLe, Yyem 60 H.

- YcTasocTHas BbIHOC/INBOCTD.

Mocne 380 MUNIMOHOB YCTaNOCTHLIX LWKNOB A1 KaXAoro ob6pasuya He
Habno4aeTca HUKaKUX TPeLnH Nan paspbiBoB.

= MpoyHOCTb npu MHOXXeCTBEHHbIX (ans
apTepvoOBEHO3HbIX LIYHTOB BO BPEMSA BHYTPUCOCYAMCTOro focTyna) -
MPOYHOCTb CUCTEM CTEHTUPOBAHUA/KPEN/IEHUS NPU yCTaHOBKe rpadra
(Hanpumep, W3HOC nNpuM YCTAaHOBKE Ha afresuBHOM OCHOBE U C
npMMeHeHWeM  LWOBHOro  matepuana) -  [poHuuaemocTb -
ConpoTuB/ieHNe Ha M3TNG/CKpyYMBaHWE - ynyueHne npu ucnbiTaHUU
Ha MuUrpauumio Ans MOAY/IbHbIX KOMMOHEHTOB - 30Ha CBO60OAHOM
MOBEPXHOCTW CTEHTA.

npokKonax

CTeHT npefHasHauyeH A8 WMNAaHTaLWM B aopTy, 6e3 BbINONHEHUS
onepaLuy apTepUoBEHO3HOTO LLYHTUPOBAHUS.

For delivery system, test!
between the components, torsion p
Connect force between sheath and
Connect force between Tip and Inner tubln
15N.
Connect force between Tip and Grip sh
The force of sheath shall be larger than

Fatigue strength.

After 380 million fatigue cycles of each sample, there is no crack

observed. or rupture

[ = Strength in multiple puncture (for arteriovenous shunts during
intravascular access) The strength of the stent / fastening systems when
mounting graft (eg, worn on the adhesive mounting using sutures)
Permeability The bending / twisting resistance migration test gap for
modular components free surface area of the stent

The stent is intended to be implanted into aorta, not involving the
arteriovenous shunt operation.

FNnaBHble 0TYeTbl UcNbITaHWi / Main records of tests
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McnblTaHne

OTueT 06
nenbiTaHun
BUANMbBIM
PEHTreHoBCK
“m
N3nyveHneMm

CoBMeCcTUMO
CTb CTEHT-
rpagra
Ankura c
MPT

CTeHT
Ankura
OTyeT 06
YCTanoCTHbIX
NCNbITAHUAX
CTeHT-rpaTa
Ankura
MepBUYHBI
0TYeT 0
npoBepke
pasmepos

Cneundurkaumns

CTeHT-rpapT Ankura c cuctemoii
[OCTaBKM [O/KEH 0To6paxaTbcest
C MOMOLLbI UHCTPYMEHTapKSA
PEHTIFEHOBCKOr0 U3/yYeHUsI.
CnepyeT Nony4nTb
PEHTreHOBCKNE CHUMKU METKM,
cTeHT-rpacTa Ankura n cuctemsl
poctaBkn Ankura (ISO 11070
4.5).

NccnepyiiTe cTeHT-rpadpT
Ankura ¢ nomouwibto MPT-
WHCTPYMEHTapMSA C MOLLHOCTbIO
nons B 3 Tecna.

Yron fonxeH 6biTb MeHbLe 5°n
TemnepaTypa fonXHa 6bITb
Huxe 1.5 °C

CTpyKTypHas LLeNIoCTHOCTb
[OMKHA 0CTaTbCA MHTAKTHOWN
nocne 380 MUINNOHOB LINKJ/IOB.

Vi3MepbTe NCXOAHbIE pa3mepsbl
cTeHT-rpaTa Ankura c
CMCTEMOW AOCTaBKMU.
MokasaTenu AoMmKHbI
COOTBETCTBOBATb Pa3MepHbIM
Tpe6oBaHMAM.
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Pe3ynbTaTbl

Pe3ynbTaT MnoKasbiBaeT, 4YTO CTEHT-
rpadt Ankura c cuCTeMoOi JoCTaBKU
npocnexunsaeTcs v
npocmaTpuBaeTcst c MOMOLLL b0
peHTreHa. MeTKa Ha KOHLE CUCTEMbI
[LOCTaBKM Ankura obnervaet
nokKanusauuio " TOYHOe
pasBepTbiBaHWe yCTPOCTBA.

Bonee TOro, ¢ MOMOLLbIO pPEHTreHa
MOXHO 0TCNeXunBaTb cucTemy
foctaBknm Ankura w  CTeHT-rpaT

Ankura Bo BpeMsl onepauuu.

CteHT-rpadhT Ankura c cucTemoim
[OCTaBKM  0TBe4vaeT TpeboBaHMAM
KpUTepus.

Yron 6onbwe 5
Bbile 1.5°C.

370 He 6e3onacHo Bcnydyae MPT Tena
yenoseka. Takum o06pasom, Mbl
npegnaraeMm He nojsepraTb nalueHTa
MPT nocne umnnaHTauunu.

M Temnepartypa

Mocne 380 MWANMOHOB YCTaNOCTHbIX
LUMKIOB AN  Kaxgjoro obpasuya He
HabnfaeTca HUKaKUX TPELWWUH uan
paspbIBOB.

CTeHT-rpadT Ankura
TpeboBaHMAM KpUTepus.

oTBeYvaeT

pasMepbl CTeHT-rpaTa
Ankura ¢ cucTeMOW  AOCTaBKM
COOTBETCTBYOT KOHCTPYKTOPCKUM
pasMepHbIM Tpe6oBaHUSIM.

NcxonHble

Test

X-Ray

Visible
Testing
Report

MRI
compatibility
of Ankura
Stent

Graft

Ankura Stent
Graft Fatigue
Testing
Report

Primary
Dimensions
Testing
Report

Exterior
Surface
Condition
Testing
Report

Specification

The Ankura Stent Graft with
Delivery System shall be imaged
with X-ray imaging instrument.
The pictures of markband,
Ankura Stent Graft and Ankura
Delivery System under X-ray
shall be taken. (ISO 11070 4.5)

Examine the Ankura Stent Graft
with an MRI instrument at 3
Tesla.

The angle should less than 5*“and
the temperature shall be lower
than 1.5°C

Structural integrity must remain
intact after 380 million cycles.

Measure the primary dimensions
of the Ankura Stent Graft with
Delivery System.

The dimensions shall be
compliance with the requirement
of the

sizes.

Observe the exterior surface
condition of Ankura Stent Graft
with Delivery System with a
microscopy of magnification of
25 to

Results

The result shows that the Ankura
Stent Graft with Delivery System
is x-ray traceable or visible. The
markband on the end of Ankura
Delivery System can help to
localize and deploy the devices
precisely.

Even more, the Airkura Delivery
System and Ankura Stent Graft are
X-ray traceable, which can be
imaged during the procedure of
operation.

Ankura Stent Graft with Delivery
System meets the requirements of
the criterion.

The angle is lager than 5°and the
temperature is higher than 1.5°C.
This isn’t safe to human for MRI.
So we suggest the patient not to
check for MRI after implantation.

After 380 million fatigue cycles of
each sample, there is no crack or
rupture observed.

Ankura Stent Graft meets the
requirements of the criterion.

The primary dimensions of the
Ankura Stent Graft with Delivery
System are tallyed with the
requirements of designed size.

The Ankura Stent n
Delivery
microscope non
1 the G A n
A @

_[r{



OTueT 06
ncnbiTaHUN
COCTOSAHUSA
BHELLHEN
NOBEPXHOCTU

OTyeT 06
UCMbITAHUAX
HanpaB/ieHHO
i HapyXy
pagnanbHoi
CUNbI CTEHT-
rpagra

MWKpPOCKONNYECKN nccnegymnTe
COCTOSIHME BHeLUHeN
NOBEPXHOCTW CTEHT-rpaTa
Ankura npu yBenun4yeHmn 2.5 ¢
Lenblo onpegeneHnsa cocToOAHUA
BHeLUHel MOBEPXHOCTU, Ha
KOTOPOWM He AO/IXKHO 6bITb
COPHbIX NpumMecel, aetheKToB
NOBEPXHOCTU U LeeKTOB B
pesynbTaTe NPON3BOACTBEHHOIO
npouecca. BHewwHAa
NOBEPXHOCTb CTEHT-rpara
Ankara fo/mKHa NPUYMHNTD
MUHUMasIbHbIE MOBPEXAEHNSA
COCYZ0B BO BpeMs ornepauuu
(ISO 11070, 4.3 gna cuctemsl
poctaBku Ankura, 1SO 25539-1,
7.3.3.9 gnsA cTeHT-rpadTa
Ankura).

BbiGepnTe pasnnyHble
cneynukKaymm cTeHT-rpadToB,
M NOMecTUTE UX B
COOTBETCTBYHOLWNE HOPMbI,
3aTeM CAaBUTE BEPXHIOO hopMy
OMHAMOMETPOM, YTOGbI CXKaTb
CTEHT-rpad)T 0 ONpPeaeeHHOro
fuameTpa U1 3anucatb
NPUIOXKEHHYO cuUny.

Tabnuua 1. TpeboBaHUsA K
HanpaB/eHHOW HapyXy
pagvnansHoii cune

HanpaBneHH
AvameTp a5 HapyXy
CTeHT pagnanbHas
rpadTa (Mmm) cvna (H)
<20 >2
20-30 >3
>30 >4
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CTeHT-rpadpT Ankura c cucTemoli
[LOCTaBKU uccnegosancs
MUKPOCKOMWUYECKN C  YBEIMYEHUEM

2.5x. HabnwogeHna nokasbiBalT, YTO
Ha CTeHT-rpacTe Ankura u cucTeme
focTaBkM Ankura He O06GHapyXXeHbl
COpHble npumMecu, nedeKTbl
NOBEPXHOCTU " nedeKTbl B
pesynbTaTte NPON3BOACTBEHHOIO
npouecca. CHUMKM 6bINn chenaHbl ¢
noMowbo  LNDPOBOA  Kamepbl W
BU3yasibHO AeMOHCTPUPYIOT BbICOKOE
KayecTBO  MOBEPXHOCTU,  KOTOpOe
crnoco6ecTBYeET YMEHbLUEHNIO
noBpexaeHnii cocyfoB BO Bpems
onepauum.

CteHT-rpadT Ankura c cuctemoii
[OCTaBKM 0TBeYvaeT TpeboBaHUAM
KpuTepus.

HanpaBneHHas HapyXy paguanbHas
cuna CTeHT-rpadToB COOTBETCTBYET
Tpe6oBaHUAM.

Pe3ynbTaTbl UCMbITaHWA:
HanpaBneHHON HapyXXy pagnanbHomn

o HanpaBneHHas Hapyxy X

6p paguanbHas cuna (H) +

a3 S

el

cu 3.2 2.8 3.0 3.2 34 3

ff 31 35 3.2 2.8 3.6

10 2

10 *

C 0

04

0 3

cu 3.8 3.6 3.7 4.1 39 3

ff 35 3.7 34 39 36

18 7

18 *

C 0

04

0 2
3.9 4.6 4.5 48 42 4

Stent Grafts
Radial
Outward
Force
Testing
Repor

determhT/

conditions that shou

fi-om extraneous

from process and surface a

and should cause minimunT®"/VV
trauma to vessels during
operation (1SO

11070, 4.3 for Ankura Delivery
System, 1SO 25539-1, 7.3.3.9 for
Ankura Stent Graft).

Select different specifications of
Stent Grafts, and put them into
corresponding molds, and then
push the top mold by
dynamometer to compress the
Stent Grafts to specific diameters
and record the

applied force.

Table 1 The requirement of
radial outward force

. Radial
Diameter of
Outward
Stent Graft
(mm) Force
(N)
<20 >2
20-30 >3
>30 >4

The radial outwardT

ARKURL Sl Gralyretallyed
Results:

The radial outward force of
Ankura Stent Graft

Sa Radial Outward Force/N
m

pi

e

cu 3. 2. 3. 3. 3.
ff 2 8 0 2 4
10 3. 3. 3 2. 3.
10 1 5 2 8 6
c

04

0

cu 3. 3. 3. 4. 3.
ff 8 6 7 1 9
18 3. 3. 3. 3. 3.
18 5 7 4 9 6
C

04

0

T 3. 4. 4. 4. 4
A 9 6 5 8 2
A 4 3. 4. 4. 4
20 0 9 3 1 2
20

B

04

0

T 4. 4. 4. 4. 4.
A 3 5 7 6 8
A 5. 4. 4. 4. 4.
28 0 8 5 4 6

+

w o N w

N o

w o



Koppo3noHH
oe
ncnbiTaHne
CTeHT-
rpaTos,
npoLuesaL nx
yCTanocTHoe
ncnbiTaHue

CocTaBbTe KpuBYHO
nonspusaumnmn ¢ NOMOoLLbIo
3NEKTPOXUMUNYECKO
N3MepuUTeNbHONM cucteMbl PS-
268A u BblUMCNUTE MNOTHOCTb
NNO0THOCTb TOKa KOPPO3un no
KpuBOI nonspusayun. 3atem
onpejennTe KOHLEHTPALUIO
noHoB Ni2+ ¢ nomowbio
cnekTporpada ans
ynbTpadunoneToBoii obnacTu.
KpuTunueckuii noteHuman
NUTTUHroo6pasoBaHMA LOMKEH
6bITb 601ble 600 MB.
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A 4.0 3.9 4.3 4.1 4.2

A 3
20 +
20 0
B

04 3
0

T 4.3 4.5 4.7 4.6 4.8 4
A 5.0 4.8 4.5 44 46

A 6
28 +
24 0
B

06 2
0

T 5.3 5.0 5.0 5.1 5.2 5
A 4.9 4.8 5.2 5.0 53

A 1
46 *
38 0
B

12 2
0

T 5.3 5.4 5.9 5.6 5.7 5
A 5.6 5.8 5.6 5.8 5.7

A 6
30 +
26 0
B

06 2

BO3HMKHOBEHWE TOKa KOppo3uu npu
BbICOKOM HanpshKeHUW o3HayaeT, 4To
TONIbKO OYeHb BbICOKOE HanpsXeHue
(6onee 600 mB) wMorno BbI3BaTb
NPM3HaKnM KOppo3nMy Ha NOBEPXHOCTH
cTeHT-rpaTa Ankara.

CteHT-rpaT Ankura oTBevaeT
TpeboBaHNAM U KPUTUYECKNIA
noTeHuMan NUTTUHrobpasoBaHMsA
Bbile 600 mB.

Corrosion
Test

of Fatigue
Tested Stent
Grafts

Permeability
of

Covered Film
Testing
Report

Measure the polarized curve with
the PS-268A electrochemical
measurement system, and
calculate the corrosion current
density with polarized curve,
then measure the Ni2+
concentration by ultraviolet
spectrograph.

The critical pitting potential must
be larger than 600mV.

Select one stent, Seal one end of
the stent, and through it's other
end inject distilled water into the
stent by using a force pump, until
the liquid pressure is
16.0+0.3KPa, and then record the
volume of the

permeability with 10min.

The leakage should be less than
100mL/cm2/min.

© ~ wo;
© &~ O U
— o ow
S g u
w oo
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© oo u
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The occurrence of corrosion
current at high voltage indicated
that only very high voltage (higher
than 600mV) could produce
corrosion spots on the surface of
Ankura Stent Graft.

Ankura Stent Graft met the
requirements, and all of critical
pitting potential is higher than
600mV.

The permeability of the Ankura
Stent Graft are tallyed with the
requirements of designed, and all
of them are less than
100mL/cm2/min.



OTueT 06
NCNbITAHUAX
NPOHNLLAEMO
cTH
NoKpbIBaKoLL,
ero cnosi

OTueT 06
NCMbITaHUAX
NPOYHOCTU
Ha paspbliB
NoKpbIBaKoLL,
ero cnos

BbibepuTe 0AUH CTEHT,
3aKynopbTe ero ¢ 04HOro KoHua,
a yepes Apyron ero KoHey,
BBeANTE AUCTUNNNPOBAHHYIO
BOAY Npv nomMouyun
HarHeTaTe/lbHOro Hacoca, noka
[aBfieHne XNAKOCTUN He CTaHeT
16.0+0.3kMMa, 1 3aTem caenaiite
3anucb NPOHULLAEMOCTU B
TeyeHne 10 MUH.

YTeuka fo/mKHa 6bITb MEHbLLE
100 mn/cMANMUH.

BbibepuTe 0gHY YacTb rnagkom
MAeHKKN, TaKoro e mMaTepuana u
TO/WMHbI, KaK 1 MOKPbIBAKOLLEr0
cnosl CTeHT-rpadTa. 3akpenute
NAeHKY KPYroBbIMy 3aXKUMaMu 1
3aTeM UCMNOoNb3yinTe
chepuyeckyo rofioBKy, 4Tobbl
HaflaBUTb Ha MJIEHKY [0
paspbiBa. 3anuwinTe
MaKCUMasbHYH CUy pa3pbiBa
fecsiTn 06pasLLoB.
MakcrManbHas cuna paspbiBa
[O/MKHa 6bITb 60n1ee 25 H.
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MpoHMLAeMOCTb CTEHT-rpadT ANKura
COOTBETCTBYET KOHCTPYKTOPCKUM
TpeboBaHMSIM, BCE 3HAUEHUA MEHbLLE
100 mn/cMAMUH.

PesynbTaTthbl:

O6pasey, Mnowapab/ O6bem
awn npoHunuae

MOCTHU

TAA2020 25.12 N.O

B040

TAA4646 288.88 N.O

B200

AU12012B  60.29 N.O

120

AUI3416B  141.30 N.O

180

AAA2010  47.10 N.O

BIOO

AAA3414 120.58 N.O

B160

cuffl0l0C 1256 N.O

040

cuffle22Cc  71.59 N.O

120

MpumeyaHne: N .0 = He

HabnwoaaeTcs.

Pe3ynbTaT UcnbiTaHUli NOKasbIBaeT,
YTO MPOYHOCTb Ha PaspbIB MJIEHKN
NOKpPbITMA O0TBevaeT
KOHCTPYKTOPCKUM Tpe6oBaHUAM U
cuna, Tpebylowasnca 4Na Kaxaoro
paspbiBa, 60nbuie 25 H.
PesynbTathbl:

CpefHee 3HaYeHME MaKCUMasIbHO
NMPOYHOCTW Ha paspbIB MAEHKU
nokpbITNA coctasnsAet 106,4+9,6 H

Burst
Strength of
Covered Film
Testing
Report

Pushability
of Delivery
System
Testing
Report

Select one piece of smooth film,
the material and the thickness of
which are same to the Stent
Graft's covered film. Fix the film
with circular clamps, and then
use a sphere head to press the
film until the film burst. Record
the maximum burst force of the
ten samples.

The maximum burst force should
be larger than 25N.

Deliver the delivery system pre-
loaded stent graft through
guidwire into the aortic arch in
the blood vessel model, where
the handle of the delivery system
connecting with the tensile
testing machine.

Then released the stent graft and
record the maximum tensile
force and observed the
compatibility of the stent graft
with the model wall.

The pushing force should be less
than SON.

_YHL) ”
<1<’2‘<0<TI'62:’

R P of CovertFu

and each burst force is large,

Results:

The mean value of the maximum
Burst Strength of Covered Film is
106.4+9.6N.

The pushing force.s show that the
Stent Graft can be pushed through
the Delivery System
recommended. And the pushing
force is less than RON.

Those forces meet the requirement
of criterion.

Results the release force of

Num Push The The Lot No.
ber abili Rele adhe
ty ase rent
fore of
e the
stent
1 Y 50,6 Goo 060915
d
2 Y 53,4 Goo 060915
d
3 Y 56,0 Goo 060915

d



OTueT 006
ncnbiTaHUAX
Ha
CNoCco6HOCTb
K
npoTankusai
MO cuctembl
[OCTaBKM
cTeHTa

BBeguTe CUCTEMY [OCTaBKU
3arpy>eHHOro paHee CTEHT-
rpata Yyepes NPOBOAHUK B AyTYy
aopTbl MOAENN KPOBEHOCHOTO
cocypa, rae pyKosiTka CUCTeMbl
[0CTaBKW, COeANHEHA C
MallWHOM ANs1 UCMbITaHUA Ha
paspbIB.

3aTeM BbITONIKHUTE CTEHT-IrpadT,
3anuLmnTe MaKCcMManbHy
pacTaruBarnLLyo cuny n
OTMETbTE COBMECTUMOCTb CTEHT-
rpag)ta co CTeEHKOI MOAeNbHOro
cocypa.

Cwuna npoTanKuBaHUs fO/HKHA
6bITb MeHee 80 H.
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3HauyeHue CUbl NPOTaNKNBaHUA

NnoKa3bIBaeT, 4YTo CTEHT-Fpa(*)T MOXXHO

NPOTO/IKHYTb Yepes3 CUCTEMY

foctaBku. U cuna npoTasikuBaHus

MeHblLue, yem 80 H.

OTN cUNbl YAOBETBOPSAOT

TpeboBaHMSM KpuUTepus.

Pe3ynbTaTbl UCNbITaHWA
HoM Cno Cun Mpn

ep CO6H a Kpe
0CTb npoT  nne
K ank Hue
npot  wuBa CTeH
ank nua Ta
HBa
HUO
1 Y 50,6 Xop 060915
owo
2 Y 53,4 Xop 060915
owo
3 Y 56,0 Xop 060915
owo
4 Y 52,7 Xop 060915
owo
5 Y 48,6 Xop 060915
owo
6 Y 49,2 Xop 060915
owo
7 Y 53,4 Xop 060915
owo
8 Y 56,2 Xop 060915
owo
9 Y 57,8 Xop 060915
owo
10 Y 56,2 Xop 060915
owo
X% 53,4
S +3,2

[MpumMeyaHue: Y nokasblBaeT, YTo
CucmeTa goctaBkn Ankara moxeTt
6bITb NErko foCTaBneHa yepes
MOJZeNb KPOBEHOCHOro cocypa.

J1oT HOmep

Stent
Grafts
Connection
Strength
Testing
Report

Hub Testing
Report

Stent fracture strength of each
connection point shall be larger
than 5N.

Connect force between the film

and Stent shall be larger than 7N.

