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NOTARIAL CERTIFICATE

BE IT KNOWN, that 1 Susan U Uiginn, Notary Public, duly authorised, admitted
and sworn by the Chief Justice of the Supreme Court, Republic of Ireland
and commissioned and practising at 5 Mary Street, Galway, H91 NXWO,
Ireland as a Notary Public in the County of Galway, Republic of Ireland and
its surrounding counties

DO HEREBY CERTIFY that the attached Instruction for Use for the Medical

Device EmboTrap Revascularization Device in 2 variations (diameter 5mm
working lengths 21mm and 33mm respectively) was signed before me and
in my presence by Niall Fox, Director of Regulatory, of Neuravi Limited
(Cerevovus) whose Registered Office is Block 3 Ballybrit Business Pork,
Galway H91 K5YD, Ireland

The Country to which the document isaddressed is Russia.

IN FAITH AND TESTIMONY whereof i have set my hand and affixed my seal of
office at 5 Mary Street, Galway H91 NXWO, Ireland, this date lhe 12*" day of
of October 2021.

Susan Ui Uiginn, Notary Public
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Instruction for Use for the medical device
EmboTrap Revascularization Device in variations:
- EmboTrap Il Revascularization Device (diameter 5 mm, working length 21 mm);
- EmboTrap Il Revascularization Device (diameter 5 mm, working length 33 mm);
VHCTPYKUMA NO NPUMEHEHNIO MeANLVHCKOIo 130e/ns
YCTPOCTBO AN BHYTPUCOCYANCTON TPOMOBIKTOMUM EmboTrap, B BapuaHTax UCNOSTHEHUS:
- YCTPOMCTBO /151 BHYTpUCOCyaNUCTon TpoMoakToMun EmboTrap Il (anameTp ycTpoiictea 5

MM, paboyas gavHa 21 Mm);

- YCTPOICTBO ANa BHyTpUcocyancTon TpomoskTommmn EmboTrap Il (anameTp ycTpoiicTea 5
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MM, paboyas gnvHa 33 Mm).



HAMMEHOBAHWE MEANUMHCKOIO U3AENNA (MW)
YCTPONCTBO AN BHYTPUCOCYANCTON TpoM63IKTOMUM EmboTrap, B BapuaH-
Tax UCMOJIHEHUS:

1 Y CTPOWCTBO AN8 BHYTPUCOCYAMCTON Tpomb6akToMum EmboTrap Il
(anameTp ycTpoiicTBa 5 MM, paboyas gnvHa 21 Mm);

2. YCTpPOWCTBO ANA BHYTPUCOCYAUCTON Tpom6akToMun EmboTrap I
(anameTp ycTpoiictBa 5 MM, paboyas gnvHa 33 Mm)

[anee no TeKCTy MOryT UCNO/b30BaTbLCA Clefytow e HauMeHOBaHUsA Meau-
LMHCKOr0 M3aenna: YCTPOCTBO ANns BHYTPUCOCYAUCTON TPOMOG3IKTOMUMK
EmboTrap, EmboTrap Il, ycTpoiicTBo, MeauumHckoe nsgenne (MW).
HavmeHOBaHUS MeAULMHCKUX U3AeNniA MOTYT ObiTb YTOMSAHYThI B TEKCTE B
CoiCpaLLeHHON hopme AN yao6CcTBa BOCNPUATUS MHGOPMaL MK,
HA3HAYEHVWE MEANUVMHCKOI O N34E/TNA

Y CTPONCTBO 4NS BHYTPUCOCYAUCTON TpOoMB3aKTOMUN EmboTrap npegHasHa-
YeHO AN BOCCTAHOB/IEHUA TOKA KPOBU Y NaLMEHTOB, Y KOTOPbIX AUarHOCTU-
poBaH OCTPbI/ NLWEMNYECKNIA NHCYNbLT, 00YCNOBMEHHbIN OKKKO3MER Kpyn-
HbIX COCYZO0B

MOKA3AHUNA N TMPOTUBOMOKA3SAHNA KNMPUMEHEHWIO MU
N BOSMO>XXHbIE MOBOYHbBIE 3P PEKTbI

NMokasaHuA

YCTPONCTBO ANsi BHYTpMUCOCYAUCTOR TpoMbGakToMum EmboTrap (ganee -
«YCTPONCTBO») NpefHa3Ha4yeHo /19 BOCCTAHOB/IEHMSA TOKa KPOBY Y nayu-
eHTOB, Y KOTOPbIX ANArHOCTUPOBAH OCTPbIV UWEMUYECKUIA UHCYNbT, 06Y-
C/NOBJIEHHbI OKK/tO3MEN KPYMHbIX COCYZ0B.

Y CTpONCTBO NpefHa3HavyeHo 415 BBELEHWA B NepefHue U 3ajHNe HeilpoBac-
KyNApHble CTPYKTYpbl - B cocyfbl Auametpom 1,5-5 MM, Hanpumep, BO
BHYTPEHHIOIO COHHYIO apTeputo, cerMmeHTbl M1 1 M2 cpefiHeit MO3roBoi ap-
Tepun, cermeHTbl AL u A2 nepegHeli MO3roBol apTepuu, a Takxke B 6a3u-
NAPHYIO apTeputo, 3aHI0K0 MO3rOBYHO apTEPUIO M NO3BOHOUYHYHO apTeEPUIO.

MooTMBONOKa3aHUS
rMNepuyBCTBUTENbHOCTb K HUKEb-TUTAHOBOMY CM/aBy.
— cocy/10B, NpensTCcTBYiOLLas BBEAEHMIO Y CTpOii-
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MEDICAL DEVICE (MD) NAME
EmboTrap Revascularization Device in variations:

1 EmboTrap Il Revascularization Device (diameter 5 mm, working
length 21 mm);
2. EmboTrap Il Revascularization Device (diameter 5 mm, working

length 33 mm)

Further in the text the following names of the medical device can be used:
EmboTrap Revascularization Device, device, EmboTrap Il, medical device
(MD).

The names of medical devices can be mentioned in the text in abbreviated
form for the convenience of perceiving information.
INTENDED USE MEDICAL DEVICE
EmboTrap Revascularization Device is intended to be used to restore blood
flow in patients experiencing an acute ischemic stroke due to a large vessel
neurovascular occlusion.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

The EmboTrap Revascularization Device (the Device) is intended to be used
to restore blood flow in patients experiencing an acute ischemic stroke due
to a large vessel neurovascular occlusion.

The Device is designed for use in the anterior and posterior neurovasculature
in vessels of diameter 1.5mm to 5mm, such as the internal carotid artery, the
M1 and M2 segments ofthe middle cerebral artery, the A1 and A2 segments
of the anterior cerebral artery, the basilar, the posterior cerebral and the ver-
tebral arteries.

Contraindication

-Allergy or hypersensitivity to Nickel-Titanium.

-Excessive vessel tortuosity that may prevent device delivery.
- Patients with angiographic evidence of carotid dissection.



- MauneHTbl ¢ aHrnorpagMyecKnMy NprM3Hakamm paccnoeHns CTEHKU COH-
HOW apTepuu

MoboyHble aththekl'bl n HexenaTenbHbIe AB/IEHUSA
K BO3MOXHbIM OCNOXHEHMAM OTHOCATCA: BO34ylHasa ambonuns, remaroma
NN KPOBOM3NMAHUE B MeCTe NMYHKUWUKW, UHDeKLUa, AucTanbHas amM601m3a-
LKA, COCYAMCTbIN crasm, HEeBPONOrMYeckoe PaccTPOMCTBO, BKIKOYASA WH-
CY/NbT WU CMepTb, TPOM6O03, pacc/ioeHe unn nepopaLmsa CTEHOK COCYAOB,
HeMcnpaBHOCTb MU pa3pyLlLeHne YCTPONCTBa, OKK/IO3UA COCYLOB, WULle-
MWS, BHYTpMUYEepenHoe KpoBoTeueHve, GPOpMUpoBaHME I0XKHON aHeBPU3MbI,
a TaKXe gpyrvie yMepeHHble Un Cepbe3Hble 0CNOXKHEHNS, 06HapYXXeHHbIe C
NOMOLLbIO LepebpanbHON aHrnorpahuu.

NMHOPOPMALUUMA O MOTEHUMANBHbBLIX MOTPEBNTENAX MU
N YKA3AHWA MO NCIMOMb3OBAHNIO

YKa3zaHng no Ucnosib3oBaHuIo

3penve ncnonb3yeTcs BO BHYTPEHHel cpeje opraHu3mMa.
Tabnuua 1 - Ycnosus akcnnayartayum

Ycnosus skcnnyaraumm

Temnepatypa oT +32°C po +42°C
BnaxHocTb 100%
LaBneHue 700-1060 rMa

MoTeHUManbHble NoTpebuTenn MU
YCTPONCTBO AN BHYTPUCOCYAUCTOA TpoMbG3akTOMUM EmboTrap A0/MHKHO
MPUMEHATLCA C COBNIOAEHVEM NPaBUI U Mep NMPeAoCTOPOXHOCTM, YKa3aH-
HbIX B 3KCM/yaTalMOHHOWN [JOKYMEHTaLUuN.

K ncnonb3oBaHUI0 Y CTpOCTBA AONYCKAKOTCA TONBKO Bpayun, obnagaroLyme
Hagnexallein Kksannmgukaunedn B 061acTM HEMPOUHTEPBEHLNOHHON KaTeTe-
pr3aunn 1 NeYeHns NLeMUYeCcKoro NHCybTa.

YKa3aHue BO3MOXHOCTU U 0COBEHHOCTeN NMPUMEHEHUS MeLULUHCKOrOo
n3genvs ansa noge ¢ UMNIaHTUPYeMbIMU B OpraHn3m yenioBeka Mefu-
-UrKUMU n3gennamm, 6epeMeHHbIX XXEHLWH, XXEHLWH B NEPUOA FPya-

«aHHSA, feTel, B3pOC/blX, UMEKLLNX XPOHUYECKNE 3a60-
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Adverse reactions and events

Possible complications include: air embolism, hematoma or hemorrhage at
puncture site, infection, distal embolization, vascular spasm, neurological
deterioration including stroke and death, thrombosis, dissection or perfora-
tion, device malfunction or fracture, vascular occlusion, ischemia, intracra-
nial hemorrhage, pseudoaneurysm formation, or other minor or major com-
plications related to cerebral angiography.

INFORMATION ON POTENTIAL USERS OF MD AND DIREC-
TIONS FOR USE

Directions for use
The device is used in the internal environment ofthe body.

Table 1- Environmental conditions
Environmental conditions

Temperature +32°C to +42°C
Humidity 100%
Pressure 700-1060 hPa

Potential users of MD

EmboTrap Revascularization Device must be used in compliance ofthe rules
and precautions notified in the Instructions for Use.

The Device should only be used by physicians trained in neurointerventional
catheterization and the treatment of ischemic stroke.

Indication of possibilities and features of medical device use in people
with implanted medical devices, pregnant women, breastfeeding
women, children, adults with chronic diseases



YCTPOACTBO ANA BHYTPUCOCYAMCTON TPOMOIKTOMUM EmboTrap He 6b1s10
cneynanbHo OLEHEHO B MPUMEHEHUN Y NHOAEN C UMNNAHTUPOBAHHbLIMKU Me-
AULUUHCKUMWU N3eNnAMU, BepeMeHHbIX U KOPMALLKUX XXKEeHWWH, AeTel, a
TakKXXe B3POC/bIX C XPOHUYECKMMU 3ab0neBaHUAMMN.

YCTpPOICTBO A5 BHYTPUCOCYAUCTON TPpOMO3IKTOMUM EmboTrap He nmeet
KaKnx-nm60o 0CO6eHHOCTEN OTHOCUTE/IbHO BblleyKa3aHHbIX FPynn nawyueH-
TOB. [laHHble 0 6e30MacHOCTM UAN 3PPEKTUBHOCTM Y CTPOWACTBA A4N18 BHYT-
prucocyancToin Tpom6akToMmun EmboTrap y 6epeMeHHbIX 1 KOPMSLLUX dXKEH-
WWH AN feTeld orpaHnyeHbl AN OTCYTCTBYIOT.

Pucku, cBA3aHHble C B3aumogeinctamem mexay EmboTrap v paHee ycTaHOB-
NEHHbIMUW COCYAUCTbIMU CTEHTaMU (MMMIAHTUPYEMbIMU MESULUHCKUMW U3-
Aenusmu) 6bIM pacCMOTPEHbI NPU aHaN3e PUCKOB YCTPOKCTBA U COOTBET-
CTBYHOLWMe npefynpexaeHns / mepbl NpefOCTOPOXHOCTU MPUBOAATCA B
MapK1pOBKe.
OMMNCAHWVME OCHOBHbIX ®YHKUWMNOHAJIbHbIX 3/IEMEHTOB
MW 1 NPUHUMMNbI AENCTBUA

Oo6uiee onucaHne PyHKLUMOHaNbHbIX 31eMeHTOB MW 1 npuHumMnbl geii-
CTBUA

YCTpPOWCTBO npefcTaBnseT COO60 TPEXMEPHYH HUTUHOMOBYI CTEHTOMO-
JOOHYIO KOHCTPYKLMIO, PACNO/IOXXEHHYO Ha AUCTaNlbHOM KOHLe B Te(/IOH-
HO 060/104Ke KOHWMYECKOr0o HUTUHONOBOIO LWadTa (CTEPXKHSA). Y CTPONCTBO
npeLBapuTe/IbHO YCTaHOB/IEHO B MHCTPYMEHT AN BBeAeHUA (fanee - WH-
TpoAbloCep). YCTPOMNCTBO ANS BHYTPUCOCYAWCTON TPOMO3KTOMUM Em-
boTrap nocTaBnseTcs CTepuUbHLIM M NpefHa3HavyeHo 45 04HOPA30BOro nc-
nonb3oBaHua. K ncnonb3oBaHWIO Y CTPOKCTBA JONYCKAKTCA TONIbKO Bpayu,
obnagatolime Hagnexaten Keanuukaumein B 06n1acTm HeMPOMHTEPBEHLM-
OHHOW KaTeTepu3aummn N NeYeHns NWEeMUYECKOro NHCYNbTa.
Cnocob npumeHeHUs

NH®OPMAL WA O MPOBEAEHWW MPOLEAYPHI:
YCTPONCTBO BBOAMTCA 3HLOBACKYNAPHO MOJ PEHTreHOCKOMUYECKUM KOH-
~ TaK Xe, Kak 1 fdyrve HeiipoBacKynspHble CUCTEMbI ANS YAaNeHNns
Y-"NeHOYeTCHs MCNOMb30BaTbh aHTMArperaHTHble M aHTUKoary-
-+'sMOTPEHWIO Bpaya, NPOBOAALLEro onepayuio.

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

EmboTrap has not been evaluated for use in people with implanted medical
devices, pregnant women, breastfeeding women, children, or adults with
chronic diseases.

EmboTrap does not have any special features intended for these specific pa-
tient populations. There is limited or no data on the safety or performance of
EmboTrap in pregnant women, breastfeeding women, or children.

Risks associated with interactions between EmboTrap and previously stented
vessels (existing implanted Med Device) has been considered in the device
risk assessments and appropriate warnings / precautions are provided in the
labeling.

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND
PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of oper-
ation

The Device comprises of a retrievable, self-expanding Nitinol shaped section
mounted on the distal end ofa PTFE-coated, tapered Nitinol shaft. The De-
vice is supplied pre-loaded within an Insertion Tool.

It is designed to restore blood flow in the neurovasculature by removing
thrombus in patients experiencing ischemic stroke. The EmboTrap Revascu-
larization Device is supplied sterile and is intended for single-use only by
physicians trained in neuro-interventional catheterization and the treatment
of ischemic stroke.

Method of use (Instructions)

PROCEDURAL INFORMATION:

The Device is delivered endovascularly under fluoroscopic guidance in a
similar manner to that of other neurovascular clot-retrieval systems. The use
of antiplatelet and anticoagulation agents is recommended at the discretion
of the treating physician.



MoaroTtoBKa v BBeLEHME:

1) icnonb3ys cTaH4apTHble UHTEPBEHUMOHHbIE METOAbI, MOyYUTE JOCTYN
K apTepuanbHOi cucTemMe U C MOMOLLbIO aHrmorpagum onpegenute me-
CTOMOJIOXEHVE OKK/TH031MPOBAHHOI0 KPOBEHOCHOTO cocya.

2) BeeanTe COOTBETCTBYHOLWMIA NPOBOAHUKOBLIA KaTeTep, WHTPOAbOCEP
1Ny 6anNoHHbIV NPOBOAHUKOBLIV KaTeTep Kak MOXHO 6/1MXKe K MecTy OK-
Kno3un. MoacoegnHnTe poTaLMOHHbI remocTaTnyeckuin knanad (RHV)
K MPOKCMMasbHOMY KOHLY 3TOro Katetepa, a 3aTeM MOAK/I0UYNTE ero K
CUCTEMe HEenpepbIBHON NPOMbIBKMU.

3) BblbepuTe COOTBETCTBYHOLLNIA MUKpOKaTeTep (4ONOMHUTENbHAA MHADOP-
mMaums npusefeHa B pasfefie «B0O3MOXHOCTb U MeTOAbl UHTerpauum c
APYTUMN MEAULMHCKAMWU n3genuamus»). MNMogcoeanHUTe poTalMOHHbI
remoctatuyeckuii knanaH (RHV) K npokcMManbHOMY KOHLY MUKpOKaTe-
Tepa, a 3aTem NOAK/I0UNTE ero K CUCTEME HEMPEPbIBHOW NPOMBbIBKMU.

4) Ncnonb3ys CTaHO4ApTHble METOAbl KaTeTepu3aumu u peHTreHocKonuye-
CKOro KOHTPOAS, C NOMOLLbK NOAXOAALLEro NPOBOAHMKA (BONONHUTENb-
Hasa nHMopmaumnsa npusefeHa B pasgene «Bo3mMoXXHOCTb N MeTO4bl MHTe-
rpauuun ¢ gpyrumum Meau-umHCKUMUN U3LENNAMU») BBELUTE MUKPOKaTe-
Tep TakuM 06pa3om, YTO6bl OH AOCTUT OKKNO3MK U NEPECEK ee; NPU 3TOM
AUCTaNbHbIA KOHeL, MUKpokaTeTepa AO/MKEeH O6biTb pacnonoXeH Au-
CTa/IbHO OTHOCUTE/NIbHO OKK/THO3UN.

