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MHCTpYyKUNA NO NPUMEHEHNIO
KaTteTep acnupaynoHHbelH Embovac

(ans npumeHeHmns B Poccuiickoi degepaumm)

ml
«Megoc NHTepHewHn CAPJT»

LLlemeH-BnaH 38
Ne-Noknb. CH-2400. LBeiuapus
O 41 32933 8300

YnontoMoyeHHbI npefacTaBuTens B Poccuiickoin defepayun
00O «XOHCOH & [I>KOHCOH»

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

BAXHAA NHO®OPMALINA
OsHakoMbTecb nepep UCMNoNb30BaHNEM

HavmeHoBaHne MW, mogenn mnu BapuaHTbl ucnonHeHns MU

KateTep acnupaynoHHbii Embovac:

BapuaHTbl 1UCMoMHEHNA:

1 KateTep acnupauynoHHbIli Embovac pabouas gnnHa 125 cm, B COCTaBe:
EE  KareTep acnvpaunOHHbIA, BHYTPeHHWIA gnameTp 1,8 MM, paboyas anvHa
125cm - 1wt

E2. FemocTaTMyecKuiA kKnanaH — 1 wWr.;

1.3.  Pacuiennsembliii UHTPOAbHOCEP - He 6onee 2 WT.;

2. KaTeTep acnupaunoHHbIi Embovac pabovas anmHa 132 cm, B COCTaBe:
2.1. KaTeTep acnupayunoHHbI, BHYTPEHHUIA Ana.MeTp 1,8 MM, paboyast AnuHa
132 cm- 1wt

2.2. FemocTaTMyeckunii Knana - 1 wWT.;
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Instruction for use
EMBOVAC Aspiration Catheter

(for use in the Russian Federation)

ml

Medos International SARL
Chemin-Blanc 38, ClI-2400
Le Lode, Switzerland

41 32 933 83 00

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson EEC,

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

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

IMPORTANT INFORMATION
Please Read Before Use
Medical Device name, models or variations of MD

EMBOVAC Aspiration Catheter:

Variations:

1 EMBOVAC Aspiration Catheter with working length 125 cm, in
composition:

EE Aspiration Catheter, inside diameter 1.8 mm, working length 125cm - 1
pc.;

1.2. Hemostatic Valve - 1pc.;

1.3. Peeiable Introducer - not more than 2 pcs;

2. EMBOVAC Aspiration Catheter with working length 132 cm, in
composition:

2.1. Aspiration Catheter, inside diameter 1.8 mm. working length 132 cm - 1



2.3. Pacwennsemblii MHTpoAblOCCP - He 6osiee LU,

Ha3HaueHue

KateTep acnupaunoHHblin EMBOVAC nokasaH Ans o6Liero BHyTPMCOCYANUCTOrO
MCNONb30BaHNSA B HEMPOBACKYNAPHOW cucTeme. KaTeTep MOXHO UCMO/b30BaTh AN
06neryeHns BBeAEHUS AMArHOCTUMYECKUX YCTPOMCTB WM TepaneBTUYEeCKUX
CPeACTB, a TaKXe KaTeTep npefHasHayeH A1a yAaneHus U acnvpauuy am60o/1oB v
TPOMOOB 13 OTAE/IbHbIX KPOBEHOCHbIX COCY/0B B HEMPOBACKY/ISPHON CUCTEME.

OnuncaHwne

AcnupaumnoHHbIi - KateTep Embovac — 3T0 kaTeTep C OAHMM MPOCBETOM
MEepeMEHHOM >KEeCTKOCTW, MpeAHa3HayeHHbI Aans  obecnevyeHnss AocTyna K
M3BUANCTON cocygucTon cetn. LagT kaTeTepa COCTOMT M3  OMMETKM C
NepemMeHHbIM LIaroM M3 HepXXaBeroLeid CTann ¢ BHYTPEHHUM cnoem u3 MTPI gns
o6neryeHns nepemMelleHnUs MPOBOAHWKOB W APYTUX W3AeNWil. BHeWwHAs 4acTb
Wwadra KaTeTepa MOKpbITa MOMUMEPHLIM MaTepuasiom, B KOTOPbIA BK/OYEHA
onnetka W3 HepxaBewwein crann. [OucTanbHbIi  KOHel, KaTeTepa WMeeT
PEHTrEHOKOHTPACTHYI0 MO/I0CY C MapKepom W ruapouibHOE MOKPbITUE 41
obecneyvyeHns rNagkocTU MNpu MPOXOXKAEHWUM BHYTPU COCYAOB. [pOKCMManbHbI
KOHel, kaTeTepa MMeeT xab, a Ha [AUCTa/lbHOM KOHLe Xxaba Haf pas3rpy304HOi

i nomeLLaeTcs MAEHTU(UKALMOHHAA NONOCKa.

MokasaHMs K MPUMEHEHWIO
KateTep acnupauuoHHblli Embovac mokasaH ans 06LEero BHYTPMUCOCYAWUCTOrO
CMONb30BaHNs B HeipococyaucTol ceTu. KaTeTep MOXHO MCMO/b30BaTh /1N
06neryeHnss BBEAEHUS AMArHOCTUUECKUX WM TepaneBTUYECKMX CPEeACTB, a Takke
ANs yaaneHus / acnupauyum 3m60M0B U TPOM60B U3 OMPeAeNeHHbIX KPOBEHOCHbIX
COCY/I0B B COCYUCTO CETU.

[MpoTuBONOKasaHuAa
M3BeCTHLIE NMPOTUBOMOKAa3aHUA OTCYTCTBYHOT.
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pc.;
2.2. Hemostatic Valve - 1pc.;
2.3. Peelabie Introducer - not more than 2 pcs;

Intended use

The EMBOVAC Aspiration Catheter is intended for general intravascular
use in the neuro vasculature. The catheter can be used to facilitate
introduction of diagnostic or therapeutic agents and is also intended for use
in removal/aspiration of emboli and thrombi from selected blood vessels in
the neuro vasculature.

Description

The EMBOVAC Aspiration Catheter is a variable stiffness, single lumen
catheter designed to access tortuous vasculature. The catheter shaft is
composed of a variable stainless steel pitch braid with a PTFE inner liner to
facilitate movement of guide wires and other devices. The exterior of the
catheter shaft is covered with a polymer material, which encapsulates the
stainless steel braid construction. The distal end of the catheter has a
radiopaque marker band and has a hydrophilic coating to provide lubricity
for navigation of vessels. The proximal end of the catheter has a hub and an
ID band is placed at the distal end of the hub over a strain relief.

Indications

The EMBOVAC Aspiration Catheter is indicated for general intravascular
use in the neuro vasculature. The catheter can be used to facilitate
introduction of diagnostic or therapeutic agents and is also intended for use
in removal/ aspiration of emboli and thrombi from selected blood vessels in
the neuro vasculature.

Contraindications
None known.



Mpcaynpexx™aeHHu

- Katetep Embovac pfomkeH wCnonb3oBaTbCA TOMbKO Bpavamu, 06YYEHHbIMM
WHTEPBEHLMOHHbIM 3HLOBACKYNAPHBIM Onepauuam B MeAVMLUHCKUX YUpexXLeHUaX
C Hagnexalwmm obopyfoBaHNeM ANs BU3yanu3aLmn.

- OrpaHu4yeHHOe TecTMpoBaHWe ObII0 MNPOBELEHO C TakMMK pacTBopamu, Kak
KOHTpaCTHble BellecTBa W (OM3MONMOTMYECKUI pacTBop. Mcnonb3oBaHWe 3TUX
KaTeTepoB And [OCTaBKM PacTBOPOB, OT/IMYHbLIX OT TeX, KOTopble Obiin
NPOTECTUPOBaHbI HA COBMECTUMOCTb, HE PEKOMEHAYETCH.

- He ucnonb3yinTe ¢ KOHTPacTHbIMU BeLecTBaMW 3TUOLON WM NIUMUOLON WU
APYrMU  NOAOOHBIMU  KOHTPACTHbIMY  BeLecTBaMu, B COCTaB KOTOPbIX BXOAAT
KOMMOHEHTbI 3TUX areHTOoB.

- COOTBETCTBYIOLWAS aHTUKOAryNfgHTHasa 1 aHTU(oMOboLUTapHas Tepanus LO/HKHa
NPOBOANTLCS B COOTBETCTBUM CO CTaHAAPTHOW MELULMHCKON NpaKTUKONA.

- 3T0 wu3genve He npefHa3HayeHO AN MCMOMb30BaHWA C aBTOMATUYECKUMM
LINprLaMK.

- YpesmepHaa acnvpauyus npu AMCTalbHOM KOHLUe KaTeTepa Embovac, 3akpbiTom
CTEHKOW cocyfa, MOXeT BbI3BaTb MoBpexAeHne cocyga. [Mepesd acnupauueit
BHMMaTE/IbHO  WCCNeAyhTe  pacnofiokKeHne  OUCTa/IbHOrO  KOHUA  MNOA
PEHTreHOCKOMNUEN.

- Ec/iM NOTOK Yepe3 KaTeTep CTAHOBMTCSA OFpaHUYEHHbIM, He MblTaliTeCb OYUCTUTD
NpoCBeT KaTeTepa MHQYy3nel. ITO MOXKET NPUBECTU K MOBPEXAEHUIO KaTeTepa Um
TpaBMe nauueHTa. YpanuTte v 3aMeHUTe KaTeTep.