Leakage test: Block the distal
end of the Delivery System, and
fill water to the Delivery
System’s chamber, and then the
pressure is increased slowly to 3
ATM by injecting water from
pressure controlling syringe. The
pressure is kept at 3 ATM for 30
s, and no water drop shall be
observed. (ISO 10555),

4 Y 52,7 Goo 060915
d

5 Y 48,6 Goo 060915
d

6 Y 49,2 Goo 060915
d

7 Y 53,4 Goo 060915
d

8 Y 56,2 Goo 060915
d

9 Y 57,8 Goo 060915
d

10 Y 56,2 Goo 060915
d

X+ 53,4

S +3,2

Note: Y says Ankura Stent Graft
System can be easily delivery
through the blood vessel

model.

The test result indicates that the
Stent Grafts Connection Strength
meets the product technical
requirements.

Those forces meet the requirement
of criterion.

Results:

The mean value value the
maximum burst force of Connect
force between the film and Stent is
20.9+1.9N

The mean value the maximum
burst force of Stent fracture
strength is 40.9£2/02in_ AN A
The results show that

Delivery System does’;,™

blood leakage and

aspiration dnnng™MA"

Durind the te*

and asp™!" -

[.b .



OTyeT 06
MCNbITaHNUSX
NpoYHOCTU
coefuHeHNN
CTeHT-rpadTa

OTueT 06
NCNbITAHUSAX
pasbema
(xaba)

OTueT 06
NCMbITAHUAX
Ha

ConpoTuereHne paspbiBy
KaXK[0 TOUYKM COeAUHEH WA
CTeHTa J0/HKHO ObITb 60NbLUE,
yem 5 H.

Cunna coeiUHEHUST MeXAY
NEHKOW M CTEHTOM [JO/DKHA
ObITb 60NbLIE, YeM 7 H.

VcnbiTaHne Ha repMeTUYHOCTb;
3a6/10KNpyYIiTe AUCTaNbHbIN
KOHeL, CUCTEMbI JOCTaBKMW,
3aneliTe BOAY B KaMepy CUCTEMbI
[OCTaBKW M 3aTeM MeASIEHHO
yBeNnubTe AaBfieHne 40 3 aTm,
BMNPbICKMBaA BOAY M3 LWnpuua
KOHTpONs fasneHus. [laBneHune
octaetca 3 atMm Ha 30 cek, npu
3TOM He JO/IXXKHO MOSABUTbCHA HU
oaHoM Kanam Bogbl (1ISO 10555).
KpuTepuit BcacblBaHUS:
3a6/10KNpPYIiTE AUCTaNbHbIN
KOHeL, CUCTEMbI JOCTaBKU U
COeiNHUTE 3aiBUXKY CO
wnpuuem (25 % wnpuya
[LO/KHbI ObITb 3aM0NHEHbI
BOA0M). BbITAHNTE NOpLUEHb
Wwnpuua K KOHUY Wwnpuua v
0CTaBbTe B TAKOM MOJIOXEHUN Ha
15 cek. B TeueHune nocnegHux 10
CeK He JO/DKHO 6bITb HUKAKMNX
ny3bipbkoB (ISO 10555).

MomecTuTe cMcTEMy AOCTaBKMU
Ankura B CTEKNSAHHbIN cCTaKaH C
(h13nMonornyeckum pacTBopom [c
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Pe3ynbTaT UCNbiTaHUi NoKasbiBaeT,
4YTO NPOYHOCTb COEANHEHUN CTEHT-
rpadTa COOTBETCTBYET TEXHUYECKUM
TpeboBaHMAM U3JeNns.

3TN cunbl YAOBNETBOPAKOT
TpeboBaHUAM KpuUTepus.
PesynbTaTbl:

CpefHee 3Ha4YeHMe MaKcUManbHoOM
CUNbI paspbiBa COEAUHEHUSA MEXAY
NNEHKON 1 CTEHTOM cocTaBnsieT
20.9+1.9H.

CpefHee 3HaYeHMe MakKcuManbHoM
CUNbI paspbiBa CTeHTa cocTaBnseT
40.9£2.0 H.

PesynbTaTbl NoKa3blBalT, UTO
cucTema goctaBky Ankura He 6ygeT
MMETb KPOBSAHON NOATEK U
BCacblBaHWe Ny3blpbKOB BO BPeMs
onepauum.

B xoge ucnbiTaHuii He 6b1710
06Hapy>XeHOo yTeueK M acnupauum.

CucTeMa 4oCcTaBKU oTBevaeT
TpeboBaHUSAM KpUTEpUS.

Pe3ynbTaTbl NOKa3bIiBaloT, UTO
cuctemMa goCTaBKU Ankura nmeet

XOPOLUYI YCTOWYMBOCTb K KOPPO3UMU.

Corrosion
Resistance
Testing
Report-
Delivery
System

Connection
Strength of
Delivery
System
Testing
Report

Aspiration test?"

end of the Delivei*™”

connect the stopcock'wui,
syringe (25 % of syringe shall K
filled with water). Pull the n
syringe plunger back to the end
of the syringe, and kept it for 15
s. No bubble shall be observed
during the last 10 s (ISO 10555).

Immerse the Ankura Delivery
System in the saline solution
[c(NaCl)=0.15mol/L] in a glass
beaker at (22+5)°C for 5h.
Remove the Ankura Delivery
System and immerse it in boiling
distilled

or deionized water for 30min.
Cool the Ankura Delivery
System into (37+2)°C, and
maintain them at that
temperature for 48h. Then
remove the Ankura Delivery
System and allow it to dry at
room temperature. Inspect the
Ankura Delivery System visually
for signs of corrosion. The
testing of the 10 samples of each
group shall be recorded and be
compared with criterion in 1SO
10555.

Connect force between sheath
and Grip shall be larger than
60N.

Connect force between Tip and
Inner tubing shall be larger than
15N.

Connect force between Tip and
Grip shall be lager than 15N.
The force of sheath shall be
larger than 60N.

VA'P

Q W
% \\ %

Delivery System has
corrosion resistance. [ |

Ankura Delivery System meets th
requirements of the criterion.

The Stent Grafts Connection
Strength meets the product
technical

requirements.

Results:

Connection force between sheath
and Grip to samples AAAI8Fr =
165.9+£7.9N; andTAA21lFr =
176,3+9,0 N.

Connection force between Tip and
Inner tubing to samples AAA18Fr



ycTonumsocT
b K KOPPO3um
- cucTema
[OCTaBKM

OTyeT 06
NCMNbITaHUAX
NPoYHOCTH
coefnHeHNI
CUCTEMBI
[LOCTaBKU

(NaCl) =0.15mol/L] (22£5) °C
Ha 5 yacoB. BblTawnTte cuctemy
poctaBky Ankura v norpysuTe B
KUMALWYI0 ANCTUANNPOBAHHYIO
VN LENOHWU3NPOBAHHYIO BOLY
Ha 30 MUH. OXxNnaguTe CUCTEMY
poctaBky Ankura go (37+£2)°C n
ocTaBbTe ee Mpu Takol
TemnepaType Ha 48 yacoB. 3aTem
[OCTaHbTe CUCTEMY [OCTaBKM
Ankura v npocywute npu
KOMHaTHOI Temneparype.
lMpoBepbTe BU3yanbHO CUCTEMY
poctaBku Ankura Ha npeagmeTt
npu3HaKkoB Koppo3suu. CnegyeT
3anucaTb ucnbiTaHma 10
06pasLoB KaXxgoi rpynnbl
CpaBHUTL ¢ KpuTepuem ISO
10555.

Cwuna cCoeUHEHUSI CUNY MeXAay
WHTPOLbICEPOM U PYKOSITKOW
[O/MKHA 6bITh 60MbLe, Yem 60
H.

Cwuna coefiuHeHNA Mexay
HaKOHEYHUKOM U BHYTPEHHE
cucTtemoin Tpyb AokHa 6bITb
6onbuie, yem 15 H.

Cwuna coefiuHeHNS Mexay
HaKOHEYHUKOM U1 PYKOSATKOM
[O/MKHa 6bITb 60NnbLye, Yem 15
H.

Cwuna MHTpoablocepa fo/KHa
6bITb 60/bLE, Yem 60 H.

CucTema goctaBku Ankura oTsevaeT
Tpe6oBaHUSIM KpuTepusl.

Cuna NPoOYHOCTN COELUHEHMNIA CTEHT-
rpagta oTBeYaeT TEXHNYECKUM
TpeboBaHUAM U3aenns.

PesynbTaTthl:

Cuna coeiIMHEHNSA CUTY MexXay
WHTPOLbIOCEPOM U PYKOSATKOW Ans
obpasuoB AAA18Fr= 165.9+7.9H;
WTAA21Pr= 176,3+9,0H.

Cuna coeiuHEHNA MexXAay
HaKOHEYHNKOM W BHYTPeHHel
cuctemoi Tpy6 ansa obpasuos
AAA18Fr =40,5£3,5 H; nTAA21Pr
= 43,5+2,8 H.

Cuna coeiUHEHNA MexXay
HaKOHEYHNKOM M PYKOATKON Ans
obpasyoB AAAIL8Fr = 34.2t4.7 H; n
TAA21Fr = 38.3£3.9H.

Cuna nHTpogbtocepa Ans o6pasuos
AAA18Fr= 182+6.2H; nTAA21Pr
= 193+7.1 H.

=40,5+3,5N; andTAA21Fr =
43,5£2,8 N.

Connection force between Tip and
Grip to samples AAA18Fr =
34.2+4.7N; andTAA21Fr =
38.3£3.9N.

The force of sheath to samples
AAA18Fr= 182+6.2N; and
TAA21Fr= 193+7.1 N.

Cpok rogHocTtu / Shelf life Cuctema AAA, AUI, TAA, CUFF cTeHT-rpagpTa

Ankura cTepunmsyertca aTuneHokcnaom. Cpok rogHocTu
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TpeboBaHMa  6e30nacHOCTU
Security requirements
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36 mecsLUeB CO AHA NPOBEAEHNA CTEPUAM3ALUN, KaK
OTMEYEeHO Ha ynakoBKe. He ncrnonb3oBaTb NPOAYKT C
NCTEKLLIVM CPOKOM FO4HOCTMW.
O6Lme npegynpexaeHns

. BHMMaTeNbHO  03HaKOMbTECb € WHCTPYKLMAMM.
HecobntogeHve WHCTPYKLMA, npeaynpeXxxaeHni 7
NPefoCTEPEXEHUA  MOXET  MNPUBECTU K TAXKE/bIM
MoCnesCTBUAM UN HAHECEHWIO BpeJa NauyveHTy.

. 3anpeLyaeTcs 1CMONb30BaHMe MOBTOPHO
CTEPU/IM30BaHHON CUCTEMbI CTEHT-rpadTa Ankura.

. Mpn  oGHapy>XeHUn KaKnX-n6o MpUY3HaKOB

MOBPEXAEHWIA [0 HAaYana aKCryaTaumm U3fenve 3anpeLLaeTcs
K WCMONb30BaHWIO W MOAJIEXMT BO3BPALLEHVIO KOMMaHUM
«JlaridTek».

. W3penvie SOMKHO MCMOMb30BaTbCA TONBKO Bpadamu v
OpuragamMn  MeAMUMHCKUX — CMeuyanncToB,  MNpOoLeALLmMMm
MOArOTOBKY MO MeTOAMKaM MHTEPBEHLIMOHHOIO COCYAMCTOro
BMeLLaTeNbCTBa U paboTe C JaHHbIM W3LeNVEM.

. JonrocpoyHas 3pdeKTUBHOCTb  3HAOBACKYNAPHBLIX
rpatoB MoOKa He Oblla NOATBEPXAeHa, MO3TOMY BCEX
NauneHToB crieflyeT YBefOMUTb O TOM, UTO MOZOGHbLIA PO
9HJOBACKY/IAPHOTO  JlIeyeHnss  TpebyeT  MOXXM3HEHHOTO
MPOBeLEHUA PErynsapHbIX KOHTPOJSbHbIX 06CNefoBaHUIA NS
OLUEHKM  COCTOSIHMSI  3[10pOBbSi  O0OMILHOMO U PaboThl
3HfoBacKynapHOro rpadra  (Hanpumep, Ha  npegmer
9HAOMOATEKAHNS, CMELLEHNs, WUCKPUBMIEHUS, YBENYEHUS
aHeBpU3MbI 1 ap.).

. KnvHunyeckve  vccnefoBaHUA — MOKasblBalT,  UTO
HEenpasW/bHbIA OTOOP NaUMEeHTOB /1 NPOLEeAypbl MOXET
MPUBECTU K MNOXUM pe3y/nbTaTaMm fievyeHuns. Kpowme Toro, B
cnyyae Hea(heKTMBHOCTM  3HA0BACKY/ISIPHON  KOPPEKLMM
aopTel M HeOBGXOAWMMOCTM  BbIMOSIHEHUA  OTKPbLITOrO
XVIPYPruyeckoro BMeLLaTe/ibCTBa BO3MOXHO BO3pacTaHue

36 month'
label. Do no?

General
.

instructions
follow the instructions, warnin?
lead to serious consequences or inju,
The Ankura Stent Graft can not be used aft
resterilization.
If any sign of damage is observed prior to use, do not1
use the product and return it to Lifetech. ‘
This device should only be used by physicians and
teams trained in vascular interventional techniques and
the use of this device.
The long term performance of endovascular grafts has
not yet been confirmed. All patients should be advised
that endovascular treatment requires lifelong, regular
follow-up to assess their heath and the performance of
their endovascular graft (e.g., endoleak, migration,
distortion, aneurysms enlarging etc).
Clinical studies show that incorrect patient selection
may result in poor treatment effect. In addition,
unsuccessful endovascular aortic repair which requires
open surgery may result in an increased risk of
complications related to both procedures.
Patient’s condition needs to be evaluated before
implantation on the following aspects, cardiac
failure/infarction, pulmonary complications, edema,
and renal function insufficiency.
After the device placement, patients should be
regularly monitored for the state of the device,
including endoleak, migration, change of the Stent
Graft structure or position, aneurysms enlarging etc. At
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PUCKA BO3HWKHOBEHUA OC/OXHEHWUW, CBA3AHHbLIX C AaHHLIMU
[BYMS MpoLesypamm.

. Heo6xo4MMO OUEHUTb COCTOSiHWME MauueHTa [o
onepausmM MO CMefylowWuM  acnektam:  CeppeyHas
He[0CTaTOYHOCTL/VH(APKT, OCMIOXHEHNSA CO CTOPOHbI JIETKMX,
OTeK, NnoyeyHas HeLoCTaTOYHOCTb.

. Mocne pasmelleHVs W3AemMA  MauveHT  [JO/DKeH
MOCTOSIHHO HabnogatbCAd Ha  MPeAMET  BbISBNIEHUA  ero
HeucrnpaBHOCTeN (3HAOMOATEKAHME, CMELLEeHWe, W3MeHeHWe
CTPYKTYpPbl WM MONOXEHUA CTEHT-rpadTa, yBe/muyeHune
aHeBpuaM U1 Ap.). Heobxo4¥MO Kak MUHUMYM eXerofHo
npoBOAUTb PEHTIeHO/0rYecKoe ob6cnesfoBaHune "
KOMMbIOTEPHYKO TOMOrpaguio ¢ wam 6e3 MCnosb30BaHWS
KOHTPAaCcTHOr 0 BeLLeCTBa.

. MaupeHTbl, Yy  KOTOPbIX  MPU  K/IMHUYECKOM
obcnefoBaHUM  0OHApPYXeHbl,  Hanpumep,  YBelnyeHue
aHeBpM3Mbl,  paspbiB  HA y4yaCTKe  paccnoeHus Wi
HeoXuaaHHble  3aboneBaHus  BOM3M  3HLAOBACKY/NAPHOMO
rpata, [AO/MKHbI  MPOMTU  MOBTOPHOE WAW  OTKPbITOE
XMPYPryeckoe BMELLATENIbCTBO. YBeNWYeHWe aHeBpU3MbI
VN MOCTOAHHbIE 3HAOMOATEKAHWS MOrYT MpPUBECTU K
pa3pbIBY aHEBPU3MbI.

. MauneHTam, y KOTOPbIX MOC/ie YCTAHOBKW W3Aenus
ObOHapyXXunacb  MH(eKUMs, A0/MKHbI - OblTb  MPONUCaHBbI
nepopasibHble aHTUBUOTUKMN.

. HeobxoaMmo  y[oCTOBEpUTLCA B [AOCTYMHOCTU
Opuragbl Bpayei, CrneLManu3vpyroLWmMXcs B  COCYAUCTONA
XVpPYpruv, BO BpPeEMSA MMMAaHTauuM  CTEHT-rpaita  wm
MOBTOPHOrO BMeLLaTeNIbCTBa Ha Cryyaid, ecnm notpebyetcs
Mepexos, K OTKPbITOMY XVUPYPruyeckomy BMELLATE/LCTBY.

. HefonycTmo  MOBTOPHOE  MCMO/b30BaHWE WK
MOBTOPHaA CTepunu3aums CucTembl CTeHT-rpadpta Ankura.
MMoBTOpPHbIE MCNONb30BaHWE, 06paboTKa WM CTepunmn3saLms

a minimum, annual X-ray, contrast or non-contrast CT
imaging is required.

Patients with specific clinical findings, e.g, enlarging
aneurysms or unexpected diseases in the position ofthe
endovascular graft should undergo secondary
interventions or open surgical treatment. An increase in
aneurysms size and/or persistent endoleak may lead to
aneurysms rupture.

Patients with infection after the device placement
should be treated with oral antibiotics.

A vascular surgery team should always be available
during the implantation, or re-intervention procedure in
which situation that open surgical repair is needed.

Do not re-use or re-sterilize the Ankura Stent Graft
System. Reuse, reprocessing or resterilization may
compromise the structural integrity ofthe device and/or
cause device failure which, in turn, may result in
patient injury, illness or death. Reuse, reprocessing or
resterilization may also cause a risk of contamination
ofthe device and/or patient infection or cross-infection,
including, but not limited to, the transmission of
infectious disease(s) from one patient to another.
Contamination ofthe device may lead to injury, illness

or death of the patient.

Patients selection, treatment and follow-up
¢ The safety and effectiveness of the Ankura i

Graft has not yet been evaluated

populations:
¢  Traumatic aortic injury
¢ UncorrectablecoaguloP”

¢ Hereditary
(e.g.,Marfan’s Or

Conco”
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MOTYT HapyLUWTb LeNOCTHOCTb KOHCTPYKUUW u3genus n/mnu
CTaTb NPUYMHON ero 0Tkasa, B CBOKO O4yepefb MOTEHLUaIbHO
BeAyLLero K HaHeceHWo TenecHOro Bpefa MauueHTy, ero
60ne3Hn unu cmepTy. MNOBTOPHbIE KCNOMb30BaHKeE, 06paboTKa

WM CTepUAM3aLmMs  MOTyT  Takke CTaTb  MPUYKHON
BOSHWMKHOBEHUS ~ pUCKA  3arpsisHeHust  msgenus  u/uam
VHMUUMPOBAHMS WM MEPEKPECTHOTO  MH(MLMPOBaHMS

60/1bHOrO, BK/KOYas TakXKe pacnpocTpaHeHne MHEKLMOHHBIX
3a60neBaHNA  MeXAy nauueHTamu. 3arpsisHeHWe U3aenns
MOXXET MPUBECTU K HAHECEHWIO TENECHOrO Bpefa Un Bbl3BaTh
601€e3Hb MM CMEPTb NauyeHTa.

. OT60p, NeyeHne, HabnoLeHWe NaLMeHTOB
. BesonacHocTb U 3(hheKTUBHOCTL  CTeHT-rpafra
Ankura He oueHMBanach 4151 Cnefyowmx rpynn nauyeHTos:
¢ TpaBmaTu4yecKoe NoOBPeXAeHVE aopTbl
¢ HeobpaTtmas Koarynonatus
¢ HacneactseHHoe 3aboneBaHue
COeAMHUTENbHbIX TKaHen (cvHapom MapdaHa
nnu cuHgpom Anepca-LaHnoca)
¢ ConyTcTByHOLYE aHEBPU3MbI TPYAHON YacTu
aopThbl, UKW FPYAHON 1 abA0MMUHANBHOR YacTu

¢ [laupeHTbl C  aKTMBHLIMW  CUCTEMHbIMU
VH(eKLmaMn

¢ bepemeHHble OKEHWWHLI WK KopMmsALlve
marepu

¢ [laTonornyeckoe oXxvpeHue

¢ Bospact meHee 18 fet

¢ Oxunpaemas oCTaBLLasACA

NPOAOMHKMNTENbHOCTb XXU3HM MEHEE 1 roga

¢ JnamveTp
BHYTPEHHUMM

(n3mepeHHoe paccTosiHme
CTEHKaMW) W  aHaTOMUYecKoe

MEX 1y
CTpOeHVe

%j’/? %0

Ny <Q b
Pt'egnant
. 0,
¢ Morbid @ %
. "if'«xpec,n»
Access vessel diameter fm " °
oneasure”) .

wall) and morphology (minimal rol™"

disease and/or calcification) should/be”~"/™

vascular access techniques and ,
delivery system. Too tortuous vasculature* may

the risk of failure in stent graft deplovmen;\
end release.

The Ankura Stent Graft System is not recommended in
patients who weigh greater than 350 Pounds (150kg) or
can not undergo accurate fluoroscopy examination due
to obesity.

Patients with a systemic infection may be at increased
risk of endovascular stent-graft infection.

Patients with uncorrectable coagulopathy may have an
increased risk of Type 11 endoieak or bleeding
complications.

P*~oxima\

Implant Procedure

¢

Systemic anticoagulation should be used during the
procedure based on hospital and pliysician preferred
protocol. If heparin is contraindicated, an alternative
anticoagulant should be considered.

Minimize handling of the constrained endoprosthesis
during preparation and insertion to decrease the risk of
endoprosthesis contamination and infection.

Maintain the guide wire position during delivery
system insertion.

Do not bend or kink the delivery system. Doing so may

%
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(MUHVMMabLHasn NCKPUBNEHHOCT, OKK/I0314 nivnn
Kanbumdrkaums) cocyga LOCTYyna LO/MKHbI COOTBETCTBOBATb
MEeTOAMKaM COCYAWUCTOro A0CTyna W NpPouI0  CUCTEMbI
[OoCTaBku.  V3nviHee  MCKPUBMIEHWE  COCYJOB  MOXET
YBE/IMUUTL PUCK HEYZAauM Mpu YCTaHOBKe CTEHT-rpadra n/unm
BbICBOOOX/EHNMN NMPOKCMMa/IbHOIO KOHLIA.