5) V3BneknTe NpoBOAHMK U3 MUKpOKaTeTepa W, eCln 3T0 He06X0ANMO, ak-
KypaTHO MnofjanTe KOHTPacTHOEe CPefCTBO 4Yepe3 MUKpoKaTeTep, YTOOLI
BM3Yya/IN3MpoBaTh AUCTa/bHbIA KOHEL, OKK/TO3UN.

6) V3BneknTe M3 ynakoBKWM WHCTPYMEHT AN BBeAEHUA (MHTPOAbIOCEP) C
npeaBapuTeIbHO YCTaHOB/IEHHbIM Y CTPOCTBOM. Npy aTOM cobntoganTe
OCTOPOXHOCTb, YTOObI M36exaTb HENPeABUAEHHOTO BTATMBAHWA UIN Bbl-
OBWXXEHMA Y CTPOMCTBA U3 MHCTPYMEHTA AN BBeAeHNA (MHTpoAblocepa).

7) MpofeHbTe AUCTaNbHbIA KOHeL, WHCTPYMeHTa ANs BBeAeHUS (MHTPOAb-
tocepa) yepes poTaUMOHHbIM remocTaTnuecknini knanaH (RHV) mukpoka-
TeTepa M NOLOXAMTE, NOKa XUAKOCTb He HAYHET BbICTYNaTh Ha MPOKCU-
MaslbHOM KOHLle MHCTPYMeHTa Ans BBedeHUs (MHTpogbtocepa). 3To By-

-"yblBaTb Ha BbIMO/MHEHME NMPOMbIBKWN YCTpoiicTBa. lNMpoasuraiite
MOKa OH NOJIHOCTLIO He BOWA-
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Preparation & Delivery;

1) Using standard interventional techniques, access the arterial system and
using angiography, determine the location of the occluded vessel.

2) Advance an appropriate Guide Catheter, Sheath or Balloon Guide Cathe-
ter as close to the occlusion site as possible. Connect a rotating hemostasis
valve (RHV) to the proximal end ofthis catheter and connect to a contin-
uous flush system.

3) Select an appropriate Microcatheter (see section «The possibility and
ways of integrating with other medical devices»). Connect an RHV to the
proximal end of the Microcatheter and connect to a continuous flush sys-
tem.

4) With the aid of a suitable Guidewire (see section «The possibility and
ways of integrating with other medical devices»), and using standard cath-
eterization techniques and fluoroscopic guidance, advance the Microcath-
eter up to and across the occlusion so that the distal end of the Microcath-
eter is positioned distal to the occlusion.

5) Remove the Guidewire from the Microcatheter and, if desired, gently in-
fuse contrast media through the Microcatheter to visualize the distal end
of the occlusion.

6) Remove the Insertion Tool with the preloaded Device from the packaging
hoop, taking care not to accidentally retract or advance the Device from
the Insertion Tool while doing so.

7) Insert the distal end of the Insertion Tool through the RHV of the Micro-
catheter and wait until fluid is seen exiting the proximal end of the Inser-
tion Tool, confirming that the Device is flushed. Advance the Insertion
Tool until it is fully seated in the hub of the Microcatheter. Fully tighten
the RHV to hold the Insertion Tool securely in position.

8) Confirm that the Insertion Tool is fully seated in the hub ofthe RHV be-
fore proceeding to advance the Device. Advance the Device until at least
half of the shaft length has been inserted into the Microcatheter, at which
point the Insertion Tool may be removed.

9) Do not discard the Insertion Tool as it will be needed if additional device
passes are required during the procedure.

Positioning and Deployment;



[eT BO BTY/NKY MUKpokateTepa. MOMHOCTbIO 3aTAHUTE POTALMOHHbINA re-
mocTatmyeckunii knanaH (RHV), 4tobbl yaep)KaTb Ha MeCTe MHCTPYMEHT
Ans BBeAeHua (MHTpoabrocep).

8) Yb6eamtech, YTO MHCTPYMEHT A9 BBeAeHUA (MHTPOLbIOCeP) MOMHOCTLIO
BOLIEeN BO BTY/IKY POTALMOHHOro remocrtatuyeckoro knanaHa (RHV),
npexae 4Yem nNpofo/HKaTb MNPoABUraTb YCTpoWcTBO Bheped. Mpoasu-
rainTe YCTpoincTBO Breped, noka wadT He BOWAET B MUKpOKaTeTep Mo
MEHbLLIEA Mepe Ha MONOBUHY CBOEN ANNHbI, JOCTUTHYB TOUYKWN, B KOTOPO
MOXHO YAanuTb UHCTPYMEHT AN BBeAeHUsA (MHTpoAbLoCep).

9) He BbibpacbiBaiiTe UHCTPYMEHT ANA BBEAEHUSA, TaK Kak OH NOHaA06mTCH,
ecim BO BpeMsa npoueaypbl NoTpebytoTca AOMNOMHUTENbHbIE MOMbITKA
BBELEHUNS YCTPOMCTBA.

PasmeleHune 1 packpbiTue:

1) MpoponxaiiTe NpoABUraTb Y CTPOCTBO BMepes, Noka AUCTanbHbIA PEHT-

reHOKOHTPACTHbIA HaKOHEYHWK Y CTPOICTBA He JOCTUTHET AUCTasibHOM
o0b6nactn MukKpokareTepa.
MpumeyaHne: Ha NpoKcMmanbHOM CTOpPOHE wWadTa YCTpoiicTBa pacno-
NOXEHbl Be cepebpucTbie NOMOCHI, KOTOPbIe MO3BOAAKT MUHUMMU3NPO-
BaTb KOJINYECTBO PEHTIEHOBCKMX 3KCMOHMPOBaHW, Heobxoaumoe Ans
BBefeHUs YcTpoicTa. MoaToMy, eciv MCMNoNb3yeTca CTaHA4aPTHBIA MUK-
pokaTeTep (06Lein AnuHoi 155 cm, a TakXe poTaLNOHHbI remocTaTmye-
ckuii knanad (RHV) gnuHoii 7 cm), To, Korga nepsas cepebpucras no-
noca Ha wagTte AOCTUIHET POTALMOHHOIO reMocTaTUYecKoro KnanaHa
(RHV), HaKOHeYHUK YcTpoicTBa 6yAeT pacrnonoXeH NPUMeEPHO B 8 cm
OT AMCTanbHOro KoHUa MukpokaTetepa. Korga BTopas cepebpucras no-
noca Ha wadTe YCTpoicTBa LOCTUIHET POTaLMOHHOrO remMocrarmye-
ckoro knanaHa (RHV), HakoHeyHWK YcTpoiicTBa 6yAeT pacrnonoXeH
B6/IM3M AMCTaNbHOIO KOHLa MUKpoOKaTeTepa.

2) Mpopasuralite YCTPOWCTBO Brepes B MUKpOKaTeTepe U pa3mecTuTe
ETboTrap B npegenax Tpomba, COBMECTUB MPOKCMMasbHble MapKepbl
YcTpoiicTBa C NPOKCMManbHOM rpaHmueli Tpomba (pucyHok 1).

MCCUMB/IbHbIE MapKepbl He BWAHbI, TO, 4YTOObl PasMecTUTb
|6a, NpoaBuraniTe YCTPOWCTBO Briepes.
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1) Continue to advance the Device until the distal radiopaque tip of the De-

vice approaches the distal region ofthe Microcatheter.

Note: There are two silver bands positioned on the proximal portion of
the Device shaft to assist in minimizing the amount of fluoroscopic expo-
sure required during Device insertion. For example, if using a standard
Microcatheter (total length of 155cm and a 7cm RHV), then when the first
silver band on the shaft approaches the RHV, the Device tip will be ap-
proximately 8cm from the distal end of the Microcatheter. When the sec-
ond silver band on the Device shaft approaches the RHV the Device tip
will be nearing the distal end ofthe Microcatheter.

2) Advance the Device in the Microcatheter and position the EmboTrap

within the clot by aligning the proximal markers of the Device with the
proximal margin of the clot (Figure 1).

3) Ifthe proximal markers are not visible, position within the clot by advanc-

ing the Device until the proximal radiopaque coil is approximately 7mm
from the proximal margin of the clot. (Figure 2).

RdgBQeGii  ~  Paodnd margmofdot
\

\
Proxndl marker
Figure 1
RadiopegLe Gill Pradin mergmofdo(
\%
e 1 Xx-
" Whmm
Figure 2

4) While stabilizing the Device shaft, retract the microcatheter to deploy the

Device within the clot. The Device will be fully deployed once the distal
tip ofthe Microcatheter has been retracted to a position over the proximal
radiopaque coil of the Device.

5) The Device may be left to embed within the clot for 3-5 minutes prior to

withdrawal.



nokKa MnpoKcuManbHass PeHTreHOKOHTpacTHas cnupanb He OyfeT Haxo-
ANTbCA Ha PacCTOSAHMM OKONO 7 MM OT NMPOKCMMasbHOW rpaHuLbl Tpomba
(pucyHOK 2).

PBHTIBHOKOH1pKA>1aa>" [poKcMManbHas rpa»«iua
CcTBNb 1 Tpomba

MpOKCMB/TbHbA

PucyHok 1

MpokcumanbHas rpaHuLla
Tpomba

PeHTreHCXOHTpacTHasn
crosnb

7 MM

PucyHoK 2

4) Ctabunusnpya wadpTt YCTpolhcTBa, OTBeAMTe Haszaf MUKpokaTeTep,
4TOObI PacKpbITb Y CTPONCTBO B TPOM6GE. Y CTPONCTBO 6YAET MOMHOCTbLIO
pacKpbITO, Korga AUCTaNbHbIi HAKOHEYHUK MUKpOKaTeTepa 6yaeT oTBe-
[eH Ha3af B NoJiIoXKeHWe 3a NPOKCMManbHON PEHTIEHOKOHTPACTHOW cnu-
panbio Y CTpOMnCTBa.

5) Mepepn n3BneYeHMeM Y CTPOICTBA MOXXHO MNOA0XAATb 3-5 MUHYT, UTOObI
OHO HajnexalmMm 06pa3omM 3aKpenuiocb B Tpomoe.

Y paneHue Tpomba:

1) YT06bI ONTUMaNbHLIM 06Pa30M KOHTPONMPOBATL B3aMMHOE pPacrosioxe-
HWe YCTpoiCcTBa U MUKpOKaTeTepa BO Bpems yjaneHns Tpomba, MOXHO
HafBMHYTb Ha LWadpT YCcTpoicTBa NMOBOPOTHOE NPUCNOCO6/EHNE U MpK-
KpenuTb ero K poTalMoHHOMY remocTtatuyeckomy knanaHy (RHV) muk-
pokareTepa.

2) Ecnun ncnonb3yetcs 6ann10HHbIA NPOBOAHMUKOBBIN KaTeTep, HafyinTe 6an-
NIOH, YTOGbI NMEepeKpbITb COCY[, KaK TOro TpebyeT MHCTPYKLMSA N0 npuMe-
*"Hno 6MNOHHOTO NMPOBOAHMKOBOIO KaTeTepa.

>IACTBO U MUKPOKaTeTep MeA/IeHHO Y OCTOPOXHO Kak
;I«KKOHEeYHMKa NpoBOAHNKOBOIo KaTetepa.
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Retrieval:

1) Optimum control of the Device and Microcatheter relative positions dur-
ing retrieval may be achieved by advancing a torque device over the De-
vice shaft and tightening it against the Microcatheter RHV.

2) Ifusing a Balloon Guide Catheter inflate the balloon to occlude the vessel
as per the Balloon Guide Catheter IFU.

3) Withdraw the Device and Microcatheter slowly and carefully as a unit to
the Guide Catheter tip while aspirating through the Guide Catheter with a
syringe.

4) As the device reaches the Guide Catheter apply vigorous aspiration, with-

draw the Device and Microcatheter into the Guide Catheter and continue
to aspirate until the Device reaches the proximal RHV.
Note: If withdrawal into the Guide Catheter is difficult (as may be the
case with a large clot burden) then deflate the balloon (if applicable) and
withdraw the Guide, Microcatheter and Device together through the In-
troducer Sheath.

5) Disconnect the RHV from the Guide Catheter and remove the Device,
Microcatheter and RHV together from the Guide Catheter.

6) Use a syringe to further aspirate the Guide Catheter to ensure it is clear of
any thrombus material.

Thrombus Removal and Preparation For Additional Passes:

e The Device may be used for up to three retrieval attempts.

* If an additional pass is to be made with the Device then carefully
remove any captured thrombus from the Device and clean the Device
in heparinized saline, rubbing gently from proximal to distal to re-
move any residual thrombus material. Inspect the Device carefully
and if any damage or deformity is observed do not use the Device -
instead use a new EmboTrap Il Revascularization Device for any
subsequent passes. If using the same Device, replace the Insertion
Tool onto the proximal shaft and retract the Device into the Insertion
Tool until it is fully resheathed.

« Do not attempt more than three retrieval attempts in one vessel.



OCYLLEeCTBNAS acnupaunio Yepes NPoBOAHUKOBLIN KaTeTep C NOMOLLbHO
wnpuua.

4) Korpa YCTpOMCTBO AOCTUrHET MPOBOAHMKOBOrO KaTeTepa, NpoBeauTe
WHTEHCUBHYIO acnupauuto, BTAHUTE Y CTPOKWCTBO U MUKPOKaTeTep B NPo-
BOLHVKOBbIV KaTeTep, NoOcfie Yero npojos/HkanTe acnupauuto, noka
YCTPONCTBO He OCTUTHET NPOKCUMAIbHOI0 KOHLLa POTaLMOHHOTO reMo-
cTaTmyeckoro knanaHa (RHV).

MpumeyaHue: Ecnu BTArMBaHME B NPOBOAHUKOBBIN KaTeTep 3aTpyAHEHO
(370 MOXET NPOUCXOAUTb MPU U3BNEYEHUWU KPYMHOro Tpomb6a), Bbiny-
CTUTe BO34YyX M3 6annoHa (ecin OH UCNOMb3yeTca) U O4HOBPEMEHHO 13-
BNEKUTe NPOBOLHUK, MUKpPOKaTeTep U Y CTPONCTBO Yepe3 MHTPOAbOCep.

5) OTcoeAnHNTe pPOTaLMOHHBIN remoctatmyeckunii knanad (RHV) ot npo-
BOAHWKOBOIO KaTeTepa U O4HOBPEMEHHO W3BNEKUTE YCTPOMCTBO, MUK-
pokaTeTep U poTaunOoHHbIV remocTaTuyecknii knanad (RHV) 13 nposog-
HWKOBOTO KaTeTepa.

6) Yb6egutecb, 4To B MPOBOAHWKOBOM KaTeTepe OTCYTCTBYET Tpomb6oBas
macca: 411 3Toro npojo/mKanTe acnupaunio Yyepes NPoOBOLAHUKOBbLIN Ka-
TeTep C MOMOLWbIO LWNPULA.

Y paneHue Tpomba 1 NOAroTOBKA K AOMO/HUTE/IbHbIM MPOX04aM:

» [laHHOe YCTPONCTBO MOXeT 6blTb UCMONb30BAHO AN OCYLLECTBNEHUA
Tpex NonbITOK yaaneHns Tpomoba.

* Ecnn Heo6xo4MMO BBECTM Y CTPONCTBO MOBTOPHO, OCTOPOXHO yAanuTte
M3 Hero M3BfieYeHHYO TPOMOOBYO Maccy, a 3aTeM NMPOMONTE Y CTpoOii-
CTBO B renapuMHU3NpPOBaHHOM (IM3MONOrMYECKOM pacTBOpe, aKKypaTHO
npoTupas ero oT NPOKCUManbHOro KOHUa K AMCTanbHOMY, YTO6bl yjaa-
NNTb OCTaTKM TPOM6OBOI Macchl. TuiaTtesbHO OCMOTPUTE Y CTPOWCTBO:
npy 06HapY>KEHUN MOBPeXAeHUs unu fedopmMmanmn fanbHeiilwee uc-
nonb3oBaHWe Y CTPOCTBa 3anpelyaetcs. B aTom cnyyae nocnegytoiime
BBEJEHUSA HYXHO OCYLLEeCTBNATb C MOMOLLbIO HOBOrO0 YCTpoicTBa ANs
BHYTpPUCOCYANCTON Tpom63akTOMUM EwboTrap Il. Mpu NoBTOPHOM uC-
NMonb30BaHWM Y CTPOCTBA YCTAHOBUTE UHCTPYMEHT AN1A BBeAeHUs (UH-

Ha NPOKCUMMa/bHbIA KOHeL, wadTa U BTArMBaiTe YCTpoii-
“em'-BBaLEHNA (MHTPOALIOCEP), MOKA OHO He OyneT
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o He npeanpuunmaiite Gosiee Tpex NONLITOX yAaneHHA TpoMbGa u3 oaHoro
H TOro X&Ke¢ CoCcyaa.

Bo3MoxHOCTE B METOALI HHTETPALINE € APYTHMH MEAHKRHCKNMH H3Re-
ANSMA

TipuMedanne: MOTyYT HCTONB3OBATECA APYTHe MEIMLUHHCKHE HIACNHA JIO-
60ro npoH3IBOAUTENS YAOBNETBOPAIOUE YCAOBHAM ONHCARHBIM B JAHHOM
pasnene.

Muxpoxamemep: YctpoiicTBo ciieayeT BBOIMTb 4epe3 MHKpPOKAaTeTep pas-
mepa «18» (unu Gonbero pasmepa). BuytpenHnii anaMerp MHkpokareTepa
nomxen cocramsath 0,021 moiima (mnu Gonee), a o01an ANHHA HE AONKHA
npepnigaTs 155 cm.

The possibility and ways of integrating with other medical devices |
Note: other medical devices of any manufacturer that meet the conditions '
described in this section can be used. |
Microcatheter: The Device should be introduced through a size *18” or

larger Microcatheter with an internal diameter of 0.021” or greater and an \
overall length of not more than 155cm. |
Guide Catheter / Intermediate Catheter: The Device should be used in con- -
junction with a Neurovascular Guide or Sheath with an internal diameter of

. 0.075” or greater. A Balloon Guide Catheter may be used. An Intermediate

Ilpoeoonuxoesiti xamemep / npomedcymounviti xamemep: Uinenne cneayer | Catheter may also be used.