- He BbigBuraiite n He wu3sBnekaiite BiiyTpucocy THCToe u3genve npeoosnesas
COMPOTMBNEHME, MOKa MpUYMHA COMPOTMB/EHMS He OyaeT  onpegeneHa
PEHTreHocKonmen. [BukeHne M3aenns nNpoTMB CONPOTUMBAEHWUS MOXET CMeCTUTb
TPOMO, MPOKO/IOTb CTEHKY COCyAa WM MOBPeANTb U3LeNne.

- UpesmepHoe BpalleHWe KaTeTepa nNpuv ero wu3rmbe MOXET TNPUBECTU K
MOBPEXAEHUIO  M3Jenus, 4TO TNpuBeLeT K OTAENIEHUI0 CTEPXKHS  KaTeTepa.
W3Bnekute Bce u3genve (U3genne, MUKpoKaTeTep W MPOBOAHWK), eCcnv un3genve
CUJTIbHO M30THYTO.

- YTunusmpyinTe BCE WCNOMb30BaHHbIE W3A4ENUSA B COOTBETCTBUM C MOMUTUKOW
60/1bHULbI B OTHOLIEHMW BMONOrMYECKM ONACHbIX MaTepuasos.

- Yrobbl npepoTBpaTUTL TpoM6G0OO6Gpa3oBaHMe U 0b6pasoBaHue

KOHTPACTHOrO BELLEeCTBa, noanep>xumBanTe MOCTOSIHHYO

COOTBETCTBYHOLLLEr0 NPOMbIBOYHOIO pacTBOpa Yepes MPOCBET KaTeTepa.

KpUCTasnios
WH(Y3MI0

Mepbl NPeLOCTOPOXHOCTU
BHVMaTeNIbHO OCMOTPUTE CTEPU/IbHYIO YNAKOBKY. 3amnpeLleHo MUCnonb30BaTh, eC/u:
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Warnings

- The EMBOVAC catheter should only be used by physicians trained in
interventional endovascular procedures at medical facilities with the proper
imaging equipment.

- Limited testing has been performed with solutions such as contrast media
and saline. The use of these catheters for delivery of solutions other than the
types that have been tested for compatibility is not recommended.

- Do not use with Ethiodoi or Lipiodol contrast media, or other such contrast
media which incogorates the components of these agents.

- The appropriate anti-coagulation and anti-platelet therapy should be
administered in accordance with standard medical practice.

- This device is not intended use for use wdlh power injectors.

- Excessive aspiration with the distal lip of the EMBOVAC catheter covered
by the vessel wall may cause vessel injury. Carefully investigate location of
the distal tip under fluoroscopy prior to aspiration.

- If flow through catheter becomes restricted, do not attempt to clear catheter
lumen by infusion. Doing so may cause catheter damage or patient injury.
Remove and replace catheter.

- Do not advance or withdraw' an intravascular device against resistance until
the cause of the resistance is determined by fluoroscopy. Movement of the
device against resistance could dislodge a clot, perforate a vessel wall, or
damage the device.

- Torqueing the catheter excessively while kinked may damage the device,
resulting in separation of the catheter shaft. Withdraw the entire device (the
device, microcatheter, and guidewire) if the device is severely kinked.

- Dispose of all used devices in accordance with hospital policy for
biohazardous materials.

- To prevent thrombus formation and contrast media crystal formation,
maintain a constant infusion of appropriate flush solution through catheter
lumen.

Precautions
Inspect the sterile package carefully. Do not use if:
- The package or seal appears damaged,



r YnakoBKa unu naom6a BbIFrNAAAT NOBPEXAEHHbLIMU. - Contents appear damaged, or
Cofepxnmoe BbITNAAUT MOBPEXAEHHBIM UN - The expiry' dale has passed.
CpOK rogHOCTN UCTEK. - Carefully inspect all devices prior to use. Verify size, length, and condition
Mepes WCNOMb30BaHWEM BHMMAaTeNbHO OCMOTpUTE Bce YCTpolicTea. are suitable for the specific procedure. Do not use a device that has been
Ybéeautecb, 4TO pa3Mep, AAMHA W COCTOSIHME MOAXOAAT [ANs KOHKpeTHoli damaged in any way; replace with another EMBOVAC catheter. A damaged
npoueaypbl. He ucnonb3yiite YCTPOCTBO, KOTOPOE ObIIO KakuM-nnm6o o6pasom device may cause complications.
MOBPEXAEHO; 3aMEHNTE Ha Apyroii kaTeTep Embovac. MoBpexaeHHoe ycTpoiictBo - Exercise care in handling the EMBOVAC catheter to reduce the chance of

MOXET BbI3BaTb OCMIOXHEHUS. accidental damage.
CobntoaaliTe 0OCTOPOXHOCTbL MKW 06paLleHnn ¢ KaTeTepoM Embovac, uto6bl - To control the proper introduction, movement, positioning and removal of
CHU3UTb BEPOATHOCTb C/TyHaNHOr0 NOBPeXAeHWS. the catheter within the vascular system, users should employ standard

UTobbl  KOHTPONMpOBaTb  MpaBWNbHOE  BBedeHue,  nepemelleHue. clinical angiographic and fluoroscopic practices and techniques throughout
pacrnofioXeHne W YypaneHuMe KaTeTepa B COCYAMCTOW cucTeme, nonb3oBatenn the interventional procedure.
[O/MKHbI  MCNOMb30BaTb  CTaHAAPTHblE  KMMHMYeCKMe aHruorpaguueckume un - Ifremoved from the patient, the hydrophilic coating on the EMBOVAC
PEHTTEHOCKOMMYECKNE  METOAbl M MeTOAMKM  Ha  npoTskeHum  Bceid  catheter should be hydrated with heparinized saline. Do not allow the
WHTEPBEHLMOHHON NpoLeaypbl. coating to dry.

B cnyvae ypaneHusa u3 nauyumeHTta Katetepa Embovac ero rugpodmibHoe
MOKpbITUE  cnefyeT  YBA@WKHUTb  FenapuHM3NPOBaHHLIM  (IM3MONOTNYECKMM
pacTBOpoM. He gonyckaliTe BbICbIXaHWS NOKPbITUA.

Mo6oYHbIe 3thheKTbI Adverse events

B03MOXHble M060YHbIE 3(h(eKTbI, CBA3aHHbLIE C MCMONb3oBaHWEM KaTeTepoB wim  Potential adverse events associated with the use of catheters or with the
3HA0BACKYNAPHON onepawumeil BKNHOYALOT B cebs cnefytoLLee: endovascular procedures include;

* [1po6nembl C MECTOM A0CTYNa;  Access site complications

* ANnepruyeckas peakuus; * Allergic reaction

* [Nepopauna aHeBPU3MBI; * Aneurysm perforation

* Pa3spbIB aHeBPU3MbI; * Aneurysm rupture

o ApuUTmUS; * Arrythmia

» Cep/ieYHble OCNOXKHEHUS; * Cardiac complications

e OTeK Mo3ra; * Cerebral edema

* MpofosikeHne Uy NOBTOPHaA OKK/KO3MA LeNIeBOr0 apTepuanbHOro CerMeHTa; * Continued or re-occlusion of targeted arterial segment
e CMepTb; * Death

» Imbonmns (BO34yX, MHOPOLHOE TeNo, 6nsLKa, TPom6); * Embolism (air. foreign body, plaque, thrombus)

» [emMaToMma; * Hematoma

* KpoBousnusHwue; » Hemorrhage

e 'uno / rmnepToHUS; » Hypo/hypertension

* NHheKLUMOHHOoe 3ab0/1eBaHME; * Infection

e Nwemus; * Ischemia

» HeBponorunyeckunin gemumr; * Neurological deficits
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®MNceBapoaHeBpPU3IMA:

* [ToyeyHas HeLOCTATOUYHOCTD;

* PecnnpartopHble OC/IOXKHEHWS;

» Cypnoporu;

* VIHCynbT;

* ['paH3NTOpHaA MLLEMUYECKAA aTaka;

» Cnasm cocyfos;

» PacceyeHue cocyna,;

» OKKNIO3KS COCyfa,;

* Mepdhopaums cocypa;

* Pa3pbIB cocyfa,;

» Tpom603 cocynoB.

Kak nocrtaBnseTcs

AcnunpaynoHHbIl Katetep Embovac npegHa3HayeH TONMBKO AN

OJJHOPA30BOIO WCMOMb30OBAHNA; HE MNOANEXWUT TMOBTOPHOW

CTEPUNNIALNIN. Ncnonb3yiiTe acenTuyeckne MeTodbl Ha BCeX aTanax paboTbl.

YTunusnpyinte nocne OAHOW npouefypbl. CTPYKTypHas LEeNOCTHOCTb  W/nnu

(DYHKLMSA MOTyT OblTb HapyLleHbl B pesy/bTaTe MOBTOPHOIO WCMO/b30BaHUA WK

oumnmcTKu. KarteTepbl 4pe3Bbl4aHO TPYAHO UUCTUTL MOCMe KOHTakTa ¢

o6uonornyeckumMmn martepuasamv, W Mpy MNOBTOPHOM MCNOJSIb30BAHUWN [aHHbIe

KaTeTepbl MOTYT BbI3BaTb HEXe/flaTe/IbHble peakuumn y naumeHTa.

lMpon3BoauTenb, He HECeT OTBETCTBEHHOCTUM 3a MOBTOPHO CTEPUIN30BAHHOE

n3genvie, a TakKe He NMpLITMMaeT C BO3BPATOM CPeACTB UM He oOMeHMBaeT noboe

OTKPbITOE, HO He MCMO/b30BaHHOe M3fenue.