. Cuctema cteHT-rpadpra Ankara He pekomeHaoBaHa
[J19 MaumMeHTOoB, BEC KOTOPbIX npesbiwaeT 350 ¢yHTOB (150 Kr)
WM He CMOCOOHBLIX MPOWTK TO4YHOE (/IFOOPOCKONMUYECKOE
o6cnesoBaHMe Mo MPUUNHE OXXUPEHNS.

. MauneHTbl C CUCTEMHON MH(EKLMEN HAXOAATCA B 30He
MOBbILLEHHOrO pucka VH(MLMPOBaHUA B Xoge
3H0BaCKy/IAPHON NpoLeAypbl M0 YCTaHOBKe CTeHT-rpadTa.

. MauneHThbI c HeobpaTUMOii KoarynonaTuei
NoJBeP>KeHbl MOBbILLIEHHOMY PUCKY 3HAoMoATeKaHus 1l Tuna
UM OCNOXHEHWIA, CBA3aHHbIX C KDOBOTEYEHMEM.

. Mpoueaypa UMNIaHTUPOBaHMUS

3 Bo Bpems npouedypbl MMMMaHTauumM TpebyeTcs
CUCTEMHas aHTMKOArysiHTHas Tepanums Ha OCHOBE MPOTOKO/A,
YTBEPXK/JEHHOTO /1IeYeOHbIM YUpeXKaeHneM 1 Bpadom. Ecnm

NPOTMBOMNOKa3aH renapuH, cnegyet 1CMO/Nb30BaTb
aNbTePHATMBHbIA aHTUKOArY/sHT.
. Heo6xo4MMO MWHUMMW3MPOBATL NOOble AEACTBUS C

3aKpen/ieHHbIM  3HAOMPOTE30M BO BpemMsi MOArOTOBKM M
YCTaHOBKM [/11 CHUXKEHMSI PUCKa 3arpsisHeHMs 3HA0MPoTe3a U
nonafaHuns B Hero UHAQeKLMu.

. Heo6x0AMMO yaep)XnBaTh NOMOXKEHUE NPOBOAHMUKA BO
BpeMsi BBEZIEHUS CUCTEMbI JOCTaBKY.
. 3anpelyaeTcs crubaTb WM NepeKpyumBaTb CUCTEMY

[0CTaBKW. ITO MOXET MPUBECTU K MOBPEXAEHWUIO eUCTeMbl
[lOCTaBKW M CTeHT-rpagra.

cause damage to the delivery system and the stent graft.
Always use fluoroscopy for guidance, delivery and
observation of the device within the vasculature.

The use of the Ankara Stent Graft System requires
administration of intravascular contrast. Patients with
preexisting renal insufficiency may have an increased
risk of renal failure postoperatively. Care should be
taken to limit the amount of contrast agent used during
the procedure.

To avoid any twist in the endovascular stent-graft,
during any rotation of the delivery system, rotate all of
the components of the system together carefully.
Inaccurate placement of the stent graft within the vessel
may result in increased risk of endoleak, migration or
embolization.

Inadequate fixation of the stent graft may result in
increased risk of migration of the stent graft, and
incorrect deployment and migration of the stent graft
requires surgical intervention.

Do not continue advancing if resistance is felt during
advancement ofthe guide wire or delivery system. Stop
and assess the cause of resistance.

Unless medically indicated, do not deploy the stent
graft in a location that will occlude arteries necessary
to supply blood flow to organs or extremities.



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

¢+ MoCTOsiHHOE  MCMO/Mb30BaHWe  (DIKOOPOCKONUM  Aist
KOHTPO/IS  HampaBfieHUsi, [JOCTaBKM U HabnogeHus 3a
V13aenvem, HaxoAALWMMCS B COCYAMCTON CrCTeME.

¢ KMcnonb3oBaHve cucTembl  CTeHT-rpadpta Ankara
TpebyeT  BHYTPUCOCYAMCTOrO  BBEAEHWA  KOHTPACTHOroO
BeLLeCTBa. MauneHTsbl c NMetoLLIeCS MoYeyHoi

HeLOCTaTOYHOCTBIO MOTYT HaXOAWUTCS B IPpyrine noBbILLEHHOr0
pUCKa ee 060CTpeHns nocne onepaumn. Heobxo4MMOo NPUHATH
Mepbl  ANA  OrpaHUYeHns  KO/IMYecTBa  MCMOJb3yeMoro
KOHTPaCTHOr 0 BeLLEeCTBa BO BpeMs NpoLiesypbl.

. UTobbl M36eXaTb CKPyUMBaHWA 3HA4OBACKY/SPHOIO
CTeHT-rpadTa, npy Nto6bIX MOBOPOTAX CUCTEMbI [0OCTaBKM
HeobxoauMo  06paTUTb  BHWMaHWe Ha  OLHOBpPEMeHHOe
BpaLLleH1e BCeX KOMMOHEHTOB CUCTEMbI.

. HenpasuibHOe pasmelleHue CTeHT-rpagita B cocyge
MOXET MPUBECTU K PUCKY BO3HWKHOBEHWS 3HLOMOATEKAHUS,
CMeLLeHus, ambonusaumu.

. HepoctaTouHas  mkcaums  CTeHT-rpapta  MOXeT
MPUBECTU K MOBLILLEHNIO PUCKA CMELLEHUA CTeHT-rpadra, a
HenpasW/ibHasA YCTaHOBKa W CMELLiEHNEe CTEHT-rpagTa TpebyoT
OnepaTVBHOIO BMeELLATe IbCTBA.

. Mpekpatute  MOMbITKY  MPOABVXEHWA  CUCTEMbI
[OCTaBKW, €Cny Mpu [BVDKEHWUW MPOBOAHUKA WM CUCTEMbI
[OCTaBKM  ollyllaeTca  conpoTueneHne.  Heobxogmmo
OCTaHOBUTBLCA Y YCTaHOBUTb MPUYUHY CONPOTUBNEHNS.

. Mpy OTCYTCTBMM COOTBETCTBYIOLLMX MEAULIMHCKNX
yKa3aHWii He pa3MeLlainTe CTeHT-rpadT Ha y4acTkax, rpe
MOXET BO3HMKHYTb OKK/MHO3US apTepumn, 06ecrneymBatoLLeit
KPOBOCHabXeHWe 0praHoB U KOHEYHOCTEN.



Tpeb6oBaHus K oxpaHe
OKpYy>KatoLLen cpefabl npu
NMPUMEHEHNN MeANLMHCKOro
nsgenusa/ Requirements for the

protection of the environment in the
application of medical devices.
Procedure for utilization/liquidation

ofMD

MeTo/bl U cpeacTBa fe3nHpeKLnn
M NpeacTepunn3aLnoHHON
ouncTku/ Methods and apparatus
for disinfection and sterilization
cleaning
Tpe6oBaHUA K MOHTaXy MU
yctaHoBke /  Assembly  and
installation requirements;

CBefileHNs 0 TEXHUYECKOM
o6cnyxusaHuu/ Information
about maintenance;
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Mocne wmcnonb30BaHMA  NPOAYKUMA  AOMXKHA  ObITb
YyTUIN3NPOBAHA B COOTBETCTBUW C WHCTPYKLMAMWU NO
yTunm3auun, 4enCTBYOW MMM B Te4eOHOM YUpPeXAeHUN.
Knacc onacHocTu MeANLNHCKNX 0TX0A,08B, B
cootBetcTBMM ¢ CaHluH 2.1.7.2790-10: b (onacHsble,
noTeHUnanbHO NHPULNPOBAHHbLIE MeauLNHCKNe

0TX0f4pbl).

HeponycTumo NOBTOPHOE MCMNO/Nb30BaHMe UMK
MOBTOPHas CTePUM3aLMa CUCTEMbI CTeHT-rpadTa

Ankura.

Cuctema cteHT-rpagpta Ankura AAA n CUFF
¢ [logrortoeka usgenns

¢ [namvetp CTeHT-rpadTa npeanoYTUTENbHO
MoAGMpaeTCs, UCX0As M3 pasmepa BHYTPEHHEro, a He
BHELUHEro  AuameTpa  cocyda.  HempaBunbHO

nofo6paHHbIA pasmep W3LeNns MOXEeT MPUBECTU K
3HAOMNOATEKAHMIO UM CMELLIEHUNIO CTeHT-rpadra. Kak
npaswno, JUaMeTp CTEHT-rpadTa Jo/mKeH B 1,1 unn 1,2
pasa MpeBblaTb BHYTPEHHWIA AuameTp cocyja Ha
LIeNIEBOM YYaCTKe.

¢ [lpoBepka wm3genMa W YNakoBKW Ha  Hainyue
MOBPEX/AEHWUN, KOTOPble MOFN  BO3HWKHYTb  Mpu
TPaHCMOPTMPOBKE.  3arnpeLlaeTcd  MCMONb30BaTb
n3genue, y KOTOporo obHapy><eHbl NOBPEXAEHUA UK
HapylleHa  Le/IoCTHOCTb CTEPUIN3aLMOHHOM
3aWMTHOW  ynmakoBkun. B cnyyae  Haimuma
MOBPEXEHWIA CnefyeT BepHYTb W3AeNne KOMMaHum

After use, the product must be disposed of in accordance

with the disposal instructions in force in the treatment
facility.

The class of danger of medical waste, in accordance with

SanPiN 2.1.7.2790-10: B (dangerous, potentially infected
medical waste).

Do not re-use or re-sterilize the Ankura Stent Graft
System.

The Ankura AAA and CUFF Stent Graft System
. Products preparation
¢ The Stent Graft diameter should be selected by the
vessel inner diameter ,and not outer diameter. Selecting
an improper size of device may result in endoleak or
stent-graft migration. Generally, the diameter of Stent
Graft selected should be 11 to 1.2 times larger than the
landing zone vessel inner diameter.
¢ Inspect the device and the package to verify that n
damage has occurred as a result of shipp'ns-
the device if any damage of t/ie
sterilization barrier has been
occurred, return it to
check the spec



«Naridptek».  Tepes  MCNO/Mb30BaHMEM  M3Lenms
TpebyeTcs MOBTOPHOE M3y4yeHue crneumtukaumin Ha
COOTBETCTBME  TpebOoBaHMAM  ANF  KOHKPETHOro
naumeHTa.

[NoaroToBKa naupeHTa

3mMepeHune [A/IMHbI MPOKCUMA/IbHON LUEKN aopTbl U
BHYTPEHHEr0 AMaMeTpa cocyaa.

3mepeHne yrna nNpOKCUMaIbHOM  LUEMKN  aopTbl
OTHOCUTENbHO NPOAO/LHOW OCY aHEBPU3MbI.
KauecTBeHHas OLeHKa LLEAKN aopTbl.

OueHka aHaTOMMYECKOr0 CTPOeHMS cocyda Ha
NPUrOAHOCTL AN 3HAOBACKYNSPHOW  KOPPEKL MK
aopTbl.

MposefeHe HeobXOAMMOro 06Lero o6cnefoBaHus,
MOHUTOPUHT OCHOBHbIX noKasarenein
XN3HEAEeATeNbHOCTW.

Wcnonb3oBaHue  ns CNpaBKU  YTBEPXKAEHHbIX
MEAMLMHCKMX  MPOTOKOMOB  A/11  OCYLUECTB/IEHUS
aHecTeaun,  aHTUKOArynauMm M MOHWUTOPMHra
OCHOBHbIX NOKa3aTeneii XXn3HeaesaTeIbHOCTH.
MomelleHMe nauMeHTa Ha MPOUEAYPHbIA cTon Ans
BbIMOMHEHWS (hIFOOPOCKOMNMYECKONA BU3yanm3aummn ot
Ayrn aopTbl [0 GUypkauuii 6epeHHON apTepun.
ObGecneyeHne focTyna K 0eapeHHO/NoAB3/A0LLHO
apTepuun.

OO6HaxeHne 06emx 00WMX GeapeHHbIX apTepuii ¢
MOMOLLbH0 CTAHAAPTHBIX XMPYPrMYecKMX METOAOB.

Bo Bpema  npouedypbl  BHeApeHWs  m3genvs
Heob6xoaMMo npoBeaeHve CUCTEMHOW
aHTUKoarynauMm  Ha  OCHOBaHWM  NPOTOKONa,

pati

Patient preparation A \

Measure proximal aortic

diameter.

Measure the angle of the proximal aortic

to the long axis of aneurysm.

Evaluate the quality of aortic neck.

Access the morphology of the vessel compatible with
endovascular aortic repair.

Undergo any necessary common examination, and
monitoring of vital signs.

Refer to institutional protocols relating to anesthesia,
anticoagulation and monitoring of vital signs.

Position patient on imaging table allowing fluoroscopic
visualization from the aortic arch to the femoral artery
bifurcations.

Adequate iliac/femoral arteries access.

Expose both common femoral arteries access using
standard surgical technique.

Systemic anticoagulation should be used during the
deployment procedure based on hospital and physician
preferred protocol. If heparin is contraindicated, an

alternative anticoagulant should be considered.

Implantation Procedure

BbIOPAHHOr0  fle4ebHbIM  YUpPeXeHWemM 1 BpayoM. Preparation before im p lantatio n
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Ecnv npoTMBOMOKa3aH — remapuH,  HeobXoaumo
CMONb30BaTh a/lbTEPHATMBHBIV aHTUKOAryNsHT.

Mpouenypa onepaymu
MoAroToBKa nepes UMniaHTaumen

¢ [loacoeAnHNTE LIMPWL, C renapuHU3NPOBaHHBIM

(h13M0OrMYECKMM PacTBOPOM K pasbeMy JTioapa 1
reMocTaTM4ecKoMy 1 MNPOMONTE  KaxKAbli
OTAENbHO [/ yAaneHUs BO3JyXa W3 BHYTPEHHEN
TPYOKM 1 BHELLUHEro MHTpofptocepa. (puc.3)

Puc. 3MpombiBKa BHYTpeHHeld TPYyOKN M BHELWIHETO

MHTpoAbloCepa

¢ Begure MOHUTOPWUHI  OCHOBHBbIX rnokasaTtenei

Xn3sHeneaTenbHOCTHN.

Beegute renapuH  ana KOPPEKTVPOBKM
aKTVIBMPOBaHHOIO BpemeHu cBepTbiBaHNs (ABC)
Jo 200 cekyHn. [MpoBepbTe MPOMbIBAIOLLMIA

¢ Attach the syringe with heparinized saline to the luer
hub and hemostasis valve and flush separately to

evacuate air from the inner tube and the outer sheath.

(Fig-3)

Fig 3 Flush the inner tube and the outer sheath
Monitor important vital signs.

Administer heparin to adjust ACT (activated clotting
time) to be 200 seconds. Inspect flush solution. Sheath
and guidewire should be flushed before every insertion.
Use gauze pads with saline solution to wipe the outer

sheath and activate the hydrophilic coating. (Fig. 4)
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¢ [MogBefnTe cucTeMy [JOCTaBKM MO MNPOBOAHUKY K
OploWHONA aHeBpuU3Me, MPU 3TOM CneanTe, 4TOObI
remocTaTM4ecKWin KnamaH Bcerga Haxoguacs Ha
NPOTMBOMOMOXKHON CTOPOHE Tena nayuneHTa (puc. 5)

lecTenT-rpachTa AAA c cucTemoli
[OCTaBKMU.

[NY 7py NpefBapuTeNbHOM pasMeLL,eHnn
cTeHT-rpajpTa AAA B CUCTEME JOCTaBKM KOpoTKas
fpaHwWwa 1 remocTaTMWUYeCKNA KnanaH CMCTEMbl 4OCT aBKM
LOMI>KHbl HAXOAN T bCA C OAHON CTOPOHbI.

¢ BBeauTe KOHTpPacTHOE BeL,ecTBO B OPIOLWHYIO aopTy,

O0TMeTbTe pacnofioXKeHue Le/eBOro yyactka mM6o Ha
3KpaHe BU3yanusauum, NN60 PeHTreHOKOHTPAacTHbIM
MapKepoM WU aHrmorpamnyueckoi NMHENKOM Ha Tene
nauneHta. OTKOPPEKTUPYNTe MOMOXEHWNE CTEHT-
rpagTa No NpPOKCUMasbHbIM PEHTFEHOKOHTPACTHbIM
MapkepaMm Takum o06pas3om, 4To6bl BEPXHUI KpaW
rpagta pacnonarancs 4YyTb HMWXe CaMON HUXKHENR
MOYEYHOW apTepum.
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Fig. 5 Introduction ofthe AAA Stent Graft with Delivery
System

Note: The Short branch of the AAA Stent Graft must be in
the same side with the hemostasis valve of the delivery
system when the AAA Stent Graft is preloaded into the
delivery system.

¢ Inject contrast agents into the abdominal aorta; mark
the position of the target location, either on the imaging
screen or with radiopaque marker or angiographic ruler
on the patient’s body. Adjust the position of the Stent
Graft through the proximal radiopaque markers so that
the top edge of the graft is just below the lowest r

artery.

Ensure that the proximal radio?



¢ Yb6eautecs, yTo

MPOKCMMa/IbHBbIN
PEHTTEHOKOHTPACTHbIA  «0-06pasHbIt» 1 «V-
06pasHbIi» MapKepbl Haxo4aTCs C O4HOW CTOPOHBI
OJIMHHON  6paHLimn cTeHT-rpata AAA. Ybeautecs,
YTO MNPOKCUM&/bHbIA  PEHTTEHOKOHTPACTHbIA — «8-
06pasHblli» N «e-06pasHblli» MapKepbl HaxoAATcs C
OfHOW CTOPOHbI, a «0-06pa3HbIi» U1 «>- 06pa3HbIN»
MapKepbl - Ha KOPOTKOM BpaHLue cTeHT-rpadta AAA.

Y6eanTech, 4TO AUCTa/IbHAA YaCTb KOPOTKOI GpaHLLu
CTEHT-rpafTa pacnonioXeHa Hag 6udypkaymeli aopTol
B Npefeniax aHeBPU3MATNYECKOTO MeLLKa.

MegneHHO BbICBO6OAUTE CTEHT-rpadT. Y aepxmBaiTe
CUCTEMY [OCTaBKV HEMOABWXHO 3a NepejHuiA 3axeaT 1
Jlanee NoBepHMTE CKOMb3ALLMIA 3aXBaT NPOTMB YacoBOiA
CTPeNiKU AN MeA/IeHHOr0 BbICBOOOXEHUA CTEHT-
rpapta 40 yCTaHOBKN KOPOTKOM GpaHLun. (puc. 6)

on the long bra

the proximal radiopaq™”®

same side with the *“e-shaped”

marker and the “V/-shaped” marker i

of the AAA stent graft.

Ensure that the distal portion of the short branch is®
above the aortic bifurcation and within the aneurismal

sac.

Slowly deploy the stent graft. Hold the front grip of the
delivery system stationary, then rotate the slider grip
counterclockwise to slowly deploy the stent graft until

the short branch is deployed. (Fig. 6)

1117 N

Fig. 6 Deploy the short branch ofAAA Stent Graft

Proximal end release
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Puc. 10 BeegeHue cTteHT-rpapTa cuffc cucremoi
[OCT aBKMU.

e YpaannTe BHELIHWA WHTPOAbLHOCEP, YTOObI nof

HabNto4eHNEM PacKpbITb AOMONHUTENbHAA OpaHLua
cTeHT-rpagta cuff. INocne ycTaHOBKM CTeHTa yaanuTe
CMCTEMY A0CTaBKM 1 MPOBOAHMK, (puc. ).

Fig. 10 Introduction ofthe cuffStent Graft with Delivery
System

Withdraw outer sheath to deploy the extension branch cuff
under monitoring. After the stent is deployed, withdraw the
delivery system and guidewire. (Fig. 11)
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Fig, 11 Deploy the cuffStent Graft in the short branch of
AAA Stent Graft

Rapidly deploy the long branch of the AAA Stent Graft.
Hold the front grip of the delivery systeTi stationary, then
unlock the trigger and pull the slider gnp along the screw

gear to fully deploy the stent graft. (Fig. 12)

Hold the slider grip of the delivery system stationary,
unlock the trigger and pull back the front grip to make the
tip back to the distal end ofthe out sheath. Then remove the

delivery system.

P,,c. 11 PackpbITve cTenT-rpadita caff B KopoTKoi

6paHLLe cTeHT-rpadita AAA.
BbicTpo BbICBOGOAUTE A/MHHYHO 6paHLLy CTEHT
rpapta  AAA. Y[epxusaiiTe nepefHuUin  3axBaT
CUCTEMbI JOCTaBKM B HEMOABUXHOM COCTOSHWN, 3aTeM
pa3bIoKNPYITE CMYCKOBOW MEXaHW3M W MNOTAHUTE
CKO/b3ALLMIA 3axBaT MO BWMHTOBOMY MeXaHW3My [0
MOMHOrO BbICBOGOXAEHUS CTEHT-rpadTa, (puc. 12).

Y aepXxuBariTe CKOMb3ALLMIA 3aXBaT CUCTEMbI AOCTaBKM
HEeMNoABMXHO, Pa3biIoKMpYWiTe CNYCKOBOM MeXaHu3M 1
OTTAHMTE Hasaf NepefHuid 3axBaT A1 OTBefAeHMA
HaKOHEYHMKA K [AUCTalbHOMY KOHLY BHELLHEro
MHTpOAbtOCEpa. 3aTeM yaanmTe CUCTEMY AOCTaBKM.

Fig. 12 Deploy the long

Insert another cuff stent

. the Neo
the long Jo
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Cuctema cteHT-rpagta Ankura AUI
¢ [logroToBka m3genvs

¢ [nawvetp CTeHT-rpagdta MPeAnoYTUTENbHO
nof6upaeTcs, NCXoas M3 pa3Mepa BHYTPEHHErO, a He
BHELLUHEro  AvameTpa  cocyja.  HenpaBuibHO

NnoAobpaHHbI pa3mep M3LeNvs MOXeT MPUBECTU K
3HAOMOATEKAHUIO WM CMELLIEHMIO CTeHT-rpagTa. Kak
rnpasuno, AMaMeTp CTeHT-rpadra Jo/mkeH B L1 nan 1,2
pasa MpeBblWaTb BHYTPEHHWIA AuaMeTp cocyfa Ha
LIeNIeBOM Y4acTKe.