UCTIONB30BATh B KOMOHHALMK C HEHPOBACKYMAPHHIM NPOBOARHKOM WIH

HEHPOBACKY/IRPHEIM HHTPOUBIOCEPOM, BRYTPCHHHHA AHAMETP KOTOPHIX CO-

crasuser 0,075 moitma nin Sonee. MoxHo Henons3oBaTsh Gannonueii npo-

BOAHHMKOBRIA karerep. Takke NOMYCKAeTCH HCMNONL30BAHHE NPOMEKYTOY- j

HOrO KaTerepa. !

BapuanrTs scnojiHeHss Variants

- Homep no karanory Hanmenosaune MU Catalogue Number MD name ,

ET-007-521 Yerpoiicrso ans sHyTpucocyaucroit | ET-007-521 EmboTrap II Revascularization De-
TpomOGaxromur EmboTrap Il (ama- vice (diameter 5 mm, working length
MeTp YycTpoiicTBa SMM, pabovan 21 mm)
AnHHa 21MM) _ L |

ET-007-533 YcrpoiicTeo ana BHyTpHcocyaucroi | ET-007-533 EmboTrap Il Revascularization De-
TpoMGakroMun EmboTrap Il (aua- vice (diameter 5 mm, working length
MeTp ycrpoiicTBa SMM, pabodan 33 mm)
winHa 33MM)

—

\
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Ofuman cxema General scheme
VerpolicTeo Ans BHYTpHCOCY AMCTOH TpoMGakTomun EmboTrap 11 (muamerp | EmboTrap II Revascularization Device (diameter 5 mm, working length 21
yCTpPOKCTBa SMM, paGouas inHa 21 Mm) mm)
PIFE-Coated i
Ntwol Shaft
PTFE-Coated Nitinol Shaft Llaghm u3 numunoara c noxpeimuem w3 TP
Indicator Bands (Uncoated Nitinol) Hnouxamopuwvie nosocku (numunon 6ez noxpvimus)
Proximal Coil Ipoxcumanvras cnupasb
Proximal Gold Markers (x2) Hpoxcumanvrbie Mapxeput u3 3oroma (2 wm.)
Stent-like assembly Yvacmox cmenma
Distal Gold Markers (x3) Jucmanvnbte mapxeput u3 soroma (3 wm.)
Distal Coil with Atraumatic Tip HAucmanvnas cnupans ¢ ampaemamuyeckum HAKOHELHUKOM

—
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YCTpoiicTBO ANs  BHYTPUCOCYAUCTON Tpom6akTomun EmboTrap 11 EmboTrap II Revascularization Device (diameter 5 mm, working length

(amameTp ycTporicTBa 5MmM, paboyas AnvHa 33mMm) 33 mm) -
Proximal Coil
Proximal
PTFE-Coated, Gold Markers (x2)
Nitir)ol Shaft
Stent-Llke
Assembly
Distal Gold
Markers (x3)
Indicator Bands
(Uncoated Nitinol)
Distal Coil with
Atraumatic Tip
PTFE-Coated Nitinol Shaft LWadT 3 nuTrHona ¢ nokpblTem u3 MNTP I
Indicator Bands (Uncoated Nitinol) VHavKaTOopHbIE NONOCKK (HWTUHON 6e3 NOKPbITUSA)
Proximal Coil MpokcumManbHas cnvpanb
Proximal Gold Markers (x2) lMpokcumanbHble MapKepbl U3 3010Ta (2 WT.)
Stent-like assembly YyacTOK CTeHTa
Distal Gold Markers (xS) AvcTanbHble mapkepsbl n33onora (3 WT.)
Distal Coil with Atraumatic Tip AvcTanbHas cnmpasnb ¢ aTpaBMaTUYECKUM HAKOHEYHUKOM
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TexHuyecKne xapakTepucTuUKmn Technical specifleations
EmboTrap Il

B
C

0

1—BHYTpeHHUIA KaHan/ inner channel
2 - NpOKCMMaibHbIe MapKepbl / proximal markers
3 —BHeLLHAA Kamepa/ outer cage
4 ~ pucTanbHble Mapkepsl / distal markers
5- auctanbHas ceTka / distal mesh
JonycTMbl OTK/IOHEHWS XapaKTepuCTUK B npeaenax £10%. ecnv He yKasaHo MHOe
The tolerance is £10% for all values, unless otherwise specified

XapaicrepBCTHKa / Characteristic ET-007-521 ET-007-533
[nameTp BHelLHeli Kamepbl (A), MM 45. i
Outer Cage Diameter (A), mm 553 4,553
Pabouas gnvHa (B), Mm +
Working Length (B), mm 21,015 33,0£25
[AnuHa BHewwHel kamepsbl (C), MM 33 A1
Outer Cage Length (C), mm
O6was gnnHa (D), Mm 1940+8
Overall Length (D), mm B 1950+8
[NnHa peHTreHOKOHTPAcTHOro HakoHeyHuKa (E), Mm 40404 4.0+0.4
Radiopaque Tip Length (E), mm R e
[N1Ha NPOKCUMaNbHOM PEHTIEHOKOHTPACcTHOM cnupanu (F), Mm +
Proximal Radiopaque Coil Length (F), mm 20,0£2,0 20,02,0
~ *'»uu”rgnonaraeMblx [MaMeTpoB NpocseTa cocyna, Mm i
"o 1 1\ lumen diameters, mm 1550 1,5-50
MM 154020 1550420
1600+20 161(bb20
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XsapakrcpecTeka / Characteristic ET-007-521 ET-007-533
Proximal Indicator Band Position, mm

Macca, r

Weight, f 2,39 2,42
BHewHWIA AnameTp CTePXXHA, NOKPbITOro MT®3, Mm 0.470+0.013

PTFE Coaled Shaft Outer Diameter, mm ’ ’
CxXvmaemocTb

Foreshortening

Ko/M4ecTBO peHTreHOKOHTPaCTHbIX MapKepoB
Quantity of Radiopaque Markers
IMpoKcMManbHble

Proximal

JuctansHble

Distal

<20%

2 2

3 3

WHTpoabtocep (MHCTPpYMEHT 415 BBELEHNUA)
Insertion Tool
JOnnHa, mm
Length, mm
BHyTpeHHMI gnameTp, MM
Inner Diameter, mm
BHewwHuiA gnameTp, MM
Outer Diameter, mm
Macca, r
Weight, ¢

410+10
0.635+0.0508
1.143+0.0508

0,63+10%

MpYMeYaHVe: NOMOXEHNS NONOCHI UHAMKATOPA U3MEPSIOTCA OT AMCTA/IbHOTO KPas MHAMKATOPHOV NOMOCHI 10 ANCTIbHOTO HAKOHEYHUKA U3AENNS, KOTAa U3AeNNe HaxoauTCs
B CBEPHYTOM BUZE.

Note: The indicator band positions are measured from the distal margin of the indicator band to the distal tip ofthe device while the device is in the collapsed configuration.
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MEPEYEHbL N OMMNCAHWNE MATEPUMANOB MN3TOTOBIEHWA
MW

Tun KOHTaKTa MeANLNHCKOT0 n3genusa: KpaTKoBpeMeHHbI KOHTaKT C Lmp-
KynmpytoLLeid KpoBblo (<24 yacos)

LLlapT mM3roToBAeH M3 HUTUHOMA M NOKPbLIT MTHD ¢ o06ono4ykoin Pebax.
MnaTnHOBbIE CNMpPann N3roToBNEHbI U3 MIATUHOBOIO Ch/aBa. BHeWwHAS Ka-
Mepa M3roToB/ieHa U3 HUTUHOMA U COAEPXXUT 30/10Tble MapKepbl, KaHan 13-
roTOBMEH M3 HUTMHONA. B KayecTBe afgresvBa UCNONb3yeTCA Kiel ana me-
ANUMHCKUX nsgennii Dymax MD. VIHTpoabtocep M3roToBAeH M3 NONUTeT-
pajTopoaTuieHa

2. OINPEAENEHPLW OBO3HAYEHUWN, YKASAHHbLIX HA MAP-

KNPOBKE
OcTopoxHo! O6paTUTECh K MHCTPYKLMK MO Npu-
MEHEH IO
3anpeT Ha NOBTOPHOE MPUMEHEHME
m O6paTUTECh K MHCTPYKLMU MO NPUMEHEHNIO

STERILE EO CTepuin3saLma OKCUA0M 3TU/eHa

REF Howmep no katanory

MWHUMaNbHbLIA BHYTPEHHUIA gnaMeTp MUKpOKa-
TeTepa (ID)

Min. Microcatheter 10

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

LIST AND DESCRIPTION OF MD MATERIALS

Medical device contact type: Short-term contact with circulating blood (<24
hours).

The shaft is made of nitinol and coated with PTFE with a Pebax outer layer.
Platinum coils are made of platinum alloy. The outer chamber is made of
nitinol and contains gold markers, channel is made of nitinol. Dymax MD
adhesive for medical devices is used as an adhesive. The introducer is made
of polytetrafluoroethylene.

7. DEFINITIONS OF SYMBOLS USED ON THE LABEL

A Warnings - see instructions for use

Use only once - Do not re-use

I See instructions for use

STERILE EO Sterilized using ethylene oxide

REF Catalogue Number

Min. Microcatheter ID Minimum Microcatheter inner diameter (ID)



S Mcnonb3oBarth 40
]Contents 1 Cogepxunmoe

M | WM3rotoBuTens

He ncnonb3oBatb npn NoBpeXXaeHnn yrnakoBkKu

He gonyckaTb BO3/eiiCTBMS COTHEYHOTO CBETa

C € 3HaK cepTMduKaLum npogykumu B EBponerickom
Cotose

2797

O OAVHOYHbIN CTepUNbHBIV Gapbep

MD MeguumnHcKoe n3genve

UDI YHUKaNbHbIN NAEHTUPUKATOP U3LeNuns

He cTepnnmsoBaTb NOBTOPHO

CPOK CNNYXbBbl N3AENNA
Cpok rogHocTm - 3 roga
CpoK cny>0bl - He MPUMEHVUMO
®OPMA MOCTABKWUN
YCTPOIACTBO /151 BHYTPMCOCYAMCTOIN TPOMO-"KTomun EmboTrap:
M HavmeHoBaHWe Kon-Bo*
cofep>aTca:
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Use by

]Contents 1 Contents

M I Manufacturer

Do not use if Package is damaged

4\ Keep away from sunlight/ heat
C € European Conformity
2797

O Single Sterile Barrier
MD Medical Device

UDI Unique Device Identifier

Do not re-sterilize

DEVICE SERVICE LIFE

Shelf life - 3years

Service life - N/A

HOWASUPPLIED

Embo' rap Revascularization Device:
Ne Name Oty*

Consumer package contains:

1 Instruction for Use Booklet/ IFU

2 Individual package (Tyvek Pouch):

21 Packaeine Hoop:

s



VBoerve (YCTPOICTBO [yt BHYTPMCOCY/YCTOM
TpoMGaKTOMAM EmboTrap)
212 | ViHmpomptocep | i
AKONMYeCTBO M3aenuin / yCTpoincTs / cpeacts / matepuanos / JOKYMEHTOB Mpu
MOCTaBKe

MEPEYEHb MATEPUAJTIOB XNBOTHOIO N (MNN) HENOBE-
YUECKOIO NMPONCXOXAEHWA

HenpumeHumo. JaHHoe MeaULMHCKOE M3LeNne He COAEPXUT MaTepuansl
XWBOTHOTO M (M) YENOBEYECKOT0 NMPOMNCXOXAEHNS.
MEPEYEHb MPUWMEHAEMBbBIX TMPOMN3IBOAWTENEM MEAWN-
LULNHCKOIo n3genma CTAHOAPTOB

N3gennsa yaoBneTBopaoT TpeboBaHMAM cnegytowmnx ctaHgaptos: EN 1SO
13485, EN I1SO 14644-1, ISO 14644-2, ISO 14644-3, ISO 14644-4, ISO
14644-5, 1SO 14698-1, I1SO 14698-2, EN ISO 14971, ISO 11070, ISO
11070:2014, BS EN ISO 10555-1, SO 10555-1, ISO 11607-1, EN ISO
11607-1, ISO 11607-2, ENISO 11607-2, EN ISO 15223-1, EN 1041, ISO
10993-1, EN ISO 10993-1, ISO 10993-4, EN ISO 10993-4, EN ISO 10993-
5, ISO 10993-7, EN ISO 10993-7, BS EN ISO 10993-10, BS EN ISO
10993-11, EN ISO 10993-12, ENISO 10993-18, ISO 11135, ISO 11135,
EN I1SO 11737-1,EN I1SO 11737-2, IEC 62366-1, IEC 62366-1, MEDDEV
2.12/2, MEDDEV 2.7.1, EN 556-1.

MPEAYNMPEXAEHWNA N MEPbI MPEAOCTOPOXHOCTW.

2.11

*  He vicrionb3yiite YCTPOIACTBO, €C/M NMOBPEXIEHA ero CTepU/bHasi Ui BHELL-
HsIS1 YTIAKOBKA.

e He u1cnonb3yiiTe YCTPOCTBO MOC/E AaTbl UCTEYEHUSA CPOKA OAHOCTH, YKa-
3aHHOIA Ha 3TUKETKE.

*  He mcnonb3yiTte YCTPOIACTBO 47151 COCYAOB AVaMETPOM MeHee 1,5 MM.
* He ucnonb3yiite YCTPOIACTBO, €C/IM OHO MOBPEXAEHO WL MEPEKPYYEHO.

»  He BBOAUTE YCTPOIICTBO UePe3 MKPOKATETED MPU HaMUMK 3HAUNTE/TBHOTO
COMPOTMB/IEHS.

He 3aKpyunBaiiTe 1 He CKPYB/SIATE YCTPOICTBO.

Briepe/, YCTPOIMCTBO, MOC/E TOFO Kak OHO 6bU10 MO/IHOCTbLIO
_BbIIBYDKEHMS 113 MUKPOKATETCPA.
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211 Device (EmboTrap Revascularization
- Device)
212  PTFE Spiral Insertion Tool

*Quantity of products / devices / means / materials / instruments during delivery

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials ofanimal and
/ or human origin.

LIST OF STANDARDS APPLIED BY THE MANUFACTURER OF
MEDICAL DEVICE

The medical devices meet the requirements of the following standards: EN
ISO 13485, EN ISO 14644-1, ISO 14644-2, 1SO 14644-3, 1ISO 14644-4, 1SO
14644-5, 1ISO 14698-1, I1SO 14698-2, EN ISO 14971, ISO 11070, I1SO
11070:2014, BS EN ISO 10555-1, SO 10555-1, ISO 11607-1, EN ISO
11607-1, ISO 11607-2, EN 1SO 11607-2, EN ISO 15223-1, EN 1041, ISO
10993-1, ENISO 10993-1,180 10993-4, ENISO 10993-4, ENISO 10993-
5, 1ISO 10993-7, EN ISO 10993-7, BS EN ISO 10993-10, BS EN ISO 10993-
11, ENISO 10993-12, EN ISO 10993-18, ISO 11135, ISO 11135, EN ISO
11737-1, EN 1SO 11737-2, IEC 62366-1, IEC 62366-1, MEDDEV 2.12/2,
MEDDEYV 2.7.1, EN 556-1.

WARNINGS AND PRECAUTIONS

» Do not use the Device if the product sterilization barrier or its packaging
is compromised.

* Do not use after the expiration date printed on the product label.

* Do not deploy in vessels of less than 1.5mm diameter.

* Do not use damaged or kinked Devices.

» Do not advance the Device through the Microcatheter against significant
resistance.

« Do not torque or rotate the Device.

« Do not advance the Device after it has been deployed or partially de-
ployed from the Microcatheter.



He v3B/ekaiiTe YCTPOWCTBO M3 cocya NP Ha/IMUMW 3HAYUTEBHOMO COMpo-
TviBNeHUs. OnpegennTe NPUYnHY COMPOTUB/EHNS MOCPEACTBOM PEHTreHo-
CKOMWK, a 3aTeM Mpu HeobXoAMMOCTW MPOABMHLTE MUKPOKATETEP Briepes,
4TOGbI MOMHOCTBLHO WM YaCTUYHO BTSHYTL B HEr0 YCTPOIACTBO 1 TEM CaMbIM
00nerunTb 13B/eYeHe YCTpoicTBa. MOBTOPHOE BTAMVBaHKE YCTPOICTBa C
3axBayeHHbIM TPOMOOM MOXKET MPVBECTY K MOTepe TpoMba 1 ANCTarbHO M-
6onvzaumn.
[laHHOe YCTpOICTBO NpeaHa3HaYveHo /15 OnepyupoBaHns TO/bKO OAHOMO Ma-
LMeHTa. 3anpeLuaeTcs MOBTOPHO CTEPU/IM30BaTL YCTPOCTBO WK MOBTOPHO
MCMOMb30BaTh ero A1 OrepupoBaHns 6osee OAHOMO MNaupeHTa. MoBTOPHOE
MCNOMb30BaHKe AaHHOTO YCTPOICTBa A4St ONEPUPOBaHMS APYroro nauyieHTa
MOXET MPMBECTU K HENpaBU/bHON paboTe YCTPOIACTBa, MEPEKPECTHOW WH-
(heKLWM 1IN BOSHMKHOBEHMIO PYTYX OMacHOCTEN.
He vicnonb3yiiTe YCTPOICTBO st peeackynspusauym EmboTrap |l 6onee 3
pas.
He npegnpuHymvaiite 60/ee 3 NOMbITOK yaaneHns TpoMba 13 O4HOMO M TOro
e cocya.
He v3B/eKaliTe pacKpbITOe YCTPOMCTBO Yepe3 paHee CTEHTUPOBAHHbIA COCY/,
ECnn BO3HMKaET HEOOXOAMMOCTb Mepeceyb PacKpbITbiid CTEHT, YTOObI Mony-
4WTb AOCTYM K TPOMOY, CHaYaia Hy)XXHO YOeauTbCs, YTO 3TO MOXHO npoge-
Natb C NMOMOLLKO MPOBOAHMKOBOrO WM NMPOMEXYTOYHOMO KaTeTepa. 3aTeM
nepes y4aseHnem Tpomba Yepes CTEHT YCTPOICTBO CrieflyeT NOHOCTbLHO BTS-
HYTb Ha3az, B NPOBOAHWKOBbIV MW NMPOMEXYTOYHbIN KaTeTep.
Monb30BaTesn A0MKHbI MPUHUMATL BCE HEOOXOAMMbIE Mepbl MPeAOCTOPOXK-
HOCTW, YTOObI OrPaHNUMTb A03bl PEHTTEHOBCKOrO 06/Ty4eHIst MaLWeHTOB 1 Ca-
MUX Cebsi, 1CMOMb3ys COOTBETCTBYHOLLME 3KPaHbI, YMeHbLLIas BPEMS PEHTTe-
HOCKOMUM 1 MO BO3MOXHOCTW U3MEHSAS TEXHWYECKME (JAaKTOPbl PEHTTEHOB-
CKOro 06/yueHrs. K prickam aHrMorpatmuyeckoro v peHTreHOCKOMMUECKoro
PEHTTEHOBCKOIO 06/TyYeHMs OTHOCATCS: Pa3BUTUE aloneLmm, OXoroB (0T No-
KpacHEHWs KOXMU A0 NOSIB/IEHVIA 13B), KaTapaKTbl, & TAKXKe O0TCPOYEHHOE 06pa-
30BaHMe OMyXO0/iei, NPUYEM UX BEPOSTHOCTb PACTET C YBE/IMYEHWEM A/ INTE Tb-
HOCTW NPOLEAYPbI N KOSMYECTBA NPOLEAYP.
Mocre Ucnosnb30BaHUS YTUIM3NPYIATE U3AENNE U YTNaKOBKY B COOTBETCTBUM C
MpasuIamMm1m MeSULMHCKOTO YYPEXAEHWS, aAMUHUCTPATUBHBLIMKA U (U1) MeCT-
aeHHbIMM MpaBWIaAMMN.
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Do not withdraw the Device against significant resistance. Assess the
cause of resistance using fluoroscopy and if necessary advance the Mi-
crocatheter over the Device to resheath or partially resheath to aid with-
drawal. Resheathing a Device with captured clot may result in loss of clot
and distal embolization.