MokKa BHYTPEHHWI MaKeT He OTKPbIT U He MOBPeXAEH,

CTEPUNIbHBIM Y anUPOreHHbIM.

PekomMeHAyeMblii MOPAAOK BbIMOMHEHUA Npouesyp

MoaroToBka K UCMo/b30BaHMIO

1. HanazbTe HenpepbiBHYHO MPOMbIBKY Yepe3 NpocBeT UHTPOAbloCcepa, 6aiIoHHOrOo
NPOBOAHWKOBOIO KaTteTepa WM npoBOAHWUKOBOIO KateTepa.

2. BblbepuTe KaTeTep NOAXOAsLLEro pasMepa B 3aBUCUMOCTW OT Mpeanonaraemoi
npoueaypbl 1 aHaTOMUYECKMNX XapaKTEPUCTUK.

3. Mepepn un3BnevyeHmem Katetepa Embovac n3 ynakoBOYHOro Konbla, NMOBEPHUTE
pasbémbl Jllo3pa Ha ynakoBo4yHOM Kofibue Ha 90 rpagycos. [lMpucoeauHuTe
Wnpuy,.  cogepxxatyui He MeHee 20 wmn renapuHM3MpPoOBaHHOI0O
(h)M31M0ONOrMYEeCcKOro pacTeopa, K HaKOHeYHUKY J1to3pa Ha KOHLE YrnakoBOYHOIo
Konbua. pomoiiTe KOMbLO, 4YTOObI rMapaTnpoBatb FMAPOUALHOE MOKPbITHE
KaTeTepa. HecobnofeHne 3TOro npaswia MOXeT HapywuTb MOKpbITUE WU

n3penne ABNAETCA
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* Pseudoaneurysm

* Renal insufficiency

* Respirator}' complications

* Seizure

* Stroke

« Transient Ischemic Attack

* Vasospasm

* Vessel dissection

* Vessel occlusion

¢ Vessel perforation

* Vessel rupture

* Vessel thrombosis

How Supplied

The EMBOVAC Aspiration Catheter is intended for SINGLE USE ONLY;
DO NO01' RESTERILIZE. Use aseptic technique in all phases of handling.
Discard after one procedure. Structural integrity and/or function may be
impaired through reuse or cleaning. Catheters are extremely difficult to clean
after exposure to biological materials and may cause adverse patient
reactions if reused.

Manufacturer will not be responsible for any product that is resterilized, nor
accept for credit or exchange any product that has been opened but not used.
As long as the inner pouch is not opened or damaged, the product is sterile
and nonpyrogenic.

Recommended Procedure

Preparations for use

1 Set-up continuous Hush through guide sheath, balloon guide, or guide
catheter lumen.

2. Select an appropriately sized catheter based on intended procedure and
anatomy.

3. Before removing the EMBOVAC Catheter from the packaging hoop
dispenser, rotate the luer on the packaging hoop 90 degrees. Attach a syringe
containing minimum 20 cc heparinized saline to the luer connector at the
end of the hoop dispenser. Flush the dispenser to hydrate the hydrophilic
coating of the catheter. Failure to do so can compromise the coating and
lubricity of the catheter.



rnagKocCThb KaTteTepa.

4. OCTOpPOXHO W3BNEKUTe KaTeTep W BCrOMOrartesibHble W3Lenns W3 Konbla W
OCMOTpUTE nepef  MCMO/Ib30BaHMEM, 4TOObl y6eauTbcs B OTCYTCTBUM
MOBPEXAEHWIA.

BHUMAHWE! He wucnonb3yiiTe KateTep NpW HaIMuumM  Kakux-nnbo
NoBpeXaeHNn. Ecnn o06Hapy>XeHO NOBpeXeHne, 3aMeHNTe KaTeTep Apyrum
KaTteTepom Embovac, He NOBpeXaeHHbIM.

5. MpomoiiTe npocBeT KaTeTepa renapvHWU3MPOBaHHbLIM  (HU3MONOTMYECKUM
pacTBOpPOM.

6. MpucoegnHMTE COBMECTUMbIA reMoCTaTMYECKUIA KnamaH C  HemnpepbiBHOW
NMPOMBIBKOI K KaTeTepy.

YKa3aHus no NpUMEHEHUIO

1 BcTtaBbTe MpPOBOAHUK WAM  COBMECTUMbIV  MUKPOKAaTeTep U MPOBOAHMK
noaxoasulero pasmepa B Katetep Embovac n npogsuraiite o Tex nop, noka
MPOBOAHMWK W KaTeTep He COBMECTATCS Ha AUCTaNbHOM KOHLLE.

2. cnonb3ys pacluennsemMblil MHTPOLbIOCEP, BXOAALWMIA B KOMMIEKT MOCTaBKM,
BBEAMTE KaTeTep M NPOBOLHUK Yepe3 reMocTaTUYecKWin KnanaH MHTPOAblocepa,
6anIoHHOr0 MPOBOAHMKOBOIO KateTepa WM NPOBOAHMKOBOIO Kartetepa.

3. Ypanute pacwennseMblii  MHTPOAbIOCEP C TEMOCTATMYECKOro KnanaHa W
CHUMUTE MHTPOAbLIOCEP C KaTeTepa, Kak TOJIbKO ANCTalIbHbIN CTEPXKEHb KaTeTepa
Embovac 6ygeTt nomeLleH BHYTPb Tena naymeHTa.

4. Tlog KOHTPOSIEM PEHTreHOCKOMNUM NPOABMHLTE KaTeTep Yepes COCYyAMCTYHO CeTb
B HY)KHOE MecCTO.

MPEAYMPEXOEHUE. He BblaBUraniTe n He n3BreKanTe
BHYTPWUCOCYANCTOE  un3denne C  CONPOTUB/IEHMEM, TMOKa  MNpUYnHa
COMPOTUBNEHUSA He OByeT onpefeneHa MeTOAOM PEHTIEHOCKOMUN.

Acnunpauymns yepes Katetep Embovac
MPEAYMPEXAEHWME. Ype3amepHoe KpydeHne KaTeTepa Embovac npwu
ero m3rnbe MOXET MPUBECTM K MOBPE>K;JEHUIO U3JeNUd, 4TO NMpuBedeT K
OTAENEHNIO CTepXXHA KaTteTepa. W3Bnekute Bce wusgenve (usgenue,
MUKPOKAaTETeP M NMPOBOAHUK), eC/IN U3Le/INe CUIbHO U30MHYTO.

1 Mop KoHTponem peHTreHocKonuW y6eanTech, UTO AMCTalbHbIA KOHEL, KaTeTepa
P mbovac HaxoauTCs B KOHTaKTe ¢ aM6onamun 1am Tpomoamu.

2. CHUmMnTE Nepdys3nOHHYIO NMHUIO C NMPOKCUMA/IbHOTO KOHLA KaTetepa Embovac
M MPUKpenuTe 3amnopHbI KpaH C 3amnopHbIM Linpuuem obbemom 60 cv mnm

acnupaLyoHHOl CUCTEMOI K GOKOBOMY MOPTY remMocTaTUYeckoro Knanaa.
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4. Gently remove the catheter and accessories from the hoop and inspect
prior to use to verify that they are undamaged.

CAUTION: Do not use a catheter that has been damaged in any way. If
damage is detected, replace with another EMBOVAC catheter that is
not damaged.

5. Flush the catheter lumen with heparinized saline solution.

6. Attach compatible hemostasis valve with continuous flush to the catheter.

Directions for Use

1 Insert an appropriately sized guidewire or compatible microcatheter and
guidewire into the EMBOVAC catheter and advance until the guidewire and
the catheter are aligned at the distal end.

2. Using the introducer sheath provided in the package, insert the catheter
and guidewire through a hemostatic valve of the guide sheath, balloon guide,
or guide catheter.

3. Remove the peel away introducer sheath from the hemostasis valve and
peel the introducer from the catheter once the distal shaft of the EMBOVAC
catheter is placed inside the patient body.

4. Under fluoroscopic guidance, advance the catheter through the
vasculature to the desired location.

WARNING: Do not advance or withdraw an intravascular device
against resistance until the cause of the resistance is determined

by fluoroscopy.

Aspiration through the EMBOVAC catheter

WARNING; Torqueing the EMBOVAC catheter excessively while
kinked may damage the device, resulting in separation of the catheter
shaft. Withdraw' the entire device (the device, microcatheter, and
guidew ire) if the device is severely kinked.

1 Under fluoroscopy, confirm that the distal tip of the EMBOVAC catheter
is engaged with the emboli or thrombi.

2. Remove the perfusion line from the proximal end of the EMBOVAC
catheter and attach a stopcock with 60 cc locking syringe or aspiration
svstem to the sidearm of the hemostasis valve.



3. 3aTAHMTe remMocTaTU4eCcKuin Knana.