MpoBepka wm34ennd W YNakoBKUM Ha  Hajnmuune
MOBPEX[EHWA, KOTOpPble MOI/IM  BO3HUKHYTb Mpu
TPaHCMOpPTUPOBKe.  3arpeLiaeTcd  MCNob30BaTb
“3aenune, y KOTOPOro 06Hapy>XeHbl MOBPEeXAEHUA Un
HapyLUeHa LIe/IOCTHOCTb CTepUIN3aLMOHHONM
3alMTHOM  ynakoBkM. B cnyyae  Haimuma
MOBPEXAEHWIA CcneayeT BepHYTb U3fenvie KOMMaHWu
«laiipTek».  TMepef,  MCMOMb30BaHWMEM  U3[enus
TpebyeTcq MOBTOPHOE M3yuYeHWe Creumdrkaumin Ha
COOTBETCTBME  TpebOBaHUAM  ANA  KOHKPETHOro
naumeHTa.

MoaroToBKa NaLyeHTa

3mepeHne AMHBI MPOKCUMAIbHOM LUEKM aopTbl U
BHYTPEHHEro uameTpa cocyja.

3mepeHne yrna npoKCUMasibHOM LUEKM aopThl
OTHOCWTENIbHO MPOAO/LHOW OCK aHEBPU3MbI.
KauecTBeHHas OLeHKa LLENKM aopTbl.
OueHKa aHaTOMWMYeCKOro CTpOeHust
NPUrogHOCTL AN 3HA0BACKY/ISPHON
aopTbl.

cocyfa Ha
KOppeKLmm

The Ankur”™
. Products Prepa, ™"

¢

The Stent Graft diameter’

to vessel inner diameter ..

uncorrectable size ofthe device mav r

or stent-graft migration. Generally, the dia @;er
Stent Graft selected should be 11 to 1.2 times larger
than the landing zone vessel inner diameter.

Inspect the device and the package to verify that no
damage has occurred as a result of shipping. Do not
use the device if any damage of the device or the
sterilization barrier has been observed. If damage has
occurred, return it to Lifetech. Prior to use the device,
re-review the specification conforming to the patient

required .

Patient preparation

¢

Measure proximal aortic neck length and vessel inner
diameter.

Measure the angle of the proximal aortic neck relative
to the long axis of aneurysm.

Evaluate the quality of aortic neck.

Access the morphology of the vessel compatible with
endovascular aortic repair.

Undergo any necessary common examination, and

monitoring of vital signs.
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MposeseHne HeobxoAMMOro o6Llero o6cnefoBaHus,
MOHUTOPUHT OCHOBHbIX rnokasarenein
XKN3HEAEATENIbHOCTM.

Wcnonb3oBaHne  And  CNpaBKM  YTBEPXKAEHHbIX
MEeAVNLUMHCKUX  MPOTOKOMIOB  ANs  OCYLLECTB/EHUS
aHeCcTe3nu,  aHTMKOoaryflsiuMm U MOHUTOPWHra
OCHOBHbIX MOKa3aTenel XX13HeaeaTelbHOCTH.
MomMelleHMe nNauymeHTa Ha MpoueAypHbI cToNn AN
BbIMOMHEHNS (HHOOPOCKOMMYECKOW BU3yanm3aumm ot
Jyrv aopTbl J0 6UGypKaumini 6eapeHHO apTepun.
O6ecneyeHne pgoctyna K 6efpeHHO/NOAB3A0LLHONM
apTepun, OOHaXEeHWe 00emx O06LMX OGeapeHHbIX
apTepuii C MOMOLLBI0 CTaHAAPTHBIX XUPYPrUYecKmX
METOAOB.

Bo Bpema npoueaypbl  BHEAPEHMS  U3aenus
Heob6xo0AMMOo npoBeaeHne CUCTEMHOIA
aHTUKOArynauumM  Ha  OCHOBaHWM  NPOTOKONa,
BbIOPaHHOTO /1IeYeOHbIM  YUPEXAEHNEM W BPayvoM.
Ecnv  npoTvBOnokasaH — remapuH,  HeOOX04MMO
1CNOMb30BaTb albTEPHATMBHBIA aHTUKOAry/sHT.

Mpoueaypa onepauumn
¢ [logroTtoBka nepeg UMniaHTaymen

¢ [MoacoefnHute WNpWL, € renapvHU3MPOBaHHbLIM
(h13M0N0rMYecKMM pacTBOPOM K pasbemy JTroapa u
remMocTaTU4ecKoMy KanaHy v NpOMOITe KadKAbli
OTAENbHO [/ yaNneHUs BO3AyXa W3 BHYTPEHHeN
TPY6KW 1 BHELLHEro MHTpogstocepa. (puc.3)

Refer to institutional protocols relating to anesthesia®
anticoagulation and monitoring of vital signs

Position patient on imaging table allowing
fluoroscopic visualization from the aortic arch to the
femoral artery bifurcations.

Adequate iliac/femoral arteries access and expose
both common femoral arteries assess using standard
surgical technique.

Systemic anticoagulation should be used during the
deployment procedure based on hospital and
physician preferred protocol. If heparin s
contraindicated, an alternative anticoagulant should be
considered.

Operation Procedure

Preparation before implant

¢ Attach the syringe with heparinized saline to the luer

hub and hemostatic valve and flush separately to
evacuate air from the inner tube and the outer sheath.

(Fig.3)
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Puc. 4 AKTuBaLNA rugpouUnbHOro NoKpbl T UA

¢ OO6HaxuTe 6unatepaibHble GeApeHHble  apTepun

nyTem CTaHLApPTHON ornepaumu.

¢ Pa3mecTuTe  CBEPXKECTKMA  MPOBOAHUK  Ha

0,035a10/ma/260cm B OGefpeHHON  apTepun U
NPOABMHbLTE €ro 0 OTXOXAEHMS NMOYEUHbIX apTEPWIA.

YCTaHOBWTE ~ MapKepHblii  KaTeTep,  MOBTOPHO
npoBepbTe MapaMeTpbl PAaCMONIOXKEHNs1 CTeHTa C
MOMOLLbHO PEHTTEHOCKOMMNNA.

YcTaHOBUTE CTEHT-TpadT.

MoaBeauTe CUCTEMY [AOCTaBKM MO MPOBOAHMKY K
OpIOLLIHON aHeBpu3Me, MNpW 3TOM CneauTe, 4TOGbI
reMoCTaTUYeCKMiA  KfanaH BCerga Haxogwincs Ha
MPOTVBOMO/IOXKHON CTOPOHe Tena nauueHTa (puc. 5)

Insert marker sheath, and determine again the stent

specification using radiography.

Deploy the stent graft
¢ Advance the delivery system to the abdominal
aneurysm along the guidewire, and always maintain

haemostasis valve in opposite side ofthe patient. (Fig.
5)

|

I

A\

Fig. 5 Introduction ofthe delivery system

Note, the connecting bar of the ALLl Stent Graft must be in
the opposite side of the patient. And the connecting bar has
the same side with the hemostatic valve of the delivery
system when the AUI Stent Graft is preloaded into the

delivery system.

¢ Inject contrast agents into the abdom<

the position of the target »

imaging



[
ang| 9,

position ofthe
%
graft fabric isjust belo'C

Slowly deploy the stent graft,
y aeploy g v

the delivery system stationary, then rotat*'<V %

grip counterclockwise to slowly deploy the ste

raft
until the covered stent adhere to the vascular wall

Rapidly deploy the stent graft. Hold the front grip of,
the delivery system stationary, then unlock the trigger
and pull the slider grip along the screw gear to fully
deploy the stent graft. (Fig. 6)

Puc. 5 BeegeHne cMcTeMbl 4OCTaBKMU.

MpumevaHne: CoefUHNUT eNbHOE 3BEHO CTeHT-rpadpTa A UI
LONMKHO HAXOAUTbHCSA C NPOT MBOMNOMIOXKHOW CTOPOHLI Tena
nauveHTa. MNpu npefBapuTeNbHOM pasMelleHUN CTEHT-
rpapTa AUl B cucTeme JOCTaBKU COEAUHUTENbHOE 3BEHO
M reMocTaTW4yeCKMin KnanaH CUCTEMbl  JOCTaBKMK
0Ka3blBAl T CHA C OAHON CTOPOHBI.

BBefuTe KOHTPACTHOE BELLECTBO B GPHOLLHYHO a0pTY, OTMETbTE
pacrnofiokeHne  LENeBOro  y4yacTka /iM60 Ha  3KpaHe
BMU3ya/in3aummn, M60 C MOMOLLBK) PEHTTEHOKOHTPACTHOrO
MapKepa UM aHrnmorpauyeckon NMHeRKN Ha Tene naumeHTa.

N

OTKOppeKTUpyiiTe MosioXeHue CTEHT-rpata rno Fig.6 Withdraw outer sheath
MPOKCUMa/IbHBIM ~ PEHTTEHOKOHTPACTHbIM  MapKepaM  TakuM _

06pasoM, 4TOBbI BepXHWI Kpaii rpadTa pacrionarancsi 4yTb Proximal end release

HIDKE CamMOU HIDKHEN NOHEUHON apTepUM. 5 ¢ Keep the delivery system stationary. Remove the
Mef1eHHO BbICBOOOAMTE CTEHT-rpadiT. Y Aep>KuBanTe cucremy ) )

[IOCTaBKN  HEMOABMXHO 3a nepeAHmﬁ 3axBaT W [janee Secure Buckle from the grip of the delivery system.

MOBEPHUTE CKOMb3ALLMIA 3aXBaT NPOTUB YaCOBOW CTPESIKK ANs
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MEeAIEHHOrO BbICBOOOXAEHMA CTeHT-rpata A0 MOMeHTa
COeAMHEHNs CTeHTa C 060/104KOW C COCYANCTO CTEHKOIA.

BbICTPO ycTaHOBMTE CTeHT-rpadT. YaepxkuBaiiTe CUCTEMY
[OCTaBKN  HEMOABWKHO 3a MNepeAHUii  3axgaT, 3aTeMm
Pa30MKHUTE CMYCKOBON MeXaHW3M U NPOTAHUTE CKOJb3ALLMIA
3axBaT MO  BWHTOBOMY  MeXaHusMmy  [And  MOJSIHOro

BbICBOOOXAEHNSA CTEHT-rpadta, (puc.6)

Puc. 6 YpaneHune BHelWHero MHTpoabtocepa
*  PackpbITve NPOKCUMA/IbHOTO KOHLA CTEHT-rpadTa;

¢ Y[OepxuBaiTe CUCTeMY [OCTaBKM B HEMOLBVXHOM
COCTOSHUW. OTCOEAMHUTE KPEMEeXHbIA 3aKUM  OT
3axsara CUCTeMbl focTaBku (puc. 7).

KpenexHblii 3aXum

r

SO 1T

(Fig. 7)

rSe”cure Buckle

-LWH JJ

!V_t

Fig. 7Remove the Secure Buckle
Pull the Proximal Releaser to release the proximal

spring of the stent graft. (Fig. 8)

“roximal Releaser

/
on 13

r~
Fig. 8 Pull the Proximal Releaser
Hold the slider grip of the delivery system stationary,
unlock the trigger and pull back the front grip to make the
tip back to the distal end ofthe out sheath. And then remove

the delivery system.(Fig. 9)
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Puc. 7. CHATMNE KPeNe>X HOTo 3a>kxnuma

¢ TloTAHMTE  MPOKCUMAbHBLIA  pasmblkaTenb 1A
BbICBOOOXAEHNA MPOKCUMANIbHOM MPY)XXWHbI CTEHT-
rpagra (puc. 8).

MpoKcMMasbHbIA pasMmbiKkaTenb

\-LJ\
D

/[

Puc. 8. MoTAHUTe Ha cebs MPOKCUMaNbHbI
pasmbiKaTensb.

Y aepusaiiTe CKOMb3ALLMIA 3aXBaT CUCTEMbI JOCTaBKM
HEMOZBWKHO, Pa36/IoKUpyiiTe CNYCKOBOW MeXaHU3M U
OTTAHWTE Ha3af nepefHWiA 3axBaT ANA OTBeAeHWs
HaKOHEYHMKa K [OUCT&/IbHOMY KOHLY BHELLHEero

MHTpOAblOCcEpa. 3aTeM y[anuTe CUCTEMY [AO0CTaBKU
(puc. 9).

Fig. 9 Remove the delivery system

Place a plug in the other side of iliac artery. (Fig. 10)

NN

Fig. 10 Plug placement
Build a bypass between the two femoral arteries.

%
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Cuctema cteHT-rpadta Ankura TAA

MoprotoBka mnsgenusd

¢

[unaveTp CTEeHT-rpata npeanoYTUTENbHO
noa6rpaeTcs, NCXoas M3 pasMepa BHYTPEHHErO, a He
BHELLHero  AvameTpa  cocyja.  HenpaBwibHO

nojobpaHHbIA pasmep M3Lenus MOXeT MPUBECTU K
3HAOMNOATEKAHUIO WU CMELLEHUIO CTeHT-rpadTa. Kak
npaBwuso, AMaMeTp CTeHT-rpadTa go/mkeH B L1 nnn 1,2
pasa npeBblllaTb BHYTPEHHWI [uaMeTp cocyja Ha
LIe/IeBOM Y4acCTKe.

MpoBepka M34enMA M YMNakKOBKM Ha  Haamuume
MOBPEXAEHWA, KOTOpble MOFIM  BO3HWKHYTb  MpU
TPaHCNOPTUPOBKE.  3anpeLyaeTcd  MCMoNb30BaTbh
n3genvie, y KOTOporo obHapy>eHbl NOBPEXAEHNS U
HapyLUeHa LLeNIOCTHOCTb CTEPUIN3aLMOHHOM
3alUMTHOM  ynakoBkW. B cnyvae  Haimuwms
MOBPEXAEHWIA CnefyeT BepHYTb U3fenvie KOMMaHuu
«Naridptek».  TMepes  MCNOMb30BaHUEM  U30eNUs
TpebyeTcs MOBTOPHOE W3y4yeHue cneumtukaumin Ha
COOTBETCTBME  TPebOBaHMAM AN KOHKPETHOro
naumeHTa.

MoaroToBKa nauueHTa

¢

3mepeHne ANnHBI MPOKCUMAbHOM LUEKM aopTbl U
BHYTPEHHEro uameTpa cocyja.

3mepeHne yrna npoKCMMasibHOM LUeVKN  aopTbl
OTHOCMTENIbHO NPOZLO/LHOW OCK aHEBPU3MbI.
KauecTBeHHas OLeHKa LLENKM aopTbl.
OueHKa aHaTOMWMYecKoro CTPOeHUst
NPUrogHOCTL  ANA  3HA0BACKY/SAPHOW
aopTbl.

cocyfa Ha
KOppeKLmm

The Ankural

Products preparatiSi>
¢ The Stent Graft diamet”

to vessel inner diameter not

uncorrectable size of the device may resutv

or stent-graft migration. Generally, the diamet
Stent Graft selected should be 11 to 1.2 times large
than the landing zone vessel inner diameter.

Inspect the device and the package to verily that no
damage has occurred as a result of shipping. Do not use
the device if any damage of the device or the
sterilization barrier has been observed. If damage has
occurred, return it to Lifetech. Prior to use the device,
re-review the specification conforming to the patient

required .

Patient preparation

Measure proximal aortic neck length and vessel inner
diameter.

Measure the angle of the proximal aortic neck relative
to the long axis of aneurysm.

Evaluate the quality of aortic neck.

Assess the morphology of the vessel compatible with
endovascular aortic repair.

Undergo any necessary common examination, and

monitoring of vital signs.
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MposefeHVe Heobxoaumoro o6Llero o6cnefoBaHUs.
MOHUTOPUHT OCHOBHbIX rnokasarenein
XUN3HeeATeNbHOCTH.

Wcnonb3oBaHwe  And CNpaBky  YTBEPXKAEHHbIX
MEAULIMHCKUX  NPOTOKONOB /19 OCYLUECTB/IEHUSA
aHecTesuu,  aHTUKoarynauMm 1M MOHUTOPUHTA
OCHOBHbIX MoKa3aTenei XXN3HeaesTeIbHOCTY.
MoMeLLeHVe MauMeHTa Ha NpouefLypHbId cTon Ans
BbINOSHEHWA (D/IFOOPOCKOMMYECKON BU3yanu3aLmm ot
Jlyrvi aopTbl 10 6udypKaunii 6ejpeHHOR apTepurn.
ObecneyeHne pgoctyna K 6efpeHHO/NOAB3A0LLHONM
apTepun, OOHaXKeHMe ofHOM 06Leli  6eapeHHON
apTepumn C MOMOLLbI CTaHAAPTHBIX XUPYPrUYecKnx
METO[0B.

Bo Bpema  npouefypbl  BHeApPeHWs  M3genus
Heob6x0aMmo npoBeaeHve CUCTEMHO
aHTUKOarynauMm  Ha  OCHOBaHUW  MPOTOKONA.
BbIOPAHHOr0  fleYeOHbIM  YUPEXAEHNEM W BPaYvoM.
Ecnv  npoTuBOMOKasaH  remapuH,  HeO6Xo4UMO
1CNO/b30BaTh a/lbTEPHATUBHbINA aHTUKOAryNsHT.

Mpoueaypa onepawymu
MoAroToBKa nepes UMniaHTaumen

¢ [oacoegMHuTe  WNPUL, C  renapyuHU3MPOBaHHbIM

(bM31ONOrMYECKM PacTBOPOM K pasbeMy Jltospa U
remocTaTMYecKoMy K/anaHy W NPOMOWTe KaXk[plid
OTAENbHO ANA yAaneHWs BO3dyXa W3 BHYTPEHHeN
TPY6KW 1 BHELLHEro nHTpogstocepa. (puc.3)

Refer to institutional protocols relating to anesthesia.
anticoagulation and monitoring of vital signs.

Position patient on imaging table allowing fluoroscopic
visualization from the aortic arch to the femoral artery
bifurcations.

Adequate iliac/femoral artery access and expose one
common femoral artery using standard surgical
technique.

Systemic anticoagulation should be used during the
deployment procedure based on hospital and physician
preferred protocol. If heparin is contraindicated, an

alternative anticoagulant should be considered.

Operation Procedure
Preparation before implant

¢ Attach the syringe with heparinized saline to the luer

hub and hemostatic valve and Push separately to
evacuate air from the inner tube and the outer
sheath.(Fig.3)



Fig 3 Flush the inner tube and the outer sheath

¢ Monitor important vital signs.
Puc. 3 NMpombliBKa BHYTpeHHelh TPyObKU 1 BHELIHEro

MHTpoAblocepa ¢ Administer heparin to adjust ACT (activated clotting
¢ Begure MOHWUTOPWHT OCHOBHBbIX nokasarenen time) to be 200 seconds. Inspect flush solution; sheath
XKU3HEAEeATEIbHOCTU. ) )
and guidewire should be flushed after each exchange.
¢ Bseante renapmH ana KOPPEKTUPOBKHU ¢ Use gauze pads with saline solution to wipe the outer

aKTVBUPOBAHHOrO BpemMeHW cBepTbiBaHusa (ABC) pgo

P P P U( ) A sheath and activate the hydrophilic coating. (Fig. 4)
200 cekyHpa. [MpoBepbTe nMpomblBalLUIA pacTeop;
WHTPOAbIOCEP M NMPOBOAHUK HEO6XOAMMO MPOMbIBATb

nocne Kaxnaoro AemCTBVIﬂ.

¢ [Mpn nomowm MapneBoit canderkn, CMOYEHHOWN
(hM3M0N0rMYEeCKUM pPacTBOPOM, MNPOTPUTE BHELLHWIA
UHTpoOAblOCEP " aKTMBUpYyliTe BHELLHee
rmagpodunbHoe NoKpbITHe, (puc. 4).

Fig. 4 Activate the hydrophilic coating
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Puc. 4 AkTuBayuma rugpodnabHOTo NOKPbITUSA
¢ OOHaxute O6efpeHHble apTepun OJHON CTOPOHbI
nyTem CTaHAapTHOWN onepauunu.

¢ PasmecTuTe CBEPXXXECTKUI NpoBOAHUK Ha
0,035a101imal/260cm B GegpeHHOW  apTepum 1
npoBenTe ero A0 Bocxoasuei aptepun (puc. 5).

UL/

Expose one side femoral arteries by standard surgery.
Plaee a 0.0357/260cm super stiff guidewire in the
femoral artery and advance it until to the ascending

artery. (Fig. 5)

ULl
TN

Fig. 5 Introduction ofsuper stiffguidewire

Deploy the stent graft

L4

Advanee the delivery system to the aneurysms or
dissection sites along the guidewire, and always

maintain the hemostatic valve toward the left side o

the patient (Fig. 6)
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L4

pasmelleHWe COeAMHUTENbHOrO 3BeHa CTeHT-rpagTa
TAA C BHelWHel CTOPOHbI U3rnba aopTanbHOM fyru.

BbINOMHWTE NOBTOPHYIO aHrMorpaduio 4ns NpoBepKu
pacrnosfioXXeHWsi CUCTeMbl [AOCTABKM Ha yyacTKax ¢
aHeBPM3MOI MM pacc/ioeHneMm.

MOHN3bTE CUCTONIMYECKOE KPOBSIHOE AaBJfieHUMe A0
10,5-12 kMa.

MegneHHO nNpoBeAWTe YCTAHOBKY CTeHT-rpadTa.
YpepxuBakTe CUCTEMY [OCTaBKM HEMOABUXHO 3a
nepegHWii 3axBaT W fJanee MNOBEPHUTE CKOMb3ALWLMIA
3axBaT MNpPOTMB 4acoBOW CTPeNKu [1a MeSSIeHHOro
BbICBOOOXAEHUA MPOKCUMaNbHOM YacTu CTeHT-rpadra
[0 MOMEHTa NMPUCOEAMHEHUA CTEHTA C MOKPbITUEM K
CTeHKe cocypa, (puc. 7).