This Device is for use in one patient only. Do not resterilize or reuse in
more than one patient. Reusing the Device in another patient could result
in compromised Device performance, cross infection and other safety re-
lated hazards.

Do notuse any EmboTrap Il Revascularization Device more than 3 times.
Do not perform more than 3 retrieval attempts in any one vessel.

Do not withdraw the deployed Device through a previously stented ves-
sel. If it becomes necessary to cross a deployed stent to access a clot, first
ensure that the stent can be crossed with the Guide or Intermediate Cath-
eter. The Device should then be fully pulled back into Guide or Interme-
diate Catheter prior to retrieval through the stent.

Users shall take all necessary precautions to limit X-radiation doses to
patients and themselves by using sufficient shielding, reducing fluoros-
copy times, and modifying X-ray technical factors where possible.
The risks of angiographic and fluoroscopic X-ray radiation include alo-
pecia, bums ranging in severity from skin reddening to ulcers, cataracts
and delayed neoplasia that increase in probability as procedure time and
number of procedures increase.

After use, dispose of product and packaging in accordance with hospital,
administrative and/or local government policy.



NMH®OPMALUNA O JNEKAPCTBEHHbLIX TMPEMAPATAX W INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTI-
wmnn) sAPMALEBTUYECKUX CYBCTAHLUMAX B COCTABE CAL SUBSTANCES INCLUDED IN MD

MU Devices do not contain medicines and (or) pharmaceutical substances and
N3pnenne He coaep>XMT NekapCTBEHHbIX BellecTB v (Mnun) apmaueBTuye- are not used in combination with medicines and (or) pharmaceutical sub-
CKMX CYBCTaHUMI 1 HE UCNOJb3YeTCA B COYETAHMM C /IeKapCTBEHHbIMY Be-  stances.

wecteamu 1 (Mnn) papMaLeBTUHECKUMM CYyBCTaHLUAMMN.

NMH®OPMALWNA O CTEPU/TIBHOM COCTOAHUN MEANLUWNH- INFORMATION ABOUT THE STERILITY OF A MEDICAL DE-
CKOro nsgennsa VICE

Bce ycTpoiictea EmboTrap nocTtaBnstoTcs ctepunbHbiMu u ctepunusy- All EMBOTRAP models are supplied sterile and are sterilized by 100% Eth-
totca 100% OKCWAOM 3TWU/EeHa C UCMO/b30BaHMEM OHOTO 1 Toro e Banu- ylene Oxide using the same validated cycle and method. Minimum Sterility
AMPOBAHHOIO LMKNa M MeTofda. YpoBeHb obecneyeHus cTepunbHocTu Assurance Level (SAL) of 10"

(SAL) 100

TPEBEOBAHUA KTEXHUYECKOMY OBCNYXUBAHUIKO U REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
PEMOHTY MU MD

HenpumeHnMO. Not applicable.

YCNOBUNA TPAHCMOPTUPOBKW n XPAHEHWNA
Tabnuua 3 - Ycnosus TpaHCNOPTUPOBKU

HanmeHoBaHMe [Jviana3oH
Temnepatypa Bo3gyxa, °C Ot -35 no +40
BnaxHocTb Bo3fyxa (OTHOCUTEeNbHAA), 6e3 06pa-30_95
30BaHMA KOHAeHcarta, %
ATMOC(epHoe faBneHue, rfa 700-1060
Tabnuua 4 - Ycnosus xpaHeHus

HanmeHoBaHue [vanasoH

Temnepartypa Bo3gyxa, °C OT1 +10 pgo +35

BnaxHocTb Bo3ayXa (OTHOCUTeNbHAA), 6€3 o6pa-<
30BaHNA KOHAeHcata, %

®m— neHwue, rfMa 860-1060

75
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CONDITIONS OF TRANSPORTATION AND STORAGE
Table 3 - Transportation conditions

Designation Range

Temperature Limitation, °C -35to +40

Relative Humidity Limitation, without condensa-"
tion, %

Atmospheric Pressure Limitation, hPa 700-1060
Table 4 - Storage conditions

Designation Range
Temperature Limitation, °C +10 to +35

Relative Humidity Limitation, without condensa-<

. 75
tion,%

Atmospheric Pressure Limitation, hPa 860-1060



MOPAAOK n YCNOBUA YTUITUNSAUNWN nnn YHUUTOXE-
HAA mu

PaboTa 1 yTunnsayma LONXKHbI NPOBOAUTLCA B COOTBETCTBMM C TpeboBa-
HMAMKM CaHlMunH 2.1.3684-21 1 NnpUMEHUMbIMU MECTHbLIMW, obLLerocyaap-
CTBEHHbIMU U PefepasbHbIMU 3aKOHAMM U HOPMaTUBHbBIMU NMOMOXKEHUAMMU.
lMocne ucnonb3oBaHWUA W34eNUa MOTYT NPeACTaB/ATb MOTEHUUANbHYIO
6MONOrMYEecKyo ONacHoOCTb.

Mpy noBpexxaeHUnN ynakoBKU/MCTeUYeHUN CPOKa FrOAHOCTIN U3genme yTuin-
3MpyeTCs B COOTBETCTBUW C NpaBmnaMmu obpaLieHns ¢ MeAULUHCKAMM OT-
xojamm knacca A.

Vcnonb3oBaHHOe M3fenue yTUAN3NMpyeTca B COOTBETCTBUM C npaBuiamm
obpalleHns ¢ MeAULMHCKUMK 0TXodamu knacca b.

FTAPAHTIUNA

Mpoun3BognTens rapaHTUPYeT COOTBETCTBME Y CTPONCTBA A1 BHYTPUCOCY-
AncTol TpoMb63akToMMKM EmboTrap Tpe6oBaHMSAM CTaHAAPTOB Npu CO6H0-
AEHUN YCNOBUI 3KCnyaTauumn, XpaHeHUsa ¥ TPaHCNOPTUMPOBaHUS B Tede-
HWe cpoKa rofHoCTH.

[FapaHTWIAHbIA CPOK XpaHeHus: 3 roaa.

HAWUMEHOBAHWE 1 IOPUANYECKUI AOPEC MPOM3BOAMN-
TENA M N YTTOJTHOMOYEHHOIO NMPEACTABUTENA MPO-
N3BOAUTENIA B POCCUI

MPON3BOANTEND:

Neuravi Limited (Hetopasn Jiumutesn)., Block 3, Ballybrit Business Park,
Galway, Ireland, NpnaHgus.

MECTA MNMPON3BOACTBA:

Neuravi Ltd, Block 3, Ballybrit Business Park, Galway, Ireland.

Advant Medical Ltd, Parkmore Business Park West, Galway, Ireland.

YMNOJIHOMOUYEHHOW MPEOCTABUTENb NMPOMN3BOANTENA
B POCCUW:
000 «[I>KOHCOH & [)XKOHCOH»,
121614,r. Mocksa, yn. Kpblnatckas, 4. 17, kopn. 2.
-"RO-7777,
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MD DISPOSAL RULES AND CONDITIONS

Disposal should be in accordance with generally the requirements SanPiN
2.1.3684-21 and applicable local, state and federal laws and regulations.

If package is damaged or expiration date is exceeded, device is disposed in
conformity with the rules of handling medical wastes of Class A.

The used device must be disposed in conformity with the rules of handling
medical wastes of Class B.

WARRANTY

The manufacturer guarantees the conformity of EmboTrap Revasculariza-
tion Device to the requirements of the standards in compliance with operat-
ing, storage and transportation conditions of the expiration date.

Warranty storage period: 3 years

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
Neuravi Limited, Block 3. Ballybrit Business Park. Galway, Ireland.

MANUFACTURING SITES:
Neuravi Ltd, Block 3, Ballybrit Business Park, Galway, Ireland.
Advant Medical Ltd, Parkmore Business Park West, Galway, Ireland.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-7777
RA-INJRU-RZN@ITS.JNJ.com




MepeBof C aHTMIACKOTO A3bIKA Ha PYCCKUI A3bIK

5 M3PU CTPUT Cbto3aH O’ XUITnHC < 'ep6: [eBvi3 HaaTbHM:
FONY3M cutu HI9L NXWO Veritate etjustitia
NPNAHANA VCTVHA W
HOTAPUYC («
CMpaBeyIBOCTb»)>
PAGCTBATOITYaN U
MPWIET AKOLLIX TPADCTB
MNOXXV/BHEHHAA JINLEH3A
TE/IE®OH: +351 91 567550
DAKC: +353 91 396340
/1. MOUYTA: contact@susanuiuiginn.ie

CaiiT B VHTepHeTe:  www.susanuiuiginn.ie

HOTAPMANbHOE YAOCTOBEPEHWE

HACTOAWMM [AOoBOANTCA OO0 CBEAEHWA CJHNEAYHOUWEE: 4, Ceto3aH
O’XUrrnHC, HOTapuyc, B CUY 3aKOHa YMO/SIHOMOYEHHbI Ha COBEpLUEHME HOTapuanbHbIX
AeincTBuin MaeHbIM cyfbeil BepxoBHOro cyfa Pecnybnuku MpnaHauns, MeoWwmin nMueH3nto
N NpakTUKyoWmMii no agpecy: 5 Mapu Ctput, Fonyaii, H91 NXWO, NpnaHansa, B KayecTBe
HoTapuyca B rpagctee onyain, pnangus, n npuneraroLimx rpagcraeax

HACTOAW MMM YOOCTOBEPAKD, uTto npunaraemasd WHCTPYKUUA NO MPUMEHEHUIO
MeSULMHCKOr0o M3fenns «YCTPOWCTBO AN BHYTPUCOCYAMUCTOW TpombakTomun EmboTrap B
ABYX BapuaHTax wucnosiHeHua (anametp 5 MM, paboyas iwmHa 21 MM u 33 MM,
COOTBETCTBEHHO)» Oblna NoAnucaHa B MOeM NpucyTcTeumn Hannom ®okcom, IMpeKTopom no
BONpocam HOPMaTWUBHO-MPaBOBOro peryinposaHnd KomnaHun «Hblopasn Jiumuten»
(CepeHoByc), opugunyeckunin agpec: bnok 3 bannnbput busHec Mapk, Monysin H91 K5YD,
WpnaHans.

CTpaHa, B KOTOPYIO Bbl4aeTca JOKYMEHT - Poccus.
B NOATBEPXAEHWME YEIFO s cKpennst f[aHHbIA AOKYMEHT CBOEM MOAMUCHID U

cnyebHO nevaTblo Mo agpecy: 5 Mapu CtpuT, Fonyah H91 NXWO, WpnaHans, cerogHs,
12 okTa6psa 2021 ropa.

<nopanucaHo>
Cblo3aH O’XurruHc, Hotapuyc
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HoTapunasnbHoe ynocToscpeHue, npuMeH1Moe B
OTHOLLEHMM JAHHOI0 JOKYMEeHTa, pacrnpocTpaHseTcs
TOJIbKO Ha y[OCTOBEPEHWE INYHOCTYU U
npaBoCNoOCcO6HOCTY 06paTMBLLErocs 3a HUM nnua (M)
N Ha Hag/iexallee ohopmieHne JOKyMeHTa (ecnm 1o
NPYMEHMUMO), eCi MHOE MPSMO HE YKa3aHo Ha
aHI/IMIACKOM 5i3bIKe.
<nognucaHo>
Cbto3aH O'XUITUHC, HOTapuyc
lonyaii, pnanans, MNoXxnW3HeHHas NMueH3ns

<Hagnucb oT pyku: 12 okTa6psa 2021 roga>
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<Kpyrnas neyatb-Hak/enka
(KOHTrpMBKa) 3eN€HOrO LBeTa C
3y6uyatbiMy Kpagmu>

<I'ep6: [eBv3 Ha NlaTbHUA:
\eritate etjustitia
(«/icTvHa 1 CrpaBeyMBOCTL»)>

Bnok 3, bannnbput busHec Mapk

AnpeKkTop no Bonpocam HOPMaTUBHO

<Hapgnuce oT pyku: 12 okTA6psa 2021 roga>



nepeBoUnKy Ld

Poccuiickas ®epepaums
Mopog MockBa
TpeTbero gekabpa Ase TbicAuM ABajuaTb NepBOro roja

A, Mowuceesa Jlunua BnagumuposBHa, HoTapuyc ropoga MOCKBbI, CBWUAETENLCTBYHO
NOASIMHHOCTbL NOANUCK NepeBoAYMKa AnnosH Lasuga Meopruesnya.

Moanuce caenaHa B MOEM MPUCYTCTBUN.

JTnyHoOCTb NoAnucasLLero OKYMEHT YCTaHOB/IEHa.

3apeructpupmuwgapeectpe: Ne 50/995-H/77-2021-'bON

Ynnay™ 3a(“oBepxueHp TapuHoro genctau” 400 py6. 00 kon.

J1.B.MownceeBa

Bcero npo pOBaHO ¥ CKPEMIeHOo neyvarbio 22 nnucT(-a,-0B).

J1.B.MowuceeBa
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Susan 1A Uiginn

IARY STREET

i ALWAY city H91 NXwo NOTARY PUBLIC
IRELAND

FOR THE COUNTIES OF GALWAY AND
TEL: +353 91 567550 ADJOINING COUNTIES
FAX: +353 91 396340 COMMISSIONED FOR LIFE

EMAIL: contacl@susanuiuiginn-le
WEB: www.susanuiuiginn.ie

NOTARIAL CERTIFICATE

BE IT KNOWN, that I, Susan Ui Uiginn, Notaiy Public, duly authorised, admitted
and sworn by the Chief Justice of the Supreme Court, Republic of Ireland
and commissioned and practising at 5 Mary Street, Galway, H91 NXWO,
Ireland as a Notary Public in the County of Galway, Republic of Ireland and
its surrounding counties

DO HEREBY CERTIFY that the attached Instruction for Use for the Medical
Device EmboTrap Revascularization Device in 3 variations (diameter 5 mm,
working lengths 22mm and 37mm respectively and diameter 6.5mm,
working length 45mm) was signed before me and In my presence by Niall
Fox, Director of Regulatory, of Neuravi Limited (Cerevovus) whose Registered
Office is Block 3 Ballybrit Business Park, Galway H91 K5YD, Ireland

The Country to which the document isaddressed is Russia.