4. Mpu 3aKpbITOM KpaHe MOTAHWTE W 3a6/0KMPYIATe MOPLUEHb LINpULA WK
BK/IHOUMTE CUCTEMY acnupauuu.

5. OTKpoWiTe 3anopHbIiA KpaH, YTo6bl HayaTb acnupauuio. Ybeamntech, 4To cucTema
wnpuya/acnupaumm 3abupaeT KpoBb, 3MO60MbI WAM TPOMObI Yepe3 CUCTeMy.
3aKpoiTe 3anopHbIii KpaH, ecniy cucTeMa Linpuua/acnmpauun He 3abupaet
KpOBb, 3M0GO0/IbI UMM TPOMObLI MM ecnn HabnhaeTcs MeA/ieHHad acnvpauus.
TwareNbHO uccnefyinTe MNPUYMHY OrpaHUYeHns W Mpu HeoBXOAMMOCTU
M3MEHWUTE MOJSIOXKEHWNE AWUCTASIbHOTO KOHUA. Ecnu KpoBb, 3MOONLE mnm TpomoObl
3acTpsnu B KateTepe Embovac, yganute Bce usgenue (M3genne, MUKpoKaTeTep U
NPOBOAHMK) M OUMCTUTE BHYTPEHHWIA MPOCBET. Ecny orpaHuyeHne oCTaeTcs W
ANCTabHbIA KOHUMK KaTeTepa Obln pa3MelleH 3aHOBO MNPaBW/bHO, 3aKpoiTe
3amnopHbIN  KpaH, MOBTOPHO MOACOEAMHUTE LUMpUL/CUCTEMY acrimpauun u
BO306HOBMTE acnupaumto. Mogaepxusarite acnupauuio Tak. 4Tobbl aM60NbI UK
TPOMObI  OCTaBa/iMCb MONMHOCTbIO  CLEMNMIEHHbIMW C  AWUCTaNbHBIM  KOHLOM
KateTepa. [1ONHOCTbIO 3auenusB 3mOGO0Mbl MM TPOMObLI, BbITAHWUTE KaTeTep
Embovac 13 Tena nauueHTa.

MPEAYTMPEXOEHWME. YpesmepHasa acnupaunsa ¢ AUCTa/ibHbIM KOHLIOM

KaTeTepa Embovac, 3akpbITbiIM CTEHKON cocyda, MOXeT BbI3BaTb
noBpexXaeHue cocya.
MPEAYTIPEXXAEHWE. Ecnn  nNOTOK  4epes  KaTeTep CTaHOBUTCA

OrpaHNYeHHbIM, He MbITaATeCb OYUCTUTbL MPOCBET KaTerepa WHGYy3Mein.
OTO MOXET MPUBECTM K MOBPEXAEHUIO KaTeTepa Wnau TpaBMe MNaLMeHTa.
Ypanute 1 3aMeHUTe KaTteTep.

6. lMocne 3aBeplUeHWs acnupaunn W3BMEKUTE W3fenne U3 Tena nauueHTa. Ecnm
HeoOX0AMM MOBTOPHbIA AOCTYN K COCYAWUCTbIM CETAM C TEM XK€ W3L4ennem,
NPOMOITE U OYUCTUTE BHYTPEHHMUIA NPOCBET W3fenns WHgy3vein. OcmoTpuTe
n3genve Ha NpeameT MoBPEXLeHUIA.

BHUMAHWME! He ucnonb3yiite nsgenve, ecinm 06HapYXeHbl KaKune-nnbo
NOBPEXAEHUA NN HECOOTBETCTBUSA.

Bpay MOXeT Mo CBOEMY YCMOTPEHUIO M3MEHUTbL OMWCaHHble MaHUNynaAuMuM C

KaTeTepoM Embovac, 4To6bl NPMCNOCOOUTLCA K CNOXXHOCTU W BapuUaTUBHOCTM

npouesyp. J1to60e M3MeHeHWe TeXHWKW [O/DKHO COOTBETCTBOBAaTb paHee

OMUCaHHbIM  UHCTPYKUMAM, NpefynpexgeHnam, Mepam MnpefocTopoXHOCTU U

MHopMaLumn 0 6e30MacHOCTU NalMeHTa.

OrpaHuyeHne 0TBETCTBEHHOCTY H 3alLiMTbI MpaB
MpousBoanTeNb rapaHTUPYeT, 4YTO AaHHOe MEeAMLIMHCKOE W3feNne HC WMeeT
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3. lighten the hemostasis valve.

4. With the stopcock closed, pull and lock the plunger of the syringe or turn
on the aspiration system.

5. Open the stopcock to begin aspiration. Ensure that the syringe/aspiration
system aspirates blood, emboli, or thrombi through the system. Close the
stopcock if the syringe/aspiration system does not aspirate any blood,
emboli, or thrombi, or if slow aspiration is observed. Carefully investigate
the cause of the restriction and reposition the distal tip if necessary. If blood,
emboli, or thrombi is stuck in the EMBOVAC catheter, remove the entire
device (the device, microcatheter, and guidewire) and clear the inner lumen,
if restriction remains and the distal tip of the catheter has been repositioned
correctly, close the stopcock, re-attach the syringe/aspiration system, and
resume aspiration. Maintain aspiration so that the emboli or thrombi remains
fully engaged with the distal tip of the catheter. With the emboli or thrombi
fully engaged, pull back the EMBOVAC catheter out of the patient body.
WARNING: Excessive aspiration with the distal tip of the EMBOVAC
catheter covered by the vessel wall may cause vessel injury.

WARNING: If flow through catheter becomes restricted, do not
attempt to clear catheter lumen by infusion. Doing so may cause
catheter damage or patient injur}’. Remove and replace catheter.

6. After aspiration is completed, remove the device from the patient body. If
re-access to the vasculatures with the same device is desired. Hush and clean
the inner lumen of the device by infusion. Inspect the device for any
damage.

CAUTION: Do not use the device if any damage or irregularities are
obser3'ed.

The physician has the discretion to modify described manipulations of the
EMBOVAC catheter to accommodate the complexity and variation in
procedures. Any technique modification must be consistent with previously
described instructions, warnings, precautions and patient safety information.

Disclaimer of warranty and limitation of remedy
Manufacturer warrants that this medical device is free from defects in both



,Cl,e(pEKTOB mMaTepunanos U N3roOToB/IEHNA. HaCTOFILU,I/IM KOMNaHNUA OTKa3blBaeTCA OT
NOGbLIX APYrMX SIBHBIX WM MNOAPa3yMEBaeMblX rapaHTUiA, BKKOYas rapaHTum
MPUrOAHOCTU K MpOAaXe WM [1s  KOHKPeTHoW uenn. [MpurogHocts K
MCMONb30BaHNIO [IaHHOTO MeAWMLUMHCKOTO u3fenus Ans No6oli  KOHKPETHOW
XMPYPryecKoii npoueaypbl AOMKeH OnpeAensiTb Monb30BaTeNlb B COOTBETCTBUM C
WHCTPYKLMSMM NPOM3BOAMTENS MO MPUMEHEeHUD. He npeaocTaBnsioTCs HUKaKue
rapaHTUM, BbIXOASLLME 33 PaMKU OMUCaHMS TMPUBEAEHHOTNO0 B WHCTPYKLMKU MO
NPUMEHEHUIO.

YTtunmsauunsa

WN3genve He OKasbiBaeT BPeLHOr0 BO3AENCTBMSA Ha OKPYXaloLWy cpegy npu
CO6/I04eHNM YCNOBUIA 3KCMNyaTaunm, TPaHCMOPTUPOBKN, XPaHEHNSA 1 YTUIN3aLUN.
Vicnonb3oBaHHble M34ennd, a TakXKe YMNakoBKa, Mognexar yTuamsaumm B
COOTBETCTBMM C HOpMamu, MpegyCMOTPEeHHbIMW ANS YTUAU3aLMU MOTeHUMabHO
3arpAsHALWMX MeSULUUHCKUX OTXOA0B.

B Poccuiickoli ®epepaumm KaTeTepbl acnupauvoHHble Nognexar yTuamMsauum no
NCTEYEHUN CpoKa CNyX6bl B COOTBETCTBUM C MNPUMEHUMbBIMU  NOK&/1bHbIMU
3aKOHOAATE/IbHbIMUN aKTaMMU.

[na McnonbL30BaHHOrO M34eNnA Knacc OMnacHOCTM MeAULMHCKUX OTXOLOB WCXOAA
N3 XapaKTepucTUKM MOPGOIOTMYECKOro coctasa: Knacc b (3nuaeMuoniornyecku
onacHble 0Txof4bl). Knacc MeAMUMHCKMX OTXOLOB HeWcrnosib30BaHHOrO W3genus -
A

B cnyyae ncTeyeHMs cpoka rogHOCTU UM NOBPEXAEHUSA YNaKOBKU U3LENUA Takxke
nognexar yTuamsauun.

YcnoBus TPAHCMOPTUPOBKMU N XpaHeHNA

YCnoBus oKpy>xaroLLein cpegbl
BnaxHocTb oT 30% po 95%
Memnepatypa OT +HO°C go +30X!
[aBneHune 700-1060 rlMa

materials and workmanship. Any other express or implied warranties,
including warranties of merchantability or fitness, are hereby disclaimed.
Suitability for use of this medical device for any particular surgical
procedure should be determined by the user in conformance with the
manufacturer’s instructions for use. There are no warranties that extend
beyond the description on the face hereofof IFU.