Puc. 7MegneHHoepackpbl Tue cTeHT-rpagTa
BbiCTpo ycTaHOBMUTe CTeHT-rpadT. YpaepxusanTte
CUCTEMY LOCTAaBKM HENOABWXKHO 3a NepefHWii 3axBarT,

delivery system stationary, then rotate the slider grip
counterclockwise to slowly deploy the proximal part of
the stent graft until the covered stent adhere to the

vascular wall. (Fig. 7)

Fig. 7Slowly deploy the stentgraft
Rapidly deploy the stent graft. Hold the front grip of
the delivery system stationary, then unlock the trigger
and pull the slider grip along the screw gear to fully

deploy the stent graft. (Fig. 8)
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effects after implantation

ISO 10993-7 + Corl biological Evaluation of
medical treatments products: ethylene oxide (EtO)
Remains after sterilization

ISO 10993-10 Assessment of biological effects of
medical products: Test for irritation and
sensitization skin

ISO 10993-11 biological Evaluation of medical
treatments products: Tests for General toxicity
ISO 10993-12 Assessment of biological effects of
medical products: sample Preparation and
reference materials

ISO 11135-1 Test cycles sterilization with
ethylene oxide

ISO 13485 Medical devices - quality management
System - Requirements for regulatory

ISO 14155 Clinical investigation of medical
devices for patient people - good clinical practice
ISO 11607-1 Packaging for final sterilization of
medical products - Part 1: Requirements for
materials, sterile barrier and packaging systems
ISO 14630 General requirements to the non-active
surgical implants

ISO 14971 Medical devices - Application of risk
management to medical devices.

ISO 25539-2 cardiovascular implants -
Endovascular devices - Part 2: Vascular stents
MDD 93/42/EEC Basic requirements of the
Directives on medical devices, as amended in
Annex 1

ISO 10993-6

MeANLMHCKNUX n3genunii: icnbir
BO34EeMCTBMA NOCNe UMMNaHTauum

ISO 10993-7 + Corl OueHka 6uon
MeANLMHCKNUX U3aennii: TUNEHOKCUA
OcTaTKku nocne crtepunnsaynm A

ISO 10993-10 OueHKa 61010rN4eCKOro AencTBUS
MeANLMHCKNX n3fenuii: MicnbiTaHne Ha pas3gpaxeHue

CEHCUOMN3ALNIO KOXMN

ISO 10993-11 OueHKa 6M0N0rMYECKOro AeicTBmS
MeANLMHCKNX M3ennii: NcnbiTaHUS Ha 06LLYH0 TOKCUYHOCTb
ISO 10993-12 OueHKa 6M0NOrNMYECKOro JencTBns
MeANUMHCKNX n3genuii: MoarotoBka 06pasLoB 1 3TaNoHHbIe

maTtepuansl
ISO 11135-1 [lpoBepKa LMKIOB CTepunmnsaymm
3TUNEHOKCUAO0M

ISO 13485 MegaunumnHckne nagennda - Cuctema ynpasJ/ieHu;

KayecTBOM - Tpeb0oBaHMA K perynnpoBaHuio

ISO 14155 KnnHunyeckue nccnefosaHnsa MeguLUMHCKNX
n3genunii gns obcnepgyemblx nofen - Hagnexawas
KNIMHUYECKas npakTuka

ISO 11607-1 YnakoBKa A4/14 3aKN0YNTENbHOW CTepuansaymm
MeANLMHCKNX n3aennin - Yactb 1. TpeboBaHUs K MaTepuanam,
CMUCTEMAM CTepPU/IbHbIX OapbePOB U YNAaKOBOYHbLIM CUCTEMAM
ISO 14630 O6Lwume TpeboBaHUA K HEAKTUBHbIM
XUPYPruyeckuM MMniaHTaTam

ISO 14971 MegnuunHckue npmbopsl - NpuMeHeHne
ynpaBieHNa PUCKOM K MeSULUHCKAM npubopam.

ISO 25539-2 CeppfeyHo-COCyLNCTbIE UMMIAHTATHI -
JHAoBacKyNsipHble ycTpoicTea - YacTb 2: COCyAnCTble CTEHTHI
MDD 93/42/EEC OcHoBHble TpeboBaHnsa JMPEKTUBLI MO
MEeAULUHCKUM U3[eNnAM C MonpaBKaMu, BHECEHHbIMU B
MpunoxeHun 1
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JIOK-CXeMa Npou3BOACTBEHHOr0 npotiecca
neayoLlaa cxema npon3BoACTBEHHOIO NpoLecca NoKasbiBaeT OCHOBHbIE 3Tan?

paTa AMNKHra ¢ CUCTEMOI AOCTaBKM B COOTBETCTBMM C HalLei CUCTEMON MEHEXX
CneymnanbHble npouefypbl - 3TO MOCMEAHAA OYMCTKA, ynakoBKa M cTepunusa?”

poLeAypbl BKAOYAOT NpUAAHNE CTEHTY (hOPMbl U KOMMPECCUIO CTEHTA. Y

Bce npouecchbl Nnpon3BoAcTBa CTeHT-rpagTa Ankura ¢ CMCTEMOR AOCTaBKM ocyulecTensas” A A
ianpegnpusatum «andprtek CaeHTUGUK (LUaHbYX3HL) Ko., 1T4.» w
Bce cbipbeBble MaTepuasbl 3aKynatTcs B MOTHOM COOTBETCTBUY C TpeboBaHUAMMN U C
[epTexkxamm. v
. TpebyeTcs TwaTeNbHas NPOMbIBKA B BOAE 4719 UHBEKLUIA AKX CNMPTOBOM pacTBoOpe,
K ATanbl 0T npoueaypbl 04MCTKKU Ao npouefypsl QC-07 nepes cTepuamn3aLnein aSTUNEHOKCUAOM

06/1aCTh, OFrpaHNYEHHAas LWTPUXOBON NMHNEN) OCYLLECTBAAKTCA B LIEXE OYUCTKMN.

Oirpfl Monyueant 3wymnex
marT aacn WKMNOWNNoN
NTwmpa BelCHE/HKAOIO nonk
lq'c a WHHeETop! (CNUDKILISF
3uBcC Bjcsci  _______ S Upagawn® j
credn O(Mmwbicill]
f
-..Her ... MNaw BBY paHKX
T1P»60x. 2
ckun
i Ouscra 3
H «
036pa
XO0Ssu
1;Sa(>D pyEOXTEB HHipi
Hd 1
snoapw (CnffISELISF)
C6(">E1 ciicTacs!
e - - [6TacTu|4 ¢ »-
A : 14 @ B8
llex ouncTkm
CreLyLwuLisas
O
E |5x>§ tmzugrn"ll YipaEtvame

BKK - BHYTpeHHUW KOHTPONb KayecTBa
OOK - OKoOHuYaTenbHas OLeHKa KayecTBa
Q0 - 3TuneHoKcnpg

QC - npoueaypa KOHTPONA KayecTsa
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M 4D° «
BOK-CXeMa MPOM3BOACTBEHHOrO NpoLiecca glas
Cnepytolias cxemMa NpoM3BOACTBEHHOIO MPOLECCa NOKa3biBAET OCHOBHbIE 3Tan”-p ° ([)D
rpata Anknra ¢ CUCTEMOI [OCTaBKM B COOTBETCTBMM C Hawlei cuctemon MeriSi' g

/\ 1 lﬁ

CneynanbHble Npoueaypbl - 3TO MOCMEAHSS OYUCTKA, YMakoBKa W CTEpUIN3; CQ
npoueaypbl BKOYaOT NpuaaHme CTeHTY (OPMbl M KOMMPECCUIO CTEHTA.

MpumeyaHue: Y
1 Bce npouecchl Npon3BoACTBa CTEHT-rpadTa Ankura ¢ CUCTEMOI [OCTaBKU OCYLLECTBNSAB

Ha npegnpuatun «JlalidTek CaleHTunk (LUsHbWK3HL) Ko., /1Ta.»

2. Bce cbipbeBble MaTepuasbl 3aKynakTcs B MOHOM COOTBETCTBUMN C TpebOBaHMAMU U

yepTexkamu.

3. TpebyeTca TuwaTeNbHadA NPOMbIBKA B BOAE A1 MHBLEKLWUIA AKX CIMPTOBOM pacTBOpE.

4. ATanbl 0T npoueaypbl 04MCTKM A0 npoueaypbl QC-07 nepef cTepunmnsaumein aTMNEHOKCMAOM

(06nacTb, orpaHMyYeHHasa LWTPUXOBOIN NMHUER) OCYLLECTBAAKOTCA B LieXe OYNCTKMN.

BKK - BHyTpPeHHWI KOHTPO/b Ka4yecTBa
OOK - oKOoH4aTesibHas OLeHKa KayecTBa
90 - 3TuneHoOKCng

QC - npoueaypa KOHTpoNa KayecTBa
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% r
0 % % yu W, ./, gprocess
shows the main steps of manufacturing of the Ankura Stent Graft with
0, . . .
% AW ance with our quality management system. The special procedures are last
z sterilization, and the key procedures include stent shapesetting and stent
% 0,

'B.
\ facturing processes of the Ankura Stent Graft with Delivery System were performed in the

of Lifetech Scientific (Shenzhen) Co., Ltd.
raw materials were purchased exactly according to requirements and drawings,
leaning should be performed carefully in water for injection or alcohol solution.

Steps from Cleaning to QC-07 before EO sterilization (the area inside the dashed lines) were
performed in cleaning room.

Materials Materials
receiving purchase
Sheath Producing
-03>
1
Hydrophilic Coat
Assembly of sheath
handle (CuffDEi.iSF)
Cleaning 4
Discard #-N 0 === -m-mmmmmemomcoeeeeeeeooe EO aeration EO sterilization |
T
Yes
Outer packaging and Storage
labeling management
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Welding of immobile pole
connector (CuffDELISF)

Assembly of
delivery system

Cleaning room

Special procedure

Key procedure



[MepeBopn ¢ aHrNMIACKOrO A3blKa HaPYCCKUI A3bIK]

WM LOBOAMTCA A0 BCeobLero ceefeHus, 4To 4, Slay Tain Yum,

soTapuyc, opuLmanbHO Ha3HAYEHHbINA, MPUBEAEHHbIA K NPUCATE N OCYLLECTBAALLNA CBOO
J pedtenbHocTb B CneuuanbHOM aAMUHUCTPATMBHOM pailoHe MOHKOHT KuTalickoii HapogHoii
Pecny6/vMKK, HacToAWMM 3aBepsto NOAMHHOCTb NPUaraeMoro HUXe LOKyMeHTa.

B MOATBEPXAEHWE yero A ckpennst HacToAWMIA LOKYMEHT CBOE NOANUCHIO U NevaTbio
13 nekabps fBe TbiCAYM CEMHAALATOrO roja.

Inognuco!

Nay Tain Yum

HoTtapuyc,

TOHKOHT. CneyuanbHblil a4MUHUCTPATUBHbIN paioH

[PenbedpHasa neyaTb HoOTapuyca Jlay Tan YHumal

HacTodwmii anocTunb 3aBepsieT TONbKO MOAMWCb U KayecTBO, B KOTOPOM BbICTynaeT uuo,
nojnucasllee LOKYMEHT, W, B COOTBETCTBYHOLWMX CAyyasx, nevyaTb UM WTaMN Ha JOKYMEHTe.
HacToawwmiA anocTu/ib He yL0OCTOBepseT COAepXKaHWe camoro anocTUIMPOBAHHOTO JOKYMEHTa.
MOANMHHOCTbL anocTUAA MOXET OblTb MPOBEPEHA Ha caliTax:
https://e-services.jndiciary.hk/apoereg/?locale=en
https://e-services.jndiciary.hk/apoereg/?locale=zh-HK

AMOCTNNb
(Faarckas kKoHBeHUMA oT 05 okTAGPA 1961 r.)

1 CtpaHa: MoHKOHT, KuTtait
HacTosawmin opuumnanbHblil JOKYMEHT

2. Mognucax Nay Taih Yumom,
BbICTYMNaKLLMM B Ka4eCTBE HOTapuyca,

w

4. CKpensieH neyatbto/wtamnom Jlay Taik Yuma
YOOCTOBEPEHO

5. B BbicokoM cypge

6. 14 pekabps 2017 r.

7. Pernctparopom Boicokoro cyga J/lyHr Kum BaHom

8. 3a Ne45653/2017

9. MevaTs/WTAMN:

[MeyaTb BbicoKOro cyga MoOHKOHTA]
10. Mognuce: /nognuck/

CnpaBoyHbIil Ko 6865B004

[CypryuHas neyaThb HoTapuyca Jlay Tail Yuma Ha npolmneKe |
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jd nognmcy n neyaTwu Ha AOKYMeHTe «TeXHUYecKMe fAaHHbIe», MpPeACTaBfAeHHOM Ha
W aHTUIACKOM A3bikax. ™

AKTOp N0 HOPMaTMBHO-NPaBOBOMY 06eCreyeHunto
laiipTek CaneHTUKK (LLUaHbWKIHL) Ko., N1T4.»
/.ifetech Scientific (Shenzhen) Co., Ltd)

Inodnuchbl ms

(nognucb 1 neyatb)

12 pekabpsa 2017 .
[MeyaTb KoMmNaHun «Jlant Tek CaeHTUGUK (LU 3HbY>K3HL) Ko., 1T 4.»\

[MeyaTb KOMNaHun «Jlap Tek CaieHTUPUK (LU 3HbYXK3IHL) Ko., /1T 4.» Ha NoCNefjHeM NUCTe
JOKYyMeHTa]

[MeyaTb KOMNaHun «JlanpTek CarieHTUPMK (LU sHbY>K3HL) Ko., JITA.» Ha 06pe3e opurnHana
LOKYMeHT a]
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[Mepesog gaHHONO-TeKCcTa caenaH MHOW, nepesog4ynkom KnenHesbiM BukTopom Wropesuyem.

Poccuiickana degepauymns
[fopog MockBa
[dsaguaTb ceagbMoro gekabps fBe ThiCAYN CEMHaLAaTOro roga

A, MapTblHOBa HaTanna AHLpeeBHa, BPEMEHHO UcnonHAwWwaa 06893aHHOCT M HOT apuyca

ropoga Mocksbl Akumosa Nne6a Bopucosuya, cBUAETENbCTBYIO NOANMHHOCT b NOAMNMCY NepeBofUYMNKa
KnenHesa BukTopa Wropesuua.

Mognuch caenaHa B MOeM NPUCYTCTBUMN.

JIMYHOCT b NOANMCABLUEro JOKYMEHT YyCTaHOBMeHa.

3aperncTpuposaHo BpeecT pe: No

B3biCKkaHO rocyfapcT BEHHON NnownnMHbI(No Tapudy): 100 py6.
YnnayeHo 3a okascww™NayrTNworo n TexHNYeckoro xapakrTepa: 200 py6.

HA. MapTblHOBa

Bcero npowHYppeiiHb{-npoHyMdpoBaHc

N CKpenneHo nevy&Libio nuc~ua)(os)

BPWNO HoTapuyca
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NTS SHALL COME : I, LAU TAI CHIM

Notary Public duly Admitted, Authorised and Sworn

Jaetising at the Hong Kong Special Administrative Region of the People’s Republic of China

HEREBY CERTIFY that the documents hereunto annexed are the originals of the

kuments.

This Apostille only certifies the authenticity of the signature and the capacity of the person who
has signed the public document, and, where appropriate, the identity of the seal or stamp which
the public document bears. This Apostille does not certify the content of the document for

which it was issued.

To verify the issuance of this Apostille, see "https://e-services.iudiciary.hk/apoereg/7localesen”

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1- Country: Hong Kong, China
This public document
2. has been signed by Lau Tai Chim

3. acting in the capacity of Notary Public

4. bears the seal / stamp of Lau Tai Chim

Certified
5. at High Court 6. the 14 DEC 2017
K 2017 12 140
7. by LUNG Kim Wan
Registrar, High Court

LLIMB

Reference Code
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9AFFODC3

IN TESTIMONY whereof | have
hereunto subscribed my name and affixed
my Seal of Office this 13* day of
December in the year of Our Lord Two

thousand and seventeen.

LAU TAI CHIM
NOTARY PUBLIC,
HONG KONG SAR.
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Ankura AAA and Cuff Stent
Graft Systems

Instructions for Use

Regulatory Affair

Lifetech Scientific

m 14X b__"Name
f

(sign and seal)

Dec. 12,2017

Lifetech Scientific (Shenzhen) Co., Ltd
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allinstructions carefully. Failure to follow the instructions, warnings and precautiaOt may
had to serious complications or injury to the patients.

(O] 1 Device Description
. Ankara Stent Graft System

A The Ankara AAA Stent Graft System inclades:
¢ The Ankara AAA Stent Grafts
¢ The AnkaraDelivery System

A The Ankara caff Stent Graft System inclades;
¢ The Ankaracaff Stent Grafts
¢ The AnkaraDelivery System

A The Ankara Stent Graft is pre-loaded into the Delivery System. The loaded delivery
system is inserted endolaminally via the femoral or iliac artery and tracked throagh the

patient’s vascalatare to deliver the stent graft to the target site.

» Ankara Stent Grafts

) | .-
Aview 0-shaped marker \ ‘ ‘ / 8-shaped marker B view
VVV
b |
W\
A V-shaped marker l‘ “: e-shaped marker
4 ;; V\ — O-shaped marker
w :“ — v'-ghaped marker
V-shaped marker —
3

A=
|

(a) Ankura AAA Stent Graft
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(b) Ankura cuff Stent Graft
Fig. 1 Ankura AAA Stent Graft and cuff Stent Graft

The stent grafts used in the Ankura AAA Stent Graft System are modular and
comprises of three stent graft components, one Ankura AAA Stent Graft and two
Ankura cuff Stent Grafts. The modular system consists of one AAA Stent Graft and two
cuff Stent Grafts (Fig.1). Each component is introduced separately into the patient’s
vascular system. The Ankura Stent Graft is a tube composed of ePTFE membrane
supported by a metal wireframe called a stent. The markers are fixed on the stent. The
ePTFE membrane is sintered on to the wireframe without suture, it isolates the

aneurysm from blood pressure. The stent is expandable and provides radial force to

keep the graft open.

Ankura Delivery System

(a) Ankura Delivery System (AAA Stent Graft)
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(b) Ankura Delivery System (cuff Stent Graft)

1 Tapered Tip 2

4 Stent Graft 5

7 Sheath 8

1 1
Trigger

0 1

1 1
Rear Grip

3 4

Luer Connector

Fig.2 Ankura Delivery Systems

Marker band
Inner Tube

Front Grip

Screw Gear

Proximal Releaser

3

6

9

Proximal Anchor
immobile Pole
Slider Grip
hemostasis

valve

Secure Buckle

A The Stent Graft is pre-loaded inside the Delivery System. The Delivery System

facilitates the placement of the stent graft via the arterial vasculature (e.g., femoral

arteries). Under the fluoroscopic guidance, the Ankura Delivery System is properly

positioned within the patient’s vasculature and the stent graft is deployed from the

delivery system. The AAA Stent Graft with Delivery System is shown in Figure 2(a),

and the cuff Stent Graft with Delivery System is shown in Figure 2(b).

Device specifications

N The specification of Ankura AAA and cuff Stent Graft System are indicated as follow

and the details are shown respectively in table 1 and Table 2.

AAA 20 10 B 100
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Covered Length (mm)
Distal Diameter (mm)

Proximal Diameter (mm)

Stent Graft Type
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(a) AAA Stent Graft System

cuff 12 IOC 040
---------- Covered Length (mm)
Distal Diameter (mm)
---------- Proximal Diameter (mm)
----------- Stent Graft Type
(b) cuff Stent Graft System

Table 1 Summary of Ankura AAA Stent Graft System

[P)ir;)r);ie”gglr Di[;irit:tler Covered Length CL%\%egrfhd C&\;legrt?hd Delivery
(O/mm)  (DI/mm) (Li/mmy) {L2/mm)  (L3/mm)  System
20 100,110,120,130,140,160 21F
22 0 100,110,120,130,140,160 21F
24 100,110,120,130,140,160 21F
26 100,110,120,130,140,160 21F
28 100,110,120,130,140,160 50 30 23F
30 12 100,110,120,130,140,160 23F
32 100,110,120,130,140,160 23F
34 100,110,120,130,140,160 23F
36 100,110,120,130,140,160 23F

The materials from Ankura AAA Stent Graft System

Stent-Graft - Nitinol;  Covered film - ePTFE LQ-ePTFE; Steel tube -SUS316L;
Platinum marker - Platinum 0213; Suture - Polypropylene. Delivery System: The
sheath: Sheath - Polytetrafluoroethylene (PTFE) liner Polyflon F-205; Stainless steel

spring -304; marker band -Pt 90/ Ir 10; outer layer of sheath - Polyether block amides
Arkema Pebax; Flydrophilic coating Coatings2GO. Shell handle - Acrylonitrile Butadiene
Styrene  Sabic; stainless steel pipe - 304; Silicon gasket -Dow Corning; hose -
Thermoplastic polyurethane TPU58315. Haemostatic Vale: Polycarbonate (PC) RX1805;
Stopcock (three-way) - Acrylonitrile Butadiene Styrene 757K; handle of Stopcock
(three-way) - polyethylene  PE2911. Inner tubing: Sleeve -  stainless steel 304;
Tapered Tip - Polyamide Pebax + BaS04 +Ti02; Proximal anchor - stainless steel
304; Pl tubing - Polyimides. Immobile pole: Immobile pole - polyethylene + BaS04;
metal tube - stainless steel 304; Locked connector - Acrylonitrile Butadiene Styrene
Sabic; Gripping handle - stainless steel 304.
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ibie 2 summary Of Ankura cuff Stent Graft System

Proximal

/'J  Diameter Distal Diameter Covered Length (LI/mm) Delivery
1 (DO/mm) System
1 10 40,60,80 18F
I 12 10 40,60,80,90,100, 120 18F

14 40,60,80, 90,100, 120 18F
12 40,60,80, 90,100, 120 18F
14 12 40,60,80, 90,100, 120 18F
16 40,60,80, 90,100, 120 18F
12 40,60,80, 90,100, 120 18F
14 14 40,60,80, 90,100, 120 18F
16 40,60,80, 90,100, 120 18F
12 40,60,80, 90,100, 120 18F
14 16 40,60,80, 90,100, 120 18F
16 40,60,80, 90,100, 120 18F
12 40,60,80, 90,100, 120 18F
14 40,60,80, 90,100, 120 18F
16 1 40,60,80, 90,100, 120 18F
18 40,60,80, 90,100, 120 18F
14 40,60,80, 90,100, 120 18F
16 20 40,60,80, 90,100, 120 18F
14 40,60,80, 90,100, 120 18F
16 # 40,60,80, 90,100, 120 18F

The materials from Ankura cuff Stent Graft System

Stent-Graft - Nitinol; Covered film - ePTFE LQ-ePTFE; Steel tube -SUS316L;
Platinum marker - Platinum 0213; Suture - Polypropylene. Delivery System: The
sheath; Sheath - Polytetrafluoroethylene (PTFE) liner Polyflon F-205; Stainless steel
spring -304; marker band-Pt 90/ Ir 10; outer layer of sheath - Polyether block amides
Arkema Pebax;  Flydrophilic coating Coatings2GO. Front grip - Polyoxymethylene;
Silicon gasket - Dow Corning; Hose - Thermoplastic polyurethane (TPU) TPU58315.
Haemostatic valve : Polycarbonate (PC) RX1805; Stopcock (three-way) - Acrylonitrile
Butadiene Styrene ABC 757K; handle of Stopcock (three-way) - polyethylene
PE2911. Inner tubing: tubing - stainless steel 304; Taperedtip - polyamide Pebax
+ BaS04 + Ti02; Luer connector - Polycarbonate (PC). Immobile pole: Immobile
pole - Polyethylene + BaS04; Metal tube - stainless steel 304; Rear grip -

7127

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



— JO
c
is

Polyoxymethylene (POM); Gripping handle - stainless steel 304, Fix
Polyoxymethylene (POM); Immobile pole connector - stainless steel 304; SK

gasket - Dow Corning.