IN FAITH AND TESTIMONY whereof | have set my hand and affixed my seol of
office at 5 Mary Street, Galway H91 NXWO, Ireland, this da+e the 12" day of
of October 2021.

o

Susan U Uiginn, Notary Public
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CornacosaHo/APPROVAL

The notarial act applied to the within document Neuravi lelted / HblOpaBI/I ﬂI/IMI/ITe.,D,
extends only to verification of the identity & legal Opraunaaiyna/Organization
capacity of the appearer(s) and to the due execution Block 3. Ballvbrit Business Park. Galwav. Ireland. NpnaHaus
ofthe documentwhere applicable unless otherwise

Appec/Address
expre%sly..Sted in the English Language

0 :
[omkHocTb/Position
Susan Ui Uiginn, Nofarypublic A F~o0/
Gatwsy. Ireland. Comgttasiorted tor Life I’_
®amununs, Vima/ Surname. Name

NN- ock~ 2oL 1
Oata A4 MM ITTT/Date DD.MM.YYYY

Mopnuck/Signature

Instruction for Use for the medical device
EmboTrap Revascularization Device in variations:
- EmboTrap Il Revascularization Device (diameter 5 mm, working length 22 mm);
- EmboTrap 11l Revascularization Device (diameter 5 mm, working length 37 mm);
- EmboTrap 11l Revascularization Device (diameter 6,5 mm, working length 45 mm);
NHCTPYKUMA NO MPUMEHEHUIO MEAVLIMHCKOIO U3aenng
YCTPOMUCTBO /19 BHYTPUCOCYANCTON TPOMOIKTOMUN EmboTrap, B BapnaHTax UCMOSTHEHUS:
- YCTPOICTBO AN1s1 BHYTpUcocyanucTom TpomoakTomum EmboTrap 111 (auameTp ycTpoiicTBa 5
MM, paboyasa onvHa 22 Mm);
mY CTPOMCTBO /11 BHYTPUCOCYANCTON TpoMoaKTOoMUN EmbotTrap Il (anameTp ycTponcTea 5
MM, paboyasa onvHa 37 Mm);
- YCTPOWCTBO AN BHYTpUcocyancTom TpomoakTommm EmbotTrap 11l (amameTp ycTponcTea
6,5 MM, paboyast AsinHa 45 mm).
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HANMMEHOBAHWNE MEAVWUWHCKOIO N3AENNA (M)
YCTPONCTBO ANA BHYTPUCOCYAUCTON Tpomb63toromun EmboTrap, B Bapu-
aHTax UCMONHEHMS:

L Y CTPOACTBO ANA BHYTpMUCOCyaAncToin TpombakToMmum EmboTrap 111
(anameTp ycTpoiicTBa 5 MM, paboyas agnmHa 22 mm);

2. Y CTPOWCTBO AN BHYTPUCOCYANCTON TpoMBakTOMUM EmboTrap 11
(amameTp ycTporictBa 5 MM, paboyas gnvHa 37 Mm);

3. YCTpOICTBO ANS BHYTPUCOCYAMCTON TpoM63kTOMMM EmboTrap 111
(amameTp ycTpolicTBa 6,5 MM, paboyas gnnHa 45 mm)

[lanee no TeKCTy MOryT UCMONb30BaTbCA CleAytole HaMMeHOBaHNA Me-
AULUHCKOTO 13fenus: Y CTPOWCTBO A5 BHYTPUCOCYAUCTON TPOMOIKTO-
mMun EmboTrap, EmboTrap Ill, ycTpoiicTBo, MeguumHckoe nsgenne (MIN).
HavmeHOBaHUA MeAULUHCKUX U3LeNNIA MOTYT OblTb YNOMSAHYTbI B TEKCTE
B COKpaLLeHHOW hopme AN yao6CcTBa BOCNPUATUSA MHDOPMALUN.
HA3HAYEHVWE MEAVUNHCKOIO U3AENUA

YCTpOWCTBO A/ BHYTpUCOCYAUCTOW TpoMbakToMuu EmboTrap npegHa-
3Ha4YeHO 419 BOCCTAHOB/IEHWNA TOKA KPOBM Y MauneHTOB, Y KOTOPbIX fua-
FTHOCTUPOBaH OCTPbIA ULWIEMUYECKUIA WMHCYNbT, 0BYCMOBNEHHbIA OKKHO-
3Meil KPYMHbIX COCY0B
MOKA3AHUA N MPOTUBOMOKA3AHNA K MPUMEHEHWNIO
MW N BO3SMOXXHbIE MOBOYHbIE 3P PEKTHI

Moka3aHua

YCTPONCTBO ANsi BHYTPUCOCYAUCTOM TpomMOakToMuUm EmboTrap (ganee —
«Y CTPONCTBO») NpefjHa3HayeHo AN BOCCTAaHOBNEHUA TOKA KPOBM Y nauu-
EHTOB, Y KOTOPbIX A4MarHOCTUPOBAaH OCTPbIA ULLEMUYECKUIA UHCYNLT, 06Y-
C/IOB/IEHHbIA OKKNHO3MEN KPYMHbIX COCY/0B.

YCTpOWCTBO NpeAHa3HayeHo AN BBEAeHNA B KDOBEHOCHbIE COCY/bl, MUTa-
ol me nepefHne W 3afHWe CTPYKTYpPbl HEPBHOMW CUCTEMbI, Hanpumep, BO
BHYTPEHHIOKO COHHYIO apTeputo, cermeHTbl M1y M2 cpegHeit M0O3rosoit
apTepun, cermeHTbl Al 1 A2 nepefHeil MO3roBoii apTepuu, a Takxe B 6a-
3UNAPHYIO apTepuio, 3a[HI0K0 MO3r0OBYIO apTepuio 1 MO3BOHOYHYHO apTe-
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MEDICAL DEVICE (MD) NAME
EmboTrap Revascularization Device in variations:

1 EmboTrap Il Revascularization Device (diameter 5 mm, working
length 22 mm);
2. EmboTrap 111 Revascularization Device (diameter 5 mm, working
length 37 mm);
3. EmboTrap 11l Revascularization Device (diameter 6,5 mm, working

length 45 mm)

Further in the text the following names of the medical device can be used:
EmboTrap Revascularization Device, device, EmboTrap Ill, medical de-
vice (MD).

The names of medical devices can be mentioned in the text in abbreviated
form for the convenience of perceiving information.
INTENDED USE MEDICAL DEVICE
EmboTrap Revascularization Device is intended to be used to restore blood
flow in patients experiencing an acute ischemic stroke due to a large vessel
neurovascular occlusion.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

The EmboTrap Revascularization Device (the Device) is intended to be
used to restore blood flow in patients experiencing an acute ischemic stroke
due to a large vessel neurovascular occlusion.

The Device is designed for use in the anterior and posterior neurovascula-
ture in vessels, such as the internal carotid artery, the M| and M2 segments
of the middle cerebral artery, the Al and A2 segments of the anterior cere-
bral artery, the basilar, the posterior cerebral and the vertebral arteries.

Contraindication

- Allergy or hypersensitivity to Nickel-Titanium.

- Excessive vessel tortuosity that may prevent device delivery or
withdrawal.



- AJUICprHS MAH THIICPUYBCTBHTEALHOCTD K HHKENL-THTAHOBOMY CILIaBY.
- YpeaMepHana H3IBHTOCTh COCYAOB, MPENATCTBYIOWIAR BBEACHHIO HIH H3-
BJIEYCHHIO YCTpo#icTaa.

- llauneHTH ¢ aHrHOrpadpuIecKMy NPU3HAKAMH PECCIOCHHA CTCHKH COH-

HOH apTepHM.

IMoGouunte HpPeKTH R BHERESAATLILHLIC RBJICHHS

K BO3MOXHARIM OC/IOXKHEHHAM OTHOCATCA: BO3AYIHaA IMO0NHR, FeMaTOMa
WIH KPOBOHINHAHHE B MECTE MTyHKLMH, HHQEKIHA, AMcTanbHas smMbonusa-
1HA, SMOONH3aLHA HA HOBOM Y4YACTKE, COCYAMCTHIH Cna3M, yXyAIICHHE
HEBPOJIOTHYECKOTO COCTOAHHR (BK/NIOYAR WHCYALT H CMCPTh), Tpom6o3,
PacCNocHASe WIH nepdopaliug CTCHOK COCYA0B, HCHCIIPABHOCTH MAH pa3-
pYLIEHHE YCTpOIiCTBa, OKKIIOIUA COCYZOB, HILIEMHA, BHYTPHUCPENHOC
KpoBoTeycHue, GopMHpOBaHHE JIONKROH AHEBPHIMEL, 2 TAKKE OPYTHE Ner-
KHE WIH TAXSINE OCTOXKHEHHA, CBA3aHHbIC ¢ aHrHorpadueit cocyaos ro-
JIOBHOTO MO3Ia.

- Patients with angiographic evidence of carotid dissection.

Adverse reactions and events

Possible complications include: air embolism, hematoma or hemorrhage at
puncture site, infection, distal embolization, new territory embolization,
vascular spasm, neurological deterioration including stroke and death,
thrombosis, dissection or perforation, device malfunction or fracture, vas-
cular occlusion, ischemia, intracranial hemorrhage, pseudoaneurysm for-
mation, or other minor or major complications related to cerebral angi-
ography.

HHOOPMAIMA O NOTEHLHAJILHBIX MTOTPERUTERAX MH
H YKA3AHNA IO HCNOJIb30BAHHIO
Va3anus 00 HCNoAL30BAHNNI0

Hanenue ucnonssyeTca 8o BHyTpeHHel cpeae OprannIMa.
Tabnuua 1 - YCIoBHA IKCIUTYaTALIHE

YeRonns IXCHAYATANNE

Temneparypa ot +32°C no +42°C
BnaxuocTb 100%

JaBnetue 700-1060 rlla

NoTenunansnbie norpeburensn MH

VerpoitcTBo ana BHYTpHCOCYANCTOH TpoMGakromnn EmboTrap nomkHo

IPHMEHATHCA ¢ COOMIOACHHEM MPABHA K MEP NMPCAOCTOPOXKHOCTH, yKa3aH-

HBIX B SKCIUTYaTAUMOHHON AOKYMCHTaUHH.

K ucnons3osanuio YCTpoiicTsa Q0mycKaloTcs TONBKO BPaTH, ofnanaioume

Hamnexameli xpannpuxaumeii B obnacT HelpOHHTEPBEHLIMOHHOI KaTe-
T ¥ JCYEHUA MIEMHYECKOr0 HHCYILTA.

INFORMATION ON POTENTIAL USERS OF MD AND DIREC-
TIONS FOR USE

Directions for use
The device is used in the internal environment of the body.
Table 1 - Environmental conditions

Environmentsal conditions

Temperature +32°C to +42°C

Humidity 100%

Pressure 700-1060 hPa
Potential users of MD

EmboTrap Revascularization Device must be used in compliance of the
rules and precautions notified in the Instructions for Use.

The Device should only be used by physicians trained in neurointerven-
tional catheterization and the treatment of ischemic stroke.
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Y KazaHne BO3MOXXHOCTU M 0CO6EHHOCTEN NPUMEHEHNA MEANLIMHCKOTO
n3gennsa 4na Ngen ¢ UMNNaHTUPYEMbIMU B OPraHn3M 4YesoBeka me-
AVLNHCKUMN N30eNNAMN, 6EPEMEHHbIX XXEHLLWH, XEHLLINH B Nepuoj
rpyLHOro BCKapM/INMBaHUA, feTel, B3POC/bIX, UMelLWNX XPOHUYECKNe
3aboneBaHuns

Y CTpPOWCTBO AN BHYTpMUcocyanucTtoin Tpom63iCrommm EmboTrap He 6bIfo
cneumanbHO OLEHEHO B MPUMEHEHUN Y NOAEA C UMNNAHTUPOBAHHbLIMU Me-
AULMHCKUMUN M3LeNnsaMU, 6epeMeHHbIX N KOPMALLMX XKEHLWMWH, feTel, a
TaKXXe B3pOC/bIX C XPOHUYECKUMU 3a60/1€BaHNAMMN.

YCTPOICTBO AN18 BHYTPUCOCYAUCTON TpoM63KTOMUMM EmboTrap He umeeT
KakKnx-nnbo 0CoO6eHHOCTEN OTHOCUTENbHO BblleyKa3aHHbIX rpynn nawuu-
eHTOB. [laHHble 0 6e30nacHOCTU MAN 3HEKTUBHOCTU Y CTPOCTBa ANS
BHYTpUCOCYAUCTOW TpoM6G3IKTOMUM EmboTrap y 6epemMeHHbIX U KOpMSA-
WMX XEHLWMNH UK AeTein orpaHnYeHbl AN OTCYTCTBYHOT.

Pucku, cBsizaHHble C B3anmogenicTauem mexay EmboTrap n paHee ycTa-
HOB/IEHHbIMW COCYAMUCTbIMU CTEHTaMW (MMMNAHTUPYEMbIMU MeLULNH-
CKUMU M3Lennsmmn) 6bin pacCMOTPEHbI NPU aHann3e pUCKOB YCTPOICTBa
M COOTBETCTBYHOLWME NPefyNpexaeHuns / Mepbl NPefoCTOPOXHOCTA Npu-
BOAATCA B MapKMPOBKe.
OMNCAHVNE OCHOBHbIX ®YHKLUWNOHAJ/IbHbIX 3NEMEH-
TOB MW N MPUHLUWMbI AEMCTBUA

O6uwee onncaHue (PYHKUMOHaNbHbLIX 3fieMeHToB MW 1 npuHynnol
JencTBUSA

YCTpPONCTBO NpeAcTaBnseT co60iM TPeXMepPHYH HUTUHOIOBYO CTEHTOMO-
AO6GHYI KOHCTPYKLMIO, PaCMoNOXEHHYI Ha AUCTaNbHOM KOHLLe B Te(h10H-
HOM 060/7104Ke KOHMYECKOr0 HUTWHOMOBOrO wadTa (CTEPXKHA). YCTpOu-
CTBO NpefBapuTeNbHO YCTaHOB/IEHO B MHCTPYMEHT 418 BBedeHus (ganee
TaKXe - UHTPOAbOCep). Y CTPOMNCTBO A1 BHYTPUCOCYLMUCTON TPOMOIKTO-
mMun EmboTrap nocTaBnseTcs CTepuAbHbIM U NpefHa3HayYeHo Ana ogHopa-
30BOr0 Mcnonb3oBaHua. K MCNonb30BaHUIO YCTPONCTBA A0OMYyCKatoTCs
TONbKO Bpauu, ob6najaroline Hagnexallein Keanugukaunein B obnactu
HePOUHTEPBEHLMOHHOW KaTeTepm3aLnum n fevyeHns UWEMUYECKOro WH-
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Indication of possibilities and features of medical device use in people
with implanted medical devices, pregnant women, breastfeeding
women, children, adults with chronic diseases

EmboTrap has not been evaluated for use in people with implanted medical
devices, pregnant women, breastfeeding women, children, or adults with
chronic diseases.

EmboTrap does not have any special features intended for these specific
patient populations. There is limited or no data on the safety or performance
of EmboTrap in pregnant women, breastfeeding women, or children.
Risks associated with interactions between EmboTrap and previously
stented vessels (existing implanted Med Device) has been considered in the
device risk assessments and appropriate warnings / precautions are pro-
vided in the labeling.

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of op-
eration

The Device comprises of a retrievable, self-expanding Nitinol shaped sec-
tion mounted on the distal end ofa PTFE-coated, tapered Nitinol shaft. The
Device is supplied pre-loaded within an Insertion Tool.

It is designed to restore blood flow in the neurovasculature by removing
thrombus in patients experiencing ischemic stroke. The EmboTrap Revas-
cularization Device is supplied sterile and is intended for single-use only
by physicians trained in neuro-interventional catheterization and the treat-
ment of ischemic stroke.

Method of use (Instructions)



NH®OPMALWA O MPOBEAEHWW MPOLIEAYPHI

YCTpoiCcTBO BBOAMTCA IHAOBACKYNAPHO MOJ PEHTrEHOCKOMUYECKMM KOH-
TPO/ieM —TaK Xe, KaK 1 pyrvue HelpoBacKy/nspHble CUCTeMbl ANS yaane-
HUA TpoM6OB. Bpayam pekoMeHayeTcs nofbupatb Y CTpoiicTBa Hanbonee
Nnoaxoasllero pasmepa 415 0X1AaemMon AIVHbI U PacnofioXeHUs yyacTka
OKK/103MMN B COCYANCTOM pyclie, B COOTBETCTBUM C MH(hOpPMaLMeld, npuse-
NEHHO B Tabnuue 2.

PekomeHAyeTCA MCMNOMb30BaTb aHTMArperaHTHbie U aHTUKOAry/nsHTHble
npenapartbl N0 YCMOTPEHUIO Bpaya, NPoBOAALLEr0 Onepauuio.

MoagrotoBka n goctaBka

1) Ncnonb3ys cTaHA4apTHbIe MHTEPBEHUWOHHbIe MEeTOAbl, Nony4ynTe [0-
CTYyN K apTepnanbHO CUCTEME M aHTMorpagmMyecky onpeaennTe MecTo-
MONOXKEHWE OKK/O3UN.

2) MpoBefnTe COOTBETCTBYIOLWMI MNPOBOAHWKOBLIVA KaTeTep, WHTPOAb-
tocep MAM 6annoHHbIA NPOBOAHMKOBBIN KaTeTep Kak MOXHO 6aumxe K
MecTy OKKM3uu. [lMofcoeanHUTe pPOTALMOHHbLIA remMoCcTaTuyecKuii
KnanaH (cMm. pasgen «B0o3MOXHOCTb ¥ MeTOAblI MHTErpauum ¢ gpyrumu
MEeANUNHCKUMUN M3LENUSAMMU») K NPOKCUMAaNbHOMY KOHLY 3TOro Karte-
Tepa, a 3aTeM MOAKIYNTE ero K CUCTEME HEeNpepbIBHOM NMPOMbIBKMW.
MpumeyaHne: B 3aBUCUMOCTU OT M3BUTOCTM U (MAN) PACNONOXKEHUA
yyacTKa OKK/IH03MMN MOXXHO pacCMOTPeTb Liesiecoobpa3HOCTb UCNO/b30-
BaHMSA NPOMEXYTOYHOrO KaTteTepa 419 AONOAHUTENbHON NOAAEPXKKN U
obneryeHuns npouecca U3BneveHns

3) BbibepuTe cOOTBETCTBYHOLW WA MUKpOKaTeTep (CcMm. pasgen «Bo3mox-
HOCTb U MeTOAbl MHTErpauuu ¢ ApYruMu MeguLMHCKUMUN N3AENNAMI»).
MoacoefnMHNTE POTALMOHHbLIA FemocTaTUYeCKUin KnanaH K MPOKCU-
ManbHOMY KOHLY MWKpOKaTeTepa, a 3aTeM NOAKNOYNTE €ro K cucteme
HenpepbIBHOW NPOMbIBKMU.

4) Vicnonb3ys cTaHAapTHble MeTOAbl KaTeTepusaluu N peHTreHocKonuye-
CKOT0 KOHTPO/A, C MOMOLLbI MOAXOAALLEr0 NPOBOAHMKA (CM. pasgen
«B0O3MOXHOCTb U METOAbl MHTErpayumn ¢ ApYruMu MeguLUHCKUMU n3-

ra"BBeAnNTE MUKPOKaTETEpP TaKuM 06pa3om, YTOObl OH AOCTUT
3TOM AUCTaNbHbIA KOHEL, MUKpOKaTeTepa
OTHOCUTE/IbHO OKK/HO3NN.
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PROCEDURAL INFORMATION:

The Device is delivered endovascularly under fluoroscopic guidance in a
similar manner to that of other neurovascular clot-retrieval systems. Physi-
cians are advised to select devices which are appropriately sized for the
estimated occlusion length and location in the vasculature in accordance
with the information presented in Table 2.

The use of antiplatelet and anticoagulation agents is recommended at the
discretion of the treating physician.

Preparation & Delivery:

1 Using standard interventional techniques, access the arterial system
and using angiography, determine the location ofthe occluded ves-
sel.

2. Advance an appropriate Guide Catheter, Sheath or Balloon Guide
Catheter as close to the occlusion site as possible. Connect a rotat-
ing hemostasis valve (RHV - see section «The possibility and ways
of integrating with other medical devices») to the proximal end of
this catheter and connect to a continuous flush system.

Note: Depending on tortuosity and/or occlusion location the use of an
Intermediate Catheter may be considered to provide additional support
for ease of retrieval.

3. Select an appropriate microcatheter (see section «The possibility
and ways of integrating with other medical devices»). Connect an
RHV to the proximal end ofthe microcatheter and connect to a con-
tinuous flush system.