Disposal

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

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

In the Russian Federation, aspiration catheters are to be disposed of at the
end of their service life in accordance with applicable local regulatory
requirements.

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

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

Conditions of transportation and storage

Designation Range
Relative humidity 30% - 95%
Temperature (+10°C)-(+30X)

Barometric pressure 700-1060 hPa

MapKm1poBKa Ha MeAVLMHCKOM W3LeNW, MHAVBUAYa/IbHOW YNaKOBKe N KapTOHHON KOpOOGKe MOXET cogepykaTb crefytoLme cumonbl/ Medical Device &
Individual package & Carton box Label may contain the following symbols:

Ethylene oxide sterilization /CTepunusaLus oKCULOM 3TUNEHA

STERILE EO
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Do Not Re-Use/ 3anpeT Ha NOBTOPHOEe NPUMEHEHNE

European Confonnity/ 3Hak eBpONencKoro cOoTBeTCTBUSA

Do not Resterilize/ He cTepunun3oBaTb NOBTOPHO

Caution! Consult Instructions for Use/ BHumaHue!

Consult Instructions for Use/ O6paTuTech K MHCTPYKLUK MO NPUMEHEHNUIO

Do not use if package is damaged/ He ucnonb3oBatb B Cily4ae NOBPeXAeHUSA YNaKOBKU

Date of Manufacture/ [lata n3rotToBneHus

MPEAOCTEPEXEHWE: ®eaepanbHblil 3akoH (CLUA) cTporo pernaMmeHTUpyeT npogaxy
[aHHOro ycTpolicTBa ToNbKO Mo npeagnucaHuto spada / WARNING: Federal law (USA)
strictly regulates the sale ofthis device only if prescribed by a doctor.

Use-By Date/ VicnonbitoBats 40

Batch Code/ Homep naptum

Catalog Number/ KaTanoxHblii HoMep

Manufacturer/ MpoussognTenb
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JNekapcTBeHHbIe cpeacTBa U (MKn) hapmaleBTUYeCKMe cybCcTaHL MM B COCTaB
KaTeTepoB HE BXOAAT.

MepeyveHb MaTeprasnioB XXMBOTHOIO U (M1X) YE/IOBEYECKOTr0 MPONCXOXAEHUS
MaTepmanbl XMNBOTHOIO N YE€/10BEYECKOI0 NPONCXOXAEHNA B COCTaB KaTETEPOB HE
BXOAAT.

TpeboBaHNA K TEXHUUYECKOMY 06CY>KUBAHUIO U PEMOHTY MIA

KarteTepbl ABNAKOTCA MEAULNHCKUMUN U3LAENNAMWN OQHOKPATHOTO NMPUMEHEHUA U He
MOANEXUT TEXHUYECKOMY 06C/Y>KMBAHWNIO, BK/IKOUYAA OUUCTKY U Le3NH(EKLMIO.
B03MOXHOCTb U METOAbI MHTerpaHnu ¢ ApYyrumMmum MeguuMHCKUMU N3LeTNAMN
Katetep EBOVAC MOXEeT MCMN0Nb30BaThCA C COBMECTUMbIMU MPOBOAHUKOM UK
MWKPOKaTeTeEPOM N NPOBOAHUKOM, FreMOCTaTUYECKMM KnanaHoMm, UHTPOAbIOCEPOM,
6aNNOHHbIM NPOBOAHWKOBbLIM KaTeETEPOM MM NPOBOAHNKOBbLIM KaTETEPOM
COOTBETCTBYHOLLENO pa3mepa, N060ro NPoM3BOANTENS.

Takxke cM. pa3gen PekomeHayemblli NOPSAOK BbIMOMHEHUS NPOLEAYP.

MepeyveHb cTaHpapToB/ List of standards

CTaHfapTbl U pernameHThbl
CrtaHfapT/pyKoBOACTBO
/nnpekTunsa

Cuctema obecrneyeHns KayecTBa
EN [SO 13485:2016

OnucaHne

EN 1SO 14971: 2012

[OvpekTnea EBponeiickoro CoseTa
93/42 | EEC 0T 14 mioHsa 1993 T.
C nonpaskamu o1 2007 T..
MpunoxeHve 11

MEDDEYV 2.7.1 peg. 4
BesonacHOCTb / MPOLIBOAMTENLHOCTb U3AeNnst

[JVpeKTUBa Ha MeaMLMHCKME YCTpoiicTBa

Drugs, medicines and (or) pharmaceutical substances are not included in
Catheters composition.

List of materials of animal and (or) human origin

Materials of animal and human origin are not included in Catheters.

Requirements for technical support and repair of MD

Catheters are disposable medical products and are not subject to
maintenance, including cleaning and disinfection.

The possibility and ways of integrating with other medical devices
EMBOVAC catheter may he used with appropriately sized guidewire or
compatible microcatheter and guidewire, hemostatic valve, guide sheath,
balloon guide, or guide catheter, of any manufacturer.

Also see section Recommended procedure.

CwvcTema ynpaB/ieHnst KauecTBOM - MeaunLyHCKoe 060pyaoBaHue - CrcTe.MHble TPe60BaHUs ANs PerynmpoBaHus

MegaunumHcKue n3genws - MprmeHeHre NpYHLMNAG YNPaBeHNs onacHOCTb K MeAMLMHCKUM YCTpoiicTBam

OLEeHKa KIMHUYECKMX [laHHbIX: PYKOBOAICTBO /1151 MPOU3BOANUTENEI 1 HOTU(DULMPOBAHHBLIX OPraHOB

ISO 10555-1: 2013 / Amd2017 (EN  CTepunbHble 0fHOPa30Bble BHYTPUCOCYANCTbIE KaTeTepbl- Yacrb 1. ObLpe TpeboBaHUs; CTepUsIbHbIe

ISO 10555-1: 2009)
ISO 594-1: 1986(E)(EN 20594-1:
1993)

180 594-2:1998 (E)

TpeboBaHus

JokanbHble QUTUHTN
NAMIJANSI HE75:2009
EN 62366: 2008
BrnocoemecTUMOCTb
ENISO 10993-1:2009/
Cor. 1:2010
ENISO 10993-2:2009

EN ISO 10993-4:2017
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KoHuueckne GUTUHIN C KOHYCHOCTbIO 6% (J1t03p) 4N18 LUNPULEB, UM U APYTUX MEAULMHCKUX n3genuid: YacTb 1- Obwue
KoHWYecKne PUTUHIN C KOHYCHOCTbHO 6% (J1t03p) 47151 LUNPWLEB, UM U APYTUX MEANLIMHCKUX 13aenuid: YacTb 2 -

IMpoeKTMpoBaHWe ¢ y4eTOM Ye/I0BEYECKOro (*)aKTOpa - NPOEKTNpPOBaHNe MEJULIMHCKOTO OGOpy,qOBaHVIFI
MegunuuHcKkue nsgenus. rlpl/IMeHEHI/Ie OLUEHKN NpUrogHoCTn K akcnayataunn MeguLUHCKUX MS,CI'EI'II/II‘/JI

Buonoruyeckas oLeHKa MeAULMHCKUX U3fennii - YacTb 10 OueHKa M UCTbITaHWs B paMKax NpoLecca yrnpasneHns puckamm

Bronoruyeckas oLeHKa MeaULMHCKUX U3aennii - YacTb 2; Tpe6oBaHMs K 3alyTe NpaB XMBOTHbIX

Buonoruyeckas oLeHKa MeauLMHCKUX U3ennii - YacTb 4; OT60p TECTOB AN1S OLEHKM B3aWMO/ECTBUS C KPOBbHO



UN 1SO 10993-5:2009
1-N I1SO 10993-10:2010

EN 1SO 10993-11:2017
EN ISO 10993-12:2012

EN ISO 10993-17:2009

EN ISO 10993-18: 2009

>'MakoBka
EN ISO 11607-1:2009

C'Tepunuwanms
EN I1SO W 135-1:2007

NAML TIR28:2009/(R) 2013
EN ISO 11737-1 ;2006/(R)2011

EN 1SO 10993-7:2008

MapKkupoBKa
EN I1SO 15223-1:2016

EN 1041:2008

Standards and Regulations
Standard/Guidance/Directive

EN ISO 13485: 2016
EN ISO 14971, 2012

Buonornyeckas oLeHKa MeAULMHCKUX M3Aennia - YacTb 5: McnbiTaHWs HAa LUMTOTOKCMYHOCTb
Bronornyeckas oueHKa MeauLMHCKMX n3genuii - Yactb 10: McnbiTaHue Ha pa3gpaXeHue 1 CEHCUBUM3aLMI0 KOXW

Bronornyeckas oueHKa MeanLMHCKMX n3genuii - Yactb 11 McnbiTaHus Ha CUCTEMHYH TOKCUYHOCTb
Brionoruyeckas ougHka MeAMLMHCKUX n3genuii - Yactb 12: MoarotoBka Npob v CTaHAAPTHLIX MaTepranos

buonoruyeckas oLeHKa MeNUMHCKUX n3genuu - Yactb 17: YcTaHoBMEHWE AONYCTUMbIX NMPELenoB BbIMbIBAEMbIX BELLECTB

Brionornueckas oLeHKa MeAULIMHCKUX M3aennii - YacTb 18: M3ydeHue XMMUYECKUX XapaKTepUCTUK MaTepuasios

YnakoBKa TepMUHa/IbHO CTEPUIN3YEMbBIX MeAULIMHCKUX I/I3,EI|EJ'II/II7I - Yactb L Tpe6OBaHI/IFI K MaTtepuanam, CTepu/ibHbIM
6apbepr||v| cnuctemMam 1 ynakoBo4HbIM CUCTEMaM.