Physicians should strictly adhere to indications and contraindications.

2 Indications for Use

Ankara AAA Stent Graft System is indicated for endovascular repair of patients with
abdominal aortic aneurysms, requiring:
Adequate iliac/femoral access vessel that is compatible with the required delivery
system.
Non-aneurysmal proximal aortic neck length >15mm.
A Non-aneurysmal proximal aortic neck diameter of 18-32mm.
A Proximal aortic neck angulation < 60°.
AN Distal iliac artery anchorage zone > 15mm.
AN Distal iliac artery diameter of 8-22mm.

A Morphology suitable for endovascular repair.

Additional considerations for patient selection include:
N Patient’'s age and life expectancy;

A Co-morbidities (e.g., cardiac, pulmonary or renal insufficiency prior to surgery, morbid
obesity);

A Toleration to the general, regional or local anesthesia;

The final decision is at the discretion of the physician and patient.

. Device Selection
The size of the Ankara Stent Graft should be appropriate to fit the patient’s aortic
anatomy. Lifetech recommends an oversized Ankara Stent Graft by 10%-20%.

3 Contraindications

The Ankara AAA Stent Graft is contraindicated in:

Patients with acute systemic infection;

A Patients with mesenteric blood flow mainly supplied by the inferior mesenteric artery;

A Patients with accessory renal artery original from abdominal artery;
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patients Who have allergic reaction to the device;
Patients who are not suitable for endovascular repair in vascular morphology;
A Patients who can not tolerate contrast agents due to renal insufficiency;
A Patients who are allergic to contrast agents;
A Aneurysms neck with thrombus.
A Non-aneurysmal proximal aortic neck length <15mm.
A Non-aneurysmal proximal aortic neck diameter <18mm or >32mm.
A Proximal aortic neck angulation > 60°.
A Distal iliac artery anchorage zone <15mm.
A Distal iliac artery diameter <8mm or >22mm.
4  Pre-implantation Preparation
Read the instructions carefully before using the device. The following instructions embody
a basic guideline for device placement. Variations in the following procedures may be
necessary. These instructions are intended to help guide the physician rather than

replacing the physician judgment.

. Materials required

A 0.0357260cm Super Stiff Guidewire. For example, Surpass Super Stiff Guidewire,
Amplatz Super Stiff Guidewire or comparable.

A Multi-plane fluoroscopic imaging system;
Angiographic sheath and marker sheath;

A Contrast agent;
High pressure syringe;
Heparinized saline solution;

A Any other devices required by the physician for the procedure (including devices used

for femoral artery dissection).

. A multidisciplinary team that has combined procedural experience with:
A Local anesthesia or general anesthesia;
A Femoral artery exposure, arteriotomy and repair;

A Percutaneous access and closure techniques;

9/27
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anticoagulant should be considered.

5 Implantation Procedure

0 Preparation before implantation
A Attach the syringe with heparinized saline to the luer hub and hemostasis valve and

flush separately to evacuate air from the inner tube and the outer sheath. (Fig.3)

Fig 3 Flush the inner tube and the outer sheath

A Monitor important vital signs.
0" Administer heparin to adjust ACT (activated clotting time) to be 200 seconds. Inspect
flush solution. Sheath and guidewire should be flushed before every insertion.

Use gauze pads with saline solution to wipe the outer sheath and activate the

hydrophilic coating. (Fig. 4)

Fig. 4 Activate the hydrophilic coating

N Expose bilateral femoral arteries by standard surgery.
Insert one 0.0357260cm super stiff guidewire in the femoral artery, and advance it until
above the renal arteries.

A Insert marker sheath, and double check the stent specification by radiography.

Deploy the stent graft
11/27
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A Advance the delivery system to the abdominal aneurysm along the guideWw™"

always maintain the hemostasis valve towards the other side of the patient.(Fig. S

Fig. 5 Introduction of the AAA Stent Graft with Delivery System
Note: The Short branch of the AAA Stent Graft must be in the same side with the

hemostasis valve of the delivery system when the AAA Stent Graft is preloaded into the
delivery system.

A Inject contrast agents into the abdominal aorta; mark the position of the target location,
either on the imaging screen or with radiopaque marker or angiographic ruler on the
patient’s body. Adjust the position of the Stent Graft through the proximal radiopaque
markers so that the top edge of the graft is just below the lowest renal artery.

A Ensure that the proximal radiopaque “O-shaped” marker is on the same side with the
“V-shaped” marker on the long branch of the AAA stent graft: Ensure that the proximal
radiopaque “8-shaped” marker is on the same side with the “e-shaped” marker, the
“0-shaped” marker and the V-shaped” marker on the short branch of the AAA stent
graft.

A Ensure that the distal portion of the short branch is above the aortic bifurcation and
within the aneurismal sac.

Slowly deploy the stent graft. Hold the front grip of the delivery system stationary, then
rotate the slider grip counterclockwise to slowly deploy the stent graft until the short

branch is deployed. (Fig. 6)
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Fig. 6 Deploy the short branch of AAA Stent Graft

Proximal end release
N Keep the delivery system stationary. Remove the Secure Buckle from the grip of the

delivery system. (Fig. 7)

L

Fig. 7 Remove the Secure Buckle

A Pull the Proximal Releaser to release the proximal spring of the stent graft. (Fig. 8)
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Fig. 8 Pull the Proximal Releaser

Insert another guidewire through the other side of the femoral artery into the short branch

of placed AAA Stent Graft. (Fig. 9)

N

Fig. 9 Introduction of another guidewire

Insert the cuff stent graft with delivery system over guidewire into the short branch of the
AAA stent graft. Align the radiopagque marker on the cuff stent with the radiopaque marker
on the short branch of the AAA Stent Graft. Ensure that the radiopaque “O-shaped” marker
on the cuff stent coincide with the “e-shaped” marker on the short branch of the AAA Stent

Graft (Fig. 10)

14/27
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Fig. 10 Introduction of the cuff Stent Graft with Delivery System

Withdraw outer sheath to deploy the extension branch cuff under monitoring. After the

stent is deployed, withdraw the delivery system and guidewire. (Fig. 11)

Fig. 11 Deploy the cuff Stent Graft in the short branch of AAA Stent Graft

Rapidly deploy the long branch of the AAA Stent Graft. Hold the front grip of the delivery
system stationary, then unlock the trigger and pull the slider grip along the screw gear to

fully deploy the stent graft. (Fig. 12)

Hold the slider grip of the delivery system stationary, unlock the trigger and pull back the

front grip to make the tip back to the distal end of the out sheath. Then remove the delivery

system.
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Fig. 12 Deploy the long branch of the AAA Stent Graft

Insert another cuff stent graft system over guidewire into the long branch of the AAA Stent
Graft. Align the radiopaque marker on the cuff Stent Graft with the radiopagque marker on

the long branch of the AAA Stent Graft, with at least two waves overlapped between them.

(Fig. 13)

Fig. 13 Introduction of another cuff Stent Graft
Deploy the cuff stent graft under monitoring, and withdraw the delivery system and

guidewire. (Fig. 14)
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Fig. 14 Deploy the cuff Stent Graft in the long branch of AAA Stent Graft

Potential Adverse Events

Adverse events associated with use of the Ankura AAA Stent Graft System include, but are
not limited to the following:

Aneurysms enlargement

Aneurysms/vessel rupture

Arterial or venous thrombosis (including thrombosis and embolization)
Arterial damage

Arterial perforation

Arteriovenous fistula or pseudoaneurysm

Bleeding/Hematoma

Bowel complications

Cardiac failure/Infarction

Conversion to open surgery

Death

Edema

Erectile dysfunction

Infection

Neurological damage, local or systemic (e.g., stroke, paraplegia, paraparesis)
Pulmonary complications

Renal function insufFiciency/kidney failure

Wound complications and subsequent attendant problems
177127
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Device complications due to: \
~ Insertion and removal difficulties
A Release difficulties
A Failure to deploy
Inaccurate placement
m/ Endoleak
Stent migration
A Stent fracture
A Rupture of graft material
Erosion
A Stent thrombosis or embolization
Storage and Transport Requirements
The Ankura AAA Stent Graft and cuff Stent Graft are pre-loaded in delivery system, and
stored in sterile package.
Store in a well-ventilated and clean space with non-corrosive gas..
During transportation, no extrusion, no wet exposure; handle with care.
No exposure to organic solvent.
Recommendations on storage: temperature from 15° to 30° C, humidity 30-85%,
atmospheric pressure is not controlled.
Recommendations on transportation: temperature from -30° to 55° C, humidity 30-85%,

atmospheric pressure is not controlled.

8 Warnings
*  General
‘0" Read all instructions carefully. Failure to properly follow the instructions, warnings and
precautions may lead to serious consequences or injury to the patient.
The Ankura AAA Stent Graft and cuff Stent Graft can not be used after resterilization.
A If any sign of damage is observed prior to use, do not use the product and return it to
Lifetech.

A This device should only be used by physicians and teams trained in vascular
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interventional techniques and the use of this device.

The long term performance of endovascular grafts has not yet been confirmed. All
patients should be advised that endovascular treatment requires lifelong, regular
follow-up to assess their heath and the performance of their endovascular graft (e.g.,
endoleak, migration, distortion, aneurysms enlarging etc).

Clinical studies show that incorrect patient selection may result in poor treatment effect.
In addition, unsuccessful endovascular aortic repair which requires open surgery may
result in an increased risk of complications related to both procedures.

A Patient’s condition needs to be evaluated before implantation on the following aspects,
cardiac failure/infarction, pulmonary complications, edema, and renal function
insufficiency.

N After the device placement, patients should be regularly monitored for the state of the
device, including endoleak, migration, change of the Stent Graft structure or position,
aneurysms enlarging etc. At a minimum, annual X-ray, contrast or non-contrast CT
imaging is required.

A Patients with specific clinical findings, e.g, enlarging aneurysms or unexpected
diseases in the position of the endovascular graft should undergo secondary
interventions or open surgical treatment. An increase in aneurysms size and/or
persistent endoleak may lead to aneurysms rupture.

A Patients with infection after the device placement should be treated with oral
antibiotics.

A A vascular surgery team should always be available during the implantation, or
re-intervention procedure in which situation that open surgical repair is needed.

A Do not re-use or re-sterilize the Ankura AAA Stent Graft System and the Ankura cuff
Stent Graft System. Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or cause device failure which, in turn, may result in
patient injury, illness or death. Reuse, reprocessing or resterilization may also cause a
risk of contamination of the device and/or patient infection or cross-infection, including,
but not limited to, the transmission of infectious disease(s) from one patient to another.

Contamination of the device may lead to injury, illness or death of the patient.
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Patients selection, treatment and follow-up
A The safety and effectiveness of the Ankura AAA Stent Graft has not yet beefiteva\u”
in following populations;
¢ Traumatic aortic injury
¢ Uncorrectable coagulopathy
¢ Hereditary connective tissue disease (e.g.,Marfan’s or Ehlers-Danlos Syndromes)
¢ Concomitant thoracic aortic or thoraco abdominal aneurysms
¢ Patients with active systemic infections
¢ Pregnant or nursing females
¢ Morbid obesity
¢ Lessthan 18 years of age
¢+ Patient’s life expectancy less than one year
A Access vessel diameter (measured inner wall to inner wail) and morphology (minimal
tortuosity, occlusive disease and/or calcification) should be compatible with vascular
access techniques and the profile of the delivery system. Too tortuous vasculature may
increase the risk of failure in stent graft deployment or proximal end release.
A The Ankura AAA Stent Graft System is not recommended in patients who weigh
greater than 350 Pounds (150kg) or can not undergo accurate fluoroscopy
examination due to obesity.
A Patients with a systemic infection may be at increased risk of endovascular stent-graft
infection.
Patients with uncorrectable coagulopathy may have an increased risk of Type |

endoleak or bleeding complications.

Implant Procedure

A Systemic anticoagulation should be used during the procedure based on hospital and
physician preferred protocol. If heparin is contraindicated, an alternative anticoagulant
should be considered.

A Minimize handling of the constrained endoprosthesis during preparation and insertion
to decrease the risk of endoprosthesis contamination and infection.

N Maintain the guide wire position during delivery system insertion.
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" po not bend or kink the delivery system. Doing so may cause damage to the delivery
system and the stent graft.
A Always use fluoroscopy for guidance, delivery and observation of the device within the
vasculature.
The use of the Ankura Stent Graft System requires administration of intravascular
contrast. Patients with preexisting renal insufficiency may have an increased risk of
renal failure postoperatively. Care should be taken to limit the amount of contrast agent
used during the procedure.

A To avoid any twist in the endovascular stent-graft, during any rotation of the delivery
system, rotate all of the components of the system together carefully.

Inaccurate placement of the stent graft within the vessel may result in increased risk of
endoleak, migration or embolization.

m/ Inadequate fixation of the stent graft may result in increased risk of migration of the
stent graft, and incorrect deployment and migration of the stent graft requires surgical
intervention.

N Do not continue advancing if resistance is felt during advancement of the guide wire or
delivery system. Stop and assess the cause of resistance.

> Unless medically indicated, do not deploy the stent graft in a location that will occlude

arteries necessary to supply blood flow to organs or extremities.

MRI Information
'0" Nonclinical testing has demonstrated that the Ankura AAA Stent Graft is MR
Conditional. A patient with this device can be scanned safely in 3.0 Tesla under the

following conditions:

Static magnetic field of 3.0 Tesla only
Spatial gradient filed of <720Gauss/cm
Maximum whole-body-averaged specific absorption rate (SAR) of 2W/kg for 15

minutes of scanning

Based on non-clinical testing, the device was determined to produce a temperature rise of less
than5°C at a maximum whole-body-averaged specific absorption rate (SAR) of 2W/kg for 15
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minutes of MR scanning. The maximum whole-body-averaged specific absorption i

was derived by calculation and verified by calorimetry.

MR image quality may be compromised if the area of interest is in the same area or relativ™*

close to the position of the device. Therefore, it may be necessary to optimize MR imaging

parameters for the presence of this implant. The image artifact extends approximately 20 mm

outside the device lumen when scanned in non-clinical testing using the spin echo sequence

and gradient echo sequence, respectively in a GE Healthcare SIGNA HD 3.0 T Scanner with

a whole body coll..

9 Follow Up

*  Periods of follow up

Clinical follow up should be performed at 24 hours, 1, 3, 6, 12 and 24 months after the

procedure. The follow up period can be adjusted at any time according to the

circumstances of each individual patient.

Methods used during follow up

N Haematological examination, X-ray, B-US, CTA, MRI, DSAetc.

*  Follow up items:

¢

¢

¢

Size of aneurysms;

Embolization;

Changing of aneurysms pulsatility;
Migration;

Endoleak;

Stent Graft distortion.

A In addition, patients with following specific findings during following up, endovascular

intervention or surgical treatment should be considered:

¢ Aneurysms enlarged 5mm and above;
¢ Changing of aneurysms pulsatility with or without aneurysms enlarging or
endoleak;
¢ Continual endoleak with or without aneurysms enlarging;
¢ Endoleak caused by Stent Graft migration.
10 Shelf Life
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ffieAnkurs AAA Stent Graft System is sterilized with ethylene oxide. Shelf life: 36 month.

Do not use the expired product.

11 Package and Label

The Ankura AAA Stent Graft and cuff Stent Graft System are supplied sterile. Each Ankura
Stent Graft is individually contained within a Delivery System. The Ankura AAA Stent Graft with
Delivery System are immobilized and protected in a PETG box respectively, then sealed with
two Tyvek1073B dialyzing pouches, on which a primary label is stuck. The product is sterilized
and put in a box with IFU, patient card, customer feedback form and certificate of compliance. A

label is stuck on the box.

12 Warranty
The Company Lifetech Scientific (Shenzhen) Co., Ltd. China, guarantees the systems
stent-grafts the requirements of normative documents at observance by the consumer of

conditions of storage, transportation and operation, set in the normative document.

13 Operating conditions

The Ankura stent-graft system is operated under operating conditions by specially trained
personnel.

Ambient temperature 25 + 10° C; Relative humidity 30-75%; Atmospheric pressure 40-106 kPa.
The stent-graft is implanted into the internal environment of the body and is operated at a

temperature of 32-42 ° C, humidity 100%.

14 Utilization

After use, the product must be disposed of in accordance with the disposal instructions in force
in the treatment facility.

The class of danger of medical waste, in accordance with SanPiN 2.1.7.2790-10: B (dangerous,

potentially infected medical waste).
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15 Authorized Representative of Manufacturer in the territory of

Company BW, LLC

129085, Moscow, Prospect Mira 101, bid. 1space 17 (office 306a),
Tel: +7(499)281-67-68,

Website: beawire.com,

E-mail:info@beawire.com
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fhesymbols used are as the following:

/i AvJ Date of manufacture
Use
f 2 by
SN Serial number
STERILE EO Sterilized using ethylene oxide
LOT batch code
Do not reuse
D a Consult Instructions for Use
AN~

Keep away from the sunlight

Keep dry
|ref]| Catalogue number

Do not use if package is damaged

Do not resterilize

X Non-pyrogenic

Non-toxic Non-toxic

Manufacturer

Authorised representative in the European
Community

Store at room temperature

A MR conditional
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The list of national and international regulatory documents/standards.

matches medical device

ISO 15223-1 Medical devices - Symbols to be used with medical product
labeling, and provide information - Part 1. General requirements

EN 1041 Information supplied by the manufacturer with medical devices

ISO 10555-1 and amendments.Sterile, disposable vascular catheters - Part 1,
General requirements

ISO 10993-1 + Assessment of biological effects of medical devices: Evaluation and
testing

ISO 10993-3 Biological Evaluation of medical treatments products: Tests for
genotoxicity,

Carcinogenicity and reproductive toxicity

ISO 10993-4 Assessment of biological effects of medical devices: Selection of tests
for interactions with blood

ISO 10993-5 Biological Evaluation of medical treatments products: Test for
cytotoxicity in vitro

ISO 10993-6 Biological Evaluation of medical treatments products: test for the
evaluation of local effects after implantation

ISO 10993-7 Biological Evaluation of medical treatments products: ethylene oxide
(EFO)

Remains after sterilization

ISO 10993-10 Assessment of biological effects of medical products: Test for
irritation and sensitization skin

ISO 10993-11 Biological Evaluation of medical treatments products: Tests for
General toxicity

ISO 10993-12 Assessment of biological effects of medical products: sample
Preparation and reference materials

ISO 11135-1 Test cycles sterilization with ethylene oxide

ISO 13485 Medical devices - quality management System - Requirements for
regulatory

ISO 14155 Clinical investigation of medical devices for patient people - good
clinical practice

ISO 11607-1 Packaging for final sterilization of medical products - Part 1
Requirements for materials, sterile barrier and packaging systems

ISO 14630 General requirements to the non-active surgical implants

ISO 14971 Medical devices - Application of risk management to medical devices.
ISO 25539-2 Cardiovascular implants - Endovascular devices - Part 2: Vascular
stents

MOD 93/42/EEC Basic requirements of the Directives on medical devices, as
amended inAnnex 1 2007/47/EEC
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IManufacturer:
Lifetech Scientific (Shenzhen) Co., Ltd
Floor 1-5, Cybio Electronic Building,
Langshan 2nd Street, North Area of High-tech Park,
Nanshan District, Shenzhen 518057
P. R. China
Tel: +86 755 86026250
Fax: +86 755 86026251

Email: cs@lifetechmed.com

EU authorized repretsCInt’\Fv’\v A /M n

LifeTech Scientific (Europe) Co6per]tjgf U;A
Kruisdonk 64, 6222 PH Maastricht,th&'Netherlands
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Ankura TAA Stent Graft System

Instructions for Use

Regulatory Affairs
LifetechSientific (j
u Uj Name

(sign and seal)

Dec. 12,2017

Lifetech Scientific (Shenzhen) Co., Ltd
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allinfitructions carefully. Failure to follow the instructions, warnings and precautions may

~Hfn xerious complications or injury to the patients.

1 Device Description

* Ankura TAA Stent Graft System
¢ The Ankura TAA Stent Graft System includes:
¢ The Ankura TAA Stent Graft
¢ The Ankura Delivery System
¢ The Ankura TAA Stent Graft is pre-loaded into the Delivery System. The loaded
delivery system is inserted endoluminally via the femoral or iliac artery and tracked

through the patient’s vasculature to deliver the stent graft to the target site

. Ankura TAA Stent Graft

A view B view
o-shaped mark point -shaped mark point
__A_ —Bl-
W Vv
connecling BAR
ANJNTAM
3
e
A‘
V__
V-shaped mark peint

L1.>140mm
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Fig.l Ankura TAA Stent Graft

The Ankura stent graft is a tube composed of ePTFE film supported by a metal mesh

called a stent.The mark points are fixed on the stent.The graft which is ultrathin

artificial vascular material fixed to the stent without suture, can isolate aneurysm from

blood, and it is stronger than the weakened artery and it allows the blood to pass

through it without pushing on the bulge. The stent can provide stabile and

expansionary force necessary to open the graft.