4. With the aid of a suitable guidewire (see section «The possibility
and ways of integrating with other medical devices»), and using
standard catheterization techniques and fluoroscopic guidance, ad-
vance the microcatheter up to and across the occlusion so that the
distal end of the microcatheter is positioned distal to the occlusion.

5. Remove the guidewire from the microcatheter and, if desired, gen-
tly infuse contrast media through the microcatheter to visualize the
distal end of the occlusion.



5) N3BneknTe NPOBOAHMUK U3 MUKpOKaTeTepa v Npu HEO6XOANMOCTHU aKKy-
paTHO MojainTe KOHTPaCcTHOEe CPeACTBO Yepe3 MUKpOKaTeTep, YTOObI BU-
3yann3npoBaTb AUCTaNbHbIA KOHEL, OKKNHO3WN.

6) M13BneknTe 13 ynakoBKWN WHCTPYMEHT ANS BBEAEHNSA C NpeABapuTebHO
YCTaHOB/IEHHbIM Y CTPOKCTBOM. Mpn 3TOM cobntofariTe 0CTOPOXKHOCTb,
uTO6bl M36€XaTb CNYYanHOro BTATMBAHUA WAWN Bbl4BMXEHUA Y CTPOWA-
CTBa U3 UHCTPYMEHTA /15 BBELEHUS.

7) MNpopeHbTe AMCTaNbHbIA KOHEL, MUHCTPYMeHTa 18 BBeAEHMS Yepes po-
TaLWOHHbIA reMOCTaTUYECKUIA KnanaH MUKpokKateTepa W MOAOXAUTE,
MoKa XWAKOCTb He HayHeT BbICTyNaTb Ha MPOKCUMa/ibHOM KOHLE WH-
CTPYMeHTa AN BBeAeHMs. 3To 6y[eT yKasbiBaTb Ha BbIMONHEHUE [0-
CTaTOYHOM MPOMBIBKM YcTpoicTBa. lMpoasurarite WHCTPYMEHT ANA
BBEJEHMUSA, MOKa OH MOMHOCTbLIO HE BOWAET B afantep MUKpoKaTeTepa.
MONHOCTLIO 3aTAHUTE POTALMOHHbIA reMOCTaTUYECKUIA KnanaH, 4Toobl
3auKcMpoBaTb MHCTPYMEHT A1 BBELEHUS.

8) Yb6eanTech, UTO UHCTPYMEHT A/11 BBEAEHMWS MOMHOCTbIO BOLIEN B ajan-
Tep poTaLMOHHOro reMoCTaTUYeCKOoro KianaHa, npexae Yem npogos-
XaTb NpofBuraTtb YCTpPoicTBO Bnepes. MNMpoasuraiite Y CTpPOWCTBO Bre-
pej, Noka ero CTepXXeHb He BOMAET B MUKPOKaTeTep N0 MeHbLUEN Mepe
Ha MOMOBMHY CBOEW ANUHbLI, MOCME Yero MHCTPYMEHT 415 BBEAEHMS
MOXHO U3B/eYb.

9) He yTunnsupyinTte UHCTPYMEHT AN11 BBE€HUS, TaK KaK OH elle NoHafo-
6uTcs, ecnn B Xo4e Mpoueaypbl NOTPebytoTCA LONONHUTENbHbIE NPO-
X0fbl YCTpoWicTBa.

PasmelyeHmne N packpbiTue

1) MpopomkariTe npoABUratb YCTPOWCTBO BNepes, MOKa AUCTaNbHbIl
PEHTIFeHOKOHTPACTHbI HaKOHEYHWK YCTPOWCTBa He AOCTUTHET [Au-
CTanbHON 0bnactM MuKpokaTeTepa. CneauTte 3a TeM, YTOObI AUCTaNb-

HbIl HAKOHEUYHWUK Y CTPOICTBA He BbILWEN U3 MUKPOKaTeTepa.
MpumeyaHue, Ha NpoKCUManbHOM YacTu CTEPXKHA Y CTPOCTBa pacno-
NOXEeHbl fBe cepebpsiHble MapKepHble MOM0CbI, KOTOpPble MO3BOMAT
13MpoBaTb PEHTFEHOBCKYID  3KCMNO3WLWIO MpU  BBEAEHWUU
» €CNIN NCMONb3YeTCA CTaHAAPTHBIA MUKpOKaTe-
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6. Remove the Insertion Tool with the preloaded Device from the
packaging hoop, taking care not to accidentally retract or advance
the Device from the Insertion Tool while doing so.

7. Insert the distal end of the Insertion Tool through the RHV of the
microcatheter and wait until fluid is seen exiting the proximal end
of the Insertion Tool, confirming that the Device is flushed. Ad-
vance the Insertion Tool until it is fully seated in the hub of the
microcatheter. Fully tighten the RHV to hold the Insertion Tool se-
curely in position.

8. Confirm that the Insertion Tool is fully seated in the hub ofthe RHV
before proceeding to advance the Device. Advance the Device until
at least half of the shaft length has been inserted into the microcath-
eter, at which point the Insertion Tool may be removed.

9. Do not discard the Insertion Tool as it will be needed if additional
device passes are required during the procedure.

Positioning and Deployment;

1. Continue to advance the Device until the distal radiopaque tip ofthe
Device approaches the distal region of the microcatheter. Care
should be taken not to advance the distal tip of the Device out ofthe
microcatheter.

Note: There are two silver bands positioned on the proximal portion of
the Device shaft to assist in minimizing the amount of fluoroscopic ex-
posure required during Device insertion. For example, if using a stand-
ard microcatheter (working length of 155cm and a 7cm RHV), then
when the first silver band on the shaft approaches the RHV, the Device
tip will be approximately 5cm to 8cm from the distal end of the micro-
catheter (when using the longest or shortest models, respectively). When
the second silver band on the Device shaft approaches the RHV the De-
vice tip will be nearing the distal end of the microcatheter.

2. Advance the Device in the microcatheter and position the EM-
BOTRAP 111 such that the clot lies within the working length of the
device, i.e. between the most proximal and most distal radiopaque
markers.



2)

3)

4)

5)

Tep (paboueit gnmHoW 155 cm NAC 7 CM Ha yvyacTKe pOTaLMOHHOrO re-
MOCTaTMYeCKOro KnanaHa), TO Korfa nepas cepebpsHas nonoca Ha
CTEPXXHE JOCTUIHET POTaLMOHHOIO reMocTaTM4YecKoro KnanaHa, Hako-
HeYHMK Y CcTpoiicTBa 6yaeT pacnonoXeH Ha NPUMEPHOM pacCcTosHUN OT
500 8 cM OT AMCTaNbHOIO0 KOHLA MUKpOKaTeTepa (Npy MCNONb30BaHUN
YcTpoicTBa caMoro KOpoTKOro 1 camoro /IMHHOro pasmepa, COOTBET-
CTBEHHO). Koraa BTOpas cepebpsiHasd nmonoca Ha CTEPXHe YCTpoicTea
JOCTUTHET POTALMOHHOIO reMOCTaTMYeCKOro KnanaHa, HakKOHeYHWK
YcTpoiicTBa 6yaeT pacnonoxeH B6/M3N ANCTaIbHOTO KOHLA MUKPOKa-
TeTepa.

MpoBeanTe YCTPOWCTBO Bhnepes N0 MUKPOKATETEPY W PacrnonoXuTe
EmboTrap Il Takum obpasom, 4To6bl TPpOMO pasmeLancs B npegenax
paboyeil ANMHLI YCTPOMCTBA, T. €. MEXAY CaMbiM MPOKCUMAaNbHbIM U
CamMbIM AWUCTaNbHbIM PEHTFEHOKOHTPACTHbLIM MapKepoMm.

Mo BO3MOXHOCTY (U, €CNN 3TO YMECTHO) pacnonoXxuTe Y CTPOCTBO Ta-
KUM 06pa3om, 4ToObl NPOKCUMaNbHbIE PEHTITEHOKOHTPACTHbIE MapKepbl
NOpaBHAMNCL C NPOKCMManbHbIM Kpaem Tpomba (puc. 3).

eMocoHtpacn«®

TIpOSiCMMabI"BS PEHTTEHOCCHTPACTHAS ancrarwMiwo»**»»

Pwnwoixfipach%«

PHAT*a0M<TERCTY

PucyHok 3

Y oepXxunBas HeEMOABMKHO CTepXKEHb Y CTPOICTBa, 0TBEANTE Ha3as MUK-
pokaTeTep, YTo6bl PaCKpbITb ¥ CTPOWCTBO B TpPOMOGE. Y CTPOICTBO ByaeT
MONHOCTbIO PACKPbITO, KOrfa AUCTaNbHbI HAKOHEYHUK MUKpOKaTeTepa
OyaeT oTBeAeH Ha3ag B MOM0XKEHME Haf NPOKCUMaIbHOW PEHTIEHOKOH-
TPaCTHOW cnupanblo Y CTpoiicTBa.

Mepen wn3BnevyeHWeM YCTPOMNCTBA MOXHO MNOAOXKAATb 3—5 MUHYT,
4yTOo6bI OHO Hajg/exalm 06pasom 3aKpenuaoch B TpoMbe.

13BneyeHne
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3. Where possible, and if appropriate, position the Device proximally
such that the proximal radiopaque markers align with the proximal
margin of the clot (Figl#ééej 3).

Figure 3
4. While stabilizing the Device shaft, retract the microcatheter to de-
ploy the Device within the clot. The Device will be fully deployed
once the distal tip of the microcatheter has been retracted to a posi-
tion over the proximal radiopaque coil ofthe Device.
5. The Device may be left to embed within the clot for 3-5 minutes
prior to withdrawal.

Retrieval:

1 Optimum control of the Device and microcatheter relative positions
during retrieval may be achieved by advancing a torque device over
the Device shaft and tightening it against the microcatheter RHV.

2. Ifusing a balloon guide catheter inflate the balloon to occlude the
vessel as per the balloon guide catheter IFU.

3. Withdraw the Device and microcatheter slowly and carefully as a
unit to the guide catheter tip while aspirating through the guide cath-
eter with a syringe.

4. As the device reaches the guide catheter apply vigorous aspiration,
withdraw the Device and microcatheter into the guide catheter and
continue to aspirate until the Device reaches the proximal RHV.

Note: If withdrawal into the guide catheter is difficult (as may be the

case with a large clot burden) then deflate the balloon (if applicable) and

withdraw the guide, microcatheter and Device together through the in-
troducer sheath.

5. Disconnect the RHV from the guide catheter and remove the De-
vice, microcatheter and RHV together from the guide catheter

6. Use a syringe to further aspirate the guide catheter to ensure it is
clear of any thrombus material.



1) ns ontuMansHo# peryIMpoBKKH OTHOCHTENIBHBIX IIOJIOKEHHI Y CTPOii-
CTBA U MHKPOKATETCPa BO BpeMA M3B/ICYEHUS MOXHO HAZeTh Bpama-
TEJIbHOE MPHCTIOCODIICHAE Ha CTEPXEHD Y CTpoiicTBA B 3aTAHYTH €O Ha
POTARHOHHOM I'eMOCTATHIECKOM KJIaNaHe MHKPOKATETepa.

2) Ilpr ucnons3oBaHWA OAUTOHHOrO TMPOBOAHMKOBOYO KATETEpa HakKa-
yaitTe GanNoH AN NEPEKPHITHA COCYAA, KAK ONHCAHO B HHCTPYKLIAHM N0
NpHMEHEHHIO 6aLIOHHOrO NMPOBOAHUKOBOTO KATETEPaA.

3) MeIeHHO H OCTOPOXHO BTATHBAHYE YCTPOHCTBO H MHKPOKATETED KaK
eAMHOe LeNoe B NPOBOAHHMKOBHIN KATETEp, OMHOBPEMEHHO BHIMOMHAL
ACTTHPAUMIO MPOBOAHHKOBOIO KATETEpa C MOMOUIBbIO INpHLA.

4) TTocne poCTHAKEHHS Y CTPOHCTBOM NMPOBOAHHKOBONO KATCTECpa HAYRUTS

HMHTEHCHBHYIO aClIPalKIO, BTArHBATE YCTPOHCTBO # MHKPOKATETED B
NPOBOAHMKOBEIN KareTep H MPOROKAHTE ACTIHPALHIO 10 AOCTHIKCHHA
YerpolictBoM npokcHManbHON HacTH POTaLHOHHOIC IeMOCTAaTHuE-
CKOTO K/Ianana.
IIpumeuanue. Ecnv npu BTATHRAHKH B NPOBOAKUKOBLIA KareTep BO3-
HMKAKOT CMOXHOCTH (ITO BO3MOXKHO IPH 38XBaTe KPymHoro Tpom6a),
cayiiTe 6amnoH (ec/m OH HCTIONB3YETCA) H HIBICKHTC HANPABIAIONIMH
KareTep, MHKpOKaTeTep H YerpolicTo Kak eIHHOE LEN0e Yepes HHTPO-
Abiocep.

5) OrcoenunuTe pOTAUMOHHK{ NeMOCTATHUCCKHHA KNanaH Ot Hanpasiio-
[IEro KaTerepa H H3BNEKHTE Y CTPOHCTBO, MUKPOKATETEP H POTALHOH-
HEI PeMOCTATHMCCKHIH KialaH KaK eMHOC LICN0e H3 MPOBOAHHKOBOIO
KaTeTepa.

6) C nmoMOIBIO MMNPHIA BHINOMHUTE NOMONHHTENBHYIO ACTIHDAUHIO H3
NPOBOZHHKOBOrO KATETEpa, HTOOL! oOecreuMTs NONHOE YAaneHHe
OCTATKOB MaTepHana TpoMba.

VYaanenne TpomMba R HOAMOTOBKR K RONOIHHTEABHLIM NPOXOAAM:
¢ Jlannoe YcTpofiCTBO MOXET ObITH HCMOIB3OBAHO IS OCYLUCCTBACHHA
MAaKCHMYM TpeX MONKTOK yhaneHus Tpomba.
T~ ueolGXOAHMO BBECTH YCTPOHCTBO NOBTOPHO, OCTOPOXKHO YAANHTE
vy TPOMOOTHYUECKY!I0 MacCy € NOMOLIbIO
~mecxOMO  PACTBOPa,  AKKypaTHO
= =enav, qTO0B YOANHTD
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Thrombus Removal and Preparation For Additional Passes:

* The Device may be used for up to three retrieval attempts.

« If an additional pass is to be made with the Device then carefully remove
any captured thrombus from the Device using heparinized saline, rubbing
gently from proximal to distal until all residual thrombus material is re-
moved. Inspect the Device carefully and if any damage or deformity is ob-
served do not use the Device — instead use a new EMBOTRAP III Revas-
cularization Device for any subsequent passes. If using the same Device,
replace the Insertion Tool onto the proximal shaft and retract the Device
into the Insertion Tool until it is fully resheathed. Do not retract the device
into the Insertion Tool against significant resistance —ascertain the cause of
the resistance and if required use a new device for any subsequent passes.
» Do not attempt more than three retrieval attempts in one vessel.




BCE OCTaTKM TPOMOOTMYECKOro MaTtepuana. TuiateslbHO OCMOTpUTe
YcTpoiictBo. [lpyu 06HapyXeHUM MOBpeXAeHUs unu pedopmaymm
JanbHellwee MCMNonb3oBaHMe Y CTpoKCTBa 3anpewaetca. B atom cnydae
nocnegyrouine BBeLEHUA HYXXHO OCYLEeCTBAATb C MOMOLLbD HOBOrO
YcTpoiictBa ana pesackynapusauum EmboTrap Il Mpu noBTOpHOM
MCMNONb30BaHUM TOFO >e YCTPOWCTBa YCTAHOBUTE WHCTPYMEHT AN14
BBELEHNS Ha MPOKCMMaSIbHbIA KOHeL, CTEPXHS W MONHOCTbIO BTAHUTE
YCTPOINCTBO B UHCTPYMEHT ANS BBeAeHUs. He BTArnBainTe Y CTpPOWCTBO B
WHCTPYMEHT AN  BBEAEHWA, €eCNuM  OllylwaeTca  CyLWeCcTBEHHOe
COMPOTMB/IEHNE. Y CTAHOBUTE TMPUUYMHY  COMPOTUBAEHUS WU NpK
HeobX04UMOCTM UCNOb3YINTe HOBOE Y CTPOMCTBO AN5 BCEX MOCNeAYOLLNX
NMPOX0A0B.

* He npeanpuHumarite 60nee Tpex NonbITOK yaaneHus Tpomba n3 o4HOro
M TOrO Xe cocyfa

BO3MOXHOCTb ¥ METOAblI MHTErpauum ¢ LPYyruMm MeguLUNHCKUMUN N3-
AennsMm
MpuMeyaHue: MOTYT UCNOMb30BAaTbLCS APYTe MeAULUHCKNE U3ae-ns Nto-
60ro Npov3BOANTENS YAO0BNETBOPAOLLME YCNOBUAM OMU-CAHHbIM B AaH-
HOM pasgene.
MuKpoKkaTeTep: YCTpOMNCTBO CneAyeT BBOAUTL Yepe3 MUKpoKaTeTep C
BHYTpeHHMM gnameTpom (ID) 0,021 - 0,027 groiima.
BannoHHbIi NPOBOAHMKOBLIN KaTeTep / NPOBOAHWKOBLIA KaTeTep:
YCTPOIACTBO CNneayeT MCMONb30BaTb B COYETAHUM C HEMPOBACKYNAPHbIM
NPOBOAHWKOM WX HENpOBaCKYNAPHbIM WMHTPOAbHOCEPOM. BblOpaHHbIl
NMPOBOAHUK/MHTPOAbIOCEP AO/MKEH ObiTb COBMECTUM C BblGpPaHHbIM MUK-
poKaTeTepoMm.
[onoNHNTeNbHbIe NPUHALNEXKHOCTU. 15 MCNONb30BaHUS BO BPEMS Npo-
uensypbl MOryT 6bITh BblGpaHbl cnegyrowme nsgenns. Cnegyet Ucnonb3o-
BaTb TO/IbKO BCMOMOraTeNbHble WU34enns, COBMECTUMble C BblGpPaHHOM
KOMOMHaUMein MMKpokaTeTepa M NPOBOAHWUKOBOIO KaTeTepa.
* MpoMeXyToUHbIA KaTeTep / ACNUPALNOHHbIA KaTeTep
 Bpauwatouniics remoctatnyecknin knanad (RHV)

[euya™e: BblibpaHHbIA RHYV gomkeH 6biTb NoAXoAdawmm ansa ncnosnb-

BBefdeHMns (MHTpoAablocepoM) EmboTrap I,
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The possibility and ways of integrating with other medical devices
Note: other medical devices of any manufacturer that meet the condi-
tions described in this section can be used.