CTepunn3aums MeauLMHCKON NpoayKummn, druneHokens: Yactb 1 TpeboBaHus K pa3paboTke, BaMgaumn U TeKyLLEMY
KOHTPO/IO MpoLiecca CTEPUAN3aLMN MeANLIUHCKNX U3AeNNiA

MpuHATVE M3Lenna 1 3KBUB&UIEHTHOCTL MpoLiecca CTepuIn3aLmm 3TUNEHOKCA0M

Crepunusaums MeguLMHCKUX n3genuii - MeTofibl OLeHKN MUKPOBMONOrMYECKO/ YnCTOThI - YacTs 1 OnpegeneHve
NonynALMY MUKPOOPraHN3MOB Ha U3AeNnsaxX

Brionoruyeckas oLeHKa MeaVLMHCKUX 13aenuit: OCTaTOUHbIE KOHLEHTpaLuy

3TUNEHoKCMAa Npuy cTepunmnsauum - Yacts 7

MegunupHckme usgenst - CUMBOSIbI, KOTOPbIE YKa3bIBAHOTCA Ha 3TUKETKAX, 3TUKETUPOBaHWE U NPeAocTaB/semas
MH(OPMAaLWs Ha MeAVLIMHCKME U3aenns
WHhopmaLus, npegocTaBisemasi NPou3BoANTENEM .MEAULIMHCKUX U3aenuii

Description
Quality System
Quality Management Systems - Medical devices - Systemrequirements for
regulator>' puiposes

Medical Devices - Application of risk management to medical devices

European Council Directive 93/42/EEC of

14*pof June 1993
Amended 2007, Annexll

MEDDEYV 2.7.1 Rev 4

ISO 10555-1: 2013/Amd2017
(EN 1SO 10555-1: 2009)

ISO 594-1:1986 (E)
(EN 20594-1:1993)

ISO 594-2 :1998(E)

Medical Device Directive

Evaluation of Clinical Data; A Guide for Manufacturers and Notified Bodies
Product Safety/Performance

Sterile, single use intravascular catheters Part 1:General requirements: Sterile

Conical fitting with a 6% (Luer) taper for syringes, needles and certain other
medical equipment: Part 1- General Requirements

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other
medical equipment: Part 2 - Local fittings
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AAMI / ANSI HE75:2009 Human Factors Engineering - Design of Medical Devices

EN 62366: 2008 Medical Devices. Application of usability engineering to Medical Devices
Biocompatibility

EN 1SO 10993-1:2009/ Biological evaluation ofmedical devices Part 1: Evaluation and testing within

Cor. 1:2010 a risk management process

EN ISO 10993-2:2009 Requirements

EN 1SO 10993-4:2017 interactions with blood

Biological evaluation of medical devices - Part 2: Animal Welfare

Biological evaluation of medical devices Part 4: Selection for tests for

EN ISO 10993-5:2009 Biological evaluation ofmedical devices Pail 5: Tests for in vitro cytotoxicity

EN 1SO 10993-10:2010 sensitization

Biological evaluation of medical devices Part 10: Test for irritation and skin

EN 1SO 10993-11:2017 Biological evaluation of medical devices Part 11: Tests for systemic toxicity

EN I1SO 10993-12:2012 reference materials

EN IS0 10993-17:2009 for leachable substances

EN 1SO 10993-18:2009 of materials

Packaging
EN ISO 11607-1:2009

Biological evaluation of medical devices - Part 12; Sample preparation and
Biologicalevaluationofmedicaldevices-Part 17: Establishment ofallowable limits

Biologicalevaluationofmedical devices-Part 18: Chemical characterization

Packaging for Terminally Sterilized Medical Devices - Part 1 Requirements
for Materials, Sterile Barrier Systems and Packaging Systems

Sterilization
Sterilization of Healthcare products Ethylene Oxide: Fart 1 Requirements for
EN 1SO 11135-1:2007 development, validationand routine control ofa sterilization process for medical
devices
AAMITIR28:2009/(R)2013 Product adoption and process equivalency for ethylene oxide sterilization

EN ISO U737-1:2006/(R)2011

EN 1SO 10993-7:2008 residuals - Part 7

Labeling

EN 1SO 15223-1:2016 information to be supplied

Sterilization of medical devices - Microbiological methods - Part 1
Determination of a population of microorganisms on products
Biological Evaluation of medical devices: Ethylene oxide sterilization

Medical Device-Symbols to be used with medical device labels, labelingand

EN 1041:2008 Information supplied by the manufacturer with medical devices

OnuncaHne mMeToAa CTepuansaLlmm

KareTep acnupaunoHHbIi Embovac cTepunmsytoT razoo6pasHbiM 3TUNEHOKCULOM
(30) ¢ nomoLb BaNMAMPOBAHHOIO LMK/ C YPOBHEM rapaHTUM CTEPUIbHOCTYU
(SAL) 10" Ha npepnpuaTum Sterilization Services of Georgia. Inc.
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Description of sterilization method

The EMBOVAC Aspiration Catheter is sterilized by Ethylene Oxide (EO) gas

via a validated cycle with a Sterility Assurance Level (SAL) of 10" at
Sterilization Services of Georgia, Inc.



CpoK rogHocTu acnmpauunoHHoro katetepa Embovac coctasnset 1,5 roga. EMBOVAC Aspiration Catheter shelf life is 1.5 years.
apaHTWIAHbIA CPOK XpaHeHusi KaTteTepa acnupaumoHHoro Embovac coctaBnsier Guaranteed shelf life of Embovac Aspiration Catheter is 1.5 years.
1,5 roga.

TexHu4eckune xapaktepuctukn MW / Technical characteristics of MD

P3uMEcpH 1 TexHnueckue xapaktepucTukn/ Dimensions and technical characteristics

Onucanwne/ Description JlcnnpawionumeikaTeTep KMBOY.JIC/ FMBOV.VC .Aspiration Catheter

linyipciinHfi .'wamenp katetepa [BA]/ Catheter Inner 1,8 UMW/ 0,071”
Diameter (ID)

111pyXKHbIH MpokcumanbHblit HA, [Bj/ oT 2,06 go 2,13 mm/ 0,081” to 0.0837
nuamerp Kaicie'pa Proximal OD |B]
[HAl/Carbeler [ucTanbHblii HA, |.A]/ Distal OD 2,06 + 0.038 MY 0,081”+ 0.0015”
Outer Diameter (i
Ne no katanory/ Catalog No. 1C71125CA 1C7M32CA
!
[nuHa ;weTansHoro HakoHeuHukal/ Distal |ip Length Dr0,5 go 1,0 .mw From 0.5 to 1.0 mm Dr0,5 g0 1,0 .mw From 0.5 to 1.0 mm
[invHa HaHeeeHHs ra*xp™gunbHoro NoKpbITUA/ 30+ 2 cm/cm 30+ 2 cm/cm

Hydrophilie Coating Length

Maeea' Mass, r/g <3.22 <3.22

dopma HakoHeuHuKa' Tip Shape Mpsmoit/ Straight Mps.moiA/ Straight
Pabouas AtHHa [L]/ Working l.ength |L) 125+2 Qv 132+2 Qv
(X)was anuHa/ (Xerall Length, cm'cLu 1322 2 139.2: 2

YTeuka KMAKOCTU m CHexx™Mbl/ System Liquid leakage BHYTpeHHWIA NpocBeT v BTY/Ka (xab) BblAEPXNBAIOT MUHUMANbHOE 1aB.'eHue 300 KIMa B TeveHne 30 cekyHA 6e3 yTeuku uim paspbisa’
Lhc lumen and hub will withstand a minimum pressure o"300kPa for a period of 30 seconds without leakage or rupture.