Ankura Delivery System

9 @

dy* ®
1 Tapered Tip 2  Markband 3
4  Stent Graft 5  Inner Tube 6
7  Sheath 8  Front Grip 9
10 Trigger 11 Screw Gear 12
13 Rear Grip 14  Proximal Releaser 15

16  Luer Connector

Fig.2 Ankura Delivery System
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Proximal Anchor
Immobile Pole
Slider Grip
Haemostatic Vale

Secure Buckle
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¢ The Ankara Stent graft is loaded inside the Ankara Delivery System. The Ankara
Delivery System facilitates the placement of the stent graft via the arterial vascalatare
(e.g., femoral arteries). Using flaoroscopic gaidance, the Ankara Delivery System is
properly positioned within the patient’s vascalatare and the stent graft is deployed from

the delivery system.

» Device specifications
¢ The specification of Ankara TAA Stent Graft System is indicated as follow and the
details are shown in table 1.
TAA 26 22 B 080
-------- Covered Length (mm)
Distal Diameter (mm)
Proximal Diameter (mm)

........ Stent Graft type

Table 1 Summary of Ankura TAA Stent Graft System

Proximal Diameter  Distal Diameter Delivery
Covered Length (L1/mm)
(DO/mm) (DYmm) System
20 20 40,60,80,100,120 21F
22 22 40,60,80,100,120, 21F
20 60,80,100,120,140,160

24 21F
24 40,60,80,100,120,140,160
22 60,80,100,120,140,160

26 21F
26 40,60,80,100,120,140,160
22 120,140,160,180,200

28 24 60,80,100,120,140,160,180,200 21F
28 40,60,80,100,120,140,160,180,200
22 120,140,160,180,200
24 120,140,160,180,200

30 21F
26 60,80,100,120,140,160,180,200
30 40,60,80,100,120,140,160,180,200
24 120,140,160,180,200

32 21F
26 120,140,160,180,200
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Proximal Diameter Distal Diameter

(DO/mm)

34

36

38

40

42

44

46

(D/mm)
28

32
26
28
30
34
28
30
32
36
30
36
34
38
32
34
36
40
34
36
38
42
36
38
40
44
38
40
42

46

Covered Length (L1/mm)

120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
120,140,160,180,200
40,60,80,100,120,140,160,180,200

The materials from Ankura TAA Stent Graft System

Stent-Graft -

Nitinol; Covered film
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marker - Platinum 0213; Suture - Polypropylene. Delivery System; The
sheath - Polytetrafluoroethylene (PIPE) liner Polyflon F-205; Stainless steel
spring -304; marker band-Pt 90/ Ir 10; outer layer of sheath - Polyether block amides
Arkema Pebax; Hydrophilic coating Coatings2GO. Shell handle -  Acrylonitrile Butadiene

styrene Sabic; stainless steel pipe - 304; Silicon gasket -Do\w Corning; Hose -
Thermoplastic polyurethane TPU58315. Haemostatic Vale: Polycarbonate (PC) RX1805;
Stopcock (three-way) - Acrylonitrile Butadiene Styrene 757K; Handle of Stopcock
(three-way) -  polyethylene PE2911. Inner tubing: Sleeve -  stainless steel 304;

Tapered Tip -Polyamide Pebax + BaS04 + Ti02; Proximal anchor - stainless steel
304; PI tubing - Polyimides. Immobile pole: Immobile pole - polyethylene + BaS04;
metal tube - stainless steel 304; Locked connector - Acrylonitrile Butadiene Styrene
Sabic; Gripping handle - stainless steel 304.

Physicians shouid strictiy adhere to indications and contraindications.

2 Indications for Use

* Ankura TAA Stent Graft System is indicated for endovascular repair of patients with
thoracic aortic aneurysms or thoracic aortic dissection, requiring:
¢ Adequate iliac/femoral access vessel that is compatible with the required delivery
system.
¢ Non-aneurysmal aortic proximal neck length> 1.5cm.
¢ Non-aneurysmal aortic distal anchorage zone> 1.5cm.
¢ Non-aneurysmal aortic diameter in the range of 18-42mm.

¢ Morphology suitable for endovascular repair.

» Additional considerations for patient selection include:
¢+ Patient’s age and life expectancy;
¢+ Co-morbidities (e.g., cardiac, pulmonary or renal insufficiency prior to surgery, morbid
obesity);
¢ Toleration to the general, regional or local anesthesia;

The final decision is at the discretion of the physician and patient.

»  Device Selection
¢ The size of the Ankura Stent Graft should be appropriate to fit the patient’s aortic
anatomy. Lifetech recommends an oversizing of the Ankura Stent Graft is 10%-20%.

to the landing zone vessel inner diameter..

7123
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3 Contraindications

» The Ankara TAA Stent Graft is contraindicated in;

¢

¢

¢

Patients with acute systemic infection.

Patients with mesenteric blood flow mainly supplied by the inferior mesenteric artery;
Patients who have allergic reaction to the device;

Patients who are not suitable for endovascular repair in vascular morphology;
Patients who can not tolerate contrast agents due to renal insufficiency;

Patients who are allergic to contrast agents;

Aneurysms neck with thrombus.

Non-aneurysmal aortic proximal neck length <1.5cm.

Non-aneurysmal aortic distal anchorage zone <1.5cm

Non-aneurysmal aortic diameter <18mm or >42mm.

4 Pre-operative Preparation

Read the instructions carefully before using the device. The following instructions embody

a basic guideline for device placement. Variations in the following procedures may be

necessary. These instructions are intended to help to guide the physician and do not

replace the physician judgment.

*  Materials required

¢

0.0357260cm Super Stiff Guidewire. For example, Surpass Super Stiff Guidewire,
Amplatz Super Stiff Guidewire or comparable.

Fluoroscope with digital angiography capabilities;

Angiographic catheter, and marker catheter;

Contrast agent;

High pressure Syringe;

Heparinized saline solution;

Any other devices required by the physician for the operation (including devices used

for femoral artery dissection).

. A multidisciplinary team that has combined procedural experience with:

¢

Local anesthesia or general anesthesia;

8/23
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pemoral artery €xposure, arteriotomy and repair;
Percutaneous access and closure techniques;
# Fluoroscopic and angiographic image interpretation;
Endovascular stent placement;
Appropriate use of radiographic contrast agent;
¢ Techniques to minimize radiation exposure;
¢ Expertise in necessary patient follow-up modalities;

¢ Experience in traditional vascular surgery for any possibility of failure in EVAR.

Products preparation

¢ The Stent Graft diameter should be selected preferred to vessel inner diameter not
outer diameter. The uncorrectable size of the device may result in endoleak or
stent-graft migration. Generally, the diameter of Stent Graft selected should be 1.1 to
1.2 times larger than the landing zone vessel inner diameter.

¢ Inspect the device and the package to verify that no damage has occurred as a result
of shipping. Do not use the device if any damage of the device or the sterilization
barrier has been observed. If damage has occurred, return it to Lifetech. Prior to use

the device, re-review the specification conforming to the patient required .

Patient preparation

¢ Measure proximal aortic neck length and vessel inner diameter.

¢ Measure the angle of the proximal aortic neck relative to the long axis of aneurysm.

¢ Evaluate the quality of aortic neck.

¢ Assess the morphology of the vessel compatible with endovascular aortic repair.

¢ Undergo any necessary common examination, and monitoring of vital signs.

¢ Refer to institutional protocols relating to anesthesia, anticoagulation and monitoring of
vital signs.

¢+ Position patient on imaging table allowing fluoroscopic visualization from the aortic
arch to the femoral artery bifurcations.

¢ Adequate iliac/femoral artery access and expose one common femoral artery using
standard surgical technique.

¢ Systemic anticoagulation should be used during the deployment procedure based on
9/23

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



hospital and physician preferred protocol. If heparin is contraindicated, aw:
anticoagulant should be considered.
5 Operation Procedure
*  Preparation before implant
¢ Attach the syringe with heparinized saline to the luer hub and hemostatic valve and

flush separately to evacuate air from the inner tube and the outer sheath.(Fig.3)

Fig 3 Flush the inner tube and the outer sheath
¢ Monitor important vital signs.
¢ Administer heparin to adjust ACT (activated clotting time) to be 200 seconds. Inspect
flush solution; sheath and guidewire should be flushed after each exchange.
¢ Use gauze pads with saline solution to wipe the outer sheath and activate the

hydrophilic coating. (Fig. 4)

Fig. 4 Activate the hydrophilic coating
¢ Expose one side femoral arteries by standard surgery.

¢ Place a 0.0357260cm super stiff guidewire in the femoral artery and advance it until to

10/23
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Fig. 5 Introduction of super stiff guidewire

Deploy the stent graft
¢ Advance the delivery system to the aneurysms or dissection sites along the guidewire,

and always maintain the hemostatic valve toward the left side of the patient (Fig. 6)

Fig. 6 Introduction of the delivery system

Note: The connecting bar of the TAA Stent Graft must be in the outer curved side of the
aortic arch. And the connecting bar has the same side with the hemostatic valve of the
delivery system when the TAA Stent Graft is preloaded into the delivery system.

¢ Ensure the Stent Graft positioning at the aneurysms or dissection sites. Ensure the
connecting bar of the TAA Stent Graft in the outer curved side of aortic arch.

Repeat the angiography to verify the delivery system locating at the aneurysms or
11/23
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dissection sites.

Decrease the systolic blood pressure (SBP) to 10.5 to12kpa.

Slowly deploy the stent graft. Hold the front grip of the delivery system stationary,
rotate the slider grip counterclockwise to slowly deploy the proximal part of the stent

graft until the covered stent adhere to the vascular wall. (Fig. 7)

Fig. 7 Slowly deploy the stent graft
¢+ Rapidly deploy the stent graft. Hold the front grip of the delivery system stationary, then
unlock the trigger and pull the slider grip along the screw gear to fully deploy the stent

graft. (Fig. 8)

UL/

Fig. 8 Rapidly deploy the stent graft

Proximal end release

12/23
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Fig. 11 Pull back the tip b

Note: Pull back the front grip should be gently and under fluoroscop-,
avoid stent graft migration.

¢ Remove the delivery system and guidewire completely and close the puncture site with
appropriate techniques.

Potential Adverse Events

Adverse events associated with use ofthe Ankara TAA Stent Graft System include, but

are not limited to the following:

Aneurysms enlargement
Aneurysms/vessel rupture

Arterial or venous thrombosis (including thrombosis and embolization)
Arterial damage

Arterial perforation

Arteriovenous fistula or pseudoaneurysm

Bleeding/Hematoma

Bowel complications

Cardiac failure/Infarction

Conversion to open surgery

Death

Edema

infection

Neurological damage, local or systemic (e.g., stroke, paraplegia, paraparesis)
Pulmonary complications

Renal function insufficiency/kidney failure

Wound complications and subsequent attendant problems

Device complications due to:

¢ Insertion and removal difficulties

¢ Release difficulties

¢ Failure to deploy

¢ Inaccurate placement

¢ Endoleak
14/23
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*  No exposure to organic solvent.

» Recommendations on storage: temperature from 0° to 30° C, humidity 30-85%,

atmospheric pressure is not controlled.

» Recommendations on transportation: temperature from -30° to 55° C, humidity 30-85%,

atmospheric pressure is not controlled.

8 Warnings
 General
¢ Read all instructions carefully. Failure to properly follow the instructions, warnings and

precautions may lead to serious consequences or injury to the patient.

The Ankura TAA Stent Graft can not be used after resterilization.

If any sign of damage is observed prior to use, do not use the product and return it to
Lifetech.

This device should only be used by physicians and teams trained in vascular
interventional techniques and in the use of device.

The long term performance of endovascular grafts has not yet been confirmed, all
patients should be advised that endovascular treatment requires lifelong, regular
follow-up to assess their heath and the performance of their endovascular graft (e.g.,
endoleak, migration, distortion, aneurysms enlarging , dissection tearing etc.).

Clinical studies show that uncorrectable patient selection may result in poor curative

effect. In addition, if unsuccessful endovascular aortic repair require open surgery may
15/23
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60

result in an increased risk of complications relative to the two procedures. \

Patient’s condition needs to be evaluated before operation on the follwing

cardiac failure/infarction, pulmonary complications, edema, renal function insuffraeao;.
After the device placement, patients should be regularly monitored for the
circumstances of the device (including endoleak, migration, aneurysms
enlarging,dissection tearing etc.). At a minimum, annual X-ray, contrast or non-contrast Y .
CT imaging is required.

Patients with specific clinical findings, e.g, enlarging aneurysms or tearing dissection
or unexpected diseases in the position of the endovascular graft should undergo
secondary interventions or open surgical treatment. An increase in aneurysms or
dissection size and/or persistent endoleak may lead to aneurysms or dissection
rupture.

Patients with infection after the device placement should administer oral antibiotics.
Always have a vascular surgery team available during stent-graft implantation or
re-intervention procedures in the event that conversion to open surgical repair is
necessary.

Do not re-use or re-sterilize the Ankura TAA Stent Graft System.

» Patients selection, treatment and follow-up

¢ The safety and effectiveness of the Ankura TAA Stent Graft has not yet been
evaluated in following populations:
¢ Traumatic aortic injury
¢ Uncorrectable coagulopathy
¢ Hereditary connective tissue disease (e.g.,Marfan’s or Ehlers-Danlos Syndromes)
¢ Patients with active systemic infections
¢ Pregnant or nursing females
¢ Morbid obesity
¢ Lessthan 18 years of age
¢ Patient’s life expectancy less than one year

¢ Access vessel diameter (measured inner wall to inner wall) and morphology (minimal
tortuosity, occlusive disease and/or calcification) should be compatible with vascular

16/23
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\
\
0 % access techniques end the profile of the delivery system. Too tortuous vasculature may
increase the failure .in stent graft deployment or proximal end release.

The Ankura TAA Stent Graft System is not recommended in patients who weight
greater than 350 Pounds (150kg) or can not undergo accurate fluoroscopy
examination due to obesity
Patients with a systemic infection may be at increased risk of endovascular stent-graft
infection

Patients with uncorrectable coagulopathy may have an increased risk of Typell

endoleak or bleeding complications.

Implant Procedure

¢ Systemic anticoagulation should be used during the implantation procedure based on
hospital and physician preferred protocol. If heparin is contraindicated, an alternative
anticoagulant should be considered.

¢ Minimize handling of the constrained endoprosthesis during preparation and insertion
to decrease the risk of endoprosthesis contamination and infection.

¢ Maintain the guide wire position during delivery system insertion.

¢+ Do not bend or kink the delivery system. Doing so may cause damage to the delivery
system and the stent graft.

¢+ Always use fluoroscopy for guidance, delivery and observation of the device within the
vasculature.

¢ The use of the Ankura TAA Stent Graft System requires administration of
intravascular contrast. Patients with preexisting renal insufficiency may have an
increased risk of renal failure postoperatively. Care should be taken to limit the amount
of contrast agent used during the procedure.

¢ To avoid any twist in the endovascular stent graft, during any rotation of the delivery
system, be careful to rotate all the components of the system together.

¢ Inaccuracy placement of the stent graft within the vessel may result in increased risk of
endoleak, migration, or embolization.

¢ Inadequate fixation of the stent graft may result in increased risk of migration of the

stent graft, and incorrect deployment of the stent graft requires surgical intervention.

17/23
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¢+ Do not continue advancing if resistance is felt during advancement of the gi\;
delivery system. Stop and assess the cause of resistance.
¢ Unless medically indicated, do not deploy the stent graft in a location that will occlude

arteries necessary to supply blood flow to organs or extremities.

. MRI Information

Nonclinical testing has demonstrated that the Ankura TAA Stent Graft is MR Conditional. A
patient with this device can be scanned safely in 3.0 Tesla under the following conditions:

¢ Static magnetic field of 3.0 Tesla only
¢ Spatial gradient filed of <720Gauss/cm
¢ Maximum whole-body-averaged specific absorption rate (SAR) of 2W/kg for 15

minutes of scanning

Based on non-clinical testing, the device was determined to produce a temperature rise of less
than 5°C at a maximum whole-body-averaged specific absorption rate (SAR) of 2W/kg for 15
minutes of MR scanning. The maximum whole-body-averaged specific absorption rate (SAR)
was derived by calculation and verified by calorimetry.

MR image quality may be compromised if the area of interest is in the same area or relatively
close to the position of the device. Therefore, it may be necessary to optimize MR imaging
parameters for the presence of this implant. The image artifact extends approximately 20 mm
outside the device lumen when scanned in non-clinical testing using the spin echo sequence
and gradient echo sequence, respectively in a GE Healthcare SIGNA HD 3.0 T Scanner with a
whole body coil.

9 Follow Up

*  Periods of follow up
¢ Clinical follow up should be performed at 24 hours, 1,3, 6, 12 and 24 months after the
procedure. The follow up period can be adjusted at anytime according to the

circumstances of each individual patient.

*  Methods used during follow up

¢ Haematological examination. X-ray, B-US, CTA, MRI, DSAetc.

*  Follow up items:

¢ Size of aneurysms or dissection;

18/23
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¢ Changing of aneurysms or dissection pulsatility with or without aneurysms
enlarging or endoleak or dissection tearing;

¢ Continual endoleak with or without aneurysms enlarging or dissection tearing;

¢ Stent Graft migration results in endoleak.

10 Shelf Life

* The Ankura TAA Stent Graft System is sterilized with ethylene oxide. The shelf life is

marked on the label. Do not use the expired product.

. Shelf life 36 month.

11 Package and Label

* The Ankura TAA Stent Graft with Delivery System is immobilized and protected in a
PETG box, then sealed with two Tyvek1073B dialyzing pouches, on which a primary label
is stuck. The product is sterilized and put in a box with IFU, patient card, customer

feedback form and certificate of compliance. A label is stuck on the box.

12 Warranty
The Company Lifetech Scientific (Shenzhen) Co., Ltd. China, guarantees the systems
stent-grafts the requirements of normative documents at observance by the consumer of

conditions of storage, transportation and operation, set in the normative document.

13 Operating conditions
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The Ankara stent-graft system is operated under operating conditions by spedawj
personnel.

Ambient temperature 25 + 10° C; Relative humidity 30-75%; Atmospheric pressure 40-106
The stent-graft is implanted into the internal environment of the body and is operated

temperature of 32-42 ° C, humidity 100%.

14 Utilization

After use, the product must be disposed of in accordance with the disposal instructions in force
in the treatment facility.

The class of danger of medical waste, in accordance with SanPiN 2.1.7.2790-10: B (dangerous,

potentially infected medical waste).

15 Authorized Representative of Manufacturer in the territory of Russia

Company BW, LLC

129085, Moscow, Prospect Mira 101, bid. 1 space 17 (office 306a),
Tel:+7(499)281-67-68,

Website: beawire.com.

E-mail:info@beawire.com
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\ symbols used are as the following:

: | an]

STERILE JO

LOT

(§)

X

Non-toxic

I J
1K 1RP1

J
A
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Date of manufacture

Use by

Serial number

Sterilized using ethylene oxide

batch code

Do not reuse

Consult Instructions for Use

Keep away from the sunlight

Keep dry

Catalogue number

Do not use if package is damaged

Do not resterilize

Non-pyrogenic

Non-toxic

Manufacturer
Authorised representative in the European
Community

Store at room temperature

MR conditional
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The list of national and international regulatory documents/standards,

matches medical device

ISO 15223-1 Medical devices - Symbols to be used with medical product labels,
labeling, and provide information - Part 1; General requirements

EN 1041 Information supplied by the manufacturer with medical devices

ISO 10555-1 and amendments:Sterile, disposable vascular catheters - Part 1;
General requirements

ISO 10993-1 + Assessment of biological effects of medical devices: Evaluation and
testing

ISO 10993-3 Biological Evaluation of medical treatments products: Tests for
genotoxicity,

Carcinogenicity and reproductive toxicity

ISO 10993-4 Assessment of biological effects of medical devices: Selection of tests
for interactions with blood

ISO 10993-5 Biological Evaluation of medical treatments products: Test for
cytotoxicity in vitro

ISO 10993-6 Biological Evaluation of medical treatments products: test for the
evaluation of local effects after implantation

ISO 10993-7 Biological Evaluation of medical treatments products: ethylene oxide
(ELO)

Remains after sterilization

ISO 10993-10 Assessment of biological effects of medical products: Test for
irritation and sensitization skin

ISO 10993-11 Biological Evaluation of medical treatments products: Tests for
General toxicity

ISO 10993-12 Assessment of biological effects of medical products: sample
Preparation and reference materials

ISO 11135-1 Test cycles sterilization with ethylene oxide

ISO 13485 Medical devices - quality management System - Requirements for
regulatory

ISO 14155 Clinical investigation of medical devices for patient people - good
clinical practice

ISO 11607-1 Packaging for final sterilization of medical products - Part 1:
Requirements for materials, sterile barrier and packaging systems

ISO 14630 General requirements to the non-active surgical implants

ISO 14971 Medical devices - Application of risk management to medical devices.
ISO 25539-2 Cardiovascular implants - Endovascular devices - Part 2: Vascular
stents

MDD 93/42/EEC Basic requirements of the Directives on medical devices, as
amended inAnnex 1 2007/47/EEC
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IManufacturer:
Lifetech Scientific (Shenzhen) Co., Ltd
Floor 1-5, Cybio Electronic Building,
Langshan 2nd Street, North Area of High-tech Park,
Nanshan District, Shenzhen 518057
P. R. China
Tel: +86 755 86026250
Fax: +86 755 86026251

Email: cs@lifetechmed.com

EU authorized representative:
LifeTech Scientific (Europe) Cooperatief U.A

Kruisdonk 64, 6222 PH Maastricht,the Netherlands
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¢ The Ankara Delivery System
¢ The Surpass Super Stiff Guidewire (optional)

A The Ankara AUl Stent Graft is pre-loaded into the Delivery System. The loaded
delivery system is inserted endoluminally via the femoral or iliac artery and tracked

through the patient’s vasculature to deliver the stent graft to the target site.