Microcatheter: The Device should be introduced through a microcatheter
with an internal diameter (ID) 0f0.021”- 0.027".

Balloon Guide Catheter / Guide Catheter: The Device should be used in
conjunction with a Neurovascular Guide or Sheath. The guide/sheath cho-
sen is to be compatible with the selected microcatheter.

Additional Accessories'. The following devices may be selected for use dur-
ing the procedure. Only accessory devices which are compatible with the
selected microcatheter and guide catheter combination should be used.

* Intermediate Catheter / Aspiration Catheter

* Rotating Hemostasis Valve (RHV)

Note: RHV chosen should be appropriate for use with the EMBOTRAP IlI
Insertion Tool, i.e. the insertion tool is required to seat fully into the micro-
catheter hub and be secured firmly by the RHV. See Preparation and De-
livery for further information.



TO €CTh HHTPOALIOCEP AC/DKEH MONHOCTHIO NOMECTHTECE B Xa0 MAKpOKa-
terepa H OWTH HamexHO 3axpemnen xnanaHoM RHV. Honomwwrensuyio
HRGopMaIHIO CM. B paszene [loaroToska H AOCTaBKA.

croli TpomGakTomun EmboTrap III

(awameTp yeTpokicTa 6,5 MM, pabo-
Yas JUIHHA 45 MM)

BapuanTHl HCTIOJIHEHRS Variants
Howmep no xatanory Hanumenosanne MHA Catalogue Number MD name

ET-307-522 Yerpoficteo ams  BHyTpHcocyan- | ET-307-522 EmboTrap III Revascularization
croli Tpom6akxToMun EmboTrap 11 Device (diameter 5 mm, working
(mmametp ycrpoficTea 5 MM, pabo- length 22 mm)
qas JIHHA 22 MM)

ET-307-537 YerpoiictBo ama  BHytpHcocyam- | ET-307-537 EmboTrap III Revascularization
crofi TpomGakromuu EmboTrap 111 Device (diameter 5 mm, working
(anametp yctpodicTra 5 MM, paGo- length 37 mm)
yag gauHa 37 MM)

ET-307-645 Yerpodicto m1a  BHyTpHCOCYM- | ET-307-645 EmboTrap III Revascularization

Device (diameter 6,5 mm, working
length 45 mm)
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O6Las cxema
YcTpoiicTBo Ans BHYTPWUCOCYMUCTOM TPOMG3IKTOMUK
EmboTrap Il (gnameTp ycTpoiicTBa 5 MM, paboyas ganmHa 22 Mm)

Proximal
Radiopaque Coil

PTFE-Coated Nitinol Shaft w/PEBAXJacket
Proximal Radiopaque Coil
2 x Proximal Markers
8 XBody Markers (4 per segjneni)
3 x Distal Markers
Distal Radiopaque Caoil
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General scheme
EmboTrap Il Revascularization Device (diameter 5 mm, working length 22
mm)

3 X Distal
Markan
Distal
Radiopaque Coil

[ — - >
8 XBody Markers |

I (4 per segrerl) |

LadT 13 HUTUHONA C NOKPbITUEM M3 MTP I 1 060104KOI N3 Pebax
lMpokcumanbHas pagnoKoHTpacTHas cnupasib
2 NPOKCMManbHbIX Mapkepa
8 CTPYKTYpHbIX Mapkepa (4 Ha CerMeHT)
3 AMCTanbHbIX MapKepa
AvcTanbHaa peHTreHoOKOHTpaTHaa cnupaib



YCTpOiicTBO A BHYTPMCOCYANCTON TPOMO3KTOMUM  EmboTrap 111 Revascularization Device (diameter 5 mm, working length
EmboTrap Il (quameTp ycTpoiicTBa 5 MM, paboyasi AnvHa 37 M) 37 mm)

3 XDistal
Markers

Distal
Radiopaque Coil

Proxim«l
Radiopaque CblL

16 X Body Markers
(4 ppf spgmpfit)

PTFE Coated NItInoi
Shaft w/PEBAX Jacket

PTFE-Coated Nitinol Shaft w/PEBAXJacket
Proximal Radiopaque Coil
2 x Proximal Markers
16 XBody Markers (4 per segment)
3 X Distal Markers
Distal Radiopaque Coil

M BT M3 HUTMHONA C NOKPbITUEM 13 MTP3I n o6onouKol M3 Pebax
MpokcumanbHas pafgMoKOHTpacTHasA cnupasb
2 NPOKCMManbHbIX Mapkepa
16 CTPYKTYPHbIX MapKepoB (4 Ha CErMeHT)
3 AMcTanbHbIX Mapkepa
AncTanbHas peHTreHOKOHTpaTHas cnupab

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



YCTpoiicTBO ana BHYTPMCOCYANCTOV TPOMOIKTOMUM  EmboTrap |11 Revascularization Device (diameter 6,5 mm, working length

EmboTrap Il (gnametp ycTpoictea 6,5 MM, paboyas g/imHa 45 Mm) 45 mm)
- Qv
I"iopagtM Cotl
PTFE-Coated Nitinol Shaft w/PEBAX Jacket LLlachT 13 HUTUHONA C MOKPbITHEM U3 MTP I 1 060104KOI U3 Pebax

Proximal R_adlopaque Coil MpoKcuManbHas pagnoKoHTpacTHas Cnvpab

2 x Proximal Markers 2 NPOKCKMaNbHbIX MapKepa
16 x Body Ma_rkers (4 per segment) 16 CTPYKTYPHbIX MapKepoB (4 Ha CErMeHT)
_3 X D'Sta_‘l Markers _ 3 AUCTanbHbIX MapKepa

Distal Radiopaque Coil AncTanbHas peHTreHOKOHTpaTHas cnupab
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| Texnuueckme xapAKTEPHCTHKN | Technical specifications

NP {4) D

WX \K Jat PSS
\ ! .. P4

1 - BHyTpcunnit xanan / inner channel
2 - npokcHMaNbHbie Mapkep / proximal markers
3 - sHemnan kamepa / outer cage
4 - cTpyxTypHbic Mapkepsl / body markers
$- micransibie Mapkeph / distal markers
6 — aucranbHas ceTxa / distal mesh

JlonyCTHMB OTKIOHEHHA XapaKTepUCTHK B npeaenax £10%, ecan ue ykasaHo uHoe
The tolerance is £10% for all values, unless otherwise specified

Tabnuua 2 - OCHOBHble TEXHUYECKUE XapaKTepUCTUKKN MeguumnHckoro nigenus / Table 2 - The main technical characteristics of medical device

XapaKTrepucTnKa / Characteristic ET307522 ET307537 ET307645
[vameTp BHeLLHen kamepbl (A), MM 4553 4553 6-6.8
Outer Cage Diameter (A), mm o o '
[nanasoH gnameTpoB BHYTPEHHEro KaHana, MM 10-15 10-15 1,0-15
Range of Inner Channel Diameters, mm
Pabouas gnka (B), uw 22425 37425 45 42,5
Working Length (B), mm
[nvHa BHelHel kamepbl (C), MM 34 49 57
Outer Cage Length fC), mm
O6wwas gnmHa (D), Mm 1937+8 1953+8 1961+8
Overall Length fD), mm N N -
[.IMHa PEHTreHOKOHTPACTHOrO HaKOHeYHWKa (E), Mm 42404 42404 42404
Lenoth IE), mm
cnupant (F), wm 20,042,0 20,042,0 20,042,0
14
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X«pxrepHcTioai/ Characteristic

[vana3oH npegnonaraembix AUaMeTpoB NPOCBETa Cocyaa, MM
Range of supposed blood vessel lumen diameters, mm
MonoXeHne AMCTaNbHON MHANKATOPHOA NOMOCHI, MM
Distal Indicator Band Position, mm

MonoXeHne NPOKCUMaIbHOW MHAMKATOPHOW MOAOCHI, MM
Proximal Indicator Band Position, mm

Macca, r

Weight, g

BHewwHWIA gnameTp CTepXKHA, NOKPbITOro MT®3, Mm
PTFE Coated Shaft Outer Diameter, mm
CxxumaemocTb

Foreshortening

Ko/M4ecTBO peHTreHOKOHTPaCTHbIX MapKepoB
Ouantity of Radiopaque Markers

IMpoKcMManbHble

Proximal

JuncTtanbHoble

Distal

CTpyKTYpHbIe

Body

OnnHa, mm

Length, mm

BHYTpeHHUIA AnameTp, MM
Inner Diameter, mm
BHewwHuiA gnameTp, MM
Outer Diameter, mm
Macca, r

Weight, g

ET307522
1,5-5,0

1540+20
1600+20
2,39
0,470+0,013

< 20%

2
3

8

ET307537
1,550

1560+20
162020

2,43

16

WHTpoabrocep (MHCTPYMEHT AN1A BBELEHWSA)
Insertion Tool

410+10

0.635+0.0508
1.143+0.0508

0,63+10%

ET307645
1,5-6,5

1570420
1630+20

2,44

16

INprmeYdaHne: NoNoXEeHUs NOMOCHI MHAMKATOPA U3MePATCA OT AUCTAaNIbHOMO Kpas VIH,D,VIKaTODHOf/‘I nonocb! A0 ANCTa/IbHOIo HakKOHEYHWKa U3aennsd, Korga n3genne Haxoantca

B CBEPHYTOM BULE.

The indicator band positions are measured from the distal margin of the indicator band to the distal tip of the device while the device is in the collapsed configuration.

bHUNE = atitpma TirwD
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LisT and description OF MD MATERIALS



Tun KOHTaKTa MeAULUMHCKOro n3genns: KpaTKoBPEMEHHbIA KOHTAKT C LUPKY-
NPYHOLLERA KPOBbHO (<24 YacoB)

LLlagT n3roToBNeH U3 HUTMHOMA M NOKpbIT NMTP3I3 ¢ 060n04koin Pebax.
BHewHAs Kamepa M3roToBfieHa M3 HUTWHOMA W COLEPXMUT 30/10Tble Map-
Kepbl, BHYTPEHHWIA KaHan M3roTOBMEH U3 HUTUHOMA. [AucTanbHas U NPOKCU-
Ma/ibHble CMpann M3roToBNAEHbI U3 N1aTUHOBOrO cnfaBa. B kauecTse aare-
31Ba MCNONb3yeTCa KNeh Ana meguunHcknx nsgenuii Dymax MD. UHTpo-
[bHOCEP N3TOTOB/IEH U3 MONIMTETPAPTOPOITHNEHA

3. OMNPEAENEHNA OBO3SHAYEHWW, YKA3AHHbLIX HA MAP-

KNPOBKE
OcTopoxHo! O6paTuTech K MHCTPYKUUM NO Mpwu-
MEHEHUI0
3anpert Ha NOBTOPHOE NPUMEHEHNUE
m O6patnTechb K MHCTPYKLMKN MO MPUMEHEHWIO

STERILE EO CTepuinsaLmsa OKCUA0M 3TueHa

REF Howmep no katanory

MWUHVUManNbHbIA BHYTPEHHWIA AuameTp MUihoKaTe-
Tepa (ID)

I bepeyb OT BNaru

Min. Microcatheter ID
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Medical device contact type: Short-term contact with circulating blood (<24
hours).

The shaft is made of nitinol and coated with PTFE with a Pebax outer layer.
Platinum coils are made of platinum alloy. The outer chamber is made of
nitinol and contains gold markers, channel is made of nitinol. Dymax MD
adhesive for medical devices is used as an adhesive. The introducer is made
of polytetrafluoroethylene.

7. DEFINITIONS OF SYMBOLS USED ON THE LABEL

Warnings - see instructions for use

Use only once - Do not re-use

I See instructions for use

STERILE EO Sterilized using ethylene oxide

REF Catalogue Number

Min. Microcatheter O Minimum Microcatheter inner diameter (ID)

Keep dry
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212 |/Htpoastoccp 1

*Konnuectso nsgennii / ycTpoiicTs / cpefcTs / matepuasios / JOKYMEHTOB Mpu Mno-
CTaBke

MEPEYEHb MATEPUMANOB XWBOTHOIO U (UWNKN) YHENOBE-
YECKOIO NMPONCXOXAEHNA

HenpumeHnnmo. [laHHOe MefVLMHCKOE W3[eNine He COAEepXWUT maTepuasbl

YXUBOTHOIO 1 (M) YeNOBEYECKOTO MPOUCXOXKAEHNS.

MEPEYEHb TMPUMEHAEMbIX TPOUN3BOAWTEJ/IEM MEAUWNLWNH-

CKOIro n3genuna CTAHAOAPTOBU

MefuuMHCKUe n3fenns yLoBNeTBOPAKT TpeboBaHUAM CNeayowmnx cTaH-

paptoB: EN ISO 13485, EN ISO 14644-1, ISO 14644-2, ISO 14644-3, 1SO

14644-4, 1SO 14644-5, 1ISO 14698-1, ISO 14698-2, EN ISO 14971, ISO
11070, 1SO 11070:2014, BS EN ISO 10555-1, SO 10555-1, ISO 11607-1,
EN ISO 11607-1, ISO 11607-2, EN ISO 11607-2, EN I1SO 15223-1, EN
1041, 1SO 10993-1, EN ISO 10993-1, ISO 10993-4, EN ISO 10993-4, EN
ISO 10993-5, ISO 10993-7, EN ISO 10993-7, BS EN ISO 10993-10, BS EN
ISO 10993-11, EN ISO 10993-12, EN ISO 10993-18, ISO 11135, ISO
11135, EN ISO 11737-1, EN ISO 11737-2, IEC 62366-1, IEC 62366-1,

MEDDEYV 2.12/2, MEDDEV 2.7.1, EN 556-1.

MPEAYNPEXAEHNA N MEPbI MPEAOCTOPOXHOCTHU

* He ncnonb3yiiTe YCTPOMCTBO, €y NOBPEXAEH €ro CTepusbHbIA 6apbep vnm
BHELLHAS YNaKoBKa.

* He ucnonb3yiiTe YCTPOICTBO NOCANE AaTbl MCTEYEHUS CPOKA FOAHOCTY, YKa3aH-
HOW Ha 3TUKETKE.

* [Mpexpge yem Mcnosnb30BaTb YCTPOMCTBO, BHUMATE/IbHO OCMOTPUTE €ro /151 Bbl-
ABMIEHNA NOBPEXAEHWI. He ncnonb3yiTe YCTPOMCTBO, €C/IM OHO NOBPEXAEHO
NN NepeKpPyYEHO.

e He packpbliBaliTe YCTpPOIACTBO B COCyAax AMaMeTPOM MeHee 1,5 MMm.

* He packpbIBaiiTe Y CTPOMCTBO B NOPaXKEHHbIX yYacTKax cocy/a C KaibLmduka-
Limen.

* OueHKa MCronb30BaHWA CTEHT-PETPUBEPOB 4151 WU3B/IEYEHUS TPOMOOB, 00Y-
CNOB/EHHbIX aTePOCKIEPOTUYECKUM MOPaXKEHWEM, He MPOBOAMACH; B 3TOWA

ycTtporictea EmboTrap |1l B Takux nopakeHHbIX yyacT-

yaTeTep npun Hainymn 3Ha4UTENNbLHOIO
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21 PTFE Spiral Insertion Tool

Quantity of products / devices / means / materials / instruments during delivery

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials of animal and
/ or human origin.

LIST OF STANDARDS APPLIED BY THE MANU-FACTURER OF

MEDICAL DEVICE

The medical devices meet the requirements of the following standards: EN

ISO 13485, EN ISO 14644-1, ISO 14644-2, ISO 14644-3, 1ISO 14644-4, 1SO

14644-5, 1SO 14698-1, I1SO 14698-2, EN ISO 14971, ISO 11070, ISO

11070:2014, BSEN ISO 10555-1, SO 10555-1, ISO 11607-1, EN ISO 11607-

1, ISO 11607-2, EN ISO 11607-2, EN ISO 15223-1, EN 1041, 1SO 10993-1,

EN ISO 10993-1, ISO 10993-4, EN ISO 10993/71 EN ISO 10993-5, ISO

10993-7, EN ISO 10993-7, BS EN ISO 10993-10, BS EN I1SO 10993-11, EN

ISO 10993-12, ENISO 10993-18, ISO 11135, ISO 11135, EN ISO 11737-1,

EN ISO 11737-2, IEC 62366-1, IEC 62366-1, MEDDEV 2.12/2, MEDDEV

2.7.1, EN 556-1.

WARNINGS AND PRECAUTIONS

» Do not use the Device if the product sterilisation barrier or its packaging is com-
promised.

Do not use after the expiration date printed on the product label.

» Before use inspect the Device carefully for damage. Do not use a damaged or
kinked device.

» Do not deploy in vessels of less than 1.5mm diameter.

» Do not deploy in calcified lesions.

» The use of stent-retrievers in the removal of thrombus due to atherosclerotic le-
sions has not been evaluated and therefore the use of EMBOTRAP III in such
lesions is not recommended.

* Do not advance the Device through the microcatheter against significant re-
sistance.

» Do not torque or rotate the Device.

» Do not advance the Device after it has been deployed or partially deployed from
the microcatheter.