YKeerkoerb HakoHe4yHuKa/ tip column stiffness Cwuna, HeobXxoay.Mas ;X8 CxXaTusa AUCTaNIbHOro KoHua Kaierepa, omkHa 6biTb 6onbwe W tc {0,19 W)/ The force required to compress the catheter distal end
6mm to be greater than 19 gf{0,19 N)

JInHeiiHas ecrkocTb HakoHeuHuka" Tip Linear JInHeliHas )eCcTKOCTb HaKOHEYHMKa KaTeTepa (auctanbHas 3,0 CM) A0/MKHA ObITh aHa.10 TMYHOW WM MEHbLLEN XKECTKOCTM, YeM > aMa;ForMYHbIX YCTPOICTB, j

Stiffness NpenHasHa4eHMbTX /151 LOCTUXXEHMSA TEX Xe aHaTOMUYECKNX NonoxeHwid (<34,0 ix:) (0.33 H)/7

Linear stiffness of the catheter up (distal 3.0cm) to be similar or lower siillhess than competitive devices that are intended to reach same anatomical locations
[<34.09f){0,33 m

MpoyHocrb Ha pacxskcHue/ Peak lensile Force Joboe nepexofHoe coefnHeHWe WadTa KateTepa JOMKHO UMETb .MUHUMaIbHYIO MPOYHOCTb Ha [TacTsbkeHwe 3,4 yHTa-cunbl (15 )/
AT transition junction of the catheter shaft shall have the minimum tensile strength of 3 41bf(15N)

CraniHccKtie gasneHue paspbisa® Static Burst Pressure [jaBneHue paspbiBa OMKHO NpeBbillark 46 (yHTOB Ha KBafpaTHbIA Atoiim (300 kMMa) / Burst pressure shall exceed 46 psi (3t)0kPa)

CraTumyeckas CKopocTb noToka/ Static Flow Rate CKOpOCTb MOLLKA XWAKOCTU Yepe3 KaTeTep fo/mkHa 6biTb >101 ma/mud/ flow rale through a catheter should be > 101 mI7min

CKOjxxcTh nomxka npu acnupayuun/ Aspiration How CKOpOCTb MOTXKA XXMAKOCTU Yepe3 KaTeTep Npu acnvpauum fo/mkHa 6biTb 363 + 5,6 mn/mun/ aspiration flow rale through a catheter should be 363 = 5.6
Rate mL/min
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+ Mpouecc 06pCH MO AAMHE 1 pa3MeLleHne NALLTTUGNKALMOHHOM NeH bl HA MPOKCKUMAa;1bHOM cerMeirre (L 12) o6ecHeywwaeT o6uyto paboyyto gnuny 125 cm u 132 cM cM .19 COOTBETCIBYHOLLUX
KOH(W'ypaymii./ *Mie cut KOlength process and the placement of the KO band on the proximal segment (L12) ensures the overall working length ofl25 cm. 132 cm, and 135 cm is met for the corresponding
configurations.

Paboyast anvHa

u
[Al
BA
L2 n3 4" L5 A 4 L8g~LON10MLLL f,
WORKING LENGTH
U./I
c. ” T o

PucyHok 1. CxemaTu4yHoe n3obpaxeHne cermeHToB wWwadta nmsgenus/ Figure | Schematic picture of device shaft segments

O603HayeHmne cermeHToB WwadTa/ Shaft segments names:

Distal Tip (L1) [ucTtanbHblil HakoHeuHmK (L 1)
Distal Segment (L2) JuctanbHblil cermeHT (L2)
Distal Segment (L3) [uctanbHblii cermeHT (L3)
Distal Segment (L4) [uctanbHblin cermeHT(L4)
Distal Segment (L5) JucTanbHblil cermeHT (L5)
Distal Segment (L6) [OvcTanbHblit cermeHT (L6)

Segment (L7) CermeHT (L7)

Segment (L8) CermeHT (L8)

Segment (L9) CermeHT (L9)

Segment (L10) CermeHT (L10)

Segment (L 11) CermeHT (L112)
Proximal Body (L12) MpokcmmanbHas yvactb (L 12)

MabapuTHble pasmepbl pacuiennsemoro uHtpogstocepa/ The dimensions of the peelable introducer
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BHYTpeHHWiI1 gnameTp Hapy>kHblii guameTp O6Las AnvHa OnvHa wenw

7
SAene (A £ 0,001 aroiimal/0,025 (B + 0,001 atoiima/0,025 Mm) (L £ 5 mm) (L = 0,2 atoiima) (S+ 5 mm) (S = 0,2 grovima)
MM)

Pacuyennsemblii
WHTPOAbIOCEp 0,088 ptoiima / 2.24 mm 0,112 proinma / 2,84 mm 130 mm 5,1 groima 30Mm 1,2 prolima

Device Internal Diameter  External Diameter Overall Length Slit Length

(A+0.001 inch) (B+0.001 inch) (L5 mm) (Lx0.2inch) (S5 mm) (S+0.2inch)
Introducer 0.088 0.112 130 5.1 30 12

TexHnuyeckune xapakTepuctnkun nHTpogbtocepa/ Technical Characteristics of Introducer

No XapakTepuctuka/ Characteristic 3HauyeHve/ Value

| MpoyHoCTb Ha paspbiB/ Separation Force <0.907185 krc/<2 Ibf
2 Pabouas gnuHa/ Working Length 10+ 1cm/cT

3 Macca/ Weight, r/ g 1+ 5%

TexHUYeCcKne xapaKTepucTuKM remoctatnyeckoro kianaHa/ Technical Characteristics of Hemostatic Valve

e XapakTepuctuka/ Characteristic 3HauyeHvie
1 O6uwas gnuHa/ Overall Length 6,7 + 0,5 grorimoB/ inches/ 170,2 £ 12,7 MM/ mm
2 LLinpmHa kopnyca knanaHa/ Valve Body Width 1.6 gtoiimos/ inches + 10%/ 40,64 mm/ mm + 10%
3 BHyTpeHHWIi gnameTp Tpy6ku/ Tubing Inside Diameter 0,071 £ 0,002 groiima/ inches / 1,8 + 0,051 Mm/ mm
4 BHewwHwnit gnameTp Tpy6Kn/ Tubing Outside Diameter 0,158 + 0,003 groiima/ inches / 4,01 + 0,076 mm/ mm
5 Macca/ Mass, r/ g 6,2 + 5%
6 YT1euka xugkocTtu/ Fluid Leakage BHYTpeHHWIA NpOCBeT 1 BTY/IKA BblAepXUBatOT
MUHUMasnbHOoe aasneHune 300 klMa B TeyeHne 30
CeKyHA 6e3 yTeuku nnu paspoisa/ The lumen and
hub will withstand a minimum pressure of 300KPa
for a period of 30 seconds without leakage or rupture
7 MpoyHoCTb Ha pa3pbis/ Tensile Strength:
Tpy6ka 60KOBOro nopra K>XeHCKoMy coefimHeHuto luer/ Side port tubing to female luer >5.625 Ibf/>2,55 «rc
joint > 15N/H

Tpy6kKa 60K0BOro nopta K coegnmHeHnto FLO40XP (Tpybka un Y-kopnyc)/ Side port tubing
to FLO40XP joint (Tubing and Y-body)
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PucyHok 3. [iea nHTpogptocepa/ Figure 3 Two Introducers

'C

AV}
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PucyHok 4. 'emoctaTnyeckuin knanan/ Figure 4 Hemostatic Valve



T | *

MepeyeHs ii onucaHme matepuanos MW/ List and description of MI) materials
*Mapkn maTepuranoB MeLULUHCKOrO U3Aenns yKasaHbl B BbIMUCKE U3 TEXHUYECKOW LOKYMEHTaLun nNpou3BoaUTENs U MOTyT ObiTb NPeLoCTaB/ieHbl M0O1b30BATENO
no 3anpocy/ The brands/grades of medical device materials are listed in the extract from the manufacturer’s technical documentation and can be provided to the
user upon request

Ne HsasBaHHC KomnoHeHTa/ Component name Martepuan/ Material
BHyTpeHHWi4 cnoii/ Liner MonutetpadTop3Tn/eH
OnneTka' Braid HepxasetoLas ctasib

[LvcTanbHblin HakoHeuHUK (L1)/ Distal

Tip (LI) MEBAKC - nonvamug-nonmsgup

MeANUMHCKWIA OKpaLUEHHbIA MOAMMETUACUIOKCAH — TepmocTabunusarop/
PEBAX polyamide-polyester
MED colored PMS  Heat Stabilizer

[OvctanbHbliin cermeHT (L2)/ Distal

Segment (L2) MonuagmpoypeTaH/ Polyester urethane
[OuncTtanbHblil cermenT (L3)/ Distal
Segment (L3) YpeTaH (Tepmonnatuyeckuii anactomep)/ Urethane (thennoplastic elastomer) - XpoHonpeH/ Chronopreite
#1
[OuncTtanbHbliin cermeHT (L4)/ Distal
Hapyxtas — segment (L4) MonuatmpoypeTar/ Polyester urethane
0605104Ka
wad'ra/ o .
Shaft Outer QMCTM'}H?_"; cermenT (L5)/ Distal MEBAKC - nonvamug-nonnacup
Jacket egment (L.5) MeANUMHCKWIA OKpaLleHHbIA NoAMMETUACUNOKCaH — TepmocTabunusatop/
PEBAX polyamide-polyester
MED colored PMS + Heat Stabilizer
[OuncTtanbHbliit cermeHT (L6)/ Distal MEBAKC - nonnamua-nonuapup
Segment (L6) Me A LMHCKWIA OKpaLLeHHbI NOMMETUACUOKCAH - TepmocTabunmsarop/

PEBAX polyamide-polyester
MED colored PMS * Heat Stabilizer
CermeHT (L7)/ Segment (L7) MEBAKC - nonnammug-nonuscmp
MeanUMHCKUIA OKpaLLEHHbIA NonnmMeTUncunokcaH + TepmoctabHamsatop/
PEBAX polyamide-polyester
MED colored PMS ~ Heat Stabilizer
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n3

#5

nB

CermeHT (L8)/ Segment (L8)

CermeHT (L9)/ Segment (L9)

CermeHT (L10)/ Segment (LIO)

CermeHT (LI 1)/ Segment (LI 1)

MpokcnmanbHas vacTb (L12)/ Proximal
Body(L12)