. Ankara AUl Stent Graft
A view B view

o-shaped mark point 8-shaped mark point

A ;
- —B——- nnn

connecting BAR

L1

V-shaped mark point

Fig.1 Ankura AUI Stent Graft

The Ankura stent graft is a tube composed of ePTFE film supported by a metal mesh
called a stent (Fig.1). The graft which is ultrathin artificial vascular material fixed to the
stent without suture, can isolate aneurysm from blood, and it is stronger than the

weakened artery and it allows the blood to pass through it without pushing on the bulge.
3
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The stent can provide stabile and expansionary force necessary to oper\the

. Ankara Delivery System

® o © ©
1 Tapered Tip 2  Markband 3 Proximal Anchor
4  Stent Graft 5 Inner Tube 6  Immobile Pole
7  Sheath 8  Front Grip 9  Slider Grip
10 Trigger 1 Screw Gear 12 Haemostatic Vale
13 Rear Grip 14  Proximal Releaser 15 Secure Buckle

16  Luer Connector

Fig.2 Ankara Delivery System

A The Ankara ADI stent graft is loaded inside the Ankara Delivery System. The Ankara

Delivery System facilitates the placement of the stent graft via the arterial vascalatare

(e.g., femoral arteries). Using flaoroscopic gaidance, the Ankara Delivery System is

properly positioned within the patient’s vascalatare and the stent graft is deployed

from the delivery system.

. Device specifications

A The specification of Ankara AUl Stent Graft Delivery is indicated as follow and the

details are shown in table 1

AUl 26 16 B 120

-------- Covered Length (mm)
Distal Diameter (mm)
Proximal Diameter (mm)
Stent Graft type
Table 1 Summary of Ankura AUI Stent Graft System

Proximal Diameter Distai Diameter

Covered Length (Ll/mm)
(DO/mm) (DYmm)

20 12 120,140,160,180
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12 120,140,160,180 21F

/ 22
14 120,140,160,180 21F
12 120,140,160,180 21F
24 14 120,140,160,180 21F
16 120,140,160,180 21F
12 120,140,160,180 21F
20 14 120,140,160,180 21F
16 120,140,160,180 21F
12 120,140,160,180 21F
28 14 120,140,160,180 21F
16 120,140,160,180 21F
12 120,140,160,180 21F
% 14 120,140,160,180 21F
16 120,140,160,180 21F
12 120,140,160,180 21F
32 14 120,140,160,180 21F
16 120,140,160,180 21F
12 120,140,160,180 23F
34 14 120,140,160,180 23F
16 120,140,160,180 23F
12 120,140,160,180 23F
36 14 120,140,160,180 23F
16 120,140,160,180 23F
The materials from Ankura AUl Stent Graft System
Stent-Graft - Nitinol; Covered film - ePTFE LQ-ePTFE; Steel tube -SUS316L;
Platinum marker - Platinum 0213; Suture - Polypropylene. Delivery System: The
sheath: Sheath - Polytetrafluoroethylene (PTFE) liner Polyflon F-205; Stainless steel

spring -304; marker band -Pt 90/ Ir 10; outer layer of sheath - Polyether block amides
Arkema Pebax; Hydrophilic coating Coatings2GO. Shell handle - Acrylonitrile Butadiene
Styrene  Sabic; stainless steel pipe - 304; Silicon gasket -Dow Corning; hose -
Thermoplastic polyurethane TPU58315. Haemostatic Vale: Polycarbonate (PC) RX1805;
Stopcock (three-way) - Acrylonitrile Butadiene Styrene 757K; handle of Stopcock
(three-way) - polyethylene PE2911. Inner tubing: Sleeve -  stainless steel 304;
Tapered Tip - - Polyamide Pebax + BaS04 + Ti02; Proximal anchor - stainless steel
304; PI tubing - Polyimides. Immobile pole : Immobile pole -polyethylene + BaSO04;
metal tube - stainless steel 304; Locked connector - Acrylonitrile Butadiene Styrene
Sabic; Gripping handle - stainless steel 304.
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Physicians should strictly adhere to indications and contraindications.

2 Indications for Use

. Ankara AUl Stent Graft with delivery system is indicated for endovascular repair of

patients with abdominal aortic aneurysms, requiring:

A Adequate iliac/femoral access vessel that is compatible with the required delivery
system.
Non-aneurysmal proximal aortic neck length >15mm.

N Non-aneurysmal proximal aortic neck diameter of 18-32mm.
Proximal aortic neck angulation < 60°.

A Distal iliac artery anchorage zone > 15mm.

A Distal iliac artery diameter of 10-16mm.

®> Morphology suitable for endovascular repair.

. Additional considerations for patient selection:
A Patient’s age and life expectancy;
N Co-morbidities (e.g., cardiac, pulmonary or renal insufficiency prior to surgery, morbid
obesity);
Toleration to the general, regional or local anesthesia;

The final decision is at the discretion of the physician and patient.

. Device Selection
A The size of the Ankara Stent Graft should be appropriate to fit the patient’s aortic
anatomy. Lifetech recommends an oversizing of the Ankara Stent Graft by 10%-20%.

3 Contraindications

. The Ankara AUl Stent Graft is contraindicated in:
A Patients with acute systemic infection;
A Patients with mesenteric blood flow mainly supplied by the inferior mesenteric artery;
A Patients with accessory renal artery original from abdominal artery;
Patients who have allergic reaction to the device;
A Patients who are not suitable for endovascular repair in vascular morphology;

N Patients who can not tolerate contrast agents due to renal insufficiency;
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A Patients who are allergic to contrast agents;
Aneurysms neck with thrombus.
Non-aneurysmal proximal aortic neck length <15mm.
Non-aneurysmal proximal aortic neck diameter <18mm or >32mm.
N Proximal aortic neck angulation > 60°.

N Distal iliac artery anchorage zone <15mm.

A Distal iliac artery diameter <10mm or >16mm.

4  Pre-operative Preparation
Read the instructions carefully before using the device. The following instructions embody
a basic guideline for device placement. Variations in the following procedures may be

necessary. These instructions are intended to help to guide the physician and do not

replace the physician judgment.

. Materials required
w' 0.0357260cm Super Stiff Guidewire. For example, Surpass Super Stiff Guidewire,
Amplatz Super Stiff Guidewire or comparable.
Fluoroscope with digital angiography capabilities;
Angiographic catheter, and marker catheter;
A Contrast agent;
High pressure syringe;
Heparinized saline solution;
Any other devices required by the physician for the operation (including devices used

for femoral artery dissection).

. A multidisciplinary team that has combined procedural experience with:
Local anesthesia or general anesthesia;

Femoral artery exposure, arteriotomy and repair;

Percutaneous access and closure techniques;

Fluoroscopic and angiographic image interpretation;

Endovascular stent placement;

Appropriate use of radiographic contrast agent;
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A Administer heparin to adjust ACT (activated clotting time) to be 200 seconds. Inspect
flush solution, sheath and guidevVire should be flushed after each exchange.
A Use gauze pads with saline solution to wipe the outer sheath and activate the

hydrophilic coating. (Fig. 4)

Fig. 4 Activate the hydrophiiic coating

Expose bilateral femoral arteries by standard surgery.
A Insert one 0.0357260cm super stiff guidewire in the femoral artery, and advance it
above the ranal arteries.

Insert marker sheath, and determine again the stent specification using radiography.

. Deploy the stent graft
A Advance the delivery system to the abdominal aneurysm along the guidewire, and

always maintain haemostasis valve in opposite side of the patient. (Fig. 5)

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



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




N

Fig.6 Withdraw outer sheath

Proximal end release
Keep the delivery system stationary. Remove the Secure Buckle from the grip of the

delivery system. (Fig. 7)

\

Fig. 7 Remove the Secure Buckle

A Pull the Proximal Releaser to release the proximal spring of the stent graft. (Fig. 8)

Fig. 8 Pull the Proximal Releaser

Hold the slider grip of the delivery system stationary, unlock the trigger and pull back the
front grip to make the tip back to the distal end of the out sheath. And then remove the

delivery system.(Fig. 9)

1
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A

Fig. 10 Plug placement
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o Arterial damage
» Arterial perforation
» Arteriovenous fistula or pseudoaneurysm
* Bleeding/Hematoma
. Bowel complications
*  Cardiac failure/Infarction
»  Conversion to open surgery
* Death
» Edema
»  Erectile dysfunction
. Infection
* Neurological damage, local or systemic (e.g., stroke, paraplegia, paraparesis)
*  Pulmonary complications
* Renal function insufficiency/kidney failure
*  Wound complications and subsequent attendant problems
»  Device complications due to:
A Insertion and removal difficulties
A Release difficulties
N Failure to deploy
N Inaccurate placement
N Endoleak
A Stent migration
‘0" Stent fracture
<m Rupture of graft material
A Erosion
N Stent thrombosis or embolization
7 Storage and Transport Requirements
* The Ankura AUI Stent Graft is pre-loaded in delivery system, and stored in sterile package.
e  Store in a non-corrosive gas, well-ventilated, clean room..
»  During transportation, no extrusion, no wet exposure, handle with care.

13
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* No exposure to organic solvent.

* Recommendations on storage; temperature from 0° to 30° C, humidity 30-85%"
atmospheric pressure is not controlled.

» Recommendations on transportation: temperature from -30° to 55° C, humidity 30-85%,
atmospheric pressure is not controlled.

8 Warnings

*  General
Read all instructions carefully. Failure to properly follow the instructions, warnings and
precautions may lead to serious consequences or injury to the patient.

N This Ankura AUl Stent Graft should only be used by physicians and teams trained in
vascular interventional techniques and in the use of device.

N The long term performance of endovascular grafts has not yet been confirmed, all
patients should be advised that endovascular treatment requires lifelong, regular
follow-up to assess their heath and the performance of their endovascular graft (e.g.,
endoleak, migration, distortion, aneurysms enlarging etc.).

N Clinical studies show that uncorrectable patient selection may result in poor curative
effect. In addition, if unsuccessful endovascular aortic repair require open surgery may
result in an increased risk of complications relative to the two procedures.

A Patient’'s condition needs to be evaluated before operation on the follwing aspects,
cardiac failure/infarction, pulmonary complications, edema, renal function insufficiency.
After the device placement, patients should be regularly monitored for the
circumstances of the device (including endoleak, migration, change of the Stent Graft
structure or position, aneurysms enlarging etc.). At a minimum, annual X-ray, contrast
or non-contrast CT imaging is required.

A Patients with specific clinical findings, e.g, enlarging aneurysms or unexpected
diseases in the position of the endovascular graft should undergo secondary
interventions or open surgical treatment. An increase in aneurysms size and/or
persistent endoleak may lead to aneurysms rupture.

Patients with infection after the device placement should administer oral antibiotics.

A Always have a vascular surgery team available during stent-graft implantation or
14
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re-intervention procedures in the event that conversion to open surgical repair is
necessary.

Do not re-use or re-sterilize the Ankura ADI Stent Graft System.

Patients selection, treatment and follow-up
A The safety and effectiveness of the Ankura AUI Stent Graft has not yet been evaluated
in following populations:
¢ Traumatic aortic injury
¢ Uncorrectable coagulopathy
¢ Hereditary connective tissue disease (e.g.,Marfan’'s or Ehlers-Danlos
Syndromes)
¢ Concomitant thoracic aortic or thoraco abdominal aneurysms
¢+ Patients with active systemic infections
¢ Pregnant or nursing females
¢ Morbid obesity
¢ Lessthan 18 years of age
¢+ Patient’s life expectancy less than one year
N Access vessel diameter (measured inner wall to inner wall) and morphology (minimal
tortuosity, occlusive disease and/or calcification) should be compatible with vascular
access techniques and the profile of the delivery system. Too tortuous vasculature may
increase the failure in stent graft deployment or proximal end release.
A The Ankura AUl Stent Graft System is not recommended in patients who weight
greater than 350 Pounds (150kg) or can not undergo accurate fluoroscopy
examination due to obesity
Patients with a systemic infection may be at increased risk of endovascular stent-graft
infection
Patients with uncorrectable coagulopathy may have an increased risk of Type Il

endoleak or bleeding complications

Implant Procedure

A Systemic anticoagulation should be used during the implantation procedure based on
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¢ Changing of aneurysms pulsatility with or without aneurysms &
endoleak;

¢ Continual endoleak with or without aneurysms enlarging;

¢  Stent Graft migration results in endoleak.

10 Shelf Life

» The Ankura AUl Stent Graft System is sterilized with ethylene oxide. The shelf life is

marked on the label. Do not use the expired product.

. Shelf life 36 month.

11 Package and Label

*  The Ankura AUl Stent Graft with Delivery System is immobilized and protected in a PETG
box, then sealed with two Tyvek1073B dialyzing pouches, on which a primary label is stuck.
The product is sterilized and put in a box with IFU, patient card, customer feedback form
and certificate of compliance. A label is stuck on the box.

12 Warranty

The Company Lifetech Scientific (Shenzhen) Co., Ltd. China, guarantees the systems

stent-grafts the requirements of normative documents at observance by the consumer of

conditions of storage, transportation and operation, set in the normative document.

13 Operating conditions

The Ankura stent-graft system is operated under operating conditions by specially trained
personnel.

Ambient temperature 25 *+ 10° C; Relative humidity 30-75%; Atmospheric pressure 40-106 kPa.
The stent-graft is implanted into the internal environment of the body and is operated at a

temperature of 32-42 ° C, humidity 100%.

14 Utilization

After use, the product must be disposed of in accordance with the disposal instructions in force
in the treatment facility.

The class of danger of medical waste, in accordance with SanPiN 2.1.7.2790-10: B (dangerous,

18
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90nuw ¥ infected medical waste).

15 Authorized Representative of Manufacturer in the territory of Russia

Company BW, LLC

129085, Moscow, Prospect Mira 101, bid. 1 space 17 (office 306a),
Tel:+7(499)281-67-68,

Website: beawire.com,

E-mailinfo@beawire.com
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The symbols used are as the following:

Date of manufacture

Use by
1SN Serial number
STERILE EO Sterilized using ethylene oxide
LOT batch code

Do not reuse

Consult Instructions for Use

Keep away from the sunlight

Keep dry

Catalogue number

(§) Do not use if package is damaged

Do not resterilize

X Non-pyrogenic

Non-toxic Non-toxic

u Manufacturer

Authorised representative in the European
Community

1 EC 1REP1

Store at room temperature

MR conditional

20
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he list of national and international regulatory documents/standards, which

/Hatches medical device

ISO 15223-1 Medical devices - Symbols to be used with medical product labels, labeling,
and provide information - Part 1. General requirements

EN 1041 Information supplied by the manufacturer with medical devices

ISO 10555-1 and amendments:Sterile, disposable vascular catheters - Part 1. General
requirements

ISO 10993-1 + Assessment of biological effects of medical devices: Evaluation and testing
ISO 10993-3 Biological Evaluation of medical treatments products: Tests for genotoxicity.
Carcinogenicity and reproductive toxicity

ISO 10993-4 Assessment of biological effects of medical devices: Selection of tests for
interactions with blood

ISO 10993-5 Biological Evaluation of medical treatments products: Test for cytotoxicity
in vitro

ISO 10993-6 Biological Evaluation of medical treatments products: test for the
evaluation of local effects after implantation

ISO 10993-7 Biological Evaluation of medical treatments products: ethylene oxide (EtO)
Remains after sterilization

ISO 10993-10 Assessment of biological effects of medical products: Test for irritation and
sensitization skin

ISO 10993-11 Biological Evaluation of medical treatments products: Tests for General
toxicity

ISO 10993-12 Assessment of biological effects of medical products: sample Preparation
and reference materials

ISO 11135-1 Test cycles sterilization with ethylene oxide

ISO 13485 Medical devices - quality management System - Requirements for regulatory
ISO 14155 Clinical investigation of medical devices for patient people - good clinieal
practice

ISO 11607-1 Paekaging for final sterilization of medical products - Part 1: Requirements
for materials, sterile barrier and packaging systems

ISO 14630 General requirements to the non-active surgical implants

ISO 14971 Medical devices - Application of risk management to medical devices.

ISO 25539-2 Cardiovascular implants - Endovascular devices - Part 2: Vascular stents
MOD 93/42/EEC Basie requirements of the Directives on medical devices, as amended in
Annex 12007/47/EEC
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Manufacturer:
Lifetech Scientific (Shenzhen) Co., Ltd
Floor 1-5, Cybio Electronic Building,
Langshan 2nd Street, North Area of High-tech Park,
Nanshan District, Shenzhen 518057
P. R. China <
Tel: +86 755 86026250
Fax: +86 755 86026251

Email: cs@lifetechmed.com

EU authorized representative:

LifeTech Scientific (Europe) Cooperatief U.A
Kruisdonk 64, 6222 PH Maastricht,the Netherlands

s,

Documerl ~N1TA6/121-03Pu 2017-08-08
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V-o06pa3Hblii Mapkep rT V-06pa3HbIi mapkep
A
N\ m

/\J\’\’\Coep,MHMTeanoe 3BEHO 1\

il "

N\ AA
V-o6pa3Hblii Mmapkep " ﬂA ”A N V-06pa3Hblii mapkep
N aa AAN

(6) CTeHT-rpachT™ Ankaracu ff
Puc. 1. CteHT-rpagptel Ankura AAA n Ankura cuff

° CTeHT-rpaThl, Mcnonb3yemble B CcUCTeMe CTeHT-rpaTa Ankura AAA, aBnaloTcs
MOZY/NbHBIMW W COCTOAT M3 TPEX COCTaBAAKLWMX CTeHT-rpata: O4WH CTeHT-rpatT Ankura
AAA n aBa cTteHT-rpadta Ankura cuff. MogynbHas cuctema BKIOYaeT B cebd OJMH CTEHT-
rpagt Ankura AAA un pgBa cTeHT-rpapta Ankura cuff (Puc. 1). Kaxablli KOMMNOHEHT
OTAEeNbHO BBOAMTCHA B COCYAMCTYHO cucTeMmy nauueHTta. CteHT-rpaT Ankura npeacrasnset
coboii Tpy6Ky, COCTOSILLYHO M3 MJEeHKM u3 nopuctoro NTOD Ha MeTaNIMYeCKOM Kapkace,
Ha3blBaeMOM CTeHTOM. Mapkepbl npuKpenseHbl Ha cTeHTe. MT®3-nneHka 6e3 LWBOB
HaHeceHa Ha NPOBO/IOYHbIN KapKac MeTO40M CreKaHUs 1 NO3BONSET U30/IMPOBATL aHEBPU3MY
OT KpoOBOTOKa. Pacwwupsawowmnincs CcTeHT ob6ecrneymBaeT pacwupsiolee ycunume Ans
noggep>kaHuns rpagta B pacKpbiTOM COCTOSHMUMN.

. Cuctema goctaBkum Ankura

a @ 0

A o WA

(a) Cucrtema goctaBkn Ankura (cTeHT-rpat AAA)

CtpaHuua 4 ns 25
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(b)
(b) Cuctema foctaBku Ankura (cTeHT-rpagT Cuff)
1. KoHUYecKuii HaKOHEYHUK 2. MapkupoBoYHas nosiocka 3. MpokcuManbHbIA ukcaTop
4. CTeHT-rpagTt 5. BHyTpeHHAA TpybKa 6. HenoaBWXHbIA CTEPXKEHb
7. "HTpoabtocep 8. MNepegHuin 3axsaT 9. CKonb3awuii 3axeaT
10. CNycKOBOW MexaHWu3m 11. BUHTOBOW MexaHn3M 12. M'emocTaTu4yecKnii KnanaH
13. 3agHuin 3axBat 14. MpoKcManbHbIR pasmbiKaTeNlb 15. KpenexHbli 3aXum

16. KoHHekTOp JT103pa
Puc. 2. Cuctema goctaBku Ankura.

° CTeHT-rpapT npejBapuTenbHO BCTaBNeH B CUCTeMY [JoOCTaBku. CucTtemMa [OCTaBKM
obneryaet pasmelieHWe CTeHT-rpaj)Ta uepe3 apTepuanbHyld COCYAWUCTYH  CUCTEMY
(Hanpumep, 4vepe3 GefpeHHble apTepun). Mcnonb3oBaHe (PIHOOPOCKOMUYECKOTO0 KOHTPONS
Hanpas/ieHNs MO3BONAET NPaBU/IbHO PACNONOXUTbL CUCTEMY A0CTaBkKM Ankura B COCYAMCTOW
CeTn naymeHTa M BbICBOGOAUTL CTEHT-rpadT M3 cUCTeMbl focTaBkM. CTeHT-rpapt AAA C
CUCTEMOWN [OCTaBKM npefcTaBneHbl Ha puc. 2(a), cteHT-rpadTt Cuff ¢ cuctemoin gocTtaBku
npeacrtasneHsbl Ha puc. 2(b).

Cneundukaunn nigenmns
° Cneyungukaumum cuctembl cTeHT-rpadta Ankura AAA u© cTeHT-rpata cuff ykasaHsbl
HWXe, nogpobHas nHpopmauma npeacTassieHa B Tabnuue 1um 1abnuue 2, COOTBETCTBEHHO.

AAA 20 10 B 100

AnunHa nokpblTna (MM)

AvcTanbHbli gnameTp (MM)

MpokcumanbHbI gnameTp (MM)
Tun cTeHT-rpacpTa

(a) Cuctema cteHT-rpagta AAA.

cuff 12 10B 040

OnnHa nokpblTa (MM)
AvcTanbHbli guameTp (MM)
MpokcnmManbHbIi gnameTp (MM)
-Tun cTeHT-rpadpTa

(b) Cuctema cteHT-rpadpra Cuff
CtpaHuua 5 ns 25
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MepeBog djfituweo TekcTa cpenaH MHOI, NnepeBogunkoM KjenHeBbiM BukTopom WropeBnuem.

Poccuiickaa ®epepaumns
[opog MockBa
[dsaguaTb cegbMoro gekabps fBe ThiCAYN CEMHALLATOro roga

O MapTblHOBa HaTanw AHApeeBHa, BPeMeEHHO UcnonHawwas 0683aHHOCT M HOT apuyca

ropoga Mockebl Akumosa Nne6a Bopucosmya, CBUAe TEeNbCTBY NOAAMHHOCTb NOANUCU NEPeBOAUYMNKA
KnenHesa BukToOpa WMropesnua.

Mopgnuck caenaHa B MOEM NPUCYT CT BUMN.

JINYHOCTbL NOoANMNCaBLLEro AOKYMEHT YyCTaHOB/MEHA.

3aperncTpupoBaHo BpeecT pe: N
B3blCKaHO rocygapcTBEHHON NownnHbI(No Tapugy): 100 py6.

YnnayeHo 3a okasaHwWw :PAYNe L, 0BOro M TexHMYeckoro xapakTepa: 200 pyb6.
ok Py/

HA. MapTblHOBa
uuy\ 5-

Bcero npoLuHyposaHo, npoHyMeppsaHo,
M CKPEr/IEHO neyvaTbiol » nllfcnw)(oB)

BPWO HoTapuyca
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