He BpalaiiTe YCTpPONCTBO BOKPYT €ro OCw.
He npoaBuraiite YCTPOCTBO Bneped, NOC/ie TOro Kak OHO 6bif10 MO/IHOCTLIO
WM YaCTUYHO PaCKPbITO B XOAE BbIABUKEHUSA U3 MUKPOKaTETEpa.
He oTTArmBaliTe YCTpOCTBO Ha3ad Npy HIMYMK 3HAYNTENIbHOrO CONPOTUB/E-
HuA. OnpegenuTe NPUYMHY CONPOTUB/IEHNS NOCPEACTBOM PEHTIEHOCKONWK, a
3aTeM npu Heob6XOAMMOCTM NPOABMHLTE MUKPOKaTeTep Bheped, YTOObI
YCTPOICTBO NOMHOCTHIO UK YaCTUYHO BOLL/IO B HErO; 3TO 06/1erumT 1U3Bneye-
HWe YcTpoiicTBa. MOBTOPHOE BBEEHME Y CTPOIACTBA C 3aXBaYeHHbLIM TPOMOOM
Ha3a/, B MUKpPOKaTETEP MOXKET NPMBECTY K MOTEPE TPOMOA 1 AUCTaNbHON 3M60-
nm3auuu.
[laHHOe YCTpoIACTBO NpeAHa3HaYeHO A1 UCMO0/b30BaHWS TOMbKO Y OAHOrO Na-
LMeHTa. 3anpeLlaeTcs MOBTOPHO CTEPUAN30BaTb YCTPOCTBO WM MOBTOPHO
MCNONb30BaTb €r0 A4/ BMeLlaTeIbCTBa Y APYruX naumeHToB. [OBTOpHOE mc-
M0/b30BaHe JaHHOI0 Y CTPOICTBA Y APYroro naumeHTa MOXeT NPUBECTM K He-
npaBu/IbHON paboTe YCTPOWCTBa, NEPeKPeCTHOMY MH(ULMPOBAHUIO UK BO3-
HWKHOBEHWIO APYTUX ONAcHOCTEN.
He mncnonb3yiite YcTpoicteo ana pesackynsapusauyum EmboTrap 111 6onee 3
pas.
He npegnpviHumaiiTe 6onee 3 MONbITOK yAaneHns Tpomba U3 0AHOO U TOrO e
cocyfa.
He n3BnekaiTe packpbiToe YCTPOWCTBO Yepe3 paHee CTEHTUPOBAHHBINA Cocyp,
Ecnun Bo3HMKaeT HEO6X04UMOCTb NPONTU Yepe3 YCTaHOBNEHHbI CTEHT,, YTOObI
MoAy4nTb AOCTYN K TPOMOY, CHayana HY)XXHO Y6eauTbCsi, UTO CTEHT MOXHO
MPOVTV NPOBOAHWMKOBBLIM MM MPOMEXYTOUHbIM KaTeTepom. 3aTeM nepep, u3-
B/IEYEHVEM Yepe3 CTEHT Y CTPOCTBO CefyeT NOMHOCTbIO BTAHYTb Ha3az B Mpo-
BOZHVKOBbIM UM NPOMEXYTOUHbIN KaTeTep.
Monb30BaTeNn AOMKHbI MPUHMMATL BCe HEOOXO0AMMbIE MePbI MPef0CTOPOXKHO-
CTW, YTOObI OrpaHNYNTL 403bl PEHTTEHOBCKOro 06/1y4eHMs NauneHToB 1 cammx
cebs, NCNOoMb3ys COOTBETCTBYIOLME 3KPaHbl, YMeHbLUaA NPOAO/HKUTENbHOCTb
PEHTTEHOCKONUM W MO BO3MOXHOCTW Perysmpys TeXHUYeckue napameTpsbl
PEHTreHOBCKOro 06/y4yeHns. K pyckam aHrnorpamyeckoro u peHTreHoCKonm-
YECKOro PEHTTEHOBCKOro 06/1y4eHNs OTHOCATCA: pa3BUTUE anoneLun, 0XXOroB
(OT NOKpacHeHWs KOXM [0 NOSBNEHWS A3B), KaTapaKTbl, a TaKXKe OTCPOYEHHOe
obpa3oBaHve onyxoneii. BeposATHOCTb 3TUX OCMOXHEHWIA pacTeT C yBennye-
NeM [4MTeNbHOCTY NPoLesypbl M KOMYecTBa NpoLeayp.

lyTrnmsmpyiiTe YCTPONCTBO M YNaKOBKY B COOTBETCTBUM

. aTaKke rocyaapcTBeHHbIMU U (M1N)
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Do not withdraw the Device against significant resistance. Assess the cause of
resistance using fluoroscopy and if necessary, advance the microcatheter over the
Device to resheath or partially resheath to aid withdrawal. Resheathing a Device
with captured clot may result in loss of clot and distal embolization.

This Device is for use in one patient only. Do not rcsterilize or reuse in more than
one patient. Reusing the Device in another patient could result in compromised
Device performance, cross infection and other safety related hazards.

Do not use any EMBOTRAP Ill Revascularization Device more than 3 times.
Do not perform more than 3 retrieval attempts in any one vessel.

Do not withdraw the deployed Device through a previously stented vessel. If it
becomes necessary to cross a deployed stent to access a clot, first ensure that the
stent can be crossed with the Guide or Intermediate Catheter. The Device should
then be fully pulled back into Guide or Intermediate Catheter prior to retrieval
through the stent.

Users shall take all necessary precautions to limit X-radiation doses to patients
and themselves by using sufficient shielding, reducing fluoroscopy times, and
modifying X-ray technical factors where possible. The risks of angiographic and
fluoroscopic X-ray radiation include alopecia, burns ranging in severity from skin
reddening to ulcers, cataracts and delayed neoplasiathat increase in probability as
procedure time and number of procedures increase.

After use, dispose of product and packaging in accordance with hospital, admin-
istrative and/or local government policy.

Serious Incident Reporting:

Any serious incident that has occurred in relation to the device should be
reported to the manufacturer.

Serious incident means any incident that directly or indirectly led, might
have led or might lead to any of the following:

a) the death of a patient, user or other person,

b) the temporary or permanent serious deterioration of a patient's, user’s or
other person's state of health,

c) a serious public health threat.



YBefOM/IeHNE O Cepbe3HbIX UHLUAEHTAX

B cnyvae cepbe3HbIX MHLUWAEHTOB C UCMO/b30BAHWEM 3TOr0 Y CTPOICTBA O
HUX cnegyeT coobuiaTb NPOM3BOAUTENIO.

Mop cepbe3HbIM UHLMAEHTOM MOApPa3yMeBaeTCs MHUUAEHT, KOTOPbIA nps-
MbIM U/ KOCBEHHbIM 06pa3oM MpuBen, MOT MPUBECTH, UK B ByayLLem
CNnocobeH NpuBecTn K 1K060MY 13 creayowmnx nocneLCcTBuiA:

a) CMepTb MauumeHTa, N0Nb30BaTENA UM TPETHEro NLE;

b) BpeMeHHOe 1 HeobpaTUMoe Cepbe3Hoe YXYALeHNe COCTOSHUA 340pO0-
Bbsl NaLMeHTa, NoNb30BaTeNd NN TPETbEro NNUa;

C) cepbe3Has yrposa 340pOBbi0 HaceneHus.

MH®OPMALWA O NEKAPCTBEHHbIX MPEMAPATAX U (MN) INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTI-
PAPMALEBTUYECKMNX CYBCTAHUNAX BCOCTABE MU CAL SUBSTANCES INCLUDED IN MD

N3penne He cofepXuT NekapCcTBEHHbIX BelecTB u (1nn) dapmauesTuye- Devices do not contain medicines and (or) pharmaceutical substances and are
CKUX CYBCTaHUMIA N He UCNONb3YeTCA B COMeTaHUM C IeKapCTBEHHbIMU Be- not used in combination with medicines and (or) pharmaceutical substances.
wecteamMu 1 (Unm) hapMaLeBTUYECKUMUN CyOCTaHLMAMN.

MH®OPMALUMA O CTEPUTIBHOM COCTOAHUWN MEAWMUWNH- INFORMATION ABOUT THE STERILITY OF A MEDICAL DE-
CKOIro n3genngd VICE

Bce ycTpoiictea EmboTrap noctasnstoTca ctepunbHbiMU 1 cTepunusytotes  All EMBOTRAP models are supplied sterile and are sterilized by 100% Eth-

100% okcuaoM 3TWUNeHa C UCMOb30BAHMEM O[JHOTO U TOrO0 e Banuampo- ylene Oxide using the same validated cycle and method. Minimum Sterility
gaHHoro uMKna n metofa. YposeHb obecrieyeHuns ctepunbHocTn (SAL) 10° Assurance Level (SAL) of 10"

TPEBOBAHUNA K TEXHUNYECKOMY OBCNTY XMBAHWNIKO N PE- REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF

MOHTY MW MD
HenpumeHumo. Not applicable.
20
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ycnoBuma TPAHCMOPTUNPOBKW n XPAHEHWA
Tabnuua 3 - YcnoBus TpaHCNOPTUPOBKM

HanmeHoBaHue [Jvana3oH
TemnepaTypa Bo3gyxa, ®C Ot -35 go +40
BnaxHocTb BO3ayxa (0OTHOCUTeNbHas), 6e3 o6pa—30_95
30BaHMA KoHAeHcaTa, %
ATmocepHoe faBneHue, rfa 700-1060
Tabnuua 4 - YcnoBusi XxpaHeHus

HanmeHoBaHMe [vianasoH

Temnepartypa Bo3gyxa, °C OT1+10 go +35

BnaxHocTb Bo3fyxa (0OTHOCUTENbHadA), 6e3 o6pa-<

75
30BaHMA KoHAeHcarta, %

ATmochepHoe faBfeHue, rfa 860-1060

MOPALOK W YCNOBUNA YTUNNSAUNN nan YHUUTOXEHUA

MW

PaboTa v yTuansauuns Ao/MKHbI NPOBOAUTLCS B COOTBETCTBUM C TpebOBaHU-
amu CaHlNwuH 2.1.3684-21 1 NpUMeHUMbIMW MECTHbIMU, obLierocypap-
CTBEHHbIMM 1 (hefepanbHbIMW 3aKOHAMU U HOPMATUBHBIMU MONOXEHUAMU.
Mocne ncnonb3oBaHUs U3genns MoryT NpeacTaBnaTb NOTEHUNANBHYIO 6M0-

JTIOTNYeCcKyto onacHOCTb.

Mpy NOBPEXAEHNN YNAKOBKU/UCTEYEHUUN CPOKa FrOAHOCTM U3fenne yTum-
3MpyeTcs B COOTBETCTBMU C MpaBunaMmn 06paLleHns ¢ MeAULMHCKUMM 0TXO-

famun Knacca A.

Vicnonb3oBaHHOe u3genne YTUIN3NPYETCA B COOTBETCTBUW C NpaBuiamMu

06palleHns ¢ MeAULMHCKMM 0TX04amMu Knacca b
N"AHTWAHA
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CONDITIONS OF TRANSPORTATION AND STORAGE
Table 3 - Transportation conditions

Designation Ranoe
Temperature Limitation, ®C -35 to +40

Relative Humidity Limitation, without condensa-"*
tion, %

Atmospheric Pressure Limitation, hPa 700-1060

Table 4 - Storage conditions
Designation Range

Temperature Limitation, °C +10to +35

Relative Humidity Limitation, without condensa-<
tion,%

75

Atmospheric Pressure Limitation, hPa 860-1060

MD DISPOSAL RULES AND CONDITIONS

Disposal should be in accordance with generally the requirements SanPiN
2.1.3684-21 and applicable local, state and federal laws and regulations.
If package is damaged or expiration date is exceeded, device is disposed in

conformity with the rules of handling medical wastes of Class A.

The used device must be disposed in conformity with the rules of handling

medical wastes of Class B.

WARRANTY

The manufacturer guarantees the conformity of EmboTrap Revascularization
Device to the requirements of the standards in compliance with operating, stor-

age and transportation conditions of the expiration date.

\



[TpoH3BOAKTEND FAPAHTHPYET COOTBETCTRHE YCTPOHCTBA I BRYTPHCOCY-
amcroit TpoM63xroMun EmboTrap TpeGosanunam cranaapros npu cobmone-
HHM YCIIOBHH 3KCIUTyaTallHH, XpaHEHHA M TPAHCMIOPTHPOBAHHS B TeYeHHe
CPOKA FOAROCTH,

TapauTniinmii cpok xpasenns: 3 roga.

Warranty storage period: 3 years

HAMMEHOBAHME ¥ IOPHIWMECKMHA AJPEC NMPOM3BOIN-
TEJSA MH H YTIOJHOMOYEHHOT'O IPEACTABHTEJIA NPO-
H3BOAHTEJIA B POCCHH

MPOU3IBOAUTED:
Neuravi Limited (Hsiopasu Jlumuren)., Block 3, Ballybrit Business Park.
Galway, Ireland, Upnanans.

MECTA NTPOA3BOACTBA:
Neuravi Ltd, Block 3, Ballybrit Business Park, Galway, Ireland.
Advant Medical Ltd, Parkmore Business Park West, Galway, Ireland.

YNOJHOMOYEHHOMH NMPEJACTABHTEJNDL NPOU3BOIUTENSA
B POCCHH:

000 «Ixoncon & JHxOHCOH»,

121614, r. Mocksa, yn. Kpsutatckas, a. 17, xopn. 2.

Ten. +7 (495) 580-7777,

RA-JNJRU-RZN@ITS.JNJ.com

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
Neuravi Limited, Block 3. Ballybrit Business Park, Galway, Ireland.

MANUFACTURING SITES:
Neuravi Ltd, Block 3, Ballybrit Business Park, Galway, Ireland. .
Advant Medical Ltd, Parkmore Business Park West, Galway, Ireland. i

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN |
RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.
Tel. +7 (495) 580-7777
RA-JNJRU-RZN@ITS.JNJ.com
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MepeBof C aHrNNIACKOr0 A3blKa Ha pyCCKMii S3bIK

5M3PU CTPUT Cbto3aH O’XUrTruHC < Fep6: [leBn3 Ha NaTbIHU:
ronyan CUTU HII NXWO Veritate etiustiti
VPIAHANS eritate etjustitia
HOTAPUYC («heTuna u
crpaBea/INBOCTb»)>
MPASCTBATO YN
MPUEH A-QLLIX TPASCTB
MOX/BHEHHAA JIALEH3V/A
TENEDOH: +351 91 567550
PAKC: +353 91 396340
3N1. NOYTA: contact@susanuiuiginn.ie

CaliT B WHTEpHeTe:! WwWw.susanuiuiginn.ie

HOTAPVNANBbHOE YAOCTOBEPEHUWE

HACTOAWMM AOBOANTCA OO CBEAEHUNA CHNEAYHKOWEE: A, CeblosaH
O’XUrruHe, HoTapuyc, B CW/y 3aKOHa YMOSIHOMOYEHHbI Ha COBepLUEHWe HOoTapuaibHbIX
JelicTBuiA ['naBHbIM cyabeil BepxoBHoro cypa Pecny6nuku VipnaHans, UMEOLWMA NLEH3UI0
N NpakTUKyroWwmin no agpecy: 5 Mapu Ctput, Fonyain, H91 NXWO0, VpnaHgus, B KayecTtse
HoTapuyca B rpadctee [Monyaii, MipnaHaus, n npunerarowmx rpadcraax

HACTOAWNMM YOOCTOBEPAKD, 4yto npunaraemMas WHCTPYKUMS MO MNPUMEHEHMIO
MEULMHCKOIO M3Aenns «YCTPOMCTBO ANSi BHYTPUCOCYAUCTOM TPOMO3KTOMMM EmboTrap B
Tpex BapuaHTax WCMNofHeHWUs (avametp 5 MM, paboyasd pavHa 22 MM U 37 MM,
COOTBETCTBEHHO W AnameTp 6,5 MM, pabouyas AnmHa 45 MM)» Oblna noanucaHa B MOEM
npucytcTBun  Haiinom ®okcom, [AuMpekTopoM M0 BOMNpPOCaM HOPMAaTUBHO-NPaBOBOIO
perynnupoBaHns KomnaHum «Hetopasu Jinmuteg» (CepeHoByc), topuguyeckuii agpec: bnok 3
Bannnbput BrusHec Mapk, MNonyaii H91 K5YD, MpnaHaus.

CTtpaHa, B KOTOPYIO BblfaeTca LOKYMEHT - Poccus.
B NMOATBEPXAEHWE YEIO s cKpennsw AaHHbIA AOKYMEHT CBOei MOAMNUCLID U

cny>kebHoli neyatbto No agpecy: 5 Mapu CtpuT, Fonyaii H91 NXWO, VpnaHaus, cerogHs,
12 okTsI6pa 2021 ropa.

<nofnucaHo>
Cbto3aH O’XurruHc, Hotapuyc

<Kpyrnas neyarb-Hak/eiika
(KOHTpMBKa) 3eN1E8HOr0 LIBETA C
3ybuaTbIMK Kpasmmn>
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Brok 3, bannnbput busHec MNapk. ronysi, VipnaHgus

[MpekTop no BonpocamM HOPMaTWBHO-MPaBOBOrO PeErysMpoBaHuMs

HoTapuanbHoe yaocToBepeHne, NPUMEHNMOE B .
OTHOLLIEHUM JaHHOTO [OKYMEHTA, PacnpoCTpaHsIeTCs Hain ®okc
TO/IbKO Ha Y/J0CTOBEPEHME NINYHOCTY 1

<[ep6: JeBn3 Ha NaTblHK:
npaBoOCMOCO6HOCTM 0bpaTVBLLIErOCS 3a HAM nnua (1)

1 Ha Haanexallee ohopMeHre JoKyMeHTa (ecnm 1o Veritate etjustitia <Hapnucs 0T pyku: 12 okTs6pa 2021 ropa>
NPUMEHNMO), ECQI MHOE MPSIMO He YKa3aHo Ha («McTuHa n cnpaseAnnBoCTb»)>
aHINNICKOM A3blke. <nognwucaHo>
<nognucaHo>

Cbto3aH O'XHITHHC, HOTapuyc
[onyaii, NWpnanams. MoXnsHeHHan NnLeH3us

<Kpyrnas neyaTtb-Hak/elnka
(KOHrpuBKa) 3eN1E8HOr0 LBeTa C
3ybyatbiMu KpasgMun>
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nepesofyunK Q vxhs J A

Poccuiickaa degepauus
Mopof MockBa
TpeTbero gekabpsa Ase TbicAYN ABajLaTb NepBOro roga

A, MowuceeBa Jlnnna BnaguMuMpoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb NOANMCK NepeBoaYMKa AnosiH dasnga eoprmesnya.

Moanuce caenaHa B MoeM NPUCYTCTBUN.

JlnyHocTb NnofnucasLlero JOKYMeHT YCTaHOB/EHA.

3apeructpuposaHo B peectpe: Ne 50/995-H/77-2021-"~4 0 2¥

YnnayeHo 3a coBec EanbHoro fgenctaus: 400°y6. 00 Kon.
.B.Mouceesa
Bcero npoLuHyposaHo. enneHo neyatbto 25 nuct(-a,-0B).

J1.B.MowuceeBa
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