PeHTreHoKoOHTpacTHas mMapkepHas nonoca/ Radiopaque
Marker Band

'mapodunbHoe nokpbiTve (Npalimep)/ Hydrophilic
Coating Primer

mapodgmnbHoe nokpbiTe/ Hydrophilic Coating

Pasbem ntoapa (xab)/ Hub

WpeHTungmkaumoHHas nonoca/ ID Band

PasrpysouHas myda' Strain Relief
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MEBAKC - nonvamua-nonunagpup

MeANLMHCKNI OKpaLLEeHHbIA NoaMMeTHACMIoKcaH ~ TepmocTtabunmsarop/
PEBAX polyamide-polyester

MED colored PMS b Heat Stabilizer

MEBAKC - nonvamung-nonuagmp

MeauUMHCKMIA OKpaLleHHbIA nonMMeTuncunokcaH ~ Tepmoctabunusatop/
PEBAX polyamide-polyester

MED colored PMS + Heat Stabilizer

MEBAKC - nonnammg-nonmamp

MeLULMHCKNI OKpaLLEHHbIA nonumeTuncuiokcaH " Tepmoctabunusarop/
PEBAX polyamide-polyester

MED colored PMS + Heat Stabilizer

MEBAKC - nonvamung-nonuagup

MegULMHCKNIA OKPaLLEHHbIA NOIMMETUACUNOKCAH + TepmocTabunmsatop/
PEBAX polyamide-polyester

MED colored PMS + Heat Stabilizer

Rilsamid Aesno - nonmamug, (HeiAnoH)

MeanLUMHCKUIA OKpaLeHHbI NoAMMeTUACUIOKCaH + TepmocTabunusatop/
Rilsamid Aesno - polyamide (nylon)

MED colored PMS + Heat Stabilizer

MnatuHa (90%) / npnawia (10%)/
Platinum (90%) / Iridium (10%)

PactBop npaiimepa Lubricent /
Lubricent Primer Solution

PactBop nokpbITus Lubricent /
Lubricent top coat Solution

CoepavnHeHue nonvamuga Grilamid /
Grilamid polyamide compound

Tpy6Ka 13 opaH>XeBoro nonvonehmHa /
Orange Polyolefin Shrink Tubing

CoeavnHeHve nonvamuga Grilamid /
Grilamid polyamide compound



CseToOTBEPXaaemblil agresms Dymax /

- Cserooteepxaaembiii agresvus/ UV Adhesive UV Adhesive Dymax

Kpbiwka'Kopnyc remoctatmyeckoro Knanada: Monnkap6oHaT
MoBopoTHas raiika: Cononmadgup

Tpy6Ka/ He3a0B0e coeanHeHue Jlyep: MBX

®DpUKLUMOHHas Waliba: TednoHoBas

FemocTaTMyeckuin KnanaH/ Hemostasis Valve

Swivel Nut: Copolyester
Tubing/Female Luer: PVC
Friction Washer: Teflon
Seal: Silicone

["epmeTu3mpytoLLas npoknagka: CUIMKoH
Cap/Hemostasis Valve Body: Polycarbonate

- WHTpogbtocep/ Introducer MonutetpagTopatunen / Polytetrafluoroethylene

Kak noctasnsetca

NHauBuayanbHas ynakoBka (KapTOHHas KOpoOKa) COLEPXUT CTepUsIbHbIN
nakeT, cogepxxalluii: KateTep acnupaunoHHbli Embovac B konmyectse 1 LwT..
FemMoCTaTMYeCKUIA KnanaH B KOMYecTBe 1 LWT. 1 pacliennsemblit MHTPOAbIOCEP
B KOMIMYECTBE He 60/ee 2 LUT. pasMeLleHHble Ha NOANOXKE; a TaKXKe KapTOHHas
KOpo6Ka COAepXUT UHCTPYKLMIO MO MPUMEHEHMNIO B KONMYecTBe 1 L.
Ycnosus npumeHeHus/skennyatauum Mn

YcnoBusa oKpyxxatowei cpegbl

BnaxHocTb oT 30% fo 95%
Temnepatypa ot +10°C go +30°C
ATMOC(hepHoe aaBneHue 700-1060 rlMa
Ycnosusa akenayataunm (BHyTpM YenloBeYeCKOro Tena)
Temnepatypa oT +32°C po +42VC
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How Supplied

Individual package (carton bo.\) contains a sterile pouch containing:
EMBOVAC Aspiration Catheter in the amount of 1pc.. Hemostatic valve in the
amount of 1pc. and a Peelable Introducer in the amount not more then 2 pcs.
placed on a mounting card; the cardboard box also contains instructions for use
in the amount of | pc.
Use/operation conditions of MD
Environmental conditions

Humidity 30% - 95%
Temperature (+10°C)-(+30X)
Atmospheric pressure 700-1060 hPa
Operation conditions (inside human)

Temperature from +32°C to +42°C



MepeBoO ¢ aHTINIACKOTO A3blKa Ha PYCCKMNiA A3bIK

CornacoBsaHo

«Mepgoc NHTepHewHN CAP/T»

OpraHn'wHua

LLiemeH-BnaH 38, Jle Jloknb, CH-2400, LLBeiuapus

Appec

[unpeKTop oTAena HOpMaTMBHO-NPaBOBOr0 PErynmpoBaHns
[omKHOCTb

PemMo AMXepa

damununga, nma

24.1(12022

an MMM r

<ylofriicano>

Mognuck

MeHeKep oTAena HOpMaTMBHO-MPaBOBOr0 PerynnmpoBaHns
J0/mKHOCTb

LaHnans Maitep

damunus, ums

24.10.2022

Aa.MM.NTr

<nognuncaHo>

1llognuch
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NETANN3ALUNA

Hwmxkenoanucaswmniics bepHap Jlambone, HoTapuyc KaHTOoHa 13eBwatens (LLBeluapus),
NMEeLLMIA HOoTapuanbHyO KOHTopy B TI. Jla LUo-ge-®oH, yaoCcToBepsieT, 4To MOAMWCH,
MOCTaB/eHHble Ha HacTofALLeM JOKyMeHTe «CornacoBaHo», ABNAKOTCA BEPHbIMUA U MOAJMHHBIMM
nognucaMm r-Ha JaHuana Mapkyca MAWEPA, poguBwerocs B r. [ebeHcTOpg
(WBeiuapwus), npoxusatowwero B r. Jinctans (LLseliyapus), n r-Ha PaimyHga (uam Pemo)
AMXEPOA, poausBweroca B r. Hartep (LUBeliuapusa), npoxueatowero B . JlucTanb
[T TR - ) OSSR
r. a Wo-ge-®PoH, ABajuatb LWeCToe OKTAOPS fABe ThiCAYM [ABajLaTb BTOPOro roga (26 oktabps
2022 TO4A)...ccveevereenn TR e s -
Homep B HoTaprasibHoM peectpe 77 Ne 159

<Kpyrnas repéosas neuvars: BEPHAP JIAMBOIJIE,
4 HOTAPUYC *r. Nla LLlo-ge-PoH >
<nogriWcaHo>
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HEDEBOA OAaHHOro TEKCTa BbIMOJ/ITHEH MEPEBOAUYNKOM ﬂaXTyHOBbIM Anekceem Bﬂa,qVIMI/IDOBI/IHeM

noanncob

Poccuitickan degepauus
Nopop MockBa
[ecAToro HoA6ps ABe ThbiCAYM ABajLaTb BTOPOro roga

A, KOpakosa [vaHa LLIeBKETOBHa, BPEMEHHO WCMOMHAOLAA 0683aHHOCTU HOTapuyca ropoga MockBbl
Kopcrk Mapun AnekcaHpOBHbI, CBUAETENbCTBYO MOLMHHOCTL MOAMUCK nepeBofyunka [laxTyHosa
Anekcea Brnagummposunya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoanucasLLero JOKYMEHT YCTaHOB/IEHaA.

3aperucTpupoBaHo B peectpe: Ne 77/2139-H/77-2022- NS

YnnayeHo 3a coBepLUeHne HoTapuanibHOro aencTems: 400 pyo.

noAnnCh ep6oBas neyartb lepboBas nevatb
HoTapuyca r. Mocksbl HoTapuyca r. Mocksbl
Kopcuk M.A. Kopcuk M.A.
. L. KOpakosa

Bcero npoLwwHypoBaHo, NpoHyMepoBaHo
1 CKpeneHo nevatbio 25 nnct(-a,-0B).

BPNO HoTapuyca: noanncb
Poccuiickaa degepayns

Mopog Mocksa
JecaTtoro HoA6ps ABe ThicAYM ABajLuaTb BTOPOro roga

A, KOpakosa [uaHa LLIeBK TOBHa, BPEMEHHO WCMOMHAOLWAA 0653aHHOCTM n™apuyca a Moc1
Kopcuk Mapum AnekcaHap BHbI, CBUAETENLCTBYH BEPHOCTb Konun ¢ npNJ&TgBlteHHO'o MHe 3okyp
3apeructpu”eBsaB™Mpe  pe: Ne 77/2139-H/77-2022 -T$ .
YnnaueH 3a coBep NabHOTO AefCTBUS: \ AW Ny

fi Mom 00 A

*

. L. fOpakosa M

Bcero npowwHypoBaHo, NPoOH  POBaHO
N CKPEreHo neyvarbio 25 -0B).

BPWO HoTapuyca:
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